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1. INTENDED USE

The Chlamydia trachomatis REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Chlamydia trachomatis REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — for qualitative pathogen-detection. The Chlamydia trachomatis REAL-TIME PCR Detection Kit is
designed to detect Chlamydia trachomatis nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: urine, prostate fluid,
ejaculate, scrapings of epithelial cells (from the urogenital tract, oropharynx, rectum, conjunctiva
of the eye).

The most common chlamydial infection affects the organs of the reproductive system. Chlamydial
infection can occur both with clinical symptoms and asymptomatic, but regardless of the presence of
symptoms, chlamydial infection causes serious complications in the form of reproductive disorders and
the development of male and female infertility. Infection transmitted during sexual intercourse or at the
birth of a child through an infected genital tract.

Long-term current, undetected and untreated infection in women can lead to the fact that bacteria
penetrate through the uterus into the upper genital tract, ultimately, lead to such complications as pelvic
inflammation, ectopic pregnancy and tubal infertility.

Complications of chlamydial infection in men may be epididymitis, epididymo-orchitis and sexually
acquired reactive arthritis. Chlamydial infection in men is also associated with reduced reproductive
capacity or infertility as a result of direct effects on sperm: its maturation, mobility and viability.

More rarely chlamydial infection affects the rectum, oropharynx, conjunctiva of the eyes.

The application of the kit does not depend on population and demographic aspects. There are no
contradictions for use The Chlamydia trachomatis REAL-TIME PCR Detection Kit.

The Chlamydia trachomatis REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Tag polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Chlamydia trachomatis REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and Hex)
and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a result
of activation fluorescence increases proportionally to target sequence amplification. The intensity of
fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data collection
unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Chlamydia trachomatis product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. The application of two fluorescent dyes makes it possible to
register the results of different amplification reactions taking place simultaneously in one tube. Table 1
shows the detection channels of amplification products.



Table 1. Detection channels of amplification products

Fam/Green Hex/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
Chlamydia trachomatis IC - - R

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime REAL-TIME
Thermal Cyclers (see the catalogue at https://www.dna-technology.com to see available supply options).
The current version of the software is available for download at
https://www.dna-technology.com/software

The Chlamydia trachomatis REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene (Qiagen) real-time thermal cyclers.

3. CONTENT
The detailed description of content is represented in the Tables 2.1 - 2.2.

Table 2.1. The Chlamydia trachomatis REAL-TIME PCR Detection Kit content, package S (standard)
for R1-P101-23/9EU and R1-P101-S3/9EU

Reagent Description Total volume Amount
Paraffin sealed PCR-mix Colorless transparent liquid 1920 L 96 tubes or
under waxy white fraction (20 pL in each tube) 12 8-tube strips
Tag-polymerase solution | Colorless transparent liquid 1000 puL 2 tubes

(500 pL in each tube)

Mineral oil Colorless transparent viscous 2.0 mL 2 tubes
oily liquid (1.0 mL in each tube)

Positive control Colorless transparent liquid 130 plL 1 tube

Strip’s caps 1 12 8-caps

Table 2.2. The Chlamydia trachomatis REAL-TIME PCR Detection Kit content, package U (universal) for
R1-P101-UA/9EU

Reagent Description Total volume Amount

PCR-mix Colorless or slightly pink 600 uL 1 tube
transparent liquid

TechnoTag MAX polymerase | Colorless transparent 30 uL 1 tube
viscous liquid

PCR-buffer Colorless transparent 600 uL 1 tube
liquid

Positive control Colorless transparent 130 pL 1 tube
liquid

All components are ready to use and do not require additional preparation for operation.

The Chlamydia trachomatis REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (no more than 94 defined samples, one positive control and one negative control) for package S.

Package U is designed to carry out 96 tests if at least 5 samples in one study are amplified (3 test samples,
positive and negative control samples)

1. for detection kit packaged in strips R1-P101-S3/9EU


https://www.dna-technology.com/software

4,

REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, sterile single use containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU not applicable to male urethral swabs) or STOR-M ( P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or physiological saline
solution or sterile PBS for the transportation of the sample.

4.2.DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);

Solid-state thermostat (temperature range 50-98°C);

Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Single channel pipettes (dispensers covering 20-1000 uL volume range);

RNase and DNase free filtered pipette tips (volume 200 pL, 1000 pL);

Nucleic acid extraction kit (“DNA-Technology” made PREP-RAPID P-001/1EU (not
applicable to male urethral swabs), PREP-NA P-002/1EU, PREP-GS P-003/1EU and
PREP-MB RAPID P-116-N/4EU, P-116-A/8EU extraction kits are recommended);
Physiological saline solution 0.9% NaCl (Sterile);

Container for used pipette tips, tubes and other consumables;

Powder-free surgical gloves;

Disinfectant solution.

Preamplification-reagent preparation area:

UV PCR cabinet;

Refrigerator;

Vortex mixer;

Vortex rotor for 0.2 mL strips;

PCR tube rack for 0.2 mL tubes;

PCR tube rack for strips of eight 0.2 mL tubes;

Single channel pipettes (dispensers covering 0.5-1000 pL volume range);
RNase and DNase free filtered pipette tips (volume 20 pL, 200 pL, 1000 pL);
Container for used pipette tips, tubes and other consumables;

Powder-free surgical gloves;

Disinfectant solution.



Post-Amplification — Amplification detection area:
- Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.

5. STORAGE AND HANDLING REQUIREMENTS
Expiry date — 12 months from the date of production.

All components of the Chlamydia trachomatis REAL-TIME PCR Detection Kit, except the TechnoTag MAX
polymerase, must be stored at temperatures from 2 °C to 8 °C during the storage period. PCR-mix must be
stored at temperatures from 2 °C to 8 °C and out of light during the storage period. The TechnoTag MAX
polymerase must be stored at temperatures from minus 18 °C to minus 22 °C during the storage period.

The excessive temperature and light can be detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2 °C to 8 °C over the
transportation. It is allowed to transport TechnoTag MAX polymerase at temperatures from 2 °C to 8 °C
for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:

- components of the kit except TechnoTag MAX polymerase should be stored at temperatures
from 2 °C to 8 °C during the storage period;

- PCR- mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of
light during the storage period;

- TechnoTag MAX polymerase should be stored at temperatures from minus 18 °C to
minus 22 °C during the storage period.

The kit stored under undue regime should not be used.
An expired Chlamydia trachomatis REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Chlamydia trachomatis REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, carriage and handling conditions recommended by
manufacturer.

Contact our official representative in EU by quality issues of the Chlamydia trachomatis REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
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or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for
1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, reverse transcription, PCR-amplification
and detection require qualified staff to avoid the risk of erroneous results, especially due to the
degradation of nucleic acids contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include parts
of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use the
reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents
should be strictly stationary. It is not allowed to move them from one room to another. Equip separate
areas for the extraction/preparation of amplification reactions and for the amplification/detection of
amplification products. Never introduce an amplification product in the area designed for
extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which are exclusively
employed for the extraction/preparation of the amplification reaction and for the amplification/detection
of the amplification products. Never transfer lab coats, gloves and tools from the area designed for
amplification/detection of the amplification products to the area designed for extraction/preparation of
amplification reactions. Amplification products must be handled in such a way as to reduce dispersion
into the environment as much as possible, in order to avoid the possibility of contamination. Pipettes used
to handle amplification products must be exclusively employed for this specific purpose. Remove PCR
waste only in a closed form. Remove waste materials (tubes, tips) only in a special closed container
containing a disinfectant solution. Work surfaces, as well as rooms where NA extraction and PCR are
performed, must be irradiated with bactericidal irradiators for 30 minutes before and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.



Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breach;
— After the expiry date provided.
Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current instruction for use.
7. SAMPLES

The Chlamydia trachomatis REAL-TIME PCR Detection Kit is designed to detect DNA extracted from urine,
prostate fluid, ejaculate, scrapings of epithelial cells (from the urogenital tract, oropharynx, rectum,
conjunctiva of the eye), depending on professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

The maximum concentrations of interfering substances, that have no effect on the amplification of the
laboratory control sample and internal control are: hemoglobin — 0.35 mg/mL of the DNA sample,
isopropyl alcohol — 100 pL/mL of the DNA sample, methyl acetate — 100 pL/mL of the DNA sample.

Following medicines have no effect on the amplification of the laboratory control sample and internal
control: chlorhexidine bigluconate — 5.0%, Miramistin ® - 5.0%.

Impurities contained in the biomaterial sample are almost completely removed during the DNA
extraction. To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological
material. Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA
extraction methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane, and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with a
tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.



The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra), rectum swabs sampling

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:
- in plastic 1.5 mL tubes with 300-500 uL of a sterile physiological solution;

- in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

- in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with a
new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored at temperatures from 2 °C to 8 °C no more than 24 hoursprior to analysis.
In case of usage transport media biological material samples are stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the instruction for
use for DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary
to perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID Kkits:

4.1 The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25°C.

NOTE - Use a centrifuge for 1.5 mL tubes with RCF not less RCF(g) 16000, for example, HERAEUS picol7
centrifuge (RCF(g) 17000)

4.2 Remove the supernatant. Using PREP-GS, leave approximately 50 L in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 L (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.



The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10—15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with a
hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened with
a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by a
doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
& Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Residual urine after prostate massage

Before residual urine after prostate massage, sexual abstinence is recommended for 3 days before the
examination.

The patient urinates in the toilet, leaving part of the urine in the bladder.

Before urine taking, the penis balanus is treated with a sterile cotton tampon moistened with a
physiological solution.

The prostate massage is carried out for 1-3 minutes. The intensity of the massage depends on the
consistency of the prostate: with a soft prostate - slight pressure is carried out, with a dense consistency
of the prostate - the pressure force is increased.

After the end of the massage, the first 10-15 mL of the urine is collected in a sterile container with a
volume of up to 60 mL.

Container is tightly screwed and marked.
& Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the external
genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
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Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8 °C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month

NOTE - The detailed description of sampling and sample processing procedures as well as sample storage
and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS, and PREP-MB RAPID
extraction kits instructions for use.

8. PROCEDURE

DNA extracting from biological material.

DNA extraction is carried out according to the extraction kit instructions. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. PREP-RAPID is not recommended for
DNA extraction from men urogenital swabs.

A Independently of DNA extraction kit used, a negative control sample should go through all stages
of DNA extraction. Physiological saline solution can be used as a negative control sample in
volumes as indicated.

Assay procedure

8.1 Preparing PCR for package S
A The reagents and tubes should be kept away from direct sun light.

When using package S, strips, strictly observe the completeness of the strips and caps for them.
Do not use caps for strips from other kits!

8.1.1. Mark tubes with PCR-mix for each test sample, negative control (C-) and positive
control (C+).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The
resulting number of tubes is 6.

8.1.2. Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.1.3. Add 10 pL of Tag-polymerase solution into each tube. Avoid paraffin layer break.
8.1.4. Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits

approved for use with Rotor-Gene thermal cycler). Close the tubes.

8.1.5. Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds, then spin down
drops for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic rack
A while adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred
to new tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

the next DNA sample to prevent contamination. In case of using tubes in strips, close the strip
before proceeding to the next strip to prevent contamination. Close the tubes/strips tightly. Use
filter tips.

i Open the tube, add DNA sample (or control sample), then close the tube before proceeding to
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8.1.6. Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C-
" and “C+” tubes. Avoid paraffin layer break.

8.1.7. Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure
into “C-” tube and positive control (C+) into corresponding tube. Avoid paraffin layer break.

8.1.8. Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene thermal cycler,
centrifugation is not required).

8.1.9. Set the tubes/strips into the Real-time Thermal Cycler.

8.1.10. Launch the operating software for DT instrument?. Add corresponding test?,
specify the number and ID’s of the samples, positive and negative control samples. Specify
the position of the tubes/strips in the thermal unit (see 8.1.9) and run PCR.
See Tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

NOTE - Amplification products can be stored at temperatures from 2 °C to 8 °C for one month or at a
temperature minus 20 °C for 12 months.

8.2 Preparing PCR for package U
& The reagents and tubes should be kept away from direct sun light.

8.2.1. Mark the required number of 0.2 mL tubes for each sample to be tested, for
positive control (C+) and for negative control (C-).

Example: to test 4 samples in one PCR run, mark 4 tubes for samples, 1 tube for “C-” and
1 tube for “C+”. The resulting number of tubes is 6.

8.2.2. Vortex the tube with PCR-mix for 3-5 seconds and spin down drops for
1-3 seconds.

8.2.3. Add 6.0 pL of PCR-mix into the each marked tube for samples to be tested.

8.2.4. Vortex the tubes with PCR-buffer and TechnoTag MAX polymerase for

3-5 seconds and spin for down drops for 1-3 seconds.

TechnoTag MAX polymerase must be stored at temperatures from minus 18°C to
minus 22°C. Room temperature exposure is permitted only for a short time. Remove from freezer
just prior to use and place on ice.

8.2.5. Prepare the mixture of PCR-buffer and TechnoTag MAX polymerase.
Add into one tube:

e  6.0x(N+1) pL of PCR-buffer,

e 0.3x(N+1) pL of TechnoTag MAX polymerase,

N — number of the marked tubes including “C-” and “C+".

Example: for simultaneous testing of 4 samples, “C-” and “C+” in one PCR run, mark 6 tubes
(4 tubes for samples to be tested, 1 tube for “C+” and 1 tube for “C-”). Prepare the mixture of
PCR-buffer and TechnoTaqg MAX polymerase for 7 (6+1) tubes. Mix 42 uL of PCR-buffer and 2.1
pL of TechnoTag MAX polymerase.

2 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

3 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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8.2.6. Vortex the tube with prepared mixture for 3-5 seconds, then spin down drops for
1-3 seconds.

The mixture of PCR-buffer and TechnoTagq MAX polymerase must be prepared just prior to use.

8.2.7. Add 6.0 pL of PCR-buffer and TechnoTaq MAX polymerase mixture into each PCR-
tube. Close the tubes.

Follow the steps listed in pp 8.2.8 — 8.2.13 within two hours after addition of PCR-buffer and
TechnoTag MAX polymerase mixture to amplification mix.

8.2.8. Vortex the tubes with sample, “C-” and “C+” for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA
preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic rack
while adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred
to new tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

Open the tube, add DNA sample (or control sample), then close the tube before proceeding to
the next DNA sample to prevent contamination. Close the tubes tightly. Use filter tips.

> B B B P

8.2.9. Add 6.0 pL of DNA sample into corresponding PCR-tubes. Do not add DNA into the
“C-" and “C+” tubes.

8.2.10. Add 6.0 pL of negative control (C-) which passed whole DNA extraction procedure
into “C-" tube and positive control (C+) into corresponding tube.

8.2.11. Spin tubes for 3-5 seconds.

8.2.12. Set the tubes into the Real-time Thermal Cycler.

8.2.13. Launch the operating software for DT instrument®. Add corresponding test®,

specify the number and ID’s of the samples, positive and negative control samples. Specify
the position of the tubes in the thermal unit (see 8.2.12) and run PCR.
See Tables 7-11.

8.3 Preparing PCR for package U using DTstream

ﬁl The reagents and tubes should be kept away from direct sun light.

8.3.1. Vortex the tube with PCR-mix for 3-5 seconds and spin down drops for
1-3 seconds.
8.3.2. Vortex the tubes with PCR-buffer and TechnoTag MAX polymerase for

3-5 seconds and spin down drops for 1-3 seconds.

TechnoTag MAX polymerase must be stored at temperatures from minus 18 °C to
minus 22 °C. Room temperature exposure is permitted only for a short time. Remove from freezer
just prior to use and place on ice.

8.3.3. Following the DTstream software instructions, prepare a mixture of PCR-buffer
with TechnoTag MAX polymerase in a separate test tube.

4 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

5 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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8.3.4. Vortex the tube with prepared mixture for 3-5 seconds, then spin down drops for

1-3 seconds.

8.3.5. Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds and spin down drops

for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA

>

out for 1-3 seconds in a vortex mixer.

preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried

& In case of using PREP-MB RAPID DNA Extraction Kit, vortex the tubes for 3-5 seconds on a vortex
mixer, put the tubes with the DNA preparation in magnetic rack and transfer the supernatant
containing the isolated DNA to new tubes. If, after DNA extraction, the supernatant containing the

isolated DNA was already transferred to new tubes, centrifugation is carried out for 3-5 seconds

on a vortex mixer.

8.3.6. Set tubes with PCR-mix, PCR-buffer and TechnoTaq MAX polymerase mixture,
DNA sample, positive control and negative control and microplate for PCR to the DTstream

and dispense the components according to the user manual.

8.3.7. After completion of the program on the DTstream, set gently, without shaking,

the microplate to the DTpack.

8.3.8. Carry out the procedure of sealing the microplate by thermal film in accordance
with the instructions to the DTpack.

8.3.9. Spin the microplate at RCF(g) 1000 for 30 seconds.

8.3.10. Set the microplate into the Real-time Thermal Cycler.

8.3.11. Launch the operating software for DT instrument®. Add corresponding test’,

specify the number and ID’s of the samples, positive and negative control samples. Specify

the position of the tubes in the thermal unit (see 8.3.10) and

See Tables 7-11.

6 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

7 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.

run PCR.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

N f ical T f th
Step | Temperature, °C | Min. Sec. umber o Optica ype of the
cycles measurement step
80 0 30
1 1 Cycl
94 1 30 vele
94 0 30
2 64 0 15 > v Cycle
94 0 10
3 64 0 15 45 y Cycle
4 | 94 | o | 5 | 1 \ \ Cycle
5 | 10! ‘ | .. | Holding | ‘ Holding
V - optical measurement
!~ holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
PCR/Melt Data
| R Dwell ti int, 2
Cycle epeats Step well time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
PCR/Melt Data
| R Dwell ti int, 2
Cycle epeats Step well time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene thermal cycler

Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
Cycli 1ti
ycling 94 deg 90 sec time
94 deg 30 sec
Cycling 2 5ti
yciing 57 deg* 15 sec Imes
94 deg 10 sec
Cycling 3 45 ti
yciing 57 deg* 15 sec 'mes
* Take the measurement
Table 7. Detection channels
Fam/Green Hex/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
Specific product and C+ IC - - -
Table 8. The PCR program for DTlite and DTprime Thermal Cyclers.
Step | Temperature, °C | Min Sec. Number of Optical Type of the
cycles measurement step
80 0 5
1 94 0 z 15 Cycle
2 94 E 0o | 1 Cycle
94 0 30
3 64 0 15 5 v Cycle
4 94 0 10
64 0 15 45 v Cycle
5 | 94 | o 5 | 1 \ ] Cycle
6 | 10! ‘ | Holding | ’ Holding
V - optical measurement
!~ holding at 25°C is allowed
Table 9. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
°
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 5 min 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
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Table 10. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)

PCR/Melt Data
| R Dwell ti int, @
Cycle epeats Step well time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 5 min 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
Table 11. The PCR program for Rotor-Gene thermal cycler
Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
li 1ti
Cycling 94 deg 300 sec time
94 deg 30 sec
ling 2 .
Cycling 57 deg* 15 sec 5 times
94 deg 10 sec
Cycling 3 45 ti
yciing 57 deg* 15 sec 'mes
* Take the measurement

9. CONTROLS

The Chlamydia trachomatis REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Chlamydia trachomatis genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). ICis an artificial plasmid intended to assess the quality of PCR performance. To reveal
possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution can be used as a negative control sample in volumes indicated in supplied instructions.

The test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this
case the internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absent and for
internal control is present.

The test result is considered invalid when the exponential growth of the fluorescence level for the specific
product and for internal control are not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of storage
and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.
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10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers the analysis performed
automatically. In other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Chlamydia trachomatis DNA (specific product), the detecting amplifier registers
the expressed growing fluorescence of specific product, the amplification result of the internal control is
not taken into account.

In the samples free of Chlamydia trachomatis DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case, amplification,
or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of the
current instruction for use). The cutoff Ct values for Rotor-Gene thermal cycler are 40 (specific product)
and 33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Chlamydia trachomatis REAL-TIME PCR Detection Kit was
assessed by bioinformatics analysis using available on-line databases with up-to-date comprehensive
genetic information. The specific oligonucleotides used in the test were checked against GenBank
database sequences. None of the sequences showed sufficient similarity for unspecific detection.

The samples with Chlamydia trachomatis DNA are to be registered positive for specific product (a
fragment of the Chlamydia trachomatis genome). The samples free of Chlamydia trachomatis DNA are to
be registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification DNA sample in the presence of Chlamydia
pneumonia, Chlamydia psittaci, Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma genitalium,
Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Streptococcus sp.,
Staphylococcus sp., as well as human DNA in concentrations up to 1.0x10% copies/mL of the sample.

b. Inadetermination of analytical sensitivity the Chlamydia trachomatis REAL-TIME PCR Detection
Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per PCR reaction.

Sensitivity is 5 copies of Chlamydia trachomatis DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS,
. I Number of Number of -
copies per amplification . . % of positive results
repetitions positive results
tube

10 94 94 100
5 94 94 100
2 94 82 87
0 94 0 0

Sensitivity of Chlamydia trachomatis DNA in the sample depends on the sampling and the final volume of
the extracted DNA (elution volume).
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Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA concentration
of Chlamydia trachomatis in case of using DNA extraction kits produced by DNA Technology:

DNA extraction kits

Sample PREP-NA | PREP-GS PREP-MB RAPID PREP-RAPID

(at elution in 300 L)

- scraping of epithelial
cells in 500 uL transport

medium;

- ejaculate in 500 L 50 100 300 500
transport medium; copies copies . copies
- prostate fluid in 500 pL | /sample /sample copies /sample /sample

of transport medium;
- urine (extracting from
1.0 mL of sample)

C. Diagnostic characteristics

Number of samples (n) - 488;

Diagnostic sensitivity (95% Cl) - 98.5% (94.1-98.5%);

Diagnostic specificity (95% Cl) — 100% (99.3-100%).
NOTE - The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
P—OOl/lEU, PREP-NA P—002/1EU, PREP-GS P—OO3/1EU and PREP-MB RAPID
P-116-N/AEU, P-116-A/8EU kits.

12. TROUBLESHOOTING

Table 12. Troubleshooting

Result Possible cause Solution

Operation error
P Repeat whole test

PCR inhibition
C+ -
Violati fst d handli .
' a. lon of storage and handling Dispose current batch
requirements
Dispose current batch
C- + Contamination
Perform decontamination procedures
Repeat whole test
IC Invalid PCR inhibition

Resample

If you face to any undescribed issues contact our customer service department regarding quality issues
with the kit:

Phone: +7(495)640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with ISO 9001:2015 and I1SO 13485:2016.

—  observation of quality management in manufacturing of IVDD products;
—  creation of values for customers;
— maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Chlamydia trachomatis REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELISS.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic
medical device

Date of manufacture

Temperature limit

Consult instructions for
use

Contains  sufficient

for <n> tests

REF

Catalogue number

E Use-by date “ Manufacturer
Batch code e Keep  away  from
= sunlight

A Caution VER Version

® Do not reuse Non-sterile
Authorized

Eeur;(r)eps:anr']catwe in the CONTROL] + Positive control
Community
R1-P101-S3/9EU
REF R1-P101-23/9EU VER 560-3.2024.04.22

R1-P101-UA/9EU
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1. INTENDED USE

The Mycoplasma genitalium REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Mycoplasma genitalium REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Mycoplasma genitalium REAL-TIME PCR Detection Kit
is designed to detect Mycoplasma genitalium nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the genitourinary tract, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Mycoplasma genitalium.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Mycoplasma genitalium REAL-TIME PCR Detection Kit.

The Mycoplasma genitalium REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Mycoplasma genitalium REAL-TIME PCR Detection Kit is based on fluorescent modification of the
PCR method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam
and Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated.
As a result of activation fluorescence increases proportionally to target sequence amplification. The
intensity of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Mycoplasma genitalium product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Mycoplasma genitalium IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Mycoplasma genitalium REAL-TIME PCR Detection Kit (see the
catalogue at https://www.dna-technology.com to see available supply options). The current version of
the software is available for download at https://www.dna-technology.com/software.

The Mycoplasma genitalium REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Mycoplasma genitalium REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Mycoplasma genitalium REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P103-S3/9EU and R1-P103-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P103-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Mycoplasma genitalium REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P103-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 20 pL, 200 pL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Mycoplasma genitalium REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2°C to 8 °C over the
transportation. It is allowed to transport the kit at temperatures from 2 °C to 8 °C for no more than
5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Mycoplasma genitalium REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Mycoplasma genitalium REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Mycoplasma genitalium REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Avoid producing spills or
aerosol. Any material being exposed to biological samples must be treated for at least 30 minutes with
disinfecting solution or autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
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the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Mycoplasma genitalium REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs from the urogenital tract, urine, prostate fluid, ejaculate, depending on professional
prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.



The taking of the swabs is carried out:
— in plastic 1.5 mL tubes with 300-500 puL of a sterile physiological solution;

— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
A PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 °C no more

& than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID kits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.



The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
& Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ff The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.
8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. PREP-RAPID is not recommended
for DNA extraction from male urogenital swabs.

Independently of DNA extraction kit used, a negative control sample should go through all
/ h \ stages of DNA extraction. Physiological saline solution can be used as a negative control in
volumes as indicated.

Assay procedure for package S

& The reagents and tubes should be kept away from direct sun light.

10



When using package S (R1-P103-S3/9EU), strips, strictly observe the completeness of the strips
and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.

ZAN

8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction kit. After vortexing centrifuge the tubes with the DNA
preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 ulL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument®. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for
devices. See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's

website

https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 45 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Specific product and C+ IC - - R

9. CONTROLS

The Mycoplasma genitalium REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Mycoplasma genitalium genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution can be used as a negative control sample in volumes indicated in supplied instructions.

For Mycoplasma genitalium REAL-TIME PCR Detection Kit the test result is considered valid when:

—  the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Mycoplasma genitalium REAL-TIME PCR Detection Kit the test result is considered invalid when
the exponential growth of the fluorescence level for the specific product and for internal control
is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Mycoplasma genitalium DNA (specific product), the detecting amplifier
registers the expressed growing fluorescence of specific product, the amplification result of the internal
control is not taken into account.

In the samples free of Mycoplasma genitalium DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
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amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Mycoplasma genitalium REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Mycoplasma genitalium DNA are to be registered positive for specific product (a
fragment of the Mycoplasma genitalium genome). The samples free of Mycoplasma genitalium DNA are
to be registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae,
Candida albicans, Chlamydia trachomatis, Trichomonas vaginalis, Streptococcus sp., Staphylococcus sp.,
as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Mycoplasma genitalium REAL-TIME
PCR Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU)
per PCR reaction.

Sensitivity is 5 copies of Mycoplasma genitalium DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number Number %
copies per amplification tube of repetitions of positive results of positive results
10 94 94 100
5 94 94 100
2 94 86 91.5
0 94 0 0

Sensitivity of Mycoplasma genitalium DNA in the sample depends on the sampling and the final volume
of the extracted DNA (elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of Mycoplasma genitalium in case of using DNA extraction kits produced by DNA
Technology:

DNA extraction kits

Sample PREP-NA PREP-GS PREP-MBRAPID | . croiD

(at elution in 300 L)

- epithelial cell swabs in
500 uL transport medium;
- ejaculate in 500 pL
transport medium; 50 100 300 500

- prostate fluid in 500 pL copies /sample | copies /sample copies /sample copies /sample
of transport medium;

- urine (extracting from
1.0 mL of sample)
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c. Diagnostic characteristics

Number of samples (n) - 398;

Diagnostic sensitivity (95% Cl) - 98.0% (92.0-98.0%);
Diagnostic specificity (95% ClI) — 100% (99.1-100%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( [REF| p_116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnhostic Medical Devices. The quality control

procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;

- creation of values for customers;

- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Mycoplasma genitalium REAL-TIME PCR

Detection Kit.
Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production", LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELISS.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i ffici for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P103-S3/9EU
R1-P103-23/9EU

VER

283-4.2024.04.22
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1. INTENDED USE

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Ureaplasma urealyticum REAL-TIME PCR Detection Kit
is designed to detect Ureaplasma urealyticum nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the urethra, cervix, or posterolateral vaginal wall, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Ureaplasma urealyticum.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Ureaplasma urealyticum REAL-TIME PCR Detection Kit.

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is based on fluorescent modification of the
PCR method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam
and Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated.
As a result of activation fluorescence increases proportionally to target sequence amplification. The
intensity of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Ureaplasma urealyticum product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Ureaplasma urealyticum IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Ureaplasma urealyticum REAL-TIME PCR Detection Kit (see the
catalogue at https://www.dna-technology.com to see available supply options). The current version of
the software is available for download at https://www.dna-technology.com/software.

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Ureaplasma urealyticum REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P106-S3/9EU and R1-P106-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P106-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-GS PLUS ( P-003/2EU), PREP-RAPID ( P-001/1EU, not

applicable to male urethral swabs) and PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU)
extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P106-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 50 pL, 200 pL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.

5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Ureaplasma urealyticum REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2 °C to 8 °C over the
transportation. It is allowed to transport the kit at temperatures from 2 °C to 8 °C for no more than
5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.



The kit stored in under undue regime should not be used.
An expired the Ureaplasma urealyticum REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Ureaplasma urealyticum REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Ureaplasma urealyticum REAL-TIME
PCR Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
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extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit is designed to detect DNA extracted from
the epithelial cell swabs from the genitourinary tract (urethra, cervix or posterolateral vaginal wall),
urine, prostate fluid, ejaculate, depending on professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 ° C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-GS PLUS, PREP-NA and
PREP-MB RAPID Kkits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS and PREP-GS PLUS leave approximately 50 uL in tube
(precipitate + liquid fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid
fraction). Tightly close the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.



The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
& Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

-/: The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS,
PREP-GS PLUS and PREP-MB RAPID extraction kits user manuals.

8. PROCEDURE

DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-GS-PLUS, PREP-RAPID and PREP-MB RAPID extraction kits are recommended. It is allowed to use
any kits of reagents registered as a medical device and recommended by manufacturers for the
extraction of DNA from the corresponding types of biomaterial.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution can be used as a negative control in
volumes as indicated.

Assay procedure for package S
& The reagents and tubes should be kept away from direct sun light.

When using package S (R1-P106-S3/9EU), strips, strictly observe the completeness of the strips
and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).
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Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.

A\

ZAN

8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS, PREP-GS PLUS extraction kits. After vortexing centrifuge the tubes with
the DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation,
the supernatant containing the isolated DNA was transferred to new tubes, centrifugation is
carried out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument®. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for
devices. See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's

website

https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 45 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Specific product and C+ IC - - R

9. CONTROLS

The Ureaplasma urealyticum REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Ureaplasma urealyticum genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution can be used as a negative control sample in volumes indicated in supplied instructions.

For Ureaplasma urealyticum REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

—  the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Ureaplasma urealyticum REAL-TIME PCR Detection Kit the test result is considered invalid when
the exponential growth of the fluorescence level for the specific product and for internal control
is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Ureaplasma urealyticum DNA (specific product), the detecting amplifier
registers the expressed growing fluorescence of specific product, the amplification result of the internal
control is not taken into account.

In the samples free of Ureaplasma urealyticum DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
amplification, or DNA extraction, or collecting of clinical material are required to be repeated.
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In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Ureaplasma urealyticum REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Ureaplasma urealyticum DNA are to be registered positive for specific product
(a fragment of the Ureaplasma urealyticum genome). The samples free of Ureaplasma urealyticum DNA
are to be registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of
Mycoplasma genitalium, Mycoplasma hominis, Gardnerella vaginalis, Neisseria gonorrhoeae, Candida
albicans, Chlamydia trachomatis, Trichomonas vaginalis, Ureaplasma parvum, Streptococcus sp.,
Staphylococcus sp., as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Ureaplasma urealyticum REAL-TIME
PCR Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU)
per PCR reaction.

Sensitivity is 10 copies of Ureaplasma urealyticum DNA per amplification tube. Sensitivity is determined
by the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number Number %
copies per amplification tube of repetitions of positive results of positive results
20 94 94 100
10 94 94 100
5 94 86 91.5
2 94 76 80.8
0 94 0 0

Sensitivity of Ureaplasma urealyticum DNA in the sample depends on the sampling and the final volume
of the extracted DNA (elution volume).

Sensitivity of 10 copies per amplification tube corresponds to the following values of the DNA
concentration of Ureaplasma urealyticum in case of using DNA extraction kits produced by DNA
Technology:

DNA extraction kits

Sample PREP-NA PREP-GS | PREP-GSPLUS | PREP-MBRAPID | . o oo

(at elution in 300 pL)

- epithelial cell swabs in
500 pL transport medium;
- ejaculate in 500 pL

transport medium; 100 ccfoioes cfoi?as 600 ctoci)gs
- prostate fluid in 500 pL copies /sample /sarF’)ane /sarF:1pIe copies /sample /sarr:'\ple

of transport medium;
- urine (extracting from
1.0 mL of sample)
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c. Diagnostic characteristics

Number of samples (n) - 298;

Diagnostic sensitivity (95% Cl) - 100% (95.4-100%);
Diagnostic specificity (95% Cl) — 99.6% (98.2-99.6%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU), PREP-GS PLUS
( P-003/2EU) and PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for In vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Ureaplasma urealyticum REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELISS.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i ffici for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P106-S3/9EU
R1-P106-23/9EU

VER

285-4.2024.04.22
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Gardnerella vaginalis REAL-TIME PCR Detection Kit

INSTRUCTION FOR USE

OBELISS.A

Registered Address:
Bd. Général Wahis, 53
1030 Brussels, Belgium
Tel: +32.2.732.59.54
Fax: +32.2.732.60.03

E-mail: mail@obelis.net
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"DNA-Technology Research &
Production", LLC,

142281, Russia,

Moscow Region, Protvino,
Zheleznodorozhnaya Street, 20
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Customer service department

E-mail: hotline@dna-technology.ru

VER 287-4.2024.04.22
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1. INTENDED USE

The Gardnerella vaginalis REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Gardnerella vaginalis REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Gardnerella vaginalis REAL-TIME PCR Detection Kit is
designed to detect Gardnerella vaginalis nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the genitourinary tract, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Gardnerella vaginalis.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Gardnerella vaginalis REAL-TIME PCR Detection Kit.

The Gardnerella vaginalis REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Gardnerella vaginalis REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and
Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a
result of activation fluorescence increases proportionally to target sequence amplification. The intensity
of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Gardnerella vaginalis product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Gardnerella vaginalis IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Gardnerella vaginalis REAL-TIME PCR Detection Kit (see the catalogue at
https://www.dna-technology.com to see available supply options). The current version of the software
is available for download at https://www.dna-technology.com/software.

The Gardnerella vaginalis REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Gardnerella vaginalis REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Gardnerella vaginalis REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P108-S3/9EU and R1-P108-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P108-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Gardnerella vaginalis REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P108-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 200 pL, 1000 uL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Gardnerella vaginalis REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2°C to 8°C over the
transportation. It is allowed to transport the kit at temperatures from 2 °C to 8 °C for no more than
5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Gardnerella vaginalis REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Gardnerella vaginalis REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Gardnerella vaginalis REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.



Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Gardnerella vaginalis REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs from the genitourinary tract, urine, prostate fluid, ejaculate, depending on
professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 ° C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID kits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
/ A \ centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
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a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
A Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ﬁ The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.

8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. It is allowed to use any kits of
reagents registered as a medical device and recommended by manufacturers for the extraction of DNA
from the corresponding types of biomaterial.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control sample from an
extraction kit can be used as a negative control in volumes as indicated.

Assay procedure for package S
& The reagents and tubes should be kept away from direct sun light.
When using package S (R1-P108-S3/9EU), strips, strictly observe the completeness of the strips

and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.
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8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before

& proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 puL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.
Launch the operating software for DT instrument®. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 35 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 35
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 35
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Specific product and C+ IC - - R

9. CONTROLS

The Gardnerella vaginalis REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Gardnerella vaginalis genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control sample from an extraction kit can be used as a negative control
sample in volumes indicated in supplied instructions.

For Gardnerella vaginalis REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Gardnerella vaginalis REAL-TIME PCR Detection Kit the test result is considered invalid when
the exponential growth of the fluorescence level for the specific product and for internal control
is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Gardnerella vaginalis DNA (specific product), the detecting amplifier registers
the expressed growing fluorescence of specific product, the amplification result of the internal control is
not taken into account.

In the samples free of Gardnerella vaginalis DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
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amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Gardnerella vaginalis REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Gardnerella vaginalis DNA are to be registered positive for specific product (a
fragment of the Gardnerella vaginalis genome). The samples free of Gardnerella vaginalis DNA are to be
registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Trichomonas vaginalis, Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma
parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis, Streptococcus sp.,
Staphylococcus sp., as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Gardnerella vaginalis REAL-TIME PCR
Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per
PCR reaction.

Sensitivity is 50 copies of Gardnerella vaginalis DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number Number %
copies per amplification tube of repetitions of positive results of positive results
100 94 94 100
50 94 94 100
25 94 19 20.2
0 94 0 0

Sensitivity of Gardnerella vaginalis DNA in the sample depends on the sampling and the final volume of
the extracted DNA (elution volume).

Sensitivity of 50 copies per amplification tube corresponds to the following values of the DNA
concentration of Gardnerella vaginalis in case of using DNA extraction kits produced by DNA Technology:

DNA extraction kits

Sample PREP-NA PREP-GS PREP-MBRAPID | .0 croiD

(at elution in 300 pL)

- epithelial cell swabs in
500 pL transport medium;
- ejaculate in 500 pL
transport medium; 500 1000 3000 5000

- prostate fluid in 500 pL copies /sample | copies /sample copies /sample copies /sample
of transport medium;

- urine (extracting from
1.0 mL of sample)
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c. Diagnostic characteristics

Number of samples (n) - 398;

Diagnostic sensitivity (95% Cl) - 98.9% (97.2-99.6%);
Diagnostic specificity (95% Cl) —97% (93.9-98.6%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( [REF| p_116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for In vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Gardnerella vaginalis REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production", LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i fficient for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P108-S3/9EU
R1-P108-23/9EU

VER

287-4.2024.04.22
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1. INTENDED USE

The Mycoplasma hominis REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Mycoplasma hominis REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Mycoplasma hominis REAL-TIME PCR Detection Kit is
designed to detect Mycoplasma hominis nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the genitourinary tract, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Mycoplasma hominis.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Mycoplasma hominis REAL-TIME PCR Detection Kit.

The Mycoplasma hominis REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Mycoplasma hominis REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and
Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a
result of activation fluorescence increases proportionally to target sequence amplification. The intensity
of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Mycoplasma hominis product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Mycoplasma hominis IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Mycoplasma hominis REAL-TIME PCR Detection Kit (see the catalogue
at https://www.dna-technology.com to see available supply options). The current version of the
software is available for download at https://www.dna-technology.com/software.

The Mycoplasma hominis REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Mycoplasma hominis REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Mycoplasma hominis REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P102-S3/9EU and R1-P102-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P102-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Mycoplasma hominis REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Specimen collection swabs: sterile single use swabs, cytobrushes, cotton swabs e.t.c for sampling of
biomaterial;

Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample;

For prostate fluid, ejaculate, urine: sterile containers with a volume of up to 60 mL.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS




( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;
— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;
— Vortex mixer;
— Vortex rotor for strips;
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 20 pL, 50 pL, 200 pL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Mycoplasma hominis REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures corresponding to storage
conditions of the kit components over the transportation. It is allowed to transport the kit
at temperatures from 2 °C to 8 °C for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Mycoplasma hominis REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Mycoplasma hominis REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Mycoplasma hominis REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.



Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Mycoplasma hominis REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs from the genitourinary tract, urine, prostate fluid, ejaculate, depending on
professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 ° C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID kits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
/ A \ centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
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a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
A Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no
more than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory
during the day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored
at temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ﬁ The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.
8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. PREP-RAPID is not recommended
for DNA extraction from male urogenital swabs.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution can be used as a negative control in
volumes as indicated.

Assay procedure for package S
& The reagents and tubes should be kept away from direct sun light.
When using package S (R1-P102-S3/9EU), strips, strictly observe the completeness of the strips

and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, negative control (C-) and
positive control (C+).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.
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8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction kit. The DNA samples must stand in a magnetic
rack while adding DNA. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before

& proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument’. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 45 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Specific product and C+ IC - - R

9. CONTROLS

The Mycoplasma hominis REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Mycoplasma hominis genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control sample from an extraction can be used as a negative control sample
in volumes indicated in supplied instructions.

For Mycoplasma hominis REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Mycoplasma hominis REAL-TIME PCR Detection Kit the test result is considered invalid when the
exponential growth of the fluorescence level for the specific product and for internal control is not
observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.
10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Mycoplasma hominis DNA (specific product), the detecting amplifier registers
the expressed growing fluorescence of specific product, the amplification result of the internal control is
not taken into account.

In the samples free of Mycoplasma hominis DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
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incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Mycoplasma hominis REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Mycoplasma hominis DNA are to be registered positive for specific product (a
fragment of the Mycoplasma hominis genome). The samples free of Mycoplasma hominis DNA are to be
registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma genitalium, Ureaplasma parvum, Neisseria
gonorrhoeae, Candida albicans, Chlamydia trachomatis, Trihomonas vaginalis, Streptococcus sp.,
Staphylococcus sp., as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Mycoplasma hominis REAL-TIME PCR
Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per
PCR reaction.

Sensitivity is 5 copies of Mycoplasma hominis DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number of Number of positive ,
. e s % of positive results
copies per amplification tube repetitions results
10 94 94 100
5 94 94 100
2 94 85 90.4
0 94 0 0

Sensitivity of Mycoplasma hominis DNA in the sample depends on the sampling and the final volume of

the extracted DNA (elution volume).
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Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of Mycoplasma hominis in case of using DNA extraction kits produced by DNA Technology:

DNA extraction kits

sample PREP-MB RAPID
PREP-NA PREP-GS | (at elutionin 300 | PREP-RAPID

pL)

- epithelial cell swabs in 500 uL
transport medium;

- ejaculate in 500 pL transport

medium; >0 100 300 500

- prostate quid_ in 500 pL of /(s:::":zfe /zgrr:(:)lse copies /sample copies /sample
transport medium;
- urine (extracting from 1.0 mL
of sample)
c. Diagnostic characteristics

Number of samples (n) - 398;
Diagnostic sensitivity (95% Cl) - 97.5% (92.5-99.5%);
Diagnostic specificity (95% Cl) —99.1% (97.8-99.6%).

A The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( P-116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
c PCR inhibition Repeat whole test
+ -
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
. Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnhostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Mycoplasma hominis REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

TlE

Consult instructions for use

Contains sufficient for <n>

W tests REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code -7 i Keep away from sunlight
A Caution VER Version
Non-sterile CONTROL Positive control
Authorized representative
. . ® Do not reuse
in the European Community
R1-P102-S3/9EU
REF R1-P102-23/9EU VER 235-5.2024.04.22
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1. INTENDED USE

The Trichomonas vaginalis REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Trichomonas vaginalis REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Trichomonas vaginalis REAL-TIME PCR Detection Kit is
designed to detect Trichomonas vaginalis nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the genitourinary tract, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Trichomonas vaginalis.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Trichomonas vaginalis REAL-TIME PCR Detection Kit.

The Trichomonas vaginalis REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Trichomonas vaginalis REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and
Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a
result of activation fluorescence increases proportionally to target sequence amplification. The intensity
of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Trichomonas vaginalis product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Trichomonas vaginalis IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Trichomonas vaginalis REAL-TIME PCR Detection Kit (see the catalogue
at https://www.dna-technology.com to see available supply options). The current version of the
software is available for download at https://www.dna-technology.com/software.

The Trichomonas vaginalis REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Trichomonas vaginalis REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Trichomonas vaginalis REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P107-S3/9EU and R1-P107-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P107-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Trichomonas vaginalis REAL-TIME PCR Detection Kit is intended for single use and designed for
96 tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P107-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 50 pL, 200 pL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Trichomonas vaginalis REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures corresponding to storage
conditions of the kit components over the transportation. It is allowed to transport the kit at
temperatures from 2 °C to 8 °C for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Trichomonas vaginalis REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Trichomonas vaginalis REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Trichomonas vaginalis REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.



Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Trichomonas vaginalis REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs from the genitourinary tract, urine, prostate fluid, ejaculate, depending on
professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 ° C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID kits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
/ A \ centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
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a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
A Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ﬁ The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.
8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. PREP-RAPID is not recommended
for DNA extraction from male urogenital swabs.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control sample from an
extraction kit can be used as a negative control in volumes as indicated.

Assay procedure for package S
& The reagents and tubes should be kept away from direct sun light.
When using package S (R1-P107-S3/9EU), strips, strictly observe the completeness of the strips

and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.
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8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before

& proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 puL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument®. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 45 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Specific product and C+ IC - - R

9. CONTROLS

The Trichomonas vaginalis REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Trichomonas vaginalis genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution can be used as a negative control sample in volumes indicated in supplied instructions.

For Trichomonas vaginalis REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

—  the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Trichomonas vaginalis REAL-TIME PCR Detection Kit the test result is considered invalid when the
exponential growth of the fluorescence level for the specific product and for internal control is not
observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Trichomonas vaginalis DNA (specific product), the detecting amplifier registers
the expressed growing fluorescence of specific product, the amplification result of the internal control is
not taken into account.

In the samples free of Trichomonas vaginalis DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
amplification, or DNA extraction, or collecting of clinical material are required to be repeated.
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In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Trichomonas vaginalis REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Trichomonas vaginalis DNA are to be registered positive for specific product
(a fragment of the Trichomonas vaginalis genome). The samples free of Trichomonas vaginalis DNA are
to be registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma parvum,
Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis, Streptococcus sp., Staphylococcus sp.,
as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Trichomonas vaginalis REAL-TIME PCR
Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per
PCR reaction.

Sensitivity is 5 copies of Trichomonas vaginalis DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number of Number of positive "
. e s % of positive results
copies per amplification tube repetitions results
10 94 94 100
5 94 94 100
2 94 73 77.6
0 94 0 0

Sensitivity of Trichomonas vaginalis DNA in the sample depends on the sampling and the final volume of
the extracted DNA (elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of Trichomonas vaginalis in case of using DNA extraction kits produced by DNA
Technology:

DNA extraction kits

Sample PREP-MB RAPID
PREP-NA PREP-GS EP- D
(at elution in 300 L) PREP-RAPI

- epithelial cell swabs in 500 uL
transport medium;
- eJaFulate in 500 pL transport 50 100 500
medium; copies copies 300 copies
- prostate fluid in 500 pL of copies /sample
transport medium; /sample /sample /sample
- urine (extracting from 1.0 mL
of sample)
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c. Diagnostic characteristics

Number of samples (n) - 398;

Diagnostic sensitivity (95% Cl) - 100% (76.8-100%);
Diagnostic specificity (95% Cl) —99.7% (99.0-99.7%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( [REF| p_116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support

15


mailto:hotline@dna-technology.ru
https://www.dna-technology.com/support

13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnhostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;

- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Trichomonas vaginalis REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production", LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i fficient for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P107-S3/9EU
R1-P107-23/9EU

VER

286-5.2024.04.22
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1. INTENDED USE

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is intended for research and diagnostic
applications. The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test
(NAT) — pathogen-detection-based product. The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is
designed to detect Neisseria gonorrhoeae nucleic acids in human biological samples with an aid of
Polymerase Chain Reaction (PCR) method. Samples are human biological materials: epithelial cell swabs
from the genitourinary tract, urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
control of the treatment of infection caused by Neisseria gonorrhoeae.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Neisseria gonorrhoeae REAL-TIME PCR Detection Kit.

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit can be used in clinical and diagnostic
laboratories of medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is based on fluorescent modification of the
PCR method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam
and Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated.
As a result of activation fluorescence increases proportionally to target sequence amplification. The
intensity of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Neisseria gonorrhoeae product amplification
includes fluorescent dye Fam. DNA probe used for the detection of the internal control amplification
product includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification
products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Neisseria gonorrhoeae IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Neisseria gonorrhoeae REAL-TIME PCR Detection Kit (see the catalogue
at https://www.dna-technology.com to see available supply options). The current version of the
software is available for download at https://www.dna-technology.com/software.

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution,
mineral oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P109-S3/9EU and R1-P109-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P109-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is intended for single use and designed for 96
tests (94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P109-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 200 pL, 1000 uL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Neisseria gonorrhoeae REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures corresponding to storage
conditions of the kit components over the transportation. It is allowed to transport the kit at
temperatures from 2 °C to 8 °C for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Neisseria gonorrhoeae REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Neisseria gonorrhoeae REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Neisseria gonorrhoeae REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.



Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs from the genitourinary tract, urine, prostate fluid, ejaculate, depending on
professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra)

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 ° C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB-RAPID Kkits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
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a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
A Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.

The container with ejaculate is hermetically closed and marked.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ﬁ The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.

8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. It is allowed to use any kits of
reagents registered as a medical device and recommended by manufacturers for the extraction of DNA
from the corresponding types of biomaterial.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control sample from an
extraction kit can be used as a negative control in volumes as indicated.

Assay procedure for package S
& The reagents and tubes should be kept away from direct sun light.
When using package S (R1-P109-S3/9EU), strips, strictly observe the completeness of the strips

and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.
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8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before

& proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 puL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument®. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
1 80 30 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
3 o4 0 10 45 Cycle
64 0 15 v
4 | 94 o | 5 | 1 | | Cycle
5 | 10* | | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)
] ] PCR/Melt Data
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
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Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 22 j:: gg 222 1time
Cycling 2 5974ddeegg* i(S) :E 5 times
Cycling 3 5974ddeegg* 1(5) :E 45 times
* Take the measurement

Table 7. Detection channels

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)
Specific product and C+ IC - - R
9. CONTROLS

The Neisseria gonorrhoeae REAL-TIME PCR Detection Kit contains positive control sample. Positive
control is a cloned part of the Neisseria gonorrhoeae genome. It is produced with genetic engineering
techniques and characterized by automatic DNA sequencing. The PCR-mix from the kit includes the
Internal control (IC). IC is an artificial plasmid intended to assess the quality of PCR performance. To
reveal possible contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control sample from an extraction kit can be used as a negative control
sample in volumes indicated in supplied instructions.

For Neisseria gonorrhoeae REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Neisseria gonorrhoeae REAL-TIME PCR Detection Kit the test result is considered invalid when the
exponential growth of the fluorescence level for the specific product and for internal control is not
observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Neisseria gonorrhoeae DNA (specific product), the detecting amplifier
registers the expressed growing fluorescence of specific product, the amplification result of the internal
control is not taken into account.

In the samples free of Neisseria gonorrhoeae DNA, the detecting amplifier registers the expressed
growing fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
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amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Neisseria gonorrhoeae REAL-TIME PCR Detection Kit
was assessed by bioinformatics analysis using available on-line databases with up-to-date
comprehensive genetic information. The specific oligonucleotides used in the test were checked against
GenBank database sequences. None of the sequences showed sufficient similarity for unspecific
detection.

The samples with Neisseria gonorrhoeae DNA are to be registered positive for specific product
(a fragment of the Neisseria gonorrhoeae genome). The samples free of Neisseria gonorrhoeae DNA are
to be registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma parvum,
Trichomonas vaginalis, Candida albicans, Chlamydia trachomatis, Streptococcus sp., Staphylococcus sp.,
as well as human DNA in concentrations up to 1.0x108 copies / mL of the sample.

b. In a determination of analytical sensitivity, the Neisseria gonorrhoeae REAL-TIME PCR
Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per
PCR reaction.

Sensitivity is 5 copies of Neisseria gonorrhoeae DNA per amplification tube. Sensitivity is determined by
the analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number of Number of positive .
. e s % of positive results
copies per amplification tube repetitions results
10 94 94 100
5 94 94 100
2 94 83 88.3
0 94 0 0

Sensitivity of Neisseria gonorrhoeae DNA in the sample depends on the sampling and the final volume of
the extracted DNA (elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of Neisseria gonorrhoeae in case of using DNA extraction kits produced by DNA
Technology:

DNA extraction kits

S |
ample PREP-NA PREP-GS PREP-MB RAPID PREP-RAPID
(at elution in 300 pL)

- epithelial cell swabs in 500 pL
transport medium;
- eJaFuIate in 500 L transport 50 100 500
medium; copies copies 300 copies
- prostate fluid in 500 pL of copies /sample
transport medium; /sample /sample /sample
- urine (extracting from 1.0 mL
of sample)
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c. Diagnostic characteristics

Number of samples (n) - 398;

Diagnostic sensitivity (95% Cl) - 100% (88.2-100%);
Diagnostic specificity (95% Cl) — 99.7% (98.9-99.7%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( [REF| p_116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnhostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Neisseria gonorrhoeae REAL-TIME PCR
Detection Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production", LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i fficient for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P109-S3/9EU
R1-P109-23/9EU

VER

288-5.2024.04.22
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1. INTENDED USE

The Candida albicans REAL-TIME PCR Detection Kit is intended for research and diagnostic applications.
The Candida albicans REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test (NAT) — pathogen-
detection-based product. The Candida albicans REAL-TIME PCR Detection Kit is designed to detect
Candida albicans nucleic acids in human biological samples with an aid of Polymerase Chain Reaction
(PCR) method. Samples are human biological materials: epithelial cell swabs (from the genitourinary
tract, oropharynx, rectum, conjunctiva of the eye), urine, prostate fluid, ejaculate.

Indications for the use: symptoms of infectious or inflammatory diseases of the genitourinary tract,
rectum, oropharynx, eyes, control of the treatment of infection caused by Candida albicans.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the Candida albicans REAL-TIME PCR Detection Kit.

The Candida albicans REAL-TIME PCR Detection Kit can be used in clinical and diagnostic laboratories of
medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Taq polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The Candida albicans REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and
Hex) and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a
result of activation fluorescence increases proportionally to target sequence amplification. The intensity
of fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data
collection unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Candida albicans product amplification includes
fluorescent dye Fam. DNA probe used for the detection of the internal control amplification product
includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification products.

Table 1. Detection channels of amplification products

Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)

Candida albicans IC - - R

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for Candida albicans REAL-TIME PCR Detection Kit (see the catalogue at
https://www.dna-technology.com to see available supply options). The current version of the software
is available for download at https://www.dna-technology.com/software.

The Candida albicans REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad
Laboratories) and Rotor-Gene Q (Qiagen) real-time thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The Candida albicans REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution, mineral
oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Candida albicans REAL-TIME PCR Detection Kit content, package S (standard) for
R1-P110-S3/9EU and R1-P110-23/9EU

Reagent Description Total volume Amount
. . Colorless transparent liquid under 1920 pL 96 tubes or
Paraffin sealed PCR-mix waxy white fraction (20 pL in each tube) |12 8-tube strips
. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent viscous oily, 2.0mL
Mineral oil liquid (1.0 mL in each tube) 2 tubes
Positive control Colorless transparent liquid 130 pL 1 tube
Strip’s caps* 12 8-caps

*- for detection kit packaged in strips R1-P110-S3/9EU

All components are ready to use and do not require additional preparation for operation.

The Candida albicans REAL-TIME PCR Detection Kit is intended for single use and designed for 96 tests
(94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single-use sterile flasks and sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU, not applicable to male urethral swabs) or STOR-M (P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or sterile physiological
saline solution or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA ( P-002/1EU), PREP-GS
( P-003/1EU), PREP-RAPID ( P-001/1EU, not applicable to male urethral swabs) and
PREP-MB RAPID ( P-116-N/4EU, P-116-A/8EU) extraction kits are recommended;




— Physiological saline solution 0.9% NaCl (Sterile);
— Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free pipette tips for aspirator with trap flask;
— Single channel pipettes (dispensers covering 20-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Preamplification-reagent preparation area:
— UV PCR cabinet;
— Refrigerator;

— Vortex mixer;

— Vortex rotor for strips (in case of using package S, strips R1-P110-S3/9EU);
— Tube rack for 1.5 mL tubes;
— PCRtube rack for 0.2 mL tubes or strips;
— Single channel pipettes (dispensers covering 0.5-1000 plL volume range);
— RNase and DNase free filtered pipette tips (volume 20 uL, 200 pL, 1000 uL);
— Container for used pipette tips, tubes and other consumables;
— Powder-free surgical gloves;
— Disinfectant solution.
Post-Amplification — Amplification detection area:
— Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.



5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Candida albicans REAL-TIME PCR Detection Kit must be stored
at temperatures from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2 °C to 8 °C over the
transportation. It is allowed to transport the kit at temperatures from 2 °C to 8 °C for no more than
5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Candida albicans REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Candida albicans REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Candida albicans REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive
dispensation type or be used with aerosol filter tips. The tips employed must be sterile, free from the
DNases and RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents
and materials used to carry out the assay. Wear powder-free surgical gloves. Wear protective clothing
(work clothes and personal protective equipment) working with microorganisms classified as particularly
pathogenic. The protective clothing and personal protective equipment must comply with the work to
be performed and health and safety requirements. Avoid producing spills or aerosol. Any material being
exposed to biological samples must be treated for at least 30 minutes with disinfecting solution or
autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.



Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form. Remove waste materials (tubes, tips) only in
a special closed container containing a disinfectant solution. Work surfaces, as well as rooms where NA
extraction and PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before
and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current manual.



7. SAMPLES

The Candida albicans REAL-TIME PCR Detection Kit is designed to detect DNA extracted from the
epithelial cell swabs (from the urogenital tract, rectum, oropharynx, conjunctiva of the eyes), prostate
fluid, ejaculate, urine, depending on professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:
Before sampling procedure, the patient is recommended to refrain from urination for 1.5 — 2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with
a tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of
women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

Genitourinary swabs sampling (cervical canal, vagina, urethra), rectum sampling

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

& In case of pregnancy the use of cytobrushes is contraindicated.

The taking of the swabs is carried out:

— in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;



— in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

— in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
& PREP-RAPID is not recommended for DNA extraction from male urogenital swabs.

Order of taking:
1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium,
or PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with
a new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

Samples may be stored in physiological saline at temperatures from 2 °C to 8 °C no more

A than 24 hours prior to analysis. In case of usage transport media biological material samples are
stored according to the instruction for the transport medium used intended for subsequent
sample analysis by PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform pretreatment before DNA extraction by the PREP-GS, PREP-NA and PREP-MB RAPID kits:

4.1. The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25 °C.

Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
/ A \ centrifuge (RCF(g) 17000).

4.2. Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15 mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with
a hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by
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a doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop (0.15-1.0 mL)
is collected in a 2.0 mL single dry sterile tube or a container with a volume of up to 60 mL.

The container with the prostate fluid is hermetically screwed and marked.
A Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Residual urine after prostate massage

Before residual urine after prostate massage, sexual abstinence is recommended for 3 days before the
examination.

The patient urinates in the toilet, leaving part of the urine in the bladder.

Before urine taking, the penis balanus is treated with a sterile cotton tampon moistened with
a physiological solution.

The prostate massage is carried out for 1-3 minutes. The intensity of the massage depends on the
consistency of the prostate: with a soft prostate - slight pressure is carried out, with a dense consistency
of the prostate - the pressure force is increased.

After the end of the massage, the first 10-15 mL of the urine is collected in a sterile container with
a volume of up to 60 mL.

Container is tightly screwed and marked.
& Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate

Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up
to 60 mL.
The container with ejaculate is hermetically closed and marked.

Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8° C no more
than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory during the
day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored at
temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

ﬁ The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and
PREP-MB RAPID extraction kits user manuals.
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8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out in accordance with the instruction to the extraction kit. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. It is allowed to use any kits of
reagents registered as a medical device and recommended by manufacturers for the extraction of DNA
from the corresponding types of biomaterial.

Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control sample from an
extraction kit can be used as a negative control in volumes as indicated.

Assay procedure for package S
A The reagents and tubes should be kept away from direct sun light.

When using package S (R1-P110-S3/9EU), strips, strictly observe the completeness of the strips
and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with paraffin sealed PCR-mix for each test sample, positive control (C+) and
negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.

8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 pL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene Q thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C+” and “C-“ for 3-5 seconds and spin down drops
for 1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA

A preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

Open the cap of the tube, add DNA sample (or control sample), then close the tube before

A proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips,
close the strip before proceeding to the next strip to prevent contamination. Close the
tubes/strips tightly. Use filter tips.

8.6 Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C+”, “C-“
tubes. Avoid paraffin layer break.

8.7 Add 5.0 uL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, spin is not
required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.
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8.10

Launch the operating software for DT instrument!. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (8.9) and run PCR. See tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.

See Tables 4-7.

Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. |Number of cycles Optical Type of the
measurement step
80 30
1 1 Cycle
94 30
94 30
2 I
64 15 > v Cycle
94 10
3 45 Cycle
64 15 Y
4 | 94 | 5 1 | | Cycle
5 | 10* | Holding | | Holding
! — holding at 25°C is allowed
Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
] ] PCR/Melt Data
o
Cycle Repeats Step Dwell time Setpoint, 2C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)

PCR/Melt Data
| R Dwell ti int, @
Cycle epeats Step well time Setpoint, 2C Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
Table 6. The PCR program for Rotor-Gene Q thermal cycler
Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
li 1ti
Cycling 94 deg 90 sec time
94 deg 30 sec
ling 2 i
Cycling 57 deg* 15 sec 5 times
. 94 deg 10 sec .
Cycling 3 45t
ycling 57 deg* 15 sec imes
* Take the measurement
Table 7. Detection channels
Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)
Specific product and C+ IC - - -

13




9. CONTROLS

The Candida albicans REAL-TIME PCR Detection Kit contains positive control sample. Positive control is a
cloned part of the Candida albicans genome. It is produced with genetic engineering techniques and
characterized by automatic DNA sequencing. The PCR-mix from the kit includes the Internal control (IC).
IC is an artificial plasmid intended to assess the quality of PCR performance. To reveal possible
contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control sample from an extraction kit can be used as a negative control
sample in volumes indicated in supplied instructions.

For Candida albicans REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absence and for internal
control is present.

For Candida albicans REAL-TIME PCR Detection Kit the test result is considered invalid when the
exponential growth of the fluorescence level for the specific product and for internal control is not
observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Candida albicans DNA (specific product), the detecting amplifier registers the
expressed growing fluorescence of specific product, the amplification result of the internal control is not
taken into account.

In the samples free of Candida albicans DNA, the detecting amplifier registers the expressed growing
fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of
the current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and
33 (C+). The result characterized by Ct above this value should be considered doubtful and the whole
assay should be repeated.
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11. SPECIFICATIONS

a. The analytical specificity of the Candida albicans REAL-TIME PCR Detection Kit was
assessed by bioinformatics analysis using available on-line databases with up-to-date comprehensive
genetic information. The specific oligonucleotides used in the test were checked against GenBank
database sequences. None of the sequences showed sufficient similarity for unspecific detection.

The samples with Candida albicans DNA are to be registered positive for specific product
(a fragment of the Candida albicans genome). The samples free of Candida albicans DNA are to be
registered negative for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Gardnerella vaginalis, Mpycoplasma genitalium, Mycoplasma hominis, Chlamydia
trachomatis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida glabrata, Candida tropicalis,
Streptococcus sp., Staphylococcus sp., as well as human DNA in concentrations up to 1.0x108 copies / mL
of the sample.

b. In a determination of analytical sensitivity, the Candida albicans REAL-TIME PCR
Detection Kit demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per
PCR reaction.

Sensitivity is 5 copies of Candida albicans DNA per amplification tube. Sensitivity is determined by the
analysis of serial dilutions of the laboratory control sample (LCS). 94 tests were made for each
concentration.

The concentration of LCS, Number Number %
copies per amplification tube of repetitions of positive results of positive results
10 94 94 100
5 94 94 100
2 94 42 44.6
0 94 0 0

Sensitivity of Candida albicans DNA in the sample depends on the sampling and the final volume of the
extracted DNA (elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of Candida albicans in case of using DNA extraction kits produced by DNA Technology:

DNA extraction kits

Sample PREP-NA PREP-GS PREP-MB RAPID PREP-RAPID

(at elution in 300 pL)

- epithelial cell swabs in 500 pL
transport medium;
- ejaculate in 500 pL transport

medium; cosp(i)es ngis 300 coSSi(;s
] id i L '
prostate fluid in 500 L of Jsample /sample copies /sample /sample

transport medium;
- urine (extracting from 1.0 mL
of sample)
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c. Diagnostic characteristics
Number of samples (n) - 491;
Diagnostic sensitivity (95% Cl) — 98.3% (96.0-99.2%);
Diagnostic specificity (95% Cl) —99.4% (98.1-99.9%).

The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
( P-001/1EU), PREP-NA ( P-002/1EU), PREP-GS ( P-003/1EU) and PREP-MB RAPID
( [REF| p_116-N/4EU, P-116-A/8EU) extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ - N .
Violation of storage and Dispose current batch
handlingrequirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
o Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality
issueswith the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnhostic Medical Devices. The quality control
procedures performed in accordance with 1ISO 9001:2015 and I1SO 13485:2016:

- observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Candida albicans REAL-TIME PCR Detection
Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production", LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

i fficient for <n>
W f;r;:ams sufficient for <n REF Catalogue number
E Use-by date “ Manufacturer
e
LOT Batch code “7IN Keep away from sunlight
VER Version CONTROL Positive control
Non-sterile Do not reuse

Authorized representative
in the European Community

Caution

REF

R1-P110-S3/9EU
R1-P110-23/9EU

VER

289-4.2024.04.22
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OBELISS.A

Registered Address:
Bd. Général Wahis, 53
1030 Brussels, Belgium
Tel: +32.2.732.59.54
Fax: +32.2.732.60.03

E-mail: mail@obelis.net
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1. INTENDED USE

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is intended for research and diagnostic applications.
The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is an in vitro Nucleic Acid Test (NAT) — pathogen-
detection-based product. The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is designed to detect HPV
nucleic acids in human biological samples with an aid of Polymerase Chain Reaction (PCR) method.
Samples are human biological materials: epithelial smears/scrapes from the mucous membrane of the
cervical canal and the vagina.

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is designed for qualitative DNA detection of fourteen
types of human papillomaviruses with high carcinogenic risk (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59,
66, 68 types) associated with cervical cancer, and differential detection of HPV 16, 18 and 45 types in
human biological material.

Indications for the use: screening for precancer and cervical cancer, symptoms of HPV infection.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit.

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit can be used in clinical and diagnostic laboratories of
medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

Method: polymerase chain reaction (PCR) with detecting of the results in real time; qualitative multiplex
analysis.

The implemented PCR method is based on amplification of a target DNA sequence. The process of
amplification includes repeating cycles of thermal DNA denaturation, annealing of primers with
complementary sequences and their extension by DNA-polymerase.

To increase the sensitivity and specificity of the amplification reaction, the use of a hot-start is provided.
Hot-start is provided by reaction mixture preparation consisting of two layers separated by paraffin layer.
The polymerase chain reaction starts only when paraffin is melted. It excludes non-specific annealing of
primers to targets DNA in the initial heating of the tube.

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains target-specific probes bearing reporter fluorescent dyes and quencher
molecules. Once hybridized to a target sequence, the probes become activated. As a result of activation
fluorescence increases proportionally to target sequence amplification. The intensity of fluorescence is
measured at every cycle of reaction with a Real-time PCR thermal cycler data collection unit and analyzed
with the software provided.

Amplification mixture includes a system for amplification of a fragment of human genomic DNA (sample
intake control, SIC), which allows to evaluate the presence of DNA in the amplification tube and control all
stages of the analysis.

DNA probes used to detect specific DNA amplification products include the fluorescent tags Fam, Rox, Cy5,
Cy5.5. The DNA probe used to detect the amplification product of the sample intake control includes the
fluorescent dye Hex.

The application of several fluorescent dyes makes it possible to register the results of different
amplification reactions taking place simultaneously in one tube. Table 1 shows the detection channels of
amplification products.



Table 1. Detection channels of amplification products

Fam Hex Rox Cy5 Cy5.5
16, 18, 31, 33, 35, 39, 45,
16 SIC 18 45
51,52, 56, 58, 59, 66, 68

The automatic analysis is available on “DNA-Technology” made instruments: DTlite! or DTprime?
REAL-TIME Thermal Cyclers for HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit (see the catalogue at
https://www.dna-technology.com to see available supply options). The current version of the software is
available for download at https://www.dna-technology.com/software.

3. CONTENT

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit contains PCR-mix, Tag-polymerase solution, mineral
oil and positive control sample. The detailed description of content is represented in Table 2-3.

Table 2. The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit content, package S (standard), strips,
for R1-P325-S3/9EU

Reagent Description Total volume Amount
Paraffin sealed PCR-mix | Colorless transparent liquid 1920 pL .
under waxy white fraction (20 pL in each tube) 12 8-tube strips
Tag-polymerase Colorless transparent liquid 1000 pL
. ) 2 tubes
solution (500 pL in each tube)
Mineral oil Colorless transparent viscous 2.0mL 5 tubes
oily liquid (1.0 mL in each tube)
Positive control* Colorless transparent liquid 130 L 1 tube
Strip’s caps 12 8-caps

* - marking as C+ is allowed

Table 3. The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit content, package S (standard), tubes
R1-P325-23/9EU

Reagent Description Total volume Amount
Paraffin sealed PCR-mix | Colorless transparent liquid 1920 pL 96 tubes
under waxy white fraction (20 pL in each tube)
Tag-polymerase Colorless transparent liquid 1000 pL
. ) 2 tubes
solution (500 pL in each tube)
Mineral oil Colorless transparent viscous 2.0mL > tubes
oily liquid (1.0 mL in each tube)
Positive control* Colorless transparent liquid 130 pL 1 tube

* - marking as C+ is allowed
All components are ready to use and do not require additional preparation for operation.

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is intended for single use and designed
for 96 tests (no more than 94 defined samples, one positive control and one negative control).

1 - supported by 551, 552 instruments.
2 - supported by 5M1, 5M3, 5M6 instruments.
If using detecting thermal cyclers with 4 detection channels, papilloma type 45 is not detected.
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4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED
4.1. Specimen collection

Sterile single use swabs, cytobrushes, cotton swabs e.t.c for sampling of biomaterial;

Sterile tubes containing transport medium: “DNA-Technology” made STOR-M ( P-910-1/1EU) or

STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or physiological saline solution
or sterile PBS for the transportation of the sample.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);

Solid-state thermostat (temperature range 50-65 °C);

Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Single channel pipettes (dispensers covering 1.0-1000 uL volume range);

RNase and DNase free filtered pipette tips (volume 10 pL, 20 pL, 200 pL, 1000 pL);

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA P-002/1EU, PREP-GS
P-003/1EU, PREP-RAPID P-001/1EU (not applicable to male urethral swabs)
and PREP-MB RAPID P-116-A/8EU, P-116-N/4EU extraction kits are recommended);
Physiological saline solution 0.9% NaCl (Sterile);

Container for used pipette tips, tubes and other consumables;

Powder-free surgical gloves;

Disinfectant solution.

Preamplification-reagent preparation area:

UV PCR cabinet;

Refrigerator;

Vortex mixer;

Vortex rotor for strips;

PCR tube rack for 0.2 mL tubes;

PCR tube rack for strips of eight 0.2 mL tubes;

Single channel pipettes (dispensers covering 0.5-1000 uL volume range);

RNase and DNase free filtered pipette tips (volume 10 pL, 20 pL, 200 L, 1000 pL);
Container for used pipette tips, tubes and other consumables;

Powder-free surgical gloves;

Disinfectant solution.



Post-Amplification — Amplification detection area:
—  Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.

5. STORAGE AND HANDLING REQUIREMENTS
Expiry date — 12 months from the date of production.

All components of the HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit must be stored at temperatures
from 2 °C to 8 °C over the storage period. PCR-mix must be stored at temperatures
from 2 °C to 8 °C and out of light during the storage period. The excessive temperature and light can be
detrimental to product performance.

The kit has to be transported in thermoboxes with ice packs by all types of roofed transport at
temperatures corresponding to storage conditions of the kit components.

It is allowed to transport the kit in thermobox with ice packs by all types of roofed transport at
temperatures from 2 °C to 25 °C but no more than 5 days and should be stored at temperatures
from 2 °C to 8 °C immediately on receipt.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored under undue regime should not be used.
An expired the HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
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safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for 1 hour at 121 °C before
disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include parts
of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use the
reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from different
batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment, including
pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents should be
strictly stationary. It is not allowed to move them from one room to another. Equip separate areas for the
extraction/preparation of amplification reactions and for the amplification/detection of amplification
products. Never introduce an amplification product in the area designed for extraction/preparation of
amplification reactions. Wear lab coats, gloves and tools, which are exclusively employed for the
extraction/preparation of the amplification reaction and for the amplification/detection of the
amplification products. Never transfer lab coats, gloves and tools from the area designed for
amplification/detection of the amplification products to the area designed for extraction/preparation of
amplification reactions. Amplification products must be handled in such a way as to reduce dispersion into
the environment as much as possible, in order to avoid the possibility of contamination. Pipettes used to
handle amplification products must be exclusively employed for this specific purpose. Remove PCR waste
only in a closed form. Remove waste materials (tubes, tips) only in a special closed container containing a
disinfectant solution. Work surfaces, as well as rooms where NA extraction and PCR are performed, must
be irradiated with bactericidal irradiators for 30 minutes before and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the kit:

When the transportation and storage conditions are breached;

When the reagents’ appearance does not respond to the kit passport;

When the kit components packaging is breached,;

After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the instructions
listed in the current manual.



7. SAMPLES

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit is designed to detect DNA extracted from the
epithelial smears/scrapes from the mucous membrane of the cervical canal and the vagina.

Sampling, sample processing procedures and storage are carried out in accordance with the instructions
to the DNA extraction kit from biological material.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

The maximum concentrations of interfering substances at which no PCR inhibition was observed are
shown in the table below:

Type of biomaterial Interfering substance Studied concentration in the
sample

Endogenous substances

epithelial smears/scrapes from | Hemoglobin* 0.35 mg/mL
the mucous membrane of the
cervical channel and the vagina

epithelial smears/scrapes from | Mucus (mucin) 20%
the mucous membrane of the
cervical channel and the vagina

Exogenous substances

epithelial smears/scrapes from | Isopropyl alcohol* 10%
the mucous membrane of the
cervical channel and the vagina

epithelial smears/scrapes from | Methyl acetate* 10%
the mucous membrane of the
cervical channel and the vagina

epithelial smears/scrapes from | Chlorhexidine bigluconate 10%
the mucous membrane of the
cervical channel and the vagina

epithelial smears/scrapes from | Miramistin® 10%
the mucous membrane of the
cervical channel and the vagina

* - interfering substance may be present in DNA preparation due to its incomplete removement in the
course of DNA extraction.

General requirements

To interpret results successfully and robustly, a high quality of sample and appropriate conditions of
storage, transport, and handling are required.

PCR analysis refers to direct methods of laboratory research; therefore the collection of biological material
must be carried out from the site of infection localization.

Professional prescription is required to localize the place of sampling. The decision must be based on a
patient’s complaints and clinical signs, and made by the physician in charge.

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.
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Sample collection
Epithelial smears/scrapes from the mucous membrane of the cervical canal and the vagina

Sample taking is made with special sterile single-use tools — probes, cytobrushes, swabs depending on the
source of biological material according to established procedure.

ATTENTION! In case of pregnancy the use of cytobrushes for genitourinary smears sampling is
contraindicated.

It is allowed to use swabs to take the material on your own.

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

The taking of the swabs is carried out in tubes with transport medium intended by the manufacturer for
transportation and storage of samples for PCR.

Order of taking:
1 Openthe tube.
2 Take biological material with a sterile swab.

3 Puttheswab intothe tube with transport medium and rinse it thoroughly for 10-15 seconds. Avoid
spraying of solution.

4 Remove swab from solution, press it to the wall of tube and squeeze the rest of the liquid. Throw
out the swab.

5 Close the tube tightly and mark it.

If it is necessary to take biomaterial from several biotopes, repeat the procedure, each time taking the
material with a new probe into a new tube.

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon.
The features of the vaginal sampling using a device for self-sampling
The sampling is carried out in accordance with the instructions for use of the device.

Material is taken into the transport & fixation medium for liquid cytology in accordance with the
Instruction for the transport & fixation medium for liquid cytology.

Pretreatment, sampling and storage of the material is carried out in accordance with the user manual for
DNA extraction kit.

Transportation and storage of the samples

Transport and storage conditions for epithelial smears/scrapes from the mucous membrane of the
cervical canal and the vagina are determined by the instructions for the transport media used for sample
transport and storage or the instructions for the recommended DNA extraction kits.

Sample preparation

Epithelial smears/samples from the mucous membrane of the cervical canal and the vagina, collected
in transport media for PCR studies.

1 Centrifuge the tube at RCF(g) 16000 for 10 minutes at room temperature (from 18 °C to 25 °C).

2 Remove the supernatant, leaving the volume of precipitate + liquid fraction in the tube that is
recommended in the instruction for the DNA extraction kit.

The resulting material is ready for DNA extraction.



Vaginal material taken using a self-sampling device

1 Add 500 pL of physiological saline solution to the tube (or other container specified in the
instructions for the self-sampling device ("tube") that holds the tip of the device.

2 Shake the tube for 15 seconds.

3 Remove the tip of the device from the tube and discard it.

4 Transfer to a clean 1.5 mL tube.

5 Centrifuge the tube at RCF(g) 16000 for 10 minutes.

6 Remove the supernatant, leaving approximately 100 uL in the tube (precipitate+liquid fraction).
The resulting material is ready for DNA extraction.
Scrapes taken in transport & fixation medium for liquid cytology

When fixing in some alcoholic transport media for liquid cytology, for example, in the preservative liquid
BD SurePath (Becton Dickinson, USA), cross-linking of nucleic acids with proteins occurs, so pre-treatment
of samples in order to release DNA from protein-associated complexes and cell lysis is necessary.

Scrapes taken in the transport & fixation medium for liquid cytology BD SurePath (Becton Dickinson, USA)
must be pretreated using the PREP-PK reagent kit ("DNA-Technology", LLC) in accordance with the
instructions to the PREP-PK reagent kit.

Transport & fixation media PreservCyt®ThinPrep (Hologic Inc, USA) or CellPrep (Biodyne, Korea) do not
require sample pretreatment using the PREP-PK reagent kit.

8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out according to the extraction kit instructions. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. It is allowed to use any kits of
reagents registered as a medical device and recommended by manufacturers for the extraction of DNA
from the corresponding types of biomaterial.

ATTENTION! Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control from an extraction kit can be
used as a negative control in volumes as indicated.

Assay procedure
ATTENTION! The reagents and tubes should be kept away from direct sun light.

ATTENTION! When using package S (R1-P325-S3/9EU), strips, strictly observe the completeness of the
strips and caps for them. Do not use the caps for the strips of the other kits!

8.1 Mark tubes with PCR-mix for each test sample, negative control (C-) and positive control (C+).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+".
The resulting number of tubes is 6.

8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 pl of Tag-polymerase solution into each tube. Avoid paraffin layer break.
8.4 Add one drop (~20 pL) of mineral oil into each tube. Close tubes/strips.

8.5 Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds, then spin down drops
for 1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out for
1-3 seconds in a vortex mixer.
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In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic rack while
adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred to new tubes,
centrifugation is carried out for 1-3 seconds in a vortex mixer.

ATTENTION! Open the tube, add DNA sample (or control sample), then close the tube before proceeding
to the next DNA sample to prevent contamination. In case of using tubes in strips, close the strip before
proceeding to the next strip to prevent contamination. Close the tubes/strips tightly. Use filter tips.

8.6 Add 5 pL of DNA sample into corresponding tubes. Do not add DNA into the “C-” and
“C+” tubes. Avoid paraffin layer break.

8.7 Add 5.0 uL of negative control (C-) which passed whole DNA extraction procedure into
“C-” tube. Avoid paraffin layer break.

8.8 Add 5.0 pl of positive control (C+) into “C+” tube. Avoid paraffin layer break.
8.9 Spin tubes/strips for 3-5 seconds.
8.10 Set the tubes/strips into the Real-time Thermal Cycler.

8.11 Launch the operating software for DT instrument®. Add corresponding test?, specify the number
and ID’s of the samples, positive and negative control samples. Specify the position of the
tubes/strips in the thermal unit (see 8.10) and run PCR. See Table 4.

Table 4. The PCR program for DTlite and DTprime Thermal Cyclers

Step | Temperature, °C | Min. Sec. Number of cycles Optical Type of the
measurement step

1 80 0 30 1 Cycle
94 1 30

2 94 0 30 5 Cycle
64 0 15 v

3 94 0 10 45 Cycle
64 0 15 v

4 | 94 | o | 5 | 1 \ ] Cycle

5 ‘ 10! ‘ ‘ ‘ Holding ‘ | Holding

1 — holding at 25 °C is allowed

9. CONTROLS

The HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit contains positive control sample. Positive control is
a cloned part of the HPV genome. It is produced with genetic engineering techniques and characterized
by automatic DNA sequencing. The PCR-mix contains sample intake control (SIC). Sample intake control
(SIC) estimates the amount of human DNA in the tube. To reveal possible contamination a negative control
is required.

ATTENTION! A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control from an extraction kit can be used as a negative control sample in volumes
indicated in supplied instructions.

3 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
#Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of storage
and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

Registration of the PCR results is held in automatic mode. Analysis will be performed by Real-Time PCR
application. The resulting graph will display the dependence of fluorescence intensity on the cycle number
for each tube. Operator can create, save and print a report.

When the PCR is complete, the program displays a "+" or in the table in the "Result" column. In this

case a conclusion on the results of the study is given.
Interpretation of the PCR results should be performed according to the Table 5.

Table 5. Interpretation of the PCR results

Detection channel

Interpretation

Fam Hex Rox Cy5 Cy5.5
+ Is not considered + - - DNA HPV16 is detected
- Is not considered + + - DNA HPV18 is detected
- Is not considered + - + DNA HPV45 is detected

) DNA HPV 31, 33, 35, 39, 51, 52,
- Is not considered + - - 56, 58, 59, 66, 68 is detected
(no differentiation)

DNA HPV 16, 18, 31, 33, 35, 39,
- + - - - 45, 51, 52, 56, 58, 59, 66, 68
is not detected

Invalid result*

Positive control sample

+ + + + + The results are valid

Negative control sample

- - - - - The results are valid
* - Invalid results can be due to the presence of inhibitors in the DNA preparation obtained from biological
material; incorrect performance of the analysis protocol; failure to follow the amplification temperature
regime, etc. In this case, it is necessary to repeat PCR with the existing DNA preparation, or repeat DNA
extraction and PCR, or repeat collection of biological material (performed sequentially).
In case of results for negative control sample different from those in Table 5, the results of all series are
considered invalid. In this case decontamination procedures are required. In this case special measures to
detect and eliminate possible contamination are required.
In case of results for positive control sample different from those in Table 5, it is required to repeat
amplification for all series.
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11. SPECIFICATIONS

a. The analytical specificity of the HPV SCREEN HR14(16-18-45) REAL-TIME PCR Kit was assessed by
bioinformatics analysis using available on-line databases with up-to-date comprehensive genetic
information. The specific oligonucleotides used in the test were checked against GenBank database
sequences. None of the sequences showed sufficient similarity for unspecific detection.

In samples of human biological material containing human papillomavirus type 16 DNA, the detection
thermocycler software records positive amplification results for the specific product on the Fam and Rox
channels during amplification.

In samples of human biological material containing human papillomavirus type 18 DNA, detection
thermocycler software records positive amplification results for the specific product on the Cy5 and Rox
channels during amplification.

In samples of human biological material containing human papillomavirus type 45 DNA, detection
thermocycler software detects positive amplification results for the specific product on the Cy5.5 and Rox
channels during amplification.

In samples of human biological material that contain DNA from one or more human papillomavirus (HPV)
types at high carcinogenic risk (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68), the detection
thermocycler software records positive amplification results for the specific product on the Rox channel
during amplification.

In samples of biological material that do not contain DNA of 14 types of highly carcinogenic human
papillomaviruses (HPV) (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68), the detection thermocycler
software detects negative amplification results for the specific product on the Fam, Rox, Cy5, and Cy5.5
detection channels and positive amplification results for SIC on the Hex detection channel.

There are not non-specific positive results of amplification of DNA sample in the presence of Ureaplasma
urealyticum, Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis,
Chlamydia trachomatis, Candida albicans, Streptococcus sp., Staphylococcus sp., Lactobacillus spp., EBV,
HHV6, HHVS, HSV1, HSV2, VZV.

b. Analytical sensitivity

Analytical sensitivity is 5 DNA copies of each type of human papillomavirus per amplification tube, which
corresponds to 10 DNA copies of each type of human papillomavirus per 1.0 mL.

c. Diagnostic characteristics

Number of samples (n) - 436

Analyte detected

Diagnostic sensitivity (95% Cl)

Diagnostic specificity (95% Cl)

(69.15%-100.00%)

HPVLE 100.00% 100.00%
(96.38%-100.00%) (98.91%-100.00%)
HPV1S 100.00% 100.00%
(83.16%-100.00%) (99.12%-100.00%)
[o) 0,
HPVAS 100.00% 100.00%

(99.14%-100.00%)

HPV 31, 33, 35, 39, 51, 52, 56,
58, 59, 66, 68

(no differentiation)

(excluding types 16, 18 and 45)

100.00%
(98.54%-100.00%)

100.00%
(98.04%-100.00%)

ATTENTION! The claimed specifications are guaranteed when DNA extraction is performed with

PREP-NA P-002/1EU, PREP-GS  REF
PREP-MB RAPID P-116-A/8EU, P-116-N/4EU extraction kits.

P-003/1EU,

PREP-RAPID  [REF

P-001/1EU

and
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12. TROUBLESHOOTING

Table 6. Troubleshooting

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ -
Violation of storage and Dispose current batch
handling requirements
Dispose current batch
C- + Contamination Perform decontamination
procedures
PCR inhibition Repeat whole test
SIC -
Insufficient amount of DNA Resample

If you face to any undescribed issues contact our customer service department regarding quality

issueswith the kit:

Phone: +7(495)640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the abovementioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with ISO 9001:2015 and I1SO 13485:2016:

—  observation of quality management in manufacturing of IVDD products;
—  creation of values for customers;

— maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of HPV SCREEN HR14(16-18-45) REAL-TIME PCR
Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic medical
device

Date of manufacture

Temperature limit

Consult instructions for use

Contains sufficient for <n>
W tests REF Catalogue number
2 Use-by date u Manufacturer
N
LOT Batch code -7 Q Keep away from sunlight
VER Version Positive control

Authorized representative
in the European Community

Caution

REF

R1-P325-S3/9EU

R1-P325-23/9EU

VER

769-2.2024.09.03
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1. INTENDED USE

The CMV REAL-TIME PCR Detection Kit is intended for research and diagnostic applications.
The CMV REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test (NAT) for qualitative pathogen
detection. The CMV REAL-TIME PCR Detection Kit is designed to detect CMV nucleic acids in human
biological samples with an aid of Polymerase Chain Reaction (PCR) method. Samples are human
biological materials: saliva, urine, prostate fluid, ejaculate, swabs from urethra and conjunctiva of the
eye, cervix, or posterolateral vaginal wall, breast milk, peripheral blood mononuclear cells, liquor,
amniotic fluid, tissue samples.

CMV infection is typically unnoticed in healthy people, but can be life-threatening for the
immunocompromised, such as HIV-infected persons, organ transplant recipients, or newborn infants.
After infection, CMV remains latent within the body throughout life and can be reactivated at any time.
Eventually, it may cause mucoepidermoid carcinoma and possibly other malignancies such as prostate
cancer.

Congenital CMV is the leading infectious cause of deafness, learning disabilities, and mental retardation
in children. CMV also seems to have a large impact on immune parameters in later life and may
contribute to increased morbidity and eventual mortality.

The application of the kit does not depend on population and demographic aspects. There are no
contradictions for use The CMV REAL-TIME PCR Detection Kit.

The CMV REAL-TIME PCR Detection Kit can be used in clinical and diagnostic laboratories of medical
institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.
2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by a layer of paraffin or the
use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only when paraffin is
melted or thermal dissociation of a complex of Tag polymerase and antibodies is happened. It excludes
non-specific annealing of primers to targets DNA in the initial heating of the tube.

The CMV REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR method. The
PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and Hex) and
qguencher molecules. Once hybridized to a target sequence, the probes become activated. As a result of
activation fluorescence increases proportionally to target sequence amplification. The intensity of
fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data collection
unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the CMV product amplification includes fluorescent
dye Fam. DNA probe used for the detection of the internal control amplification product includes the
fluorescent dye Hex. The application of two fluorescent dyes makes it possible to register the results of
different amplification reactions taking place simultaneously in one tube. Table 1 shows the detection
channels of amplification products.

Table 1. Detection channels of amplification products
Fam/Green Hex/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
Ccmv IC - - -




The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime REAL-
TIME Thermal Cyclers (see the catalogue at https://www.dna-technology.com to see available supply

options). The

current

version of the

https://www.dna-technology.com/software

software is

available  for

download at

The CMV REAL-TIME PCR Detection Kit is also approved for use with iQ (Bio-Rad Laboratories) and
Rotor-Gene (Qiagen) real-time thermal cyclers.

3. CONTENT

The detailed description of content is represented in the Tables 2 - 3.

Table 2. The CMV REAL-TIME PCR Detection Kit content, package S (standard) for R1-P204-23/9EU and

R1-P204-S3/9EU

Reagent

Description

Total volume

Amount

Paraffin sealed PCR-mix

Colorless transparent liquid
under waxy white fraction

1920 uL
(20 pL in each tube)

96 tubes or
12 8-tube strips

Tag-polymerase Colorless transparent liquid 1000 pL 2 tubes
solution (500 pL in each tube)
Mineral oil Colorless transparent viscous 2.0mL 2 tubes
oily liquid (1.0 mL in each tube)
Positive control Colorless transparent liquid 130 uL 1 tube
Strip’s caps? 12 8-caps
Table 3. The CMV REAL-TIME PCR Detection Kit content, package U (universal) for
R1-P204-UA/9EU
Reagent Description Total volume Amount
PCR-mix Colorless or s_hgr'ltly pink 600 L 1 tube
transparent liquid
TechnoTag MAX polymerase | Colorless transparent 30 uL 1 tube
viscous liquid
PCR-buffer Colorless transparent liquid 600 uL 1 tube
Positive control Colorless transparent liquid 130 pL 1 tube

All components are ready to use and do not require additional preparation for operation.

The kit is intended for single use and designed for 96 tests (no more than 94 defined samples, one
positive control and one negative control) for package S.

Package U is designed to carry out 96 tests if at least 5 samples in one study are amplified
(3 unknown samples, positive and negative control samples).

1. for detection kit packaged in strips R1-P204-S3/9EU
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REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single use sterile containers to collect clinical material;
Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID
( P-001/1EU not applicable to male urethral swabs) or STOR-M ( P-910-1/1EU)

or STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or equivalent or physiological
saline solution or sterile PBS for the transportation of the sample.

4.2.DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;
Vortex mixer;
Refrigerator;

Physiological saline solution 0.9% NaCl (Sterile);

Nucleic acid extraction kit (“DNA-Technology” made PREP-RAPID P-001/1EU (not
applicable to male urethral swabs), PREP-NA P-002/1EU, PREP-GS P-003/1EU
and PREP-MB RAPID P-116-N/4EU, P-116-A/8EU extraction kits are recommended);
High speed centrifuge (RCF(g) not less than 16000);

Solid-state thermostat (temperature range 50-98°C);

Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Single channel pipettes (dispensers covering 20-1000 pL volume range);

RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);

Container for used pipette tips, tubes and other consumables;

Powder-free surgical gloves;

Disinfectant solution.

Preamplification-reagent preparation area:

UV PCR cabinet;

Vortex mixer;

Refrigerator;

PCR tube rack for 0.2 mL tubes;

PCR tube rack for strips of eight 0.2 mL tubes;

Single channel pipettes (dispensers covering 0.5-1000 uL volume range);

RNase and DNase free filtered pipette tips (volume 20 pL, 50 pL, 200 pL, 1000 pL);
Powder-free surgical gloves;

Disinfectant solution;

Container for used pipette tips.



Post-Amplification — Amplification detection area:
- Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.

5. STORAGE AND HANDLING REQUIREMENTS
Expiry date — 12 months from the date of production.

All components of the CMV REAL-TIME PCR Detection Kit, except the TechnoTag MAX polymerase, must
be stored at temperatures from 2 °C to 8 °C during the storage period. PCR-mix must be stored at
temperatures from 2 °C to 8 °C and out of light during the storage period. The excessive temperature
and light can be detrimental to product performance. The TechnoTag MAX polymerase must be stored at
temperatures from minus 18 °C to minus 22 °C during the storage period.

The kit can be transported by all types of roofed transport at temperatures from 2 °C to 8 °C over the
transportation. It is allowed to transport TechnoTag MAX polymerase at temperatures from
2 °C to 8 °C for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:

- components of the kit should be stored at temperatures from 2 °C to 8 °C during the
storage period;

- PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of
light during the storage period;

- TechnoTag MAX polymerase should be stored at temperatures from
minus 18 °C to minus 22 °C during the storage period.

An expired CMV REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the CMV REAL-TIME PCR Detection Kit to the prescribed technical requirements is
subject to compliance of storage, carriage and handling conditions recommended by manufacturer.

Contact our official representative in EU by quality issues of the CMV REAL-TIME PCR Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for
this specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol
filter tips. The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA.
The reagents must be handled under a laminar flow hood. The reagents required for amplification must
be prepared in such a way that they can be used in a single session. Pipettes used to handle reagents
must be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation
type or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and
RNases, free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials
used to carry out the assay. Wear powder-free surgical gloves. Avoid producing spills or aerosol. Any
material being exposed to biological samples must be treated for at least 30 minutes with disinfecting
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solution or autoclaved for 1 hour at 121 °C before disposal.

Molecular biology procedures, such as nucleic acids extraction, reverse transcription, PCR-amplification
and detection require qualified staff to avoid the risk of erroneous results, especially due to the
degradation of nucleic acids contained in the samples or sample contamination by amplification
products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include
parts of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use
the reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from
different batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment,
including pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as
reagents should be strictly stationary. It is not allowed to move them from one room to another. Equip
separate areas for the extraction/preparation of amplification reactions and for the
amplification/detection of amplification products. Never introduce an amplification product in the area
designed for extraction/preparation of amplification reactions. Wear lab coats, gloves and tools, which
are exclusively employed for the extraction/preparation of the amplification reaction and for the
amplification/detection of the amplification products. Never transfer lab coats, gloves and tools from
the area designed for amplification/detection of the amplification products to the area designed for
extraction/preparation of amplification reactions. Amplification products must be handled in such a way
as to reduce dispersion into the environment as much as possible, in order to avoid the possibility of
contamination. Pipettes used to handle amplification products must be exclusively employed for this
specific purpose. Remove PCR waste only in a closed form.

Do not open the tubes after amplification. Remove waste materials (tubes, tips) only in a special closed
container containing a disinfectant solution. Work surfaces, as well as rooms where NA extraction and
PCR are performed, must be irradiated with bactericidal irradiators for 30 minutes before and after the
work. Waste materials are disposed of in accordance with local and national standards. All surfaces in
the laboratory (work tables, test tube racks, equipment, etc.) must be treated daily with disinfecting
solution.

Emergency actions

Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be
taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.



Do not use the Kkit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached,;
— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the
instructions listed in the current instruction to use.

7. SAMPLES

The CMV REAL-TIME PCR Detection Kit is designed to detect DNA extracted from saliva, urine, prostate
fluid, ejaculate, swabs from urethra and conjunctiva of the eye, cervix, or posterolateral vaginal wall,
breast milk, peripheral blood mononuclear cells, liquor, amniotic fluid, tissue samples, depending on
professional prescription.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product amplification.

PCR inhibitors are the presence of mucus, blood impurities, lubricants, talc, local medicines.

The maximum concentrations of interfering substances, that have no effect on the amplification of the
laboratory control sample and internal control are: hemoglobin — 0.35 mg/mL of the DNA sample,
isopropyl alcohol — 100 pL/mL of the DNA sample, methyl acetate — 100 pL/mL of the DNA sample.

Following medicines have no effect on the amplification of the laboratory control sample and internal
control: chlorhexidine bigluconate — 5%, Miramistin ©® - 5%.

Impurities contained in the biomaterial sample are almost completely removed during the DNA
extraction. To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking
biological material. Suspecting a large count of PCR inhibitors in the sample, it is recommended to
choose DNA extraction methods that allow to remove PCR inhibitors from the sample as much as
possible. It is not recommended to use express methods of DNA extraction.

The features of genitourinary swabs sampling:

Women should not carry out genitals toilet and vaginal douching the day before research. To obtain an
objective result, it is necessary that the material contains the largest count of epithelial cells and the
minimum amount of mucus and blood impurities. Incorrect intake of biological material can lead to
uncertain results and, therefore, to re-sample of biomaterial.

The features of the posterior vaginal vault sampling:

The material should be taken before the physical inspection. The speculum before manipulation can be
moistened with hot water, the use of antiseptics for speculum treatment is contraindicated. Scraping is
taken from the posterior vaginal vault. In case of virginal women, scraping is taking from the vestibular
mucous membrane, and in some cases from the posterior vaginal vault through hymenal rings.

The features of the urethral sampling:

Before sampling procedure, the patient is recommended to refrain from urination
for 1.5—-2 hours.

Immediately before sampling procedure, it is necessary to treat the external urethral orifice with a
tampon moistened with sterile physiological solution.

In the presence of purulent discharge, the sample must be taken 15-20 minutes after urination. In the
absence of discharge, it is necessary to massage the urethra with sampling swab or brush. In case of



women, the swab or brush is inserted to a depth of 1.0-1.5 cm, in case of children, the material is taken
only from the external urethral orifice.

The features of the cervical sampling:

Before sampling procedure, it is necessary to remove the mucus with a cotton tampon and, then, treat
the cervix with a sterile physiological solution. The sampling swab is inserted into the cervical canal to a
depth of 0.5 — 1.5 cm. Removing the swab, contact of the walls of the vagina should be excluded.

The features of the eye conjunctiva sampling:

If the abundant purulent discharge is presence, it is removed with a sterile cotton tampon moistened
with saline. Sampling is taken from the inner surface of the lower eyelid by the movement to the inner
corner of the eye slit. It is necessary to hold the eyelid with hands so that the eyelashes do not touch the
probe.

Genitourinary swabs sampling (cervical canal, vagina, urethra) and eye conjunctiva sampling

Procedural limitations - local application of medicines, vaginal ultrasound less than 24 hours before the
procedure.

Sampling procedure is carried out using special sterile disposable instruments — urogenital swabs,
cytobrushes or tampons, depending on the source of clinical material in accordance with established
procedures.

ATTENTION! In case of pregnancy the use of cytobrushes is contraindicated.
The taking of the scrapes is carried out:
- in plastic 1.5 mL tubes with 300-500 L of a sterile physiological solution;

- in tubes with transport medium intended by the manufacturer for transportation and storage of
samples for PCR;

- in tubes with PREP-RAPID (manufactured by “DNA-Technology Research&Production”, LLC).
ATTENTION! PREP-RAPID is not recommended for DNA extraction from male urogenital scrapes.
Order of taking:

1. Open the tube.

2. Move the swab with biological material to the tube with physiological solution, transport medium, or
PREP-RAPID, and rinse it thoroughly, avoiding splashing of the liquid. Then, remove the swab from the
solution, pressing it to the wall of the tube, press out the excess liquid, remove the swab and discard. In
the case of taking biomaterial from several biotopes, repeat the procedure, taking the material with a
new swab into a new tube each time.

3. Tightly close the tube, mark the tube.

ATTENTION! Samples may be stored at temperatures from 2 °C to 8 °C no more than
24 hours prior to analysis. In case of usage transport media biological material samples are stored
according to the instruction for the transport medium used intended for subsequent sample analysis by
PCR.

Pretreatment, sampling and storage of the material is carried out in accordance with the instruction for
use for DNA extraction kit.

4. In case of taking the swabs in tubes with physiological solution or transport medium, it is necessary to
perform  pretreatment before DNA  extraction by the PREP-GS, PREP-NA and
PREP-MB RAPID kits:

4.1 The tube containing the sample shall be centrifuged at RCF(g) 16000 for 10 minutes at room
temperature between 18 °C and 25°C.



NOTE - Use a centrifuge for 1.5 mL tubes with RCF(g) no less than 16000, for example, HERAEUS picol7
centrifuge (RCF(g) 17000).

4.2 Remove the supernatant. Using PREP-GS, leave approximately 50 uL in tube (precipitate + liquid
fraction). Using PREP-NA and PREP-MB RAPID, leave 100 pL (precipitate + liquid fraction). Tightly close
the tubes.

The resulting material is ready for DNA extraction.

Taking swabs in tubes with the PREP-RAPID, pretreatment is not required. The material is ready for DNA
extraction.

The first portion of morning urine

The first portion of the morning urine as a biological material is used in acute inflammation of the lower
urinary tract due to pain of taking scraping epithelial cells.

The first portion of morning urine in the amount of 10-15mL is selected for the analysis. It is possible to
examine the first portion of urine received 2 or more hours after the previous urination.

The urine is taken into a special dry sterile container with a volume of up to 60 mL, equipped with a
hermetically screw-cap.

After the urine collection, container is tightly screwed and marked.
The prostate fluid
Before taking the prostate fluid, sexual abstinence is recommended for 3 days before the procedure.

Before taking the prostate fluid, the penis balanus is treated with a sterile cotton tampon moistened
with a physiological solution.

The prostate fluid is collected after a prostate massage through the rectum. Massage is performed by a
doctor, by means of vigorous pressing movement from the base to the top of the gland.

After the end of the massage, the released prostate fluid in the form of a free flowing drop
(0.15-1.0 mL) is collected in a 2 mL single dry sterile tube or a container with a volume of up to
60 mL.

The container with the prostate fluid is hermetically screwed and marked.
ATTENTION! Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!
Residual urine after prostate massage

Before residual urine after prostate massage, sexual abstinence is recommended for 3 days before the
examination.

The patient urinates in the toilet, leaving part of the urine in the bladder.

Before urine taking, the penis balanus is treated with a sterile cotton tampon moistened with a
physiological solution.

The prostate massage is carried out for 1-3 minutes. The intensity of the massage depends on the
consistency of the prostate: with a soft prostate - slight pressure is carried out, with a dense consistency
of the prostate - the pressure force is increased.

After the end of the massage, the first 10-15 mL of the urine is collected in a sterile container with a
volume of up to 60 mL.

Container is tightly screwed and marked.
ATTENTION! Suspecting acute prostatitis, the prostate massage is strictly prohibited!!!

Ejaculate
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Before collecting ejaculate (seminal fluid), sexual abstinence is recommended for 3 days before the
examination.

Before collecting the ejaculate, the patient urinates in the toilet, completely emptying the bladder.

After urinating, the patient should wash his hands thoroughly with soap and hold the toilet of the
external genitals with soap and water. The penis balanus and the foreskin should be dried with a sterile
napkin.

The ejaculate is obtained by masturbation and collected in a sterile container with a volume of up to
60 mL.

The container with ejaculate is hermetically closed and marked.
Saliva, liquor, amniotic fluid

1. Saliva, liquor, amniotic fluid (about 500 L) is collected in a sterile container and tightly closed.

2. Then 500 pL of the material is transferred into a 1.5 mL tube.

3. The tube is centrifuged at RCF(g) 13000 for 10 minutes at room temperatures from
18 °Cto 25 °C.

4. The supernatant is removed, leaving 50 uL in tube (precipitate + liquid fraction).

500 pL of a sterile saline solution is added to the precipitate.

6. The tube is centrifuged at RCF(g) 13000 for 10 minutes at room temperatures from
18 °Cto 25 °C.

7. The supernatant is removed, leaving 100 pL in tube (precipitate + liquid fraction).

v

Breast milk
Material is collected into a sterile container and tightly closed.
The material is gently shaked and 1.0 mL of the material is transferred into a 1.5 mL tube.

Note. The milk collection period is not more than 24 hours. Storage for the entire collection period at
temperatures from 2 °C to 8 °C.

Peripheral/umbilical cord blood

Peripheral/cord blood sampling is carried out in vacuum tubes. It may be 2.0 or 4.0 mL Vacuette blood
collection tubes with anticoagulant, for example disodium salt of ethylenediaminetetraacetate (EDTA) at
a final concentration of 2.0 mg/mL. After taking the material, it is necessary to mix the blood with
anticoagulant turning the tube 2 — 3 times.

Tissue samples

Pieces of the tissue (diameter is not more than 5 mm) are placed in sterile 2 mL tubes with appropriate
transport medium. The test tube is tightly closed and marked.

Transportation and storage of the samples

Samples may be transported and stored in physiological saline at temperatures from 2 °C to 8 °C no
more than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory
during the day, a one-time freezing of the material is allowed. The frozen material is allowed to be
stored at temperatures from minus 18 °C to minus 22 °C for one month

NOTE - The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and PREP-MB RAPID
extraction kit’s instruction for use.
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8. PROCEDURE
DNA extracting from biological material.

DNA extraction is carried out according to the extraction kit instructions. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. PREP-RAPID is not recommended
for DNA extraction from men urogenital swabs.

ATTENTION! Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution can be used as a negative control sample in
volumes as indicated.

8.1 Assay procedure for package S:
ATTENTION! The reagents and tubes should be kept away from direct sun light.

ATTENTION! When using package S, strips, strictly observe the completeness of the strips and caps for
them. Do not use caps for strips from other kits!

8.1.1 Mark tubes with PCR-mix for each test sample, negative control (C-) and
positive control (C+).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The
resulting number of tubes is 6.

8.1.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.1.3 Add 10 pL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.1.4 Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene thermal cycler). Close tubes.

8.1.5 Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds, then spin down drops for
1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out for
1-3 seconds in a vortex mixer.

ATTENTION! In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic
rack while adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred
to new tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

ATTENTION! Open the cap of the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips, close the
strip before proceeding to the next strip to prevent contamination. Close the tubes/strips tightly. Use
filter tips.

8.1.6 Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C-“ and
“C+” tubes. Avoid paraffin layer break.

8.1.7 Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
“C-" tube and positive control (C+) into corresponding tube. Avoid paraffin layer break. Spin
the tubes for 3-5 seconds.

8.1.8 Spin tubes/strips for 3-5 seconds.
8.1.9 Set the tubes/strips into the Reai-time Thermal Cycler.
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8.1.10 Launch the operating software for DT instrument2. Add corresponding test3, specify the
number and ID’s of the samples, positive and negative control samples. Specify the position of
the tubes/strips in the thermal unit (see 8.1.9) and run PCR. See Tables 4, 8.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 5-8.

8.2 Assay procedure for package U:

8.2.1 Mark the required number of 0.2 mL tubes for each sample to be tested, for positive
control (C+) and for negative control (C-).

Example: to test 4 samples in one PCR run, mark 4 tubes for samples, 1 tube for “C-” and
1 tube for “C+”. The resulting number of tubes is 6.

8.2.2 Vortex the tube with PCR-mix for 3-5 seconds and spin down drops for 1-3 seconds.
8.2.3 Add 6.0 uL of PCR-mix into the each marked tube for samples to be tested.

8.2.4 Vortex the tubes with PCR-buffer and TechnoTaq MAX polymerase for 3-5 seconds and
spin for down drops for 1-3 seconds.

ATTENTION! TechnoTag MAX polymerase must be stored at temperatures from
minus 18°C to minus 22°C. Room temperature exposure is permitted only for a short time. Remove from
freezer just prior to use and place on ice.

8.2.5 Prepare the mixture of PCR-buffer and TechnoTag MAX polymerase.

Add into one tube:
e 6,0x(N+1) uL of PCR-buffer,
e 0,3%x(N+1) uL of TechnoTag MAX polymerase,
N — number of the marked tubes including “C-" and “C+”.

Example: for simultaneous testing of 4 samples, “C-” and “C+” in one PCR run, mark 6 tubes
(4 tubes for samples to be tested, 1 tube for “C+” and 1 tube for “C-"). Prepare the mixture of
PCR-buffer and TechnoTaq MAX polymerase for 7 (6+1) tubes. Mix 42 uL of PCR-buffer and 2.1 uL
of TechnoTagq MAX polymerase.

8.2.6 Vortex the tube with prepared mixture for 3-5 seconds, then spin down drops for
1-3 seconds.

ATTENTION! The mixture of PCR-buffer and TechnoTag MAX polymerase must be prepared just prior to
use.

8.2.7 Add 6.0 pL of PCR-buffer and TechnoTag MAX polymerase mixture into each PCR-tube.
Close tubes.

ATTENTION! Follow the steps listed in pp 8.2.8. — 8.2.13 within two hours after addition of PCR-buffer
and TechnoTaq MAX polymerase mixture to amplification mix.

8.2.8 Vortex the tubes with sample, “C-” and “C+” for 3-5 seconds and spin down drops for
1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out for
1-3 seconds in a vortex mixer.

2 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

3 , . . . .
Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://dna-technology.com/assaylibrary.
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In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic rack while
adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred to new
tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

ATTENTION! Open the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next DNA sample to prevent contamination. Close the tubes tightly. Use filter tips.

8.2.9 Add 6.0 uL of DNA sample into corresponding PCR-tubes. Do not add DNA into the “C-*
and “C+” tubes. Avoid paraffin layer break.

8.2.10 Add 6.0 pL of negative control (C-) which passed whole DNA extraction procedure
into “C-" tube and positive control (C+) into corresponding tube. Avoid paraffin layer break.

Close the tubes tightly.

8.2.11 Spin tubes for 3-5 seconds.

8.2.12 Set the tubes into the Real-time Thermal Cycler.

8.2.13 Launch the operating software for DT instrument?. Add corresponding test>,

specify the number and ID’s of the samples, positive and negative control samples.
Specify the position of the tubes in the thermal unit (see 8.2.12) and run PCR. See Tables
8-12.

8.3 Assay procedure for package U using DTstream:
8.3.1.  Vortex the tube with PCR-mix for 3-5 seconds and spin down drops for 1-3 seconds.

8.3.2.  Vortex the tubes with PCR-buffer and TechnoTaq MAX polymerase for 3-5 seconds and
spin down drops for 1-3 seconds.

ATTENTION! TechnoTag MAX polymerase must be stored at temperatures from
minus 18°C to minus 22°C. Room temperature exposure is permitted only for a short time. Remove from
freezer just prior to use and place on ice.

8.3.3.  Following the DTstream software instructions, prepare a mixture of PCR-buffer with
TechnoTaq MAX polymerase in a separate test tube.

8.3.4. Vortex the tube with prepared mixture for 3-5 seconds, then spin down drops for
1-3 seconds.

8.3.5.  Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds and spin down drops for
1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out for
1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction kit, vortex the tubes for 3-5 seconds on a vortex mixer,
put the tubes with the DNA preparation in magnetic rack and transfer the supernatant containing the
isolated DNA to new tubes. If, after DNA extraction, the supernatant containing the isolated DNA was
already transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

8.3.6.  Set tubes with PCR-mix, PCR-buffer and TechnoTag MAX polymerase mixture, DNA
sample, positive control and negative control and microplate for PCR to the DTstream and
dispense the components according to the instruction manual.

¢ Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

5 , . . . .
Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://dna-technology.com/assaylibrary.
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8.3.7.  After completion of the program on the DTstream, set gently, without shaking, the
microplate to the DTpack.

8.3.8.  Carry out the procedure of sealing the microplate by thermal film in accordance with the
instructions to the DTpack.

8.3.9.  Spin the microplate at RCF(g) 1000 for 30 seconds.
8.3.10. Set the microplate into the Real-time Thermal Cycler.

8.3.11. Launch the operating software for DT instrument®. Add corresponding test’, specify the
number and ID’s of the samples, positive and negative control samples. Specify the position of
the tubes in the thermal unit (see 8.3.10) and run PCR. See Tables 8-12.

Table 4. The PCR program for DTlite and DTprime Thermal Cyclers

Step Temperature, °C Min. Sec. Number of cycles Optical Type of the step
measurement
80 0 30
1 1 Cycle
94 1 30
94 0 30
2 I
64 0 15 > v Cycle
94 0 10
3 45 Cycle
64 0 15 v
4 | 94 | o [ 5 | 1 \ \ Cycle
5 | 10! L L] Holding ‘ ‘ Holding
!~ holding at 25°C is allowed
Table 5. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
. . PCR/Melt Data
°
Cycle Repeats Step Dwell time Setpoint, C Acquisition
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage

° Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.

7 , . . . .
Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://dna-technology.com/assaylibrary.
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Table 6. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)

. Setpoint, PCR/Melt
Cycle Repeats Step Dwell time oc Data
Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage

Table 7. The PCR program for Rotor-Gene thermal cycler

Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
Cycling 1time
94 deg 90 sec
94 deg 30 sec
Cycling 2 5 times
57 deg* 15 sec
94 deg 10 sec
Cycling 3 45 times
57 deg* 15 sec
* Take the measurement.
Table 8. Detection channels
Fam (Green) Hex (Yellow) Rox Cy5 Cy5.5
Specific product and C+ IC - - -
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Table 9. The PCR program for DTlite and DTprime Thermal Cyclers.

T ical T f th
Step empfrature, Min. Sec. Number of cycles Optica ype of the
C measurement step
80 0 5
1 15 Cycle
94 0 5
2 94 5 0 1 Cycle
94 0 30
3 5 Cycle
64 0 15 v
94 0 10
4 45 Cycle
64 0 15 v
5 94 0 5 1 Cycle
6 10! Holding Holding
!~ holding at 25°C is allowed
Table 10. The PCR program for iCycler iQ thermal cycler (with persistent well factor)
Cycle Repeats Step Dwell time Setpoint, 2C PCR/M_e I.t.Data
Acquisition
1 1
1 1 min 80
2 5 min 94
2 5
1 30 sec 94
2 45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage
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Table 11. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)

. Setpoint, PCR/Melt
Cycle Repeats Step Dwell time oc Data
Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 5 min 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage

Table 12. The PCR program for Rotor-Gene thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 80 deg 60 sec 1time
94 deg 300 sec
Cycling 2 94 deg 30 sec 5 times
57 deg* 15 sec
Cycling 3 94 deg 10 sec 45 times
57 deg* 15 sec
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9. CONTROLS

The CMV REAL-TIME PCR Detection Kit contains positive control sample. Positive control is a cloned
part of the CMV genome. It is produced with genetic engineering techniques and characterized by
automatic DNA sequencing. The PCR-mix from the kit includes the Internal control (IC). IC is an artificial
plasmid intended to assess the quality of PCR performance. To reveal possible contamination a negative
control is required.

ATTENTION! A negative control sample should go through all stages of DNA extraction. Physiological
saline solution can be used as a negative control sample in volumes indicated in supplied instructions.

The test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in
this case the internal control is not taken into account;

— the exponential growth of the fluorescence level for the specific product is absent and
for internal control is present.

The test result is considered invalid when the exponential growth of the fluorescence level for the
specific product and for internal control is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of
storage and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers the analysis performed
automatically. In other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing CMV DNA (specific product), the detecting amplifier registers the expressed
growing fluorescence of specific product, the amplification result of the internal control is not taken into
account.

In the samples free of CMV DNA, the detecting amplifier registers the expressed growing fluorescence of
the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case,
amplification, or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results
(see p. 9 of the current instruction for use). The cutoff Ct values for Rotor-Gene thermal cycler
are 40 (specific product) and 33 (C+). The result characterized by Ct above this value should be
considered doubtful and the whole assay should be repeated.
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11. SPECIFICATIONS

a. The analytical specificity of the CMV REAL-TIME PCR Detection Kit was assessed by
bioinformatics analysis using available on-line databases with up-to-date comprehensive genetic
information. The specific oligonucleotides used in the test were checked against GenBank database
sequences. None of the sequences showed sufficient similarity for unspecific detection.

The samples with CMV DNA are to be registered positive for specific product (a fragment of the CMV
genome). The samples free of CMV DNA are to be registered negative for specific product and positive
for internal control.

There are not non-specific positive results of amplification DNA sample in the presence of Herpes
simplex virus 1, 2, Human herpesvirus 6, 8, HPV 6, 11, Epstein Barr virus, Varicella zoster virus,
Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis,
Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Streptococcus sp., Staphylococcus sp., as
well as human DNA in concentrations up to 1.0x108 copies/mL of the sample.

b. In a determination of analytical sensitivity the CMV REAL-TIME PCR Detection Kit
demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per PCR
reaction.

Sensitivity is 5 copies of CMV DNA per amplification tube. Sensitivity is determined by the analysis of
serial dilutions of the laboratory control sample (LCS). 94 tests were made for each concentration.

The concentration of LCS,
. I Number of Number of -
copies per amplification .. . % of positive results
repetitions positive results
tube

10 94 94 100
5 94 93 98,9
2 94 73 77.7
1 94 56 59.6
0 94 0 0

Sensitivity of CMV DNA in the sample depends on the sampling and the final volume of the extracted
DNA (elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA
concentration of CMV in case of using DNA extraction kits produced by DNA Technology:
DNA extraction kits

sample PREP-NA | PREP-GS | PREP-MBRAPID | oo, o o

(at elution in 300 puL)

- scraping of epithelial cells in
500 pl transport medium;
- ejaculate in 500 pL transport

medium; cosp(i)es cjch)icc)es 300 coSF())i(t)es
- prostate fluid in 500 plL of copies /sample
transport medium; /sample /sample /sample
- urine (extracting from 1.0 mL
of sample)

C. Diagnostic characteristics

Number of samples (n) - 424;
Diagnostic sensitivity (95% Cl) - 98.0% (91.8-98.0%);
Diagnostic specificity (95% Cl) — 100% (99.2-100%).
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NOTE - The claimed specifications are guaranteed when DNA extraction is performed with PREP-RAPID
FEFlp.001/1EU, PREP-NA [PEFlp.002/1EU, PREP-GS [REFlp.003/1EU and PREP-MB RAPID
P-116-N/4EU, P-116-A/8EU kits.

12, TROUBLESHOOTING
Table 13. Troubleshooting

Result Possible cause Solution

Operation error
P Repeat whole test

PCR inhibition
C+ -
Violation of storage and handlin .
! ) ! & "ne Dispose current batch
requirements
Dispose current batch
C- + Contamination
Perform decontamination procedures
Repeat whole test
IC Invalid PCR inhibition

Resample

If you face to any undescribed issues contact our customer service department regarding quality issues
with the kit:

Phone: +7(495)640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnostic Medical Devices. The quality control

procedures performed in accordance with ISO 9001:2015 and I1SO 13485:2016.

Contact our customer service with quality issues of CMV REAL-TIME PCR Detection Kit:

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,

142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELISS.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In vitro diagnostic
medical device

Date of manufacture

Temperature limit

= | &

Consult instructions for
use

X
W ]Soc;n:?]i;']:estssufﬁcient REF Catalogue number
E Use-by date d Manufacturer
LOT Batch code ;"\‘% Keep ~ away  from
= sunlight
VER Version CONTROL Positive control

Do not use reuse

Authorized
representative in the
European
Community

Caution

REF

R1-P204-S3/9EU
R1-P204-23/9EU
R1-P204-UA/9EU

VER

549-3.2024.04.22
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CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

B HacTosLlel MHCTPYKUMN MCMOJb3YIOTCS Creayowmne CoKpaleHusa n 0603HavYeHus:

CMV - oT aHrn. Cytomegalovirus

HSV1 - OoT aHrA. Herpes simplex virus 1

HSV2 - OT aHrn. Herpes simplex virus 2

RCF - OT aHrn. relative centrifugal force, oTHocMTEeNnbHOE yCKOpeHMe LeHTpudyru
BK - BHYTPEHHWUIN KOHTPOJ1b

OHK - e30KCUPNBOHYKIENHOBAs KMCNoTa
OHKa3bl - Ae30KCUpUBOHYKEeassbl

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel
K+ - MOSIOXUTENbHbIA KOHTPONbHbLIN 06pa3ey
JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el
HK - HyKknenHosble kncnotbl (PHK n HK)
rnup - MosiIMepasHasa uenHaa peakuus
PHKa3bl - pnboHykKkeasbl




;Ies:nle/cv(i\;ilacezx VIHCTPYyKUMs Mo NpuMeHeHuio | 1093 ot 15 deBpans 2025 roaa ? AHK-TEXHOJIOTUA
1 NPEAHASHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHusa AHK

Herpes Simplex Virus 1, Herpes Simplex Virus 2, Cytomegalovirus metogom MNUP B pexnme

peanbHoro spemerHun (HSV1/HSV2/CMV NepnecKomnnekc), ganee no 1ekcty — Habop peareHToBs.

1.2 HasHauyeHne: Habop peareHTOB npegHa3HaydeH Ans BbisBneHusa OHK Herpes simplex
virus 1, Herpes simplex virus 2, Cytomegalovirus B 6uonornyeckom matepmnane yenoseka (Moua,
COCKObbl 3nMuUTEeNnnanbHbIX KNETOK M3 yporeHuTasnbHOro Tpakrta) Mmetoaom [LUP B pexume

peanbHOro BpeMeHMU.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: anarHocTuka in vitro.

1.4 MokasaHna K nNpoBeAeHUI0 aHanumsa: CUMMTOMbI VIH(beKLI,VIOHHOFO 3aboneBaHus
YPOr€HnTasabHOro TpakTa.

npOTVIBOI'IOKaBaHMVI K NTPUMEHEHUIO HET.

1.5 MonynsuMoHHble M AeMorpaduyeckne acnekTbl: MNpUMeHeHWe Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbIX U ,D,eMOFpa(bM‘-IECKVIX aCneKToB.

1.6 O6bnactb NMPUMEHEHNA . Ha6op pe€areHToB MOXET 6bITb MCMNONb30BaH B KJWMHWKO-

ANarHoCcTuyeckmnx nabopaTopmsaix MEAULMHCKUX YUPEXAEHUN.

