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ENGLISH
1. INTRODUCTION

Ascaridae are big nematodes. The male individuals are up to 25 cm, the female ones are up to 40 cm long.

Is among the Ascaridae the species with the highest importance for human medicine, because it is the only one with humans as
main host.

The sexually mature roundworm lives in the small intestine. The females produce up to 200 000 eggs daily, which attain to the
environment by faeces. Infectious larvae develop inside the eggs and after oral ingestion they hatch in the upper part of the
small intestine. They penetrate the wall of the intestine and get into the venous blood with which they get into liver and lung,
where they leave the vessels and skin in the aveoles. The larvae migrate into the trachea and through the pharynx after
swallowing back to the small intestine where the maturation to the adult worm takes place. Ca. 10-12 weeks after infestation the
roundworms will be excreted with faeces. The adult worm lives for around 18 months.

Ascaris lumbricoides is one of the most abundant exciter of infectious diseases worldwide. Main endemic areas are Eastern
Asia, Africa and Middle and South America. Children are more often affected than adults. The infestation leads to Ascariasis
mostly with latent progression. The migrating larvae can lead to inflammatory, eosinophile infiltration of the lung and cause
cough, dyspnoea and light fever. Conglomerates of the worms can cause intestinal blockage. If the worms migrate into gall,
pancreas or stomach the corresponding clinical symptoms result.

Species Disease Symptoms (e.g.) Transmission route
Ascaris Ascariasis Adult worms cause no symptoms in general. Ingestion of infectious
lumbricoides Conglomerates of worms can cause abdominal pain Ascaridae eggs
and ileus. (classical way of
Infection of gall, stomach or pancreas leads to infestation is the
corresponding symptoms. consumption of
Migrating larvae are able to cause pulmonal insufficient washed
symptoms like cough and dyspnoea. salad)

Infection or presence of pathogen may be identified by:

=  Microscopy: Detection of eggs in faeces
= Serology: Detection of antibodies by ELISA

2. INTENDED USE

The Ascaris lumbricoides 1gG ELISA is intended for the qualitative determination of 1gG class antibodies against Ascaris
lumbricoides in human serum or plasma (citrate, heparin).

3. PRINCIPLE OF THE ASSAY

The qualitative immunoenzymatic determination of specific antibodies is based on the ELISA (Enzyme-linked Immunosorbent
Assay) technique.

Microtiterplates are coated with specific antigens to bind corresponding antibodies of the sample. After washing the wells to
remove all unbound sample material a horseradish peroxidase (HRP) labelled conjugate is added. This conjugate binds to the
captured antibodies. In a second washing step unbound conjugate is removed. The immune complex formed by the bound
conjugate is visualized by adding Tetramethylbenzidine (TMB) substrate which gives a blue reaction product.

The intensity of this product is proportional to the amount of specific antibodies in the sample. Sulphuric acid is added to stop
the reaction. This produces a yellow endpoint colour. Absorbance at 450/620 nm is read using an ELISA Microtiterplate reader.




4. MATERIALS

41. Reagents supplied

] Microtiterplate: 12 break-apart 8-well snap-off strips coated with Ascaris lumbricoides antigens; in resealable
aluminium foil.

] Sample Dilution Buffer: 1 bottle containing 100 mL of phosphate buffer (10 mM) for sample dilution; pH 7.2 £ 0.2;
coloured yellow; ready to use; white cap; < 0.0015% (v/v) CMIT/ MIT (3:1).

] Stop Solution: 1 bottle containing 15 mL sulphuric acid, 0.2 mol/L; ready to use; red cap.

] Washing Buffer (20x conc.): 1 bottle containing 50 mL of a 20-fold concentrated phosphate buffer (0.2 M),
pH 7.2 + 0.2, for washing the wells; white cap.

] Conjugate: 1 bottle containing 20 mL of peroxidase labelled Protein A in phosphate buffer (10 mM); coloured blue,
ready to use; black cap.

] TMB Substrate Solution: 1 bottle containing 15 mL 3,3',5,5'-tetramethylbenzidine (TMB), < 0.1 %; ready to use; yellow
cap.

] Positive Control: 1 vial containing 2 mL control; coloured yellow; ready to use; red cap; < 0.02% (v/v) MIT.

] Cut-off Control: 1 vial containing 3 mL control; coloured yellow; ready to use; green cap; < 0.02% (v/v) MIT.

] Negative Control: 1 vial containing 2 mL control; coloured yellow; ready to use; blue cap; < 0.0015% (v/v) CMIT/ MIT
(3:2).

For hazard and precautionary statements see 12.1
For potential hazardous substances please check the safety data sheet.

4.2. Materials supplied

. 1 Cover foll

] 1 Instruction for use (IFU)

] 1 Plate layout

4.3. Materials and Equipment needed

ELISA Microtiterplate reader, equipped for the measurement of absorbance at 450/620 nm
Incubator 37 °C

Manual or automatic equipment for rinsing Microtiterplates

Pipettes to deliver volumes between 10 and 1000 pL

Vortex tube mixer

Distilled water

Disposable tubes

5. STABILITY AND STORAGE

Store the kit at 2...8 °C. The opened reagents are stable up to the expiry date stated on the label when stored at 2...8 °C.

6. REAGENT PREPARATION

It is very important to bring all reagents and samples to room temperature (20...25 °C) and mix them before
starting the test run!
6.1. Microtiterplate

The break-apart snap-off strips are coated with Ascaris lumbricoides antigens. Immediately after removal of the strips, the
remaining strips should be resealed in the aluminium foil along with the desiccant supplied and stored at 2...8 °C.

6.2. Washing Buffer (20x conc.)

Dilute Washing Buffer 1 + 19; e.g. 10 mL Washing Buffer + 190 mL distilled water. The diluted buffer is stable for 5 days at room
temperature (20...25 °C). In case crystals appear in the concentrate, warm up the solution to 37 °C e.g. in a water bath. Mix well
before dilution.

6.3. TMB Substrate Solution

The reagent is ready to use and has to be stored at 2...8 °C, away from the light. The solution should be colourless or could
have a slight blue tinge. If the substrate turns into blue, it may have become contaminated and should be thrown away.

7. SAMPLE COLLECTION AND PREPARATION

Use human serum or plasma (citrate, heparin) samples with this assay. If the assay is performed within 5 days after sample
collection, the samples should be kept at 2...8 °C; otherwise they should be aliquoted and stored deep-frozen (-70...-20 °C). If
samples are stored frozen, mix thawed samples well before testing. Avoid repeated freezing and thawing.

Heat inactivation of samples is not recommended.

7.1. Sample Dilution

Before assaying, all samples should be diluted 1+100 with IgG Sample Dilution Buffer. Dispense 10 pL sample and 1 mL IgG
Sample Dilution Buffer into tubes to obtain a 1+100 dilution and thoroughly mix with a Vortex.



8. ASSAY PROCEDURE

Please read the instruction for use carefully before performing the assay. Result reliability depends on strict adherence to the
instruction for use as described. The following test procedure is only validated for manual procedure. If performing the test on
ELISA automatic systems we recommend increasing the washing steps from three up to five and the volume of Washing Buffer
from 300 pL to 350 pL to avoid washing effects. Pay attention to chapter 12. Prior to commencing the assay, the distribution and
identification plan for all samples and standards/controls (duplicates recommended) should be carefully established on the plate
layout supplied in the kit. Select the required number of microtiter strips or wells and insert them into the holder.

Perform all assay steps in the order given and without any delays.
A clean, disposable tip should be used for dispensing each standard/control and sample.
Adjust the incubator to 37 + 1 °C.

1. Dispense 100 pL standards/controls and diluted samples into their respective wells. Leave well Al for the Substrate
Blank.

2. Cover wells with the foil supplied in the kit.
3. Incubate for 1 hour 5 min at 37 + 1 °C.

4. When incubation has been completed, remove the foil, aspirate the content of the wells and wash each well three times
with 300 pL of Washing Buffer. Avoid overflows from the reaction wells. The interval between washing and aspiration
should be > 5 sec. At the end carefully remove remaining fluid by tapping strips on tissue paper prior to the next step!

Note:  Washing is important! Insufficient washing results in poor precision and false results.
Dispense 100 pL Conjugate into all wells except for the Substrate Blank well Al.

Incubate for 30 min at room temperature (20...25 °C). Do not expose to direct sunlight.
Repeat step 4.

Dispense 100 uL TMB Substrate Solution into all wells.

Incubate for exactly 15 min at room temperature (20...25 °C) in the dark. A blue colour occurs due to an enzymatic
reaction.

10. Dispense 100 pL Stop Solution into all wells in the same order and at the same rate as for the TMB Substrate Solution,
thereby a colour change from blue to yellow occurs.

11. Measure the absorbance at 450/620 nm within 30 min after addition of the Stop Solution.

© ©o N oGO

8.1. Measurement
Adjust the ELISA Microtiterplate reader to zero using the Substrate Blank.

If - due to technical reasons - the ELISA Microtiterplate reader cannot be adjusted to zero using the Substrate Blank, subtract its
absorbance value from all other absorbance values measured in order to obtain reliable results!

Measure the absorbance of all wells at 450 nm and record the absorbance values for each standard/control and sample in the
plate layout.

Bichromatic measurement using a reference wavelength of 620 nm is recommended.
Where applicable calculate the mean absorbance values of all duplicates.

9. RESULTS

9.1. Run Validation Criteria

In order for an assay run to be considered valid, these Instructions for Use have to be strictly followed and the following criteria
must be met:

] Substrate Blank:  Absorbance value < 0.100

] Negative Control:  Absorbance value < 0.200 and < Cut-off

] Cut-off Control: Absorbance value 0.150 — 1.300

] Positive Control:  Absorbance value > Cut-off

If these criteria are not met, the test is not valid and must be repeated.

9.2. Calculation of Results
The Cut-off is the mean absorbance value of the Cut-off Control determinations.

Example: Absorbance value Cut-off Control 0.44 + absorbance value Cut-off control 0.42 =0.86 /2 =0.43
Cut-off = 0.43
9.2.1. Results in Units [NTU]
Sample (mean) absorbance value x 10 = [NovaTec Units = NTU]
Cut-off
Example: 1.591x10 = 37NTU
0.43



9.3. Interpretation of Results

Cut-off 10 NTU -
. Antibodies against the pathogen are present.

Positive >11NTU There has been a contact with the antigen (pathogen resp. vaccine).
Antibodies against the pathogen could not be detected clearly.

Equivocal 9-11 NTU It is recommended to repeat the test with a fresh sample in 2 to 4 weeks. If the result is
equivocal again the sample is judged as negative.

Negative <9NTU The sa_mple contains no antlbo_dles against the pathogen: _ _
A previous contact with the antigen (pathogen resp. vaccine) is unlikely.

Diagnosis of an infectious disease should not be established on the basis of a single test result. A precise diagnosis should

take into consideration clinical history, symptomatology as well as serological data.

In immunocompromised patients and newborns serological data only have restricted value.

10. SPECIFIC PERFORMANCE CHARACTERISTICS

The results refer to the groups of samples investigated; these are not guaranteed specifications.
For further information about the specific performance characteristics please contact NovaTec Immundiagnostica GmbH.

10.1. Precision

Intraassay n Mean (E) CV (%)
#1 24 0.295 3.54
#2 24 0.539 4.55
#3 24 0.657 6.16
Interassay n Mean (NTU) CV (%)
#1 12 18.48 2.77
#2 12 6.35 8.02
#3 12 22.58 4.03

10.2. Diagnostic Specificity

The diagnostic specificity is defined as the probability of the assay of scoring negative in the absence of the specific analyte.
Itis 95.0 % (95% confidence interval: 87.69% - 98.62%).

10.3. Diagnostic Sensitivity

The diagnostic sensitivity is defined as the probability of the assay of scoring positive in the presence of the specific analyte.
It is 100 % (95% confidence interval: 47.82% - 100%).

10.4. Interferences

Interferences with hemolytic, lipemic or icteric samples are not observed up to a concentration of 10 mg/mL hemoglobin,
5 mg/mL triglycerides and 0.5 mg/mL bilirubin.

10.5. Cross Reactivity
Cross reaction with antibodies against Toxocara canis, Trichinella, Fasciola, Filaria and Strongyloides cannot be excluded.

11.LIMITATIONS OF THE PROCEDURE

Bacterial contamination or repeated freeze-thaw cycles of the sample may affect the absorbance values.




12. PRECAUTIONS AND WARNINGS

=  The test procedure, the information, the precautions and warnings in the instructions for use have to be strictly followed.
The use of the testkits with analyzers and similar equipment has to be validated. Any change in design, composition and
test procedure as well as for any use in combination with other products not approved by the manufacturer is not
authorized; the user himself is responsible for such changes. The manufacturer is not liable for false results and incidents
for these reasons. The manufacturer is not liable for any results by visual analysis of the patient samples.

= Only for in-vitro diagnostic use.

=  All materials of human or animal origin should be regarded and handled as potentially infectious.

=  All components of human origin used for the production of these reagents have been tested for anti-HIV antibodies, anti-

HCV antibodies and HBsAg and have been found to be non-reactive.

Do not interchange reagents or Microtiterplates of different production lots.

No reagents of other manufacturers should be used along with reagents of this test Kkit.

Do not use reagents after expiry date stated on the label.

Use only clean pipette tips, dispensers, and lab ware.

Do not interchange screw caps of reagent vials to avoid cross-contamination.

Close reagent vials tightly immediately after use to avoid evaporation and microbial contamination.

After first opening and subsequent storage check conjugate and standard/control vials for microbial contamination prior to

further use.

=  To avoid cross-contamination and falsely elevated results pipette patient samples and dispense reagents without splashing
accurately into the wells.

=  The ELISA is only designed for qualified personnel following the standards of good laboratory practice (GLP).

] For further internal quality control each laboratory should additionally use known samples.

12.1. Safety note for reagents containing hazardous substances

Reagents may contain CMIT/MIT (3:1) or MIT (refer to 4.1)
Therefore, the following hazard and precautionary statements apply.