1.7 MoTeHUuManbHbIE NOMb30BATENN: KBAaMPULMPOBAHHLIN NepCcoHan, oby4eHHbI MeToaaM
MOJIEKYISIPHON AMArHOCTUKM M NpaBuiaM paboTbl B KJIMHUKO-AMArHoctnyeckom nabopatopun:
Bpau KIIMHUKO-AMarHoctnyeckom  nabopartopuu, denbgwep-nabopaHt  (MeAUUMHCKUIA

nabopaTopHbIf TEXHUK).

1.8 MpuMeHATb Habop peareHTOB CTPOro MO Ha3HaYeHMIO0 COrNacHO AAaHHOM MHCTPYKUMKW MO

NPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

* [HK-TEXHOJOT UA

Habop peareHToB ang ebisienenms AHK Herpes Simplex Virus 1, Herpes Simplex Virus 2,

Cytomegalovirus

MEeToA0M

MUP B pexunme

peanbHoro

BPEMEHM

(HSV1/HSV2/CMV

repnecKoMmnniekc) BbiNycKaeTca B CTaHgapTHOW ¢acoBke (Mapkupyetcs — dacoBka S, cTpunsbl;

¢dacoeka S, npobupkn) U B yHuBepcanbHOW dacoBke ANA PY4YHOro M aBTOMATU3NPOBAHHOIO

Ao3npoBaHusa (Mapkupyetcs — ¢acoska U).

2.1

CocTtaB Habopa peareHToB

R1-P211-S3/9, chacoBka S, cTrpurnbl

. Konuuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMOHeHTa BHewHun Bnpg, ..
npobumpok 06bEM KOMMNOHEHTaA
Mpo3payHas becuBeTHas unm
CMechb ansa amnamdukaumm, po3p 4 12 cTtpunos
po30Bas XMAKOCTb Noja no 20 mMkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuyBeTHas
PacTteop Tag-nonnmepassbl posp 2 npobupkun rno 500 Mkn
XNAKOCTb
Mpo3pauHas 6ecuBeTHasn BA3Kas
MunHepanbHoe Macno po3p 2 npobupkun rno 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTtenbHbIn Mpo3payHas 6ecuBeTHas
o 1 posp 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XNAKOCTb
KpbIlWwKK Ana cTpurnos 12 wTt

R1-P211-23/9, chacoBka S, npobupku

HanmeHoBaHMe KOMMOHEHTa

BHewHun BUA,

Konnuyecrtso
npobupok

HoMuHanbHbIN
06BbEM KOMMOHEHTA

CMech ana aMnandukaumm,

Mpo3pauHas 6ecuBeTHas unu

KOHTPOJbHbIN 06pazeu!

XNAKOCTb

po30Bas XUAKOCTb Moj 96 npobupok no 20 Mkn
3aneyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3pauHasn 6ecuBeTHas
PactBop Tag-nonnmepassl posp 4 2 npobupku no 500 mkn
XNAKOCTb
Mpo3payHasa 6ecuseTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupkum no 1,0 mn
MAaCnAaHNCTAaA XNAKOCTb
MonoXuTenbHbIN Mpo3payHasn 6ecuseTHas
po3p 4 1 npobupka 130 Mkn

R1-P211-UA/9, ¢pacoBka U

o Konnyecrtso HoMuHanbHbIN
HanMeHoBaHMe KOMMNOHEHTA BHewHnn Bna N
npobumpok 06bEM KOMMOHEHTa
Mpo3pauHasa 6ecuBeTHas Uaun
CMecb ana amnnudumkaumm Po3p 1 npobupka 600 mkn
pO30Basi XXMAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
Monnmepasa TexHoTaq MAX po3p 1 npobupka 30 Mkn
XUAKOCTb
Mpo3payHas 6ecuBeTHas
MNnuP-6ydep posp 1 npobupka 600 mMkn
XUAKOCTb
MonoXuTenbHbIn Mpo3payHas 6ecuBeTHas
N 1 posp H 1 npobupka 130 mkn
KOHTPO/bHbIN 06pasel XUAKOCTb

1 - Ha 3TMKETKEe KOMIMOHEHTa Ansa BCeEX CbaCOBOK «[MONOXUTENBHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3bIBA€TCA KaK

<K4+>»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO W He TpebytoT
AONOHUTENBLHOW NOAroTOBKU K paboTe.
KoMM1eKTHOCTb:
- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.
- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.
- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

2.2 KonnuyectBo aHanunsnpyembix ob6pasLos

Habop peareHToB B (acoBke S paccumtaH Ha 96 onpepeneHnii (He 6onee
24 NOCTaHOBOK), BKJ/OYasi aHanM3 HeW3BEeCTHbIX 06pa3uoB, OTpuUATENIbHbIX KOHTPOJIbHbIX
06pa3LoB M MOMOXUTENbHBIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccunTaH Ha npoBeaeHne 96 onpeaeneHnin npu ycriosum
NOCTaHOBKM He MeHee 5 o6bpasuoB B OAHOM uccnepoBaHum (3 Heu3BecTHbIX obpasua,

OTPULATENbHbIA U NONOXUTENbHbIA KOHTPOJIbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

MeTtoa: MonuMmepasHasa uenHas peakuus (MUP) ¢ aetekumein pesynbTaToB B pexume
peanibHOro BPEMEHW; MYNbTUMN/IEKCHbIN KaueCTBEHHbIM aHanms.

MpuMHUMN MeToda OCHOBaH Ha WCNOJb30OBaHUM npouecca amnnmndukaunm [OHK,
3aK/loYyaloLWerocs B MNOBTOPSAKLWNMXCA UMKNax TemnepaTypHon aeHatypauum [OHK, omxura
MpaMepoB C KOMIUIEMEHTAPHbIMW MOCNEA0BATENIbHOCTAMU U NOCNeAyWwen OOCTPONKMK
MONIMHYKIEOTUAHBIX LEMNen ¢ 3TUX nparnmMepos Tag-nonmmepason.

Ons nNoBbIWEHUS 4YYBCTBUTENIbHOCTM U CneuudUUHOCTM peakunum npeaycMoTpeHo
npuMeHeHne «ropsadero» crapta. [nsa dacoBku S «ropaumin» ctapt obecneymBaeTcss METOAMKOMN
MPUroTOBAIEHUSA peaKLMOHHON CMeCK, COCTOsILLEN U3 ABYX CNOEB, pa3aesiéHHbIX MPOCNONKON U3
napaduHa. CMmeweHne Cnoés M npespalleHne MxX B aMnIMPUKALMOHHYI CMeCb MPOUCXOAWUT
TONbKO Nocse nnaeneHns napaduHa, 4To UCKOYaeT Hecrneundunyeckoe CBs3biBaHMeE NpanMepos
¢ AHK-MuweHb npu HavanbHOM nporpeBe npobupkun. «lFopsaunii» crapt gns dacosku U
obecneumBaeTCcsa NCNONb30BaHMEM NONIMMEpPasbl, aKTUBHOCTb KOTOPOM 6/10KMpOBaHa aHTUTENamu,
aKTMBauus gepMeHTa NpoOUCXOAUT TONbKO MOCMe npeaBapuUTesbHOro MNporpeBa peakLMOHHOWN
cMecun npu 94 °C. DTo UCKIIYAET Hecneundmnyeckoe CBsa3biBaHMe npariMepos ¢ AHK-MulleHbo
npv HavanbHOM Nporpese NpobupKu.

B cMecbk ana amnandukaummn seeaeHbl OHK-30HAbI, KaXAblh U3 KOTOPbIX COAEPXWUT
dyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. Mpu obpasoBaHum cneundunyeckoro
npoaykta [OHK-30H4 pa3pywaercs, AenctBune racutens Ha @GIYyOpPECUEHTHYH  METKY
npeKkpawaeTcs, 4YTo BEAET K BO3pacTaHUO YpPOBHSA dyopecueHuun, KOTopbin (UKCUPYETCS
AEeTEKTUPYIOWMM aMnnmdmkaTopoM. Konnyectso paspylleHHbIX 30HA0B (a, cnepoBaTefibHO, U
ypoBeHb dyopecueHunmn) yBenanvmBaeTCcsa NponopuMoHanbHO Koanvectsy obpa3oBasBLunmxcs
cneunduryecknx amnanMKoHOB. YpoBeHb diyopecueHumMn m3MepsieTcsd Ha KaXAoM uuKie

amMnanduKkaunmn B pexume peasibHOro BpeMeH!.
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B coctaB cmecu ans amandukauum BKIKOYEH BHYTPEHHUI KOHTpoab (BK), kKoTopbin
npegHasHaudeH 4158 KOHTPONSA NMpPOXoXAeHMs NoiMMepasHoON LenHoOn peakumu.

B coctas AHK-30HAa, ucnonb3ytowerocs Ansa getekumm npoaykra amnandukaumum OHK
Herpes simplex virus 2, Bkalo4eHa dnyopecueHTHads MmeTka Fam. B coctas [HK-30HAaa,
ucnonb3ytoweroca ans getekumu npoaykta amnandukaumn OHK Cytomegalovirus, Bknato4deHa
dnyopecueHTHas MeTka Rox. B coctas [JHK-30HAa, ncnonb3ylowerocs Ansa geTeKuun npoaykra
amnnudukaumm OHK Herpes simplex virus 1, BkatoyeHa dnyopecueHTHas metka Cy5. B coctaB
AHK-30HA4a, ncnonb3yweroca Ans AeTeKumm NpoayKTa aMnandukaumm BHyTPEHHEro KOHTpons,
BXOAUT (PrIyopecueHTHbIN Kpacutenb Hex.

Ncnonb3oBaHMe HECKONbKUX (AYyOpecLUeHTHbIX KpacuTenen no3BofsieT COoKpaTUTb
KonmMyectBo npobumpok wn 6uomatepmana, HeobxoaMMOro Ans MNpoBeAEeHWUs WUcCnenoBaHus,
MOCKOJIbKY MOSABNASIETCA BO3MOXHOCTb OAHOBPEMEHHO PEerncTtpupoBaTtbh pe3ynbTaTbl pasHbIX
peakumin amnnmdurkKaunm, NpoxXoasaLnX B 04HOW Npobupke.

B Tabnuue 1 NpUBEAEHDbI KaHaslbl AETEKUMN NPOAYKTOB aMI'IJ'IVICbVIKaLI,VIVI.

Tabnuua 1 - KaHanbl getekumy npoayKToB amMmnandukaumm

Fam/Green Hex/Yellow/Vic| Rox/Orange Cy5/Red Cy5.5/Crimson
Herpes simplex virus 2 BK Cytomegalovirus | Herpes simplex virus 1 )
(HSV2) (CMV) (HSV1)

NccnegoBaHme cocTomT M3 cneaywowmnx stanos: BbigeneHne OHK (npo6onoarotoska),
nupP-amnandukauma OHK ¢ ogHOBpEMEHHOW AeTeKuMeln pe3ynbTaTOB B PEeXUMe peasibHOro

BpEeMEeHU C ncnosibdoBaHneMm Habopa peareHtoB HSV1/HSV2/CMV NepnecKomnnekc.
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3 AHAJINTUYECKMUE U ANATHOCTUYECKUE XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneumduyHoOCTb

B obpasuax 6uonormyeckoro ™Martepuana, cogepxawmx [OHK  BbigBnsieMbix
MWUKPOOPraHM3MoB, npwm nposeaeHumn amnnmdpmkaumm nporpammHoe  obecneyeHune
AeTeKTupylowero aMmnandukatopa AO/HKHO PerncTpupoBaTb MNOSOXUTENbHbIE pe3yfbTaThl
amnnudukaunmm cneumduyecknx npoayktos (dparmeHTOoB reHomoB Herpes simplex virus 1,
Herpes simplex virus 2 nnm Cytomegalovirus) no 3asaBaeHHbIM KaHanam geTekunu.

B o6pasuax 6uonornmyeckoro ™artepuana, He cogepxawmx [OHK BbiaBaseMbix
MUKPOOpPraHM3MoB npu npoBeaeHnmn amnangukaumm nporpaMmMHoe obecneyeHne
AeTekTupylowero amnandukaTopa LOMKHO pPerncTtpupoBaTtbh OTpuuaTesbHble pes3ynbTaThl
amnangukaummn cneumdurydecknx npoaykToB (dparMeHTOB reHomMoB Herpes simplex virus 1,
Herpes simplex virus2 wanm Cytomegalovirus) no 3asBfieHHbIM KaHanaM AeTekumn W
NOMOXMUTENbHbIN pe3ynbTaT amnanduKkaumm BHYTPEHHEro KOHTPOJS MO KaHany JAeTekumu
Hex/Yellow/Vic.

MNoka3zaHo OTCyTCTBUE Hecneumndruyecknx NonoXMUTENbHbIX pe3ynbTaToB aMnandukaumm
npu Hannymm B obpasue OHK Varicella-zoster virus, Epstein-Barr virus, Human herpesvirus 6,
Human herpesvirus 7, Human herpesvirus 8, Staphylococcus spp., Streptococcus spp.,
Parvovirus B19, Chlamydia pneumonia, Mycoplasma hominis, Trichomonas vaginalis, Neisseria
gonorrhoeae, Toxoplasma gondii, Mycoplasma genitalium, Chlamydia trachomatis, Gardnerella

vaginalis, a Takxe [JHK 4yenoBeka B KoHUeHTpauun go 1,0x108 konuii/mMn obpasua.

3.2 NHTepdepunpyoLine BeLLLECTBA

Hannume wuHrubutopos [MUP B o06pa3ue 6uonormyeckoro martepumana MoOXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbLIX) pe3yabTaTtoB. [lpM3HaKoM
MHrnébmposanusa TLUP saBnsetrca oAHOBpeMeHHOe OTCYyTCTBMe aMnandukauum BHYTPEHHEro
KOHTPOAS 1 cneunduryeckoro npoaykra.

K nHrnbutopam lMLUP oTHeceHbl cneaylowmne BewecTsa: reMornobmMH n nekapcrBeHHble
npenapaTtbl, NpucyTcTBylowmne B obpasue AHK B pe3synbTaTte HEMNOSIHOrO yAaneHust B npouecce
BblaeneHmna OHK mn3 obpasua 6buomatepmnana, a Takxke MU30MNpONUIOBLIA CNMPT U MeTunaueTar,
npucyTtcTeytowme B obpasue AHK B pe3ynbTate HEMOMHOIO yAasieHMS NMPOMbIBOYHbIX PacTBOpPOB
B Xoae npobonoaroToBKu.

MakcuManbHble  KOHUEHTpauuMu  UHTepdEPMPYOWMX  BEWEeCTB, MNpuU  KOTOPbIX
He Habnwaanocb BAMSAHME Ha aMnandukaunio nabopaTopHbIX KOHTPONbHbIX 06pa3uoB WU
BHYTPEHHEro KOHTpoJibHOro obpasua cocTtaBnstoT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunoBblin cnupTt — 100 Mkn/mMn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

[nsa oueHKM BO3MOXHOM MHTepdepeHLnn neKapCTBEHHbIX npenapaTtoB 6binn BbiGpaHbl
Te, KOTOpble MOTeHUWasbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KONM4ecTBax B 6nonornyecknx
obpasuax 4JenloBeka, B3SATbIX W3 COOTBETCTBYHOLWMX uccneayembix 6uoTtonos (MumpammnctuH®,

XJI0prekCuamH burntokoHar).



HSV1/HSV2/CMV

FepnecKomnnexc WHCTpyKuus no npumeHenmtro | 1093 ot 15 despans 2025 roaa 4 nHK-TEXHﬂﬂﬂr“ﬂ

[ns Bcex uccnegyeMbiX NeKapCTBEHHbIX MpenapaToB 6bi10 MOKasaHo OTCYTCTBUE MX

B/INSIHNS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.

3.3 Mpeanen obHapy>XeHuns

Mpenen obHapyxeHuna coctaeBnsger no 5 konun [OHK Kkaxgoro MMKpoopraHmsma
Ha aMnandUKaLMoHHY0 Npobupky.

Mpenen obHapyXeHUs yYCTaHOB/IEH MYTEM aHanmM3a CEPUNHbIX pa3BedeHUn ABYX Cepui
nabopaTopHbIX KOHTPOsIbHbIX 06pa3uos (JIKO).

Mpenen obHapy>XeHUs COOTBETCTBYET C/leAyoWMM 3HaYeHNaM KoHUeHTpaunn OHK npu
MCMNOSb30BaHMM yKa3aHHbIX HabopoB/KOMMNAEKTOB peareHToB Ans BblgeneHnsa JHK n KoHe4yHoro

ob6béma antoumn (passegeHns) sbigeneHHon OHK:

HanMmeHoBaHue ..
0O6BbEM Mpepen
Habopa/xoMmnaekra
BbvuomaTtepuan nony4YyeHHoro obHapy>xeHus,
eI ] npenapara, MKJ1 | konui/o6pase
BbigeneHua AHK P pata, pasey
MPOBA-HK 50 50
MPOBA-HK-MJTHOC 300 300
MPOBA-IC 100 100
Cockobbl anuTennanbHbIX KNETOK NPOBA-FC-T/TIOC 300 300
B 500 MK/ TpaHCMNOPTHOI cpeabl?,
mMoua (1,0 mn) MPOBA-PANNA 500 500
MPOBA-MY-PANNAZ 100 100
MPOBA-MY-PAMNA 11 100 100
MPOBA-ONTNMA 400 400
3.4 AunarHocTmyeckne XxapakTepucTuku
Bup AnarHocrnyeckas AnarHocrn4yeckas
AHanurt
6uomaTepmana 4YyBCTBUTEJIbHOCTb cneunduyHoOCTb
HSV1 100% 100%
(95% [OWN: 86,28% - 100%) | (95% AN: 86,28% - 100%)
Cockobbl anuTennanbHbIX
KNeToK U3 yporeHUTanbHOro HSV2 100% 100%
yp (95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
TpakTa
MV 100% 100%
(95% [WN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
HSV1 100% 100%
(95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
100% 100%
M HSV2
oua S (95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
MV 100% 100%
(95% [ON: 86,28% — 100%) | (95% [OWN: 86,28% - 100%)
3.5 Bocnpon3BoaAMMOCTb M MOBTOPSEMOCTb

BocnpoussoanmocTb coctasnseT 100%.

MoeTopsiemocTb cocTtasnseT 100%.

1 - B KauyecTBe TpaHCMOPTHON cpeaAbl WCMofib3oBanacb TpaHcnopTHasd cpeaa ansa 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640
2 - TONbKO AN8 COCKOBOB 3NUTENNANbHBIX KIETOK
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OpraHmuzaumnsa pabotbl [LP-nabopatopun, obopyaoBaHue W MaTepuasnbl AO0SKHbI
COOTBETCTBOBATb TpeboBaHnAM FOCT P NCO 15190-2023, MeToAUYECKNX yKa3saHum
MY 1.3.2569-09 «OpraHmsaumns pabotbl nabopatopuin, NCMONb3YHOWKMX MeToAbl aMmnandukaumm
HYKEMHOBbLIX KWUCNOT, Npu paboTe C MaTepumasnoMm, coaepXalinmMm MukKpoopraHusmbel I-IV rpynn
naToreHHoCcTn», ¢ cobnogeHmneMm caHmTapHbiX npasua n HopMm CaHlnH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckue TpebosaHus no npodunakTuke MHOEKUNOHHBbIX bonesHen».

HeunsBecTHble 0b6pa3ubl paccMaTpMBalOTCS KaK MOTeHuManbHO-onacHoble. Mpu paboTte
Cc HabopoM peareHTOB crneayeT HajeBaTb 0O4HOPA30Bble NepyaTky H6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHusamamm I-IV rpynn natoreHHOCTW BbI6Op Tuna 3aLlUTHOro
KocTioMa (pabouert opexabl WU CpPeaCTB MHAMBWUAYANbHOW 3alUMTbl) MPOBOAUTCA B CTPOrom
COOTBETCTBUM C CaHUTapHbIMKU Npasunamu n HopMmamu CaHlnH 3.3686-21 v onpeaenseTca BUAOM
B036yauTens, paboyei 30HOM, OCHaweHneM ee 6okcamm brnonornyeckor 6esonacHoCTu.

CnenyeT ncnonb3oBaTb TObKO 04HOPA30BblE HAKOHEYHUKN U NPOBUpKU.

He ponyckaetcsas wucnonb3oBaHWe OAHUMX U TEX Xe HAKOHEYHWKOB npu obpaboTke
pasnnyHbix 06pasuoB buonornyeckoro Matepuana.

K pabote ¢ HabopoM peareHToB AOMNYyCKAeTCs rMepcoHan, o6y4yeHHbIn MeToaam
MOJEKYJISPHON ANArHOCTUKU M NpaBuaaM paboTbl B KIIMHUKO-AMArHOCTUYECKon nabopatopumn.

Boigenenne AHK cnepgyet npoBoanTb B 6okcax 6uonornyeckon 6esonacHoctum II knacca.
Moarotoeky k MUP ¢ ucnonb3oBaHneMm Habopa peareHTOB BO3MOXHO nposoauTb B MNLP-6okcax.

3anpelwaeTcsa nepemeweHne nabopatopHoro obopyaoBaHus, B TOM 4ucie 403aTOPOB,
wTaTtneoB, nabopaTopHOM MnocyAbl, XanaTtoB, roAoBHbIX yb6OpoB M MNp., a TakxXe pacTBOPOB
peareHToB U3 04HOMO NMOMELLEHUS B APYroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTU (MPObUPKKM, HAKOHEYHUKM W Ap.)
OOMKHbl  cbpacbiBaTbCA B KOHTEMHep  Aas MeAUMUMHCKMX  OTXO040B,  coAep Xalmi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanMMoCTH).

MoBepxHOCTM pabounx CTONOB, @ TaKXe NoMeLeHNsl, B KOTOPbIX NMPOBOAUTCS BblAeNeHne
HK »n nocraHoska MMLUP, cnegyetr obssatenbHo, A0 W nocne nposeaeHus paboTt, obnydaTtb C
NoMOLLbIO HakTepuULUUAHbBIX YCTaHOBOK B TedeHue 30 MUHYT.

Bce nosepxHoctn B nabopatopunm (paboume ctonbl, wTaTMBbl, obopyaoBaHue mn ap.)
eXxenHeBHO nMoABeprawT BAaXHoON ybopke C npuMeHeHueM Ae3nHOULUPYOLWNX/MOKLLNX

CpencTB, pernaMeHTUPOBaAHHbIX CaHUTaApHbIMK nMpasunamm u Hopmamm CaHlnH 3.3686-21.

BHUMAHME! YTunmnsmpoBaTb 0TX0abl C npoaykTtamu MNMLUP HeobxoanmMo TONbKO B 3aKpbITOM BUAeE.
He ponyckaertcsa oTkpbiBaTb Npobupku nocne amnandukaumy, Tak Kak 3TO MOXeT MpuBecTu

K KOHTaMuHauum npoayktamu MUP (MY 1.3.2569-09).
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* [HK-TEXHOJOT UA

Mpn wmcnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCTU4yeckown nabopaTtopum
obpasylTcs oTXoAbl Knacca B, KoTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSIMU
CaHlluH 2.1.3684-21

TpeboBaHMA K coaep>XaHUo TEPPUTOPUIN FOPOACKUX N CENBbCKUX MOCEeNEeHNN, K BOAHbIM 06beKTaM,

CQHUTApPHbLIX MpaBuUl U HOPM «CaHWUTapHO-3NnaAeMMosIornyeckme
NMUTbEBOW BOAE W MNUTLEBOMY BOAOCHA6XeHWo, aTMochepHOMYy BO34yXy, MNOYBaM, >XXWUMbIM
NoMeLLEHNAM, SKCMyaTauMn Npon3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEHWNI, OpraHM3auum u

NnpoBeAEeHUNI0 CAHUTapHO-NMPOTMBOINMAEMUYECKNX (NPpOdUNAKTUHECKNX) MEPONPUATUIN».

OnacHble KOMNOHeHTbl B Habope peareHToB

Hanuumne/orcyrcrBue

KomnoHeHT Ha6opa OMacHOro KOMMOHEHTA

YKa3aHue Ha pUcCKu

peareHToB

®dacoBka S

®dacosBka U

CMecb anst amnavbukauum,

HeT onacHbIX

3aneyaTaHHasa napaduHoM BeLecTB
HeT onacHbIx
PactBop Tag-nonnmMepassbl - -
BELEeCTB
HeT onacHbIx
MwnHepanbHoe Macno - -
BELeCTB

CMecb anst amnaMbukaumm

HeT onacHbIX

BELLECTB
HeT onacHbIX
Monumepasa TexHoTaq MAX - -
BELLECTB
HeT onacHbIX
MLUP-6yde - -
LiP-6ycbep BELLECTB

MonoXxuTtenbHbln
KOHTpO/bHbIN 0b6pa3sel,

A3up HaTpusa
MmeHee 0,1%

A3up HaTpua
MmeHee 0,1%

He knaccuduumpyetcs
KaK onacHbIi Ana 340poBbsA

yenoBeKa U OKpyxXatoLlel cpeabl

MNpu paboTe c HabopoM peareHTOB C/leAyeT MCMOJIb30BaTb CPEACTBA MHAWBUAYANbHOM
3alWmMTbl 4518 NpeaoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenioBeka. [locsnie oKOH4YaHusa paboThbl
TWATENbHO BbIMbITb PYKWU. M36eratb KOHTaKTa C KOXeW, rnasamMm U CIM3ncTbiMm1 060/104KaMm

Mpy NUCMNOb30BaAHMM MO HA3HAYEHMUIO U COBNIOAEHUN MEP MPEAOCTOPOXHOCTU, KOHTAKT
C OpraHn3MoM YesloBeKa MUCKITHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLIEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- npu HECOOTBETCTBUM BHELIHEro BWAA peareHTOB, YKa3aHHOro B nacrnopte K Habopy
peareHToB;

- Npu HapyLIEHUN BHYTPEHHEN yrNakoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo MCTEYEHMIO CPOKa roAHOCTU Habopa peareHTos.

MpuMmeyaHne - Habop peareHTOB He COAEPIKUT MaTepuasioB 6UONIOrMYECKOro MNPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagatowmx KaHUeporeHHbIM, MyTareHHbIM AeNCTBUEM, @ TaKXe BAUSIIOLLNX
Ha penpoayKTUBHYL (YyHKUMIO YenoBeka. MpW WCMONb30BaHMM MO HA3HA4YeHUIO U CO6MAEHUU Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUATDbI

Mpun paboTte c HabopoM peareHToB TpebytoTcsa cnepyowme obopyaoBaHMe, peareHTbl U

pacxoAHble MaTtepuanbl:

dacosBka U,
dacoBka S
O60pyaoBaHMe, peareHTbl U pacxofAHble MaTepuasbl el po el b
1 aBToOMaTu-
cTpunobl I'Ip06VIpKI/I py4yHoe 3MpoBaHHOE
MNUP-6okc Aa Aa Aa Aa
amMnnduKaTop C AeTeKUNEN B peXMMe peasnibHOro BpeMeHm?2 aa aa aa nas
MUKpOLEHTpUdyra-sopTekc aa aa aa aa
OTOp AN MUKpOUEHTpUdyrm-sopTekca A5 CTPUNOBaHHbIX
poTop A p ueHTpudy P A P ha HeT HeT HeT
npobmpok o6LEmMom 0,2 Mn
XONOAUIBHUK C MOPO3W/TIbHOW KaMepown ha ha ha ha
wTaTne «paboyvee Mmecto» Ans npobupok o6bEMOM 1,5 Mn ha na na na
wraTtne «paboyvee mecto» Ansa npobupok 06Lémom 0,2 Mn HeT Aha na* HeT
wTaTne «paboyee MecTo» A/ CTPUMNOBAHHbIX NPO6MpPOK
i aa HeT HeT HeT
o6bémom 0,2 Mn
[03aToOpbl MEXAHUYECKNE WU D1EKTPOHHbIE OAHOKAHabHble
C nepeMeHHbIM 06bEMOM, no3Bonsowme otbnpatb 06bEM
aa aa aa aa
xuakoctn ot 0,5 go 10 mMkn, ot 2,0 go 20 MKn,
o1 20 ao 200 mkn, ot 200 go 1000 mkn
OZHOpPa30Bble HAKOHEYHUKM C PUNLTPOM ANs
nonyasToOMaTU4ecKMX A03aTopos, cBoboaHble oT PHKas un Aha Aha Aa Aa
OHKa3, o6bémom 10 mkn, 20 mka, 200 mkn, 1000 mMkn
wTaTMe ANns 403aTopoB ha ha Aa Aa
npobupkn MUKpOLEHTPUPYXHble 06bEMOM 1,5 M ¢ KpblWKaMu
pobup poLeHTpUdy / P , et et na na
cBoboaHble oT PHKa3 u AHKa3
npobumpkn amnanukauymoHHble 06bEMoM 0,2 M C KpblWKaMm,
s HeT HeT aa HeT
cBoboaHble oT PHKas v 1HKa3 nnn mukponnaHwet MLUP 96 nyHok
OAHOpa30Bble NepyaTkn MeanumHCKme, 6e3 Tanbka
[IHOP p anu p ' na na na na
TEKCTYpPUpPOBaHHbIE
EMKOCTb ANnsa cbpoca MCnonb3oBaHHbIX HAKOHEYHUKOB,
aa aa aa aa
NpobupoK 1 Apyrux pacxofHblX MaTepuanos
YcTpoincTeo fosupytowee ATcTpuM
no TY 9443-005-96301278-2012 B BapmaHTe UCMNOSIHEHUS
HeT HeT HeT aa
OTctpum 12M1 nnn OTctpuM 15M1, OO0 «HIMO OHK-TexHonorus»,
Poccusa, PY N° P3H 2015/2982, nanee no Ttekcty — ATcTpum
OZlHOPA30Bble HAaKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLEro
ycTporictea ATcTpuM B KoMnnekTauuu *M1, csoboaHble oT
i HeT HeT HeT aa
PHKa3 n HKa3, 06bémom 200 MKA nam peKoMeHAOBaHHbIE
ANS @aHaNOrM4YHOro UCMOb3yeMOro AO3MPYHOLEro yCTponcTea
YCTpOMCTBO A5 3anedaTbiBaHMS nnaHweTos [Tnak, 6
HeT HeT aa aa
000 «HMNO AHK-TexHonorus», Poccus
eHTpudyra ¢ RCF He Huxe 100, c aganTepom Ans
ueHTpudy (9) , Can pom 4 Het Het 76 na
MWUKPOMJaHLLETOB
nonmMMepHas TepMmonnéHka As5 3anevyatbiBaHuUs 6
HeT HeT aa aa
MukponnaHweTos MLUP
MUKponnaHweT 384 NyHKun HeT HeT HeT ha
TpaHcnopTHasa cpeaa (Npy Heo6XxoaMMOCTN), peKOMEeHAYETCS MCMNOob30BaTb TPaHCMOPTHYO cpeay
ans 6nonpo6 CTOP-® no TY 21.20.23-101-46482062-2019, 000 «[HK-TexHonorusa TC», Poccus,
PY N2 P3H 2020/9640 nnu TpaHcnopTHYto cpeay ans 6uonpob ¢ mykonutnkom (CTOP-M)
no TY 21.20.23-102-46482062-2019, OO0 «AHK-TexHonorna TC», Poccusa, PY N2 P3H 2019/9453
(ans cockoboB anUTENManbHbIX KJIETOK U3 YPOreHUTasIbHOro TpakTa)
dusnonornyeckmnin pactsop (0,9% NaCl) ctepunbHbIA (MpyM HEO6X0AMMOCTH)
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®dacosBka U,

dacoBka S
O60pyaoBaHMe, peareHTbl U pacxofAHble MaTepuasnbl plieid gl s
1 aBTOMaTU-
cTpunbll | Npobupkm | pyyHoe 3MpOBaHHOE

Habop/KOMMNNEKT peareHToB AN BblaeneHns HK u3 6uonornyeckoro matepuana’, peKOMeHAYHOTCS
- KomnnekT peareHToB ANS BblAeneHUs HyknenHoBbixX kucnoT (MPOBA-HK/TTPOBA-HK-TJTHOC)
rno TY 9398-035-46482062-2009 B ¢popMax komniekTtaumm: komnnekt NMPOBA-HK,
komnnekT MPOBA-HK-MJTKOC, 000 «AHK-TexHonormna TC», Poccua, PY N2 ®CP 2010/08867;
- KomnnekT peareHTtoB ans Bbigenenmsa AHK no TY 9398-037-46482062-2009 B bopMax KoOMMAeKTauum
MPOBA-I'C n MPOBA-IC-MNKOC, 000 «AHK-TexHonormusa TC», Poccusa, PY N2 ®CP 2010/08696;
- KoMmnnekT peareHToB ans BbiaeneHuna AHK (MPOBA-PAMKA) no TY 9398-015-46482062-2008,
000 «AHK-TexHonorusa TC», Poccus, PY N2 ®CP 2008/02939;
- Habop peareHTOB An4 BblaeneHns HyknenHosbix kucnot (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnekTauuun NMPOBA-MY-PAMNA, OO0 «AHK-TexHonoruns TC»,
Poccusa, PY N¢ P3H 2017/5753;
- Habop peareHToB gns sbigeneHmnsa AHK yenoseka, 6aktepuin, BUpycoB 1 rpnbos n3 6mMonornyeckoro
MaTepuana 4yenoBeka u KynbTyp MukpoopraHmamos (MPOBA OMNTUMA)
rno TY 21.20.23-124-46482062-2021, OO0 «[HK-TexHonorua TC», Poccusa, PY N2 P3H 2022/17496;
- Habop pearenTtoB ansa ebigenenms AHK/PHK yenoseka, 6aktepuin, Bupycos n rpubos us
6uonornyeckoro matepunana yenoseka (MPOBA-MY-PANMNA II) no TY 21.20.23-136-46482062-2023,
000 «[dHK-TexHonorusa TC», Poccusa, PY N2 P3H 2024/23205.
MpnMmeuaHusa k Tabnuye:
1 - He Ucnonb3yeTcsa AN AeTekTupylowero amnnndukatopa Rotor-Gene Q
2 - nanee no TEKCTY — AETEKTUpYoWMii amnandunkaTop; Tpebyemble NnapaMeTpbl AETEKTUPYHOLLMX
aMNIN@UKaTOPOB YKa3aHbl HUXE
3 - BaNMAUPOBAH JETEKTUPYOLWNIK amnandukaTop «ATnpaiiMm» (Moanbunkauua OTnpanmM» *X*),
000 «HMNO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229
4 - TONbKO MpY UCMONb30BaHUM NPO6UPOK
5 - He Mcnonb3yeTca ANs AeTeKTUpYWMX aMnandukaTopos «ATnanT» n Rotor-Gene Q
6 - TONbKO NpK NUCNONb30BAHUN MUKPOMJIAHLIETOB
7 - BO3MOXHOCTb MCMOJIb30BaHWUs Habopa/KoMNeKTa peareHToB Ans BblaeneHus AHK onpeaensieTcst
BMAOM 6uonormnyeckoro Mmatepmana (7.1)

Habop peareHTOB NMpUMEHSIETCH C AeTEKTUPYIOLWMMM aMNanduKaTopamMu naaHLWeETHOro u
pOTOPHOro TMMNAa C CUCTEMOM pgeTekumn (yopecueHTHOro CUrHana B pexume peanbHOoro
BPEMEHM, 3aperncTpupoBaHHbIMM B YCTaHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cnepyowmM TpeboBaHUSaM:

- obecneuunBaeTtcs paboTta ¢ 06beMOM peakuMoHHoM cMecn 35 Mkn (dhacoska S) mnm 18 Mkn
(dacoska U);

- obecneunBaetcsa paborta c dnyopodopamm: Fam, Hex (Vic), Rox, Cy5;

- rnogorpeesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxflaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb MOoAAepXaHus U 04HOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.

Ona paboTtbl ¢ HabopoM peareHTOB BanWAMPOBaHbl Cleaylolwme AeTeKTUupytowme
amnandunkaTopsbl:
- AMnnndukaTop agetekTupyrowmin «ATnpanm» no TY 9443-004-96301278-2010 (Moamndukaums
«ATnpanm *M*»), OO0 «HMNO [OHK-TexHonorua», Poccus, PY N2 ®CP 2011/10229, panee
no Tekcty — «ATnpanm»;
- AMnnudukaTop aetektTupytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandmkaums
«OTnpanm *X*») 000 «HMO AOHK-TexHonormna», Poccus, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B dacoBke U Ana aBTOMaTU3MpPOBAHHOIO A03MPOBaHWSA), Aanee no TeKCTy -

«OTnpanm» B moandukaumm «ATnpanm *X*»;
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- AMnnmndukatop getektmpywowmin «ATnant» no TY 9443-003-96301278-2010 (moandwukaums
«OTnant *S*»), 000 «HIMNO AHK-TexHonormua», Poccusi, PY N2 ®CP 2011/10228 (Tonbko Ans
Habopa peareHToB B acoBke S; B pacoBke U ansd pyyHoOro 403MpoBaHUS Mpu MCNOb30BaHUM
npobupok), ganee no Tekcty — «4Tnant»;

- Mpubop ans nposeAeHUs NOMMEpPasHOM LENHOM peakumn B pexunme peasbHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, Tlepmanus, PY N° ®C3 2010/07595 (tonbko ans Habopa
peareHTOB B (pacoBke S, npobupkn), ganee no Tekcty — Rotor-Gene Q;

- TepMmouumknep ans amnandukauum HykKneumHosbliX kncaoT 1000 ¢ MoayneMm peakuUMOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, panee no Tekcty — CFX96;

- AMnnudukaTop  HyknemHoBbix  kucnoT  Applied Biosystems  QuantStudio5 ¢
rmépuamsaunoHHo-dNyopecLeHTHON AeTekumner npoaykTos MNLP B pexnme peanbHOro BpEMEHMU,
«J1laid TekHonoaxuc XonaunHrc Mre. Jita.», CuHranyp, PY N2 P3H 2019/8446, nanee no TekCTy —
Applied Biosystems QuantStudio 5.

Mo BornpocaM NpUMEHEeHUa AeTEKTUPYIOLLUUX aMI'IJ'IVICbVIKaTODOB, HE YKa3aHHbIX BbllWIE,

TpebyeTca cornacoBaHue C npousBoaMTeneM Habopa peareHToB.
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6 AHAJIN3NPYEMBDIE OBPA3LLbI

6.1 MaTepunan gns nccneaoBaHus
Ona  wccnegoBaHuss  MCNOMBb3YKOT  MO4YYy,  COCKOObl  3NUTENManbHbIX  KJIETOK

N3 ypOreHuUTanbHoro TpakTa.

6.2 Obuwme TpeboBaHus

6.2.1 WccneposaHue MetogoMm [ILUP oOTHoOcMTCA K npssiMbiM  MeTodaM nabopaTopHOro
nccnenoBaHMs, MNO3TOMY B3ATWME GMONOrMYeckoro Matepuasna 4YenoBeka Heobxoammo
npoBoAMTb W3 MecTa Jiokanmsaumm MUHGPEKUMOHHOrO rnpouecca. PeweHne o
H€O6XO,EI,VIMOCTI/I nccneaoBsaTtb Ty UM MHYKO TOKannM3aunio NpuHUMaEeT neqau_wlﬁ Bpa4 Ha
OCHOBaHMKN cOb6paHHOro aHaMHe3a U KJIMHMYECKON KapTuHbl 3aboneBaHms.

6.2.2 [ns nonyyeHus KOPPEKTHbIX pe3ynbTaTtoB 6onblioe 3HaYeHne MMeeT KayecTBO B3ATUS
obpasua 6uomaTepmana ANns WCCNeAOBaHUSA, ero XpaHeHue, TpPaHCNopTUpOBaHWE U
npeasapuTenbHaa obpaboTka.

HenpaBunbHoe B3aTne buomaTtepuana MOXeET NMPUBECTU K MONYYEHUIO HEeAOCTOBEPHbIX
pe3ynbTaToB W, BC/IeACTBME 3TOr0, HEO6XOANMMOCTU ero NOBTOPHOIO B3SATUS.

6.2.3 T[pu HeobXxoaANMOCTUN B3ATUSA COCKOBOB M3 HECKONbKMX 6MOTOMNOB NMOBTOPMUTE NMPOLEAYPY,
Kakabl pa3 3abupas matepuan B HOBYO NMpobupky.

6.2.4 Ha »>sTane noarotoBkn 6uomaTepuana WCNOMb3YATE OAHOPA30Bbleé HAKOHEYHWKMU
¢ dunbTpoM, cBobogHble oT PHKa3 n JHKas.

6.2.5 [Ons npenoTtBpawleHUs KOHTaMMHAUWMM OTKpbIBAWTE KpbIWKY TOAbLKO TOM Npobupkwy,
B KOTOpYlO byaete BHOCUTb BMonorMyeckmuin Mmatepuan, n 3akpbiBanTe ee nepeq paborton

Co cnegyowen npobmpkom.

MpuMeyaHne - B3aaTne, npeaBapuTenbHylo o06paboTKy, XpaHeHMe W NepeBo3Ky, nepeaadvy
nccneayemMoro matepvana B Apyrue opraHvMsaumy OCYLLECTB/IAKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHNE WCCeAoBaHWA B COOTBETCTBUM C  TpeboBaHUSAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.

6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! T[lepen BblgenenHmem [OHK mMoxeT noTtpeboBaTbCs noarotoBka o6pa3uos

6uonornyeckoro matepuana (6.5).

6.3.1 Moua
B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMU C WMHCTPYKUMSMM MO MNPUMEHEHMUIO
NCnonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sblaenenmsa HK (7.1).

6.3.2 Cockobbl annTennasnbHbIX KNEeTOK U3 YPOreHUTasibHOro TpakTa
B3aTne Matepuana ocCyLLeCcTBASIOT C MOMOLWLbIO CreumanbHbiX MeAUUMHCKUX n3genuvi,
NMEeIoLWMX perncTpaunoHHblie yaOoCTOBEPEHUS, COMrIAaCHO YCTaHOBAEHHOW B 3aBUCMMOCTM
OT UCTOYHMKa Bmonormyeckoro matepuana npoueaype (HanpuMep, 30HAbI MeAULUMHCKNE
no TY 9436-002-98349125-2016 B BapumaHTax WUCMOJIHEHUA: 1. 3oHa TV A
yHuBEpCcanbHbili: — 1M Al, npomssoacteo OO0 «MeaumuuHckue wusgenus», Poccus,
PY N° P3H 2018/7058).
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BHUMAHME! B3stne matepumana B npobupku ¢ peaktnsom «MPOBA-PAMNA» ocywecTBnserTcs
CyXuM 30HAOM! HeobxoAMMO MCKAOUYMTbL KOHTAKT pacTBopa C KOXeR, rnasaMm M CAM3nUCTbiMU

obonoykamu.

OrpaHuuyeHue MeTopal: MecTHoe MpUMEHEHWEe JIEKApPCTBEHHbIX npenapaTtos, Y3U

BarMHanabHbIM 4AaTYMKOM, KOJILMOCKONUS — MeHee 4YeM 3a 24 yaca 40 UccnenoBaHums.

B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMIO
ncnosb3yembix HabopoB/KOMMNAEKTOB peareHToB Ans4 Bbigenenmsa HK (7.1).
6.3.2.1 OcobeHHOCTM B3ATUS YPOreHUTanbHbIX COCKO60B
)KeHLLl,VIHbI HaKaHyHe oﬁcnep,osava HE AO0J1IXXHblI MPOBOAUTb TyaJ1IET MOJZIOBbIX OpraHoB
MU cnpuHueBaHue. [ns nonydyeHnss o6bEKTMBHOMO pe3ysbTata Heobxoammo, yTobbl
nccneayeMbin MaTepuan coaepxan BO3MOXHO 6onbliee KOMMYeCcTBO anuMTenmanbHbIX

KJTIETOK N MUHMUMAJIbHOE KOJIMYECTBO C/IIN3UN U NMPUMECKU KPOBMU.

BHUMAHME! lepen nonyyeHneM cockoba anutenunasnbHbIX KNETOK U3 YPETpbl, C 3a4HEero ceoaa
BNaranuiia n LepBuUKanbHOr0 KaHana cBobo4HO CTekalllee oTAeNsieMoe HeobxoaAnMo yaanuTb

CTepuibHbIM BATHbIM TAMIMOHOM.

Mpn HeobxoammocTn B3aTUS BGMoMaTepuana M3 HecKonbkux 6uMoTOMOB MNOBTOpPUTE
npouenypy, Kaxabin pa3 3abupas Matepman HOBbIM 30HAOM B HOBYO Npobupky.
6.3.2.2 OcobeHHOCTM B3STUS MaTepuana U3 Bnaranmuia
MaTepuan gomxkeH 6bITb B3AT 40 NpOBeAeHNS MaHyasibHOro uccienoBaHus. 3epkano
rnepes MaHuUNynsumMen MOXHO CMOYUTb ropsiyen BOAOW, NPUMEHEeHWe aHTMCENTUKOB
ans obpaboTkm 3epkana npotusBonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro ceoaa
Bnaranuwa. Y AeBo4yeKk B3ATME MaTepuana Mnpou3BOASAT CO CAM3UCTOM 0601104KM
npeaaBepus Bnaraauwa, a B OTAEbHbIX CyyasX — M3 3aAHero CBoja Braranuiia
yepes rmMmeHanbHble KOobLua.
6.3.2.3 OcobeHHOCTM B3ATUS MaTepuana U3 ypetpbl
MNepen B39TMEM O6uoMmaTepuana nauuMeHTy peKoMeHAYeTCs BO34epXaTbCs OT
Mo4yeuncrnyckaHus B TedeHune 1,5-2 vyacos.
HenocpeacTteseHHO nepes B3aTMeM buomaTepumana Heobxoanmo ob6paboTaTb HapyxHoe
OTBEpCTME  ypeTpbl  TaMMOHOM,  KOTOPbIA  MOXHO  CMOYMTb  CTEPWUSIbHbIM
pn3M0N0rMYecKnM pacTBOpPOM.
MpW HanNMYMM rHOMHbBIX BblAENEHNI COCKO6 pekoMeHayeTcs 6paTb Yepe3 15-20 MUHYT
nocsie Mo4YencrnyckaHus, npu oTCyTCTBUU BblAENEHUI HEOH6XO0AMMO NPOBECTM Maccax
YpeTpbl C NMOMOLLbIO 30HAA ANSA B3aTUSA buomatepuana. B ypeTpy y XXeHLWMH 30HA
BBOAMUTCA Ha rnybuHy 1,0-1,5 cM, y aeTten matepuan 4nsa nccnenosaHmnsa 6epyT TONbKO

C Hapy>HOro OTBEPCTUS YPETPbI.

1 - ecnn 310 He npoTmBopeynT TDE6OBaHVIF|M K  WUNCNONb3yEMbIM Ha60paM/KOMI'U'IeKTaM peareHToB

ana sblaeneHns HK
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6.3.2.4 OcobeHHOCTM B3SATUSA MaTepuasa U3 LepBMKaNbHOIro KaHana
Mepen B3ATMEM MaTepumasna HeobXxoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeM
obpaboTaTb WerKy MaTKn CTepPUSIbHbIM (PU3NOIOrMYECKMM pacTBOPOM. 30HA BBOAST
B LepBUKabHbIM KaHan Ha rnybuHy 0,5-1,5 cM. MNpun nssnedyeHnn aoHga Heob6xoanmo

MOJTHOCTbIO UCKKOYNUTb €ro KaCaHme CTeEHOK Baraauviia.

6.4 TpaHcnopTMpoBaHue 1 XpaHeHue obpasuyos 6MonorMyeckoro matepunana

6.4.1 Moua
Ycnosus TPaAHCNOPTUPOBaAHUA U XPaHEHUA 06pa3Ll,OB MO4YUM onpenenarTca UHCTPYKUNAMN
Nno NMPUMEHEHWNIOD PEKOMEHAYEMbIX HAabopOB/KOMMNIEKTOB peareHToB Ans BblgenenHns JHK
(7.1) nnn ncnonb3yembix AN TPAHCMNOPTUPOBAHUS N XpaHEHUs 06pasLLOB TPAaHCMOPTHbIX
cpea.
O6pa3ubl MOUKN AOMyCKaeTCs TPAHCNOPTMPOBATb U XPaHUTb (€C/IN 3TO HE NPOTUBOPEYUUNT
TpeboBaHMAM K UCNoNb3yeMblM HabopaM/KOMMNNEKTaM peareHToB An4 BblaeneHns HK):
e npwu TemnepaTtype ot 2 °C go 8 °C - He 6onee ogHUX CYTOK;

* npwu Temnepartype oT MUHYC 22 °C o MuHyc 18 °C - He 6onee oAHON Heaenu.
BHMUMAHME! [onyckaeTcsa Nub O4HOKpATHOE 3aMOopa)XuBaHne-oTTanBaHue matepuana.

6.4.2 Cockobbl anuTenmanbHbIX KNETOK U3 YPOreHMUTasIbHOrO TpakTa

YcnoBMsS TPaHCNOPTUPOBAHUA U XpaHEHUst COCKOBOB M3 ypoOreHuMTanbHOro TpakTa
onpeaensaTcss MHCTPYKLUMSMU MO NMPUMEHEHUIO peKoMeHAyeMbIX HabopoB/KOMMAEKTOB
peareHToB ans Bbigenenus OHK (7.1) nnu ncnonb3yembiX AAs TPAaHCNOPTUPOBAHUS U
XpaHeHnsa obpa3uyoB TPaHCMOPTHbLIX cpes.

JonyckaeTcs xpaHeHune obpasuos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBkuM MaTepuana B nabopaTopuio B TeUYEHME CYTOK
JONycKaeTcs OAHOKpaTHOe 3aMopaxuBaHue MaTtepuana. [onyckaeTcsd XpaHeHue
3aMOpPOXEHHOro MaTepmana npu TemMmnepaTtype ot MMHyc 22 °C 4o mmHyc 18 °C B TeyeHue
ofHOro Mecsaua (ecnu 3TO He MPOTUBOPEYMT TpeboBaHMAM K  WUCMOJSIb3yeMbIM

HabopaM/kKoMMNNeKTaM peareHToB A5 BblaeneHmsa HK).
BHUMAHME! [lonyckaeTcs nuwb 04HOKpPATHOE 3aMOpaXXnBaHMe-oTTanBaHne matepuana.

6.5 MoaroToBka 6MONOrMYECcKOro MaTepmana Yyenoseka Ansa BbiaenenHms AHK
MoarotoBka 6uonoruyeckoro Matepuana (nNpu  HeobxoAMMOCTW)  MPOBOAMTCS
B COOTBETCTBMM C WHCTPYKUMSIMM NO MNPUMEHEHUID WCMONb3yeMbIX HabopoB/KOMMIEKTOB

peareHToB ANns BblaeneHusa HK (7.1).

17



;Ies:nle/cv(i\;ilacezx MIHCTPYKUMsA No npuMeHeHunto | 1093 ot 15 ¢espans 2025 roga ? AHK-TEXHOJIOTUA
7 NMPOBEAEHUWE AHAJIN3A
7.1 Boigenenme QHK 13 6bnonormuyeckoro matepuana

Ona Bblgenenmns OHK pekoMeHAayeTcs MCMoNb30BaTb HaboOpbl/KOMMAEKTbl peareHTOoB,
UMelLLne perucTpaunoHHble YA40CTOBEPEHNS HA MeANLMHCKOe u3genune n npegHasHa4vyeHHble 44
COOTBETCTBYIOWMX BMAOB BMoOMaTepuana c uenbio nocnegyroulero nccnegosanua AHK metogom
MnupP, nanpumep, NMPOBA-PAMNNA (He pekoMeHayeTcs OS89 COCKOH6OB U3 ypOoreHUTasbHOro TpakTta
y MyXuuH), MPOBA-HK, MPOBA-HK-MOC, MPOBA-IC, MPOBA-IC-MJIOC, NMPOBA-MY-PAMUL,

MPOBA-OMTUMA, NMPOBA-MY-PANWNA II (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNMAEKTbl peareHTOB, pekoMeHAoBaHHble Ansa BblaeneHns OHK

ONs panbHenwero wucciegoBaHUs C  MCnonb3oBaHMeM Habopa peareHtoB HSV1/HSV2/CMV

NepnecKomMnnekc
MuHuManbHoe
Ha6op/komMnnekT peareHtos, PY BuomaTtepuan KOJIN4YeCcTBO
anroarta, MK

Komnnekr pearentos MPOBA-HK, COCKObbI 3nMT|:Jc'|)::;'|belx KNeToK 50
PY N2 ®CP 2010/08867

M3 YPOreHUTanbHOro TpakTta
KomnnexT pearenTos MIPOBA-HK-TIIOC, COCKOO6bI BHMTZJ(')I::;'IbeIX KNeTokK 300
PY N2 ®CP 2010/08867

M3 YPOreHnTanbHOro TpakTta

M

Komnnekr pearentos MPOBA-TC, COCKOO6bI :—)nMTeJ(::Z;wHHX KNeTokK 100
PY N2 ®CP 2010/08696

M3 ypOreHnTanbHOro TpakTta
Komnnekr pearentos NMPOBA-TC-NIIOC, CoCKObblI BHMTI\(QE::;'IbeIX KNeToK 300
PY N2 ®CP 2010/08696

M3 YPOreHUTanbHOro TpakTta
Habop peareHTtoB NMPOBA-MY-PAMNA, Cockobbl anuTenmManbHbIX KIeToK 100
PY N¢ P3H 2017/5753 M3 YPOreHUTasibHOro TpakTa
Komnnekt pearentos MPOBA-PAMIA, CcocKkobbl 3I'IVIT|:JC'I)::;'IbeIX KNeToK 500
PY N2 ®CP 2008/02939

M3 YPOreHUTanbHOro TpakTa

Moua,

Habop pearerTos MPOBA-OMNTVIMA, COCKODObI anuTenuanbHbIX KNETOK 400
PY N2 P3H 2022/17496

M3 ypOreHUTanbHOro TpakTta
Habop pearerTos MPOBA-MH-PANA II, CoCKObblI :—)nMTI:J?::;wHHX KNeTokK 100
PY N¢ P3H 2024/23205

M3 YPOreHUTanbHOro TpakTta

Bbigenenne AHK n3 nccnegyemoro matepmana npoBoasiT B COOTBETCTBUM C MHCTPYKUMENR

Mo MPUMEHEHMUIO NCMNOJIb3YyEMOro Habopa/KOMMAEKTa peareHToB.

BHUMAHME! OgHoBpemeHHO ¢ BbigeneHnem OHK n3 6bunonornuyeckoro matepmana Heob6xoanmo

NoAroTOBUTb OTPULATENbHbIA KOHTPONbHbLIA 06paseu M NpoBEeCcTM ero 4epes BcCe 3Tanbl

npo6onoAroToBkN. [N 3TOr0 pPeKoMeHAyeTCsl MCMoJSib30BaTb (DU3MOSIOMMUYECKUI pacTBoOp WK

oTpuUaTeNbHbIN KOHTPO/bHbIM o0bpasel, BXxoaswmii B cocTaB Habopa/KoMMiiekTa peareHToB

Ana BblaeneHna HYKNEMHOBbLIX KWUCNIOT, B Oﬁ'béMe, YKa3aHHOM B UHCTPYKUMKN MO MNMpUMEHEHUIO

COOTBeTCTBYOWEro Habopa/KoMnnekTa peareHToB.
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7.2 MoarotoBka u nposeaeHue MLUP. ®acoska S

BHUMAHME!

1. Mpu npoBeAeHUN BCEX MOCeAyWNX AENCTBUA cnenyeT nsberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX Iy4en Ha Npobmnpkn co cmeckbto ansa amnamdunkauymm!
2. Mpu mcnonb3oBaHum Habopa peareHTOB B BapuaHTe MUCMNosiHeHMs «dacoBka S, CTpunbI»
cneayet CTporo CO6J'IPO,Cl,aTb KOMMNNEKTHOCTb CTPUMOB N KPbILWEK K HAM. He ncnonb3oBaTb KPbILWKN

K CTpunam us apyrmux Habopos peareHToB!

7.2.1 Tlpomapkumpyute no OAHOW npobupke/cTpunoBaHHOM npobupke CO  CMecCblo
ansg amnnmdukaumm, 3anedyataHHoW napaduHoM, Ans Ka)Xxaoro HemssecTHoro obpasua,
ANa OTpULATENbHOMO KOHTPONbHOro obpasua (K-) 1 Ans nonoXmnTeNnbHOro KOHTPOLHOIO

obpasua (K+).

BHMUMAHME! Konn4yecTBo peareHToB paccymMTaHo He 6osiee yeM Ha 24 NOCTaHOBKM NpU yCNOBUMK
BapuabenbHOro KonmyecTsa HeM3BeCTHbIX 06pa3LoB, 1 OoTpuUaTenbHOr0 KOHTPOIbHOro obpasua

U 1 NONOXUTENBHOIO KOHTPOJSIbHOIO 06pa3u,a B Ka)J0M NOCTaHOBKe.

Mpumep:
HeobxognumMo npoaHanu3ampoBaTb 4 HEM3BECTHbIX o0bpas3ua. [Ons 3Toro  HyXHO
npoMapkmpoBaTb 4 Npobupkn Ans Hem3BeCTHbIX 06pa3LoB, oa4HY NpobupKky ansa «K-» un
0AHY Npobupky ansa «K+». Obuiee KonnyecTso Npobupok — 6.
7.2.2 BcrpsaxHuTe nNpobupky C pacTBOpoM Taqg-noaMMepasbl Ha MUKPOUEHTpudyre-Boprekce
B TeyeHue 3-5 c u ueHTpudyrupymntTe Ha MMKpoLeHTpndyre-sopTeKce B TeueHme 1-3 c.
7.2.3 [dobaBbTe BO BCe MNpOMapKupoBaHHble NpobupKM, He rMnoBpexaas cnon napaduHa,

no 10 mkn pacteBopa Tag-nonuMepasbl.

BHUMAHME! [pu ucnonb3osBaHuu gnsa nposegeHus [MNUP getektupylowero amnamgukatopa

Rotor-Gene Q MMHepanbHOe Macio B Npobupku He BHocUTCs!

7.2.4 [dobaBbTe B Kaxay npobupky (npn HeobxoanMMOCTM) No oAHOM Kanne (okoso 20 MKN)
MUHepasnbHOro Macna. HennoTHO NpUKpPONTE NPOBUPKK/CTPUNbI KPbILLKaMMN.

7.2.1. BCTpaAxHUTe npobupky C MONOXUTENbHbLIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLLeHTpUdyre-sopTekce B TeyeHne 3-5¢ wu LeHTpudyrmpynte  Ha

MUKPOLIEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

BHUMAHME!

1. Onsa npenapata OHK wn oTpuvuaTenbHOro KOHTPOSbHOrO obpasua nepes BHeCceEHWEM B
NpobupkM C peakuMOHHON CMeCbild HeO06XO0AMMO BbINOMHUTL PEKOMEHAALMN MO UCMOJSIb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKLUUM NO NpUMEHeHUt0 Habopa/KoMniekTa peareHToB
ansa sblgenexdns HK.

2. Mpn wncnonb3oBaHnun pans BblgeneHus [OHK koMmnnekToB peareHtoB [MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-IMOC, NMPOBA-IC n MPOBA-IC-MMIOC (Tonbko B cny4vae, ecnu nocrne
BblAesIeHNs Hafo0CaZlovHas XWAKOCTb, coAepxawas BblaeneHHyto [HK, 6bina nepeHeceHa B

HOBble NMpobMpKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
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KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpmdyrmposatb
Ha MUKpOUEHTpudyre-sopTeKce B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHun ansa BblageneHns [OHK Habopoe pearenHtoB [MPOBA-MY-PAMNNA,
HeobxoonmMo, He BCTpsIxmBas, ueHTpudyrmposatb npobupkn ¢ npenapatom [AHK u
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3suoM Ha MuKpoueHTpudyre-soptekce B TedeHume 1-3 ¢,
3aTeM MNOMeCTUTb MNpobupkM B MarHWUTHbIM wWTaTMB. B cnydyae ecnm nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coAepxalwasa BblaeneHHyo [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb nMpobupkn c npenapatom OHK n oTpuvuaTenbHbIM KOHTPOJSIbHBIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHme 3-5C W uUeHTpudyrMposaTb Ha
MUKpOLeHTpUdyre-sopTekce B TedyeHune 1-3 c.

4, Ona npenoTepalleHmns KOHTaMUHauuK cneayet nepeq sHeceHmeM OHK oTKpbiBaTb KPbILLKK
TOJIbKO Tex Npobupok, B KOTOpble 6yAeT BHOCUTLCA AaHHbIN obpasel, n 3akpbiBaTb UMX, nepen
BHeCceHueM cnegytouwiero. B cnyyae ncnonb3oBaHnsa CTPUNOB clefyeT 3aKpblBaTb KPbILWKY CTpuna
nocne BHeceHMs B Hero obpasuoB nepes HavanoM paboTbl co cneaywwum. Heobxoammo
3aKkpbiBaTb nNpobupku/cTpunbl nNnoTHo. lpenapatbl AHK ©n koHTponbHble o06pasubl cneagyer

BHOCUTb HaKOHEYHUKaMK C Cbl/lﬂprOM.

7.2.5 BHecuTe B COOTBETCTBYKLUME MNPOMApPKMPOBaAHHbLIE MNpPOBUPKK, HE noBpexaas Crok
napadumHa, no 5,0 Mkn BbigeneHHoro u3 obpasuoB npenapata AHK. B npobupku,
npomMapkmpoBaHHble «K-» n «K+», IHK He BHocUTCS.

7.2.6 BHecuTe B npobupKy, MpOMapKmpoBaHHyl «K-», He noBpexaas cnonm napadwuHa,
5,0 MKN oTpuuaTenbHOro KOHTPOJbHOro obpasua, npoweawero 3tan sBbigeneHns OHK
(cm. 7.1).

7.2.7 BHecuTe B NpobupKy, NpOMapKMpOBaHHYl «K+», He noBpexaas cfnon napaduHa,
5,0 MK MOMOXUTENBHOMO KOHTPOIBHOrO obpasua.

7.2.8 UeHTpudyrupynte BCce NpobMPKU/CTPUNbI HA MUKPOLLEHTpUdYyre-BopTeKCe B TeueHue
3-5c¢ (npn wucnonb3oBaHun ana nposeaeHusa TLUP petekTupylowero amnandgukatopa
Rotor-Gene Q ueHTpudyrmpoaHue He 0653aTeNbHO).

7.2.9 YcTtaHoBuTe BCe NpObUpPKN/CTpunbl B AeTEKTUPYOWMN amnandukaTop.

7.2.10 [Ana peTtekTupylowmx amnangukaTopos cepun OT:
3anycTuTe nporpaMMHoe obecnedeHune aetekTumpyrowero amnamdukatopa. lNMpu nepsom
npoBeaeHuun TMUP 3arpysute cooTBeTCTBYHOWMIN TecT! [anee M npu nocrneayowmx
NOCTaHOBKAx CO34aMTe COOTBETCTBYHOLWWMA MNPOTOKONA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHtTudukaTopbl o06pas3uos, B TOM 4uCne OTpuUaTENbHOrO U
NOMOXUTENBHOIO0 KOHTPOJIbHbIX 06pa3u 0B, OTMETbTE pacnonoXxeHne Npobnpok/cTpunos
Ha MaTpuue Tepmobsioka B COOTBETCTBMM C UX YyCTaHOBKOW u nposeaute MUP. Mpwn

BbI6OpE TecTa Ao/KHa 0To6paxaTbCs nporpamMMa, npuseaéHHas B Tabnuue 3.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) nnvm npeaoctaBnserTca npoussoanteneM Habopa peareHToB
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7.2.11 [Onsa getexktupyrowux amnaundukatopoB CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
MposeaunTte MUP c yyeToM 06b€Ma peakUMOHHOM CMecn, paBHOro 35 Mk, No NnporpaMmam

amMnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuuya 3 - [(lporpamma aMmnaudukaumm AN AeTEKTUPYOWKMX aMnandukaTopos

«ATnpanm», «ATnant» (dacoBka S)

Pe>xkum
No
6noka Temnepartypa, °C MMWH c Yucno uukioB ONTUYECKUX Tvin 6noka
n3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15
94 0 10
3 45 Lukn
64 0 15
4 94 0 5 1 Luvkn
5 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHMNIA

Tabnuuya 4
(dacoBku S, U)

- Mporpamma amnnmndukaumm ans geTekTupyrwwmnx amnnmdukatopos CFX96

Bpewms, Konuyecreo unknos
o o
N2 6noka (Step) Temnepartypa, °C MM CeK )

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
V - pexum onTuuecknx nameperuii (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUMmn no
HeobxoanMbIM KaHanam getekumm (Fam, Hex, Rox, Cy5) npu 64 °C

Tabnuuya 5

- MporpaMmMa aMnandukaumm ans AeTEeKTUPYLWMX aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Cragms N2 wara Temneparypa, °C Bpewms, Konnuecrso umkios
MWH: CekK (noBTOpOB)
Craaus 1 80 01:00 1
yaepxaHus 2 94 01:30 )
1 94 0:20
Craaunsa MNup 50
2 62 v 0:20
V - c6op AaHHbIX Ans HeobxoanMbiX dnyopodopos (Fam, Vic (Hex), Rox, Cy5) BKk/toUeH

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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Tabnuuya 6 - T[lporpaMma aMmnaudukauunm ANsS AeTeKTupytowero amnamdukatopa

Rotor-Gene Q (dacoeka S, npobupku)

Ne/ Temnepartypa/ Bpema/ KonuuecrtBo uuknos/
Cycling Temperature Hold Time Cycle Repeats
80 deg 60 sec
Cycling 1 1 time
94 deg 90 sec
94 deg 30 sec
Cycling 2 5 times
62 deg vV 15 sec
94 deg 10 sec
Cycling 3 45 times
62 deg vV 15 sec
V - peXM1M ONTUYECKUX U3MEPEHUI YCTAHOBUTL M3MepeHune dnyopecueHumnn (Acquiring) no KaHanam
petekumm Green, Yellow, Orange n Red npu 62 °C

7.3 MoarotoBka u nposeaeHue MNMLUP. ®acoska U, pyyHoe Ao3mpoBaHue

BHUMAHME!

1. Ona amnandukaummn cnegyeTt Ncnosb3oBaTb O4HOPA30Bbie aMNIN@UKaALMOHHbIE NPOo6MpKU
06béMOM 0,2 M MM MUKponnaHweTbl MUP 96 nyHok!, repMeTMsnmpyembie TEPMOMEHKON.
He pekomeHayeTCcsi UMCMoOJfb30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
noctamnamdrKaumoHHON KOHTaMnHaumu.

2. Mpn npoBeAeHUN BCEX MOCAeAYyWNX AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX JTy4en Ha Npobupkmn co cMmecbto Ansa amnamdunkauymm!

7.3.1 Tlpomapkupymnte HeobxogmMmoe KOJIMYECTBO OAHOPA30BbIX aMNANMUKALMOHHBIX
npobupok o6vEMOM 0,2 MA wnm mMukponaaHwet MUP 96 nyHOK anss HeM3BeCTHbIX
o06pa3uoB, Ans oTpuUaTeNbHOrO0 KOHTPOJIbHOrO obpa3ua (K-) U Ans NonoXuTenbHOro

KOHTponbHoOro obpasua (K+).

MpumeyaHMe - PekoMeHAyeTCA MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCNEAOBaHMMU

(3 HemzBecCTHbIX 06pa3ua, oTpMLUaTeNbHbIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
HeobxoanMo npoaHanuampoBaTb 4 HeM3BeCTHbIX obpa3sua. [Ons  3TOro  HyXHO
npomapkupoBatb 4 nNpobupku/3ape3epBupoBaTb 4 IYHKWM  MUKponaaHweTta  Ans
Hen3BeCcTHbIX 06pa3uoB, 04HY MPObMPKY/NYHKY Ansa «K-» n ogHy NpobupKy/nyHKy ans
«K+>», Obwee konnuyecTso Npobnpok/nyHok — 6.

7.3.2  BcTpsxHuTe npobupKy CO cMecblo Ans aMnandukaumm Ha MUKpOLEHTpudyre-sopTekce
B TedeHue 3-5 c u ueHTpndyrnpymnte Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 c.

7.3.3 BHecuTe BO BCe nNpoMapKupoBaHHble NpobupKn/Heobxoammble YHKM MUKpOMaHLeTa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cMmecn ans amnnmdumkaumm.

7.3.4 BctpaxHute  npobupkm ¢ TMLUP-6ydepom n  nonuMmepason  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ n ueHTpudyrnpymnte

Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

1 - Ana peTekTUpylowmnx aMnandukaTopos «4TnanT» MUKponaaHweTbl 96 NyHOK HE UCMNOJIb3YHOTCS
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BHMUMAHME! [onumepasy TexHoTaq MAX Heob6xoauMMo AocTaBaTb M3 MOPO3UILHOM KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHUEM.

7.3.5 TpurotoBbTe cMechb MLP-6ydepa c nonmmepason TexHoTaq MAX. [Ins aToro cmewanTe
B OTAE/IbHOM O4HOpa3oBon npobupke:
e 6,0 x (N+1) Mkn NUP-6ydepa,
e 0,3 x (N+1) Mkn nonmmepasbl TexHoTaq MAX,
roe N — KOnmM4yecTBO MPOMapKMpOBaHHbLIX MPOBUPOK/KONMYECTBO HEOBXOAUMbBIX JTYHOK

MUKponaaHweTa ¢ YY4€ToM «K-», «K+>»,

Mpumep:
Heobxoanmo npoaHanusnpoBaTb 4 HEN3BECTHbIX obpasua, «K-», «K+>».
MpoMapKnpoBaHHbIX NpobMpPoK/HEOOXOAMMBIX JSIYHOK MUKponnaHwetra - 6. HyXHO

npurotoButh cMmecb [MUP-6ydepa wn nonumepassl TexHoTaq MAX ana 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 Mkn nonumepasbl TexHoTaq MAX.
7.3.6  BcTpsAxHUTe npobupky C nNpuUroToBrieHHOW cMecbto [LUP-6ydepa v nonumepasbl

TexHoTaqg MAX Ha MuKpoueHTpudyre-sopTekce B TeyeHne 3-5 c u ueHTpudyrupymnte

Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoaMMO TrOTOBMUTb

HenocpeacTBeHHO nepea Mcnosib3o0BaHUEM.

7.3.7 [dobaBbTe BO BCe NpOMapKMUpoOBaHHbIE NPOBUPKK/HEOEXOANMBIE TYHKNU MUKPOMIAHLWIETA
Co cMecblo ans  amnnmdukaumm no 6,0 mkn cmecu TMLUP-6ydepa wn nonmmepasbl

TexHoTaq MAX. HennoTHo 3akponTte npobupku.

BHUMAHME! Tlocne pobasneHma cmecn TUP-6ydepa u nonummepasbl TexHoTaq MAX
B NPOGUPKU/NYHKM CO CMecblo Ana amnandukauum HeobxoguMMo B TeyeHue [ABYX 4acoB
BbINOSIHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsxHute npobupky C MONOXUTENbHbIM KOHTPOJIbHbIM obpa3suom Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHue 3-5¢ n ueHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME!

1. Onsa npenapata AHK u oTpuuatenbHOro KoHTposabHOro obpasua nepes BHECEHMEM B
NpobUpPKU/NYHKN C pEeaKUMOHHOW CMecbld HeobXx0AMMO BbIMNOMHUTL peKoMeHZauuum no
ncnonb3oBaHmio npenapata [AHK, npuBenéHHble B WMHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHms HK.

2. Mpu wncnonb3oBaHun Ana BblageneHnsa [AHK komnnektoB peareHtoB [1POBA-PAMAA,
MPOBA-HK, MPOBA-HK-IMOC, NMPOBA-IC n MPOBA-IC-MJIOC (Tonbko B cny4vae, ecnu nocne
BblAe/IeHNsl HafoCaZlovHas XWAKOCTb, coAepxauwas BbiaeneHHyto [AHK, 6bina nepeHeceHa B
HOBble NMpPobMpKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoueHTpudyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrmuposatb

Ha MUKpoueHTpudyre-sopTekce B TeueHme 1-3 c.
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3. Mpn wncnonb3oBaHun ansa BblageneHns [OHK Habopoe peareHtoB [MPOBA-MY-PAMNNA,
HeobxoamMo, He BCTpsixmBasd, ueHTpudyrmpoBaTb npobupkn ¢ npenapatom [AOHK u
oTpuuaTeNibHbIM KOHTPO/IbHbIM 06pa3LOM Ha MUKpoueHTpudyre-sopTekce B TeyeHune 1-3c,
3aTeM MOMEeCTUTb MpobupkM B MarHUTHbIX wWTaTMB. B cnyyae ecnu nocne BblaeneHUs
Hagocado4YyHas XWUAKOCTb, coaepxawasa BsblgeneHHyt [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK 1 oTpuuaTesibHbIM KOHTPOSIbHbIM
obpa3uoM Ha MuUKpoueHTpudyre-soptekce B TedeHne 3-5¢ w© ueHTpudyrMposaTb Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHume 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepef sHeceHmeM [HK oTKpbiBaTh KpbILWKK
TOJIbKO Tex nNpobupok, B KOTopble 6yaeT BHOCUTBLCS AaHHbIM obpasel, M 3akpbiBaTb UX nepej
BHeceHneMm cneaytowero. HeobxoanMmo 3akpbiBaTb MNpobupkm nnoTtHo. [Mpenapatel AHK u

KOHTPOJ1bHbIE o6pa3u,b| cneayetr BHOCUMTb HAKOHEYHUKAMU C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYIOLIME MPOMapKUpOBaHHble MNpPOBUPKM/HEOBX0AUMbIE NYHKMU
MukponnaHwera no 6,0 Mkn BblaeneHHoro w3 obpasuos npenapata AHK.
B npobupku/nyHkn, npoMmapknpoBaHHble «K-» n «K+», AHK He BHoOcUTCS.

7.3.10 BHecuTe B nNpobUpPKY/NYyHKY, NpOMapKuUpoBaHHYK «K-», 6,0 MKN oOTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHnsa AHK (cm.7.1).

7.3.11 BHecuTe B nNpob6MPKY/NyHKY, MpOMapkKmpoBaHHyt «K+», 6,0 MK MOMOXUTENbHOIO
KOHTponbHOro obpasua.

7.3.12 B cnyyae ucnonb3oBaHusa mmkponsaHweTtos MNLUP 96 nyHok:

7.3.12.1 TlloMecTuTe aKKypaTHO, He BCTpsXuBasli, MMKporsiaHweTt MLP B NnoanoxkKy yCTponcTea

ANd 3aneyaTtbiBaHMA niaHweTos ATnak.
7.3.12.2 TlpoBeanTte 3anevyatbiBaHWe MukponnaHweta MNUP nonnmepHon TepMOnaéHKOoM
COrflacHoO pyKoBOACTBY MO 3Kcnyataumu npubopa ATnak.

7.3.12.3 UeHnTpudyrupynte mukponnaHwet MNMLUP npn RCF(g) 100 B TeueHune 30 c.

7.3.13 B cny4ae ucnonb3oBaHUsa Npobupok:
LeHTpudyrmnpymnte sce npobupkm Ha MMKpoueHTpudyre-sopTekce B TedeHue 3-5 c.

7.3.14 YcraHoBuTe BCe npobupku/mMukponnaHwert MLUP B 6nok  geTekTUpytowlero
amnnundgukatopa n nposeaute MUP (7.3.15, 7.3.16).

7.3.15 [nga peTtekTupyowmx amnangukatopos cepun AOT:
3anycTuTe nporpaMMHoe obecnedeHue aeTekTupylowero amnamdukaropa. Npu nepsom
npoBeaeHuun TMLP 3arpy3uTe COOTBETCTBYOWMI TecT!. [anee v Npu NocCieayLmx
NOCTaHOBKAaxX Cco3fjaMTe COOTBETCTBYHOLWMMN MNPOTOKOA  WUCCNEeAO0BaHUA:  YKaxXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuUoB, B TOM 4WUCIe OTPUMUATENLHOrO W
NOSIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnonoxeHwe o6pasLoB Ha
MaTpuue TepMobnoka B COOTBETCTBMU C UX YCTAHOBKOM n nposeauTte MNLP. Mpu Boibope

TecTa A0/HKHa oTobpaxaTbCs NporpamMMa, NpuBeaéHHas B Tabnuue 7.

1 - TecT ansa geTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unm npenocraBnsercs nponssoanteneM Habopa peareHToB
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7.3.16 [nsa petektupytowmx amnnmpukatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeguTte MUP c yyeToM 061bEMa peakUMOHHOW cMecun, paBHOro 18 Mk, Nno nporpamMMam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 7 - T[porpammMa aMnaudukaumm ANs AeTEKTUPYHOLWMX aMnandukaTopos

«OTnpanm», «ATnant» (dpacoska U)

Pe)xxum
Ne Yucno
TeMmnepartypa, °C MUWH C ONTUYECKUX Tvin 6noka
6noka LMKJIOB -
n3MepeHun
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Luvkn
64 0 15 4
94 0 10
4 45 Lnkn
64 0 15 %
5 94 0 5 1 Luvkn
6 251 XpaHeHune XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
7.4 MoarotoBka wn npoBegeHue TILUP. ®acoeka U, € wuncnonb3oBaHMeM A03MpYylOLWEro

ycTtponctea [ATctpum (TOAbKO Ans  AeTektupytowero ammaundukatopa <«ATnparim» B

Moaudukaumm «ATnpanm *X*»)

BHMMAHME!

1. Ons amnandmkaumm cnepyet MCNosb30BaTb MuKponnaHweTbl MUP 384 nyHku,
repMeTmn3npyemMblie TEPMOMIEHKON.

2. Mpu npoBeAeHUN BCeEX NOCienylWnxX AeNCTBUN cnenyeT nsberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpOGMpKVI CO CMeCbio an4d aMI'IJ'IMCbVIKaLI,MVI!

MpuMeyvaHune - PekoMeHayeTca nMoCTaHOBKa He MeHee 5 06pa3u,03 B OAHOM WuccnegoBaHun

(3 HemzBecCTHbIX 06pa3ua, oTpMuaTesbHbIA U MOMIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsixHUTe NpobUpPKY CO CMEChIo AN aMnanduKaumMm Ha MUKPOLIEHTpUDYre-BopTeKCe

B TedeHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MUKPOLEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

7.4.2 BctpaxHute npobupkn ¢ MUP-6ydepom un nonuMmepasonn TexHoTaq MAX Ha
MUKpPOLEeHTpUdyre-sopTeKkce B TeyeHnme 3-5¢ nu LueHTpudyrnpymte  Ha

MUKpOLIEHTPpUdyre-BopTekce B TeyeHue 1-3 c.

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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BHUMAHME! T[lonumepasy TexHoTaq MAX Heob6xoauMMO AoOCTaBaTb M3 MOPO3WUIbHOWM KaMepbl

HenocpeacTBeHHO nepea MCcnosib3oBaHUEM.

7.4.3 Cneays ykasanuam MO gosupytowero ycrponcrea ATCTpuM, NpUrotoBbTe B OTAENLHOM
oaHopa3oBoi npobupke cmeck MUP-6ydepa n nonmmepasesl TexHoTaq MAX.

7.4.4 BcTpaxHuTe npobupky C npurotoesneHHom cMmecbto T[LUP-6bydepa wn nonmmepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTekce B TedeHmne 3-5 ¢ 1 ueHTpmudyrnpynTte Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.5 BcTpaxHuTe npobupky C MOSTIOXUTENbHbIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLEeHTpudyre-sopTekce B  Te4yeHwue 3-5c¢ 7 LUeHTpudyrmpymTte Ha

MUKPOLIEHTpUdYre-BopTeEKCE B TeueHne 1-3 c.

BHVUMAHME!

1. MNepen npoBeaeHneM Ao3mpoBaHus ang npenapata AHK n oTpuuaTenbHOro KOHTPOAbHOMO
obpasua Heob6x0AMMO BbINONHWUTL pEKOMEeHJauMM No WUCNonb3oBaHuio npenapata [AHK,
npuBeAéHHbIE B MHCTPYKLUWM NO NpUMeHeHUto Habopa/KoMnsiekTa peareHToB 415 BbiaeneHns HK.
2. Mpu wucnonb3oBaHun aAns BblgeneHnsa [AHK komnnektoB peareHtos [1POBA-PAMWA,
MPOBA-HK, MPOBA-HK-MJTIOC, MPOBA-IC n MPOBA-IC-MJTIKOC (TonbKo B Cry4dae, ecnin nocne
BblAeNeHMs HaZocadouyHas XWAKOCTb, copepxawas sblaeneHHywo [AHK, 6biia nepeHeceHa B
HOBble NMpobMpKKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpudyrmpoBsatb
Ha MUKpouUeHTpudyre-sopTeKce B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHum ansa BblgeneHns AOHK Habopos pearentoB [MPOBA-MY-PAMNUA,
HeobxoomMMO, He BCTpsAxuBas, uUeHTpudyrmpoBate npobupkn ¢ npenapatom [OHK wu
oTpuuaTesibHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKPOLEHTpudyre-sopTekce B TeyeHue 1-3 ¢,
3aTeEM TMOMECTUTb NpPOBUPKM B MarHUTHbIA WTaTMB. B cnyyae ecnn nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coAepxawasa BblgeneHHyto [OHK, 6biia nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesbHbIM KOHTPOJIbHbLIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TeudeHne 3-5C wn  uUeHTpudyrmposaTb Ha

MUKPOLIEHTpUYre-BopTeKCce B TedeHue 1-3 c.

7.4.6 YcraHoBMTe npobupkm co cMmecbio ana amnaudukaumm, co cmecbto [MLUP-6ydepa u
nonuMmepasbl  TexHoTaq MAX, npobupku wunu  rybOKOAYHOUYHbIE  MNAHLIETHI
c npenapatamn [AOHK, oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasuoM W MOMOXUTENbHbIM
KOHTpPONbHbIM 06pasuoM, a Takxe MukponnaHweT TMUP Ha pabounin cton ATcTpuMm m
nposeanTe A03MPOBAHME KOMIMOHEHTOB COrlacHO PyKOBOACTBY MO 3KCrjyaTauun.

7.4.7 TloMecTuTe akKKypaTHO, He BCTpsixmBasi, MukponaaHwet MNUP B moanoxky ycTpoicTea ans
3arneyaTbiBaHUA nnaHweToB [Tnak nocne 3aBeplieHUs MporpaMmbl Ha AO3MPYHOLLEM
ycTpoictee ATcTpumM.

7.4.8 T[poBeauTe 3anedaTbiBaHne mmkponaaHweta MNMUP nonnMmepHoit TepMONSIEHKOM COrnacHo
pPYKOBOZACTBY MO 3KCrjayaTaumm npunbopa ATnak.

7.4.9 Uentpudyrmpynte mukponnaHwet MLUP npn RCF(g) 100 B TeueHne 30 c.
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7.4.10 YcraHoBuTe MukporaHwet MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctuTte nporpaMMHoe obecnedyeHune getekTupyrowero amnamdukartopa. lNpu nepsom
nposeaeHnn MLP 3arpysuTe cooTBETCTBYWOWMIA TecT!. Janee u npu MocneayoLmx
MOCTaHOBKAxX CO34aMTe COOTBETCTBYHLWMMA MNPOTOKOA  WUCCAEAOBaHUSA:  YKaxuTe
KONM4ecTBO W wnaeHTUduKaTopbl o06pas3uoB, B TOM 4uCNe OTpuUaTENbHOrO U
MOSIOXKUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosoxeHne o6pas3uoB Ha
MaTpuue TepMob/oka B COOTBETCTBUM C UX yCTaHOBKOW n nposeauTte MUP. MNMpu Bbibope

TecTta gosikHa otobpaxaTbca nporpamma, npueenéHHas B Tabnuvue 6.

8 PETNCTPALUMA PE3Y/IbTATOB AMIVIN®OUKALIN

Perncrpauua curHana cbnyopecu,eHu,MM npoBOoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IMCbVIKaLI,MVI.

1 - TecT ansa AeTekTMpyloWMNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [MpunoxeHun B) unm npenocraBnsercs nponssoanteneMm Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3Y/IbTATOB
9.1 YuyeTr pe3ynbTatoB aMnduKaunum OCYLWECTB/ISIETCS aBTOMATUUYECKM C  MOMOLLbIO

NporpaMMHoOro obecrnevyeHus, NOCTaBISEMOro C AETEKTUPYOLWNUM aMNINdUKaTOPOM.

9.2 Mpn ncnonb3oBaHun getekTupyrowmnx amnamdukatopos CFX96 cnegyet ncnoab3oBaTb
perpeccmoHHblt TMN aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline

Subtraction» Heobxognmo BbIbpaTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaumns pesynbTaToB NMpPoOBOAMTCA B COOTBETCTBMM C Tabnuuen 8. PesynbtaThl
MOCTaHOBKMW BanuAHbl, €C/IN BbINOSIHAOTCA YCA0OBUA MHTEprpeTaumm pesynbTaToB, NosyyYeHHbIX

ANS KOHTPONbHbIX 06pa3Los.

Tabnuuya 8 - WMHTepnpetaumsa pesynbtatos lMLP

KaHan pertekuum

Fam/Green, | Hex/Yellow/Vic, | Rox/Orange, Cy5/Red, DL D G L L | ER L5 ]

Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pas3Lbl

O6Hapy>xeHa AHK

YkasaH He yunTbiBaeTca He ykasaH He ykasaH Herpes simplex virus 2
(HSV2)
O6Hapy>xeHa AHK
He ykasaH He yuuTbiBaeTcs Yka3saH He ykasaH Cytomegalovirus
(CMV)
O6Hapy>xeHa AHK
He ykasaH He yuunTbiBaeTcs He ykasaH YkasaH Herpes simplex virus 1
(HSV1)
He ykasaH YkasaH He ykasaH He ykasaH He obnapyxena AHK
BbISIBIAEMbIX MUKPOOPraHM3MOB
He ykasaH He ykasaH He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTesibHbIi pe3ynbTaT

He ykaszaH Yka3saH He ykasaH He ykaszaH
Pe3ynbTaTbl NOCTAHOBKWN BanUAHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xuresibHbliA pesynbTar

YkasaH YkasaH YkasaH YkasaH
Pe3yn bTaTbl NMOCTAHOBKWN BaTNAHbI

9.4 HepoctoBepHbIn pe3ynbTaT MOXET OblTb CBA3aH C  MPUCYTCTBMEM UWHIMBGMTOpPOB
B npenapate [AHK, nonyyeHHOM wn3 6uonornyeckoro MmaTtepwana; HEBEPHbIM BbINOJIHEHNEM
NpoToKONna aHanusa; HecobntogeHnem TemnepaTypHOro pexuma amnamdukaumm m ap. B aTom
cnydyae Tpebyetca nosTopHoe nposedeHue TUP ¢ wmewwmmca npenapatom [OHK, nnbo
nosTopHoe Bblgenenne AHK n nocrtaHosBka lUP ans atoro obpasua, nmbo noBTopHOE B3dATME

6uonorMyeckoro matepuana y naumeHTta (BbIMONHAETCS NOCNeA0BaTesbHO).

9.5 Ecnn pnsa 6uonorndeckoro obpasua nony4eHol 3HadveHms Cp/Cq/Ct meHee 24 no KaHanam
petekunn Fam/Green, Rox/ Orange unm Cy5/Red, To 3TO roBOpuT O BbICOKOW NepBOHaYasbHOM
KOHUeHTpaunn [OHK cooTBeTCTBYHOLWEro MWKpoopraHmsma. B [gaHHOM c/fiyyae BO3MOXHO
nony4vyeHne JIOXKHOOTPUUATENBHOINO pesynbTata Ans  MukpoopraHmsma, [AOHK koToporo

NMPUCYTCTBYET B HU3KOMN KOHUEeHTpaunn. Ona UCKNYEeHUA NOXHOOTpULaTesbHbIX pe3ynbTaToB
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pekoMeHayeTcss noBTOpHO nposectu [MLUP BblgeneHHoro npenapata AHK ¢ mncnonb3oBaHuneM
Habopa peareHTtoB ans seiseneHus AHK Bupyca npocrtoro reprneca yenoseka 1, 2 tunos (HSV 1, 2)
METOAOM NosiMMepasHol uenHonm peakummn (BMIM-reH), 000 «AHK-TexHonorus TC», Poccus,
PY N2 ©®CP 2008/03946 n Habopa peareHToB 414 BbissiBneHns AHK uutoMeranosupyca yenoBeka
(CMV) MeTogoM nonuMmepasHol uenHowm peakumm (UMB-TEH), OO0 «AHK-TexHonorus TC»,
Poccusa, PY N2 ®CP 2008/03945.

9.6 Mpyn nNoAYyYEHUUN TMOSIOXKUTENBHOIO pe3ynbTaTta A/ OTPULATENbHOI0 KOHTPOSIbHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3TOM cnydae
Heo6XoANMO NpoBeAeHNE CreLmanbHbiX MEPONPUATUIA AN BbIABIEHUSA N YCTPAHEHUS BO3MOXHOWM

KOHTaMnHauunu.

9.7 MpyM NONYyYEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTENBbHOIO KOHTPOJIbHOIO
obpa3sua pe3yfbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUUTAKOT HEAOCTOBEPHbLIMU. B 3TOM cnydae

Tpe6ye'rc;1 NMOBTOpPHAas noCraHoOBKa aMI'I}'IM(bMKaU,MM BCeMn napTmm 06paBU,OB.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLWECTBAAKT B TEPMOKOHTEMHepax
C XJlalo3N1IeMeHTaMM BCEMWU BUAAMU KPbLITOro TpaHcnopTa Mpu TemMnepaType BHYTpu
TEPMOKOHTENHEpPA, COOTBETCTBYIOWEN YCNOBUAM XPaHEHUST KOMMOHEHTOB, BXOASLLMX
B cocTaB Habopa peareHToB.
10.1.2 ®acoBka S
JonyckaeTcs TpaHcnopTupoBaHue Habopa peareHTOB B TEpPMOKOHTEMHepax C
X/flaflo3NIeMeHTaMM BCEMU BUAAMU KPbITOro TpaHCropTa MpuW TeMnepaTtype BHYTpU
TepMOKOHTerHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
10.1.3 ®acoska U
10.1.3.1 [onyckaeTtcs TpaHcnopTupoBaHne Habopa peareHTOB, 3a UCKAKOYEHUEM NoAnMepasbl
TexHoTaq MAX, B TEpMOKOHTEMNHepax C xXjajo3/1eMeHTaMM BCEMU BUAAMU KPbITOrO
TpaHcrnopTa Npu TemnepaType BHYTpU TepMoKoHTenHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
10.1.3.2 [JonyckaeTcs TpaHCNOpTUpoBaHue nonmMepasbl TexHoTaq MAX B TepMOKOHTEMHEpax
C XJ1aZl03/IEMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCropTa npu TeMmnepaTtype BHYTpu
TepMOKOHTeNHepa Ao 25 °C He 6onee 5 cyToK.
10.1.4 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE MoANEXaT.

29



HSV1/HSV2/CMV
FepnecKomnnekc

10.2
10.2.1

10.2.2
10.2.2.1

10.2.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3
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XpaHeHue

dacoska S

Bce KkKomnoHeHTbl Habopa peareHTOB cneayer XpaHWUTb B  XOJOAMNBHUKE WU

XonoaunebHoM kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHMe BCero cpoka

rogHoctTn Habopa peareHToB. CMecb Ans amnindukaunm, 3anevyataHHyo napaduHomM,

cneayeTt XpaHuUTb B 3alUMWEHHOM OT CBETa MecTe.

dacoska U
Bce koMnoHeHTbl Habopa peareHToB, 3@ UCKJIlOYEHMEM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIBHOMW KaMepe npu TemnepaTtype
oT 2 °C po 8 °C B TeyeHMe BCero cpoka rogHoctu Habopa peareHToB. CMecb ans
amnandukaumn cneayet XpaHuTb B 3alLMIWEHHOM OT CBeTa MecTe.
MNonumepasy TexHoTaq MAX cneayer XpaHuUTb B MOpPO3WBHOW Kamepe npu
TeMnepaTtype oT MUHYC 22 °C o MuHyc 18 °C B TeueHMe BCero cCpoka roAHOCTU
Habopa peareHTOB.

Habopbl peareHTOB, XpaHWBLUMECS C HapyLUEHUMEM periaMeHTUPOBAHHOINO pexuma,

npuMeHeHNo He noanexart.

YKaszaHus no aKcnayataumm

Habop peareHTOB A0/IXEH MPUMEHSATbLCS COrMacHO AENCTBYIOWEN BEPCUU YTBEPXKAEHHOMN

WHCTPYKUMM NO NPUMEHEHMIO.

Ona  nonydyeHMs AOCTOBEPHbIX pe3ynbTaToB HeobxoauMMo CcTporoe cobnwaeHue

WHCTPYKUMKM MO NpUMeHeHnto Habopa peareHToB.

Mocne BCKpbITUS YMNakOBKWM KOMMOHEHTbl Habopa peareHTOB crneayeT XpaHuTb MNpu

cnenyuwmx ycnoBumsx:

- BCe KOMMOHEHTblI Habopa peareHToB, 3@ UCKJIlOYEeHMEM nonmMmepasbl TexHoTaq MAX,
cnepyeTr XpaHuTb B XOSOOWIbHMKE WAW XONOAMNBHOM KaMepe npu TemnepaType
oT 2 °C go 8 °C B Te4yeHMe BCEro cCpoka rogHoCcTu Habopa peareHToB;

- CMeCb Ans amMmnaudukaumm n cMecb 48 amnandunkaumm, 3anevyataHHyo napaguHom,
cnepyeTr XpaHuTb B XOSOAWIbHUMKE WAN XONOAMNBHOM KaMepe npu TemnepaType
oT 2 °C pgo 8 °C B 3aliMWEHHOM OT CBETa MecTe B TeYyeHue BCero cpoka roaHoCTu
Habopa peareHTOB.

- nonumepasy TexHoTaq MAX (dacoska U) cneayet xpaHUTb B MOpPO3USIbHON Kamepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeueHWe BCEro cpoka rogHocTu
Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLIMM CPOKOM rOAHOCTM MPUMEHEHUIO HE MoANexar.
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11 YKA3AHUA NO YTUWIN3ALNUN

11.1 Mpn wmcnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCcTu4yeckown nabopartopum
obpas3ylTcs oTXoAbl Knacca B, KoTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawme B HENPUrog4HOCTb, B TOM YMC/ie B CBA3M C UCTEYEHMEM
CpoKa TrOAHOCTW, TMOBpeXAeHWEM YMNakoBKW, noanexar yTuamsauum B  COOTBETCTBUMU
¢ TpeboBaHusamMm CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBuTeNb rapaHTupyert COOTBETCTBUE Habopa peareHToB
TpeboBaHMSAM TEXHUYECKUX YCIOBUI Npu COBM0AEHUN YCIOBUA TPAHCNOPTUPOBAHUS, XpaHeHUs

M 3KCcnnyatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctT Habopa peareHToB — 12 MecsiueB npu CO6NOAEHUMU BCEX YCOBUMA

TPAHCMNOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTauun.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>)KUBAHME

Habop peareHToB npegHasHauyeH A/ OAHOKPATHOINO MPUMEHEHUS U HE MOANEXUT

TEXHNUYECKOMY 06CNY>KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1Ibl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeaunynHckoe nspgenuve
L Homep no katanory
ONS ANAarHoCTUKM in vitro

TemnepaTypHbIli AMana3oH “ M3rotosuTenb
I
Coaep>XnMMoro AocTtaToyHo :7\TI<‘ He ponyckaTb
ANa NpoBefeHus <n> TecToB ’.\\ BO3JENCTBUSA COJTHEYHOrO CBETa
Wcnonb3oBaTtb A0 HecTtepunbHo
STERILE

Koa naptuu (cepun)
ObpaTuTech K MHCTPYKLUMHK

[E no NPpUMEHEHUIO NN K NHCTPYKUUU
no NpUMEHEHUIO B 3JIEKTPOHHOM BUae

[aTta usrotosneHus

L |5 a|<|>|[3
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

[OCT ISO 14971-2021 W3penua MeauumHckume. TlpuMeHeHUMe MeHedKMeHTa pucka K
MeANLMHCKUM n3aenunsam

FOCT 15.309-98 Cucrtema pa3paboTKu n NOCTAaHOBKWM NPOAYKLMU Ha NMpom3BoACTBO. NcnbiTaHus
W Npuemka BbinyckaeMon npoayKummn. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EamHaa cucteMa KOHCTpPYKTOpcKon pokymeHTauum (ECKAO). O6uwwue
TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm U NOCTaHOBKM nMpoaykuum Ha npomssoacteso (CPIM).
MeanunHckune nigenunsa

FOCT P 51088-2013 MeauuuHCKUe u3nenms AN AWMArHOCTUKW UMH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHus K
n3genvsm u NoanepXxuBatollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHcKkme nsnenmsa Ans AMarHOCTUKM MH BUTPO. MeToabl UCMbITaHUM
FOCT P NCO 15190-2023 JlabopaTtopunn meanumnHckme. TpeboBaHmsa 6e3onacHocTun

FOCT P UCO 15223-1-2023 W3pgenuna MepgumumHckne. CUMBONBLI, MPUMEHSIEMble ANS nepefaydu
MHdOpMaUunn, NpegocrtaBnsgeMon nsrotoeurtenem. HYactb 1. OCHoBHble TpeboBaHUSA

FOCT P NCO 18113-1-2015 MeanumnHckme wmsgenusa Ana AMarHoCTUKM in vitro. WMHdopmaums,
npegocrasnisieMas usrotoeuteneMm (MapkmpoBka). Yactb 1. TepMuHbI, onpeaeneHus n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCcKMe wm3genusa ans AnarHoctuku in vitro. MHdopmauyms,
npegocrasnsieMasa narotosmutenem (MapkupoBka). Yactb 2. PeareHTbl Ans AMArHOCTMKM in vitro
AN npodeccnoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 N3penna MeauUMHCKME ANns  AuMarHoctuku  in vitro. OueHka
CTAabUNbHOCTM peareHToB A5 AMAarHOCTUKK in vitro

FOCT P 53022.3-2008 TpeboBaHusA K KayecTBY KAMHUYECKUX nabopaTopHbIX WUCCNeaoBaHWUM,

Y.3. NpaBuia oueHKN KNMHNYECKON MHPOPMATUBHOCTM 1abopaTopHbIX TECTOB.

MpuMeyaHne — YKasaHHble Bbllle CTaHAApTbl 6blIM AENCTBYOWMUMW Ha MOMEHT YTBEPXAEHMUSA
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelLeM, Npu Nofb30BaHUU AOKYMEHTOM, Lienecoobpa3Ho NpoBepuThb
[NENCTBNE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHUM HACTOALWEro AOKYMEHTa CneAyeT Mofb30BaTbCA 3aMeEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpounseoacTeo HabopoB peareHToB MMeeT cepTUdULMPOBaAHHYIO CUCTEMY MEeHeXXMeHTa
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadyectBa ISO 9001
B obnactu paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 npubopos Ans MOEKYISpHO-
reHeTMYeCcKon AMarHOCTUKKM, N Apyroro nabopaTtopHoro npuMeHeHns u ISO 13485 B obnactu
pa3paboTtku, npomssoacTtBa M npogaxu IVD peareHtoB n npubopoB An8 MegUULMHCKON

MOﬂeKynﬂpHO-FeHeTMHeCKOM ANarHoCTuKu.

Mpoussoautenn: O6WECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbl <«AHK-TexHonorma TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npousBoguTensi: 117246, Poccus, r. Mockea, npoe3g HayuHbin, a. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

- 000 «[OHK-TexHonorma TC», 117246, Poccusa, r. Mockea, npoe3a HayuHbin, a. 20,
CTpoeHue 4;

- 000 «HMNO AHK-TexHonormna», 142281, Poccusa, MockoBckass obnactb, r. lpoTBUHO,

yn. XXenesHoAopoxHas, A. 3.

Mo BompocaM, KacawwuMmcst kayecTBa Habopa peareHToB, cneayeT obpawaTtbCs B
CNny»X6y K/IMEHTCKOMN NOAAEPKKMN.
Cnyxb6a KNMEeHTCKOM Noanep X Kn:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crpaH CHI 1 3apyb6exbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 1093
2025-02-15
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UHCTPYKUMA NO NPUMEHEHUIO
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* [HK-TEXHOJOT UA

NMPUNOXEHMUE A

MapamMeTpbl TecTa, KOTOpble HEO6X0AMMO BHECTU B NporpaMMHoe o6ecneueHne

AeTekTMpymwwmnx amnandpukatopoBs «ATnpanm», «ATnant»

npu ncnonb3osBaHnmn Habopa peareHToB HSV1/HSV2/CMV NepnecKoMmnnekc

B (pacoBke S

1) KonunyectBo npobupok B Tecte - 1;

2) O6béM peakuMoHHOW cMecn — 35 MKn;

3) B okHe «[lporpamma amnandukaummn» BBECTU cneayoume napaMmeTpbl:

(HSV2)

(CMV)

(HSV1)

Pe>xxum
N2
6noka Temnepartypa, °C MMWH c Yncno uukios ONTUYECKUX Tvin 6noka
U3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 \
94 0 10
3 45 Lukn
64 0 15 4
4 94 0 5 1 Luvkn
5 251 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Herpes simplex virus 2 BK Cytomegalovirus Herpes simplex virus 1 )

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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NMPUNOXXEHME b

MapamMeTpbl Tecta, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTekTMpymwwmnx amnandpukatopoB «ATnpanm», «ATnant»
npu mcnonb3osBaHnmn Habopa peareHtToB HSV1/HSV2/CMV NepnecKoMmnnekc

B pacoBke U

1) KonunyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOW cMecn — 18 MKn;

3) B okHe «[lporpamma amnandukaummn» BBECTU cneayowme napaMmeTpbl:

Pe)xum
N°
6noKa TemnepaTtypa, °C MWH c Yucno uyuknios ONTUYECKUX Twun 6n0ka
U3MepeHun
80 0 5
1 15 Uvkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 LUwnkn
64 0 15 4
5 94 0 5 1 Lnkn
6 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Herpes simplex virus 2 BK Cytomegalovirus Herpes simplex virus 1 )
(HSV2) (CMV) (HSV1)

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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DEAEPAABHAS CAYJKBA TTO HAA3OPY B COEPE 3; \J’ABOOXP %HFHHH
(PO(J:};’\P%BH AN3O P)

PEFHCTPAL[HOHHOE YAOCTOBEPEHHE
HA MEAWLUUMHCROE U3JEJIHE
ot 07 deBpans 2025 roaga Ne P3H 20.25/24371

Ha Megununckoe u3nemnue

HaGop pearentos ais BeisBaenus IHK Herpes Slmplex Virus 1, Herpes Slmp!ex
Virus 2, Cytomegalovirus meroxom ITIP B PeKHME PeabHOr0 BpeMeHH
(HSV1/HSV2/CMYV I'epnecKommiexc)

Hacrosiiiee perucTpalioHHOe YI0CTOBEPEHHE BBIIAHO
- O6mecTBO ¢ OrpAHHYEHHOI OTBETCTBEHHOCTHIO ")],HK-Texnonoma IC!
- (000 "IHK-Texnoaorus TC"), Poccus,

117246, Mocksa, Hayunbrii np-a, a. 20, cTp. 4

Hpomﬁo,uu'penb

~ OGmIeCTBO ¢ OrpaHMYeHHOM OTBETCTBEHHOCTHIO "ﬂHK-Temonoma T
(000 "AHK-Texuosorusa TC"), Pocens,
117246, MockBa, Hayusnsiii np-a, . 20, crp. 4

MecTto npon3BOACTBA MEUIMHCKOTO M3e/Hs
CM.IIPHJIOKEHHE

Homep perucrpaimornoro gocke Ne P/I-66198/1 04541 ot 24.12.2024

KJ1ace moTeHIMAaIBHOTO PUCKA IIPUMEHSHUS MEUIIMHCKOTO H3aenus 20

Kon O6uiepoccuiickoro kaccupuxaTopa NpOAyKIHH 110 BHAAM 3KOHomaqecicoﬁ
nesrenpHOcTH 20.59.52.195 '

Hacrositiee perncTpaHOHHOE Y I0CTOBEPEHHE HMEET NPHIOXKeHue Ha | imucre

l‘LpH-KEBOM PocznpaBHaﬁsopa ot 07 cbeBpanﬂ '2025’ rod

i

-Bpuo-pynonagu‘renx (Denepaﬂbuon.mymﬁbl R0zt R RRl I =CF
0 HA/I30pY B cepe 31paBOOXpaHeHHsT Rl (I - +1.B. Ilapxomenxo

0083885




DEAEPAABHAS CAYSKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

TPUJIOIKEHUE
K PETUCTPALIMOHHOMY YI0CTOBEPEHHIO
HA MEAWLIMHCKOE U3 AEJIUE

ot 07 deBpans 2025 rona  Ne P3H 2025/24371

Ha MeauumHCKOe H3enme _

HaGop pearentos wisi Boissienns JHK Herpes Simplex Virus 1, Herpes Simplex Virus
2, Cytomegalovirus meroom ITIIP B peskume peanbuoro spemenu (HSVI/HSV2/CMV
I'epnecKoMIuieKc), B BApHAHTAX HCTIOTHEHHA:

[. ®acoBka S, CTpHIIBL:

- cMech 115 amMIudHEKaIuy, 3anedyarannas napapunom - 12 crpunos 1o 8 npobupox (o 20
MKIT);

- pactBop Tag-nosmmepassi - 2 mpobupku (1o 500 mxi);

- MEHEpPaTBHOE Macio - 2 mpobupkH (1o 1,0 mi);

- MONOKHTEIBHBIN KOHTPOIBHBIA o6pasel - 1 mpobupka (130 mMxn);

- KPBIIIKH U1 CTPHIOB - 12 1T,

II. ®acoska S, npobupku:

- cMech U1 aMIuTHdUKanyy, 3anedarannas napaguaoM - 96 mpobupoxk (o 20 MK);

- pactBop Tag-mosmmepassi - 2 mpobupky (1o 500 mxi);

- MHHEpabHOE Macio - 2 npobupku (mo 1,0 mu);

- TIOJIOKHTENBHbIH KOHTPOIBHBIH 06paser - 1 mpobupxka (130 mxu).

[11. ®acoska U:

- cMech [t amMIuKanuy - 1 npobupka (600 MKiT);

- mommMepasa TexnoTaq MAX - 1 npobupka (30 Mxi1);

- [II[P-Gydep - 1 npobupka (600 mx);

- IOJIOKUTENBHBIN KOHTPOIBHEIA 06paser - 1 mpobupka (130 Mx).

KoMIIIEKTHOCTE: :
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1. INTENDED USE

The HHV6 REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test (NAT) — pathogen-detection-based
product. The HHV6 REAL-TIME PCR Detection Kit is designed to detect HHV6 nucleic acids in human
biological samples with an aid of Polymerase Chain Reaction (PCR) method. Samples are human biological
materials: blood, liquor, bioptate or punctate from foci of organ and tissue lesions, oropharyngeal smears,
saliva.

Indications: symptoms of infection caused by HHV6, monitoring the effectiveness of antiviral treatment,
differential diagnosis of infections with similar clinical manifestations, in the complex examination of
patients with lymphoproliferative diseases and hematoblastosis, examination of organ and tissue
recipients before and after transplantation.

The application of the kit does not depend on population and demographic aspects. There are
no contradictions for use of the HHV6 REAL-TIME PCR Detection Kit.

The HHV6 REAL-TIME PCR Detection Kit can be used in clinical and diagnostic laboratories of medical
institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. The process of
amplification includes repeating cycles of thermal DNA denaturation, annealing of primers with
complementary sequences and their extension by DNA-polymerase.

To increase the sensitivity and specificity of the amplification reaction, the use of a hot-start is provided.
Hot-start is provided by reaction mixture preparation consisting of two layers separated by a layer of
paraffin or the use of Tag-polymerase blocked by antibodies. The polymerase chain reaction starts only
when paraffin is melted or thermal dissociation of a complex of Tag polymerase and antibodies is
happened. It excludes non-specific annealing of primers to targets DNA in the initial heating of the tube.

The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and Hex) and
guencher molecules. Once hybridized to a target sequence, the probes become activated. As a result of
activation fluorescence increases proportionally to target sequence amplification. The intensity of
fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data collection
unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the HHV6 product amplification includes fluorescent
dye Fam. DNA probe used for the detection of the internal control amplification product includes the
fluorescent dye Hex. Table 1 shows the detection channels of amplification products.

Table 1. Detection channels of amplification products

Fam/Green Hex/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson

HHV6 IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers for HHV6 REAL-TIME PCR Detection Kit (see the catalogue
at https://www.dna-technology.com to see available supply options). The current version of the software
is available for download at https://www.dna-technology.com/software.

The HHV6 REAL-TIME PCR Detection Kit is also approved for use with Rotor-Gene Q (Qiagen) real-time
thermal cyclers.


https://www.dna-technology.com/
https://www.dna-technology.com/software

3. CONTENT

The HHV6 REAL-TIME PCR Detection Kit content is represented in Tables 2-4.

Table 2. The HHV6 REAL-TIME PCR Detection Kit content, package S (standard), strips
for R1-P202-S3/9EU
Reagent Description Total volume Amount

Paraffin sealed PCR-mix

Colorless transparent liquid
under waxy white fraction

1920 uL
(20 pL in each tube)

12 8-tube strips

1000 pL

Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent 2.0mL
Mineral oil viscous oily liquid (1.0 mL in each tube) 2 tubes
Positive control* Colorless transparent liquid 130 plL 1 tube
Strip’s caps 12 8-caps
* - marking as C+ is allowed
Table 3. The HHV6 REAL-TIME PCR Detection Kit content, package S (standard), tubes
for R1-P202-23/9EU
Reagent Description Total volume Amount
) . Colorless transparent liquid 1920 uL
Paraffin sealed PCR-mix under waxy white fraction (20 pL in each tube) 96 tubes
. - 1000 pL
Tag-polymerase solution | Colorless transparent liquid (500 L in each tube) 2 tubes
. . Colorless transparent 2.0mL
M | oil 2
inerat ol viscous oily liquid (1.0 mL in each tube) tubes
Positive control* Colorless transparent liquid 130 pL 1 tube
* - marking as C+ is allowed
Table 4, The HHV6 REAL-TIME PCR Detection Kit content, package u
for R1-P202-UA/9EU
Reagent Description Total volume Amount
PCR-mix Colorless or s'Ilg}.thy pink 600 L Ltube
transparent liquid
TechnoTaq MAX polymerase ﬁ::ﬁ;less transparent viscous 30 puL 1 tube
PCR-buffer Colorless transparent liquid 600 uL 1 tube
Positive control* Colorless transparent liquid 130 pL 1 tube

* - marking as C+ is allowed

All components are ready to use and do not require additional preparation for operation.



The kit is intended for single use and designed for 96 tests (package S) including no more than 94
experimental samples, negative control and positive control samples. The kit in the package U is intended
for 96 samples and requires no less than 5 samples in a single run (3 experimental samples, positive and
negative controls) or on using a dosing device it is possible to run 96 tests simultaneously (94 experimental
samples, negative control and positive control samples).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, sterile single use containers to collect clinical material;

Sterile tubes containing transport media: “DNA-Technology” STOR-M ( P-910-1/1EU) or STOR-F
( P-901-1/1EU) or equivalent for the transportation of the sample;
For blood collection: 2.0 or 4.0 mL Vacuette blood collection tubes with anticoagulant, for example,

salt of ethylenediaminetetraacetate (EDTA) at a final concentration of 2.0 mg/mL or sodium citrate
anticoagulant.

Please use only salt of EDTA or sodium citrate as an anticoagulant, since other substances can provide
PCR inhibition.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

High speed centrifuge (RCF(g) no less than 16000) for 1.5 mL tubes;
High speed centrifuge (RCF(g) no less than 1150) for 4.5 mL tubes;
Solid-state thermostat (temperature range 25-98 °C);

Vortex mixer;

Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Electric laboratory aspirator with trap flask for the removal of supernatant;
RNase and DNase free pipette tips for aspirator with trap flask;

Single channel pipettes (dispensers covering 20-1000 pL volume range);

RNase and DNase free filtered pipette tips (volume 200 uL, 1000 pL);

Nucleic acid extraction kit (“DNA-Technology” made PREP-NA P-002/1EU,

PREP-GS P-003/1EU ), PREP-RAPID ( P-001/1EU) (not applicable to male urethral swabs)
and PREP-MB RAPID P-116-N/4EU, P-116-A/8EU extraction kits are recommended);

Physiological saline solution 0.9% NaCl (Sterile);
Container for used pipette tips, tubes and other consumables;
Powder-free surgical gloves;

Disinfectant solution.

Preamplification-reagent preparation area:

UV PCR cabinet;



—  Refrigerator;

—  Freezing chamber (using detection kit in the package U R1-P202-UA/9EV);

—  Vortex mixer;

—  Vortex rotor for strips (using detection kit package S, strips R1-P202-S3/4EU);
—  Tube rack for 1.5 mL tubes;

—  PCR tube rack for 0.2 mL tubes or strips;

— 0.2 mL PCR tubes (using detection kit in the package U R1-P202-UA/9EV);
— Single channel pipettes (dispensers covering 2.0-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 20 pL, 200 pL, 1000 pL);

—  DTstream M1 dosage instrument (only for automated dosing using detection kit in the package U

R1-P202-UA/9EU);

—  Device for tray sealing DTpack (“DNA-Technology”, LLC) (only for automated dosing using detection
kit in the package U R1-P202-UA/9EU);

—  Centrifuge for microtrays (only for automated dosing using detection kit in the package U

R1-P202-UA/9EU);

—  Polymer thermal seal for microtray sealing (only for automated dosing using detection kit in the
package U R-P202-UA/9EU);

— PCR microtray (only for automated dosing using detection kit in the package U

R1-P202-UA/9EU);
—  Container for used pipette tips, tubes and other consumables;
—  Powder-free surgical gloves;
—  Disinfectant solution.
Post-Amplification — Amplification detection area:
—  Real-time PCR thermal cycler.
Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.

5. STORAGE AND HANDLING REQUIREMENTS
Expiry date — 12 months from the date of production.

All components of the HHV6 REAL-TIME PCR Detection Kit except TechnoTag MAX polymerase
(package U) must be stored at temperatures from 2 °C to 8 °C over the storage period. TechnoTag MAX
polymerase must be stored at temperatures from minus 18 °C to minus 22 °C during the storage period.

PCR-mix must be stored at temperatures from 2 °C to 8 °C and out of light during the storage period.
The excessive temperature and light can be detrimental to product performance.

The kit has to be transported in thermoboxes with ice packs by all types of roofed transport at
temperatures corresponding to storage conditions of the kit components.


https://www.dna-technology.com/software

Transportation of the kit, except the TechnoTaq MAX polymerase, is allowed in termobox with ice packs
by all types of roofed transport at temperatures from 2 °C to 25 °C but no more than 5 days and should
be stored at temperatures from 2 °C to 8 °C immediately on receipt.

Itis allowed to transport the TechnoTagq MAX polymerase in termobox with ice packs by all types of roofed
transport at temperatures up to 25 °C but no more than 5 days and should be stored at temperatures
from minus 18 °C to minus 22 °C immediately on receipt.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

— TechnoTag MAX polymerase should be stored at temperatures from minus 18 °C to minus 22 °C
during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the HHV6 REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the HHV6 REAL-TIME PCR Detection Kit to the prescribed technical requirements is
subject to compliance of storage, transportation and handling conditions recommended by manufacturer.

Contact our official representative in EU by quality issues of the HHV6 REAL-TIME PCR Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for 1 hour at 121 °C before
disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.

All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include parts
of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
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reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use the
reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from different
batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment, including
pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents should be
strictly stationary. It is not allowed to move them from one room to another. Equip separate areas for the
extraction/preparation of amplification reactions and for the amplification/detection of amplification
products. Never introduce an amplification product in the area designed for extraction/preparation of
amplification reactions. Wear lab coats, gloves and tools, which are exclusively employed for the
extraction/preparation of the amplification reaction and for the amplification/detection of the
amplification products. Never transfer lab coats, gloves and tools from the area designed for
amplification/detection of the amplification products to the area designed for extraction/preparation of
amplification reactions. Amplification products must be handled in such a way as to reduce dispersion into
the environment as much as possible, in order to avoid the possibility of contamination. Pipettes used to
handle amplification products must be exclusively employed for this specific purpose. Remove PCR waste
only in a closed form. Remove waste materials (tubes, tips) only in a special closed container containing a
disinfectant solution. Work surfaces, as well as rooms where NA extraction and PCR are performed, must
be irradiated with bactericidal irradiators for 30 minutes before and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the kit:
— When the transportation and storage conditions are breached;
— When the reagents’ appearance does not respond to the kit passport;
— When the kit components packaging is breached;

— After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the instructions
listed in the current manual.



7. SAMPLES

The HHV6 REAL-TIME PCR Detection Kit is designed to detect DNA extracted from blood, liquor, bioptate
or punctate from foci of organ and tissue lesions, oropharyngeal smears, saliva.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of hemoglobin in a DNA sample as a result of incomplete removal during
DNA extraction from biomaterial sample containing blood impurities, as well as the presence of isopropyl
alcohol and methyl acetate in a DNA sample as a result of incomplete removal of washing solutions during
sample preparation.

The maximum concentrations of interfering substances, that have no effect on the amplification of the
laboratory control sample and internal control are: hemoglobin — 0.35 mg/mL of the DNA sample,
isopropyl alcohol — 100 pL/mL of the DNA sample, methyl acetate — 100 pL/mL of the DNA sample.

Impurities contained in the biomaterial sample are almost completely removed during the DNA
extraction. To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological
material. Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA
extraction methods that allow to remove PCR inhibitors from the sample as much as possible. It is not
recommended to use express methods of DNA extraction.

General requirements

PCR analysis is a direct method, so taking of biological material must be carried out from the location of
the infectious process. The decision about analyzing the location of sampling is done by a physician
according to anamnesis and clinical picture.

The quality of taking a sample of biomaterial, its storage, transportation and pre-processing have a great
importance for obtaining correct results.

Incorrect sample taking can lead to invalid results and the need for resampling.
ATTENTION! Before DNA extraction pre-processing of samples is needed.
Sample collection

ATTENTION! Pretreatment, sampling and storage of the material is carried out in accordance with the user
manual for DNA extraction kit.

Peripheral blood

Peripheral blood sampling is carried out in vacuum plastic tube. It may be 2.0 or 4.0 mL Vacuette blood
collection tubes with anticoagulant, for example salt of ethylenediaminetetraacetate (EDTA) at a final
concentration of 2.0 mg/mL. The use of sodium citrate anticoagulant is also applicable. After taking the
material, it is necessary to mix the blood with anticoagulant inverting the tube 2 — 3 times.

ATTENTION! It is not allowed to use heparin as an anticoagulant.

Liquor, saliva, punctate

Collect liquor, saliva punctate (approximately 500 pL) into the sterile container and close it tightly.
Bioptates

Bioptates are transferred into a 1.5 mL tubes with transport medium intended by the manufacturer for
transportation and storage of samples for PCR. After sample collection the tube is tightly closed and
marked.

Oropharyngeal smears

Sampling is carried out using sterile disposable swabs or tampons according to the established procedure.
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Take the smear with a dry sterile disposable swab into tubes with a transport medium designed by
manufacturer for transporting and storage of biomaterial for PCR assays.

Order of taking:

1 Take the smear with a swab with a rotational movement from the surface of the tonsils, palatine
arches and the back wall of the pharynx.

2 Open the tube.

3 Put the swab into the tube with transport medium, rotate the swab for 10-15 seconds and rinse
it thoroughly. Avoid spraying of solution.

4 Remove the swab from the solution and, by rotating it against the wall of the test tube above the
level of the solution, squeeze out the excess liquid. Dispose the used swab.

5 Close the tube tightly and mark it.
Method limitations — topical use of medications less than 24 hours before the assay.
Transportation and storage of the samples

Samples may be transported and stored at temperatures from 2 °C to 8 °C no more than 24 hours prior to
analysis. When it is impossible to deliver the material in the laboratory during the day, a one-time freezing
of the material is allowed. The frozen material is allowed to be stored at temperatures from minus 18 °C
to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

Sample preparation
Peripheral blood

The detailed description of peripheral blood preprocessing procedure is cited in extraction kits user
manuals.

Liquor, saliva, punctate
1.  Transfer 500 pL of biomaterial into 1.5 mL tube.
2.  Centrifuge the tube at RCF(g) 16000 for 10 minutes at room temperature (from 18 °C to 25 °C).

3. Remove the supernatant, leaving approximately 50 uL in the tube (precipitate + liquid
fraction).

Add 500 pL of sterile physiological solution to the precipitate.
Vortex the tube for 3-5 seconds, then spin down drops for 3-5 seconds.

Centrifuge the tube at RCF(g) 16000 for 10 minutes.

N o u &

Remove the supernatant, leaving the volume of precipitate + liquid fraction in the tube that is
recommended in the instruction for the DNA extraction kit.

Bioptates
1.  Vortex the tube with sample for 3-5 seconds, then spin down drops for 3-5 seconds.
2. Remove supernatant.

The following sample preparation is made according to user manual for the extraction kit used.

ATTENTION! When extracting DNA from biopsy specimens, only PREP-NA and PREP-GS extraction kits
should be used.
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Oropharyngeal smears

1 Centrifuge the tube with the sample at RCF(g) 16000 for 10 minutes at room temperature (from
18 °Cto 25 °C).

2 Remove the supernatant, leaving the volume of precipitate + liquid fraction in the tube that is
recommended in the instruction for the DNA extraction kit.

ATTENTION! The detailed description of sampling and sample processing procedures as well as sample
storage and transportation requirements are cited in PREP-NA, PREP-GS, PREP-RAPID and
PREP-MB RAPID extraction kits user manuals.

No additional pretreatment is required in case of taking smears into tubes with the PREP-RAPID reagent.

8. PROCEDURE
DNA extracting from biological material

DNA extraction is carried out according to the extraction kit instructions. PREP-NA, PREP-GS,
PREP-RAPID and PREP-MB RAPID extraction kits are recommended. For DNA extraction from peripheral
blood, it is allowed to use any reagent kits registered as a medical device and recommended by the
manufacturers for DNA extraction from the corresponding types of biomaterial.