Warning H317 May cause an allergic skin reaction.
P261 Avoid breathing spray.
P280 Wear protective gloves/ protective clothing.

P302+P352 IF ON SKIN: Wash with plenty of soap and water.
P333+P313 If skin irritation or rash occurs: Get medical advice/ attention.
P362+P364 Take off contaminated and Wash it before reuse.

Further information can be found in the safety data sheet

12.2. Disposal Considerations

Residues of chemicals and preparations are generally considered as hazardous waste. The disposal of this kind of waste is
regulated through national and regional laws and regulations. Contact your local authorities or waste management companies
which will give advice on how to dispose hazardous waste.

13. ORDERING INFORMATION

Prod. No.: ASCGO0020 Ascaris lumbricoides IgG ELISA (96 Determinations)



DEUTSCH
1. EINLEITUNG

Askariden oder Spulwiirmer sind groRe Nematoden (Rundwiirmer). Die mannlichen Individuen kénnen bis zu 25 cm, die
weiblichen bis zu 40 cm lang werden. Ascaris lumbricoides kommt unter den Askariden die grote humanmedizinische
Bedeutung zu, da dieser der einzige ist, bei dem der Mensch als Hauptwirt auftritt.

Die geschlechtsreifen, getrenntgeschlechtlichen Spulwiirmer leben im Diinndarm. Die weiblichen Individuen produzieren taglich
bis zu 200 000 Eier, die mit den Fazes an die Umwelt verbracht werden. In diesen entwickelt eine infektionsfahige Larve, die
nach oraler Aufnahme der Eier im oberen Dinndarm schlipft, die Darmwand durchdringt, AnschluR an das vendse
BlutgefaRsystem findet und Uber die Leber in die Lunge gelangt. Dort verlassen sie das Gefal3system und hduten sich in den
Alveolen. Die Larven wandern dann in den luftfihrenden Systemen der Lunge zur Trachea und gelangt Uber den Pharynx nach
Verschlucken wieder in den Dinndarm, wo die Reifung zum adulten Wurm erfolgt. Etwa 10-12 Wochen nach der Infestation
werden Spulwirmer im Stuhl ausgeschieden. Adulte Askariden werden ca. 18 Monate alt.

Acaris lumbricoides ist einer der weltweit haufigsten Erreger von Infektionskrankheiten. Hauptendemiegebiete finden sich in
Landern Ostasiens, Afrikas und Lateinamerikas. Kinder sind haufiger betroffen als Erwachsene.

Die Infestation fuhrt zur Askariose, einer meist latent verlaufenden Krankheit. Die wandernden Larven kdnnen zu entziindlichen,
eosinophilen Infiltrationen (Lofflersches Infiltrat) in der Lunge filhren und Ursache von Husten, Dyspnoe und leichtem Fieber
sein. Wirmerkonglomerate kdnnen einen Darmverschlu? Darmverschluss (Wurmileus) bewirken, wandern Wirmer in die
Gallenwege, ins Pankreas oder den Magen, resultieren entsprechende klinische Erscheinungsbilder (z.B. lkterus durch
AbfluRstérungen der Gallenwege, etc.).

Spezies Erkrankung Symptome (z.B.) Infektionsweg
Ascaris Askariose Adulte Wirmer verursachen in der Regel Aufnahme infektidser
lumbricoides keine Symptome. Askariden-Eier
Wiurmerkonglomerate kénnen Ursache von (klassischer Weg der
Abdominalschmerzen und eines lleus sein. Aufnahme ist der Genuss
Befall von Gallengang, Magen, Pankreas von schlecht gewaschen
fuhrt zu entsprechenden Symptomen. Salates)
Wandernde Larven kdnnen pulmonale
Symptome verursachen (z.B. Husten,
Dyspnoe).

Nachweis des Erregers bzw. der Infektion durch:

. Mikroskopie: Nachweis von Eiern in Stuhl
= Serologie: Nachweis von Antikdrpern mittels ELISA

2. VERWENDUNGSZWECK

Der Ascaris lumbricoides 1gG ELISA ist fur den qualitativen Nachweis spezifischer IgG-Antikdrper gegen Ascaris lumbricoides in
humanem Serum oder Plasma (Citrat, Heparin) bestimmt.

3. TESTPRINZIP

Die qualitative immunenzymatische Bestimmung von spezifischen Antikdrpern beruht auf der ELISA (Enzyme-linked
Immunosorbent Assay) Technik.

Die Mikrotiterplatten sind mit spezifischen Antigenen beschichtet, an welche die korrespondierenden Antikdrper aus der Probe
binden. Ungebundenes Probenmaterial wird durch Waschen entfernt. AnschlieBend erfolgt die Zugabe eines Meerettich-
Peroxidase (HRP) Konjugates. Dieses Konjugat bindet an die an der Mikrotiterplatte gebundenen spezifischen Antikdrper. In
einem zweiten Waschschritt wird ungebundenes Konjugat entfernt. Die Immunkomplexe, die durch die Bindung des Konjugates
entstanden sind, werden durch die Zugabe von Tetramethylbenzidin (TMB)-Substratldsung und eine resultierende Blaufarbung
nachgewiesen.

Die Intensitat des Reaktionsproduktes ist proportional zur Menge der spezifischen Antikérper in der Probe. Die Reaktion wird
mit Schwefelsdure gestoppt, wodurch ein Farbumschlag von blau nach gelb erfolgt. Die Absorption wird bei 450/620 nm mit
einem Mikrotiterplatten-Photometer gemessen.
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ENGLISH
1. INTRODUCTION

Toxocara canis (an ascarid) is a parasitic nematode (roundworm) commonly found in the intestine of dogs. Humans are
paratenic hosts who become infected by ingesting infective eggs in contaminated soil. After ingestion, the eggs yield larvae that
penetrate the intestinal wall and are carried by the circulation to a wide variety of tissues (liver, heart, lungs, brain, muscle,
eyes). While the larvae do not undergo any further development in these sites, they can cause several local reactions that are
the basis of toxocariasis.

In most cases, Toxocara infections are not serious, and many people, especially adults infected by a small number of larvae
(immature worms), may not notice any symptoms. The most severe cases are rare, but are more likely to occur in young
children, who often play in dirt, or eat dirt contaminated by dog stool. The two main clinical presentations of toxocariasis are
Ocular Larva Migrans (OLM), an eye disease that can cause blindness (each year more than 700 people infected with Toxocara
experience permanent partial loss of vision), and Visceral Larva Migrans (VLM), a disease that causes swelling of ancillary
body’s organs or central nervous system

Species Disease Symptoms (e.g.) Transmission route
Toxocara canis Toxocariasis Abdominal pain, gastrointestinal | Infection after ingesting infective
symptoms, weakness, prurits Toxocara eggs from larvae in soil or
other contaminated surfaces.
Ocular larva Visual disturbance,
migrans (OLM) endophthalmitis, retinal
granuloma

Visceral larva migrans (VLM) | Fever, hepatomegaly,
coughing, asthma or pneumonia

Infection or presence of pathogen may be identified by:

] Microscopy
= Serology: Detection of antibodies by ELISA

2. INTENDED USE

The Toxocara canis IgG ELISA is intended for the qualitative determination of 1gG class antibodies against Toxocara canis in
human serum or plasma (citrate, heparin).

3. PRINCIPLE OF THE ASSAY

The qualitative immunoenzymatic determination of specific antibodies is based on the ELISA (Enzyme-linked Immunosorbent
Assay) technique.

Microtiterplates are coated with specific antigens to bind corresponding antibodies of the sample. After washing the wells to
remove all unbound sample material a horseradish peroxidase (HRP) labelled conjugate is added. This conjugate binds to the
captured antibodies. In a second washing step unbound conjugate is removed. The immune complex formed by the bound
conjugate is visualized by adding Tetramethylbenzidine (TMB) substrate which gives a blue reaction product.

The intensity of this product is proportional to the amount of specific antibodies in the sample. Sulphuric acid is added to stop
the reaction. This produces a yellow endpoint colour. Absorbance at 450/620 nm is read using an ELISA Microtiterplate reader.

4. MATERIALS

4.1. Reagents supplied

] Microtiterplate: 12 break-apart 8-well snap-off strips coated with Toxocara canis antigens; in resealable aluminium foil.

] IgG Sample Dilution Buffer: 1 bottle containing 100 mL of phosphate buffer (10 mM) for sample dilution; pH 7.2 + 0.2;
coloured yellow; ready to use; white cap; < 0.0015% (v/v) CMIT/ MIT (3:1).

] Stop Solution: 1 bottle containing 15 mL sulphuric acid, 0.2 mol/L; ready to use; red cap.

] Washing Buffer (20x conc.): 1 bottle containing 50 mL of a 20-fold concentrated phosphate buffer (0.2 M),
pH 7.2 £ 0.2, for washing the wells; white cap.

] Conjugate: 1 bottle containing 20 mL of peroxidase Protein A in phosphate buffer (10 mM); coloured blue; ready to
use; black cap.

] TMB Substrate Solution: 1 bottle containing 15 mL 3,3',5,5'-tetramethylbenzidine (TMB), < 0.1 %; ready to use; yellow
cap.

. Positive Control: 1 vial containing 2 mL control; coloured yellow; ready to use; red cap; < 0.02% (v/v) MIT.

] Cut-off Control: 1 vial containing 3 mL control; coloured yellow; ready to use; green cap; < 0.02% (v/v) MIT.

] Negative Control: 1 vial containing 2 mL control; coloured yellow; ready to use; blue cap; < 0.0015% (v/v) CMIT/ MIT
(3:2).

For hazard and precautionary statements see 12.1
For potential hazardous substances, please check the safety data sheet.



4.2. Materials supplied

1 Cover foll
1 Instruction for use (IFU)
1 Plate layout

»
w

Materials and Equipment needed

ELISA Microtiterplate reader, equipped for the measurement of absorbance at 450/620 nm
Incubator 37°C

Manual or automatic equipment for rinsing Microtiterplate

Pipettes to deliver volumes between 10 and 1000 pL

Vortex tube mixer

Distilled water

Disposable tubes

5. STABILITY AND STORAGE
Store the kit at 2...8 °C. The opened reagents are stable up to the expiry date stated on the label when stored at 2...8 °C.

6. REAGENT PREPARATION

It is very important to bring all reagents and samples to room temperature (20...25 °C) and mix them before
starting the test run!

6.1. Microtiterplate

The break-apart snap-off strips are coated with Toxocara canis antigens. Immediately after removal of the strips, the remaining
strips should be resealed in the aluminium foil along with the desiccant supplied and stored at 2...8 °C.

6.2. Washing Buffer (20x conc.)

Dilute Washing Buffer 1 + 19; e. g. 10 mL Washing Buffer + 190 mL distilled water. The diluted buffer is stable for 5 days at
room temperature (20...25 °C). In case crystals appear in the concentrate, warm up the solution to 37°C e.g. in a water bath.
Mix well before dilution.

6.3. TMB Substrate Solution

The reagent is ready to use and has to be stored at 2...8 °C, away from the light. The solution should be colourless or could
have a slight blue tinge. If the substrate turns into blue, it may have become contaminated and should be thrown away.

7. SAMPLE COLLECTION AND PREPARATION

Use human serum or plasma (citrate, heparin) samples with this assay. If the assay is performed within 5 days after sample
collection, the samples should be kept at 2...8 °C; otherwise they should be aliquoted and stored deep-frozen (-70...-20 °C). If
samples are stored frozen, mix thawed samples well before testing. Avoid repeated freezing and thawing.

Heat inactivation of samples is not recommended.

7.1. Sample Dilution

Before assaying, all samples should be diluted 1+100 with IgG Sample Dilution Buffer. Dispense 10 puL sample and 1 mL 1gG
Sample Dilution Buffer into tubes to obtain a 1+100 dilution and thoroughly mix with a Vortex.



8. ASSAY PROCEDURE

Please read the instruction for use carefully before performing the assay. Result reliability depends on strict adherence to the
instruction for use as described. The following test procedure is only validated for manual procedure. If performing the test on
ELISA automatic systems we recommend increasing the washing steps from three up to five and the volume of Washing Buffer
from 300 pL to 350 pL to avoid washing effects. Pay attention to chapter 12. Prior to commencing the assay, the distribution and
identification plan for all samples and standards/controls (duplicates recommended) should be carefully established on the plate
layout supplied in the kit. Select the required number of microtiter strips or wells and insert them into the holder.

Perform all assay steps in the order given and without any delays.
A clean, disposable tip should be used for dispensing each standard/control and sample.
Adjust the incubator to 37 + 1 °C.

1. Dispense 100 uL standards/controls and diluted samples into their respective wells. Leave well Al for the Substrate
Blank.

2. Cover wells with the foil supplied in the kit.
3. Incubate for 1 hour 5 min at 37 + 1 °C.

4. When incubation has been completed, remove the foil, aspirate the content of the wells and wash each well three times
with 300 uL of Washing Buffer. Avoid overflows from the reaction wells. The interval between washing and aspiration
should be > 5 sec. At the end carefully remove remaining fluid by tapping strips on tissue paper prior to the next step!

Note:  Washing is important! Insufficient washing results in poor precision and false results.
Dispense 100 pL Conjugate into all wells except for the Substrate Blank well Al.

Incubate for 30 min at room temperature (20...25°C). Do not expose to direct sunlight.
Repeat step 4.

Dispense 100 uL TMB Substrate Solution into all wells.

Incubate for exactly 15 min at room temperature (20...25 °C) in the dark. A blue colour occurs due to an enzymatic
reaction.

10. Dispense 100 pL Stop Solution into all wells in the same order and at the same rate as for the TMB Substrate Solution,
thereby a colour change from blue to yellow occurs.

11. Measure the absorbance at 450/620 nm within 30 min after addition of the Stop Solution.

© ©o N oGO

8.1. Measurement
Adjust the ELISA Microtiterplate reader to zero using the Substrate Blank.

If - due to technical reasons - the ELISA Microtiterplate reader cannot be adjusted to zero using the Substrate Blank, subtract its
absorbance value from all other absorbance values measured in order to obtain reliable results!

Measure the absorbance of all wells at 450 nm and record the absorbance values for each standard/control and sample in the
plate layout.

Bichromatic measurement using a reference wavelength of 620 nm is recommended.
Where applicable calculate the mean absorbance values of all duplicates.

9. RESULTS

9.1. Run Validation Criteria

In order for an assay run to be considered valid, these Instructions for Use have to be strictly followed and the following criteria
must be met:

] Substrate Blank: Absorbance value < 0.100

] Negative Control: Absorbance value < 0.200 and < Cut-off
] Cut-off Control: Absorbance value 0.150 — 1.300

] Positive Control: Absorbance value > Cut-off

If these criteria are not met, the test is not valid and must be repeated.

9.2. Calculation of Results
The Cut-off is the mean absorbance value of the Cut-off Control determinations.

Example: Absorbance value Cut-off Control 0.44 + absorbance value Cut-off control 0.42 =0.86/2 =0.43
Cut-off =0.43
9.2.1. Results in Units [NTU]
Sample (mean) absorbance value x 10 = [NovaTec Units = NTU]
Cut-off
Example: 1.591x10 = 37NTU
0.43



9.3. Interpretation of Results

Cut-off 10 NTU -
. Antibodies against the pathogen are present.

Positive >11NTU There has been a contact with the antigen (pathogen resp. vaccine).
Antibodies against the pathogen could not be detected clearly.

Equivocal 9-11 NTU It is recommended to repeat the test with a fresh sample in 2 to 4 weeks. If the result is
equivocal again the sample is judged as negative.

Negative <9NTU The sa_mple contains no antlbo_dles against the pathogen: _ _
A previous contact with the antigen (pathogen resp. vaccine) is unlikely.

Diagnosis of an infectious disease should not be established on the basis of a single test result. A precise diagnosis should

take into consideration clinical history, symptomatology as well as serological data.

In immunocompromised patients and newborns serological data only have restricted value.

10. SPECIFIC PERFORMANCE CHARACTERISTICS

The results refer to the groups of samples investigated; these are not guaranteed specifications.
For further information about the specific performance characteristics please contact NovaTec Immundiagnostica GmbH.

10.1. Precision

Intraassay n Mean (E) CV (%)
#1 24 0.516 3.61
#2 24 0.904 2.90
#3 24 1.061 2.20
Interassay n Mean (NTU) CV (%)
#1 12 18.81 4.83
#2 12 21.65 7.01
#3 12 2.23 12.17

10.2. Diagnostic Specificity

The diagnostic specificity is defined as the probability of the assay of scoring negative in the absence of the specific analyte.
Itis 98.63% (95% confidence interval: 96.52% - 99.62%).

10.3. Diagnostic Sensitivity

The diagnostic sensitivity is defined as the probability of the assay of scoring positive in the presence of the specific analyte.
It is 96.92% (95% confidence interval: 89.32% - 99.63%).

10.4. Interferences

Interferences with hemolytic, lipemic or icteric samples are not observed up to a concentration of 10 mg/mL hemoglobin,
5 mg/mL triglycerides and 0.5 mg/mL bilirubin.

10.5. Cross Reactivity
Cross reactivity with antibodies against Ascaris lumbricoides and Schistosoma cannot be excluded.

11.LIMITATIONS OF THE PROCEDURE

Bacterial contamination or repeated freeze-thaw cycles of the sample may affect the absorbance values.




12. PRECAUTIONS AND WARNINGS

] In compliance with article 1 paragraph 2b European directive 98/79/EC the use of the in vitro diagnostic medical devices is
intended by the manufacturer to secure suitability, performances and safety of the product. Therefore the test procedure,
the information, the precautions and warnings in the instructions for use have to be strictly followed. The use of the testkits
with analyzers and similar equipment has to be validated. Any change in design, composition and test procedure as well as
for any use in combination with other products not approved by the manufacturer is not authorized; the user himself is
responsible for such changes. The manufacturer is not liable for false results and incidents for these reasons. The
manufacturer is not liable for any results by visual analysis of the patient samples.

= Only for in-vitro diagnostic use.

=  All materials of human or animal origin should be regarded and handled as potentially infectious.

=  All components of human origin used for the production of these reagents have been tested for anti-HIV antibodies, anti-

HCV antibodies and HBsAg and have been found to be non-reactive.

Do not interchange reagents or strips of different production lots.

No reagents of other manufacturers should be used along with reagents of this test Kkit.

Do not use reagents after expiry date stated on the label.

Use only clean pipette tips, dispensers, and lab ware.

Do not interchange screw caps of reagent vials to avoid cross-contamination.

Close reagent vials tightly immediately after use to avoid evaporation and microbial contamination.

After first opening and subsequent storage check conjugate and standard/control vials for microbial contamination prior to

further use.

=  To avoid cross-contamination and falsely elevated results pipette patient samples and dispense reagents without splashing
accurately into the wells.

=  The ELISA is only designed for qualified personnel following the standards of good laboratory practice (GLP).

] For further internal quality control each laboratory should additionally use known samples.

12.1. Safety note for reagents containing hazardous substances

Reagents may contain CMIT/MIT (3:1) or MIT (refer to 4.1)
Therefore, the following hazard and precautionary statements apply.

Warning H317 May cause an allergic skin reaction.
P261 Avoid breathing spray
P280 Wear protective gloves/ protective clothing.

P302+P352 IF ON SKIN: Wash with plenty of soap and water.
P333+P313 If skin irritation or rash occurs: Get medical advice/ attention.
P362+P364 Take off contaminated and Wash it before reuse.

Further information can be found in the safety data sheet.

12.2. Disposal Considerations

Residues of chemicals and preparations are generally considered as hazardous waste. The disposal of this kind of waste is
regulated through national and regional laws and regulations. Contact your local authorities or waste management companies
which will give advice on how to dispose hazardous waste.

13. ORDERING INFORMATION

Prod. No.: TOCGO0450 Toxocara canis IgG ELISA (96 Determinations)



DEUTSCH
1. EINLEITUNG

Toxocara canis ist ein Nematode (Rundwurm, Fadenwurm) der Familie der Ascarididae. Ascariden oder Spulwiirmer sind groRRe
Rundwirmer. Die mannlichen Individuen kénnen bis zu 25 cm, die weiblichen bis zu 40 cm lang werden. Toxocara canis findet
sich gewohnlich bei Hunden. Befallen seine Larven den Menschen entwickelt sich das Larva-migrans-visceralis-Syndrom.

Die Infektion wird durch orale Aufnahme von Wurmeiern mit Erde, Sand, Nahrungsmitteln oder Wasser initiiert. Nach Ingestion
schlupfen die Larven, die die Darmwand durchbrechen und alle Organe des Menschen besiedeln kdnnen. Die meisten
Hundespulwurminfektionen verlaufen unbemerkt, einige Infizierte haben jedoch bis zu mehrere Monate andauernde Symptome.
Dazu zahlen Eosinophilie und Hepatomegalie oder Fieberintervalle, gastro-intestinale Stdrungen, Asthma, cardiale
Symptomatik, Lymph-adenopathie und urtikarielle Hautveranderungen, verbunden mit Leukozytose. Befall der Augen fiihrt zu
Endophthalmitis oder Chorioretinitis, die in eine Erblindung miinden kénnen. Zentralnervése Stérungen bedingen Lahmungen
oder epileptiforme Anfélle. Die Infektion kann auch latent verlaufen. Etwa die Halfte aller klinisch manifesten Falle betrifft das
Auge (Visusverlust).

Toxocara canis ist weltweit verbreitet. Neben Hundehaltern sind vor allem Kleinkinder betroffen

Spezies Erkrankung Symptome (z.B.) Infektionsweg

Toxocara Toxocariasis Bauchschmerzen, gastrointestinale Symptome, | Infektion nach Einnahme von

canis Schwéche, Pruritus infektidsen Toxocara-Eiern aus
Larva Larven im Boden oder anderen
Migrans ocularis Sehstoérungen, Endophthalmitis, Netzhaut- kontaminierten Oberflachen.

(auf english OLM) | Granulom

Larva-mirgans- Fieber, Hepatomegalie, Husten, Asthma oder
visceralis-Syndrom | Lungenentziindung

Nachweis des Erregers bzw. der Infektion durch:

= Mikroskopie:
=  Serologie: Nachweis der Antikdrper mittels ELISA

2. VERWENDUNGSZWECK

Der Toxocara canis IgG ELISA ist fir den qualitativen Nachweis spezifischer IgG-Antikdrper gegen Toxocara canis in humanem
Serum oder Plasma (Citrat, Heparin) bestimmt.

3. TESTPRINZIP

Die qualitative immunenzymatische Bestimmung von spezifischen Antikérpern beruht auf der ELISA (Enzyme-linked
Immunosorbent Assay) Technik.

Die Mikrotiterplatten sind mit spezifischen Antigenen beschichtet, an welche die korrespondierenden Antikdrper aus der Probe
binden. Ungebundenes Probenmaterial wird durch Waschen entfernt. AnschlieBend erfolgt die Zugabe eines Meerettich-
Peroxidase (HRP) Konjugates. Dieses Konjugat bindet an die an der Mikrotiterplatte gebundenen spezifischen Antikérper. In
einem zweiten Waschschritt wird ungebundenes Konjugat entfernt. Die Immunkomplexe, die durch die Bindung des Konjugates
entstanden sind, werden durch die Zugabe von Tetramethylbenzidin (TMB)-Substratldsung und eine resultierende Blaufarbung
nachgewiesen.

Die Intensitat des Reaktionsproduktes ist proportional zur Menge der spezifischen Antikdrper in der Probe. Die Reaktion wird
mit Schwefelsaure gestoppt, wodurch ein Farbumschlag von blau nach gelb erfolgt. Die Absorption wird bei 450/620 nm mit
einem Mikrotiterplatten-Photometer gemessen.
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1. HASBHAYEHUE

1.1. Habop pearenTtor JlamoOius-amTuresa-
NOA-BECT npennasHaveH 1y UMMyHOMEPMEHT-
HOTO BBISIBJICHUSI MMMYHOIJIOOYJIMHOB KJIACCOB A
(IgA), M (IgM), G (IgG) k¥ auTurenam JIMOJIHUN B
CHIBOPOTKeE (IIJIa3Me) KPOBU.

1.2. JIam011103 — 9acTo BCTpeUatoIeecs mapasu-
TapHoe 3a00JIeBaHre TOHKOTO KUITIEUHNKA YeJI0BEKA,
BriseiBaemoe Ciardia lamblia — pencrasuresneM ce-
metictBa Protozoe. JIssMOsivu Cy1miecTByIOT B IBYX OT-
JTeJIBHBIX (popMax — ImcTax (crarmdeckasi oopma) u
Tpodo3ouTax (rposrreparuBHasa gopma).

1.3. Bapaskenue ye0BeKa IIPOUCXOTUT OPATTb-
HBIM IIyTeM, IIPU IIONAJAHUY IUCT JIAMOINHA B xe-
JIyJIOUHO-KHUIITEUYHBIA TpakT. VICTOUHWK WHBA3uU
— HeKHuIlsTueHasl IIUTheBas BOJA4, BOJA BOIIOEMOB,
HEMBITBIe (OPPYKTBI ¥ OBOIIH, I'PS3HBIE PYKH W KOH-
TaKT C JOMAITHUMU KUBOTHBIMH.

TpaguitmoHHO  AUATHOCTHKA  JITMOJIHO3a
HPOBOAUTCA MHUKPOCKOIIMYECKMM METOJO0M II0 00-
HAPY/KEHHUIO IINCT MJIM TPOPO3OHUTOB B 00Opasmax
(herasuit MK Ty0I€HATIBHOM COIEPIKUMOM.

JloTTOTHUTETLHEIM ~ METOJIOM  JTUATHOCTUKH
JAMOJIN03a ABJISIETCS HMMYHO(EpPMEHTHBIN aHa-
u3 (MDA), ocHOBaHHBIN HA 00HAPYKEHUN B KPOBU
MHBA3UPOBAHHOI0 AHTUTEJ, CIIEITUQPUIHBIX K aHTH-
reHaM JITMOJIUA.

OrmpenesieHre MMMYHOTJIOOYJIMHOB PA3JIHY-
HBIX KJIACCOB K AHTUTE€HAM JIIMOJIMH I1eJIecoo-
OpasHo JIOTIOJTHUTEJIFHO BKJIIOYATH B KOMILJIIEKCHOE
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o0cIeloBaHMe JeTel ¢ aJJIePIUYeCKHMM CHMIITO-
MaMH, IepPMaTUTAMH, C FACTPOAYOIeHUTAMHU, a TAK-
sK€ 1acTo 000X JeTell. JTo crmocobcTByeT botee
HANEKHOMY BBISABJICHUIO JIAMOJIMO3HOM HHBA3HMU,
IIO3BOJISIET CBOEBPEMEHHO IIPOBECTH CIIeItrduye-
CKO€ JIeUeHNe U B IIOCIEIYIONIEM OCYyIIeCTBUTE KOH-
TPOJIb ero 3 PEeKTUBHOCTH.

1.4. HaGop paccumran Ha mnposegenue 96 axa-
JIN30B 00PAa3IOB CHIBOPOTKH (TLIA3MBbI) KPOBH, BKJIIO-
vast KOHTPOJIU, WM 12 He3aBUCHUMBIX IIOCTAHOBOK
V®A 110 8 ompemeieHnii, BRIIOYAS KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
2.1. llpuanun meToma

Merton ompemeneHuss CyMMAapHBIX aHTHATE K
aHTHUTeHaM JIIMOJIMH TIpefcTaBiisieT coboiM TBep-
nodasueii mMMyHOpepMeHTHBIN aHayma. Crerr-
nPUUECKMM KOMIIOHEHTaMM Habopa peareHTOB
SABJISIOTCS AHTHUI'€HBI JIAMOJINM, MMMOOMJIN30BAH-
HBIE B JIYHKAX ILJIAHIIETOB, KOH'BIOTAT MOHOKJIO-
HaabHBIX aHTHUTen K IgA, IgM, IgG dgemosera c
EePOKCUIA30M XpeHa, IOJOKUTEILHBIN U OTPUIIA-
TeJIbHBIA KOHTPOJILHEIE 00PAa3ITHL.