ATTENTION! Independently of DNA extraction kit used, a negative control sample should go through all
stages of DNA extraction. Physiological saline solution or negative control sample from an extraction kit
can be used as a negative control in volumes as indicated.

Assay procedure
8.1 Preparing PCR for package S
ATTENTION! The reagents and tubes should be kept away from direct sun light.

ATTENTION! When using package S (R1-P202-S3/9EU), strips, strictly observe the completeness of the
strips and caps for them. Do not use the caps for the strips from the other kits!

8.1.1. Mark tubes with PCR-mix for each test sample, negative control (C-) and positive
control (C+).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-" and 1 tube for “C+”. The resulting
number of tubes is 6.

8.1.2. Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds to collect
the drops.

8.1.3. Add 10 uL of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.1.4. Add one drop (~20 pL) of mineral oil into each tube (not applicable to kits approved for
use with Rotor-Gene thermal cycler). Close the tubes.

8.1.5. Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds and spin down drops
for 1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out
for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.
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ATTENTION! Open the cap of the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next DNA sample to prevent contamination. In case of using tubes in strips, close the
strip before proceeding to the next strip to prevent contamination. Close the tubes/strips tightly. Use filter

tips.

8.1.6.

8.1.7.

8.1.8.

8.1.9.

Add 5.0 pL of DNA sample into corresponding tubes. Do not add DNA into the “C-" and
“C+” tubes. Avoid paraffin layer break.

Add 5.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 5.0 uL of positive control sample (C+) into corresponding tube.
Avoid paraffin layer break.

Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler,
centrifugation is not required).

Set the tubes/strips into the Real-time Thermal Cycler.

8.1.10. Launch the operating software for DT instrument?. Add corresponding test?, specify the

number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes/strips in the thermal unit (see 8.1.9) and run PCR. See Table 5.

For use with Rotor-Gene Q real-time thermal cycler consult user manual for devices. See Table 6.

Table 5. The PCR program for DTlite and DTprime Thermal Cyclers

Step Tempfrature, Min. | Sec. Number of Optical Type of the
C cycles measurement step
80 0 30
1 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
4 1
3 9 0 0 45 Cycle
64 0 15 %
4 | 94 | o | 5 | 1 \ \ | cycle
5 | 10! | .. | .. | Holding | | | Holding
! — holding at 25°C is allowed

Table 6. The PCR program for Rotor-Gene Q thermal cycler

Cycling Temperature Hold time Cycle repeats
Cycling 80 deg 60 sec 1time
94 deg 90 sec
Cycling 94 deg 30 sec 5 times
57 deg* 15 sec
Cycling 2 94 deg 10 sec 45 times
57 deg* 15 sec

* Take the measurement.

! Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
2 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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8.2 Preparing PCR for package U, manual dosing
ATTENTION! The reagents and tubes should be kept away from direct sun light.

8.2.1 Mark the required number of 0.2 mL tubes for each test sample, positive control (C+)
and negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-” and 1 tube for “C+”. The resulting
number of tubes is 6.

8.2.2 Vortex the tube with PCR-mix for 3-5 seconds, then spin in vortex for 1-3 seconds to
collect the drops.

8.2.3 Add to each tube 6.0 pL of PCR-mix.

8.2.4 Vortex the TechnoTaq MAX polymerase and PCR buffer for 3-5 seconds, then spin for
1-3 seconds to collect the drops.

ATTENTION! TechnoTag MAX polymerase should be got out from the freezer immediately prior to use.

8.2.5 Prepare the mixture of PCR-buffer and TechnoTag MAX polymerase. Add into the one
tube:

6.0 x (N+1) pL of PCR-buffer,
0.3 x (N+1) pL of TechnoTaq MAX polymerase,
N is a quantity of the samples to be tested taking to account “C-", “C+".

Example: for simultaneous testing of 4 samples, “C-” and “C+” in one PCR run, mark 6 tubes (4 tubes for
samples to be tested, 1 tube for “C+” and 1 tube for “C-”). Prepare the mixture of PCR-buffer and Tag-
polymerase for 7 (6+1) tubes. Mix 42 uL of PCR-buffer and 2.1 uL of TechnoTaq MAX polymerase.

8.2.6 Vortex the tube with the mixture of PCR-buffer and TechnoTaq MAX polymerase for
3-5 seconds, then spin in vortex for 1-3 seconds to collect the drops.

ATTENTION! Mixture of PCR-buffer and TechnoTag MAX polymerase must be prepared immediately prior
to use.

8.2.7 Add 6.0 pL of PCR-buffer and TechnoTag MAX polymerase mixture into each tube with
PCR-mix.

ATTENTION! Follow the steps listed in pp. 8.2.8 — 8.2.13 within two hours after addition of PCR-buffer and
TechnoTag MAX polymerase mixture to PCR-mix.

8.2.8 Vortex the tubes with samples, “C+” and “C-" for 3-5 seconds and spin down drops for
1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out
for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, after vortexing put the tubes with the DNA
preparation in magnetic rack. If, after isolation, the supernatant containing the isolated DNA was
transferred to new tubes, centrifugation is carried out for 3-5 seconds in a vortex mixer.

ATTENTION! Open the cap of the tube, add DNA sample (or control sample), then close the tube before
proceeding to the next tube to prevent contamination. Close the tubes tightly. Use filter tips.

8.2.9 Add 6.0 pyL of DNA sample into corresponding tubes. Do not add DNA into the “C+”,
“C-" tubes.

8.2.10 Add 6.0 pL of negative control (C-) which passed whole DNA extraction procedure into
corresponding tube. Add 6.0 uL of positive control sample (C+) into corresponding tube.
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8.2.11

8.2.12
8.2.13

Spin tubes for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, centrifugation
is not required).

Set the tubes into the Real-time Thermal Cycler.

Launch the operating software for DT instrument?. Add corresponding test?, specify the
number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes in the thermal unit (see 8.2.12) and run PCR. See Table 7.

Amplification program for Rotor-Gene Q thermocycler is contained in the Table 8.

Table 7. The PCR program for DTlite and DTprime Thermal Cyclers for package U

. Optical
T °C| Min. .| N f cycl T f th
Step emperature, °C in Sec umber of cycles measurement ype of the step
80 0 5
1 1 Cycl
94 0 5 > yele
2 94 5 | oo | 1 Cycle
94 0 30
3 64 0 15 > v Cycle
94 0 10
4 P 0 15 45 " Cycle
5 | 94 | o | 5 | 1 | | Cycle
6 | 10! | | | Holding | | Holding
! — holding at 25°C is allowed
Table 8. The PCR program for Rotor-Gene Q thermal cycler for package U
Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
Cycling 1time
94 deg 300 sec
94 deg 30 sec
Cycling2 5 times
57 deg* 15 sec
94 deg 10 sec
Cycling 2 45 times
57 deg* 15 sec

* Take the measurement

3 Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
#Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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8.3 Preparing PCR using DTStream (only for package U)

ATTENTION! The reagents and tubes should be kept away from direct sun light.

83.1

8.3.2

Vortex the tube with PCR-mix for 3-5 seconds, then spin for 1-3 seconds to collect the
drops.

Vortex the TechnoTag MAX polymerase and PCR buffer for 3-5 seconds, then spin in
vortex for 1-3 seconds to collect the drops.

ATTENTION! TechnoTag MAX polymerase should be got out from the freezer immediately prior to

use.

8.3.3

834

8.3.5

Prepare the mixture of PCR buffer with TechnoTaq MAX polymerase according to the
user manual for dosing device DTstream.

Vortex the tube with the mixture for 3-5 seconds, the spin in vortex for 1-3 seconds to
collect the drops.

Vortex the tubes with DNA samples, “C-” and “C+” for 3-5 seconds and spin down the
drops in vortex for 1-3 seconds.

ATTENTION! In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the
DNA preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried out
for 1-3 seconds in a vortex mixer.

In case of using PREP-MB RAPID DNA Extraction Kit, vortex the tubes for 3-5 seconds on a vortex mixer,
put the tubes with the DNA preparation in magnetic rack and transfer the supernatant containing the
isolated DNA to new tubes. If, after DNA extraction, the supernatant containing the isolated DNA was
already transferred to new tubes, centrifugation is carried out for 3-5 seconds on a vortex mixer.

8.3.6

8.3.7

8.3.8

8.3.9
8.3.10
8.3.11

Put the tubes with PCR-mix, the mixture of PCR-buffer and TechnoTag MAX
polymerase, DNA samples, positive and negative controls and PCR microtray on the
DTstream working table and conduct dosage of the components according to DTstream
user manual.

After the end of dosing program on DTstream put the PCR microtray without shaking
on the working table of DTpack sealing device.

Run the process of sealing of PCR microtray according to the user manual of DTpack
sealing device.

Centrifuge the microtray on RCF(g) 100 for 30 seconds.
Put the PCR microtray into the thermoblock of detecting thermocycler.

Launch the operating software for DT instrument®. Add corresponding test®, specify the
number and ID’s of the samples, positive and negative control samples. Specify the
position of the tubes in the thermal unit (see 8.3.10) and run PCR. See Table 7.

5> Please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
8 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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9. CONTROLS

The HHV6 REAL-TIME PCR Detection Kit contains positive control sample. Positive control is a cloned part
of the HHV6 genome. It is produced with genetic engineering techniques and characterized by automatic
DNA sequencing.

The PCR-mix from the kit includes the Internal control (IC). IC is an artificial plasmid intended to assess the
quality of PCR performance.

To reveal possible contamination a negative control is required.

ATTENTION! A negative control sample should go through all stages of DNA extraction. Physiological saline
solution or negative control sample from an extraction kit can be used as a negative control in volumes as
instructions.

For HHV6 REAL-TIME PCR Detection Kit the test result is considered valid when:

— the exponential growth of the fluorescence level for the specific product is present, in this case the
internal control is not taken into account;

—  the exponential growth of the fluorescence level for the specific product is absent and for internal
control is present.

For HHV6 REAL-TIME PCR Detection Kit the test result is considered invalid when the exponential growth
of the fluorescence level for the specific product and for internal control is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of storage
and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing HHV6 DNA (specific product), the detecting amplifier registers the expressed
growing fluorescence of specific product, the amplification result of the internal control is not taken into
account.

In the samples free of HHV6 DNA, the detecting amplifier registers the expressed growing fluorescence of
the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case, amplification,
or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.
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11. SPECIFICATIONS

a. The analytical specificity of the HHV6 REAL-TIME PCR Detection Kit was assessed by
bioinformatics analysis using available on-line databases with up-to-date comprehensive genetic
information. The specific oligonucleotides used in the test were checked against GenBank database
sequences. None of the sequences showed sufficient similarity for unspecific detection.

The samples with HHV6 DNA are to be registered positive for specific product
(a fragment of the HHV6 genome). The samples free of HHV6 DNA are to be registered negative for specific
product and positive for internal control.

No nonspecific positive amplification results were shown in the presence of Cytomegalovirus, Herpes
symplex virus 1,2, Epstein-Barr virus, Human herpes virus 8, Varicella-Zoster virus, HPV 6, HPV 11 DNA,
and human DNA at a concentration of up to 1.0x108 copies/mL of the sample.

b. The analytical sensitivity is 5 copies of Human Herpes virus type 6 DNA per amplification tube.

The analytical sensitivity was set by analyzing serial dilutions of a laboratory control (LC). A total of 94 runs
were made for each concentration.

Le concenjcr'atlc?n, copies per Number of runs Number of positive results % of positive
amplification tube results
5 94 93 98.9
2 94 89 94.6
0.5 94 60 63.8
0 94 0 0

Note. The analytical sensitivity for DNA in the sample depends on the sample preparation method and
the final volume of extracted DNA (elution volume).

Example: The analytical sensitivity of 5 DNA copies per amplification tube corresponds to the following
values of DNA concentration when wusing nucleic acid extraction kits manufactured by
“DNA-Technology R&P”, LLC:

Nucleic acids extraction kits

Sample
(at elution of 300 L)

PREP-NA PREP-GS PREP-MB RAPID PREP-RAPID

- oropharyngeal mucosa
smear in 500 pL of
transport medium;

50 100 300 500
- punctate (when . . . .
extracted from 500 L copies/ sample copies/ sample copies/sample copies/sample
sample);
- bioptates*

* Only PREP-GS and PREP-NA extraction kits are used for DNA extraction from bioptates

ATTENTION! The claimed specifications are guaranteed when DNA extraction is performed with PREP-NA
[REFlp_002/1EU, PREP-GS [REFlp-003/1EU, PREP-RAPID P-001/1EU and PREP-MB RAPID
P-116-N/4EU, P-116-A/SEU extraction kits.
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12. TROUBLESHOOTING
Table 9. Troubleshooting

Result Possible cause Solution

Operation error

. PCR inhibition Repeat whole test
Violation of storage and Dispose current batch
handling requirements
Dispose current batch
C- + Contamination
Perform decontamination procedures
Repeat whole test
IC Invalid PCR inhibition

Resample

If you face to any undescribed issues contact our customer service department regarding quality issues
with the kit:

Phone: +7(495) 640.16.93

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the abovementioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with ISO 9001:2015 and I1SO 13485:2016:

— observation of quality management in manufacturing of IVDD products;
- creation of values for customers;
- maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of HHV6 REAL-TIME PCR Detection Kit Technical
support.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS
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1. INTENDED USE

The Epstein Barr virus REAL-TIME PCR Detection Kit is intended for research and diagnostic applications.
The Epstein Barr virus REAL-TIME PCR Detection Kit is an in vitro Nucleic Acid Test (NAT) — pathogen-
detection-based product. The Epstein Barr virus REAL-TIME PCR Detection Kit is designed to detect
Epstein Barr virus nucleic acids in human biological samples with an aid of Polymerase Chain Reaction
(PCR) method. Samples are human biological materials: blood, synovial fluid, cerebrospinal fluid, amniotic
fluid, biopsy material or punctate from lesions of organs and tissues, scrapes from the oropharynx, saliva.

Indications for the use: symptoms of infection caused by EBV (infectious mononucleosis), monitoring the
effectiveness of antiviral treatment, differential diagnosis of infections with similar clinical implications,
examination of recipients of organs and tissues before and after transplantation.

The application of the kit does not depend on population and demographic aspects. There are no
contradictions for use of the Epstein Barr virus REAL-TIME PCR Detection Kit.

The Epstein Barr virus REAL-TIME PCR Detection Kit can be used in clinical and diagnostic laboratories of
medical institutions and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The implemented PCR method is based on amplification of a target DNA sequence. To increase the
sensitivity and specificity of the amplification reaction, the use of a hot-start is provided. Hot-start is
provided by reaction mixture preparation consisting of two layers separated by paraffin layer. The
polymerase chain reaction starts only when paraffin is melted. It excludes non-specific annealing of
primers to targets DNA in the initial heating of the tube.

The Epstein Barr virus REAL-TIME PCR Detection Kit is based on fluorescent modification of the PCR
method. The PCR-mix contains two target-specific probes bearing reporter fluorescent dyes (Fam and Hex)
and quencher molecules. Once hybridized to a target sequence, the probes become activated. As a result
of activation fluorescence increases proportionally to target sequence amplification. The intensity of
fluorescence is measured at every cycle of reaction with a Real-time PCR thermal cycler data collection
unit and analyzed with the software provided.

The PCR-mix includes the Internal control (IC), which is intended to assess the quality of the polymerase
chain reaction. DNA probe used for the detection of the Epstein Barr virus product amplification includes
fluorescent dye Fam. DNA probe used for the detection of the internal control amplification product
includes the fluorescent dye Hex. Table 1 shows the detection channels of amplification products.

Table 1. Detection channels of amplification products

Fam/Green Hex/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson

Epstein Barr virus IC - - -

The automatic analysis is available on “DNA-Technology” made instruments: DTlite or DTprime
REAL-TIME Thermal Cyclers or Bio-Rad made iCycler iQ or iQ5 or QIAGEN made Rotor-Gene Q for Epstein
Barr virus REAL-TIME PCR Detection Kit (see the catalogue at https://www.dna-technology.com to see
available supply options). The current version of the software is available for download at
https://www.dna-technology.com/software.
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3. CONTENT

The Epstein Barr virus REAL-TIME PCR Detection Kit contains PCR-mix, Tag-polymerase solution, mineral
oil and positive control sample. The detailed description of content is represented in Table 2.

Table 2. The Epstein Barr virus REAL-TIME PCR Detection Kit content, package S (standard)
for R1-P205-S3/9EU and R1-P205-23/9EU

Reagent

Description

Total volume

Amount

Paraffin sealed PCR-mix

Colorless transparent liquid
under waxy white fraction

1920 uL
(20 pL per tube)

96 tubes or
12 8-tube strips

. - 1000 uL
Tag-polymerase solution | Colorless transparent liquid (500 L per tube) 2 tubes
. . Colorless transparent 2.0mL
Mineral oil viscous oily liquid (1.0 mL per tube) 2 tubes
Positive control Colorless transparent liquid 130 uL 1 tube
Strip’s caps ! 12 8-caps

All components are ready to use and do not require additional preparation for operation.

The Epstein Barr virus REAL-TIME PCR Detection Kit is intended for single use and designed for 96 tests
(no more than 94 defined samples, one positive control and one negative control).

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

Sterile single use swabs, single use sterile containers to collect clinical material;

Sterile tubes containing transport media: “DNA-Technology” made PREP-RAPID ( P-001/1EU) or

STOR-M ( P-910-1/1EU) or STOR-F ( P-901-1/1EU, P-901-N/1EU, P-901-R/1EU) or
equivalent or physiological saline solution or sterile PBS for the transportation of the sample;

For blood collection: 2.0 or 4.0 mL Vacuette blood collection tubes with anticoagulant, for example,
salt of EDTA at a final concentration of 2.0 mg/mL or sodium citrate anticoagulant.

Please use only salt of EDTA or sodium citrate as an anticoagulant, since other substances can provide
PCR inhibition.

4.2. DNA extraction and PCR

Preamplification-specimen and control preparation area:

Biological safety cabinet class Il;

Refrigerator;

Vortex mixer;

High speed centrifuge (RCF(g) no less than 16000);
Solid-state thermostat (temperature range 50-98 °C);
Tube rack for 1.5 mL tubes;

1.5 mL tubes;

Single channel pipettes (dispensers covering 20-1000 pL volume range);

! for detection kit packaged in strips R1-P205-S3/9EU



— RNase and DNase free filtered pipette tips (volume 200 pL, 1000 uL);
—  Electric laboratory aspirator with trap flask for the removal of supernatant;
— RNase and DNase free non-filtered pipette tips for aspirator with trap flask;

—  Nucleic acid extraction kit (“DNA-Technology” made PREP-RAPID ( P-001/1EU), PREP-NA

[REFlp_002/1EU), PREP-GS ( [REF] p-003/1EU) and PREP-MB RAPID ( [REF] p_116-N/4EU, P-116-A/SEU)
extraction kits are recommended);

—  Physiological saline solution 0.9% NaCl (Sterile);

—  Container for used pipette tips, tubes and other consumables;
—  Powder-free surgical gloves;

—  Disinfectant solution.

Preamplification-reagent preparation area:

— UV PCR cabinet;

—  Refrigerator;

—  Vortex mixer;

—  Vortex rotor for strips (using detection kit packaged in strips R1-P205-S3/9EU);
—  PCR tube rack for 0.2 mL tubes;

—  PCR tube rack for strips of eight 0.2 mL tubes;

—  Single channel pipettes (dispensers covering 0.5-1000 pL volume range);

— RNase and DNase free filtered pipette tips (volume 20 pL, 200 pL, 1000 pL);
—  Container for used pipette tips, tubes and other consumables;

—  Powder-free surgical gloves;

—  Disinfectant solution.

Post-Amplification — Amplification detection area:

—  Real-time PCR thermal cycler.

Software:

The most recent version of the DT thermal cyclers software can be downloaded from
https://www.dna-technology.com/software.

The OS supported: all versions of Windows starting from 7.
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5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

All components of the Epstein Barr virus REAL-TIME PCR Detection Kit must be stored at temperatures
from 2 °Cto 8 °C during the storage period. PCR-mix must be stored at temperatures from 2 °Cto 8 °C and
out of light during the storage period. The excessive temperature and light can be detrimental to product
performance.

The excessive temperature and light can be detrimental to product performance.

The kit can be transported by all types of roofed transport at temperatures from 2 °C to 8 °C over the
transportation. It is allowed to transport the kit at temperatures from 2 °C to 8 °C for no more than 5 days.

Shelf-life of the kit following the first opening of the primary container:
— components of the kit should be stored at temperatures from 2 °C to 8 °C during the storage period;

—  PCR-mix for amplification should be stored at temperatures from 2 °C to 8 °C and out of light during
the storage period.

The kit stored in under undue regime should not be used.
An expired the Epstein Barr virus REAL-TIME PCR Detection Kit should not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the Epstein Barr virus REAL-TIME PCR Detection Kit to the prescribed technical
requirements is subject to compliance of storage, transportation and handling conditions recommended
by manufacturer.

Contact our official representative in EU by quality issues of the Epstein Barr virus REAL-TIME PCR
Detection Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for 1 hour at 121 °C before
disposal.

Molecular biology procedures, such as nucleic acids extraction, PCR-amplification and detection require
qualified staff to avoid the risk of erroneous results, especially due to the degradation of nucleic acids
contained in the samples or sample contamination by amplification products.



All oligonucleotide components are produced by artificial synthesis technology according to internal
quality control protocol and do not contain blood or products of blood processing.

Positive control is produced by artificial DNA synthesis technology. Positive control does not include parts
of infectious agents.

All the liquid solutions are designed for single use and can not be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use the
reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from different
batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment, including
pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents should be
strictly stationary. It is not allowed to move them from one room to another. Equip separate areas for the
extraction/preparation of amplification reactions and for the amplification/detection of amplification
products. Never introduce an amplification product in the area designed for extraction/preparation of
amplification reactions. Wear lab coats, gloves and tools, which are exclusively employed for the
extraction/preparation of the amplification reaction and for the amplification/detection of the
amplification products. Never transfer lab coats, gloves and tools from the area designed for
amplification/detection of the amplification products to the area designed for extraction/preparation of
amplification reactions. Amplification products must be handled in such a way as to reduce dispersion into
the environment as much as possible, in order to avoid the possibility of contamination. Pipettes used to
handle amplification products must be exclusively employed for this specific purpose. Remove PCR waste
only in a closed form. Remove waste materials (tubes, tips) only in a special closed container containing a
disinfectant solution. Work surfaces, as well as rooms where NA extraction and PCR are performed, must
be irradiated with bactericidal irradiators for 30 minutes before and after the work.

Do not open the tubes after amplification. Waste materials are disposed of in accordance with local and
national standards. All surfaces in the laboratory (work tables, test tube racks, equipment, etc.) must be
treated daily with disinfecting solution.

Emergency actions
Inhalation: Inhalation of the PCR-mix contained within this kit is unlikely, however care should be taken.

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:

—  When the transportation and storage conditions are breached;

— When the reagents’ appearance does not respond to the kit passport;
—  When the kit components packaging is breached;

—  After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the instructions
listed in the current manual.



7. SAMPLES

The Epstein Barr virus REAL-TIME PCR Detection Kit is designed to detect DNA extracted from blood,
synovial fluid, cerebrospinal fluid, amniotic fluid, biopsy material or punctate from lesions of organs and
tissues, scrapes from the oropharynx, saliva, depending on professional prescription.

Sampling, sample processing procedures and storage are carried out in accordance with the instructions
to the DNA extraction kit from biological material.

General requirements

The quality of taking a sample of biomaterial, its storage, transportation and pre-processing have a great
importance for obtaining correct results. PCR research is a direct method, so taking of biological material
must be carried out from the location of the infectious process.

Interfering substances

The presence of PCR inhibitors in a sample may cause controversial (uncertain) results. The sign of PCR
inhibition is the simultaneous absence of internal control and specific product of amplification.

PCR inhibitors are the presence of hemoglobin in the DNA sample as a result of incomplete removal during
the extraction of DNA from a biomaterial sample containing an impurity of blood, as well as the presence
of isopropyl alcohol and methyl acetate in the DNA sample as a result of incomplete removal of washing
solutions during sample preparation.

The maximum concentration of interfering substances, which do not affect the amplification of the
laboratory control sample and internal control: hemoglobin — 0.35 mg/mL of the DNA sample, isopropyl
alcohol — 100 pL/mL DNA sample, methyl acetate — 100 pL/mL of the DNA sample.

Impurities contained in the biomaterial sample are almost completely removed during the DNA extraction.
To reduce the count of PCR inhibitors, it is necessary to follow the principles of taking biological material.
Suspecting a large count of PCR inhibitors in the sample, it is recommended to choose DNA extraction
methods that allow to remove PCR inhibitors from the sample as much as possible

Sample collection
Blood sampling

Peripheral blood sampling is carried out in vacuum plastic tube. It may be 2.0 or 4.0 mL Vacuette blood
collection tubes with anticoagulant, for example salt of ethylenediaminetetraacetate (EDTA) at a final
concentration of 2.0 mg/mL. After taking the material, it is necessary to mix the blood with anticoagulant
inverting the tube 2 — 3 times.

Synovial fluid, cerebrospinal fluid, amniotic fluid, saliva, punctate

Synovial fluid, cerebrospinal fluid, amniotic fluid, saliva, punctuate (about 500 L) are collected in a sterile
container, closed tightly and marked.

Bioptates sampling

Bioptates are transferred to a 1.5 mL tubes with transport medium intended by the manufacturer for
transportation and storage of samples for PCR. After sample collection the tube is tightly closed and
marked.

Scrapes from the oropharynx sampling

Take the scrape with a dry sterile disposable swab into 1.5 mL plastic tubes with 300 uL of sterile saline
solution or a transport medium.

Order of taking:

1. Take the scrape with a swab with a rotational movement from the surface of the tonsils, palatine
arches and the back wall of the pharynx.

2. Open the tube.



3. Put the swab into the tube with transport medium, rotate the swab for 10-15 seconds and rinse it
thoroughly. Avoid spraying of solution.

4, Remove the swab from the solution and, by rotating it against the wall of the test tube above the
level of the solution, squeeze out the excess liquid. Dispose the used swab.

5. Close the tube tightly and mark it.
The limitation of the method is the local use of medicines less than 24 hours before the study.
Transportation and storage of the samples

Samples may be transported and stored in physiological saline solution at temperatures from 2 °Cto 8 °C
no more than 24 hours prior to analysis. When it is impossible to deliver the material in the laboratory
during the day, a one-time freezing of the material is allowed. The frozen material is allowed to be stored
at temperatures from minus 18 °C to minus 22 °C for one month.

In case of usage transport media biological material samples are transported and stored according to the
instruction for the transport medium used intended for subsequent sample analysis by PCR.

Sample preparation
Synovial fluid, cerebrospinal fluid, amniotic fluid, saliva, punctate

It is necessary to perform pretreatment before DNA extraction by the PREP-GS, PREP-NA, PREP-MB RAPID
kits:

Transfer 500 uL of the material into a 1.5 mL tube.

Centrifuge the tube at RCF(g) 16000 for 10 minutes at room temperatures (from 18 °C to 25 °C).
Remove the supernatant, leaving 50 pL in tube (precipitate + liquid fraction).

Add 500 pL of a sterile saline solution to the precipitate.

Vortex the tube for 3-5 seconds, then spin for 3-5 seconds.

Centrifuge the tube at RCF(g) 16000 for 10 minutes.
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Remove the supernatant, leaving 100 uL in tube (precipitate + liquid fraction) using PREP-NA and
PREP-MB RAPID or 50 pL in tube (precipitate + liquid fraction) using PREP-GS. Tightly close the
tubes.

The resulting material is ready for DNA extraction.
Biopsy samples

It is necessary to perform pretreatment before DNA extraction by the PREP-GS, PREP-NA, PREP-MB RAPID
kits:

1. Vortex the tubes with samples for 3-5 seconds and spin down drops for 3-5 seconds.
2. Remove the supernatant.

The resulting material is ready for DNA extraction.

Scrapes from the oropharynx

1. Centrifuge the tube containing the sample at RCF(g) 16000 for 10 minutes at room temperature
(from 18 °C to 25 °C).

2. Remove the supernatant, leaving 100 pL in tube (precipitate + liquid fraction) using PREP-NA and
PREP-MB RAPID or 50 pL in tube (precipitate + liquid fraction) using PREP-GS. Tightly close the
tubes.

The resulting material is ready for DNA extraction.



When taking scrapes into tubes with the “PREP-RAPID” reagent, sample preparation is not required, the
material is ready for DNA extracting.

The detailed description of sampling and sample processing procedures as well as sample storage
and transportation requirements cited in PREP-RAPID, PREP-NA, PREP-GS and PREP-MB RAPID
extraction kits user manuals.

8. PROCEDURE
DNA extraction from biological material

DNA extraction is carried out according to the extraction kit instructions. PREP-NA, PREP-GS, PREP-RAPID
and PREP-MB RAPID extraction kits are recommended. It is allowed to use any kits of reagents registered
as a medical device and recommended by manufacturers for the extraction of DNA from the corresponding
types of biomaterial.

Independently of DNA extraction kit used, a negative control sample should go through all stages
Vi A \  of DNA extraction. Physiological saline solution or negative control sample from an extraction kit
can be used as a negative control in volumes as indicated.

Assay procedure
& The reagents and tubes should be kept away from direct sun light.

When using package S, strips, strictly observe the completeness of the strips and caps for them.
/ A \ Do not use the caps for the strips of the other kits!

8.1 Mark the required number of tubes with paraffin sealed PCR-mix for each test sample, positive
control (C+) and negative control (C-).

Example: to test 4 samples, mark 4 tubes for samples, 1 tube for “C-" and 1 tube for “C+”. The resulting
number of tubes is 6.

8.2 Vortex the Tag-polymerase solution for 3-5 seconds, then spin for 1-3 seconds.
8.3 Add 10 pl of Tag-polymerase solution into each tube. Avoid paraffin layer break.

8.4 Add one drop (~20 uL) of mineral oil into each tube (not applicable to kits approved for use with
Rotor-Gene thermal cycler). Close the tubes.

8.5 Vortex the tubes with samples, “C-” and “C+” for 3-5 seconds and spin down drops for
1-3 seconds.

In case of using PREP-GS DNA Extraction Kit. After vortexing centrifuge the tubes with the DNA
preparation at RCF(g) 16000 for one minute to precipitate the sorbent. If, after isolation, the
supernatant containing the isolated DNA was transferred to new tubes, centrifugation is carried
out for 1-3 seconds in a vortex mixer.

é In case of using PREP-MB RAPID Extraction Kit. The DNA samples must stand in a magnetic rack
while adding DNA. If, after isolation, the supernatant containing the isolated DNA was transferred
to new tubes, centrifugation is carried out for 1-3 seconds in a vortex mixer.

Open the tube, add DNA sample (or control sample), then close the tube before proceeding to the
next DNA sample to prevent contamination. In case of using tubes in strips, close the strip before
proceeding to the next strip to prevent contamination. Close the tubes/strips tightly. Use filter
tips.

>

8.6 Add 5.0 puL of DNA sample into corresponding tubes. Do not add DNA into the “C-” and
“C+” tubes. Avoid paraffin layer break.

8.7 Add 5.0 ulL of negative control (C-) which passed whole DNA extraction procedure into “C-" tube
and positive control (C+) into corresponding tube. Avoid paraffin layer break.
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8.8 Spin tubes/strips for 3-5 seconds (when using the Rotor-Gene Q thermal cycler, centrifugation is
not required).

8.9 Set the tubes/strips into the Real-time Thermal Cycler.

8.10 Launch the operating software for DT instrument2. Add corresponding test?, specify the number
and ID’s of the samples, positive and negative control samples. Specify the position of the
tubes/strips in the thermal unit (see 8.9) and run PCR. See Tables 3, 7.

For use with iQ and Rotor-Gene Q real-time thermal cyclers consult user manual for devices.
See Tables 4-7.

Amplification products can be stored at temperatures from 2 °C to 8 °C for one month or at
temperatures from minus 20 °C for 12 months.

Table 3. The PCR program for DTlite and DTprime Thermal Cyclers

ical T f th
Step Temperature, °C Min. Sec. Number of cycles Optica ype of the
measurement step
80 0 30
1 1 Cycle
94 1 30
94 0 30
2 64 0 15 > v Cycle
94 0 10
3 45 Cycle
64 0 15 v
4 | 94 | o | 5 | 1 \ \ Cycle
5 ‘ 10! ‘ ‘ ‘ Holding ‘ ‘ Holding
! — holding at 25°C is allowed

Table 4. The PCR program for iCycler iQ thermal cycler (with persistent well factor)

Cycle Repeats Step Dwell time Setpoint, 2C PCR/M.e I.t.Data
Acquisition
1 1
1 1 min 80
1 min 30 sec 94
2 5
1 30 sec 94
45 sec 64
3 45
1 10 sec 94
2 45 sec 64 Real Time
4 10 Storage

2 please, apply to Operation Manual for DTprime and DTlite Real-Time PCR instruments PART II.
3 Instructions for uploading "files with test parameters" can be found on "DNA-Technology's" website
https://www.dna-technology.com/assaylibrary.
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Table 5. The PCR program for iCycler iQ thermal cycler (with dynamic well factor)

PCR/Melt
Cycle Repeats Step Dwell time Setpoint, 2C Data
Acquisition
dynamicwf.tmo program
1 1
1 1 min 80
2 1 min 30 sec 94
2 5
1 30 sec 94
2 45 sec 64
3 2
1 30 sec 80 Real Time
PCR program
4 45
1 10 sec 94
2 45 sec 64 Real Time
5 10 Storage
Table 6. The PCR program for Rotor-Gene Q thermal cycler
Cycling Temperature Hold time Cycle repeats
80 deg 60 sec
Cycling 1time
94 deg 90 sec
94 deg 30 sec
Cycling 2 5 times
57 deg* 15 sec
94 deg 10 sec
Cycling 3 45 times
57 deg* 15 sec
* Take the measurement.
Table 7. Detection channels
Fam (Green) Hex (Yellow) Rox (Orange) Cy5 (Red) Cy5.5 (Crimson)
Specific product and IC - - -
C+
9. CONTROLS

The Epstein Barr virus REAL-TIME PCR Detection Kit contains positive control sample. Positive control is
a cloned part of the Epstein Barr virus genome. It is produced with genetic engineering techniques and
characterized by automatic DNA sequencing. The PCR-mix from the kit includes the Internal control (IC).
IC is an artificial plasmid intended to assess the quality of PCR performance. To reveal possible
contamination a negative control is required.

A negative control sample should go through all stages of DNA extraction. Physiological saline
solution can be used as a negative control sample in volumes indicated in supplied instructions.

The test result is considered valid when:
— the exponential growth of the fluorescence level for the specific product is present, in this case the

internal control is not taken into account;
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— the exponential growth of the fluorescence level for the specific product is absent and for internal
control is present.

The test result is considered invalid when the exponential growth of the fluorescence level for the specific
product and for internal control is not observed.

If positive control (C+) does not express growing fluorescence of the specific product or positive result, it
is required to repeat the whole test. It may be caused by inhibitors, operation error or violation of storage
and handling.

If negative control (C-) expresses growing fluorescence of the specific product or positive result, all tests
of the current batch are considered false. Decontamination is required.

10. DATA ANALYSIS

In case of using DNA-Technology made Real-Time PCR Thermal Cyclers, the analysis is performed
automatically. In all other cases, the analysis is based on the presence or absence of specific signal.

In the samples containing Epstein Barr virus DNA (specific product), the detecting amplifier registers the
expressed growing fluorescence of specific product, the amplification result of the internal control is not
taken into account.

In the samples free of Epstein Barr virus DNA, the detecting amplifier registers the expressed growing
fluorescence of the internal control and its absence for the specific product.

When the unseen expressed growing fluorescence or negative result of both in the specific product and
the internal control, the result of amplification is considered as uncertain. It may due to inhibitors,
incorrect performance, non-compliance of the amplification temperatures, etc. In this case, amplification,
or DNA extraction, or collecting of clinical material are required to be repeated.

In case the result for negative control is defined as positive, the whole experiment should be considered
false. The retesting and decontamination are required.

The controls should be also considered to exclude false positive and false negative results (see p. 9 of the
current manual). The cutoff Ct values for Rotor-Gene Q thermal cycler are 40 (specific product) and 33
(C+). The result characterized by Ct above this value should be considered doubtful and the whole assay
should be repeated.

11. SPECIFICATIONS

a. The analytical specificity of the Epstein Barr virus REAL-TIME PCR Detection Kit was assessed by
bioinformatics analysis using available on-line databases with up-to-date comprehensive genetic
information. The specific oligonucleotides used in the test were checked against GenBank database
sequences. None of the sequences showed sufficient similarity for unspecific detection.

The samples with Epstein Barr virus DNA are to be registered positive for specific product (a fragment of
the Epstein Barr virus genome). The samples free of Epstein Barr virus DNA are to be registered negative
for specific product and positive for internal control.

There are not non-specific positive results of amplification of DNA sample in the presence of
Cytomegalovirus, Herpes symplex virus 1,2, Human herpesvirus 6, Human herpesvirus 8, Varicella-Zoster
virus, HPV 6, HPV 11, as well as human DNA in concentrations up to 1.0x108 copies/mL of the sample.

b. In a determination of analytical sensitivity, the Epstein Barr virus REAL-TIME PCR Detection Kit
demonstrated the ability to reproducibly detect 1 or more colony forming units (CFU) per PCR reaction.
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Sensitivity is 5 copies of EBV DNA per amplification tube. Sensitivity is determined by the analysis of serial
dilutions of the laboratory control sample (LCS). 94 tests were made for each concentration.

The concentration of LCS, Number of Number of ,
. e L . % of positive results
copies per amplification tube repetitions positive results
5.0 94 94 100
2.0 94 89 94.6
0.5 94 60 63.8
0.0 94 0 0.0

Sensitivity of EBV DNA in the sample depends on the sampling and the final volume of the extracted DNA

(elution volume).

Sensitivity of 5 copies per amplification tube corresponds to the following values of the DNA concentration
of EBV in case of using DNA extraction kits produced by DNA Technology:

DNA extraction kits

Sample

PREP-MB RAPID

PREP-NA PREP-GS ]
(at elution in 300 pL) PREP-RAPID
B scrape from the
oropharynx in 500 pL
transport medium;
- synovial fluid, 50 100 300 500

amniotic fluid, punctate
(extracting from 500 pL of
sample);

- biopsy material

copies /sample

copies /sample

copies /sample

copies /sample

The claimed specifications are guaranteed

A\

when DNA extraction

PREP-MB RAPID P-116-N/4EU, P-116-A/8EU extraction kits.

12. TROUBLESHOOTING
Table 8. Troubleshooting

is performed with
PREP-RAPID P-001/1EU, PREP-NA P-002/1EU, PREP-GS P-003/1EU and

Result Possible cause Solution
Operation error
PCR inhibition Repeat whole test
C+ -
Violation of storage and Dispose current batch
handling requirements
Dispose current batch
C- + Contamination
Perform decontamination procedures
Repeat whole test
IC Invalid PCR inhibition
Resample

If you face to any undescribed issues contact our customer service department regarding quality issues

with the kit:

Phone: +7(495)640.16.93
E-mail: hotline@dna-technology.ru

https://www.dna-technology.com/support
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13. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the above mentioned products meet the
provision of the Council Directive 98/79/EC for in vitro Diagnostic Medical Devices. The quality control
procedures performed in accordance with ISO 9001:2015 and I1SO 13485:2016:

— observation of quality management in manufacturing of IVDD products;
—  creation of values for customers;
— maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of Epstein Barr virus REAL-TIME PCR Detection
Kit.

Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: “DNA-Technology” LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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14. KEY TO SYMBOLS

IVD

In  vitro diagnostic
medical device

Date of manufacture

Temperature limit

Consult instructions for
use

Contains sufficient for

Catalogue number

LE = L

<n> tests
Use-by date Manufacturer
. Keep away from
Batch code ZIK sunlight
Caution VER Version

Do not reuse

Positive control

GG

4l

R1-P205-23/9EU

Authorized
representative in the Non-sterile
European Community
1-P205- E
REF P05 S3/EY VER 417-4.2024.04.22
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OEAEPAABHAS CAVIKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHUS
(POC3APABHAA3OP)
NMPUNTOXXEHHUE

KPETMCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIMHCROE U3EJIUE
ot 16 nexadps 2024 rona No P3H 2024/24242

Juer 1

Ha meaununckoe u3aenme
Habop pearenros pis soisisiaenust JHK Toxoplasma gondii meroxom ITLIP B pexnme

peaasnoro Bpemenn (Toxoplasms gondii) , B BapHaHTax NCIOTHEHHS:
1. ®acoBka S, cTpHIIBI, B COCTABE:

- CMech UTs aMITH(HKayy, 3aneyarannas napapusom - 12 crpunos no 8 npo6upok (o 20
MKJT);

- pactBop Taq-momumepassi - 2 npobupki (o 500 MKi);

- MHHEpaJIBHOE MacIo - 2 mpobupky (o 1,0 mi);

- TIONIOKHUTEIBHBINA KOHTPOJIbHBI 0Opasel - 1 mpobupka (130 MKi);

- KPBILIKH U1 CTPHIIOB - 12 miT.

- BKJIAJBII - 1 9K3.;

- MHCTPYKIMSA 110 IPHMEHEHHIO - | 3K3.;

- macnoprt - 1 3k3.

II. ®acoBka S, npoOHPKH, B COCTABE:
- cMech LTS aMIUTH(HKALKY, 3anedaTannas mapadpuaoM - 96 mpodupok (1o 20 MK);

- pactBop Taq-nomamepassl - 2 mpobupku (1o 500 MKi);

- MMHEpaJIbHOE MacJio - 2 mpobupku (1o 1,0 mi);

- TIOJIOKUTENBHBI KOHTPOJIBHBIH 00pasel - 1 mpoGupka (130 MKI1);
- BKyazabi - 1 9K3.;

- MHCTPYKIWS 10 IPHMEHEHHIO - 1 9K3.;

- macropT - 1 9K3.

III. ®dacoska U, B cocrase:

- cMech s aMTIHHKanuy - 1 npobupka (600 Mki);

- momamepaza TexuoTaqg MAX - 1 npo6upka (30 MKi1);

- TTLIP-6ydep - 1 mpobupka (600 MKII);

- TIOJIOKUTENBHBIH KOHTPOIBHEIH 06pasel - 1 mpobupxka (130 Mxi);
- BKJIQIBIN - 1 9K3.;

- MHCTPYKIHS [T0 IPUMEHEHHIO - 1 3K3.;
- macmopr - 1 3K3. 55
MecTo npon3BoJCTBa: o=
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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YHKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BK - BHYTPEHHUI KOHTPO/b

OHK - Ae30KCnpunboHyKkenHoBast KUCIoTa

OHKa3bi - Ae30KCcnpuboHykeassbl

K- - OTpuLUaTesbHbIA KOHTPONbHbIA 0bpa3sel,

K+ - NOOXNUTENbHbIN KOHTPOJIbHBLIN 0bpasel

JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el

HK - HyKknenHoBble kncnoTtbl (PHK n AHK)

nup - NoSINMepasHas uenHas peakuuns

PHKa3bl - puboHykneassbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 NMonHoe HamMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHuns [OHK
Toxoplasma gondii metogom MLUP B pexnme peanbHoro spemeHun (Toxoplasma gondii), aanee no

TEKCTY — Habop peareHToB.

1.2 HasHauyeHune: Habop peareHTOB NpeaHasHadveH Ans sbisenenmns OHK Toxoplasma gondii
B 6monornyeckom MaTepuane desnoBeka (KpOBb, CMMHHOMO3roBasl XXMAKOCTb, aMHMOTUYeCKas
XNAKOCTb, BuonTaT wUAmM MyHKTAT U3 O4YaroB MOpPaXeHWs OpraHoB M TKaHel) meTtogom TMLIP B

pexume peasibHOro BpeMeHwU.
1.3 QOYHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.

1.4 MokasaHnms K NpOBEAEHUID WUCCNedOoBaHMs: CUMNOTOMbl  MHQEKUMOHHOIO  WUan
BOCnanuTenbHoro 3aboneBaHuns, Bbi3aBaHHOro Toxoplasma gondii.

MpoTMBOMOKAa3aHUM K MPUMEHEHUIO HET.

1.5 MonynsaumMoHHble K agemorpadumyeckme acnekTbl: MnpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N ,quorpachquKMX aCrneKToB.

1.6 O6bnacte npuMmeHeHus: Habop peareHTOB MOXET ObiTb MCMNO/b30BaH B KJIWMHUKO-

ANarHOCTn4eCKnxXx na6opaTopM;|x MeANLMNHCKUX yqpe>K,quM|71.

1.7 MoTeHUManbHble NOMb30BaTENN: KBAaNU(PUUMPOBAHHbI NepcoHan, 06y4YeHHbIn MeToAaMm
MONEKYIAPHON AMArHOCTUKM M MpaBunaM paboTbl B KJIMHUKO-ANArHOCTMYECKOW nabopaTopuu:
Bpay  KJWMHMKO-AMArHoctuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeaMUMHCKUNA

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATbL Habop peareHToB CTPOro Mo Ha3HA4YeHUIO COTMMAacHO AAHHOW MHCTPYKLUMK MO

NMPUMEHEHMUIO.
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2.1

XAPAKTEPUCTUKA HABOPA PEATEHTOB

CocTaB Habopa peareHToB

» [HK-TEXHOJOT UA

R1-P031-S3/9, c¢bacoBka S, ctpunbl

N Konunyectso HOMMHanbHbIN
HavMeHoBaHVe KOMMOHeHTa BHewHun Bng N
npobumpok 06bEM KOMMOHEHTa
Mpo3payHasa becuBeTHas wam
CMecb ansa amnnamdukaumm, Posp 4 12 cTpunos
po30Bas XUAKOCTb Moz, no 20 mkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbIM cnoem
Pacteop Tag-nonumepassbl lMpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkun no 500 mkn
Mpo3pauHas 6ecuBeTHas BA3Kas
MuHepanbHoe Macno po3p H 2 npobupku no 1,0 mn
Mac/stHUCTas XuAKoCTb
MonoXxnTenbHbl
. 1 Mpo3payHasa 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew

KpbIlWKK 4N CTPUMNOB

12 wr.

R1-P031-23/9, ¢hacoBka S, npobupkm

HanmeHoBaHWe KOMMNOHEHTa

BHelwHun BuA

Konuyectso
npobupok

HoMuHanbHbIN
06BEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

MNpo3payHas 6ecuBeTHas Uau

KOHTPO/bHbIN 06pazew!

po30Basi XXMAKOCTb Moj, 96 npobumpok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOOb6pa3HbIM 6ebiM cnoem
PactBop Tag-nonunmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mMkn
Mpo3payHas b6ecuBeTHaa BA3Kas
MunHepanbHoe Macno po3p 4 2 npobunpkun no 1,0 mn
MaCNSaHUCTas XUAKOCTb
MonoxunTenbHbI
Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn

R1-P031-UA/9, dpacoska U

KOHTPOMbHbIN o6pasew’t

. Konuuectso HoMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTa BHewHun Bupg, ..
npobumpok 06bEM KOMMOHEHTa
Mpo3pauHas 6ecuBeTHas wunu
Cmecb ana amnavdurkaunm Posp 4 1 npobupka 600 mMkn
po30Bas XNAKOCTb
Mpo3pauHas 6ecuBeTHas BA3Kas
MonumMepasa TexHoTaq MAX posp H 1 npobupka 30 Mkn
XXNAKOCTb
nupP-6ydep Mpo3payvHasa 6ecuBeTHas XUAKOCTb 1 npobupka 600 MKn
MonoxunTenbHbl
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

Bce KOMMOHEHTHI

Habopa

peareHToB roToBbl

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

KoMnneKTHOCTb:

K  MNOPpUMEHEHUNIO U

- Habop peareHToB B OZlHOM U3 BapuaHTOB MCMONHEHUS — 1 WwrT.

- NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.

- Bknagbiw — 1 aK3.

- MacnopTt - 1 3K3.

He TpebytoT

1 - Ha 3TMKeTKe KOMIMOHEHTa Ana Bcex CbaCOBOK «[MoNnoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3blBa€TCA

Kak «K+>»

6
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2.2 KonnuectBo aHanmn3snpyembix o6pa3suos

Habop peareHTOoB B (pacoBke S paccumTtaH Ha npoBeaeHne 96 onpepeneHnii (He 6onee
24 NoCTaHOBOK), BK/lOYas aHanuM3 HeW3BEeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccumTaH Ha nposeaeHume 96 onpeaeneHni npmn yciosum
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uccnepoBaHuMM (3 HEM3BECTHbIX obpasua,

oTpuuUaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHasa uenHaa peakuusa (MUP) c geTekumen pesynbTaToB B pexume
peanbHOro BpEMEeHU; KayeCTBeHHbIN aHanms.

MpuMHUMN MeToAa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NoMouWwblo nosmMmepasHon uenHon peakuunm (MUP). Mpouecc amnandukaumm 3akryaeTcs
B CEpMM MOBTOPSIOLWNXCA UMKNIOB TemnepaTtypHoW paeHatypaumn [AHK, oTxura nparnMepos
C KOMMNEMEHTapHbIMM NOC/eA0BaTEeNIbHOCTAMM U MOCAeAyLWen A0CTPONKN NOSMHYKNEOTUAHbIX
uenen c aTux npariMepos Tag-noamMMepason.

Ons noBbIWEHUS YYBCTBUTENIBHOCTU U CneuudUyHOCTM peakunm npeaycMoTpPEHO
NpUMEHEeHNe <«ropsdyero» crapta, KOTOpbin obecneumBaeTrca Ana ¢dacoBKM S MeTOAUKOM
NPUroTOBAEHUS peakLMOHHON CMECK, COCTOSLLEN U3 ABYX C/OEB, pa3aenéHHbIX NPOCIONKON U3
napaduHa. CMeweHne cnoés M npesBpalleHMe UX B peakUMOHHYH CMeCb MPOUCXOAMT TOSbKO
nocne nnasneHMs napaduHa, 4YTO WCKKYaeT Hecneuuduyecknii OTXKUI NpariMepoB Ha
OHK-MuweHn npu HayanbHOM nporpese npobupku. «lFopauunii» crtapt anga  dacoskn U
obecneumBaeTcs MICNOSIb30BaHMEM MOJIMMEPasbl, aKTUBHOCTb KOTOpPOI 6/10KMpoBaHa aHTUTENaMu,
akTneauus depMeHTa NpoMcxoauT TOMbKO MNocCie npeaBapuTesibHOro nporpesa peakunoHHOM
cMecn npu 94 °C. 3To muckawvaeT Hecneunduryecknii omxur npanmepoB Ha AHK-muweHn npu
Ha4vyanbHOM nporpese Npobupkw.

B peakuunoHHyto cMecb ans amnandukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
HeCéT dhyopecueHTHYI0 MeTKy M racutens dnyopecueHumn. NMpun obpasosBaHum cneymdmUyHOro
npoaykta [OHK-30H4 pa3pywaercs, AagenctBune racutens Ha  GIIyOpPEeCUEHTHYH  METKY
npekpawaeTcs, 4YTo BeAET K BO3pacTaHUIO YPOBHSA (yopecueHuun, KOTopbin (UKCUpYeTCs
AETEKTUPYIOLWMM aMNandmnKaTopomM.

KonnyectBo paspylueHHbiX 30HA0B (a, cnefoBaTesibHO, U YpOBEHb (yopecueHumn)
yBeIn4MBaeTCs NponopunoHasibHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb hnyopecueHUMNn N3MepseTca Ha KaXaoM uukne amnandukauum B pexuMe peasibHoro
BpeMeHM.

B coctaB cMecn ana amnnmdukaumm BKIKOYEH BHYTPEHHUN KOHTponb (BK), koTOpbIn
npegHasHadeH A5 KOHTPOS NMPOXOXAEHMSA NOIMMEPA3HON LLENHON peakuun.

B cocras AHK-30HAOB, mcnonb3ylowMxcs AA8 AeTekunum npoaykta aMmnandukauum
nckomon AHK, BkntoueHa dnyopecueHTHasa MeTka Fam. B coctas 1HK-30HA40B, ncnonb3yowmxcs
AN AeTeKuunm npoaykTa amnamduKaumm BHYTPEHHEro KOHTPOss, BXOAUT (JyOpeCLEHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHanbl AETEKLUNN NPOAYKTOB aMnandukaumm.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

» [HK-TEXHOJOT UA

Fam/Green Hex/Yellow/Vic Rox/Orange

Cy5/Red

Cy5.5/Crimson

Toxoplasma gondii BK -

NccnegoBaHme cocTomnT M3 cneaywowmnx stanos: BbigeneHne OHK (npobonoarotoska),

NnuP-amnandunkauma AHK c ogHOBpEMEHHON AeTeKUMEN pe3y/bTaToOB C MCNO/b30BaHNeM Habopa

peareHToB Toxoplasma gondii.

24 Bpems npoBegeHuns aHanusa (Bkao4vas npobonoaroToBKy): oT 2 yacos (B 3aBUCUMOCTH

OT KonnyecTBa 06pa3uoB n ncnoablyemoro Habopa/KomniekTa peareHToB AN BbigeneHns OHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTu4yeckast cneunduyHoOCTb

B obpasuax 6uonormuyeckoro martepuana 4enoBeka, cogepxawmx AHK Toxoplasma
gondii, nporpaMmmMmHoe obecrneyeHne getekTupylwero amnandukaTopa A0/HKHO perncTtpMpoBaTb
MONOXUTENbHbLIA pe3ynbTaT aMmnamdukaumm cneundunyeckoro npoaykta (dparmMeHTa reHoma
Toxoplasma gondii) no kaHany aetekumn Fam/Green.

B obpa3suax 6uonormyeckoro martepmana, He cogepxawmx OHK Toxoplasma gondii,
nporpammMHoe obecnedyeHne geTekTupylwero aMmnandukatopa AOSKHO PperucTpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT aMmnandukauum cneuudumdeckoro npoaykta (dpparMeHTa reHoma
Toxoplasma gondii) v NONOXWUTENbHbIA pe3ynbTaT amMnanduKaumm BHYTPEHHEro KOHTPOASA Mo
KaHany getekumm Hex/Yellow/Vic.

Moka3aHo OTCyTCTBME Hecneumdruyecknx NonoXnTeNbHbIX pPe3ysbTaToB aMnandukaumm
npuM Hannuum B obpasue [AHK cneagywowmx MUKpoOpraHusMoB: Listeria monocytogenes,
Staphylococcus aureus, Streptococcus agalactiae, Herpes simplex virus 1, Herpes simplex virus 2,
Cytomegalovirus, Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma genitalium,
Mycoplasma hominis, Chlamydia trachomatis, Ureaplasma parvum, Neisseria gonorrhoeae,

Candida albicans, a Takxe OHK yenoBeka B KoHLeHTpauun Ao 1,0x108 konuii/mn obpasua.

3.2 NHTepdepupyrowne BelecTsa

Hannume wuHrubutopos [MUP B o6pa3ue 6uonormyeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHbIX (HeomnpeaenéHHbIX/HeLOCTOBEPHbIX) pe3ynbTatoB. [lpuM3HaKoM
nHrmbuposaHus TLUP sBnaeTcs oAHOBpeMeHHOEe OTCyTCTBME aMnamduKaunum BHYTPEHHEro
KOHTpONs u cneumduryeckoro npoaykta (cm.2.3, 9.3, 9.4).

K nHrnémtopam MLP oTHeceHbl cneaywuwme BewecrtBa: reMoriobMH U iekapCTBeHHbIE
npenapaTbl, NpUcyTCcTBYyOWMe B obpasue AHK B pe3synbtate HeENONHOrO yaaneHus B npouecce
BblaeneHmna OHK n3 obpasua 6buomaTepuana, a TakXe M30MponuoBblA CIUMPT UM MeTunaueTar,
npucyTcreytowme B obpasue AHK B pe3synbTate HEMOMHOIO yaasieHMs NpOMbIBOYHbIX pacTBOpPOB
B Xo4e npobonoaroToBKM.

MakcuManbHble  KOHUEeHTpauunm  uHTepdepupyowmx  BewecTs, MNpuM  KOTOPbIX
He Habnwpanocb BAMSHME Ha aMnandukauuito nabopaTopHbIX KOHTPOSbHbIX 06pas3uoB U
BHYTPEHHEro KOHTpOJIbHOro obpasua coctaBnsawT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponuiosbin cnupTt — 100 mkni/mMn obpasua AHK, metnnauyertaTt — 100 mkn/mn obpasua AHK.

0Nna oueHKM BO3MOXHOW MHTepdepeHUMn NEKAPCTBEHHLIX NpenapaToB 6biin BbiGpaHbI
Te, KOTOpble NOTEHUNANBHO MOTYT NPUCYTCTBOBATb B OCTAaTO4YHbIX KOJIMYECTBaxX B 6MON0rnyeckmx
obpasuax 4enoBeka, B3ATbIX W3 COOTBETCTBYIOWMX Mccreayembix 6uoTonoB (MupamucTuH®,
XJIOprekCuanH 6urnoKoHar).

[Ons Bcex uccneayeMbix NEKAPCTBEHHbLIX MpenapaToB 6bIs1I0 MOKasaHO OTCYTCTBUE UX

BINSIHMS B KOHUEeHTpauun ao 10% B obpa3ue buomatepumnana.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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3.3 Mpenen obHapyxeHus

5 konun AHK Toxoplasma gondii Ha aMnAnduUKauMoHHY0 NpobupKy.

Mpenen o6HapyXXeHWsi YCTAHOBMEH MNyTeM aHanu3a CepuiiHbIX  pa3BeAeHUi
nabopaTtopHoro KoHTponbHoro obpasua (JIKO).

Mpenen obHapyXeHUs COOTBETCTBYET CMeAyHLWMM 3Ha4YeHnsIM KoHueHTpaumn OHK npu
MCMNob30BaHMM yKa3aHHbIX HABOPOB/KOMMNMEKTOB peareHToB A5 BblgeneHuns AHK n KoHe4yHoro

06béma antoumn (passeaeHuns) sblgeneHHon AHK:

HanmeHoBaHue 0O61bEM Mpepnen
BbuomaTtepmuan KoMmnnekrta/Habopa noJiy4eHHOoro o6Hapy>xeHus,
Ana BbigeneHus AHK | npenapara, Mkn | konui/o6pasey
CnnHHOMO3roBast XXnaKocTb MPOBA-HK >0 >0
(npu BblgENEHUMU U3 gOO MK MPOBA-TC 100 100
MPOBA-MY-PAMNA 100 100
obpasua)
MPOBA-PANNA 500 500
AMHUOTUYECKas XNAKOCTb
(npw BblaeneHmnn ns 500 mMkn MPOBA-MY-PAMNLA 100 100
obpasua)
CnnHHOMO3roBast XXMaKocCTb,
aMHMoTMYecKas XuAKoOCTb NPOBA-OMTVIMA 400 400
(npw Bblgenenmun ns 1,0 mn
obpasua)
MPOBA-HK 50 50
BuonTaTbl/NyHKTaTbI MPOBA-TC 100 100
MPOBA-OMNTUMA 400 400
Lenbas nepudepuieckas Kposb | noopn onTyMA MAKC 100 100
(500 mknt)
LlenbHas nepudgepnyeckas KpoBb POBA-MU-MAKC 50 50
(100 mkn)
3.4 AunarHocTmyeckne xapakTepucTuku
AnarHocrnyeckas AvnarHocTtnuyeckas
4YYyBCTBUTEJIbHOCTb cneunduyHOCTb
Bup 6uomarepmana
UccnepoBaHo 3HayeHune WccnepoBaHo 3HayeHue
ob6pa3suoB (95 % On) ob6pa3uos (95 % an)
100 % 100 %
Kpose 25 (86,28 % - 100 %) 25 (86,28 % - 100 %)
E:l: c;zgarTobEI;, rlnoypHaKM::::ﬂ 30 100 % 50 100 %
o (88,43 % - 100 %) (92,89 % - 100 %)
OpraHoB 1 TKaHeU
CnnHHOMO3roBas 25 100 % 25 100 %
XKNOKOCTb (86,28 % - 100 %) (86,28 % - 100 %)
AMHUOTUYEcCKas 25 100 % 25 100 %
XKNAKOCTb (86,28 % - 100 %) (86,28 % - 100 %)
100 % 100 %
Wroro 105 (96,55 % — 100 %) 125 (97,09 % - 100 %)
3.5 BocnponsBoAMMOCTb 1 MOBTOPSAEMOCTb

Bocnpounssogmmoctb coctasnseT 100 %

MoBTOpseMocTb cocTtasnseT 100 %.

1 - npu no6asnexHmn 100 MKN NM3UPYIOLLIErO pacTeopa
10



Toxoplasma gondii | UHCTPYKUMA NO NPUMEHEHUIO | 453 ot 19 pgekabps 2024 ropa . 4 HHK'TEXHGHUWH

4 MEPbI MPEAOCTOPOXXXHOCTH

OpraHusauma pabotbl [UP-nabopatopun, ob6opyaoBaHune U MaTepuanbl [OMKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHmn MY 1.3.2569-09
«Opranusaumns paboTbl nabopaTtopuii, UCNOAL3YKOLWNX MeToAbl amnandumKaumm HYKIEUHOBbIX
KMUCNOT, Npu paboTe C MaTepuasioMm, cogepxalinMm MnkpoopraHnsmel I-IV rpynn natoreHHoOCTU»,
c cobnwogeHneMm  caHuTapHbix npaBua M HopM  CadluH 3.3686-21  «CaHuTapHo-
annaeMmmnonornyeckme TpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl paccMaTpuBalOTCs KakK MnoTeHuuanbHo-onacHble. Mpu paboTte
c HabopoM peareHTOB cneayeT HageBaTb O4HOPA30Bble NepyaTkn 6e3 TanbKa.