Ha mepBoii craguy aHamsa mpu B3aUMOIEH-
CTBUH WCCJIEAYEeMBIX 00pAasIlOB CHIBOPOTOK KPOBU
B JIVHKAX CTPUIIOB C MMMOOMJIM30BAHHBIMHU AHTH-
PeHaM¥ JIAMOJINM TTPOMCXOIUT CBSA3LIBAHME CIIEIl-
nPUIECKNX aHTUTES W 00pa3oBaHWe KOMILIEKCA
«QHTUTeH-aHTUTEJIO» Ha I0BepXHoCTH JIyHOK. ITocite
yIAJIeHUsI HECBA3ABIINXCS KOMIIOHEHTOB CBIBOPOT-
KM ¥ J00aBJI€HUS B JIYHKHU ILIAHINETa KOHBIOTATA
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MOHOKJIOHAJIBHBIX aHTHATe] K IgA, IgM, IgG uemnose-
Ka C IIePOKCHUIA30M XpeHa ITPOMCXOJINT BKJIIOUEHUE
depMeHTHOI METKH B UMMYHHBIN KoMmILIekc. Ilocie
BTOPOM OTMBIBKH KOJIMYECTBO CBSI3ABIIIET0CS KOHBIO-
raTa OIpeIesIsTioT IIBeTHOM peaKIiuel ¢ UCII0Ib30Ba-
HUeM cybcTpaTa IepoKCUIa3bl — ITIEPEKUCH BOIOPOIA
W XpOMOTeHa — TeTpaMeTHJIOeH3uauHa. Peaxiimio
OCTAHABJIUBAIOT J00ABJIEHUEM CTOII-peareHTa U M3-
MEPSIIOT OITUYECKYIO ILJIOTHOCTh PACTBOPOB B JIYHKAX
mpu gyvHe BOJIHEI 450 HM, pedpepeHc-BoIHA B qua-
ma3oHe 620—655 HM; JIOIyCKaeTcsT m3aMepeHue IIpu
nuvHe BoJIHBL 450 HM. MHTEHCHMBHOCTE OKpaIIiBa-
HUS IIPOIIOPITMOHAIBHA KOHIIEHTPAIINHU CyMMapPHBIX
AHTHUTEJ K aHTUTEHAM JIAMOJIUN B aHAJIU3UPYEMOM
00paaIie CBIBOPOTKH.

2.2. Cocras Habopa
B cocras Habopa BxomaT:

— 1iaHnreT pa3oopHbA (12 BOCBMUJIYHOYHBIX CTPUIIOB)
¢ IMMOOMJIM30BAHHBIMY HA BHYTPEHHEHN T0BEPXHOCTH
JIYVHOK aHTUTE€HAMU JITMOJIN#, TOTOBBIH JIJISl KCIIOJIb30-
BaHug — 1 1T,

— TIOJIOXKHUTEJILHBIHM KOHTPOJIBbHEIH obpaser (K1) ma ocro-
Be MHAKTUBUPOBAHHOM CHIBOPOTKM KPOBU YEJIOBEKA,
comepsramuii IgA, IgM, IgG x anTurenam asaMOIIHiL,
TOTOBBIH JIJI UCIIOJIb30BaHus —1 duraxon (1,5 mu);

— OTPHUILATEIbHBIA KOHTPOJIbHEIM obpaser (K—) Ha ocwo-
Be MHAKTUBUPOBAHHOM CHIBOPOTKHU KPOBU YEJIOBEKA, HE
comepararmuit IgA, IgM, IgG &k anmTurenam JsaMOJIHIL,
TOTOBBIN [JIsI MCIIOJIB30BAHU — 1 dpraxoH (2,5 min);
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KOH'BIOTAT MOHOKJIOHAJIBHBIX auTuTes K IgA, IgM,
IgG uvenoBeka ¢ mepOKCHIA30M XpeHA, KOHIIEHTPAT —
1 draxon (1,5 mur);

PACTBOP JJIsI TIPEBAPUTEILHOTO PA3BEIeHUS CBIBOPO-
tox (PIIPC) — 1 durakon (10,0 mu);

pactBop s passegenns ceiBopoTok (PPC) — 1 dura-
KoH (12,0 mu);

25-kpaTHBIA KoHIIEHTpAT docdaTHO-cosreBoro oydep-
"oro pacrBopa c¢ TBuHOM (DCB-Tx25) — 1 duaxon
(28,0 mu);

cybcrparubrii 0ydepusmii pactsop (CBP) — 1 diaxon
(13,0 mu);

terpamermyibensuanH, Koaieurpar (TMB) — 1 dura-
xoH (1,0 mu);

cron-pearedT (0,5 M cepHas Kwmcjiora), TOTOBBIM IJIS
ucnosb3oBauud — 1 durakon (12,0 mur).

Habop mormorHuTEIEHO KOMILIEKTYeTCS:
IJIEHKAMH 17151 3aKJIeMBAHNSA ILJIAHIIeTa — 2 IIIT.;
BAHHOUYKAMH JIJISI peareHTa — 2 IIIT.;

HaKOHEUHHKAMU OJIsg nuneTok Ha 5—200 Mg — 16 1mrT.

ITo cormacoBanwmio ¢ mmorpeduTesIEM TOIIOJIHM-

TeJIBHO IIOCTaBJIAETCA:
— INUIQHIIeT JJId IIpeaBapuTeJIbHOI'0 pa3BeleHud ucciie-

JIyeMBbIX 00pas3IoB — 1 miT.

3. AHAINIUTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKU
3.1. IlepexpecTHBle peaKIIUKU TIPU OIHUCTOP-

X03€e, TOKCOKapo3e, 3XMHOKOKKO3€e, TPHuXHWHeJlJIe3e,
aCKapua0o3e He BbIABJIECHEL.

6

D-3552



3.2. Cnenudguuyeckas akKTUBHOCTh

YyBCTBUTEILHOCTD BBISBJIEHHS WMMYHOIJIO0Y-
muHoB KytaccoB A, M, G k apTureHaM JissMOJInii — co-
OTBETCTBHE pPe3yJIbTaTOB BHIABJIEHHS HabopoMm IgA,
IgM, IgG k anTrreHam JAMOJIHIA TPEOOBAHMSAM CTAH-
maptHo# maHenu mpemmpusaTus (per. Ne 05-2-134),
arrecroBanuoit OBTK AO «Bextop-Bect» — cocras-
nster 100%: cpemHme apudMeTHYeCKHe 3HAYCHUS
OIITUYECKO! IIJIOTHOCTH JJIS KaKJION Hapbl JIYHOK
C IIOJIOYKUTEJIBHBIMI CHIBOPOTKAMHE 0O0JIbIE JI0O0
PaBHBI BeJIMYWHE JUATHOCTUYECKOTO 3HAYEHUS OII-
TUYECKOU IIJIOTHOCTH.

CrrelmupIHOCTD BBISBJICHUS MMMYHOTJIO0YIH-
HOB KjaccoB A, M, G k¥ arTureHam JIsMOJIMiA — co-
OTBETCTBHE PE3yJIbTATOB BHISABJIEHUs Habopom IgA,
IgM, IgG K apTrreHam JIAMOJIHIA TPEOOBAHMSAM CTAH-
maprHOM mmaHesm mnpenupuarys (per. Ne 05-2-134),
arrecroBanHoii OBTK AO «BexTtop-Bect — cocras-
nster 100%: cpenHue apudMeTHYeCKHe 3HAYCHUS
OIITUYECKON IJIOTHOCTH JJI Ka'KJIOW Haphl JIYHOK
C OTPHUIIATESILHBIMUA CHIBOPOTKAMM MEHBIIIEe JIHOO
PaBHBI BeJIMYWHE JUATHOCTUYECKOTO 3HAYEHUS OIl-
TUYECKOH IIJIOTHOCTU, YMHOkeHHoro Ha 0,85.

3.3. Turp cranmapTHOro 00pasIa IIPEIIPHUI-
st COIT+ (per. Ne 05-2-17), arrecroBarnoro OBTK
AO «Bexrop-Becm, nomken 661Th He Meree 1:800.

4. MEPbI NPEOOCTOPOXHOCTHU
4.1. TloreHIIMAIBHBIA PUCK IIPUMEHEHUS Ha-
oopa — ritacc 1 (I'OCT P 51609-2000).
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4.2. Bce xoMmoHeHTH Habopa SBISIOTCS He-
TokcuuHbIME. CTom-peareHT o0Jagaer pasmpaska-
ormmM nericteueM. V3berats pasOpbISTUBAHUS U
MOMAaJAaHUA HA KOMKY U CJIH3UCTHIe. B cirydae moma-
JIaHWUsA CTOIl-peareHTa Ha KOKY U CJIM3UCThbIe HeoOo-
XOJAWUMO IIPOMBITE ITOPAMKEHHBINA YUACTOK OOJIBIIIM
KOJIMYECTBOM ITPOTOYHOM BOIHI.

4.3.11pu pabore c HabopoM cireayeT cOOIIIATh
«IIpaBuia ycrpoiicrBa, TEXHHUKH 0€30IIaCHOCTH,
IIPOM3BOJCTBEHHON CAHUTAPUH, IIPOTHBOIIIHIEMHU-
YECKOT0 PeKUMa U JIMYHOU TMrHeHbl IIpu pabore B
naboparopusax (OTOeIeHUIX, OTIeJIaX) CAHNTaPHO-
SIIUAEMUOJIOTUUECKUX YUPEKIeHUN crucTreMbl Mu-
Hucrepcrtea 3sapasooxpanenuss CCCP» (Mocksa,
1981 r.).

4.4. Tlpu pabore ¢ HabopoMm ciemyer Haze-
BaATb OJHOPA30BHIE PE3WHOBHIE WJIM ILJIACTUKO-
BBIe IIePUYATKM, TAK KaK B COCTAB HAOOpa BXOIAT
KOMITOHEHTHI KPOBH YeJIOBEKa, KOTOPhIE CJIeIyeT
paccMaTpuBaTh KaK IMOTEHIMAJIBHO WHQUIIHPO-
BaHHEBIE, CIIOCOOHBIE JJINTEIHLHOE BPeMs COXPAHATD
u nepenasatb BUY, Bupyc remarura wim Jir000Mi
JIPYTOI BO30YIUTE b BUPYCHBIX MH(EKITUA.

4.5. Xummuueckas mocyaa 1 000pyIoBaHue, Ko-
TOpPBIE UCIOJIL3YIOTCA B paboTe ¢ HAOOPOM, JOJIHKHBI
OBITH COOTBETCTBYIOIIMM O0pasoM MPOMapKHUpPOBa-
HBI ¥ XPAHUTHCS OTIEJIHHO.

4.6. 3armpernaercsa IpueM IIUIIH, UCII0JIb30BAa-
HUe KOCMEeTUYECKUX CPEeJICTB U KypeHHe B IIoMellle-
HUAX, IIpeJHa3HaUYeHHBIX IJIS Pa0boThI ¢ HabopaMm.
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4.7. ns pmesuH(peKIny IIOCyObl X MaTepH-
aJI0B, KOHTAKTHUPOBABIIUX C WCCJIEIYEMbIMH U
KOHTPOJIBHBIMU 00pasiiaMu, PEeKOMEHJyeM WC-
IIOJIb30BATH JE3UH(MUIIMPYIOIINE CpeicTBa, He
OKa3bIBAIOIIMe HETATHBHOIO BO3IeCTBUSA HA KaJe-
crBo MDA, He comepsxaliye aKTHUBHBIM KHCJIOPO,
W XJIOp, HAIpuMep, KOMOMHUPOBAHHBIE CPEICTBA
Ha ocuHoBe YAC, crmpToB, TPETHUYHBIX AMHHOB.
Hcmonb3oBanme ne3nHQUIUPYONINX CPEICTB, CO-
JepsraIux axTHUBHBIN Kuciopoq u xaop (HgOo,
JIe0XJIOP, XJIOPAMHUH), IIPUBOIUT K CEPhe3HOMY HC-
KasKeHHUI0 Pe3yJIbTaTOB.

5. O6OPYOOBAHUE U MATEPWUAIbI,
HEOBXOOUMBIE NPU PABOTE C HABOPOM

— CIIeKTPOOTOMETP BEPTUKAIHHOTO CKAHHUPOBAHUS,
TIO3BOJIAIONINY ITPOBOJAUTH M3MEPEHUS OITUYEeCKOMH
IJIOTHOCTH PACTBOPOB B JIYHKAX CTPUIIOB IIPU OCHOB-
HOU JutrHe BOoJTHHI 450 HM U JUTUHE BOJTHBI CPABHEHUS
B nuamas3one 620—655 HM; JOIIyCKaeTcs m3MepeHue
npu aJmHe BoHBI 450 HM;

— TepMOCTaT, HOAAePKUBAIINN Temiteparypy 37+1°C;

— XOJIONUJIBHUK OBITOBOIL;

— THUIETKH TI0JIyaBTOMAaTUYECKUe OJHOKAHAJILHEIE C TIe-
pPEeMeHHBIM 00BEMOM CO CMEHHBIMU HAKOHEUYHUKAMU,
MIO3BOJIIONIE OTOMPATH O0BEMBI JKUIKOCTA OT 5 0
5000 MKJI, aTTeCTOBAHHBIE 110 3HAYECHUIO CPETHEHN JO3bI
¥ CXOTUMOCTH Pe3yJIbTATOB ITUIIETHPOBAHMUSI;

— IHUIETKU I[0JIyaBTOMAaTHYECKHe MHOTOKAHAJIBHBEIE CO
CMEHHBIMU HAKOHEYHUKAMU, [I03BOJISIOIIE OTOMPATD
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00BeMBI sKHIKOCTeH oT 5 MrJ g0 200 MKJ, aTTecro-
BaHHBIE 10 3HAYEHUIO CpeaHell J03bI U CXOIUMOCTH
pe3yIbTATOB MUETHPOBAHMUS;

— TMIPOMBIBOYHOE YCTPOMCTBO JIJIS MJIAHIIETOB;

— TepYaTKU Pe3NHOBBIE UJIU ILJIACTUKOBBIE;

— Oymara guibTpoBabHAas JIabopaTopHAas;

— (pJIaKOHBI BMECTUMOCTBIO 15 MJT;

— IMJIUHAP MEPHBIA 2-T0 KJacca TOYHOCTA BMECTHMO-
ctbio 1000 v,

— BOJIa OUCTUJIJINPOBAHHAT,

— JIe3UHQUITUPYIOIIUA PACTBOP.

6. AHAITUSUPYEMbIE OBPA3L|bl

6.1. Jlyis mpoBemeHms aHa/IM3a He CJeayeT
WCII0JIb30BATh T'e€MOJIM30BAHHY, MYTHYIO CHIBO-
POTKY KPOBH, a TaKKe CBIBOPOTKY, COMEPIKATILYIO
a3uI HATPHS.

6.2. OOpa3sipl CHIBOPOTKU (IIJIA3MbI) KPOBH
MOSKHO XPaHUTL IpU Temmeparype oT 2 mo 8°C me
6osee 5 cyTok mim mpu Temmeparype muayc 20°C
(u Hmke) He Oostee 3 mec. Jomyckaeress ogHOKpAT-
HOe 3aMOpaskKMBAHMe-pa3MOpaKUBaHMe 00pa3IoB
cbIBOpOTKY KpoBH. [locse pasmopaskuBaHms 0opas-
ITBI TITATEJIHFHO ITePeMeIaTh.

6.3. O0pasIIbl CEIBOPOTEM (ILJIa3MBI) KPOBH, CO-
JepsKaIre 0caioK, HeoOX0JUMO OYNCTUTD IIE€HTPH-
dyruposanmem mpu 5000—-10000 06/MuH B TeueHme
5 muH npu Temieparype ot 18 mo 25°C.
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7. N"POBEOEHUE AHATIU3A
MOoAOroTOBKA PEAEHTOB
7.1. Ilepen paboroii m3BIeYs HAOOP U3 XOJIO-
JUJIBHUKA, BCKPBITH YIIAKOBKY U BBIIEPIKATH BCe
KOMITOHEHTHI IIpu TemIireparype ot 18 mo 25°C B Te-
YyeHre BpeMeHu He MeHee 60 MUH.

7.2. IlogroroBka miaumiera

BekpreiTh makeT ¢ IJIAHIIIETOM BBINIE 3aMKA.
OcraBuTh Ha paMKe He0OX0TUMOE JIJIsI IPOBEIEHUS
aHasinm3a KoJaudecTBO cTpuroB. OcraBiimecs Hewc-
T0JIE30BAHHBIMU CTPUITHEI HEMEJIJIEHHO ITOMECTHUTH
BHOBB B IAKeT, YJAJIUTh U3 HEr0 BO3AYX U IIJIOTHO
3aKPBITH 3aMOK.

Heucnonvzosannvie cmpunbvt MOHCHO xpQ-
Humov npu memnepamype om 2 do 8°C 8 meuenue
8ceeo cpoka 200rocmu Habopa.

7.3. Ilpurorosisienune padouero 0ydepHoro
pacTtBOpa
Brectu B MepHBIN IIMIHHADP HEOOXOIUMOE KO-
nnuectBo OCB-TX25 u 100aBUTEH COOTBETCTBYIOIIEE
KOJIMYECTBO JUCTUJLINPOBaHHOM Boabl. [Ipu BhIIA-
JEeHUHW OcaJKa CoJe B KOHIIEHTpAaTe HeoO0XOIMMO
mporpetsh ero mnpu temireparype or 30 mo 40°C mo
TIOJTHOT'O PACTBOPEHUS 0CATKA.
B rabnwuiie mpuBemeH pacxom peareHToB B 3a-
BHUCHMOCTH OT KOJIMYECTBA NCIIOJIb3YEeMBIX CTPUIIOB.
Ilpuzomosniennviii pabouuli OygepHoviii pac-
meop MONCHO XPAHUMDb RPU memnepamype om 2 00
8°C He 6osiee 5 cymok.
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7.4. Iloagroroska nmonos:xkureassoro (K+)
u orpunarejabHoro (K~) KoHTpoabHBIX
o0pa3amos
KonTposbHbIe 00pa3Iibl TOTOBHI K HCII0JIb30BAa-
aump. [lepen ncmonb3oBaHneM BCTPAXHYTh.
Kornmponvrbie 06pasupt nocse nepeo2o 6CKpbL-
mus OJaKOHO8 MONCHO XPAHUMb NPU MEMNEPAnype
om 2 0o 8°C 8 meuenue 8ce2o CpoKa 200HOCMU HAOOPA.

7.5. IlIpenepapuresnbHoe pa3BeaeHue
uccJeayeMbix 00pas3mos

B nyHkM miraHmera a1 mpeaBapUTeIbEHOTO
pasBemeHus o6pasioB BHecTH 1Mo 90 MKJ pacTBo-
pa s TpeIBapUTEHbHOTO PA3BEIEHUS CBIBO-
porok (PITPC) m mobaButh 1mo 10 MKJI I1eTBHOTO
obpasiia ChIBOPOTKM (IIJ1a3MBI) KPOBH, TIIATEJIb-
HO TIepememniaTh. [Ipu 9TOM TeMHO-KPACHBIH 1TBET
IOJIKeH M3MEHUThCSA Ha KeIThii. KEcim mamene-
Hud 1Bera He mnpousonuno, MOA ganHOoro obpas-
I1a MOJKeT aTh HellPaBUJIbHBIN pesyibrar. [lpu
pasBeeHUY IIJIa3MBI I[BET PACTBOpA B JIYHKE Me-
HsIeTCs He3HAYUTEIHHO.

[TpenBapurenpHO pa3BeeHHbBIE UCCTETyEMBIE
00pasIlbl MOKHO XPAHUTH IIPH TeMIeparype or 18
1o 25°C e Gostee 3 4.

7.6. Ilpurorossienue padouero pacTreopa
KOHBIOTAaTa
lotoBuTCST B OTHEIBEHOM YHICTOM (PIIAKOHE MU
B IIJTACTUKOBOY BAHHOYKe JJI peareHTa U3 KOHIIeH-
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Tabnauna pacxoga KOMIOHEHTOB HA0OpPa PeareHToB

qi, x | Pabouwnin pacteop PTae?O;'mfﬁngﬁ_p Pabounin bydep-
= 2 KOHblOraTa p HbIA pacTBop
3. 3uguHa
> S
S 22| L& = e S
IEsS| F® © . ® 3
Isa| S N -9 Qo 2
°565| 9z | s |LZcs| Fs |wzcs o
e 88 = 0= E 3= S = 0o= ==
=y} oz I oI 5
ST | ®¥e 2 2 =
1 0,1 1,0 0,05 1,0 2,0 no 50
2 0,2 2,0 0,10 2,0 4,0 fo 100
3 0,3 3,0 0,15 3,0 6,0 fo 150
4 0,4 4,0 0,20 4,0 8,0 no 200
5 0,5 5,0 0,25 5,0 10,0 | mo 250
6 0,6 6,0 0,30 6,0 12,0 | po 300
7 0,7 7,0 0,35 7,0 14,0 | po 350
8 0,8 8,0 0,40 8,0 16,0 | no 400
9 0,9 9,0 0,45 9,0 18,0 | mo 450
10 1,0 10,0 0,50 10,0 20,0 | mo 500
11 1,1 11,0 0,55 11,0 22,0 | po 550
12 1,2 12,0 0,60 12,0 24,0 | po 600

TpaTta KoHbioraTta u pabouero 0ydepHoro pacrsopa
He OoJiee, ueM 3a 5—10 MUH 10 OKOHYAHNA II€PBOI
HHKYOAIIUH.
Pabouuit pacmeop Konwvio2AMA MONCHO XPA-
Humo npu memnepamype om 18 0o 25°C ne 6osiee 3 u.
B rabiuiie npuBeneH pacxoa peareHToB B 3a-
BHCHMOCTH OT KOJIMYECTBA MCII0JIb3YEeMbIX CTPHUIIOB.
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7.7. Ilpurororsiienue padouero
pactBopa TMB

l'oroBuTCS B OTIEIBHOM YHCTOM (PJIAKOHE HUJIH
B ILJIACTHMKOBOM BAHHOYKE [JI peareHTa M3 KOH-
neurpara TMB u CBEP ue 6omee, yem 3a 5-10 mun
II0 OKOHUYAHUS IIePBON MHKYOAIIH.

Pabouuii pacmeop TMBE modcHO XpaHumo
npu memnepamype om 18 do 25°C ne 6osiee 3 u.

Heobxoaumo NCKII0UUTD BO3IEHCTBHE IIPAMO-
ro cBeTa Ha pactBop TMB.

B Ta6imuiie nmpuseneH pacxoi peareHToB B 3a-
BUCHMOCTH OT KOJIMUECTBA UCIIOJIb3YEMbIX CTPUIIOB.

Buumanmne! /[na paboms: ¢ pacmeopom TMBE
HeobX00UMO UCNOJIb308AMDb MOJIBKO 00HOPA308bLe
naxorneunurku. Ilocydy, npeOHas3HaueHHYI0 OJIA
pacmeopa TMB, Henb3st 0mMmbL8aMyb ¢ NPUMEHEHU-
eM CUHMeMU1eCKUX MOIULUX CPeocms, NOCKOJIb-
Ky Oadice ux cyiedbl 8e0ym K HeKOHMPOJIUPYEMOMY
orucnernutro TME 6 xo0e peaxuuu. ITocne pabombt
nocyoy onosiocHymu 80001, npomvimv 70% smuio-
8bLM CRUPMOM U MULATNESILHO OMMbLMb OUCIUTL-
JIUPOBAHHOLL 8000LL.

7.8. CToIl-peareHT roTos K MCIOJIb30BAHUIO.

MPOBEOEHVE N®A
7.9. Buecenne KOHTPOJIBHBIX 00PA3IOB
B nyary A-1 Baectrr 100 MKJI ITOJIO3KHUTEILHO-
ro KoHTpoJibHOTro obpasua (KT). B myaku B-1u C-1
BHecTH 110 100 MKJI OTPHUIIATEITHLHOT0 KOHTPOJILHOTO
obpaazma (K7).
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7.10. Buecenue uccienyemsix o0pas3ios
CHIBOPOTKH (IJIA3MBbI)

B ocranbubpie nyuku BHectu mo 90 MK pac-
TBOpA IJI PAa3BeIeHUsI CHIBOPOTOK W 10 10 MKJI
HpeIBapUTEIbHO Pa3BEeIeHHBIX MCCJIEIYEeMBIX 00-
pasuos (1. 7.5.), TIIaTeJIbHO IIepeMelllaTh.,

J1J1s1 IOBBITITEHUS JOCTOBEPHOCTH PE3yJIbTATOB
HuccaeyeMble 00pPas3ilbl PEKOMEHIYeTCsT aHaJIU3U-
POBATH B Ay0JISIX, MCIOJIB3YS JJIS KAMKIOT0 00pasiia
110 JBE JIYHKH.

Brecernue 06pasu08 Heobxo0umo npou3sooumo
bvicmpo, 8 meueHue epemenl He bosee 5—7 MUH.

7.10.1. OmpenesieHue TUTPA UCCIIELYEMBIX 00-
pasrioB

[Ipu ompenesieHny TUTpa AHTUTEJ TECTHPO-
BaHIe HCCJIeIyEeMBIX 00pa3Ii0B IPOU3BECTH B CEMU
IOCJIEeIOBATEIbHBIX IBYKPATHBIX PAa3BEICHUSIX B
unarepsase ot 1:100 g0 1:12800. B coorBeTcTByI0-
Iye JYHKHA TOPU30HTAJIBHOTO psma A BHECTH II0
180 My PPC u mmo 20 MKJI mpegBapuUTeIbHO Pas-
BeeHHBIX HCCJIeayeMbIX o0pasios (. 7.5.), Tmia-
TEJILHO IIepeMellaTh. B COOTBETCTBYIOIIME JIYHKN
panos B-H suectu o 100 mri PPC. Kasapri 00-
paselr, TuTpoBaTh, meperocs 1mo 100 MKJI pacTBopa
U3 JIYHOK TPEIBIAYIINEro pPAaa B JIYHKHU IIOCJIeY-
omtero or A go H, TmrarenbpHo mepemeruBas mu-
merupoBanueM. llocie pacTUTPOBKM M3 KAMKIOMN
JyHKHN IocjiegHero psaga H ymanurs B mesundwu-
nupyomuii pacteop mo 100 MK pacTBopa, ocTaB-
74 B iyHKax mo 100 M.
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7.11. Ilnanmrer 3ak/enTh IUIEHKOM U WHKYOU-
poBaTth B Teuenue 30 muH mpu Temmeparype 37+ 1°C.

7.12. Tlo okoHUAHVMYM WHKYOAIIMY CHSITH JIWTI-
KYIO IUIEHKY U [IOMECTUTD €€ B COCY/I C JIe3UHQUITH-
pytoruM pacteopoM. C OMOIIBI0 ITPOMBIBOYHOTO
YCTPOMCTBA IIPOMBITH JIYHKH ILJIAHIIETa 5 pas IIpo-
MBIBOUHBEIM pacTBopoMm (. 7.3.), depenys acmmpa-
U0 U HeMeIJIEHHOe 3aII0JIHEeHMe JIVHOK KasyKkIoro
crpuria. B kasyio ayHky BHOCHTE He MeHee 400 MK
SKUTKOCTU B IIPOIIECcCe KaKIOTO ITUKJIA ITPOMBIBKU.
Bpemsa mesxmy samosiHeHmeM U OIIOPOKHEHUEM JIY-
HOK J0JIKHO ObITH He MeHee 30 cer. Heobxooumo
006UB8aAMBCA NOJIHO20 ONOPONCHEHUS JIYHOK NoCJie
Kaxc0020 yukaa npomviéku. Ilo oxoHUaHUHM IIpO-
MBIBKM OCTATKHW BJIATHU W3 JIYHOK TIIATEJIBHO yiIa-
JIUTH, TIOCTYKUBAS II€PEBePHYTHIM ILJIAHIIETOM II0
dbunpTpOBaIEHOM OyMmare.