Mpu paboTte ¢ mMmkpoopraHmnamamu I-IV rpynn natoreHHocTu BbI6GOp TUNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAVMBMAYA/AbHOW 3aWmMTbl) MPOBOAUTCS B CTPOroOM
COOTBETCTBMM C CaHUTapHbIMM Npasuiammn n Hopmamm CaHlunH 3.3686-21 n onpegenseTcs BUAOM
B0o36yauTens, paboyei 30HOI, OCHaweHMeM ee 6okcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT UCcnonb30BaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NPpobupku.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX e HaKOHeYHMKOB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro maTepuana.

K pabote ¢ Habopom peareHTOB JOMycCKaeTca nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYIAPHOMA ANArHOCTUKM M npaBuiaM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTopun.

Boiaenenne AHK cneayet nposoanTb B 6okcax 6uonormyeckon 6esonacHoctu II knacca.
MoaroTtoBky k MLP c ncnonb3osaHnem Habopa peareHToOB BO3MOXHO nposoanTb B MLP-6okcax.

3anpelaeTca nepemelleHne nabopatopHoro obopysnoBaHus, B TOM 4Yucne A03aTopoB.,
WTaTMBOB, JlabopaTOpHOM MOCyAbl, XajnaToB, rO/OBHbIX y6OpoB M Mnp., a TakXe pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B Apyroe.

[lozaTopbl AOMKHbI BbITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOpAa30Bble MPUHAANEXHOCTM (MPOBbUMPKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeMHep AN  MeAMUMHCKUMX — OTX040B,  COoAep Kaliumn
aAe3nHduumpyowmnin pacteop (Npn HeobxoanmmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLleHNs, B KOTOPbIX MPOBOANTCS BblAesIeHne
HK n noctaHoeka [lUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnyyatb C
NOMOLLbIO BaKTepULUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume ctonbl, wTtaTtmebl, obopyaoBaHue un 4p.)
eXXegHeBHO MoaBepratoT BaxHon ybopke C MNpUMEHEeHMEM Ae3nHPUUUPYOWMX/MOKLWMX

CpeacTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMX NpasuiamMu u Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C NpoaykTamu MNLP Heo6xoanMo TONbKO B 3aKpbITOM BUAE.
He ponyckaetca oTKpbiBaTb NpPobMpkU nocne amnamdukauum, Tak Kak 3TO MOXET NpUBeCTU K

KOHTaMuHaumun npoayktamum MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anuaeMuonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKNX U CEMbCKUX NOCENEHUI, K BOAHbIM 06beKkTam,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHnsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunune/otcyrcrBue
KoMmnoHeHT Habopa

OMnaCcHOro KOMMOHEeHTa VYKa3aHue Ha pUCKH
eareHToB
P ®dacoBka S ®dacoska U
CMecb ana amnnudukaumu, HeT onacHbIX -
3ane4dyaTaHHas napaguHoM BELLECTB
HeT onacHbIX -
PactBop Tag-nosnmepassl -
BELLECTB
HeT onacHbIX -
MunHepanbHoe Macno -
BELLECTB

HeT onacHbIx -
CMecb ana amnnmdbumkaumm -

BELecTB
HeT onacHbIX -
Monnmepasa TexHoTaq MAX -
BellecTB
HeT onacHbIx -
nup-6yde -
LP-bydep BellecTB
He knaccuguumpyeTtcsa Kak
MonoxnTenbHbl A3unp HaTpuna A3np HaTpuna onacHbIN ANS 340P0BbS
KOHTPOJIbHbIN 06pa3seL, MeHee 0,1% MmeHee 0,1% yenoBeKa N OKpyXxarwLen

cpeabl

MNpu paboTe c HabopoM peareHTOB C/leAYyEeT MCMOJIb30BaTb CPEACTBA MHAWBUAYANbHOM
3almMTbl 4518 NpeAoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenoBeka. [locsie oKOH4YaHusa paboThbl
TWAaTeNIbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXEN, rnasaMmm U CIM3ncTbiMn 060/104KaMu.

Mpn NCNONb30BaHUK MO Ha3HAYEHUIO N CObAEHMN Mep NPeaoCTOPOXHOCTU KOHTAKT C
OpPraHM3MOM 4YesioBeKa MCKJIIOYEH.

He ncnonb3oBaTb Habop peareHToB:

- NpW HapyLIEeHWM YCIOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- npu HECOOTBETCTBUM BHELIHEro BWAA peareHTOB, YKa3aHHOro B nacrnopte K Habopy
peareHToB;

- Nnpy HapyLeHNUN BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

- Mo MCTEYEHMIO CPOKa roAHOCTM Habopa peareHTos.

MpuMmeyaHne - Habop peareHTOB He COQEPIKUT MaTeEpPUasnoB 6MOJIOMMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagalowmx KaHUeporeHHbIM, MyTareHHbIM AeNCTBUEM, @ TaKXe BAUSIIOLLNX
Ha penpoayKTUBHYI GYHKUMIO 4YenoBeka. [Mpyv UCMNOAb30BaHMM MO Ha3Ha4YeHUO M cobsioaeHUUn Mep

NpefoCTOPOXXHOCTU ABNAETCA 6€30MNacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,
AO3MpoOBaHue
aBTOMATU3UN-

dacoBka S

O6o0pyanoBaHMe, peareHTbl U pacxoaHble MaTepuanbl
CTpunbl | Npobupkn | py4dHoe

poBaHHOE
MLP-6okc aa ha Aa ha
aMnAnduKaTop C AeTeKunein B pexxmMe peasibHoro BpemMeHmn? aa aa aa aa?
MUKPOLEHTPpUdYra-BOpTEKC na na na ha
0TOp AN MUKPOLEHTPUdYrM-BOpTEKCa AN CTPUMOBAHHbIX

Epo6l:l)4pﬂox Oﬁ'béPMCI)-lM 0,F2> $1y P g P na’ HeT HeT HeT
XONOAMNBHUK C MOPO3USIbHOW KaMepoW na na na ha
WTaTMB «paboyee MecTo» A5t Npobupok o6béMomM 0,2 Mn HeT aa na* HeT
WTaTMB «paboyee MeCcTo» AJst CTPUNMOBAHHbLIX NPOB6UPOK 3

06bémom 0,2 mn Ad HeT HeT HeT
wraTnB «paboyee MmecTto» Ans npobupok o6béMom 1,5 mn ha ha ha aa
[03aTopbl MEXaHNYECKME UMM SN1EKTPOHHbIE NEPEMEHHOro 06bEMa

OAHOKaHasnbHble, N03BONsAOWME OTOMPATL 06BEM XKMAKOCTHU na na na Aa

ot 2,0 go 20 mkn, ot 20 ao 200 Mk, ot 200 go 1000 mkn
OAHOpa30Bble HAKOHEYHUKK C DUNLTPOM Ans
nonyaBTOMaTU4ecKMX A03aTopoB, cBoboaHble oT PHKas un aa aa aa aa
OHKa3, 06béMoM 20 MKnN

O0[HOPa30Bble HAKOHEYHWKM A1 NOSlyaBTOMaTUYEeCKMX A03aTOpoB,
cBobogHble oT PHKa3 n 1HKas, o6bémom 200 Mk, 1000 mMkn
wTaTMse ANns 403aTOpoB ha ha ha aa
npobmMpkn MMKpoLeHTpUdYyxHbie 06bEMOM 1,5 Mn
C Kpbllwkamn, ceoboaHblie oT PHKa3 n JHKa3
npobmpkn aMmnanpukKauymoHHble 06bEMOM 0,2 Mn
C Kpblwkamn, ceobogHble oT PHKa3 n AHKas3 HeT HeT ha HeT
unun mukponnaHwert MLUP 96 nyHok?

OZHOpa30Bble NepyaTkn MeauumHckme, 6e3 Tanbka,
TEKCTYpUpPOBaHHbIE

&MKOCTb ANnsa cbpoca MCcnonb3oBaHHbIX HAKOHEYHWKOB,
npobmpoK 1 Apyrux pacxoAHblX MaTepuanos

TpaHcnopTHasa cpeaa (Npn HeobxoaMMOCTK), peKkoMeHayeTcs
Mcnonb3oBaTb TpaHCNOPTHYO cpeay ansa 6uonpob CTOP-O, ha ha ha Aa
000 «AHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640
dpusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN

(npn HeobxoamMocCTn)

YcTponcTeo fosupytowee ATcTpuM

no TY 9443-005-96301278-2012 B BapuaHTe UCMNOSIHEHUS
12M1 nnm 15M1, OO0 «HINO OHK-TexHonorusa», Poccus,

PY N? P3H 2015/2982, nanee no tekcty - OTcTpuM
OZHOPAa30Bble HAKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLErO
ycTporicTtea ATcTpuM B KoMniekTaumm *M1, csoboaHble oT
PHKa3 n JHKa3, 06bémom 200 MK nam peKoMeHAO0BaHHbIE
ANS @aHaNOrM4YHOro UCMob3yeMOro AO3MPYHOLWEro yCTponcTea

aa aa aa na

aa aa aa na

Aa Aa Aa Aa

Aa Aa Aa Aa

Aa Aa Aa Aa

HET HET HET Aa

HET HET HET Aa

1 - panee no TeKkCTy - JAeTekTUpylowWwMii amnnudukatop; Tpebyemble napaMeTpbl AETEKTUPYHOLLMX
aMnanduKaTopoB yKasaHbl HUXe

2 - TONIbKO AeTekTupyowmnin amnamdukatop «ATnpaiim» (Moandukaums OTnpanm» *X*), 000 «HMNO OHK-
TexHonorua», Poccusa, PY N2 ®CP 2011/10229

3 - He ncnosb3yeTcs Ans AeTekTupytowero amnandukaTopa Rotor-Gene Q

4 - TONbKO MpY UCMONb30BaHMM NPOBUPOK

5 - He UCMonb3yeTcs Ans AeTeKTUpYLWnX aMmnandukaTopos «ATnant» n Rotor-Gene Q
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®acoBKa S dacoBka U,
O6o0opyaoBaHue, peareHTbl U pacxoAaHble MaTepuanbl AO3UpOBaHue
CTpunbl | Npobupkn | pyyHoe asToMarsi-
poBaHHOE
YcTpolicTBO ANS 3anevyaTbiBaHUs naaHweTto ATnak, 1
HeT HeT Aaa aa
000 «HMNO AHK-TexHonormsa», Poccus
ueHTpudyra c RCF He Huxe 100, c aganTepoMm Ans
pudy (9) ! P HeT HeT nal na
MUKPOMIAHLIETOB
nonuMepHas TepMonaéHka Ans 3anedyaTbiBaHUS )
HeT HeT ha aa
MUKPOMIAHLETOB
MukponnaHwet MUP 384 nyHku HeT HeT HeT na

Habop/KOMMNNEKT peareHToB ANs BblaeneHns HK ns 6Monornyeckoro matepumana?, peKoMeHayTCs:

- KoMnnekT peareHToB Ans BblAeNeHns HyKnenHoBbix kncnot NMPOBA-HK/MPOBA-HK-MJTHOC

rno TY 9398-035-46482062-2009 B ¢popMe koMniekTaumm: komnnekt NMPOBA-HK,

000 «[HK-TexHonorusa TC», Poccusa, PY N2 ®CP 2010/08867;

- KoMnnekT peareHToB Ans Bbiaenenms AHK no TY 9398-037-46482062-2009 B hopMe KOMMAeKTaUnmn:
MPOBA-I'C, OO0 «HK-TexHonorus TC», Poccusa, PY N2 ®CP 2010/08696;

- Habop peareHTOB A4N4 BblaeneHns HyknenHoBbix kncnot NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnnekTaunm MPOBA-MY-PANMNA, OO0 «AHK-TexHonorus TC», Poccus,

PY N2 P3H 2017/5753;

- KomnnekT peareHToB ansa sbigeneHna AHK MPOBA-PAMNA no TY 9398-015-46482062-2008,

000 «[HK-TexHonorusa TC», Poccusi, PY N2 ®CP 2008/02939;

- Habop peareHToB Ans sBblgeneHna JHK yenoseka, 6aktepuii, BUpycoB 1 rpubos u3 61Monornyeckoro
MaTepuana YyenoBeka M KynbTyp MnkpoopraHusamos (MPOBA-OMNTUMAS3)

no TY 21.20.23-124-46482062-2021, OO0 «[AHK-TexHonorus TC», Poccus, PY N2 P3H 2022/17496;

- Habop peareHToB ans sbigeneHmns AHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-2019,

000 «[HK-TexHonorus TC», Poccus, PY N2 P3H 2021/14391.

AononHuTenbHO AnsA npeno6pab6orkm m BbiaeneHnsa AHK ns 6uontatoB/NnyHKTaTOB

C ucnosib3oBaHMeM kKommnnekroBs peareHtos MPOBA-HK v MPOBA-IC:

60okc 6buonornuyeckom 6esonacHoctum II knacca

ueHTpudyra ans npobupok o6vémom 1,5 mn, ¢ RCF(g) He Huxe 12000

TepMoCTaT TBepAOTENbHbINA, NOAAEPXUBAOLWMIA TeMnepaTypy 65 °C

aneKTpuYeckuii nabopaTopHbI acnMpaTop C KOs160N-N0BYLWKON ANS yAaneHUs HafoCafouHbIX
XNAKOCTEN

OHOpa30Bble HAaKOHEeYHUKK 6e3 punbTpa, cBob6oaHblie oT PHKa3 u [1HKa3, ans anektpuyeckoro
nabopaTopHOro acnupartopa

XO0N0ANNBHUK C MOPO3MIbHON KaMepom

MUKPOLIEHTpU Y ra-BopTeKC

npobupkn MMKpoueHTpudyxHble 06bEMoM 1,5 Mn ¢ kpbiwkamn, ceoboaHble oT PHKas n JHKa3

wraTnB «paboyee MmecTto» Ans npobupok o6béMom 1,5 mn

[03aTopbl MEXaHMYEeCKMEe UM INEeKTPOHHbIe OAHOKAaHasnbHble C NepeMeHHbIM 06bEMOM, No3BoNAOWME
otbupaTb 06b€MbI xmnakoctm ot 20 go 200 mkn, ot 200 go 1000 mMkn

OZHOpPa30Bble HAaKOHEYHUKM C PUNLTPOM AN NosyaBTOMaTUYeCKMX Ao3aTopos, cBoboaHblie oT PHKa3 m
OHKa3, o6bémom 200 Mk, 1000 mkn

WTaTUB ANS A03aTOPOB

0AHOpa30Bble NepyaTku MeauuuHckme, 6e3 Tanbka, TEKCTYPUPOBaHHbIE

€MKOCTb AN18 c6poca MCMOMb30BaHHbIX HAKOHEUYHUKOB, NPO6MPOK N APYTUX PacXoAHbIX MaTepuanoB

nesnHdumnpyowmin pacteop

dusnonornyecknin pactsop (0,9% NaCl) ctepunbHbIin (Npyn HEO6X0AMMOCTH)

TpaHcnopTHas cpeda (npy Heob6xoaMMOCTH)

! - Npu 1cnonb3oBaHWWM MUKPOMIAHLLETOB

2 - BO3MOXHOCTb MCMOJIb30BaHWs Habopa/KoMMNeKTa peareHToB ANs BblaeneHma AHK Toxoplasma gondii
onpegenseTca BuaoM 6uonornyeckoro Matepuana (7.1)

3 - pns Bblaenernus OHK M3 KpoBM TO/bKO B BapuaHTe ncrnonHeHuns MPOBA-ONTUMA MAKC
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Habop peareHTOB NMpUMEHSIETCHA C AETEKTUPYHOLWMMM aMNnmnduKaTopamMu naaHLWETHOro w
pOTOPHOro TMMNA C CUCTEMOM pgetekumn GnyopecueHTHOr0 CUrHana B pexXuMme peanbHOoro
BPEMEHM, 3apPeErncTpupoBaHHbIMW B YCTAHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cnepyowmM TpeboBaHUSaM:

- obecneunBaeTtca paborta ¢ 06beMOM peakuMoHHoM cMecn 35 Mkn (dhacoska S) mnm 18 Mkn
(dbacoBka U);

- obecneumnBaetcsa paborta c dnyopodopamm: Fam, Hex (Vic);

- noaorpeBaeMasl KpbilwKka ¢ TemnepaTtypon 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxJlaxaeHusa He meHee 1 °C/c;

- TOYHOCTb MOoAAepXaHUs U 0OA4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

Ona paboTtel ¢ HabopoM peareHTOB BalMAMPOBaHbI Chedylolne AeTekTupylowme
amMnandunkaTopbl:
- AMnnndukatop  AETEKTUPYIOLWNi «OTnpanm» no TY 9443-004-96301278-2010
(Mmoandukaumus «ATnparm *M*»), OO0 «HMNO OHK-TexHonormsa», Poccus, PY N2 ®CP 2011/10229,
Janee no Tekcty - «ATnpanm»;
- AMnnudukaTop  AETEeKTUPYHOLLNIA «ATnpanm» no TY 9443-004-96301278-2010
(Mmopomdukauma «ATnpanm *X*»), 000 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10229
(Tonbko ansa Habopa peareHToB B hacoBke U aAns aBTOMAaTU3NMPOBAHHOINO A03MPOBaHUS), Aanee
no TekcTy - «ATnpanm» B Mmoanbukaumm «ATnpanm *X*»;
- AmnnudukaTop AeTeKTUPYHOLLNIA «ATnant» no TY 9443-003-96301278-2010
(Mmoandumkauma «ATnant *S*»), OO0 «HMNO AHK-TexHonorus», Poccmsa, PY N2 ®CP 2011/10228
(Tonbko ans Habopa peareHTOoB B (pacoBke S; B dacoBke U ansg pydyHOro A03MpOBaHUS Mpwu
NCNoNb30BaHUM NpobupokK), Aanee No TekCTy - «ATnanT»;
- Mpnbop ans npoBeAeHUs MOMMepasHON LIEMHOW peakuun B peXxuMe peanbHOro BpeMeHU
Rotor-Gene Q, QIAGEN GmbH, TlepmaHus, PY N°2 ®C3 2010/07595 (tonbko pans Habopa
peareHToB B hacoBke S, npobupku; B dacoske U ang pyyHOro 403MpoOBaHUS Npu UCNOb30BaHUN
npobupok), aanee no Tekcty - Rotor-Gene Q;
- TepMmouuknep ans amnamukaumm HyknemHosbixX kucioT 1000 ¢ MogyneM peakuMOHHbIM
ontnyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag JNabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no tekcty - CFX96;
- AMnandukatop  HykaeumHoBbiX  kucnoT  Applied  Biosystems  QuantStudio5 ¢
rmbpuamnsaumnmoHHo-dpayopecLeHTHON geTekumnen npogykTtos MLUP B pexxnme peanbHOro BpeMeHu,
«Jland TekHonogxnc Xongudrc Mre. Jita.», Cudranyp, PY N2 P3H 2019/8446, nanee no TeKCTy -
Applied Biosystems QuantStudio 5.

Mo BonpocaM NpUMEHEeHUs AeTEeKTUPYHOLLUX aMI'IJ'Il/I(bMKaTOpOB, HE YKa3aHHbIX BbllUE,

Tpe6yeTc9| cornacosaHue C Npon3BoanNTENEM Ha6opa peareHTos.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Ana nccnenoBaHWs MCNOMb3YIOT KPOBb, CAMHHOMO3MOBYHO XUAKOCTb, aMHUOTUYECKYIO

XNAOKOCTb, 6uonTtaTbl nnn MYHKTATbl U3 O4aroB nopa>eHusa opraHoB U TKaHen.

6.2 Obwme TpeboBaHus

6.2.1 NccnepoBanme w™etogoMm T[UP oTHocutCcs K npsiMbiM  MeToAaM JnlabopaTopHOro
nccnenoBaHusi, MoaToMy B3sTMe 6uonormyeckoro Mmatepuana 4denoBeka Heobxoammo
npoBoAMTb W3 MeCTa JioKanmsaumm UHGEKUMOHHOro rnpouecca. PeweHne o
Heo6Xxo0aMMOCTN nccrenoBaTb TY WM UHYIO NOKaan3auMio NpUHMMaeT Jedalwmii Bpay Ha
OCHOBaHMK COBpaHHOro aHaMHe3a N KJIIMHUYECKOM KapTuHbl 3aboneBaHus.

6.2.2 [Ons noay4YeHMs KOPPEKTHbIX pe3yibTaToB 60/bloe 3Ha4YEHME MMEET KauyecTBO B3ATUSA
obpasua 6uomaTepmana ANS UCCNeAOBaHWUSA, €ro XpaHeHwe, TpaHCrnopTMpoBaHue U
npeaBaputensbHas obpaboTka.

Mpn HeobxoammocTn B3aTUS 6uMoMaTepmana U3 HECKONbKUX 6WOTOMoB MoBTOPUTE
npoueaypy, Kaxabli pas 3abupas matepuan B HOBYO NMpobupky.

HenpaBunbHoe B3aTne buomatepuana MOXET NPUBECTU K MONYYEHUIO HEAOCTOBEPHbIX
pe3y/bTaToB W, BC/IeACTBME 3TOF0, HEO6XOANMMOCTU €ro NOBTOPHOIO B3SATUS.

6.2.3 Ha 2tane noarotoBkn 6uoMaTepuana WCMob3yhTe O0AHOPA30Bble HAKOHEUYHWUKU C
dunbTpoM, cBoboaHblie oT PHKa3 n HKas.

6.2.4 [ns npenoTtBpalleHMs KOHTaMMHaUMW OTKpbIBaWTE KpPbIWKY TONbKO TOM Npobupku, B
KoTopyto byaeTe BHOCUTb Buonormyeckmin Matepman, u 3akpbiBante ee nepen pabortomn

CO cneaytowen npobupkoi.

MpumeyaHue - BaaTne, npeaBapuTeNbHyto 06paboTKy, XpaHeHMe W MnepeBo3Ky, nepeaadvy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy oCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, PpErfnaMeHTUpyoLWMM BbINO/IHEHNE WCCNEAOBaHUI B COOTBETCTBUM C TpeboBaHMAMU
MY 1.3.2569-09 n CaHlluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCs mnoarotoBka o6pa3uos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 TNepudepnueckas KpoBb
B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMUIO

ncnonb3yeMbiX HabopoB/KOMNNEKTOB peareHToB An4 BblaeneHns HK (7.1).

OrpaHunuyeHme Mertopal: BHYTPUBEHHbIE WHbEKUWM renapuHa, WHdY3MM npenapaTtoB Ans

rnapeHTepasbHOro NMTaHng — MeHee 4YyeM 3a 6 Yyacos A0 UCCef0oBaHUA.

1 - ecnn 3TO He MpPOTUBOPEUUT TPebOBaHMAM K UCMOJSIb3yEMbIM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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6.3.2 CnnMHHOMO3roBas XXnAKOCTb, aMHNOTUYECKas XUAKOCTb
B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKLUMSMM MO MNPUMEHEHUIO
ncnonb3yemblXx HabopoB/KOMMNEKTOB peareHToB Ans BoiaeneHns HK (7.1).

6.3.3 bwuonTtaTbl/NyHKTaTbI
B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMM C WHCTPYKUMSMM MO MNPUMEHEHMIO
MCrnoJsib3yeMbiX HabopoB/KOMMNIEKTOB peareHToB aAns sbliaenenms HK (7.1).
Mpu ncnonssosaHuu ans seoiaenenmnsa JHK komnnektos peareHToB NMPOBA-HK n MPOBA-IC:
B3atne wMaTepmana npoBoaAMTCA B OAHOpasoBble npobupkn ob6bEMOM 1,5 Mn
C TPAHCNOPTHOM Cpeaol, npeaHasHa4YeHHoW npoussoanTenieM ANns TPaHCNOPTUPOBAHUS

1 xpaHeHus obpa3uos buonormyeckoro matepuana gns NUP-nccnegosaHum.

6.4 TpaHcnopTupoBaHMe n xpaHeHne obpasuos buonormyeckoro Mmatepmana

YcnoBus TpaHCOOPTUPOBaHMA W XpaHeHus obpasuoB 6Huonornmyeckoro martepuana
onpeaenstoTcs MHCTPYKUUSMWN MO NPUMEHEHMUIO UCMONb3yeMblX HAbOpOB/KOMMNNEKTOB peareHToB
ansa sbigenenna HK (7.1) nan ncnonb3yembix A7 TPaHCMOPTUPOBaHMS M XpaHeHust ob6pa3suos
TPAHCMOPTHbIX Cpea.

Jonyckaetca xpaHeHue o6pa3uoB 6uMonornyeckoro Martepumana npu TemnepaType
oT 2 °C go 8 °C He 6onee 24 4. B cnydyae HEBO3MOXHOCTU AOCTaBKM MaTepuana B abopaToputo
B TeYEeHMe CyTOK AO0MyCKaeTCcs O4HOKpaTHOE 3aMopaxuBaHue Matepuana. [JonyckaeTcsa XpaHeHue
3aMOpPOXEHHOro MaTtepmana npu temMmnepaTtype oT MUHycC 22 °C go MmHyc 18 °C B TeueHune ogHoro
Mecsua (ecnm 3To He npoTueBopeunT TpeboBaHMSM K MCNosb3yeMbiM HabopaM/KoMnnekTaMm
peareHToB Ans BblaeneHmss HK wmnm ucnonb3yembiM Ans TPaHCNOPTUPOBAHUS W XpPaHEHUs

06pa3uoB TPAaHCMOPTHbLIM cpeaaM).
BHUMAHME! Cnegyet nsberatb NOBTOPHOIO 3aMOpPa)MBaHUs U oTTanBaHus obpasLos.

6.5 MoaroToBka 6mMonorMyeckoro Matepuana yenoseka ans sbiaenenHms AHK

6.5.1 Nepwudepunyeckas KpoBb, CNMIMHHOMO3roBas XXMAKOCTb, aMHMOTUYECKAs XUOKOCTb
MoarotoBka 6uonorndyeckoro Matepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCSH B
COOTBETCTBUM C MHCTPYKUMSMU MO MPUMEHEHUID MUCMNOMb3yeMblX HabopoB/KOMMAEKTOB
peareHToB A5 Bbigenenms HK (7.1).

6.5.2 bwuonTaTtbl/MyHKTaAThI
Mogrotoeka 6uonormyeckoro atepuana (nNpu HeobxoAMMOCTM) MNpPOBOAUTCA B
COOTBETCTBUM C UHCTPYKUMSAMU MO MPUMEHEHUID MUCMONb3yeMblX HaAabopoB/KOMMAEKTOB
peareHToB A5 Bbigenenms HK (7.1).
Mpu ncnonbsoBanuu ansa ebigeneHns AHK komnnektoB peareHToB NMPOBA-HK v MPOBA-IC:

6.5.2.1 BcTpsxHuTe npobupku ¢ buomatepmnasnioMm Ha MUKpPOUEHTpMUdYre-BopTeKce B TeyeHue

3-5 c 1 ueHTpudyrnpynTe Ha MMKpoueHTpudyre-eopTekce B Te4eHme 3-5 c.
6.5.2.2 Yaanute Hapocago4vHYo XUAKOCTb.

Obpaszey rotos ana eoigenenmsa AHK (7.2).
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeloLme permncTpaunoHHbIe YA0CTOBEPEHUSA Ha MEANLIMHCKOE n3aenne n npeaHasHavyeHHble 414
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenblo nocneayrouwero nccnegosaHna AHK metogom
MNupP, Hanpumep, NMPOBA-HK, MPOBA-IC, MPOBA-MY-PAMNKNA, NMPOBA-PANUA, NMPOBA-OMNTUMA,
MPOBA-MY MAKC (Ttabnuua 2).

Tabnuuya 2 - Habopbl/KOMNNeKTbl peareHToB, pekoMeHAoBaHHble Ans Bblgenennsa AHK ans

AanbHenwero nccnegoBaHns € Mcnonb3oBaHMeM Habopa peareHToB Toxoplasma gondii

MuHuManbHoe
Ha6op/koMnneKT peareHtos, PY BuomaTtepuan KOJIN4YEeCTBO
anoara, MK
KomnnekT peareHtos NMPOBA-HK, CnnHHOMO3roBas XXMaKoCTb, 50
PY N2 ®CP 2010/08867 6uonTtaTbl, NyHKTaThI
KomnnekT peareHTtos NMPOBA-TC, CnnHHOMO3roBas XXMaKoCTb, 100
PY N° ®CP 2010/08696 6uonTaTbl, NyHKTaThI
Habop peareHTtos NMPOBA-MY-PAMNA, CnnHHOMO3roBas XuWaKoCTb, 100
PY N° P3H 2017/5753 aMHMOTUYECKAs XNOKOCTb
KomnnekT peareHtos NMPOBA-PANNA, CHMHHOMO3r0Bas KUAKOCTD 500
PY N2 ®CP 2008/02939;
LlenbHasa nepudepuyeckas KpoBb! 100
Hab6op peareHTos NMPOBA-OMNTUMA, CNMHHOMO3roBas XMAKOCTb,
PY N2 P3H 2022/17496 aMHUOTMYecKas XUAKOCTb, 400
6uonTaTbl/NyHKTaThI
Habop pearerros MPOBA-MH MAKC, LenbHas nepudepundeckas KpoBb 50
PY N2 P3H 2021/14391

Bbinenenne [OHK npoBoAAT B COOTBETCTBUM C  WMHCTPYKUMEN MO MNPUMEHEHUIO

ncnonb3yemMoro Habopa/KoOMMNIEKTa peareHToB.

BHUMAHME!

1. OpgHoBpeMeHHO C BblgeneHvem [OHK un3 6uonormyeckoro wMaTtepumana Heobxoammo
NOAroTOBMUTb OTpuUaTeNbHbI KOHTPOJIbHLIN 0bpa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkn. [ANna 3TOro pekoMeHAyeTCs WMCNoAb30BaTb (U3MOAOrMYECKMn pacTBOp WU
OoTpMUaTEeNbHbIN KOHTPOJIbHBLIN 06pa3el, BXxoaswmii B coctaB Habopa/KOMNIeKTa peareHToB Ans
BblAENEeHNS HYK/IEUHOBbIX KWCAOT B O06bEME, YyKasaHHOM B WHCTPYKUMWM MO MNPUMEHEHUIO
COOTBETCTBYOWEro Habopa/KoMNneKTa peareHToB.

2. Boigenenme OHK mn3 6monTaToB/MYyHKTATOB C WCMOJSIb30BAaHMEM KOMIMJIEKTOB pPEareHToB

MPOBA-HK n MPOBA-I'C npoBOANTCS COrNAacHO AAHHOM MHCTPYKUuK (7.2).

7.2 Boigenenmne OHK 3 6mnontaToB/NyHKTATOB C MCMOSIb30BAaHMEM KOMMIEKTOB peareHToB
MPOBA-HK n MPOBA-IC

7.2.1  O6wwe TpeboBaHus

7.2.2.1 Ncnonb3yiiTe oAHOpa3oBble HaKOHEYHUKU C hunbTpoMm, cBoboaHble oT PHKas u

OHKa3. Ucnonb3yemble HaKOHEYHUKU MeHSanTe npun Kaxaom yaaneHunn pacrtesopa U3

1 - TONIbKO C UCMO/Ib30BaHMEM Habopa peareHToB B BapuaHTte ucrnonHeHms NMPOBA-ONTUMA MAKC
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npobupkun. Mpn paboTe Cc acnnpaTtopoM WMCNOSb3YNTE HaKOHeYHWKn 6e3 unbTpa,
cBoboaHble oT PHKa3 n HKas.

7.2.2.2 Mpn pobasneHun pacTBopa B NpobupkKy, coaepxawyto buonorMdyeckmin matepuvan,
BHOCMTE pacTBOpP aKKypaTHO, He KacasiCb CTEHOK Npobupku. Mpu KacaHUM CTEHKMU
NpPobMpKM CMEHNTE HAKOHEYHMUK.

7.2.2.3 Onsa npepoTeBpalleHns KOHTaMUHAUWM OTKpbIBaTe KPbIWKY TOSIbKO TON Npobupku, B
KoTopyto byaeTte BHOCUTb pacTBOp WAM M3 KOTOopon GyaeTe yaansaTb HagoCaAO4HYHO
XXMOKOCTb, U 3aKpblBanTe ee nepes paboTol co cneaytoen npobrupkon. He gonyckaetcs
paboTaTb 04HOBPEMEHHO C HECKOJIbKMMN NpOobMpKaMm C OTKPbITbIMU KpbILKaMM.

7.2.2.4 HenzBecTHble 06pa3ubl M OTpMUATENbHbLIN KOHTPOsbHbIN 06pa3sey (K-) Heobxogmmo
obpabaTbiBaTb MO e4MHON CXeMe O4HOBPEMEHHO COr1aCHO AAHHOW MHCTPYKUUN.

7.2.2 BbigeneHne OHK n3 6montatoB/NyHKTAaToOB C MCMNO/Ib30BAHWEM KOMIJIEKTa peareHToB

MPOBA-HK

BHUMAHME!

1. Mepea Havanom paboTbl HeO6X0AMMO:

- BKJ/IIOYUTb TEepMOCTaT AN nporpesaHnsa go 65 °C;

- [A0CTaTb W3 XOJ0AMNbHUKA KOMIMJIEKT peareHToB A8 BblAENEHUS HYKJIEMHOBBLIX KUCNOT U
MPOKOHTPO/IMPOBaTb OTCYTCTBUE OCaZKa B NN3MPYHOLEM pacTBope. B criyyae BbinageHMsa ocagka
HeobxoanMo nporpeTb (NakoH C AU3NPYIOWMM pacTBOPOM Ha TepMocTaTe, npeaBapuTeNibHO
nporpetoMm Ao 65 °C, o NONHOrO pacTBOpeHUsa ocajaka. 3aTeM creAyeT nepeMewaTb pacTBop
nepesopaymBaHmeM dnakoHa BBepx AHOM 5-10 pa3, wusberas neHoobpasosaHus. [epen
MCMNOSIb30BaHMEM OX/1aANTE pacTBOp A0 KOMHaTHOM TemnepaTypbl (oT 18 °C go 25 °C). Ocagok
TakXe MOXHO pacTBOpuTb MNpu KOMHaTHoi Temnepatype (or 18 °C gmo 25 °C) B TedeHue
npnbnunsntenpHo 12 vyacos.

2. Mpn nporpeBaHMn NpobMpPOK BO3MOXHO OTKpbiBaHWe Kpblwek! CneayeTr MCnonb3oBaTb
npobmpkn ¢ 3awénkmpamwmmmca Kpbiwkamn (Hanpumep, Eppendorf Safe-Lock Tubes) wnwu
nporpaMmMmpyeMblie TepMOCTaTbl C MPMXXUMHOM KPbILWKON (HanpuMep, TepMocTaT TBEPAOTE bHbIMN

nporpaMmMmpyembii ManorabaputHbii TT-1-«HK-TexH.», npomssoactea OO0 «HMO AHK-TexHonormns»).

7.2.2.1 MpoMapKkunpyinTe no ogHOM 04HOPA30BOM NMAACTMKOBOM Npobupke o6vémom 1,5 mn ansa
Kak4oro Hem3BecTHoOro obpasua un ans oTpuuaTenbHOro KOHTposibHoro obpasua (K-).

7.2.2.2 [ob6aebTe B Npobupku ¢ nogrotoeneHHbIMU obpasuamm buontatos/nyHkTaTos (cM.6.5.2)
1 B Npobumpky «K-» no 300 MKA nn3unpytowero pactesopa, He KacasiCb kKpasi Npobumpok.

7.2.2.3 BHecnte B npobupky, npoMapkmpoBaHHyt <«K-», 100 mkn oOTpuuaTesibHOro
KOHTpONbHOro obpa3sua. MnoTHO 3akpoiTe NpobupkKn, BCTPAXHUTE MNPOBGMPKKU Ha
MUKpPOLEHTpUdyre-sopTekce B TeyeHue 3-5 c.

7.2.2.4 TepmocTaTmpyinte npobupkmn npm 65 °C B TeueHue 30 MWUH, LeHTpUdyrmpyimTe Ha
MUKpPOLIEHTpUdYyre-sopTekce B TeyeHne 3-5 c.

7.2.2.5 MNepeHecuTe B COOTBETCTBYHOLLME MPOMAPKUPOBAHHbIE NPOBUPKM ANA HEU3BECTHbIX
06pasuoB HaA0CaAOUHYIO XNAKOCTb. s Nnpobupkn «K-» nepeHoCcuTb Haa0CaA04HY O

XUAKOCTb He TpebyeTcs.
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7.2.2.6

7.2.2.7

7.2.2.8

7.2.2.9

7.2.2.10
7.2.2.11

7.2.2.12

7.2.2.13
7.2.2.14

7.2.2.15

7.2.2.16

7.2.2.17

7.2.2.18

7.2.2.19

Job6aBbTe B kaxayto npobupky no 400 Mkn peareHTa Ass NpeunnuTanmm, He Kacasachb
Kpast npoburpkun, 3akponTe NpobUpPKN N BCTPAXHUTE NPOBMPKU HA MUKpPOLEHTpUdyre-
BOpTEKCe B TeyeHune 3-5 c.

LeHTpndyrnpynte npobupku npu RCF(g) 12000 - 16000 B TeueHne 15 MUH.

He 3ageBas 0cajoK, MOSHOCTbIO yAanuTe HaAOCAAOYHYHO XWMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

JobaBbTe k ocagky no 500 Mkn npombiBOYHOro pactBopa N°1, He kacascb kKpas
npobumpkmn, 3akporite NpobUpKN N akKypaTHO nepesepHUTe Npobupkn 3-5 pas.
LeHTpndyrnpymnte npobupku npu RCF(g) 12000 - 16000 B TeueHne 5 MuH.

He 3ageBasi 0cafok, MOMHOCTbIO yAanuTe HAAO0CAAOYHYI XUAKOCTb (OTAENbHbIM
HAKOHEYHMKOM M3 Kaxaowm npobupkun).

[JobaBbTe K ocagky no 300 MKA npombiBOYHOro pacteopa N°2, He Kacasicb Kpas
npobupkun, 3akpoiite NpobnpKM N akKypaTHO nepesepHuTe Npobmpkn 3-5 pas.
LlenTpndyrmnpyrite npobupku npm RCF(g) 12000 - 16000 B TeyeHne 5 MuH.

He 3ageBasi 0cafok, MOMHOCTbIO yAanuTe HAAO0CAAOYHYK XUAKOCTb (OTAENbHbIM
HaKOHEYHMKOM U3 Kaxaon npobupkn).

OTKpoiiTe Npobupkn n BbiCylwnTe ocagok npu 65 °C B TeueHne 5 MuH.

[obasbTe kK ocagky no 50 Mkn 6ydepa ons pacTBOpeHUs, 3aKponTe Npobupku.
OcaanTte Kkannu uUeHTpudyrmpoBaHueM npobuUpok Ha MUKpoLeHTpudyre-sopTekce
B TeueHune 1-3 c.

TepmocTaTmpyinTe Npobupkn npm 65 °C B TedeHne 10 MUH. BCTpaxHUTE NpobUpKU Ha
MUKpPOLEHTpUdYre-BopTeEKCE B TeueHue 3-5 c.

LleHTpndyrnpynte npobupkm npm RCF(g) 12000 - 16000 B TeueHume 30 c.

MpenapaTt AHK rotos K BHECEHUIO B peakuUOHHY cMecb ans MuP.

Mpenapat AHK MOXHO XpaHuUTb MNpu TemnepaTtype oT MUHyC 22 °C no MumHyc 18 °C
He 6bonee ogHoOro Mecsiua waM MNpu Temnepatype OoT MUMHYC 72 °C go MumHyc 68 °C
He 6onee ogHOro roaa.

Mepen wvcnonb3oBaHuem npenapata AHK ana noctaHoeku [P nocne XxpaHeHus
HeobxoamnMo pasMopo3nTb npenapaT AHK n oTpuvuaTenbHbIn KOHTPONbHbIM 06pa3el npu
KOMHaTHoOM Temnepatype (oT 18 °C go 25 °C) mnm npu temnepatype ot 2 °C go 8 °C,
3aTeM BCTpPAXHYTb npobupku c npenapatoMm [AHK wn oTpuuaTtesibHbiM KOHTPOJbHbIM
o6pa3uoM Ha MuUKpoueHTpudyre-eopTekce B TedyeHme 3-5c un ueHTpudyrmposaTb Ha

MUKpoOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! [na npenapata AHK gonyckaeTtcsa To/bKO OA4HOKPAaTHOE pa3MopaxusaHue!

7.2.3

lMpenapaTt AHK rotoB K BHECEHMIO B peaKLUMOoHHY cMecb anga lMUP.
Boigenenne OHK n3 6uonTaTtoB/nyHKTATOB C WUCMOMb30BaHWEM KOMMJIEKTa peareHToB
MPOBA-TC

BHMUMAHME! [epea HayanoMm paboTbl HEO6XOAMMO BK/OUUTbL TepMOCTaT AN NPOrpeBaHus

no 50 °C.
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7.2.3.1

7.2.3.2

7.2.3.3

7.2.3.4

7.2.3.5

7.2.3.6

7.2.3.7

7.2.3.8

7.2.3.9

7.2.3.10

7.2.3.11

7.2.3.12

7.2.3.13

7.2.3.14
7.2.3.15

7.2.3.16

7.2.3.17

7.2.3.18
7.2.3.19

MpomMapknpymnTe No o4HOMK 04HOPA30BOM NIACTMKOBOM Npobmpke 06vE€MoM 1,5 mn ang
Ka>Aoro Hem3BecTHoro obpasua u oTpuuaTenbHOro KOHTpPoabLHOro obpasua (K-).
[ob6aBbTe B NpobupkuM € NoaroTossieHHbIMK obpa3suamm 6uontatos/nyHKTaToB (CM.6.5.2)
n B Nnpobupky «K-» no 150 Mkn nnsunpytowero pacTeopa, He KacasiCb Kpasi npobupok.
BHecnte B npobupky, npomMapkumpoBaHHyt  «K-», 50 MK1  CTEpWIbHOro
du13mMonornM4yeckoro pacTteopa uam TpaHCNOpPTHOM cpeabl. MN10THO 3aKkpoinTe Npobupkuy,
BCTPAXHUTE NpobMpKM Ha MUKpOUEHTpUdYyre-sBopTekce B TeveHume 3-5 c.
TepMmocTtaTupynTte npobupkm npu 50 °C B TedeHme 30 MUH, UeHTpUdyrupymnte
NpobupKM Ha MUKpoLEHTpUdyre-sopTekce B TedeHume 3-5 cC.

MepeHecuTe B COOTBETCTBYHOLIME MPOMApKMpPOBaAHHbIE NPOBUPKN OANS HEU3BECTHbIX
06pasuoB HaA0CaAOUHYIO XNAKOCTb. OAng npobupkun «K-» nepeHocuTb HaA0CaL04YHY
XXNAKOCTb He TpebyeTcs.

TwaTtenbHO pecycneHanpyinTe copbeHT Ha MMKpoueHTpudyre-sopTekce. lNepeBepHyB
npobupky BBEpPX AHOM, ybeauTecb, YTO COpBEHT He 3anun Ha AHO npobupku. Mpu
HeobXxoaMMOCTM MOBTOPUTE NepeMellnBaHmne copbeHra.

JobaBbTe BO BCe npobupkn (Bkadas <«K-») no 20 MK npeaBapuTesbHO
pecycrneHaAnpoBaHHOro copbeHTa, He Kacascb Kpas Nnpobupkn, 3akponte npobupkm m
BCTPSAXHUTE NpobMpKM Ha MUKpOLEHTPUdYre-BopTekce B TedeHume 3-5 c.
UeHTpudyrmnpynte npobupku npn RCF(g) 12000 - 16000 B TeueHne OAHOM MUHYTHI.
He 3ameBas 0cafoK, MOSHOCTbIO yAanuTe HaAOCALOYHYH XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

[JobaBbTe kK ocagky mo 200 mkn npombiBoYHOro pacrtesopa N21, He Kacascb Kpas
npobupkun, 3akponTe NpobUpPKKM U BCTPSAXHUTE NpPOBMPKM Ha MUKpoueHTpudoyre-
BOpTeKCe B TeueHue 3-5 c.

LlenTpndyrmnpynte npobupku npmn RCF(g) 12000 - 16000 B TeueHMe 04HON MUHYTHI.
He 3ameBas 0CafoK, MOSIHOCTbIO yAanuTe HaAOCAAOYHYH XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 KaXkaon npobumpku).

[JobaBbTe k ocagky no 200 Mkn NpoMbIBOYHOro pactBopa N22, He Kacascb Kpas
npobupkun, 3akKponTe MpobupKM M BCTPSXHUTE MPOBUMPKM Ha MUKpoueHTpudyre-
BOpTeKcCe B TeueHune 3-5 c.

LlenTpndyrmnpynte npobupku npm RCF(g) 12000 - 16000 B TeueHMe 04HON MUHYTHI.
[JobaBbTe kK ocaaky no 200 Mkn npombiBOYHOro pacrteopa N23, He Kacascb Kpas
npobupkun, 3aKkponTe NpobUpPKKM U BCTPAXHUTE MNPOBMPKM Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHune 3-5 c.

LleHTpudyrnpymnte npobupkum npm RCF(g) 12000 - 16000 B Te4eHMeE OAHON MUHYTHI.
He 3apeBas 0caZoK, MOAHOCTbK yAanuTe HaAoOCaAOYHYH >XWUAKOCTb (OTAENbHbIM
HaKOHEYHUKOM U3 Kaxaon npobupkn).

OTKpoiTe KpbIWKN NpobUpoK 1 BbiCywMTe ocagok npm 50 °C B TeueHne 5 MUH.
JobasbTe kK ocagky no 100 Mk an0MpYHOLLErO pacTBOpa, He KacasiCb Kpas npobupku,
3aKponTe NpobupKM U BCTPAXHUTE MPOOBMPKM Ha MUKpOUeHTpudyre-sopTekce B

TeuyeHnue 5-10 c.
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7.2.3.20 TepmocTaTmpyinte npobupku npm 50 °C B TedeHne 5 MUH.

7.2.3.21 UeHTpudyrupynte npobmpkun npm RCF(g) 12000 - 16000 B TedeHMe OAHON MUHYTHI.
HagocagouyHas XuAKOCTb, coAaepxawas BbiaeneHHyo [AHK, rotoBa K BHeceHWIO B
peakuMoHHY cMecb gns MUP.
MonyyeHHbIn npenapat AHK MOXHO XpaHuUTb A0 7 CyTOK mnpu Temnepatype oT 2 °C
no 8 °C. MNepea wucnonb3oBaHumeMm npenapata AOHK ana nocraHoBkm TLUP Heobxogaumo
nosToputb 7.2.3.20 - 7.2.3.21.
Ecnn obpasey npepnonaraetca XpaHuTb 6onee 7 CyToK, nepeHecuTe HaAoCafo4HYHo
XMAKOCTb B OTAEMbHY OAHOPAa30BY NPo6UpKY.
Bbonee 7 cytok npenapat OHK cneagyeT xpaHuTb Npu TemnepaTtype OT MuUHyc 22 °C
00 MUHYyC 18 °C.
Cpok xpaHeHus npenapata AHK npu Temnepatype oT MuHyc 22 °C go mmHyc 18 °C -
He 6onee 6 mecsues.
B cnyuyae ecnu nocne BblgeneHns Hafocaf0uvHas XUAKOCTb, CoAepXKallas BblAeNIeHHY0
OHK, 6blna nepeHeceHa B HOBble Npobupku, nepen mcnosb3doBaHuem npenapata OHK
Ana nocraHoBku MMUP nocne xpaHeHus Heobxoammo pa3Mopo3uTb npenapat AHK u
oTpuUaTEeNbHbIA KOHTPOJbHLIM Oobpa3el, npu KOMHaTHOM TemnepaType (ot 18 °C
0o 25 °C) nnn npun Temnepatype oT 2 °C go 8 °C, 3aTteM BCTPSXHYTb MpPobUpKM C
npenapatoMm OHK u oTpuuaTenbHbiM KOHTPOAbHbIM 06pasuoOM Ha MuKpoueHTpudyre-
BOpTEeKkce B TeyeHne 3-5C u ueHTpudyrnposaTb Ha MUKPOLEHTpudyre-sopTekce

B TeueHune 1-3 cC.
BHUMAHME! [1nsa npenapata AHK gonyckaeTcsa TO/IbKO O4HOKpPaTHOe pa3Mopa)XusaHue!

MpenapaTt AHK rotoB K BHECEHUIO B peakUUOoHHYI cMechb ansa MupP.

7.3 Moarotoska u nposeaeHue MNLP. ®acoeka S
BHMUMAHME!
1. Mpy nNpoBeAeHMM BCeX MNocCneayowmnx AencTeun cneayet niberatb BO34ENCTBUS MPSIMbIX

CONTHEeYHbIX slydelr Ha Nnpobupkn co cMecbio Ansa amnandunkaunm!
2. Mpn ncnonb3oBaHum Habopa peareHTOB B BapuaHTe McCMosiHeHust «dacoBka S, CTpunbI»
cnepyet cTporo cobnoaate KOMMIEKTHOCTb CTPUMOB M KPblIWeEK K HUM. He ncnonb30BaTh KPbILWKK

K CTpunam u3 agpyrmux Habopos peareHToB!

7.3.1 T[poMapkupymnte no ogHowm npobupke/cTpunoBaHHoOM npobupke CcO CMecbo Ans
amMnandunkaumm, 3anedyataHHom napadumHOM, 418 KaX4oro Hem3BecTHoro obpasua, ons
OTpMUaTENbHOIO0 KOHTpPOsbHOro obpasua (K-) n Ana nofoXuMTeNbHOrO0 KOHTPOSbHOMO

obpasua (K+).

BHMUMAHME! Konn4yecTBo peareHToB paccymTaHo He 6bonee yeM Ha 24 NoCTaHOBKM NpU yC10BUMK
BapuabenbHOro Konm4yecTsa HeM3BeCTHbIX 06pa3yoB, 1 OTpuLaTeNbHOr0 KOHTPOIbHOro obpa3sua

“ 1 NONOXUTENBHOIO KOHTPOJSIbLHOIO o6pa3u,a B Ka)AoW NOCTaHOBKe.
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Mpumep:
Heobxognmo npoaHanusmpoBaTb 4 HeM3BeCTHbIX o06pa3ua. [Ona  3Toro  HyXHO
rnpoMapknpoBaTb 4 NpobMpkn Anst HEM3BECTHbIX 06pa3LoB, o4HY Npobupky ans «K-» n
oAHY npobupky ansa «K+». Obwee konnyectso Nnpobupok — 6.
7.3.2 BcTpaxHuTe npobupky C pactBopoM Tag-nonmMmepasbl HAa MUKpOLEHTpUdyre-sopTekce B
TedyeHne 3-5 c 1 ueHTpudyrnpynTe Ha MMKpoueHTpudyre-sopTekce B TeyeHue 1-3 C.
7.3.3 [obaBbTe BO BCe NpoMapKupoBaHHble NpobupkK, He noBpexaas cnon napadwHa, no

10 mMkn pactBopa Tag-nonnMmepassbl.

BHUMAHME! [Mpu mncnonb3oBaHun pnsa nposeaeHus MLUP petektupytowero amnnudukaTopa

Rotor-Gene Q MuHepanbHoe Macso B Npobmnpkn He BHOCKTCS!

7.3.4 [dobasbTe B Kaxay npobupky (npun HeobxoanmMocTn) no ogHon kanne (okono 20 Mkn)
MUHepasabHOro Macna. HennoTHO NpuKporTe NPObUpPKU/CTpUNbl KpbIWKaMN.

7.3.5 BcTpaxHUTe NpobMpKy C NOSOXUTENbHLIM KOHTPOJIbHBLIM 06pa3uUoM Ha MUKpoUeHTpudyre-
BOpTEKCE B TeyeHume 3-5c u ueHTpudyrmpymte Ha MUKpOLEHTpudyre-sopTekce B

TeyeHue 1-3 c.

BHMMAHME!

1. MNepen BHeceHMeM B MNpPobGMPKU C peakUMOHHOM CcMecbio Ana npenapata [AHK wu
OTpUUATENbHOr0  KOHTpPOSIbHOro obpasua HeobxoAMMO  BbIMOJHWUTL  PeKoMeHpauum Mo
ucnonb3oBaHuMi  npenapata [AHK, npuBedéHHble B MHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHnsa HK.

2. Mpn wucnoneszoBaHmn ana Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PANNA, MPOBA-TC (TonbKo B Ciiyvae, ec/u rnocse BblageneHna HagocaaodHas XnaKocTb,
cogepxalas sbigeneHHyto [HK, 6bina nepeHeceHa B HOBble NMPOBUPKN) BCTPSAXHUTE NPOBUpPKK C
npenapatom OHK n oTpuuatenbHbiM KOHTPO/bHbIM 06pa3LoOM Ha MUKpPOLEHTpudyre-sopTekce
B TedeHue 3-5 c u ueHTpndyrnpymnte Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 ¢

3. Mpn wncnonb3oBaHun pansa BbigeneHns [OHK Habopos peareHtoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoamMmo, He BCTpsixuBasi, ueHTpudyrmpoBaTb npobupkn cC npenapaTtom
OHK »n oTpuuatenbHbiM KOHTPO/bHbIM 06pa3LoOM Ha MUKpPOLEHTpudyre-sopTeKce B TeyeHue
1-3 ¢, 3ateMm nomecTuTb Npobupkm ¢ npenapatom OHK B MarHuTHbIA wWTatme. B cnydyae ecnm
nocne BblAeNeHnsa HagocaaouHas XXMAKOCTb, coaepxawasn sblaeneHHyo JHK, 6bina nepeHeceHa
B HOBble nNpobupku, cneayet BCTPAXHYTb nNpobupku ¢ npenapatom AHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKPOLEHTpUdYyre-BopTekce B TeyeHue 3-5 ¢ n ueHTpudyrmposaTtb
Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

4, 0na npenoTepalleHms KOHTaMUHauun cneayet nepen BHeceHmeM [JHK oTKpbiBaTbh KpbILLKK
TONbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpa3el, M 3aKkpbiBaTb MX, nepes
BHeceHueM cregytowiero. B cnyyae ncnonb3oBaHUs CTPUNOB clefyeT 3aKkpblBaTb KPbILWKY CTpuna
nocne BHeceHMs B Hero o6pa3uoB nepes Hayanom paboTbl CO cneaywwmM. 3aKpbiBanTe
npobupku/cTtpmunbl nnotHo. [Mpenapatbl OHK u KOHTposbHble 06pa3ubl cnegyetr BHOCUTH

HaKOHEYHNKaMn C CbVIJ'IprOM.
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7.3.6 BHecuTe B COOTBETCTBYKOLIME MNPOMapKMpOBaHHble MNpPoObMPKK, He noBpexaas Cnou
napaduvHa, no 5,0 Mmkn BblaeneHHoro m3 obpasuos npenapata AHK. B npobupkwy,
npoMapkumpoBaHHble «K-» u «K+», 1HK He BHOCUTCA.

7.3.7 BHecuTe B NpobupKy, NpOMapKUpOBaHHYO «K-», He noBpexaas cnor napaduHa, 5,0 Mkn
OTpMUaTENIbHOIrO KOHTPOJIbHOIro obpasua, npowegwero atan sbigenenHns AHK (cm. 7.1).

7.3.8 BHecute B npobupky, npomMapkupoBaHHyk «K+>», He noBpexaas cnon napaduHa,
5,0 MK/ NONI0XNUTENBHOIO KOHTPONbHOro obpasua.

7.3.9 UeHTpndyrmpynte Bce npobmpkn/CcTpmnbl Ha MUKPOLEHTpU@Yre-BOpTEKCE B TEYEHUE
3-5 ¢ (npu ncnonb3oBaHun ana nposegeHus [MUP pgetekTmpylowero amnandukatopa
Rotor-Gene Q ueHTpudyrmposaHue He obsa3aTenbHO).

7.3.10 YcTtaHoBuTe BCe NpOOUPKKN/CTpUnbl B AeTEKTUPYOWMN amnandukaTop.

7.3.11 [Ana peTekTupylowmx amnangukatopos cepun AOT:
3anycTuTe nporpaMMHoe obecnedeHune agetektTmpyrowero amnamdukatopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee v npu Nocneayowmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4yectBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOSIOXKNTENbHbIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnosioXXeHue npobupok/cTpmunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C MX yCTaHOBKOW W nposegute TMLUP. Mpu
BblbOpe TecTa AoKHa oTobpaxaTbCs NporpamMma, NpuBeaéHHas B Tabnuue 3.

7.3.12 [Ona peTekTupylowmx amnnmdukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

MposeguTte MUP c yyeToM 06BbEMA peakLMOHHOM CMeCcu, paBHoro 35 MkJ1, No nporpaMMam
amnnandukaumn, npuseaéHHbiM B Tabnmuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuuya 3 - T(lporpamMma amnnudbukaunmm ana AeTeKTUpyrwux amMnnmdukaTtopos

«ATnpanm», «ATnant» (dacoBka S)

N2 Yucno Pe>xuM onTrnyeckmnx
6noka TeMmnepartypa, °C MUWH C HMKNOB 3MepeHHii Tvn 6n0ka
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUwnkn
64 0 15 v
94 0 10
3 45 Uwnkn
64 0 15 4
4 94 0 5 1 Lnkn
5 252 XpaHeHune XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) nnv npefoctaBnsieTcss nponssoanTeneM Habopa peareHToB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuua 4 - [llporpamMa aMmnandukauum aAna AeTekTupylowero amnavdukaTopa
Rotor-Gene Q (dacoska S, npobupkm)
o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ KonunuecrBo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM onTUUYECKUX U3MEpPEHUIA, YCTaHOBUTb M3MepeHne dyopecueHuun (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5 - MMporpamma amnandukaumm gns getekTupyrwwmnx amnnmdukatopos CFX96
(cdpacoBku S, U)

Bpems, Konunuecrso UMkoB
o o

N? 6noka (Step) TeMmnepartypa, °C MUK CeK GeEmere0)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
V - pexum ontuuecknx nameperuii (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUMmM no
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuua 6 - [porpamMma aMnavdoukauum AN [OETEKTUPYHOLWMX aMnaMbuKkaTopoB

Applied Biosystems QuantStudio 5 (¢pacoBku S, U)

N2 Bpewms, KonunuyectBo LMknoB
o
Crapusn wara Temnepatypa, °C MMH: CeK (noBTOpPOB)
CTaﬂMﬂ 1 80 0100 1
YAEPXaHUs 2 94 01:30 1
1 94 0:20
Ctagusa NupP 50
2 64 v 0:20
Vv - c60p AaHHbIX Ans HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkoueH

7.4 MoarotoBka u nposeneHune MLUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!

1.  [Ons amnandukaummn cnenyeTt UCnosib3oBaTb OAHOPa30Bble aMMINMUKALMOHHbIE NPO6MPKK
06bEMOM 0,2 M1 MK  MUKponnaHweTsl MLUP 96 nyHok!, repMeTMsnpyeMbie TepMOMJEHKON,
He pekomeHAyeTCsi UMCMoO/b30BaTb CTPUMNOBaHHble nNpobupkM B CBA3WM C  OMACHOCTbIO
nocTaMmnamdmKaumoHHON KOHTaMUHaLUMMN.

2. Mpn npoBeaeHMM BCeEX MOCeAYOWNX AEeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpO6MpKM CO CMeCbio an4d aMI'IJ'IVICbMKaU,VIM!

L - pna petekTupylowmMx amnnaudukatopos «ATnait» u Rotor-Gene Q MuKponfaHweTbl 96 NyHOK

HE NCNOJIb3YHOTCA
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7.4.1 T[poMapkupyinTe HeobxoauMMoe KOMMYEeCTBO OAHOPA30BbIX  aMnAMMUKaLNOHHbIX
npobupok o06vémom 0,2 Ma wmnu MukponnaHwet MLUP 96 nyHOK ANna HEeM3BECTHbIX
obpasuoB, AN OTpuUaTeNbHOrO KOHTpPOnbHOro obpasua (K-) n Ansg nonoXuTenbHOro
KOHTponbHOro obpasua (K+).

MpnmeyaHune - PekoMmeHayeTCcs nMocCTaHOBKa He MeHee 5 o6pa3yoB B OA4HOM uMccnenoBaHWK

(3 HemzBeCTHbIX 0bpa3ua, oTpMUaTesbHbIA N NONOXUTENbHbIN KOHTPOJIbHblE 06pa3ubl).

7.4.2

7.4.3

7.4.4

Mpumep:

Heobxognmo npoaHanm3ampoBaTb 4 HEM3BECTHbIX obpas3ua. [Ons 3Toro  HyXHO
npoMapkuposaTb 4 npobupkn/ 3ape3epsBupoBaTb 4 IYHKWM MUKpPOMIaHweTa Ans
HensBeCTHbIX 06pa3uoB, ogHy NpobuUpKy/NyHKY ansa «K-» v ogHy NpobupKy/nyHKy ans
«K+». Obuwee konnyectso Npobmpok/nyHok — 6.

BcTpsaxHuUTE NpobupKy CO CMecbio Ans amnandukaumm Ha MUKpoueHTpudyre-sopTekce
B TedeHue 3-5 c 1 ueHTpudyrnpymnte Ha MMKpoueHTpudyre-sopTekce B TeueHue 1-3 c.
BHecuTe BO BCe NpOMapKMpoBaHHble NPOGUpKM/HEOOX0AUMbIE NYHKM MUKpOMIaHLIEeTa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cMmecu ang amnnmdukaunm.

BcTpaxHute npobupkmn ¢ MLUP-6bydepom 1 nonummepason TexHoTaqg MAX Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHue 3-5¢ n LeHTpudyrmpymrte Ha

MUKPOLIEHTpUDYre-BopTeEKCE B TeueHue 1-3 c.

BHMUMAHME! T[Monumepasy TexHoTaq MAX HeobxoAMMO AOCTaBaTb M3 MOPO3UIbHON Kamepbl

HENOCPEACTBEHHO Nepe] UCMNOJZIb3OBAHNEM.

7.4.5

7.4.6

MpurotoBbTe cMech MLP-6ydepa c nonuMepason TexHoTaq MAX. [nsa 3Toro cmewamnTe
B OTAE/IbHOM OAHOpa30BoON Npobupke:

. 6,0 x (N+1) mkn MNUP-6ydepa,

o 0,3 x (N+1) mkn nonnMepasbl TexHoTaq MAX,

raoe N — KoM4yecTBO NMPOMapKMPOBaHHbIX MPOBUPOK/KOMUYECTBO HEOH6XOAMMbBIX JTYHOK

MUKpOriaHweTa € YYETOM «K-» 1 «K+»,

Mpumep:
Heobxoanmo npoaHanusnpoBaTb 4 Hen3BeCTHbIX obpasua, «K=», <K+,
MpoMapKnpoBaHHbIX MPOobUpPOK/HEOBXOANMMBIX NYHOK MuKponnaHweTta - 6. HyxXHo

npuroToBuTb cMech lMNMLP-6ydepa 1 nonmumepasbl TexHoTaq MAX ansa 7 (6+1) npobupok/nyHoK,
T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonumepasbl TexHoTaq MAX.

BcTpaxHuTte npobupky c npurotoneHHon cmecbto [LP-6ydepa 1 nonuMmepassl
TexHoTaq MAX Ha MUKpoOULEHTpUdYyre-sopTeKkce B TedeHne 3-5 ¢ n ueHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHMUMAHME! Cwmecb MNUP-6ydepa n nonumepasbl TexHoTaq MAX Heob6xoAMMO rOTOBUTL

HEMNOCPEACTBEHHO NeEpe] UCMNOJZIb3OBAHNEM.

7.4.7

[o6aBbTe BO BCE MPOMapKMpPOBaHHble MPO6UPKN/HEOBXOANMbIE TYHKU MUKPOMIaHLIETa
co cMmecbto ans amnandukaumm no 6,0 mkn cmecu TLP-6ydepa v nonumepassl

TexHoTaq MAX. HennoTHO NnpukponTe NpobupKu.
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BHUMAHME! [ocne nobasneHusa cmecu MNUP-6ydepa 1 nonnMepasbl TexHoTaq MAX B NpobupKn/nyHKu

CO CMecCblo ANnS aMmnandukaumm HeobxoanmMo B TedeHue ABYX 4YacoB BbiNONHUTL 7.4.8 - 7.4.14.

7.4.8 BCTpsiXHUTE NPOBUPKY C NMOSIOXKUTENbHBIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpOLEHTpUdyre-
BOpTEKCE B TeyeHMe 3-5C UM ueHTpUdyrnpyite Ha MUKpPOLEHTpUdyre-BopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B MPOBUPKU/AYHKM C peakUMOHHOM cMecbio ana npenapata AHK u
OTpUUATENbHOr0  KOHTpOsibHOro obpasua HeobxoAMMO  BbIMOAHWUTL  pPeKoMeHpauum Mo
ucnonb3oBaHuMi  npenapata [AHK, npuBedéHHble B UMHCTPYKUMM MO MPUMEHEHUIO
Habopa/kKoMnneKkTa peareHToB Ans BbigeneHus HK.

2. Mpn wncnonb3oBaHmm ana Bblgenenns [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-PANNA, MPOBA-TC (TonbKO B ciyyae, ecnm nocsie BblAeneHns Hagocago4uyHas XuUaKocTb,
cogepxalias sbigeneHnyto [HK, 6bina nepeHeceHa B HOBble NMPO6UPKM) BCTpAXHUTE NpobMpKK C
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpOLEHTpudyre-sopTekce B
TeyeHune 3-5 C 1 UeHTpUdYyrnpyimTe Ha MMKpPoOLEHTpUdyre-eopTekce B TeyeHume 1-3 ¢

3. Mpn wucnonb3oBaHun pana BbigeneHna [AHK Habopos peareHtoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoamMo He BCTpsaxuBas, LueHTpudyrnposaTtb Npobupku ¢ npenapatom AHK
W oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3uoOM Ha MUKpoOUeHTpudyre-sopTekce B TeuyeHune 1-3 c,
3aTeM NoMecTuTb Npobupku c npenapatoMm AHK B MarHuTHbIA wTatmB. B cnyyae ecnm nocne
BblAeNEeHNs HaaocCaZo4vHas XWUAKOCTb, coaepxawas BbiageneHHyto OHK, 6bina nepeHeceHa B
HOBble MpobupKK, cnepayeT BCTPSAXHYTb Npobupku ¢ npenapatoM [AHK un oTpuuatenbHbIM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoLEeHTpudyre-BopTekce B TedeHne 3-5 ¢ n ueHTpudyrnposatb
Ha MMKpoLUeHTpudyre-sopTekce B TeveHue 1-3 C.

4. Ona npenoTBpaweHnsa KOHTaMMHauuu cnegyet nepes sHeceHueM AHK oTKpbiBaTb KPbIWKK
TONbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpasel, u 3akpbiBaTb MX, nepen
BHeceHMeM cnegytowero. 3akpbiBahTe npobupku nnotHo. lMpenapatbl AHK M KOHTpOSbHbIE

o6pa3u,b| cneayeTr BHOCUTb HaAKOHEYHUKaMUK C (bMJ'IprOM.

7.4.9 BHecuTe B COOTBETCTBYKOLWME MNpPOMapKMpOBaHHbie MNpobupkn/Heobxoammbie NYHKU
MUKponaaHwera no 6,0 Mmkn BbigeneHHoro wn3 o6pasuoB npenapata AOHK.
B npobupkn/nyHkn, npomapkmpoBaHHblie «K-» n «K+», [1IHK He BHOCKTCS.

7.4.10 BHecuTe B nNpobMpPKY/AyHKY, NpOMapkupoBaHHyt «K-», 6,0 MKn OTpuuUaTENbHOIo
KOHTponbHOro obpasua, npowegwero atan sbigenedns AHK (cm.7.1).

7.4.11 BHecuTe B nNpob6MPKY/NYHKY, NPOMapKMpoBaHHY <«K+>», 6,0 MK MOM0XUTENBbHOIO
KOHTponbHOro obpasua.

7.4.12 B cny4dae ucnonb3oBaHusa MmkponnaHweTos MNMUP 96 nyHok:

7.4.12.1 TloMecTnTe akKypaTHO, He BCTpsAXuBas, mmkponnaHweTt MNLUP B noanoxky ycTponcrea

ON4 3anedaTtbiBaHMA naaHweTos Tnak.
7.4.12.2 poBeauTte 3anedatbiBaHMe MukponnaHweta T[LUP nonumepHor TepMONnEHKOM

COrNlacHO pyKoBOACTBY MO aKcnnyaTaumu npmbopa ATnak.
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7.4.12.3
7.4.13

7.4.14

7.4.15

7.4.16

UeHTpudyrmnpynte mukponnanwet MLP npn RCF(g) 100 B TeueHune 30 c.
B cnyyae ncnonb3oBaHus npobupok:
LeHTpudyrmnpyinTte Bce npobUpkn Ha MUKpOLLEeHTpudyre-sopTekce B TeueHmne 3-5 ¢ (npwm
ncnonb3oBaHun Ang npoeedenus MUP agetekTupytowero amnandunkatopa Rotor-Gene Q
LeHTpudyrnpoBaHme He ob6a3aTenbHO).
YcTtaHoBuTe Bce npobupku/mumkponnaHwet MUP B geTekTupytowmnin amnandukaTop um
nposeaute MNUP (7.4.15, 7.4.16).
Onsa getekTupyrowmx amnandukartopos cepun OT:
3anycTuTe nporpaMMHoe obecnedeHue getekTmpyowero amnnmdukatopa. lNMpu nepsoM
npoeeaeHnn [MLP 3arpysuTe COOTBETCTBYWOLWMIA TecT!. Janee u npu MocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u
MOJSIOXKUTENBbHONO0 KOHTPOJSbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMob/aoka B COOTBETCTBUM C UX yCTaHOBKOWM mn nposeauTe MUP. MNMpu Bbibope
TecTa Ao/KHa oTobpa)kaTbCca nporpamma, npuseaéHHas B Tabnuue 7.
Onsa petektupyowmnx amnangukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
Mposeante MNLP c yyeTom 06bEMa peakLMOHHOM CMecK, paBHOro 18 Mk, No NnporpaMmmam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 5, 6, 8 COOTBETCTBEHHO.

Tabnuuya 7 - T[lporpaMmma aMmnnaudbukaumm ANa  AeTeKTUPYHLWMX aMnandukaTopos

«OTnpanm», «ATnant» (dacoska U)

Ne UYucno Pe>xum onTtnueckux
Temnepatypa, °C | MuH C - Tun 6noka
6noka LIMK/1I0B U3MepeHum
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 LUunkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 LUnkn
6 252 XpaHeHune XpaHeHune
V - pEXUM ONTUYECKUX U3MEPEHUI

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnsetcs NnponsBoaMTeneM Habopa peareHToB

2 - ponyc

KaeTcsa xpaHeHue npu Temnepatype 10 °C
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Tabnuuya 8 - [lporpamMa aMmnandukauum ana AeTekTupylowero amnaudukaTopa
Rotor-Gene Q (dacoska U)
o
Ne / Cycling TeMmnepartypa, °C / BpeM;_|, c/ Konunuecreo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM ONTUYECKMX U3MEPEHUI, YCTaHOBUTb U3MepeHne dryopecueHumnn (Acquiring) no KaHanam
netekumn Green (Fam) m Yellow (Hex) npu 57 °C

7.5 MoarotoBka wn nposegeHue T1LP. ®acoBka U, C WCNonb3oBaHMEM A03MPYHOLLEro
yctponctea [ATctpum (TonbkKo Ans  geTtektupytowero ammiaundwukatopa <«ATnparm» B

Moaudukaumm «ATnpanm *X*»)

BHUMAHME!

1. Ons amnandmkaumm cnepyet MCNosb30BaThb MuUKponnaHweTbl MUP 384 nyHku,
repMeTm3npyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMM BCEX MOCHeAYHOLWNX AENCTBUA cnepyeT mlberaTb BO3AENCTBUA MPAMbIX

COJTHEYHbIX ﬂyquI Ha I'IpO6VIpKM CO CMeCbio An4d aMI'IJ'IMCbMKaLI,MVI!

MpuMeyvaHune - PekomMeHayeTca nocTaHoBKa He MeHee 5 o6pa3u,03 B OAHOM wuUccneaoBaHuun

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

7.5.1 BcTpsixHuTe NpobupKy co CMechio AN aMmnandukaumm Ha MUKpOLEHTpudyre-BopTekce
B TeueHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.
7.5.2 BcTrpsaxHute npobupkm ¢ TLUP-6bydepom wn nonumepasonn TexHoTaq MAX Ha
MUKpOUEHTPpUdyre-sopTeKkce B  Te4yeHue 3-5¢ " ueHTpudyrnpymnre Ha

MUKpoOUEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! MNMonumepasy TexHoTag MAX HeobxogmMmo goctaBaTb M3 MOPO3WIbBHOW KaMepbl

HenocpeacTBeHHO nepea MCcnoJib30BaHUEM.

7.5.3 Cneays ykasaHusam MO gosupytowero ycrponcresa ATCTpuM, NpUroToBbTE B OTAE/IbHOMN
oAHopa3oBon npobupke cmech MLP-6ydepa c nonnmepasoin TexHoTaqg MAX.

7.5.4 BcTpsaxHuTe npobupky C npurotoBfieHHon cMecblo [1LUP-6ydepa un nonuMmepasbl
TexHoTaq MAX Ha MUKpoUEeHTpUdyre-sopTekce B TedeHne 3-5 ¢ U LeHTpudyrmpymTe Ha
MUKpoOLeHTpudyre-sopTekce B TeueHue 1-3 C.

7.5.5 BcTpsixHuTe NpobupKy € NONOXUTENbHBIM KOHTPObHBIM 06pa3L0oM Ha MUKpPOLIEHTpUdyre-
BOpTEKCE B TeuyeHume 3-5C u ueHTpudyrupymte Ha MUKpoueHTpudyre-sopTekce B

TeueHue 1-3 c.
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BHVUMAHME!

1. Mepen npoBeaeHneM ao3mpoBaHus ang npenapata AHK n oTpuuaTenbHOro KOHTPOAbHOMO
obpa3ua Heob6xoAMMO BbLIMNOMHUTL peKOMeHZaunuM Mo WCrnosib3oBaHU npenapaTta [AHK,
npuBeAéHHbIE B MHCTPYKLUWM NO NpUMeHeHnto Habopa/KoMnsiekTa peareHToB Ans BbiaeneHns HK.
2. Mpu wucnone3zosBaHun ang Bblgenennsa [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMWNA, MPOBA-TC (TonbKo B Ciiyvae, eciu rnocne BblaeneHns HagocaaouHas XXnaKocTb,
cogepxalias sbigeneHHyto [JHK, 6bina nepeHeceHa B HOBble NPOBUPKN) BCTPSAXHUTE NPOBUpPKK C
npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LOoM Ha MUKpPOLEHTpudyre-sopTekce B
TeyeHue 3-5 c 1 ueHTpUdyrnpymnTe Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 ¢

3. Mpn wncnonb3oBaHun ansa BblgeneHns [OHK Habopoe pearenHtoB [MPOBA-MY-PAMNNA,
MPOBA-MY MAKC Heobxoammo, He BCTpsixuBasl, LueHTpudyrmpoBaTb npobupkn C npenapaTtom
OHK n oTpuuaTtenbHbIM KOHTPO/IbHLIM 06pa3uoM Ha MUKpPoUEeHTpudyre-sopTekce B TedeHne 1-3 ¢,
3aTeM noMectuTtb Npobupku ¢ npenapatom AHK B MarHuTHbIM wTtatnue. B cnydae ecnu nocne
BblAeNEeHNs HadocadouyHas >XWAKOCTb, coaepxawasa sbliaeneHHyio AHK, 6bina nepeHeceHa B
HOBble Mpobupkn, cneayeTt BCTPAXHYTb nNpobupkn ¢ npenapatoMm [HK un oTpuuatenbHbIiM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoOLEHTpUdYyre-BopTekce B TedeHne 3-5 ¢ n ueHTpudyrnposatb

Ha MMKpOLeHTpudyre-BopTekce B TeyeHune 1-3 c.

7.5.6 YctaHoBuTe npobupku co cMmecbko ansg amnandwukaumm, co cmecbio [MMLUP-6ydepa wu
nonnmepasbl TexHoTaq MAX, c npenapatamn [AHK, oTpuuaTesibHbIM KOHTPOJIbHbIM
06pa3LoM 1 NONOXMTENbHLIM KOHTPOJIbHBIM 06pa3LoM, a Takxe MMkponnaHwet gna MNP
Ha pab6ounin cron [ATcTpuM u nposeauTe [03MPOBAHWE KOMMOHEHTOB COM1acHO
pyKOBOACTBY MO 3KCrayaTauun.

7.5.7 TloMecTuTe aKKypaTHO, He BCTpsaXxuBas, MmkponnaaHweT MNLP B noanoxkKy ycTpoicTea ons
3aneyaTtbiBaHMA MnaHweTtoB [Tnak nocne 3aBeplueHUMs NporpamMmbl Ha A03MPYHOLLEM
ycTponctee ATCTpUM.

7.5.8 TposeauTe 3anedaTbiBaHMe MMKponnaHwerta MLUP nonvMepHon TepMonaEHKON cornacHo
PYKOBOACTBY MO aKcnayataumum npubopa ATnak.

7.5.9 UeHTpudyrmpynte mnkponnanwet MNUP npn RCF(g) 100 B Teuenmne 30 c.

7.5.10 YcraHoBuTe MukporiaHweT MLUP B 610K getektupyowero amnandukaTopa.

7.5.11 3anyctute nporpamMmHoe obecnedyeHune getektupytowero amnamdukartopa. lNpm nepsom
npoeeaeHnn MLUP 3arpysute cooTBeTCTBYWOWMI TecT!. Janee u npu nocnenyLmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONMYecTBO W unaeHtudukaTopbl 06pasuoB, B TOM 4ucne OTpuUaTeNnbHOro u
MOJSIOXKUTENBbHONO KOHTPOJSIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMob/oka B COOTBETCTBUM C UX yCTaHOBKOWM n nposeauTe MUP. MNMpu Bbibope

TecTa Ao/KHa oTobpaxaTbCs NporpamMMa, npvBeaéHHas B Tabnuue 7.

1 - TecT ansa AeTekTMpylWNX aMnandukaTopos cepumn AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unmn npenocraBnseTcs nponssoanTeneMm Habopa peareHToB
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8 PETNCTPALUMA PE3Y/IbTATOB AMIVIMOUKALIN

Perncrpauua curHana (b]'lyopeCLLeHLLMM npoBoAUTCA AETEKTUPYHOLWNM aMI'IJ'IMCbMKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IM(bVIKaLI,MVI.

9 YYET U MUHTEPMNPETALIUSA PE3YJIbTATOB

9.1 YUét pe3ynbratoB aMmnduKaunum OCYLWECTB/ISIETCS aBTOMATUUYECKM C MOMOLLbIO

NporpaMMHoOro o6ecrnevyeHus, NOCTaBISEMOro C AETEKTUPYOLWUM aMNINdDUKaTOPOM.

9.2 Mpn ncnonb3oBaHUn AeTekTUpylwWwmnx amnamdunkatopos CFX96 cneayeT ncnosib3oBaTb
perpeccmoHHbIi TN aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaumns pesynbTaToB MpPoOBOAMTCA B COOTBETCTBMM C Tabnuuen 9. PesynbraThl
MOCTAHOBKMW BaNnAHbI, €C/IN BbIMOJSIHAOTCSA YCI0BUS UHTEPNpETaumMn pes3ynbTaToB, MOSYyYEHHbIX

ANa KOHTPOJIbHbIX O6paBU.OB.

Tabnuuya 9 - WHTepnpetaumsa pesynbtaTtos lMLP

KaHan gerekuunu

Fam/Green Hex/Yellow/Vic MHTepnpetauus pesynbrata
(nckomasa AHK), (BHYTPEHHUI KOHTPOb),
Cp/Cq/Ct Cp/Cq/Ct
HeunssectHble o6pa3ubl
Yka3saH He yunTbiBaeTcs O6HapyxeHa OHK Toxoplasma gondii
He ykasaH Yka3saH He o6bHapyxeHa AHK Toxoplasma gondii
He ykasaH He ykasaH HepnoctoBepHbI pe3ynbTaTt

OTpuuUaTenbHbI KOHTPOJIbHbI 06pa3sel

OTpuuaTesibHbIl pe3ynbTaT

He ykasaH Yka3saH
Pe3ynbTaTbl NOCTAHOBKW BanungHbl

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3ey

Mono>xutesnbHbl pesynbTaT

Yka3saH He yuynTbiBaeTca
Pe3ynbTaTbl MOCTAHOBKW Ba/inaHbI

9.4 HenocTtoBepHblit pe3ynbTaT MOXET ObiTb CBSi3aH C MNPUCYTCTBMEM WHIMO6UTOPOB B
npenapate [AHK, noayyeHHOM w3 6MOMOrMYecKoro Martepuana; HeBepHbIM BbINOJIHEHUEM
NpoToKOna aHanusa; HecobnogeHneMm TeMmrnepaTypHOro pexuma amnamdukaumm m ap. B aTom
cnyyae Tpebyerca noBTopHoe npoBeaeHne [MUP ¢ umewowmmca npenapatom [AHK, nmnbo
nosTopHoe Bbigenenme AHK u nocraHoBka MUP ans atoro obpasua, nnmbo noBTOpHOE B3SATME

6rnonornyeckoro MaTepuasia y naumeHTa (BbII'IOJ'IHHeTCFI I'IOCJ'Ie,D,OBaTeJ'IbHO).

9.5 Mpy Nony4YeHUM NONOXUTENIbHOMO pe3ynbTaTta ANs OTPULATENTbHOr0 KOHTPOIbHOMo o6pasua
pe3ynbTaTbl BCEM NOCTAHOBOYHOMW CEPUM CUMTAIOT HEAOCTOBEPHbLIMU. B 3TOM cnyyae HeobxoamMMo

npoeeageHme cneunazibHbixX MGpOI'IpVIFITVIVI Ang BbiABIEHUA N YCTPAHEHUA BO3MOXXHOWM KOHTaMUHaLMN.

9.6 Mpn nonydyeHnn oTpUUATENBHOrO pe3ysbTata A8 MNOSIOXUTENbHOr0 KOHTPOJSIBHOMO
obpasua pe3ynbTaTbl BCEM MOCTAHOBOYHOM CEpUN CUYMTAOT HeAOCTOBepHbIMKU. B aTom cnyudae
TpebyeTca NoBTOpHas NOCTaHOBKa aMnamndunkaunm Bce naptmm obpasuos.
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10

10.1
10.1.1

10.1.2

10.1.3
10.1.3.1

10.1.3.2

10.1.4

10.2
10.2.1

10.2.2
10.2.2.1

10.2.2.2

10.2.3

10.3
10.3.1

TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLECTBAAT B TEpPMOKOHTelHepax ¢
X/laf03/eMeHTaMn BCEMM BUAAMW KpbITOro TpaHCMopTa npu TemrnepaType BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYIOLWEN YCNOBUAM XPAHEHUS KOMMOHEHTOB, BXOAALWMX B
cocTtaB Habopa peareHToB.
dacoBka S
[lonyckaetcsa TpaHcnopTupoBaHme Habopa peareHTOB B TEpPMOKOHTelHepax C
Xnlafo31eMeHTaMmn BCEMU BUAAMM KPbITOro TPaHCropTa MNpwu TeMnepaType BHYTpwU
TepMOKOHTenHepa oT 2°C go 25°C He 6onee 5 cyToK.
dacoska U
JonyckaeTcs TpaHcnopTupoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepas3bl
TexHoTaq MAX, B TEpMOKOHTENHepax C X1afo3/1IEMEHTaMu BCEMM BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpu TepMoKoHTenHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[JonyckaeTcsa TpaHcnopTMpoBaHue nonnmepasbl TexHoTaq MAX B TEpMOKOHTeNHepax
C XNlafo3fieMeHTaMn BCEMU BUAAMU KPbITOFO TpaHCMopTa MNpu TeMnepaTtype BHYTpu
TepMOKOHTENHepa Ao 25°C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapylleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHNIO HE nMoANeXar.

XpaHeHune

dacoska S

Bce KkKomnoHeHTbl Habopa peareHToB cneayeT XpaHUTb B XOA0AMNbHWUKE WK

xofoannbHoOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnenyeT XpaHuTb B 3alLULWEHHOM OT CBEeTa MecTe.

dacoska U
Bce koMnoHeHTbI Habopa peareHToB, 3a UCKOYEHMEM NonuMepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAMNBHWUKE WM XONOAWBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeyeHMe BCero cpoka rogHoctm Habopa peareHTtoB. CMecb Ans
amnnmdukaumm cnegyeTt XpaHuTb B 3alLMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHuUTb B MOPO3W/ILHOW Kamepe nmpu
TeMnepaTtype oT MUHYC 22 °C o MuHyc 18 °C B TeuyeHue BCero cpoka roAHOCTU
Habopa peareHTOB.

Habopbl peareHTOB, XpaHUBLUMECH C HapyLeHWEeM periaMeHTUpPOBaHHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

YKazaHus no akcrnayaTauunm
Habop peareHTOB AO/IXEH NPUMEHATLCS COMNIACHO AENCTBYHOLLEN BEPCUN YTBEPXKAEHHOM

MHCTPYKUKUN NO NPUMEHEHMUIO.
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10.3.2 [Ons nonydeHuMss LOOCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHuve

WHCTPYKLUNM MO NpUMEHEHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITMS YMakKoOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

- BCe KOMMNOHeHTbl Habopa peareHToB, 3a UCK/lOUYeHMEM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWUKE WU XONOAWIbHOM Kamepe npu TemnepaTtype
oT 2 °C no 8 °C B TeueHuMe BCero cpoka roaHocTn Habopa peareHToB;

- CMecb An4 amnamdukaumm n cMecb ans amnandukaumm, 3anedaTaHHyo napadumHoM,
cnenyet XpaHWTb B XONOAWMNBHWKE WM XONOAWIbHOW Kamepe npu TemnepaTtype
ot 2 °C po 8 °C B 3aWMLLEHHOM OT CBETa MecCcTe B TeYeHue BCero Cpoka rogHoOCTH
Habopa peareHTOB;

- nonumMmepasy TexHoTaq MAX cneayer XpaHUTb B MOpPO3W/IbHOW KaMmepe npwu
TemnepaTtype OT MMHYC 22 °C go MuHyc 18 °C B TeuyeHMe BCero cpoka rogHocTtu
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE noasiexar.

11 YKA3AHNA MO YTUWIN3ALUNU

11.1 [lpy uncnonb3oBaHMM Habopa peareHToB B KJIMHWKO-AMArHOCTMYECKOoM nabopaTopuu
obpa3yloTca oTxoAbl Knacca B, KoTopble YTUIM3UPYIOTCS B COOTBETCTBUM C TpeboBaHMUSAMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaLne B HEMPUIOAHOCTb, B TOM YUC/IE B CBS3U C UCTEYEHUNEM
CpoKa TroAgHOCTW, MNOBpeXAEHWEeM YMNakoBKM, nogsexaTr yTwinsaumm B COOTBETCTBUM C
TpeboBaHmsaMM CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [lpeanpusaTue-u3roToBUTENb  rapaHTUPyeT  COOTBETCTBME  Habopa  peareHToB
Tpe6b0oBaHMUSAM TEXHUYECKUX YC/TOBUI NpU COBNIOAEHUN YCIOBUIA TPAHCMOPTUPOBAHUS, XpaHeHUs

M a3KcnnyatTaunn, yCtaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHTOoB — 12 MecsiueB npu cobnogeHmn BCeX YCNOBUMN

TPaHCNOPTMPOBAHUS, XpPaHEHUS M 3KCryaTaumm.

13 PEMOHT U TEXHUYECKOE OBCJ1Y) KXUBAHME

Habop peareHTOB npeAHa3HayeH ANs OAHOKPATHOro MPUMEHEHUS WU HE NOANEXUT

TEXHNYECKOMY O6CJ'IY)KMBaHMPO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeaouumnHckoe nsgenne ans ANarHoCcTuKu in vitro

TeMnepaTypHbIl AManasoH

Coaep>XxXnMoro AoCTaTovyHO A1 NpoBeAeHUs <n> TeCTOB

Mcnonb3oBaTb A0

00| < | > [§

-
o
-4

Koa naptum (cepun)

[aTta narotoBneHus

O6paTnTech K MHCTPYKLUUM MO NPUMEHEHMIO
NN K MHCTPYKLUU MO NPUMEHEHUIO B 3/IEKTPOHHOM BUAE

= |

HomMep no kaTtanory

“ MN3roToBuTenb

2l

— o
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeANLMHCKUM n3aenuam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUMM Ha Npom3BoACTBO. NcnbiTaHus
W nNpuemka BbinyckaeMmor npoaykumm. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EaMHas cmcTeMa KOHCTPYKTOPCKOM AokyMmeHTauumu. Obwme TpeboBaHusa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cwucrema pa3paboTkm M MNOCTAaHOBKWM MNpOAYKUMM HA NpOU3BOACTBO.
MeavumHckmne nspenusa

FOCT P 51088-2013 MeguuuHCKMe usgenus ons ANArHOCTUKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsam n noaaepXxuBarollent JOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus anas AuMarHoCTMKM MH BUTPo. MeToabl UCMbITaHUN
FOCT P UCO 15190-2023 JlabopaTtopun meamumHckme. TpeboBaHns 6e3onacHoOCTH

FOCT P UCO 15223-1-2023 WUzpenua MmeamuuHckue. CUMBOJbI, NpUMeEHsieMble ANd nepepaydu
MHdOpMaLMn, NpeaocrtaBnisgseMon nsrotoemrteneM. HYactb 1. OCHOBHble TpeboBaHUS

FOCT P MCO 18113-1-2015 MeanuuHCKUe m3genus Anas AnarHoctuku in vitro. MHdopmauus,
npeagocrasnsieMass uarotoeutenem (MapkupoBka). Yacteb 1. TepMuHbI, onpeaeneHnsa n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeaunuuHCKue msgenus Anas AnarHoctmku in vitro. MHdopmauus,
npegocrasnsieMas narotosutenem (MapkupoBka). Yactb 2. PeareHTbl Ans AMArHOCTMKM in vitro
Ana NnpodeccMoHanbHOro NpUMeHeHus

FOCT P UCO 23640-2015 W3penna MeouUMHCKME A8  AMarHoctTukm in vitro. OueHka
cTabunbHOCTM peareHToB A/ ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHMA K Ka4eCTBY KIMHNYECKNX nabopaTopHbIX nccnegosaHuni, Y.3.

lMpaBuna oueHKu KSTIMHUYEeCKo MH(bOpMaTMBHOCTM na6opaTopr|x TECTOB.

MpuMeyaHne - VYKasaHHble Bbllle CTaHAApTbl 6blIM AENCTBYOWMUMW Ha MOMEHT YTBEpPXAEHMUS
WHCTPYKLMW MO MpUMEHeHW0. B fanbHeliweM, Npyu Nosib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NMpoBEPUTb
[NENCTBUE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLUMIA MOMEHT. ECIN CCbITIOUYHbIN AOKYMEHT 3aMEHEH
WA W3MEHEH, TO MNpU NPUMEHEHWM HACTOALWEro AOKYMeHTa cnefyeT Mofb30BaTbCs 3aMeHEHHbIM

(M3MEHEHHBIM AOKYMEHTOM).
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoactea n npogaxu IVD peareHToB 1 NnpnbopoB A/19 MONEKYASPHO-
reHeTUYeCKOM AMarHoCTUKWM K apyroro nabopatopHoro npumeHeHums u ISO 13485 B obnacrtu
pa3paboTku, npoussoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANna MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: O6WeCcTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTb <«[HK-TexHonorms TC»
(000 «OHK-TexHonorus TC»), Poccus.

Appec npousBoguTensa: 117246, Poccus, r. MockBa, npoesg HayuHbin, 4. 20, ctpoeHune 4.

MecTo npou3BoAacTBa:
— 000 «OHK-TexHonorus TC», 117246, Poccus, r. MockBa, npoe3a HayuHbin, 4. 20, cTpoeHune 4.
- 000 «HMO [AHK-TexHonorusa», 142281, Poccmsi, Mockosckas obnacrtb, r. [poOTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BonpocaM, Kacawwumcsa kavectBa Habopa peareHToB, cnegyet obpawaTtbca B
CNyx6y KIMEHTCKOMN NoAAEPKKM.
Cny>xb6a KIMEeHTCKON NOAAEPXKKN:
8(800) 200-75-15 (ans Poccmn, 3BOHOK 6ecnnaTtHbIit),
+7(495) 640-16-93 (ans ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 453
2024-12-19
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Mpuno>xeHune A

MapaMeTpbl Tecta, KOTopble He06X0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTupyrwwmnx ammndukatopos «ATnpanm», «ATnanr»
npuv ncnosb3oBaHuun Habopa peareHToB Toxoplasma gondii

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 35 MKn;

3) B okHe «[porpamma amMnandukaunmn» BBECTU creayolmMe napaMeTpbl:

Pexxum
N° Uucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tun 6noka
6510ka LIMKJI0B -
Nn3MepeHunmn
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 Unkn
64 0 15 v
4 94 0 5 1 LUnkn
5 251 XpaHeHune XpaHeHune
V - peXuM ONTUUYECKUX U3MEPEHNA
4) BHecTn cnepyowine napamMeTpbl KaHanoB AeTeKLUNN:
Fam Hex Rox Cy5 Cy 5.5
Toxoplasma gondii BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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MpunoxxeHue b

MapaMeTpbl Tecta, KOTopble He06Xo0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrwmnx ammandukatopoB «ATnpanm», «ATnanr»
npuv ncnosib3oBaHuun Habopa peareHToB Toxoplasma gondii

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

3) B okHe «[lporpamma amMnandukaummn» BBECTU creayolimMe napaMeTpbl:

Pexxum
Neo Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6n0oka
6noka LUMKNOB -
Nn3MepeHunn
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Unkn
6 251 XpaHeHune XpaHeHue
V - pexuM onTUUYECKUX U3MEpPEHMNI
4) BHecTu cnegyrowime napaMeTpbl KaHaN0B AeTeKUUN:
Fam Hex Rox Cy 5 Cy 5.5
Toxoplasma gondii BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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OHK-TexHonorus
117587, Poccus, r. MockBa,
BH. Tep. . MyHUUMNanbHbIn OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoAAEpXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn)
+7 (495) 640-16-93 (ana crtpaH CHI v 3apybexbs, 3BOHOK MAaTHbIN)
E-mail: hotline@dna-technology.ru
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Nucleic Acid
Extraction Kits



"Plus" - larger volume of NA solution
"Rapid" - quick method
"Genetics" - human DNA extraction from whole blood

"DBS" - dried blood spots

Suitable for extraction of AVRI pathogens NA, including SARS-CoV-2

Quick NA extraction: from 15-30 minutes

Manual dosing

0@ &

Automated dosing

Extraction time depends on biomaterial, number of samples, and
equipment being used.

Advertising and information material. For detailed information about the Nucleic Acid
) Extraction Kit, please refer to the instructions for use




Sample_ preparation Sample preparation Line features
reagent kit product lines reagent kits

PREP-NA
PREP-NA PLUS

Lysis and further NA

PREP-NA PREP-NA-ULTRA recipitation
PREP-NA-FET precip
PREP-NA-S
. o PREP-GS .
gégrr\:é purification PREP-GS PREP-GS PLUS Is_g?stiaonnd further NA
9 PREP-GS Genetics P
. PREP-RAPID Thermocoagulation
Quick PREP-RAPID PREP-RAPID Genetics of impurities
araction PREP-OPTIMA
express method _ - ; ;
(exp ) PREP-OPTIMA PREP-OPTIMA MAX Alkaline cell lysis
Lysis with further sorption
PREP-MB on paramagnetic
nanoparticles
Automation » Automated extraction PREP-MB-NA-S PREP-MB DWP and

» Manual or automatic
dispensing

PREP-MB DWP

PREP-MB MAX
PREP-MB RAPID
PREP-MB-DBS DWP

PREP-MB-DBS DWP are
compatible with KingFisher
Flex (Thermo Fisher Scientific),
Auto-Pure 96 (Allsheng)

Extraction from
whole blood

PREP-RADIP Genetics
PREP-GS Genetics
PREP-OPTIMA MAX
PREP-MB MAX

Suitable for genetic assays

Extraction from
cell cultures

PREP-CM
PREP-MB RAPID
PREP-OPTIMA
PREP-OPTIMA MAX

Ability to extract from blood
cultures - PREP-CM

Extraction from dried
blood spots

PREP-CITO DBS
PREP-MB-DBS DWP

Suitable for genetic assays

PREP-CM

PREP-
CITO DBS

Transport
media

Bio-
material



PREP-NA

@ &

Extraction time: from 30 min* from 50 min

Obtained NA sample volume: 50 pl

* for nasopharyngeal and oropharyngeal swabs when using
shortened extraction method for PCR detection of AVRI
pathogens, including SARS-CoV-2. Details of the method are
in the annex to the amplification part of the instruction for

SARS-CoV-2 kit.

PREP-NA PLUS @j*

Extraction time: from 30 min* from 50 min

Obtained NA sample volume: 300 pl

* for nasopharyngeal and oropharyngeal swabs when using
shortened extraction method for AVRI Complex. Details of
the method are in the annex to the ampilification part of the
instruction for AVRI Complex kit.

PREP-NA-ULTRA

Viral NA extraction from blood plasma with
preconcentration

Extraction time: from 50 min

PREP-NA-FET

Fetal DNA extraction fromm mother's blood

Extraction time: from 2 hours

25
PREP-NA-S &
Extraction of AVRI pathogens NA, including
SARS-CoV-2

Extraction time: from 25 min



PREP-NA

PREP- PREP- PREP- PREP- PREP-




PREP-GS @&

Extraction of DNA (human and microbial) by sorption with extra purification

Method: lysis and further DNA sorption

PREP-GS

Extraction time: from 40 min
Obtained DNA solution volume: 100 pl

PREP-GS PLUS

Extraction time: from 40 min
Obtained DNA solution volume: 300 pl

PREP-GS Genetics

Extraction time: from 40 min



PREP- PREP-
BIOMATERIAL Ce BLUS o et PREP-GS




PREP-RAPID @ C

Express method of DNA extraction. Sample transportation and extraction in one tube

Method: thermocoagulation of impurities

PREP-RAPID @j PREP-RAPID Genetics @j

Microbial DNA extraction Human DNA extraction
Extraction time: from 15 min Extraction time: from 20 min



PREP-

BIOMATERIAL RAPID Genetics

* We do not recommend to use PREP-RAPID for DNA extraction from men's urogenital scrapes




PREP-MB

Extraction of DNA and RNA using paramagnetic nanoparticles

Method: lysis and release of NA under the action of guanidine thiocyanate with subsequent

sorption on paramagnetic nanoparticles and washing from impurities

PREP-MB RAPID @ §03

DNA extraction
Extraction time: from 40 min

PREP-MB-NA-S §0%

DNA and RNA extraction
Extraction time: from 40 min

10

PREP-MB MAX @ $0%

DNA extraction
Extraction time: from 60 min
Obtained DNA solution volume: 50-300 pl



PREP- PREP-
BIOMATERIAL ME RAPID B MAX

PREP-MB




PREP-MB

Extraction of DNA and RNA using paramagnetic nanoparticles
on KingFisher (Thermo Fisher Scientific) and Auto-Pure (Allsheng) instruments

Method: lysis and release of NA under the action of guanidine thiocyanate with subsequent

sorption on paramagnetic nanoparticles and washing from impurities

PREP-MB DWP §03
Extraction of DNA and RNA
of AVRI pathogens, including SARS-CoV-2

Total time of preparation for NA extraction and NA
extraction from 96 samples: from 40 min

Extraction time: from 20 min
Obtained DNA solution volume: 50-300 pl

Compatible instruments: KingFisher Flex
(Thermo Fisher Scientific), Auto-Pure 96 (Allsheng)

12

PREP-MB-DBS DWP

DNA extraction from dried blood spots

Extraction time: from 60 min

Compatible instruments: KingFisher Flex
(Thermo Fisher Scientific), Auto-Pure 96 (Allsheng)



PREP-
BIOMATERIAL ME DD PREP-MB-DBS DWP

Nasopharyngeal, oropharyngeal smears, swabs

Dried blood spots

Example of working with a large amount of samples using
PREP-MB DWP reagent kit

>
DeepWell preparation: RNA extraction:
20 min 20 min
DTstream KingFisher Flex (Thermo Fisher Scientific)

(DNA-Technology) Auto-Pure 96 (Allsheng)

13




PREP-OPTIMA o QC

Extraction of DNA (human, microbial and viral).
Universal DNA extraction kit

Method: alkaline cell lysis occurring during thermal incubation

25 25
PREP-OPTIMA @ PREP-OPTIMA MAX @
Extraction time: from 25 min Extraction time: from 25 min
Obtained DNA solution volume: 100-450 ul Obtained DNA solution volume: 100-450 pl

14



PREP- PREP-
BIOMATERIAL OPTIMA OPTIMA MAX -

Whole blood

Urine

Feces
Nasopharyngeal, oropharyngeal smears
Phlegm

Rectal scrapes
Buccal epithelium
Urogenital scrapes
Ejaculate

Milk

Amniotic fluid
Synovial fluid
Native tissues
Fungal culture
Bacterial culture

Cell culture




PREP-CM &

Bacterial and fungal DNA extraction from microbial cultures

Method: alkaline cell lysis occurring during thermal incubation

PREP-CM

Extraction time: from 40 min
Obtained DNA solution volume: 400 pl

BIOMATERIAL PREP-CM

16



PREP-CITODBS &

Human DNA extraction from dried blood spots

Method: alkaline cell lysis occurring during thermal incubation. Removal
of possible impurities and stripping of blood from the carrier takes place
in the pre-washing stage

PREP-CITO DBS
Extraction time: from 40 min
DNA yield: 30-140 ng when extracted from 10 ul of blood dried on three filter paper discs
Amount of obtained DNA depends on the amount of leukocytes in sample
PREP-CM

PREP-
CITO DBS

BIOMATERIAL PREP-CITO DBS

Dried blood spots

17




PREP-L @&

Lysozyme pretreatment of biomaterial before DNA extraction

Method: enzymatic destruction of peptidoglycans that make up the cell walls of
microorganisms, by lysozyme

Pretreatment time: Biomaterial for pretreatment:
from 30 min at t= 37 °C » Feces
from 60 min at t=18-25 °C > Meconium

» Bacterial culture from this biomaterial

Used together with PREP-MB MAX and PREP-NA PLUS NA extraction Kits

PREP-FU @&

Biomaterial pretreatment to obtain lymphocytes from whole blood

Pretreatment time: 1 hour

Biomaterial for pretreatment: whole blood

18



PREP-PK &

Biomaterial pretreatment by proteinase K before nucleic acid extraction

Method: proteolysis by proteinase K and elimination of inhibitory effects

Pretreatment time:
formalin-fixed, paraffin-embedded tissues: DNA — from 150 min,
RNA — from 60 min.

native tissues — 60 min;
cervical scrapes — 90 min.

Biomaterial for pretreatment:

» formalin-fixed, paraffin-embedded tissues (FFPE);
» native tissues;
» cervical scrapes taken into transport-fixating medium for liquid-based cytology

Used together with PREP-NA PLUS nucleic acid extraction kit

PREP-PK reagent kit is not intended for RNA extraction from biomaterial fixated in BD SurePath Pre-
transport medium. treatment

19




STOR-F

Transport and storage of human biomaterial

Method: saline solution with the addition of a preservative that prevents the growth
of microorganisms

Suitable for further DNA and RNA extraction, including SARS-CoV-2 RNA

Compatible biomaterial:
scrapes/smears of epithelial cells from urogenital tract, oropharynx, nasopharynx, rectum, eye conjunctiva, skin

Transport and storage of biomaterial:

att=2°C-8°Cfor nolongerthan 7 days
att =18 °C - 25 °C for no longer than 48 hours

20



STOR-M

Transport and storage of human biomaterial, including those containing mucus

Method: saline solution with mucolytic. . . .
Preservative prevents non-specific microorganisms from reproduction, mucolytic affects
disulfide bonds of mucopolysaccharrides to thin mucus.

Suitable for further DNA extraction

Compatible biomaterial:

scrapes/smears of epithelial cells from urogenital tract, oropharynx, nasopharynx, rectum,
eye conjunctiva, skin, including those containing mucus

Transport and storage of biomaterial:
att=2°C-8°Cfor nolonger than 3 months
att=18°C - 25 °C for no longer than 28 days

Transport
media

21




BIOMATERIAL

NA extraction
reagent kits

PREP-GS Genetics

| DNA | RNA

PREP-RAPID Genetics

PREP-MB MAX

PREP-OPTIMA MAX

PREP-NA

PREP-NA PLUS

PREP-NA-ULTRA

PREP-NA-FET

PREP-GS

PREP-GS PLUS

PREP-NA

PREP-NA PLUS

PREP-RAPID

PREP-MB MAX

PREP-GS

PREP-GS PLUS

PREP-OPTIMA

PREP-OPTIMA MAX

PREP-NA

PREP-MB MAX

PREP-OPTIMA

PREP-OPTIMA MAX

PREP-NA

PREP-NA PLUS

PREP-MB MAX

PREP-GS

PREP-GS PLUS

PREP-OPTIMA

PREP-OPTIMA MAX




BIOMATERIAL

NA extraction
reagent kits

PREP-NA

human microbial human microbial

PREP-NA-S

PREP-MB RAPID

PREP-MB-NA-S

PREP-MB MAX

PREP-GS

PREP-GS PLUS

PREP-OPTIMA

PREP-OPTIMA MAX

PREP-RAPID

PREP-NA

PREP-NA PLUS

PREP-RAPID

PREP-NA

PREP-GS

PREP-GS PLUS

PREP-MB RAPID

PREP-MB MAX

PREP-OPTIMA

PREP-OPTIMA MAX

PREP-RAPID

PREP-NA

PREP-NA PLUS

PREP-MB MAX

PREP-GS

H}mﬂ | IIII

PREP-GS PLUS

PREP-OPTIMA

PREP-OPTIMA MAX

Bio-
material
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For professional use only

PREP-NA DNA/RNA Extraction Kit

PREP-NA PLUS DNA/RNA Extraction Kit

INSTRUCTION FOR USE
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"DNA-Technology Research &
Production", LLC,
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Moscow Region, Protvino,
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https://www.dna-technology.com
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1. INTENDED USE

The PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kit are intended for
nucleic acid extraction from human biological material, microbial cultures extracted from this biomaterial,
hard ticks (Ixodidae), as well as from biological material of fallen and diseased animals (if necessary) for
further PCR/RT-PCR analysis. Human biological material includes: blood (plasma, leukocytes), saliva,
phlegm, milk, urine, ejaculate, prostate secretion, liquor, respiratory smears/scrapes, oropharyngeal and
nasopharyngeal flushes, smears/scrapes (discharge) from urogenital tract, smears/scrapes from
gastrointestinal tract, feces (or meconium), biopsy samples (including formalin-fixed paraffin-embedded
(FFPE) samples of tumor tissues), autopsy material, punctate, tissue samples, surgical material
(tuberculoma contents), synovial fluid, amniotic fluid, gastric juice, exudates, bronchoalveolar lavage,
pleural fluid, endotracheal and nasopharyngeal aspirates, epithelial cell scrapes (discharge) from the
conjunctiva of the eye, smears/scrapes from affected skin and erosive-ulcerous elements, nails, vesicular
fluid, catheter flushes, endotracheal tube smears and flushes. Biological material from fallen and diseased
animals can be used (if necessary): smears and flushes from trachea, nasal cavity, pharynx, cloaca; feces;
internal organs.

This medical device is an auxiliary agent in clinical laboratory diagnostics.

The application of the kits does not depend on population and demographic aspects. There are no
contradictions for use of the PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction
Kit.

The PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kits can be used in clinical
and diagnostic laboratories of medical institutions and research practice.

Potential users: personnel qualified in biomaterial collection and pretreatment, molecular diagnostics
methods and working in the clinical and diagnostic laboratory in the established order: doctor of clinical
diagnostic laboratory, medical technologist.

It is necessary to apply the kits only as directed in this instruction for use.
2. METHOD
The method is based on lysis and nucleic acid release under the action of a chaotropic agent (guanidine
thiocionate), followed by alcohol precipitation and washing from impurities.
3. CONTENT
The detailed description of content is represented in Tables 1-3.

Table 1. The PREP-NA DNA/RNA Extraction Kit content for P-034-N/1EU

Reagent Description Total volume Amount
Lysis solution Light blue foamy liquid 30 mL 1 vial
Precipitation buffer Colorless transparent liquid 40 mL 1 vial
Wash solution No. 1 Colorless transparent liquid 45 mL 1 vial
Wash solution No. 2 Colorless transparent liquid 30 mL 1 vial
Dilution buffer Colorless transparent liquid 5.1mL 3 tubes
(1.7 mL in each)
Negative control Colorless transparent liquid 3.0mL 2 tubes
(1.5 mL in each)




Table 2. The PREP-NA PLUS DNA/RNA Extraction Kit content for P-036-N/1EU, Set No. 1

Reagent Description Total volume Amount
Lysis solution Light blue foamy liquid 30 mL 1 vial
Precipitation buffer Colorless transparent liquid 40 mL 1 vial
Wash solution No. 1 Colorless transparent liquid 45 mL 1 vial
Wash solution No. 2 Colorless transparent liquid 30 mL 1 vial
Dilution buffer Colorless transparent liquid 30 mL 1 vial

3.0mL
Negative control Colorless transparent liquid 2 tubes
(1.5 mL in each)
Table 3. The PREP-NA PLUS DNA/RNA Extraction Kit content for P-036-N/2EU, Set No. 2

Reagent Description Total volume Amount

Lysis solution Light blue slightly foaming 15mL 1 vial
liquid

Precipitation buffer Colorless transparent liquid 20 mL 1 vial
Wash solution No. 1 Colorless transparent liquid 22.5mL 1 vial
Wash solution No. 2 Colorless transparent liquid 15 mL 1 vial
Dilution buffer Colorless transparent liquid 15 mL 1 vial
Negative control Colorless transparent liquid 1.5mL 1 tube

In the PREP-NA PLUS DNA/RNA Extraction Kit the total volume of purified DNA/RNA is larger (300 pL)
comparing to standard PREP-NA DNA/RNA Extraction Kit (50 pL) for more PCR tests.

The PREP-NA DNA/RNA Extraction Kit is designed for NA extraction from 100 test samples (up to 50 runs),
including negative controls.

PREP-NA PLUS DNA/RNA Extraction Kit, set No. 1 is designed for nucleic acid extraction from 100 test
samples (up to 50 runs), including negative controls.

PREP-NA PLUS DNA/RNA Extraction Kit, set No. 2 is designed for nucleic acid extraction from 50 test
samples (up to 25 runs), including negative controls.

4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection
—  Sterile single use swabs and sterile containers to collect clinical material.

4.2. NA extraction

—  Biological safety cabinet class Il;

—  Vortex mixer;

—  Refrigerator with freezer;

—  High speed centrifuge for 1.5 mL tubes (RCF(g) 12,000);
—  Solid-state thermostat (temperature at least 65 °C);

— RNase and DNase free 1.5 mL tubes with locking caps (e.g. Eppendorf Safe-Lock tubes);



—  Tube rack for 1.5 mL tubes;

—  Physiological saline solution 0.9% NaCl (Sterile);

—  Electric laboratory aspirator with trap flask for the removal of supernatant;
— Single channel pipettes (dispensers covering 20-1,000 pL volume range);

— RNase and DNase free filtered pipette tips for semi-automatic dispensers (volume 20 pL; 200 uL;
1,000 uL);

— RNase and DNase free non-filtered pipette tips for aspirator with trap flask;
—  Container for used pipette tips, tubes and other consumables;

—  Powder-free surgical gloves;

— Disinfectant solution;

—  Transport medium for transport and storage of media;

—  Physiological saline solution (0.9% NaCl, sterile).

Additional equipment for NA extraction from blood plasma:
—  vacuum plastic tubes (Vacuette) with EDTA or sodium citrate;

—  centrifuge for Vacuette tubes with RCF(g) at least 900.

Additional equipment for NA extraction from leukocyte blood fraction:
— vacuum 2.0 mL/4.0 mL plastic tubes (Vacuette) with anticoagulant;

— centrifuge for 2.0 mL tubes with RCF(g) at least 50;
Additional equipment for NA extraction from hard ticks (Ixodidae):

— homogenizing rods for 1.5 mL plastic tubes;

—  96% ethanol.

Additional equipment for NA extraction from phlegm (method 1):

—  Centrifuge with RCF(g) at least 900;

—  10% trisodium phosphate x 12H20;

—  1.0M HCl solution;

—  5.0% chloramine solution;

— Distilled water.

Additional equipment for NA extraction from phlegm (method 2):

—  Mucolysin.

Additional equipment for NA extraction from FFPE tumor tissues (if necessary):
—  PREP-PK kit for biomaterial pretreatment during nucleic acid extraction

Additional equipment for NA extraction from feces and bacterial cultures obtained from feces (if
necessary):

—  PREP-L kit for biomaterial lysozyme pretreatment during DNA extraction

5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

The PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kit must be transported
in thermoboxes with ice packs by all types of roofed transport at temperatures inside the thermoboxes
corresponding to storage conditions of the kit components.



Kits transported with violation of temperature conditions must not be used.

All components of the PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kit
must be stored at temperatures from 2 °C to 25 °C and out of light over the storage period.

A little precipitate is allowed in lysis solution during storage.
The excessive temperature and light can be detrimental to product performance.

Shelf-life of the kit following the first opening of the primary container: the components of the kit must
be stored in a refrigerator or a cooling chamber at temperatures from 2 °C to 8 °C and out of light over
the storage period.

The kit stored under undue regime must not be used.
An expired PREP-NA DNA/RNA Extraction Kit must not be used.

We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kit to
the prescribed technical requirements is subject to compliance of storage, transportation and handling
conditions recommended by manufacturer.

Contact our official representative in EU by quality issues of the PREP-NA DNA/RNA Extraction Kit and
PREP-NA PLUS DNA/RNA Extraction Kit.

6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for 1 hour at 121 °C before
disposal.

Molecular biology procedures, such as nucleic acids extraction, reverse transcription, PCR-amplification
and detection require qualified staff to avoid the risk of erroneous results, especially due to the
degradation of nucleic acids contained in the samples or sample contamination by amplification products.

All the liquid solutions are designed for single use and cannot be used more than once in amplification
reactions. Plastic tubes do not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by
the components of the kit. Do not eat/drink components of the kit. Avoid contact with eyes. Only use the
reagents provided in the kit and those recommended by manufacturer. Do not mix reagents from different
batches. Do not use reagents from third party manufacturers’ kits. All laboratory equipment, including
pipettes, test tube racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents should be
strictly stationary. It is not allowed to move them from one room to another. Equip separate areas for the
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extraction/preparation of amplification reactions and for the amplification/detection of amplification
products. Never introduce an amplification product in the area designed for extraction/preparation of
amplification reactions. Wear lab coats, gloves and tools, which are exclusively employed for the
extraction/preparation of the amplification reaction and for the amplification/detection of the
amplification products. Never transfer lab coats, gloves and tools from the area designed for
amplification/detection of the amplification products to the area designed for extraction/preparation of
amplification reactions. Remove waste materials (tubes, tips) only in a special closed container containing
a disinfectant solution. Work surfaces, as well as rooms where NA extraction and PCR are performed, must
be irradiated with bactericidal irradiators for 30 minutes before and after the work.

Waste materials are disposed of in accordance with local and national standards. All surfaces in the
laboratory (work tables, test tube racks, equipment, etc.) must be treated daily with disinfecting solution.

Emergency actions

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the Kkit:

— When the transportation and storage conditions are breached;

— When the reagents’ appearance does not respond to the kit passport;
—  When the kit components packaging is breached;

—  After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the instructions
listed in the current manual.

7. SAMPLES

The PREP-NA DNA/RNA Extraction Kit and PREP-NA PLUS DNA/RNA Extraction Kit is designed to extract
DNA/RNA from peripheral/umbilical blood (plasma and serum, leukocytes), saliva, phlegm, milk, urine,
ejaculate, prostate secretion, liquor, respiratory smears/scrapes, oropharyngeal and nasopharyngeal
flushes, smears/scrapes (discharge) from urogenital tract, smears/scrapes from gastrointestinal tract,
feces (or meconium), biopsy samples (including formalin-fixed paraffin-embedded (FFPE) samples of
tumor tissues), autopsy material, punctate, tissue samples, surgical material (tuberculoma contents),
synovial fluid, amniotic fluid, gastric juice, exudates, bronchoalveolar lavage, pleural fluid, endotracheal
and nasopharyngeal aspirates, epithelial cell scrapes (discharge) from the conjunctiva of the eye,
smears/scrapes from affected skin and erosive-ulcerous elements, nails, vesicular fluid, catheter flushes,
endotracheal tube smears and flushes. Biological material from fallen and diseased animals can be used
(if necessary): smears and flushes from trachea, nasal cavity, pharynx, cloaca; feces; internal organs.

Interfering substances

PCR inhibitors include: hemoglobin and medications present in NA samples due to incomplete removal
during NA extraction from the sample, isopropyl alcohol, methyl acetate present in NA samples due to
incomplete removal of washout solutions during sample preparation.

Maximum concentrations on interfering substances than can be present in samples without affecting PCR:
hemoglobin — 0.35 mg/mL, isopropyl alcohol — 100 pL /mL of NA sample, methyl acetate — 100 pL /mL
of NA sample.



When extracting NA from blood plasma, maximum concentrations of interfering substances that did not
affect reverse transcription and amplification of laboratory control were: triglycerides — up to 40 mmol/L
of plasms, hemoglobin — up to 2.0 g/L, bilirubin — up to 340 umol/L, crude protein — 60 g/L.

To assess possible interference of medication, the ones that could potentially be residual in human
samples from the desired biotopes were selected.

Maximum concentrations on interfering substances than can be present in samples without affecting RT-
PCR: whole blood — 5.0% v/v, chlorhexidine (water solution 0.05%), “Lasolvan Rhino” (nasal spray),
Rhinofluimucil (nasal spray), Tisin (nasal spray), Oxolin (nasal ointment), Pinosol (nasal drops), Tantum
Verde (topical spray), Hexoral (topical aerosol), Berodual (dosed inhalation aerosol), Salbutamol-Teva
(dosed inhalation aerosol), Grippferon (dosed nasal spray) — 10% v/v.

General requirements

During biomaterial preparation and MA extraction, use RNase and DNase free single-use tips (filtered,
except for supernatant collection using aspirator).

When adding solution into a tube with biomaterial, introduce liquids carefully, without touching the walls
of tubes. If touching occurred, change the tip. Tip shall be changed after each removal of solution from
the sample.

To prevent contamination, only open the tube you are currently working with and close it before
proceeding to the next tube.

Sample collection
WARNING! Before NA extraction sample pretreatment may be needed.
Sample collection is performed according to Table 4.

In case sample is collected into a transport medium intended for transport and storage of PCR samples,
please collect the sample in accordance with instruction to the transport medium.

Transport and storage of samples
Transport and storage of samples is performed according to Table 5.

In case samples are collected into a transport medium intended for transport and storage of PCR samples,
transport and storage conditions for the samples are determined by the instruction to the transport
medium.

If the study is intended to detect RNA of SARS-CoV-2 and similar SARS-CoV coronaviruses, transport and
storage of the material shall be carried out in accordance with Table 6.

WARNING! Please avoid repeated freezing and thawing of samples!

Table 4. Sample collection for NA extraction

Method
limitations

Order of collection

Biomaterial Features of collection

At least 500 pL of
Amniotic fluid is taken | amniotic fluid is placed
during the | in a dry sterile

Amniotic fluid - amniocentesis container  with a

procedure according to
the approved algorithm.

tightly screw cap. After
sample taking close
the container tightly.




Method

Order of collection

Biomaterial . Features of collection
limitations
. I ith
The material is collected Sémp es wit a
, . ) diameter of no more
Autopsy material in tubes with transport
. . . than 5 mm are placed
Biopsy samples medium designed by the | . .
. - in tubes with transport
Tissue samples manufacturer for .
medium. After sample
Punctate transport and storage of | .
PCR samples intake close the tubes
ples. tightly and mark them.
. Usi di bl
Bacterial cultures from s.lng .a .|sposa °
L . .| microbiological loop or
liquid and solid media .
. spatula, place a single
are taken into
. . colony of cells or 100
Bacterial cultures - disposable plastic tubes L of liquid medium
of 1.5-2.0 mL with 500 | M g
) into each tube.
pL of sterile .
hvsiological saline After collection, close
Py . & the tubes tightly and
solution.
mark them.
At least 500 pL of
bronchoalveolar
lavage is collected in a
sterile container. After
taking the material,
the container is tightly
Bronchoalveolar lavage | closed.
is taken during the | If the RNA of SARS-
bronchoscopy CoV-2 and similar
Bronchoalveolar lavage .
procedure according to | SARS-CoV
Nasopharyngeal and . . .
. - the approved algorithm. | coronaviruses is
endotracheal aspirates, . .
. The sample is taken into | supposed to be
pleural fluid . .
empty disposable tightly | detected, each sample
screwed tubes with a | is placed in a separate
volume of upto 50 mL. | transport container,
ensuring the
requirements in
accordance with the
table of guidelines for
laboratory diagnosis of
COVID-19 (Table 6).
Material is collected | After  taking the
using special medical | material, transfer the
devices with registration | probe into a tube with
Vesicular fluid Topical certificates, according to | physiological  saline
Smears/scrapes from application of | the procedure | solution or transport
affected skin and erosive- medications established depending | medium intended by
ulcerous elements (sprays, drops, | on the source of | the manufacturer for
Scrapes of epithelial cells creams and | biomaterial. transportation and
(discharge) from conjunctiva | ointments) less | Samples are taken: storage of PCR
of the eye than 24 hours | — into 1.5 mL plastic | samples and rinse it
Exudates before the assay. tubes with 300- | thoroughly in the

500 pL of sterile
physiological
saline solution;

liquid for 10-15 s,
avoiding splashing.
Remove the probe
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Biomaterial

Method
limitations

Features of collection

Order of collection

- into tubes with

transport
medium intended
by the

manufacturer for
transportation
and storage of
PCR samples.