7.13. Buecrtu Bo Bece Jiyaku 1o 100 MEa pabo-
Yero pacTBopa KOH'BIOTaTa.

Ilnsa enecenus paboue2o pacmeopa KoH»I02A-
ma ucnosib308ams 6AHHOUKY OJiA peazeHma U 00-
HOPA308ble HAKOHEeUHUKU.

OcraBmmiicas mociie mposenenus VDA pa-
Ooumit pacTBOpP KOHBIOrarta wu3 QIaKOHA WU
IJIACTUKOBOM BAHHOYKHK YIOAJIUTH B COCYI C IEe3UH-
HIHPYIOITUM PACTBOPOM.

7.14. Ilinanmrer 3akJIenTh TJIEHKOM U WHKYOH-
poBaTth B Teuenune 30 MuH mpu Temieparype 37+1°C.

7.15. Ilo okoHvYaHMM BTOPOI MHKyOaIIMy yaa-
JIUTH CONEPIKIMOe JIVHOK U IIPOMBITH ILJIAHIIIET, KaK
yKa3aHo B II. 7.12.
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7.16. Bruecru Bo Bce aynxu mo 100 Mii pabo-
uvero pacrsopa TMB (em 1. 7.7.).

Jlnsa enecenus paboueeo pacmeopa TME uc-
noJb308aMb BAHHOUKY OIS Pea2eHma i 00HOPa30-
8ble HAKOHEUHUKU.

[Inammer mHKyOMpPOBATH B 3AIIUIIEHHOM OT
cBeTa MeCTe B TeueHHe 25 MHWH IIpU TeMIlepaTrype
ot 18 mo 25°C.

Ocrasmuticss mociae mposemenuss VDA pa-
Oounit pacrsop TMB ymanuTh u3 CTEKJISHHOIO
draxoHa MIM IJIACTHKOBOM BAHHOYKH B COCYI C
JIe3UHQUITHPYIONIAM PACTBOPOM.

7.17. BHecTu BO Bce JIyHKH C TOH 3Ke CKOPO-
CTBIO M B TOH JKe II0CJIeI0BATEILHOCTH, KAK U pac-
tBop TMB, 1m0 100 MKJI cTOII-pearexTa.

8. PETUCTPALUA PE3YJIbTATOB
8.1. MamepuTh BEJIMYMHY OITUYECKOH ILIOTHO-
CTH PACTBOPOB B JIYHKAX HAa CIEKTpodoTOMEeTpe Bep-
THUKAJIBHOTO CKAHUPOBAHUS B JBYXBOJIHOBOM PESKUME:
TIPY OCHOBHOM JIJTWHE BOJIHBI 450 HM ¥ JJTIHE BOJIHBI
cpaBHeHHUs B JauarazoHe 620—655 HwM; Jomyckaercs
u3MepeHue mpu AauHe BoJHBI 450 HM (BBIBEIEHUE
crexTpodoTOMeTpa HA HYJIEBOM YpPOBEHDb («OJIaHK»)
OCYIIIECTBJIATE 110 BO3MyXy). FlamepeHue mmpoBoauTh He
TI03/IHee 5 MUH I10CJIe OCTAHOBKHU PEAKITH.

9. YYET PE3YJIbTATOB PEAKLUUU
9.1. Paccuurath cpemnme apudMeTHIECKUE
3HAYEHUSA ONTHYECKOM IIOTHOCTH B JIYHKAX C OT-
puLaTeTbHBIM KOHTPOIbHBIM obpasmom (OIL.,K™).
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9.2. Cpennee suauvenne OIl B myurax ¢ K— nme
JoJkHO mpeBwimaTthk 0,30 ef1. omT. TLI.

Buauenne OII B nyure ¢ Kt momxsO ObITH He
meHee, yeMm 0,80 ef. orrT. 11I.

9.3. Tosbko mpHM COOJMIOIEHUH IIOJIOMKEHUMA
m. 9.2. MOKHO YYHUTBHIBATH PE3YJIbTATHI, IIOJIYYEH-
HbBIE JIJIs aHAJU3UPYEMBIX 00pa3Il0OB CHIBOPOTKU
(y1a3MBI) KPOBU.

9.4. Ha ocHOBaHWU IOJIyYeHHBIX JTAHHBIX BBI-
YHCIUATH JUATHOCTUYECKOE 3HAUEHWE ONTUYIECKOMN
morHocTr (OIly).

OfMp = OM, K= +0,2

9.5. PesypTaT aHa/I3a CUUTACTCS IIOJIOYKH-
renbHbIM, ecia Ollys, > OIljy.

Pesysnbrar ananusa cunraercs OTpUIATEIIb-
ubiM, ecru Ollyg,. < 0,85 X Olljy.
rae Ollyg, — ONTHYECKAA IIJIOTHOCTD B JIyHKE C AHAJIH3H-
PYEMBIM 00pa3LoM CHIBOPOTKHU (ILJIa3MBbI) KPOBH.

Pesynprar amanmmsa cuuraercss COMHUTEb-
HbIM, eciu 0,85 X OIly < Ollyg, < Olly. Pexomen-
JyeTcs IIOBTOPHO IIPOBECTH MMMYyHO(EPMEHTHBIHN
aHaJIU3 JaHHOTo 00paa3Iia.

9.6. 3a TUTp IIOJIOKUTEBHOM CHIBOPOTKU
(m1a3Mbl) TPUHUMAIOT ee HauboJIbIllee pasBee-
HUe, TP KOTOPOM ONITHYECKAs IJIOTHOCTH 00paasiia

OTl,5p, > OTly.
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10. YCNOBUA XPAHEHUA U SKCMIYATALIUU
HABOPA

10.1. TpamcmoprupoBanme HabOOpa IOJKHO
HpoBoOUThCA IIpu Temmeparype ot 2 mo 8°C. Homy-
CKaeTCd TPAHCIIOPTUPOBAHUE IIPU TeMIepaType I0
25°C ue 6ostee 10 cyt. 3amopaskuBaHUe KOMITOHEH-
TOB HaboOpa He JOIyCKaeTC .

10.2. Habop peareHTOB JOJIKEH XPAHUTHCS B
YIOAKOBKE IPeNITPUATUA-U3TOTOBUTEJIS ITPU TeMIIe-
patype ot 2 10 8°C B TeueHMe BCEero CPoKa TOAHOCTH
(9 mec). BamopaskuBaHIe KOMIIOHEHTOB HA0opa He
JIOTTyCKaeTCs.

10.3. JIpoOHoe mcmosib3oBaHMe Habopa MOKeT
OBITH peaJIM30BAHO B T€UEHHE BCETr0 CPOKa TOIHO-
cTu Habopa:

— HEHCIIOJIb3OBAHHBIE CTPHUIIEI ITIOCJIE IIEPBOIr0O BCKPBITHUA
IIaKeTa MOXHO XPAaHUTh B 3AKPBITOM HaA 3aMOK IIaKeTe
mpu Temreparype ot 2 g0 8°C B TeueHMe BCETO CPOKA
TOOHOCTH Ha6opa;

— 25-KpaTHBIA KOHIIEHTpaT docdaTHO-coIeBoro 0ydepHo-
ro pacTBopa C TBMHOM, CyOCTpaTHBIN Oyd)epHBIA pacT-
BOP, PacTBOp JJI Pa3BelleHUA CBIBOPOTOK, PACTBOP I
IIPEIBAPUTEIJIFHOTO pa3BeNeHUsA CBhIBOPOTOK, KOHIIEHT-
paT KOHBIOraTa, KOHIIEHTPAT TeTPAMETIIOCH3UIUHA 1
CTOII-peareHT IIOoCJie BCKPBLITHA d)JIaROHOB MOKHO Xpa-
HUTD B IJIOTHO 3aKPBITHIX (MJIAKOHAX IIPU TEMIIepaType
ot 2 1o 8°C B TeueHme BCEro CpoKa rOJHOCTH HAbOPa;

— TIOJIOYKUTEJIBHBIA 1 OTpHHaTeJIBHI)IfI KOHTPOJIbHBIE 06-
PAas3Ibl MOKHO XPAHUTE IIpH TemiiepaTtype ot 2 1o 8°C
B Te4eHHe BCero CpoKa rogHoCTu Ha6opa;
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— pabounit OydepHBII PACTBOP MOYKHO XPAHUTDH IIPU
temieparype oT 2 1o 8°C He Gosiee 5 CyTOK;
— paboumii PacTBOp KOHBIOraTa MOKHO XPAHUTH IIPH
temieparype ot 18 mo 25°C ue Gostee 3 4;
— paboumnii pacTBOpP TETPaAMETHJIOEH3UIUHA MOMKHO Xpa-
HUTH I1pu Temmepatype ot 18 mo 25°C ue Gosiee 3 u.
10.4. JIia mosrydeHus HAOEKHBIX Pe3yJIbTa-
TOB HEOOXOIMMO CTPOroe COOTIIeHNEe HHCTPYKITHN
[0 IIPUMEHEeHU0 Habopa.
10.5. ITpu mocranoske MDA Heb3st UCIOJIB30-
BAThb KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEPUU WK
CMEIITNBATD WX TP IIPUTOTOBJIEHUH PACTBOPOB, KPO-
Me Hecmemuduruecknx koMmoHeHTOB (DCB-Tx25,
CBP, PIIPC, crom-peareHT), KOTOpbIe B3aKMO3aMe-
HsieMbI Bo Beex Habopax AO «Bexrop-Becm.
Henvszs ucnonvzosams peazenmut u3 Habopos
opyaux gpupm-npoussooume.iet.

ITo Bommpocam, KacalOmuMCa Ka4eCcTBa
Habopa «JIamonug-auturena-UOA-BECT»,
obpamarteest B AO «Bexrop-Becm 1o angpecy:
630559, HoBocubupckas 001.,
Hosocubupcrmit pation, . Konbiioso, a/sa 121,
teu1. (383) 363-13-46,
E-mail: vbobtk@vector-best.ru
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OOMNONMHUTENBbHAA NHO®OPMALIUA
Ons NOTPEBUTENEN

Habop mpemHasHaven s mpodecCrOHAJb-
HOT'O IIPUMEHEHUS B KJIMHHUYECKON JIa0opaTOpHOMI
JMATHOCTHUKE 00YyUYeHHBIM ITePCOHAIIOM.

TpeboBanusa 0e30HACHOCTH K MEIUIIMHCKIM
naboparopusm nipusenensr B OCT P 52905-2007.

Bce pearenTsr HabopoB, cogep:kalire B CBOeM
COCTaBE MAaTepPHAJIbl UeJIOBEUECKOr0 IIPOMCXOKIIE-
HUS, THAKTUBUPOBAHEL.

Anrturena k BUY-1,2 u Bupycy renatura C u
HBsAg orcyTerBytor.

He npumensTs HabOp peareHToB I10 Ha3HaYe-
HUIO TI0CJIe OKOHYAHUS CPOKA TOMHOCTH.

TpaHcImopTHpOBaHKE HOJIMKHO IIPOBOIUTHCS
BCEMM BHIAMH KPBITOIO TPAHCIIOPTA B COOTBET-
CTBHU C IIPABUJIAMU IT€PEBO3OK, JEeHCTBYIOIINMA Ha
TPAHCIIOPTE JAaHHOI0 BHJIA.

Ilpn guHaMBYeckoM HAOIIOIEHUN HAIEHTA
IJIsI IIOJIYYEHUs pPe3yIbTaTOB, aIeKBATHO OTpa-
SKAONINX M3MEHEHMe KOHIIEHTPAIIMH UMMYHOTJIO-
OymuuoB KaaccoB A, M u G B KpoBH, HE0OXOOUMO
HCIT0JIb30BATh HAOOPHI peareHToB 0THOTO HANMEHO-
BaHU (0JTHOTO TPEIIPUATUI-U3TOTOBUTEIS).

1. 'apauTuiinsie 00a3aTeILCTBA
IIpousBoguTesp TapaHTUPyET COOTBETCTBUE
BBIMIYCKAEMBbIX H3eJ Ui TPe0OBAHUAM HOPMATHB-
HOM ¥ TEXHUYECKO! JOKYMEHTAIINH.
BesomacHocTs 1 KavecTBO M3IENIMA TapaHTH-
PYIOTCS B Te€UEHIE BCEeTO CPOKa TOTHOCTH.
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[IpousBoguress oTBeUaeT 3a HENOCTATKHU W3-
ensi, 3a WCKJIIOUYeHUeM J1e)eKTOB, BOSHUKIITHUX
BCJIEJICTBHE HAPYIIEHUs IPABUJI IOJIb30BAHUS, yC-
JIOBUH TPAHCIIOPTUPOBAHUS U XpPaHEHU, JIU00 Jeii-
CTBUS TPETHUX JIUIT, TUOO0 HEIIPEOTOTUMOM CHUJIHI.

[TpousBomuress 00s13yeTcs 3a CBOH cUeT 3ame-
HUTHh H3JeJihe, TeXHUYeCcKre W (PYHKITNOHAbHBIE
xXapakTepucTuku (IoTpeduTeIbCKrue CBOMCTBA) KO-
TOPOTO HE COOTBETCTBYIOT HOPMATUBHON U TEXHIYE-
CKOM IOKYMEHTAITHNU, eCJIN YKA3aHHBIe HEeJOCTATKU
SIBUJICH CJIEJCTBHEM CKPBITOTO Jedexra MaTepua-
JIOB WLJTM HEKAYECTBEHHOTO M3TOTOBJIEHUS U3/TEIUS
IIPOU3BOIUTETIEM.