Features of conjunctiva
sampling

If there is abundant
purulent discharge, it is
removed with a sterile
cotton swab moistened
with physiological saline
solution.

Discharge/scrape is
taken from the inner
surface of the lower
eyelid by moving to the
inner corner of the eye
slit. When taking the
scrape, hold the eyelid
with the hands so that
the eyelashes do not
touch the probe when
blinking.

from the solution and
squeeze out the excess
liquid by rotating it
against the inner wall
of the tube above the
solution level.
Completely remove
the probe from the
tube and discard.
Close the tube tightly
and mark it.

Topical
application of
medications

The material is collected
in tubes with transport
medium designed by the

Samples is ~2x10 mm
in size are placed in
tubes with transport

Nails (creams and medium. After
. manufacturer for .
ointments) less collection, the tubes
transport and storage of ;
than 24 hours are tightly closed and
PCR samples.
before the assay. marked.
Internal organs
(trachea and lung
fragments, spleen,
Internal organs of | brain, liver, etc.) are

Internal organs of animals

animals are taken into a
dry sterile container.

placed in a dry sterile
container. After taking
the material, the
container is tightly
closed and marked.

Gastric juice

Gastric juice is taken
during the gastroscopy
according to the
approved algorithm.

At least 500 pL of
gastric juice is
collected in a sterile
container. After
collection, the
container is tightly
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Method

Order of collection

Biomaterial . Features of collection
limitations
closed.
Place a piece of damp
cloth or water-soaked
The tick is collected in a | tissue in the container
Hard ticks (Ixodidae) - clean container with a | (to prevent the tick
tightly closing cap. from drying out). Place
a live tick in the
container.
Cerebrospinal fluid | At least 500 pL of
(liquor) is taken with | liquor is collected in a
Liquor i disposable needles into | disposable tube. After
q 1.5 mL tubes according | collection, the tubes
to the established | are tightly closed and
procedure. marked.
Material is collected
. . . After  taking the
using special medical .
. ) . . material, transfer the
devices with registration . .
o . probe into a tube with
certificates, according to . . i
physiological saline
the procedure luti ¢ )
established depending sou.|on gr ranspor
medium intended by
on the source of
. . the manufacturer for
biomaterial. ;
transportation and
. Samples are taken: . ]
Topical . storage of biological
N — into 15 mL )
application of . material samples for
. plastic tubes . .
medications . PCR assay and rinse it
with 300-500 pL .
(sprays, drops, . thoroughly in the
of sterile | . .
creams and . . liquid for 10-15 s,
physiological

Endotracheal tube smears

and flushes

Smears/scrapes of epithelial

cells from oropharynx,
nasopharynx

ointments) less
than 24 hours
before the assay.
When using
aerosols and
other forms of
medications for
inhalation in the
treatment of
bronchial

asthma, samples
should be taken
no earlier than
three hours after
inhalation.

saline solution;
— into tubes with
transport
medium
intended by the
manufacturer
for
transportation
and storage of

PCR samples.
Features of nasal
smears/scrapes
collection

The probe is inserted
with a slight movement
along the outer wall of
the nose to a depth of 2-
3 cm to the lower nasal
shell. Then the probe is
slightly lowered
downwards, inserted
into the lower nasal
passage under the lower

avoiding splashing.
Remove the probe
from the solution and
squeeze out the excess
liguid by rotating it
against the inner wall
of the tube above the
solution level.
Completely remove
the probe from the
tube and discard.
Close the tube tightly
and mark it.

In the case of SARS-
CoV-2 and SARS-CoV-
like coronaviruses,
each biomaterial
sample should be
placed in a separate
transport  container,
ensuring the
requirements listed to
Table 6.
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Biomaterial

Method
limitations

Features of collection

Order of collection

nasal shell, rotated and
removed along the
outer nasal wall.

Features of
oropharyngeal
smears/scrapes
collection
Smears/scrapes are

taken with a rotating
motion from the surface
of the tonsils, palatine
glands and posterior
pharyngeal wall.

Breast milk is collected
in a sterile container

with a  hermetically | After collection s
closing cap. complete, the milk is
Milk i The period of milk | mixed and 1.0 mL of
collection is up to 24 | material is transferred
hours. Storage during | to a 1.5 mlL plastic
the entire collection | tube.
period at a temperature
of2°Cto8°C.
At least 1.0 mL of
phlegm is collected in
a vial.
In case RNA of SARS-
Material is taken into Cov-2  and  similar
. SARS-CoV
single-use graduated .
o . . coronaviruses are
sterile vials with a wide
Phlegm i neck and screw caps supposed to be
. detected, each
with a volume of at least | . : .
50 mL. blomate.rlal sample is
placed in a separate
transport  container,
ensuring the
requirements listed in
Table 6.
Urine is taken into a dry | For the assay, the first
sterile container up to | portion of morning
60 mL in volume with a | urine is collected in an
hermetically  screwed | amount of at least 20 -
cap. 30 mL. After urine
Features of residual | collection, the
Urine - urine collection after | container is tightly

prostate massage
WARNING! If acute
prostatitis is suspected,
prostate massage s
strictly forbidden!
Before taking residual

closed and marked.
Residual urine after
prostate massage
10-15 mL of residual
urine is collected by
the patient after the

12



Biomaterial

Method
limitations

Features of collection

Order of collection

urine after prostate
massage, sexual
abstinence is
recommended for three
days before the
examination.

The patient urinates in
the toilet, leaving some
of the wurine in the
bladder.

Before collecting urine,
the head of the penis is
treated with a sterile
cotton swab moistened
with physiological saline
solution.

The patient is given a
massage of the prostate
gland for 1-3 minutes.
The intensity of the
massage depends on the
consistency of the
prostate: if the prostate
is soft, gentle pressure is
applied, if the prostate is
dense, the pressure is
increased.

end of the massage.
The first portion of
urine is collected in a
dry sterile container
up to 60 mL in volume
with a tightly screwed
cap.

After collection, the
container is tightly
closed and marked.

Peripheral/umbilical blood

Intravenous
injections of
heparin, infusion
of for parenteral
nutrition less
than 6 hours

before the assay.

Blood is drawn into 2.0
mL/4.0 mL/9.0 mL
Vacuette vacuum plastic
tubes with EDTA salt
added as an
anticoagulant at a final
concentration of 2.0
mg/mL. Sodium citrate
may also be used as an
anticoagulant (if it does
not contradict the
requirements for the
PCR reagent kit used
together  with  the
reagent kit in all
versions).

WARNING! Heparin as
an anticoagulant is not
allowed!

To mix the blood with
the anticoagulant after
sample intake, gently
invert the tube at least
3-5 times.

Prostate secretion

Before taking  the
prostate secretion,
sexual abstinence is

recommended for three
days before the assay.

Collection of prostatic
secretion is carried out
after the end of
massage in a 2.0 mL
tube or a container up
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Method

Order of collection

Biomaterial . Features of collection
limitations
Before collecting the | to 60 mL in volume in
material, the head of the | the form of a free-
penis is treated with a | flowing drop (0.15-1.0
sterile  cotton swab | mL).
moistened with | After collection, the
physiological saline | container with
solution. prostate secretion is
Prostate secretion is | tightly closed and
collected after | marked.
preliminary prostate
massage through the
rectum. The massage is
performed by the doctor
by means of a vigorous
pressure movement
from the base to the top
of the gland.
WARNING! If acute
prostatitis is suspected,
prostate massage s
strictly forbidden!
At least 500 pL of
material is collected in
Synovial fluid Sample is taken in a | a sterile container.

Saliva

sterile container.

After collection, the
container is tightly
closed and marked.

Oropharyngeal and nasal
flushes

Features of
oropharyngeal flushes
collection

Before taking
oropharyngeal flushes,
preliminary rinsing of
the oral cavity with
water is carried out.
After that, a thorough
rinsing of the
oropharynx (for 10-15 s)
with 8.0-10 mL of sterile
physiological saline
solution is carried out.
The liquid is collected
through a funnel into a
sterile tube. It is not
allowed to reuse the
funnel without prior
autoclaving.

Features of nasal
flushes collection

The material is takenin a
sitting position with the

Transfer 300 pl of the
collected fluid into a
1.5 mL plastic tube. If
material is taken from
several biotopes, it
should be transferred
to separate tubes.
Close the tube tightly
and mark it.

In case RNA of SARS-

CoV-2 and similar
SARS-CoV

coronaviruses are
supposed to be
detected, each

biomaterial sample is
placed in a separate
transport  container,
ensuring the
requirements listed in
Table 6.
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Biomaterial

Method
limitations

Features of collection

Order of collection

patient's head tilted
backwards. To obtain a
flush from the nasal
cavity, 3.0-5.0 mL of
warm sterile
physiological saline
solution is injected
alternately into both
nasal passages using a
probe or disposable
syringe. The flushing
fluid from both nasal
passages is collected
through a funnel into
one sterile tube. It is not
allowed to reuse the
funnel without prior
autoclaving.

If it is necessary to take
biomaterial from several
biotopes, repeat the
procedure, each time
taking the material into
a new tube.

Venous catheter flushes

Venous catheter flushes
are obtained in the
laboratory during
material treatment.

Cut off 5-10 mm of the
catheter tip  with
sterile scissors and
place it in a disposable,
empty 1.5 mL plastic
tube.

Close the tube tightly
and mark it.

Sample is taken into a
dry sterile 50 mL

After collecting the
material, the tubes are
tightly closed and
marked. To mix the
material, invert the
tube 3-5 times.

In case RNA of SARS-
CoV-2 and similar

. . SARS-CoV
Endotracheal tubes flushes - container with a .
. coronaviruses are
hermetically  screwed
ca supposed to be
P detected, each
biomaterial sample is
placed in a separate
transport  container,
ensuring the
requirements listed in
Table 6.
Tuberculoma contents - Surgical material is | The contents of the
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Biomaterial

Method
limitations

Features of collection

Order of collection

taken into a dry sterile
container.

tuberculoma are
placed in a dry sterile
container. After
sampling, the

container is tightly
closed and marked.

Smears/scrapes from
gastrointestinal tract

Use of rectal
suppositories,
laxatives,
medications
containing a high
percentage of
iron, colposcopy
— less than 48
hours before the
assay

Material is collected
using special medical
devices with registration
certificates, according to

the procedure
established depending
on the source of
biomaterial.

Samples are taken:

— into 15 mL
plastic tubes
with 300-500 pL
of sterile
physiological
saline solution;

— into tubes with
transport
medium
intended by the
manufacturer
for
transportation
and storage of
PCR samples.

After  taking the
material, transfer the
probe into a tube with
physiological saline
solution or transport
medium intended by
the manufacturer for
transportation and
storage of biological
material samples for
PCR assay and rinse it
thoroughly in the
liquid for 10-15 s,
avoiding splashing.
Remove the probe
from the solution and
squeeze out the excess
liquid by rotating it
against the inner wall
of the tube above the
solution level.
Completely remove
the probe from the
tube and discard.
Close the tube tightly
and mark it.

Smears/scrapes from
urogenital tract

Topical
application of
medications, use
of lubricants,
vaginal
ultrasound —
less than 24
hours before the
assay.

Material is collected
using special medical
devices with registration
certificates, according to

the procedure
established depending
on the source of
biomaterial.

Samples are taken:

— into 15 mL
plastic tubes
with 300-500 plL
of sterile
physiological
saline solution;

— into tubes with
transport
medium
intended by the

After  taking the
material, transfer the
probe into a tube with
physiological saline
solution or transport
medium intended by
the manufacturer for
transportation and
storage of biological
material samples for
PCR assay and rinse it
thoroughly in the
liquid for 10-15 s,
avoiding splashing.

Remove the probe
from the solution and
squeeze out the excess
liquid by rotating it
against the inner wall
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Biomaterial

Method
limitations

Features of collection

Order of collection

manufacturer
for
transportation
and storage of
PCR samples.
Features of urogenital
scrape collection
Women should not
perform genital toilet or
sprays the day before
the examination. In
order to obtain an
objective result, it is
necessary that the
sample contains as many
epithelial cells as
possible and a minimum
amount of mucus and
blood. Incorrect
sampling may lead to an
unreliable result and,
therefore, to the need
for a second sampling.
WARNING! Before
obtaining a scrape of
epithelial cells from the
urethra, posterolateral

vaginal vault and
cervical canal, remove
the free-flowing

discharge with a sterile
cotton swab.

Features of wvaginal
sampling

The material should be
taken before the manual
examination. The mirror
before manipulation can
be moistened with hot
water, the use of
antiseptics to treat the
mirror is
contraindicated. The
scraping is taken from
the posterolateral
vaginal vault. In girls, the
material is taken from
the mucous membrane
of the vaginal vestibule,
and in some cases from
the posterior vaginal

of the tube above the
solution level.
Completely remove
the probe from the
tube and discard.
Close the tube tightly
and mark it.
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Biomaterial

Method
limitations

Features of collection

Order of collection

vault  through the
hymenal rings.

Features of urethral
sampling

Before taking the
biomaterial, the patient
is recommended to
refrain from urination
for 1.5-2 hours.
Immediately before
taking the biomaterial it
is necessary to treat the
external urethral orifice
with a tampon, which
can be moistened with
sterile saline solution.

In the presence of
purulent discharge it is
recommended to take a
scrape 15-20 minutes
after urination, in the
absence of discharge it is
necessary to massage
the urethra with a probe
for biomaterial
collection. In women,
the probe is inserted
into the urethra at a
depth of 1.0-1.5 cm; in
children, the material for
the assay is taken only
from the external
urethral orifice.
Features of cervical
canal sampling

Before sampling remove
mucus with a cotton
swab and then treat the
cervix with sterile
physiologic solution. The
probe is inserted into
the cervical canal to a
depth of 0.5-1.5 cm.
When removing the
probe, avoid touching
the vaginal wall.
Features of sampling
from the foreskin of the
glans of the penis,
preputial sac

Before taking the
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Biomaterial

Method
limitations

Features of collection

Order of collection

biomaterial, the patient
is recommended to
refrain from urination
for 1.5-2 hours.

Animal feces

Animal feces are taking
into a dry sterile
container.

Animal feces in the
amount of 4-5 g are
placed in a dry sterile
container. After
material collection,
the container is tightly
closed and labeled.

Feces (meconium)

Fecal or meconium
samples with a mass
(volume) of

approximately 1-3 g (1-3
ml) are used for the
assay. The material is
collected with a
separate filter tip or
disposable spatula into a
dry sterile vial.

At least 1.0 g of feces
(meconium) is placed
in a dry sterile vial.
After  taking the
material, the vial is
tightly closed and
labeled.

Formalin-fixed paraffin-
embedded (FFPE) tissues

Material collection is
performed only by a
pathomorphologist. To
prepare slices use a
clean, sharp microtome
blade, cut 2 sections of
10 microns thickness or
3-5 sections of 5 microns
thickness from a pre-cut
block of paraffin-
embedded tissue
(approximate cut area
0.5-1.5 cm?). Paraffin
sections are placed in
disposable 1.5 mL plastic
tubes. The
recommended amount
of tissue should not be
exceeded, as excess
paraffin-embedded

tissue may reduce the
yield of total RNA.

2-4 paraffin slices of
5.0 micron thickness
(approximate slice
area 0.5-1.5 cm?) are
placed in the tube.
After  taking the
material, the tube is
tightly closed and
labeled.

Ejaculate

Before taking the
ejaculate (seminal fluid),
sexual abstinence is
recommended for three
days before the test.

Before collecting the
ejaculate, the patient
urinates in the toilet,

After  taking  the
material, the tube is
tightly closed and
labeled.
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Biomaterial

Method
limitations

Features of collection

Order of collection

emptying the bladder

completely.
After urination, the
patient should wash

hands thoroughly with
soap and water and
toilet the  external
genitalia with soap and
water. The penile head
and foreskin should be
dried with a sterile
tissue.

Ejaculate is obtained by
masturbation. The
ejaculateis collected in a
sterile container with a
volume of up to 60 mL
and a tightly screw cap.

Table 5. Storage and transport conditions for biological material samples prior to NA extraction

Bacterial cultures
Biopsy samples
Tissue samples

Biomaterial Transport and storage | Time before NA
temperature extraction

Amniotic fluid from2°Cto 8 °C up to 24 hours

Autopsy material from minus 18 °C to minus 20 °C up to 7 days

minus 70 °C

prolonged period

WARNING! If the assay is intended to detect RNA of SARS-
CoV-2 and similar SARS-CoV coronaviruses, transportation

Punctate and storage of the material shall be carried out in accordance
Oropharyngeal and nasopharyngeal | with Table 6.

flushes, venous catheter flushes, | Note. For bacterial cultures repeated freezing-thawing is
endotracheal tubes flushes allowed.

Bronchoalveolar lavage from2°Cto 8 °C up to 24 hours
Nasopharyngeal, endotracheal | from minus 18 °C to minus 20 °C up to 7 days

aspirates WARNING! If the assay is intended to detect RNA of SARS-
Urine CoV-2 and similar SARS-CoV coronaviruses, transportation
Pleural fluid and storage of the material shall be carried out in accordance

with Table 6.

Vesicular fluid

Smears from endotracheal tubes
Milk

Prostate secretion

Synovial fluid

Saliva

Smears/scrapes of epithelial sales from
oropharynx, nasopharynx,

gastrointestinal tract, urogenital tract,
affected skin and erosive-ulcerous
elements, epithelial cells (discharge)
from conjunctiva of the eye

Ejaculate

from2°Cto 8 °C

up to 24 hours

from minus 18 °C to minus 22 °C

up to 1 month

WARNING! If the assay is intended to detect RNA of SARS-
CoV-2 and similar SARS-CoV coronaviruses, transportation
and storage of the material shall be carried out in accordance

with Table 6.
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Biomaterial

Transport and

temperature

storage

Time before NA

extraction

Nails

Gastric juice
Tuberculoma contents
Animal feces

Internal organs of animals

from2°Cto 8 °C

up to 24 hours

Hard ticks (Ixodidae)

from2°Cto 8 °C

up to 48 hours

WARNING! Transport and storage conditions are intended

for a live tick in moistened medium.

Feces (meconium)

Liquor from 20 °Cto 25 °C up to 2 hours
from2°Cto 8 °C up to 6 hours
Phlegm from 18 °Cto 25 °C up to 6 hours

from2°Cto 8 °C

up to 3 days

WARNING! If the assay is intende

CoV-2 and similar SARS-CoV coronaviruses, transportation

and storage of the material shall be
with Table 6.

d to detect RNA of SARS-

carried out in accordance

Peripheral/umbilical blood

ot 20°Cpo 25°C

up to 2 hours

from2°Cto 8 °C

up to 6 hours

WARNING! Don not freeze whole blood!
Formalin-fixed paraffin-embedded | from 18 °Cto 25 °C ‘ prolonged period
tissues WARNING! Paraffin melting is not allowed.

Table 6. Transport and storage conditions for respiratory infections’ samples

Sample Storage
Sample collection Transport & Notes
. before assay
requirements
N h I
. <5 days: 4 °C asopharyngeal and
Plastic tubes oropharyngeal
Nasopharyngeal and 0
and swabs for 4°C smears should be
oropharyngeal swab x >5 days*: .
smears . o placed into one tube
minus 70 °C . .
to increase viral load
<48 hours:
. 4°C A small dilution of
Bronchoalveolar Sterile o .
lavage container 4°c the sample is
g >48 hours*: possible
minus 70 °C
<48 hours:
Endotracheal aspirate, . 4°C
Sterile R
nasopharyngeal container 4°C -
aspirate or nasal flush >48 hours*:
minus 70 °C
<48 hours:
4°C Make sure the
Phlegm Sterile 4°c material is coming
container " from the lower
>48 hours™: respiratory tract
minus 70 °C P ¥
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* - ifitis impossible to store samples at minus 70 °C, store them at minus 20 °C.

** _ for transporting samples use transport medium for respiratory smears or physiological solution (if
transported to the laboratory no more than 24 hours after specimen collection) or dry probe tampon (if
transported to the laboratory no more than 4 hours after sample collection).

Note. STOR-F transport medium is recommended (manufactured by “DNA-Technology TS”).
WARNING! Avoid repeated freezing and thawing of samples.

Preparation of samples for NA extraction

Sample preparation is performed in accordance with Table 7.

If the biomaterial samples were taken into the transport medium for transportation and storage of PCR
samples, the preparation of the material is carried out in accordance with the instructions for use of the
transport medium used for transport and storage of samples.

When working with reagent kits for detection of nucleic acids of pathogens of human acute respiratory
viral infections, including SARS-CoV-2, by RT-PCR (manufactured by “DNA-Technology TS”, LLC), sample

preparation is not required.

Table 7. Preparation of samples for nucleic acid extraction

Biomaterial

Sample preparation

Amniotic fluid
Bronchoalveolar

1. Transfer 500 L of sample into 1.5 mL plastic tube.
2. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.

lavage 3. Remove supernatant, leaving approximately 50 pL in the tube
Synovial fluid (precipitate + liquid fraction).

Saliva 4. Add 500 puL of sterile physiological saline solution to precipitate.
Liquor 5. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.

Pleural fluid 6. Remove supernatant, leaving approximately 100 pL in the tube

(precipitate + liquid fraction).
Sample is ready for NA extraction.

WARNING! When working with reagent kits for detection of nucleic acids of
pathogens of human acute respiratory viral infections, including SARS-CoV-2,
by RT-PCR (manufactured by “DNA-Technology TS”, LLC), sample preparation
is not required. 100 pL of biomaterial is used for RNA extraction.

Autopsy material
Biopsy samples
Tissue samples
Punctate

1. Shake the tube with biomaterial on vortex for 3-5 seconds, then spin
for 3-5 seconds.
2. Remove supernatant.
Sample is ready for NA extraction.

Bacterial cultures
Vesicular fluid

1. Centrifuge the tube with sample in physiological solution/transport
medium at RCF(g) 12,000-16,000 for 10 minutes.

Smears from 2. Remove supernatant, leaving approximately 100 uL in the tube
endotracheal tubes (precipitate + liquid fraction).

Smears/scrapes of Sample is ready for NA extraction.

epithelial cells from | WARNING! When working with reagent kits for detection of nucleic acids of
oropharynx, pathogens of human acute respiratory viral infections, including SARS-CoV-2,
nasopharynx, by RT-PCR (manufactured by “DNA-Technology TS”, LLC), sample preparation
gastrointestinal tract, | is not required. 100 pL of biomaterial is used for RNA extraction.

urogenital tract,

affected skin and

erosive-ulcerous

elements, epithelial
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Biomaterial

Sample preparation

cells (discharge) from
conjunctiva of the eye
Exudates

Animal internal organs 1. Place ~250 mg of test sample into a 1.5 mL plastic tube.
2. Add 1.0 mL of sterile physiological saline solution into the tube.
3. Shake the tube with biomaterial on vortex for 3-5 seconds, then spin
for 3-5 seconds.
4. Remove supernatant.
Sample is ready for NA extraction.
Gastric juice 1. Transfer 500 uL of gastric juice into a 1.5 mL plastic tube.
2. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.
3. Remove supernatant, leaving approximately 100 uL in the tube
(precipitate + liquid fraction).
Sample is ready for NA extraction.
Hard ticks (Ixodidae) 1. Place the tick into a 1.5 mL plastic tube.
2. Add 1.0 mL of 96% ethanol into the tube with the tick, shake the tube
on vortex for 3-5 seconds, then spin for 3-5 seconds.
3. Remove supernatant as fully as possible.
4. Add 1.0 mL of sterile physiological saline solution, shake the tube on
vortex for 3-5 seconds, then spin for 3-5 seconds.
5. Remove supernatant as fully as possible.
Sample is ready for NA extraction.
WARNING! Use pretreated sample for NA extraction immediately.
Phlegm Method 1
1. Transfer 500 pL of phlegm sample into a sterile container.
2. Add to the sample an equal volume of 10% trisodium phosphate
x12H20, close tightly and shake intensely
3. Incubate the mix at 37 °C for 18—24 hours, then neutralize 1 M HCl to
pH 6.8-7.4.
4. Spin at RCF(g) 900 for 20 minutes.
5. Drain the supernatant into a container with 5 % chloramine solution
for decontamination.
6. Add 500 pl of distilled water, mix by pipetting and transfer to 1.5 mL
plastic tube.
7. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.
8. Remove supernatant, leaving approximately 100 uL in the tube
(precipitate + liquid fraction).
Sample is ready for NA extraction.
Phlegm Method 2
1. Add mucolysin to the vial with phlegm in proportion 5:1 (5 parts of
mucolysin to 1 part of phlegm) based on the vial graduation.
2. Close the vial, shake the mixture and incubate at room temperature
(from 18 °C pgo 25 °C) for 20-30 minutes, shaking the vial every 2-3
minutes.
Sample is ready for NA extraction.
Milk No preparation is required. Sample is ready for NA extraction.
Urine 1. Transfer 1.0 mL of urine into a 1.5 mL plastic tube.
2. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.
3. Remove supernatant as fully as possible.
4. Add 1.0 mL of sterile physiological saline solution to the supernatant.
5. Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.
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Biomaterial Sample preparation
6. Remove supernatant, leaving approximately 100 pL in the tube
(precipitate + liquid fraction).
Sample is ready for NA extraction.
Nasopharyngeal and 1. Transfer 1.0 mL of biomaterial into a 1.5 mL plastic tube

endotracheal aspirates
Flushes from
endotracheal tubes

N

Centrifuge the tube at RCF(g) 12,000-16,000 for 10 minutes.

3. Remove supernatant, leaving approximately 100 uL in the tube
(precipitate + liquid fraction).

Sample is ready for NA extraction.

WARNING! When working with reagent kits for detection of nucleic
acids of pathogens of human acute respiratory viral infections,
including SARS-CoV-2, by RT-PCR (manufactured by “DNA-Technology
TS”, LLC), sample preparation is not required. 100 L of biomaterial is
used for RNA extraction.

Peripheral/umbilical
blood

Obtaining plasma

1. Spin tubes with blood at RCF(g) 900 at room temperature (from 18 °C
to 25 °C) for 20 minutes.

2. After spinning collect upper fraction (plasma) with a pipette and
transfer it to a separate 1.5-2.0 mL plastic tube.
Sample is ready for NA extraction.

WARNING!

1. Time between peripheral blood collection and obtaining
plasma shall not exceed 6 hours. It is allowed to store plasma at minus
20 °C for up to 3 months (if necessary).

2. Before NA extraction mix the plasm!

Obtaining leukocyte fraction

1. Transfer 1.5 mL of whole blood into a 2.0 mL plastic tube.

2. Spin the tube with blood at RCF(g) 50 for 10 minutes.

3. After spinning collect 500-600 uL of upper fraction (plasma with
leukocytes) with a pipette and transfer to a 1.5-2.0 mL plastic tube.

4. Centrifuge a tube with blood at RCF(g) 10,000 for 10 minutes.

5. Remove supernatant, leaving approximately 100 pL in the tube
(precipitate + liquid fraction).
Sample is ready for NA extraction.

Prostate secretion

1. Prepare the necessary amount of 1.5 mL plastic tubes with 500 pL of
sterile physiological saline solution or transport medium for PCR
samples.

2. Transfer 100 pL of liquid material into each tube.

Centrifuge the tubes at RCF(g) 12,000-16,000 for 10 minutes.

4. Remove supernatant, leaving approximately 100 pL in the tube
(precipitate + liquid fraction).

Sample is ready for NA extraction.

w

Oropharyngeal and

nasal flushes

1. Centrifuge the tube with flush sample at RCF(g) 12,000-16,000 for 10
minutes.
2. Remove supernatant, leaving approximately 100 uL in the tube
(precipitate + liquid fraction).
Sample is ready for NA extraction.

WARNING! When working with reagent kits for detection of nucleic acids
of pathogens of human acute respiratory viral infections, including SARS-CoV-
2, by RT-PCR (manufactured by “DNA-Technology TS”, LLC), sample
preparation is not required. 100 uL of biomaterial is used for RNA extraction.

Flushes from

1. Add 100 pL of distilled water or 100 uL of sterile physiological saline
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Biomaterial

Sample preparation

fragments of venous
catheter

solution into the tube with fragment of venous catheter.

2. Shake the tube with biomaterial on vortex for 3-5 seconds, then spin
for 1-3 seconds.
Sample is ready for NA extraction.

Tuberculoma contents

Preparation is not required. Sample is ready for NA extraction.

Human feces
(meconium), animal
feces

Preparation of suspension

1. Prepare the necessary amount of 1.5 mL plastic tubes with 1.0 mL of
sterile physiological saline solution

2. Put0.1-0.2 g (mL) of feces into each tube.

3. Resuspend the tube contents thoroughly on vortex for 5-10 seconds.

4. Centrifuge the tubes with feces suspension at RCF(g) 13,000 at room
temperature (from 18 °C to 25 °C) for 30 seconds to precipitate debris
to the bottom of the tube.

5. Mark one 1.5 mL tube for each suspension sample.

For bacterial NA extraction: For viral NA extraction:
6. Add the middle fraction from | 6. Add 100 pL of supernatant
the tubes with feces from the feces suspension
suspension to the tubes to the corresponding
corresponding marked tubes. marked tubes.

For this purpose, draw 100 pL
of the bacterial fraction
(upper white-yellow part of
the precipitate formed) from
each tube with a separate
filter tip. If there is no white-
yellow boundary layer
between the precipitate and
the supernatant, draw 100 pL
from the boundary between
the precipitate and the
supernatant, a partial capture
of the precipitate is allowed.
Note. An additional sample preparation
using PREP-L reagent kit manufactured by
DNA-Technology is allowed.

Sample is ready for NA extraction.

WARNING! If it is impossible to examine the material within a day
and/or if long-term storage is necessary, glycerol at a final
concentration of 10-15% is added to the feces suspension in sterile
isotonic sodium chloride solution. Samples prepared in this way are
frozen only after thorough homogenization and exposure to glycerol
for 30-40 minutes.

Formalin-fixed
paraffin-embedded
tissue

Paraffin-embedded tissue is pretreated using PREP-PK sample
pretreatment reagent kit manufactured by DNA-Technology.

Ejaculate

1. Prepare the necessary amount of 1.5 mL plastic tubes with 400-500 uL
of sterile physiological saline solution or transport medium for PCR
samples.

2. Transfer 100 pL of liquid material into each tube.

3. Shake the tube with biomaterial on vortex for 3-5 seconds, then spin
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Biomaterial Sample preparation

for 1-3 seconds.
Sample is ready for NA extraction.

Nails taken into STOR- When working with reagent kits for detection of nucleic acids by PCR
F transport medium (manufactured by “DNA-Technology TS”, LLC), thermostate the tubes

with biomaterial at 95 °C for 10 minutes, shake the tubes on vortex for
3-5 seconds, then spin for 1-3 seconds. 100 L of biomaterial is used for
DNA extraction.

8. PROCEDURE
WARNING!

1. Use RNase- and DNase-free filter tips to introduce and add reagents and samples.

2. When using the aspirator, use RNase- and DNase-free tips without a filter.

3. Change the tips each time the solution is removed from the tube.

4. To prevent contamination, only open and close the cap of the tube you are working with
(sample/reagent addition, supernatant removal). Do not handle several tubes with open caps at
the same time.

5. When adding solution to a tube containing biological material, introduce the solution carefully
without touching the tube walls. If you touch the wall of the tube, change the tip.
Simultaneously with the NA extraction from biological material it is necessary to prepare a
negative control and pass it through all stages of sample preparation.

For samples of biological material taken in transport medium or physiological solution, or
prepared for NA extraction using physiological solution/distilled water, it is recommended to use
transport medium or physiological solution/distilled water to prepare a negative control.

For other samples use negative control (NC) from the reagent kit.

6. Test samples and controls samples must be treated in a single pattern simultaneously according
to these instructions.

7. Precipitationis allowed in the lysis solution. In case of precipitation heat the vial with lysis solution
on the thermostat previously heated to 65 °C until complete dissolution of the precipitate. Then
stir the solution by turning the vial upside down 5-10 times, avoiding foaming. Before use, cool
the solutions to room temperature (18 °C to 25 °C). The precipitate can also be dissolved at room
temperature (18 °C to 25 °C) for approximately 12 hours.

8. When the tubes are heated, the caps may open! Use tubes with locking caps (e.g. Eppendorf Safe-

Lock Tubes) or programmable thermostats with a clamp lid (e.g. solid-state programmable small-
size thermostat TT-1-“DNA-Technology”, manufactured by “DNA-Technology R&D”, LLC).

Nucleic acid extraction

Preparation and NA extraction using PREP-NA reagent kit is performed according to Annexes A-D
depending on the biomaterial, kit and applied method (Table 8):
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Table 8.

Method

Biomaterial

Standard method according to
Annex A

Amniotic liquid

Bacterial cultures

Biological material from fallen and diseased animals (smears and
flushes from trachea, nasal cavity, oral cavity, cloaca)
Bronchoalveolar lavage

Vesicular fluid

Gastric juice

Liquor

Blood leukocytes

Smears from endotracheal tubes

Phlegm

Milk

Urine

Nasopharyngeal and endotracheal aspirate

Blood plasma

Pleural fluid

Prostate secretion

Synovial fluid

Saliva

Oropharyngeal and nasal flushes, flushes from endotracheal tubes
Tuberculoma contents

Smears/scrapes of epithelial cells from oropharynx, nasopharynx,
gastrointestinal tract, urogenital tract, affected skin and erosive-
ulcerous elements, epithelial cells (discharge) from conjunctiva of
the eye

Animal feces

Human feces (meconium)

Exudates

Ejaculate

Short method according to
Annex B

Smears/scrapes of epithelial cells from oropharynx, nasopharynx,
gastrointestinal tract, urogenital tract

Feces (meconium)

Ejaculate

Nails

Method for biopsy samples
according to Annex D

Internal organs of animals

Autopsy material

Biopsy samples

Tissue samples

Punctate

Flushes from fragments of venous catheter

After pretreatment using
PREP-PK

Standard method according to
Annex A

Autopsy material
Biopsy samples
Tissue samples
Punctate

FFPE tissue

- Storage and use of NA preparation

8.2.1 The NA preparation may be stored at the temperature from 2 °C to 8 °C for no longer than two
hours. For long-term storage, the NA preparation should be placed in a freezer and stored at a
temperature not exceeding minus 18 °C for no longer than 7 days without thawing before use.
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8.2.2 If only PCR DNA testing is intended, the NA preparation may be stored at the temperature from
minus 18 °C to minus 22 °C for no longer than one month or at the temperature from minus 68 °C
to minus 72 °C for no longer than one year.

WARNING! It is only allowed to thaw NA preparation once.

8.2.3 If the NA preparation has been stored at a temperature not exceeding minus 18 °C, before its use
for PCR/RT-PCR it is necessary to thaw the NA preparation and negative control at room
temperature (from 18 °C to 25 °C) or at a temperature from 2 °Cto 8 °C.

8.2.4 Before using the NA preparation for PCR/RT-PCR after storage and/or thawing, shake tubes with NA
preparation and negative control on vortex for 3-5 seconds and spin for 1-3 seconds.

9. SPECIFICATIONS

9.1 Minimum volume of biomaterial for NA extraction:
Biomaterial Minimum volume
Amniotic liquid, bronchoalveolar lavage, gastric juice,
liqguor, phlegm (method 1), pleural fluid, saliva, synovial 500 pL
fluid
Autopsy material, biopsy samples/punctate, tissue samples Sample up to 5.0 mm in diameter
(50-100 mg)
Prostate secretion, flushes from fragments of venous
catheter, tuberculoma contents, ejaculate, milk, blood 100 plL
plasma
Bacterial cultures, vesicular fluid, exudates taken into
transport medium?;
Smears from endotracheal tubes taken into transport
medium;
Smears/scrapes of epithelial cells from oropharynx, 100 uL
nasopharynx, gastrointestinal tract, urogenital tract,
affected skin and erosive-ulcerous elements taken into
transport medium;
Nails taken into transport medium
Internal organs and feces of animals 250 mg
Blood (to obtain leukocyte fraction) 500 pL
Phlegm (method 2), urine, flushes from endotracheal 1.0 mL
tubes, nasopharyngeal and endotracheal aspirates '
Oropharyngeal and nasal flushes 300 uL
Feces (meconium) for suspension? 100 pL/mg
FFPE tissue? 2-4 5.0 um thick paraffin slices
(approximate slice area 0.5-1.5 cm?)

9.2 Functional characteristics of the kit
—  purity of nucleic acid samples (A260/280) is 1.4-2.0;
— concentration of nucleic acids in 100 pL of preparation is in the range of 5.9-24.4 ng/uL of NA
solution.

9.3 Performance of the kit
— For DNA extraction — 100% (99.05 - 100%) with 95% Cl;

— For RNA extraction - 100 % (99.78-100%) with 95% ClI.

1 - DNA-Technology made STOR-F transport medium is recommended
2. sample pretreatment using PREP-L is possible
3 - sample pretreatment using PREP-PK
28



9.4 Compatible reagent kits:

Nucleic acid extraction kit can be used together with reagent kits for PCR/RT-PCR NA analysis.
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10. QUALITY CONTROL

“DNA-Technology Research & Production”, LLC declares that the abovementioned products meet the
provision of the Regulation (EU) 2017/746 of the European parliament and of the Council of 5 April 2017.

The quality control procedures performed in accordance with ISO 9001:2015 and ISO 13485:2016:

—  observation of quality management in manufacturing of IVDR products;

—  creation of values for customers;

— maintenance of the best service quality and customer management.

Contact our official representative in EU by quality issues of PREP-NA DNA/RNA Extraction Kit and

PREP-NA PLUS DNA/RNA Extraction Kit.
Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,

142281, Russia, Moscow Region,
Protvino, Zheleznodorozhnaya Street, 20
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: "DNA-Technology" LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12
Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:
OBELIS S.A

Registered Address:

Bd. Général Wahis, 53

1030 Brussels, Belgium

Tel: +32.2.732.59.54

Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net
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Note.

N

11.
12.

13.

14.
15.

16.

17.

18.
19.

ANNEX A

Standard method of NA extraction from biomaterial*
Mark the necessary amount of 1.5 mL plastic tubes (with locking caps, if necessary), considering a
tube for negative control (C-).
For samples pretreated with obtaining precipitate and supernatant (see Table 7) mark the tubes
with 100 pL of samples prepared for the assay.

In case of using this reagent kit together with RT-PCR detection kits (“DNA-Technology TS”, “DNA-
Technology R&P”) that have internal control RNA-IC “A” included, add 10 puL of RNA-IC “A” spun on
vortex into the corresponding tubes. Close the tubes.

Add 300 pL of lysis solution into each tube. Do not touch the edges of the tube.

Add 100 pL of samples to each test tube (except for the tubes with samples with precipitate
obtained during pretreatment (see Table 6) and C- tube).

Add 100 pL of transport medium, sterile physiological saline solution or negative control from the
reagent kit into the C- tube.

Close the tubes tightly and shake on vortex for 3-5 seconds.

Thermostate the tubes at 65 °C for 15 minutes.

Centrifuge the tubes at RCF(g) 12,000-16,000 for 30 seconds.

Add 400 pL of precipitation buffer into each tube, shake on vortex for 3-5 seconds.

Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 15
minutes.

Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.

Add 450 uL of wash solution No. 1 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.

Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 5
minutes.

Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.

Add 300 pL of wash solution No. 2 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.

Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 5
minutes.

Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.

Open the tubes and dry the precipitate at 65 °C for 5 minutes.

Add 50 pL (for PREP-NA) or 300 pL (for PREP-NA PLUS) of dilution buffer to the precipitate.

WARNING! Dilution buffer is different for PREP-NA and PREP-NA PLUS. It is not allowed to use dilution

buffer
20.
21.
22,

from another version of the kit.

Close the tubes and spin down the drops on vortex for 3-5 seconds.

Thermostate the tubes at 65 °C for 10 minutes. Shake the tubes on vortex for 3-5 seconds.
Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 30
seconds to spin down the condensate.

NA preparation is ready to be introduced into PCR-mix/RT-PCR-mix.

4-type

s of biomaterial are listed in Table 8
32



ANNEX B

Short method of NA extraction from biomaterial ®
1. Mark the necessary amount of 1.5 mL plastic tubes (with locking caps, if necessary), considering a
tube for negative control (C-).
Note. For samples pretreated with obtaining precipitate and supernatant (see Table 7) mark the tubes
with 100 pL of samples prepared for the assay

2. In case of using this reagent kit together with RT-PCR detection kits (“DNA-Technology TS”, “DNA-
Technology R&P”) that have internal control RNA-IC “A” included, add 10 uL of RNA-IC “A” spun on
vortex into the corresponding tubes. Close the tubes.

3.  Add 300 pL of lysis solution into each tube. Do not touch the edges of the tube.

4.  Add 100 plL of samples to each test tube (except for the tubes with samples with precipitate obtained
during pretreatment (see Table 6) and C- tube).

5. Add 100 pL of transport medium, sterile physiological saline solution or negative control from the
reagent kit into the C- tube.

6. Add 100 pL of transport medium, sterile physiological saline solution or negative control from the
reagent kit into the C- tube.

7.  Thermostate the tubes at 65 °C for 5 minutes.

8. Spin the tubes on vortex for 3-5 seconds.

9. Add 400 pL of precipitation buffer into each tube, shake on vortex for 3-5 seconds.

10. Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 10
minutes.

11. Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.

12. Add 450 pL of wash solution No. 1 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.

13. Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 1
minute.

14. Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.

15. Add 300 pL of wash solution No. 2 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.

16. Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 1
minute.

17. Remove supernatant, using separate tip for each tube. Do not touch the precipitate. It is allowed to
leave up to 20-30 plL of supernatant.

18. Open the tubes and dry the precipitate at 65 °C for 5 minutes.

19. Add 50 pL (for PREP-NA) or 300 puL (for PREP-NA PLUS) of dilution buffer to the precipitate.

WARNING! Dilution buffer is different for PREP-NA and PREP-NA PLUS. It is not allowed to use dilution

buffer from another version of the kit.

20. Close the tubes and spin down the drops on vortex for 3-5 seconds.

21. Thermostate the tubes at 65 °C for 5 minutes. Shake the tubes on vortex for 3-5 seconds.

22. Centrifuge the tubes at RCF(g) 12,000-16,000 at room temperature (from 18 °C to 25 °C) for 30
seconds to spin down the condensate.

NA preparation is ready to be introduced into PCR-mix/RT-PCR-mix.

5> - types of biomaterial are listed in Table 8
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10.
11.
12,

13.
14.
15.

16.
17.
18.
19.
20.
21.
22,

ANNEX C

NA extraction from hard ticks
Mark the necessary amount of 1.5 mL plastic tubes (with locking caps, if necessary), considering a
tube for negative control (C-).
Add 300 pL of lysis solution into each tube with hard tick (see Table 7) and C-. Do not touch the
edges of the tube.
Add 100 pL of negative control into the C- tube.
Close the tubes tightly and shake on vortex for 3-5 seconds.
Thermostate the tubes at 65 °C for 1 hour, spin the tubes on vortex for 3-5 seconds.
Rub the tick with a homogenizer rod (separate rod for each tube).
Close the tubes tightly, shake on vortex for 3-5 seconds and spin for 3-5 seconds.
Transfer supernatant into the corresponding tubes for test samples. Do not transfer the
supernatant into the C- tube.
Add 400 pl of precipitation buffer into each tube without touching the edges of the tube, close the
tubes and shake on vortex for 3-5 seconds.
Centrifuge the tubes at RCF(g) 12,000-16,000 for 15 minutes.
Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
Add 450 pL of wash solution No. 1 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.
Centrifuge the tubes at RCF(g) 12,000-16,000 for 5 minutes.
Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
Add 300 uL of wash solution No. 2 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.
Centrifuge the tubes at RCF(g) 12,000-16,000 for 5 minutes.
Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
Open the tubes and dry the precipitate at 65 °C for 5 minutes.
Add 50 pL of dilution buffer to the precipitate, close the tubes.
Spin down the drops on vortex for 1-3 seconds.
Thermostate the tubes at 65 °C for 10 minutes. Shake the tubes on vortex for 3-5 seconds.
Centrifuge the tubes at RCF(g) 12,000-16,000 for 30 seconds.

NA preparation is ready to be introduced into PCR-mix/RT-PCR-mix.
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ANNEX D

NA extraction from biopsy samples and similar types of biomaterials; from venous catheter flushes®

1. Mark the necessary amount of 1.5 mL plastic tubes (with locking caps, if necessary), considering a
tube for negative control (C-).
2. Add 300 pL of lysis solution into each tube with samples (see Table 7) and C-. Do not touch the edges
of the tube.
3.  Add 100 pL of transport medium, sterile physiological saline solution or negative control from the
reagent kit into the C- tube. Close the tubes tightly and shake on vortex for 3-5 seconds.
4. Thermostate the tubes at 65 °C according to the table D.1, spin on vortex for 3-5 seconds
Table D.1
Biomaterial Thermostating time, min
Autopsy material
Biopsy samples
Internal organs of animals 30
Tissue samples
Punctate
Flushes from fragments of venous catheter 15
5. Transfer supernatant into the corresponding tubes for test samples. Do not transfer the supernatant
into the C- tube.
6. Add 400 pL of precipitation buffer into each tube without touching the edges of the tube, close the
tubes and shake on vortex for 3-5 seconds.
7. Centrifuge the tubes at RCF(g) 12,000-16,000 for 15 minutes.
8. Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
9. Add 450 uL of wash solution No. 1 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.
10. Centrifuge the tubes at RCF(g) 12,000-16,000 for 5 minutes.
11. Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
12. Add 300 pL of wash solution No. 2 to the precipitate, close the tubes and mix the contents by
carefully turning the tubes upside down 3-5 times.
13. Centrifuge the tubes at RCF(g) 12,000-16,000 for 5 minutes.
14. Remove supernatant fully, using separate tip for each tube. Do not touch the precipitate.
15. Open the tubes and dry the precipitate at 65 °C for 5 minutes.
16. Add 50 pL of dilution buffer to the precipitate, close the tubes.
17. Spin down the drops on vortex for 1-3 seconds.
18. Thermostate the tubes at 65 °C for 10 minutes. Shake the tubes on vortex for 3-5 seconds.
19. Centrifuge the tubes at RCF(g) 12,000-16,000 for 30 seconds.

NA preparation is ready to be introduced into PCR-mix/RT-PCR-mix.

6 - types of biomaterial are listed in Table 8
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1. INTENDED USE

The STOR-M transport medium is intended for transport and storage of human biological samples
(scrapes/swabs of epithelial cells from urogenital tract, oropharynx, nasopharynx, rectum, skin,
conjunctiva of the eye), including those containing an impurity of mucus, followed by nucleic acids analysis
(human and microbial DNA, viral RNA) by polymerase chain reaction and reverse transcription (PCR/RT-
PCR) methods.

This medical device is an auxiliary agent in clinical laboratory diagnostics.

The application of the kit does not depend on population and demographic aspects. There are no
contradictions for use of the STOR-M transport medium.

The STOR-M transport medium can be used in clinical and diagnostic laboratories of medical institutions
and research practice.

Potential users: personnel qualified in molecular diagnostics methods and working in the clinical and
diagnostic laboratory.

It is necessary to apply the kit only as directed in this instruction for use.

2. METHOD

The STOR-M transport medium is a ready-to-use water-salt transparent, colorless solution with the
addition of a preservative, mucolytic and flavoring agent. The preservative prevents the growth of non-
specific microorganisms, and mucolytic acts on disulfide bonds of mucopolysaccharides, thereby diluting
mucus.

3. CONTENT
The detailed description of content is represented in Tables 1-2.

Table 1. The STOR-M transport medium content, package S, 500 for P-910-1/1EU

Reagent Description Total volume Amount

Transport medium | Colorless transparent liquid 50 mL (500 uL in each) 100 tubes

Table 2. The STOR-M transport medium content, package S, 1000 for P-911-1/1EU

Reagent Description Total volume Amount

Transport medium | Colorless transparent liquid 100 mL (1.0 mL in each) 100 tubes

All components are ready to use and do not require additional preparation for operation.

The kit is intended for single use and designed for 100 tests, including negative controls.



4. REAGENTS AND EQUIPMENT REQUIRED BUT NOT PROVIDED

4.1. Specimen collection

—  Specimen collection swabs: sterile single use swabs, cytobrushes, cotton swabs e.t.c for sampling of
biomaterial.

4.2. Preparation for NA extraction
—  Biological safety cabinet class Il;
—  Vortex mixer;
—  Refrigerator;
—  NA extraction kit;
—  High speed centrifuge (RCF(g) no less than 12,000);
—  Tube rack for 1.5 mL tubes;
—  Container for used pipette tips, tubes and other consumables;
—  Single channel pipettes (dispensers covering 100-1000 pL volume range);
— RNase and DNase free filtered pipette tips (volume 1000 pL);
—  Powder-free surgical gloves;
— Disinfectant solution;

Nucleic acid extraction kit.

5. TRANSPORT AND STORAGE CONDITIONS
Expiry date — 12 months from the date of production.

The STOR-M transport medium must be transported in thermoboxes with ice packs by all types of roofed
transport at temperatures inside the thermoboxes corresponding to storage conditions of the kit
components.

It is allowed to transport the kit in thermoboxes with ice packs by all types of roofed transport at
temperatures from 2 °C to 25 °Cinside the thermoboxes, but for no longer than 14 days.

The kit transported with violation of temperature conditions must not be used.

All components of the STOR-M transport medium must be stored in a refrigerator or a cooling chamber
at temperatures from 2 °C to 8 °C over the storage period.

The excessive temperature can be detrimental to product performance.

Shelf-life of the kit following the first opening of the primary container: components of the kit must be
stored in a refrigerator or a cooling chamber at temperatures from 2 °C to 8 °C over the storage period.

The kit stored under undue regime must not be used.
An expired STOR-M transport medium must not be used.
We strongly recommend to follow the given instructions in order to obtain accurate and reliable results.

The conformity of the STOR-M transport medium to the prescribed technical requirements is subject to
compliance of storage, transportation and handling conditions recommended by manufacturer.

Contact our official representative in EU by quality issues of the STOR-M transport medium.



6. WARNINGS AND PRECAUTIONS

Only personnel trained in the methods of molecular diagnostics and the rules of work in the clinical and
diagnostic laboratory are allowed to work with the kit.

Handle and dispose all biological samples, reagents and materials used to carry out the assay as if they
were able to transmit infective agents. The samples must be exclusively employed for certain type of
analysis. Samples must be handled under a laminar flow hood. Tubes containing different samples must
never be opened at the same time. Pipettes used to handle samples must be exclusively employed for this
specific purpose. The pipettes must be of the positive dispensation type or be used with aerosol filter tips.
The tips employed must be sterile, free from the DNases and RNases, free from DNA and RNA. The
reagents must be handled under a laminar flow hood. The reagents required for amplification must be
prepared in such a way that they can be used in a single session. Pipettes used to handle reagents must
be exclusively employed for this specific purpose. The pipettes must be of the positive dispensation type
or be used with aerosol filter tips. The tips employed must be sterile, free from the DNases and RNases,
free from DNA and RNA. Avoid direct contact with the biological samples reagents and materials used to
carry out the assay. Wear powder-free surgical gloves. Wear protective clothing (work clothes and personal
protective equipment) working with microorganisms classified as particularly pathogenic. The protective
clothing and personal protective equipment must comply with the work to be performed and health and
safety requirements. Avoid producing spills or aerosol. Any material being exposed to biological samples
must be treated for at least 30 minutes with disinfecting solution or autoclaved for 1 hour at 121 °C before
disposal.

Molecular biology procedures, such as nucleic acids extraction, reverse transcription, PCR-amplification
and detection require qualified staff to avoid the risk of erroneous results, especially due to the
degradation of nucleic acids contained in the samples or sample contamination by amplification products.

All the liquid solutions are designed for single use and can not be used more than once. Plastic tubes do
not contain phthalates. Do not breathe gas/fumes/vapor/spray produced by the components of the kit.
Do not eat/drink components of the kit. Avoid contact with eyes. Only use the reagents provided in the
kit and those recommended by manufacturer. Do not mix reagents from different batches. Do not use
reagents from third party manufacturers’ kits. All laboratory equipment, including dispensers, test tube
racks, laboratory glassware, lab coats, bouffant caps, etc., as well as reagents should be strictly stationary.
It is not allowed to move them from one room to another. Waste materials are disposed of in accordance
with local and national standards. All surfaces in the laboratory (work tables, test tube racks, equipment,
etc.) must be treated daily with disinfecting solution.

Emergency actions

Eye Contact: If any component of this kit enters the eyes, wash eyes gently under potable running water
for 15 minutes or longer, making sure that the eyelids are held open. If pain or irritation occurs, obtain
medical attention.

Skin Contact: If any component of this kit contacts the skin and causes discomfort, remove any
contaminated clothing. Wash affected area with plenty of soap and water. If pain or irritation occurs,
obtain medical attention.

Ingestion: If any component of this kit is ingested, wash mouth out with water. If irritation or discomfort
occurs, obtain medical attention.

Do not use the kit:

—  When the transportation and storage conditions are breached;

—  When the reagents’ appearance does not respond to the kit passport;
—  When the kit components packaging is breached;

—  After the expiry date provided.

Significant health effects are NOT anticipated from routine use of this kit when adhering to the instructions
listed in the current manual.



7. SAMPLES

The STOR-M transport medium is designed to transport and storage the scrapes/swabs of epithelial cells
from urogenital tract, oropharynx, nasopharynx, rectum, skin, conjunctiva of the eye.

General requirements

Remove free separable mucus with a sterile cotton prior to sampling. In case of sampling from several
locations, repeat the procedure several times, each time taking a new swab into new different tube.

To prevent contamination, open the tube, add sample, then close the tube before proceeding to the next
sample.

Scrapes/swabs of epithelial cells sampling
Method limitations: local use of medications, vaginal ultrasound less than 24 hours before the test.

WARNING!
1. The use of cytobrushes for urogenital swabs/scrapes is contraindicated in pregnancy.
2. To prevent contamination only open the tube you are working with and close the cap before
proceeding to the next tube.
Order of taking:

1. Scrape epithelial cells from the corresponding biotope (i.e. urogenital tract, oropharynx,
nasopharynx, rectum, skin, conjunctiva of the eye) with a sterile swab, transfer it to a 1.5 mL
plastic tube with STOR-M transport medium and wash it thoroughly for 10-15 seconds. Avoid
splashing.

2. Remove swab from solution, press it to the wall of the tube above the solution level and squeeze
the rest of the liquid with a rotating liquid. Remove the swab from the tube and dispose of it.

3. Close the tube tightly and mark it.

Transportation and storage of the samples

Transport and store samples in STOR-M transport medium for subsequent analysis of human and
microbial DNA at temperatures from 2 °C to 8 °C for no longer than 3 months.

Transport and store samples in STOR-M transport medium for subsequent analysis of viral RNA at
temperatures from 2 °C to 8 °C for no longer than 28 days.

Transport and store samples in STOR-M transport medium for subsequent analysis of human and
microbial DNA at temperatures from 18 °C to 25 °C is acceptable for no longer than 28 days.

Transport and store samples in STOR-M transport medium for subsequent analysis of viral RNA at
temperatures from 18 °C to 25 °Cis acceptable for no longer than 7 days.

8. PROCEDURE

8.1. General recommendations
1. Use only disposable RNase and DNase free filtered pipette tips.

2. When adding the solution into sample, do not touch the walls of the tubes with the tip. If the tip has
touched the wall of the tube, change the tip. Tip should be changed each time when you take out
solution from the tube with sample.

3. To prevent contamination, open the tube, add sample/reagent, then close the tube before proceeding
to the next sample/reagent.



8.2. Preparation for NA extraction (package S, 500; package S, 1000)
8.2.1 Centrifuge samples in transport medium at RCF(g) 12,000 for 10 minutes.

8.2.2 Remove the supernatant, leaving the approximately 100 uL (precipitate+liquid fraction) in the
tube.

WARNING! If for sample pretreatment centrifugation is not needed, p.8.2.1 and 8.2.2 are not performed.

WARNING! For scrape/swab from oropharynx and nasopharynx for subsequent analysis of viral RNA
preliminary centrifugation is not required.

8.2.3  Add the lysis buffer in the volume recommended by the NA extraction kit used into the tube with
precipitate.

8.2.4 Perform NA extraction according to NA extraction kit user manual.

8.2.5 To make a negative control sample perform p. 8.2.1 and 8.2.2 for tube with STOR-M transport
medium which does not contain sample, or add 100 pL of STOR-M not containing biomaterial into
lysis solution from the NA extraction kit.

The recommended kits for nucleic acids extraction:

- PREP-RAPID DNA Extraction Kit (“DNA-Technology Research & Production”, LLC, “DNA-Technology
TS”, LLC, Russia);

- PREP-GS and PREP-GS PLUS DNA Extraction Kits (“DNA-Technology Research & Production”, LLC,
“DNA-Technology TS”, LLC, Russia);

- PREP-NA and PREP-NA PLUS DNA/RNA Extraction Kits (“DNA-Technology Research & Production”,
LLC, “DNA-Technology TS”, LLC, Russia);

- PREP-MB RAPID DNA Extraction Kit (“DNA-Technology Research & Production”, LLC, Russia);

- PREP-NA-S DNA/RNA Extraction Kit (“DNA-Technology TS”, LLC, Russia).

9. SPECIFICATIONS

The preservation of DNA in biomaterial samples taken into STOR-M (package S, 500) at different
storage conditions

Preservation of DNA (%)
Biomaterial 28 days under temperatures 3 months under temperatures

from 18 °C to 25 °C from 2 °Cto 8 °C
scrapes./swabs of epithelial cells from 76.7 675
urogenital tract
scrapes/swabs of epithelial cells from 796 68.6
oropharynx
scrapes/swabs of epithelial cells from 64.9 67.6
nasopharynx
scra.pes/f,wabs of epithelial cells from 64.3 516
conjunctiva of the eye
scrapes/swabs of epithelial cells from 86.4 931
rectum
sc.rapes/swabs of epithelial cells from 336 671
skin

75.9 (67.8-85.2) 69.2 (57.8-79.4)
0,

Total (average, 95% Cl) =50 n=50




The preservation of DNA in biomaterial samples taken into STOR-M (package S, 1000) at different storage
conditions

Preservation of DNA (%)
Biomaterial 28 days under temperatures 3 months under temperatures
from 18 °C to 25 °C from 2 °Cto 8 °C
scrapes/swabs of epithelial cells from No losses. The sample is No losses. The sample is suitable
urogenital tract suitable for PCR for PCR
Total (average, 95% Cl) n=25 n=25

The preservation of viral RNA in biomaterial samples taken into STOR-M at different storage conditions

Preservation of RNA (%)
Biomaterial 7 days under temperatures 28 days under temperatures from

from 18 °C to 25 °C 2°Cto8°C
scrapes/swabs of epithelial cells from No losses. The sample is No losses. The sample is suitable
oropharynx (SARS-CoV-2) suitable for RT-PCR for RT-PCR
scrapes/swabs of epithelial cells from No losses. The sample is No losses. The sample is suitable
nasopharynx (HRV) suitable for RT-PCR for RT-PCR
Total (package S, 500) n=7 n=9
Total (package S, 1000) n=7 n=9

10. QUALITY CONTROL

“DNA-Technology Research&Production”, LLC declares that the abovementioned products meet the
provision of the Regulation (EU) 2017/746 of the European parliament and of the Council of 5 April 2017.
The quality control procedures performed in accordance with ISO 9001:2015 and ISO 13485:2016:

- observation of quality management in manufacturing of IVDR products;

- creation of values for customers;

- maintenance of the best service quality and customer management.
Contact our official representative in EU by quality issues of STOR-M transport medium.
Technical support:

E-mail: hotline@dna-technology.ru

https://www.dna-technology.com

Manufacturer: "DNA-Technology Research & Production”, LLC,
142281, Russia, Moscow Region,

Protvino, Zheleznodorozhnaya Street, 20

Phone/fax: +7(495) 640.17.71

E-mail: info@dna-technology.com

https://www.dna-technology.com

Seller: “DNA-Technology” LLC,

117587, Russia, Moscow,

int. ter. Municipal District Chertanovo Severnoye,
Varshavskoye shosse, 125 Zh, building 5, floor 1, office 12;
Phone/fax: +7(495) 640.17.71
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E-mail: info@dna-technology.com

https://www.dna-technology.com

Authorized representative in EU:

OBELIS S.A

Registered Address:
Bd. Général Wahis, 53

1030 Brussels, Belgium
Tel: +32.2.732.59.54
Fax: +32.2.732.60.03

E-mail: mail@obelis.net

http://www.obelis.net

11.
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