2. OGecneuenue 6€30MaACHOCTH IIepCoOHAJIA
Ob0paimenue ¢ MaTepuaiaMy, KOHTAKTHPY FOIMI
¢ HccJIeyeMBbIMU 00pas3aMu

Martepuasbl, KOHTAKTUPYIOIIHNE C HCCIIeTye-
MBIMH 00pasiiaMu, CJIeAyeT Ie3UH(UIIMPOBATH B
COOTBETCTBUU M. 4.7 HACTOAIIEH WHCTPYKIIUHU U CO-
rnacao MY-287-113 «Metoguueckre yKasaHUs 110
Ie3nHQPEKIINN, IIPeICTePUIN3AIMOHHON OYUCTKe
U CTEPWIM3AINU U3IeJIUA MEIUITMHCKOTO Ha3Ha-
vyeHus» (YTB. JEIapTaMEHTOM I'OCCAHAIIMIHAI30pa
Mumnsapasa PO ot 30.12.1998).

Tlopanok yTHIN3AINT UIH YHUYTOMKEHUS
KOMIIOHEHTOB Habopa
[Tpu ucosrb3oBaHMy HAOOpPa 00PA3YIOTCS OTXO-
el KaaccoB A, B u I, koTopsie kiaccuduimpyoTes
U YHUYTOMXKAWTCA (YTUIIN3UPYIOTCSA) B COOTBETCTBUL
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¢ CamlluHom 2.1.7.2790-10 «CammrapHo-smume-
MHUOJIOTHYECKHEe TPeOOBaHMUA K OOpAIleHHI0 ¢ Me-
OUIITHCKUMU oTxomamm». JlesaumHdexrimo Ha00poB
peareHToB ciieayeT mnpoBoguTh mo MY 287-113
«MeTogudueckue ykasaHUs 110 Te3UH(PEKITUH, ITPe/I-
CTEPUJIN3AIMOHHON OUYMCTKE U CTePUJIM3AIUHA M3-
eI MEeIUIIMHCKOIO HA3HAUYCHUSI.

3. OGecrnieuenue MOJIy4Y€HUA MPABUIBHBIX
pe3yJbTaTOB aHaAJIN3a

JlocToBepHOCT, W BOCHPOUIBOAUMOCTH
pe3yJIbTaTOB AHAJIN3a 3AaBUCAT OT BBIMOJIHE-
HHA CJIeAYIONNX OCHOBHBIX MPAaBUJI:

— He nposoguTe NDA B miprcyTcTBMHU TTapoB
KHCJIOT, IMeJIoUel, aJbIeTruJ0B WX IBLIH, KOTO-
pble MOTYT MEHSTh (PepMEHTATUBHYI AKTHBHOCTH
KOH'BIOTATOR,;

— depMeHTaTUBHAA PEAKINUSI UYBCTBUTEIbHA
K IPUCYTCTBUIO MOHOB METAJLJIOB, II0ITOMY HE I0-
MMyCKalTe KOHTAKTOB KAKUX-JIMO0 METAJIJIMYECKHUX
IpeaMeToB ¢ KOHBIOTaTOM U PacTBOPOM CyOcTpara;

— wm3beraiiTe 3arps3HeHUsT KOMIIOHEHTOB Ha-
bopa MUKPOOPTaHU3MAMU ¥ XUMUYECKUMHU IIPH-
MeCSIMHU, JIJIST 9TOTO KCIIOJIb3yiTe B paboTe YHCTYIO
MOCYZy W YUCTBIE OJHOPA30BbIe HAKOHEUHWKHU JJIS
KaskI0ro peareHTa, KOHTPOJIsI, 00pasIa;

— paboume MMOBEPXHOCTH CTOJIOB, 000pyIOBAa-
HUA ciaenyeT obpadareBaTh 70% OTUJIOBBEIM CITHP-
ToM (HE JOIMYCKAEeTCS WCIIOJIb30BAHME IIEPEKUCH
BOZIOPOJIA, XJIOPCOIEPIKAIINX PACTBOPOB);
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— HUKOT[A He UCIIOJIL3YHUTe OTHY U TY Ke eM-
KOCTh JIJIs KOHBIOTaTa u pabodero pacreopa TMB;

— mepen ortbopom TMB m3 drakona mHeobxo-
MO 00padaThIBAaTh KOHYC MUNETKH (BHYTPEHHIOK
M BHENIHIOW HoBepxHOocTH) 70% OTUIOBBIM CIIHp-
TOM, TaK KakK MaJielilliee 3arps3HeHHe ITUIIETOK
KOHBIOTATOM MOMKET IIPUBECTM K KOHTAMUHAIINHU
Bcero comepaxumoro gurakonos ¢ CBP u TMB;

— eCJIM JOIyIlleHa OIIMOKAa IIPW BHECEHUH
aHAJIM3UPYEMBIX 00pasIoB, HEJIb3s, OIMOPOKHUB
9Ty JIYHKY, BHOCUTH B Hee HOBBIM 00paserr; Takas
JIyHKa Opakxyercs.

KayecTBO mpOMBIBKU JIYHOK ILJIaHIIETA
UrpaeT BaKHYIO POJIb JJIs IOJIyY€eHUs mpa-
BUWJIBHBIX PE3yJIbTATOB aHAJIN3a:

— g acrnmpaliyu aHAJIU3UPYEeMBIX 00pas-
OB U TIOCJIEOYIOIell ITPOMBIBKH PEKOMEHIYeTCs
WCIIOJI30BATh aBTOMATHYECKOE WJIM PYYHOE IIPO-
MBIBOYHOE YCTPOMUCTRBO.

— He gonyckaiiTe BBICHIXaHUS JIYHOK ILJIAH-
mmera B IIepephiBe MEeKIY 3aBepIIeHneM IIPOMBIBKHA
U BHECEHHEM peareHTOB.

— JlobuBaiiTech ITOJIHOTO 3AIIOJTHEHUS U OITO-
POsKHEHMsT BceX JIYHOK ILJIAHINIeTa B IIPOITeCce IIPo-
MbiBEH. HemocraTouras acrupaius SKATKOCTH B
TIPOITECcCe ITPOMBIBKU MOYKET TIPUBECTH K IIOHMKEHUIO
UyBCTBUTEJILHOCTH 1 CHEIIM(PUIHOCTH AHAJI3A.

— Crengure 3a COCTOSHKMEM IIPOMBIBOYHOIO
yerpoiicta — peryJisspHo (1 pas B Hefies0) 0opadaThl-
BaliTe NTaHTH U eMKOCTU 70% 3THJIOBBIM CITPTOM.
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— Jluis1 mpemoTBpalle s 3aCOPEHMs UIJI IIPO-
MBIBOYHOI'O YCTPOMCTBA B KOHIIE pabodero JHs 00d-
3aTeJIbHO BBITIOJHUTE IIPOIEeAyPY OII0JIaCKUBAHUSI
CUCTEMBI IIOJIAYM KUJKOCTH JUCTUJLINPOBAHHOMN
BOJIOMH.

4. KonmuyecTeeHHAA OIeHKA Pe3yJIbTATOB
aHau3a

PesynbraTer aHammsa MOKHO OLIEHUTH IO KO-
otppurmenty mosuruBHocTu (KII), paccunreiBas
oruorrerre OIl B yHKe ¢ 00pasitom marmeHTa OT-
nHocurebHO Ollj. (. 9.4.).

Jlna pacuera roodpduIeHTa ITO3UTUBHOCTH
obpaartios, umewomux Ollu5) < 3,5 o.e., UCIIOIB30-
BaTh (POPMyJIy:

KMlosp. = Oly50 o6p. ,
on,
rae Ollys0 o5p. — OII oGpasia, mosyyeHHAs B BYXBOJ-
HOBOM pesknme 450 / 620-655 uM (Mau TOJIBKO ¢ (PUIIb-
Tpom 450 HM).

Jlna pacuera roadpduIMeHTa ITO3UTUBHOCTH
obpaartos, umewnmux Ollys0 > 3,5 o.e., UCIIOIB30-
BaTh (POPMyIy:

KMogp, = 3,2 X M ,
ony
rae Ollygs o5p- — OII obpasria, moyyeHHAS B OBYXBOJI-
aoBoM pesknme 405 / 620-655 uM (Mau TOTBKO ¢ hrIb-
Tpom 405 HM).
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Pesynprar amanmnza mooKUTEILHBIN, €CIIT
Kl > 1, roe Kllyg, — KoadummenT mosutunHO-
CTH WCCJIeTyeMOro 00paaria.

Pesynprar ananmsa orpunaTeabHbIN, €CiIu
RHOGp. <0,85.

Pesynbprar amanmsa COMHUTEIBHBIN, €CIN
cooTBeTcTByIomee emy 3HaueHue Klly, momamaer
B maTepBaJ ot 0,85 mo 1,0.

Pacuer KII mesrecoobpasso mpoBoguTE IJIsT OLICH-
KJ KOHIIEHTPAITUH CIIEIU(PUIECKIX aHTHUTEN B WCCITe-
JTyeMBIX 00pa3Iiax v Ipy HAOTIOIEHUN 38 U3MEHEHNEM
KOHIIEHTPALIH CyMAaPHBIX AHTATE)T K AHTUTEHAM JISIM-
OJIMi1 B qUHAMUKE B IIAPHBIX 00pasIiiaX ChIBOPOTOK.

5. Jlmarmocruyeckas 3HAYMMOCTb
MOJIy4Y€HHBIX Pe3yJIbTATOB

JlamOnyuu o0UTalT B IPOKCHMAJIBHOM OTIIe-
Jle TOHKOM KHIIKH, II0dTOMY [JId JISMOJIMo3a Xa-
PAKTEPHO PAa3BUTHE MECTHBIX MMMYHOJIOTHMYECKUX
peakmuii. OMHAKO U B CEIBOPOTKAX KPOBU MHBA3KPO-
BAHHBIX JIAMOJIMAMUA JIOAel BBIABIIAIOTCS aHTUTEIA
K aHTUTeHAaM JIAMOJIAN, OTHOCAIIMECS K PA3JIHIHBIM
KJIaccaM MMMyHOrJ100ysmmHoB. llokasano, uto 1mo-
maJaHre aHTUTeHOB JIAMOJINMA B IepUdepuIecKyIo
KPOBb YBEJIMUMBAETCS IIPHA PE30POLMU CIIM3UCTOM
000JIOUKH KHIIEUHHKA, IIPOHUIIAEMOCTh KOTOPOM,
KaK WM3BECTHO, BO3pacraeT IIPH €€ BOCIAJICHUM.
B cBa3HM ¢ aTUM BBIABIIEHUE aHTHUTE]I K AHTHUTeHAM
JIAMOJIAIL B CBIBOPOTKE KPOBH MOMKET CBUICTEIIb-
CTBOBATH 0 HAJIMUNM IIATOJIOIMUECKOr0 IIPOIIECCa.
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6. Kparkas cxema nposenenusa MDA
OJisg Ha0opa peareHToB
«JIamonua-aaturena-UO®A-BECT»

Hcnonwzosams mosivko nocsie muw,ameJsibHoco
O3HAKOMJIEeHUA C uHcmpyicuueL"t!

Buecrn:

Nuxkyouposars:

IIpombITh:

Buecrn:

Nuxyouposars:

IIpomebITh:

Buaecrn:

NukyOouposarn:

Buaecrn:
Nameputs:

D-3552

o 100 mxx K+ u K—;

mo 90 mra PPC m mo 10 mxxa
IPeIBAPUTEILHO PAa3BeIeHHBIX
aHAJIU3UPYEMBIX 00Pa3IIoB.

30 muH, 37°C.

pabounm OydepHBIM PACTBOPOM,
400 mrJI, 5 pas.

mo 100 MK pabouero pacrsopa
KOH'BIOTATA.

30 mum, 37°C.

pabounm OydepHBIM PACTBOPOM,
400 mxJI, 5 pas.

mo 100 mrx pabouero pacrsopa
TeTpaMeTHJIOCH3UINHA.

25 muH, 18-25°C, B TeMHOTe.
mo 100 MKJI cToII-peareHTa.

OII mpu 450 uM / pecdepercHas
IJIMHA BOJIHEI 620—655 HM.
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7. I'padpuaeckue cuMBOIIBI

i
m
M

Homep no katanory

H
o

MepguumHckoe
nsgenve ans
[NarHocTuku in vitro

<

Copepxumoro
[0CTaTo4YHO

ANS npoBeAeHns
N-Kornu4yecTBa TECTOB

B>

He cTtepunbHo

TemnepatypHbIf

A\

K VIHCTpyKUMK
no NPUMEHeHUIo

YYYY-MM

LOT
Kog naptum /1/ MaNasoH
[aTta
d Warotosutens ﬂ N3rOTOBEHUS
Obpatutecb
nonb3oBaTh AO ... K MIHCTPYKLMMN
Vcnonb3oBath 40 cTpy!
no NPUMEHEHNI0
OcTopoxHo!
O6patuTech yyyv-mm-op | arta B hopmare

loa-Mecsu-[eHb
loa-Mecsy

Koncynbramuio crnenuasiucra mo padore ¢ Ha-
0OpPOM MOKHO MOJIYIUTH I10 TeJL.: (383) 363-35-56.
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AKIIMOHEPHOE OBIIECTBO
«BEKTOP-BECT»

Mesgnyunapomusiii ceprudurar ISO 13485

HABOPbI PEATEHTOB AJNA U®A
Bupycusie rematurer A, B, C, D, E;
BUY-undermus; UITIIIT; TORCH-uadeximmn;
repecBUPyCHBIEe MHQPEKIINM; 6epeMeHHOCTD;
ayTOMMMYHHBIE, CUCTEMHBIE, IIapa3uTapHEIe,
SKEJIYIOYHO-KHUIIeUHbIe 3200 IeBAHMS;
TOPMOHKI; OILyXOJIEBEIE U KapIHNOMAPKEPHL;
LUATOKMHBI, aJIJIEPreHbl 1 JIp.

Tounasa ouaznocmura —
agpgpexmueroe neuerue!

Ham agpec: 630117, HoBocubupcr-117, a/s 492
Temn./paxe: (383) 227-73-60 (MHOrOKAHAJIHHBIN)
Temn.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52
E-mail: vbmarket@uvector-best.ru
Internet: www.vector-best.ru
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HBsAg One version ULTRA

A.INTENDED USE

Fourth generation Enzyme Immunoassay (ELISA) for the
one-step determination of  Hepatitis B surface Antigen or
HBsAg in human plasma and sera.

The kit is intended for the screening of blood units, is able to
detect HBsAg mutants and finds application in the follow-up of
HBV-infected patients.

For “in vitro” diagnostic use only.

B. INTRODUCTION

The World Health Organization (WHO) defines Hepatitis B Virus
infection as follows:

“Hepatitis B is one of the major diseases of mankind and is a serious
global public health problem. Hepatitis means inflammation of the liver,
and the most common cause is infection with one of 5 viruses, called
hepatitis A,B,C,D, and E. All of these viruses can cause an acute disease
with symptoms lasting several weeks including yellowing of the skin and
eyes (jaundice); dark urine; extreme fatigue; nausea; vomiting and
abdominal pain. It can take several months to a year to feel fit again.
Hepatitis B virus can cause chronic infection in which the patient never
gets rid of the virus and many years later develops cirrhosis of the liver or
liver cancer.

HBV is the most serious type of viral hepatitis and the only type causing
chronic hepatitis for which a vaccine is available. Hepatitis B virus is
transmitted by contact with blood or body fluids of an infected person in
the same way as human immunodeficiency virus (HIV), the virus that
causes AIDS. However, HBV is 50 to 100 times more infectious than HIV.
The main ways of getting infected with HBV are: (a) perinatal (from
mother to baby at the birth); (b) child- to-child transmission; (c) unsafe
injections and transfusions; (d) sexual contact.

Worldwide, most infections occur from infected mother to child, from child
to child contact in household settings, and from reuse of un-sterilized
needles and syringes. In many developing countries, almost all children
become infected with the virus.  In many industrialized countries (e.g.
Western Europe and North America), the pattern of transmission is
different. In these countries, mother-to-infant and child-to-child
transmission accounted for up to one third of chronic infections before
childhood hepatitis B vaccination programmes were implemented.
However, the majority of infections in these countries are acquired during
young adulthood by sexual activity, and injecting drug use. In addition,
hepatitis B virus is the major infectious occupational hazard of health
workers, and most health care workers have received hepatitis B vaccine.

Hepatitis B virus is not spread by contaminated food or water, and cannot
be spread casually in the workplace. High rates of chronic HBV infection
are also found in the southern parts of Eastern and Central Europe. In the
Middle East and Indian sub-continent, about 5% are chronically infected.
Infection is less common in Western Europe and North America, where
less than 1% are chronically infected.

Young children who become infected with HBV are the most likely to
develop chronic infection. About 90% of infants infected during the first
year of life and 30% to 50% of children infected between 1 to 4 years of
age develop chronic infection. The risk of death from HBV-related liver
cancer or cirrhosis is approximately 25% for persons who become
chronically infected during childhood. Chronic hepatitis B in some
patients is treated with drugs called interferon or lamivudine, which can
help some patients. Patients with cirrhosis are sometimes given liver
transplants, with varying success. It is preferable to prevent this disease
with vaccine than to try and cure it.

Hepatitis B vaccine has an outstanding record of safety and
effectiveness. Since 1982, over one billion doses of hepatitis B vaccine
have been used worldwide. The vaccine is given as a series of three
intramuscular doses. Studies have shown that the vaccine is 95%
effective in preventing children and adults from developing chronic
infection if they have not yet been infected. In many countries where 8%
to 15% of children used to become chronically infected with HBV, the rate
of chronic infection has been reduced to less than 1% in immunized
groups of children. Since 1991, WHO has called for all countries to add
hepatitis B vaccine into their national immunization programs.”

Hepatitis B surface Antigen or HBsAg is the most important
protein of the envelope of Hepatitis B Virus, responsible for
acute and chronic viral hepatitis.

The surface antigen contains the determinant “a”, common to all
the known viral subtypes, immunologically distinguished by two
distinct subgroups (ay and ad).

The ability to detect HBsAg with high sensitive immunoassays in
the last years has led to an understanding of its distribution and
epidemiology worldwide and to radically decrease the risk of
infection in transfusion.

C. PRINCIPLE OF THE TEST

A mix of mouse monoclonal antibodies specific to the
determinants “a”, “d” and “y” of HBsAg is fixed to the surface of
microwells. Patient’'s serum/plasma is added to the microwell
together with a second mix of mouse monoclonal antibodies,
conjugated with Horseradish Peroxidase (HRP) and directed
against a different epitope of the determinant “a” and against
“preS”.

The specific immunocomplex, formed in the presence of HBsAg
in the sample, is captured by the solid phase.

At the end of the one-step incubation, microwells are washed to
remove unbound serum proteins and HRP conjugate.

The chromogen/substrate is then added and, in the presence of
captured HBsAg immunocomplex, the colorless substrate is
hydrolyzed by the bound HRP conjugate to a colored end-
product. After blocking the enzymatic reaction, its optical density
is measured by an ELISA reader.

The color intensity is proportional to the amount of HBsAg
present in the sample.

The version ULTRA is particularly suitable for automated

screenings and is able to detect “s” mutants.

D. COMPONENTS
The standard configuration contains reagents to perform 192
tests and is made of the following components:

1. Microplate [MICROPLATE]
n° 2. 12 strips of 8 breakable wells coated with anti HBsAg,

affinity purified mouse monoclonal antibodies, specific to “a”, “y
and “d” determinants, and sealed into a bag with desiccant.

2. Negative Control

1x4.0ml/vial. Ready to use control. It contains goat serum, 10
mM phosphate buffer pH 7.4+/-0.1, 0.09% Na-azide and
0.045% ProClin 300 as preservatives. The negative control is
pale yellow color coded.

3. Positive Control

1x4.0ml/vial. Ready to use control. It contains goat serum,
non infectious recombinant HBsAg, 10 mM phosphate buffer pH
7.4+/-0.1, 0.02% gentamicine sulphate and 0.045% ProClin 300
as preservatives. The positive control is color coded green.

4. Calibrator
n° 2 vials. Lyophilized calibrator. To be dissolved with EIA
grade water as reported in the label. Contains fetal bovine
serum, non infectious recombinant HBsAg at 0.5 IU/ml (2™
WHO international standard for HBsAg, NIBSC code 00/588),
10 mM phosphate buffer pH 7.4+/-0.1, 0.02% gentamicine
sulphate and 0.045% ProClin 300 as preservatives.

Note: The volume necessary to dissolve the content of the
vial may vary from lot to lot. Please use the right volume
reported on the label .

5. Wash buffer concentrate WASHBUF 20
2x60ml/bottle. 20X concentrated solution. Once diluted,
the wash solution contains 10 mM phosphate buffer pH 7.0+/-

0.2, 0.05% Tween 20 and 0.045% ProClin 300.
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6. Enzyme Conjugate Diluent

2x16ml/vial. Ready to use and pink/red color coded
regent. It contains 10 mM Tris buffer pH 6.8+/-0.1, 1% normal
mouse serum, 5% BSA, 0.045% ProClin 300 and 0.02%
gentamicine sulphate as preservatives. The solution is normally
opalescent.

7. Enzyme Conjugate

2x1ml/vial. 20X concentrated reagent. It contains
Horseradish Peroxidase (HRP) labeled mouse monoclonal
antibodies to HBsAg, determinant “a” and “preS”, 10 mM Tris
buffer pH 6.8+/-0.1, 5% BSA, 0.045% ProClin 300 and 0.02%

gentamicine sulphate as preservatives.

8. Chromogen/Substrate

2x25ml/bottle. It contains a 50 mM citrate-phosphate
buffered solution at pH 3.5-3.8, 4% dimethylsulphoxide, 0.03%
tetra-methyl-benzidine (TMB) and 0.02% hydrogen peroxide
(H202).

Note: To be stored protected from light as sensitive to
strong illumination.

9. Sulphuric Acid

1x25ml/bottle. It contains 0.3 M H2SO4 solution.

Note: Attention: Irritant (H315; H319; P280; P302+P352;
P332+P313; P305+P351+P338; P337+P313; P362+P363)

10. Plate sealing foils n°4

11. Package insert

Important note:
Only upon specific request , Dia.Pro can supply reagents for 96,
480, 960 tests , as reported below:

Microplates N°1 N°5 N°10
Negative Control 1x2ml/vial 1x10ml/vial 1x20ml/vial
Positive Control 1x2ml/vial 1x10ml/vial 1x20ml/vial
Calibrator N° 1 vial N° 5 vials N° 10 vials
Wash buffer concentrate 1x60ml/vial 5x60mlfvial | 4x150ml/vial
Enzyme conjugate 1x0.8ml/vial 1x4ml/vial 2x4ml/vial
Conjugate Diluent 1x16ml/vial 2x40ml/vial | 2x80ml/vial
Chromogen/Substrate 1x25ml/vial 3x42mlfivial | 2x125ml/vial
Sulphuric Acid 1x15mlfvial 2x40ml/fvial | 2x80ml/vial
Plate sealing foils N° 2 N° 10 N° 20
Package insert N° 1 N° 1 N° 1
Number of tests 96 480 960
Code SAG1ULTRA.CE 96 480 960

E. MATERIALS REQUIRED BUT NOT PROVIDED

1. Calibrated Micropipettes (150ul, 100ul and 50ul) and
disposable plastic tips.

2. EIA grade water (double distilled or deionised, charcoal

treated to remove oxidizing chemicals used as

disinfectants).

Timer with 60 minute range or higher.

Absorbent paper tissues.

Calibrated ELISA microplate thermostatic incubator (dry or

wet), capable to provide shaking at 1300 rpm+/-150, set at

+37°C.

6. Calibrated ELISA microwell reader with 450nm (reading)
and with 620-630nm (blanking) filters.

7. Calibrated ELISA microplate washer.

8. Vortex or similar mixing tools.

ok w

F. WARNINGS AND PRECAUTIONS

1. The kit has to be used by skilled and properly trained
technical personnel only, under the supervision of a medical
doctor responsible of the laboratory.

2. When the kit is used for the screening of blood units and
blood components, it has to be used in a laboratory certified and
qualified by the national authority in that field (Ministry of Health
or similar entity) to carry out this type of analysis.

3.  All the personnel involved in performing the assay have to
wear protective laboratory clothes, talc-free gloves and glasses.
The use of any sharp (needles) or cutting (blades) devices
should be avoided. All the personnel involved should be trained
in biosafety procedures, as recommended by the Center for
Disease Control, Atlanta, U.S. and reported in the National
Institute of Health’s publication: “Biosafety in Microbiological and
Biomedical Laboratories”, ed. 1984.

4. All the personnel involved in sample handling should be
vaccinated for HBV and HAV, for which vaccines are available,
safe and effective.

5. The laboratory environment should be controlled so as to
avoid contaminants such as dust or air-born microbial agents,
when opening kit vials and microplates and when performing the
test. Protect the Chromogen (TMB) from strong light and avoid
vibration of the bench surface where the test is undertaken.

6. Upon receipt, store the kit at 2..8°C into a temperature
controlled refrigerator or cold room.

7. Do not interchange components between different lots of
the kits. It is recommended that components between two kits
of the same lot should not be interchanged.

8. Check that the reagents are clear and do not contain
visible heavy particles or aggregates. If not, advise the
laboratory supervisor to initiate the necessary procedures for kit
replacement.

9. Avoid cross-contamination between  serum/plasma
samples by using disposable tips and changing them after each
sample. Do not reuse disposable tips.

10. Avoid cross-contamination between kit reagents by using
disposable tips and changing them between the use of each
one. Do not reuse disposable tips.

11. Do not use the kit after the expiration date stated on the
external container and internal (vials) labels. A study conducted
on an opened kit has not pointed out any relevant loss of activity
up to 6 re-use of the device and up to 6 months.

12. Treat all specimens as potentially infective. All human
serum specimens should be handled at Biosafety Level 2, as
recommended by the Center for Disease Control, Atlanta, U.S.
in compliance with what reported in the Institutes of Health's
publication: “Biosafety in Microbiological and Biomedical
Laboratories”, ed. 1984.

13. The use of disposable plastic-ware is recommended in the
preparation of the liquid components or in transferring
components into automated workstations, in order to avoid
cross contamination.

14. Waste produced during the use of the kit has to be
discarded in compliance with national directives and laws
concerning laboratory waste of chemical and biological
substances. In particular, liquid waste generated from the
washing procedure, from residuals of controls and from samples
has to be treated as potentially infective material and inactivated
before waste. Suggested procedures of inactivation are
treatment with a 10% final concentration of household bleach for
16-18 hrs or heat inactivation by autoclave at 121°C for 20 min..
15. Accidental spills from samples and operations have to be
adsorbed with paper tissues soaked with household bleach and
then with water. Tissues should then be discarded in proper
containers designated for laboratory/hospital waste.

16. The Stop Solution is an irritant. In case of spills, wash the
surface with plenty of water

17. Other waste materials generated from the use of the kit
(example: tips used for samples and controls, used microplates)
should be handled as potentially infective and disposed
according to national directives and laws concerning laboratory
wastes.
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G. SPECIMEN: PREPARATION AND WARNINGS

1. Blood is drawn aseptically by venepuncture and plasma or
serum is prepared using standard techniques of preparation of
samples for clinical laboratory analysis. No influence has been
observed in the preparation of the sample with citrate, EDTA
and heparin.

2. Avoid any addition of preservatives to samples; especially
sodium azide as this chemical would affect the enzymatic
activity of the conjugate, generating false negative results.

3. Samples have to be clearly identified with codes or names in
order to avoid misinterpretation of results. When the kit is
used for the screening of blood units, bar code labeling and
electronic reading is strongly recommended.

4. Haemolysed (red) and lipemic (“milky”) samples have to be
discarded as they could generate false results. Samples
containing residues of fibrin or heavy particles or microbial
filaments and bodies should be discarded as well as they could
give rise to false positive results. Specimens with an altered
pathway of coagulation, presenting particles after blood
collection and preparation of serum/plasma as those coming
from hemodialized patients, could give origin to false positive
results.

5.Sera and plasma can be stored at +2°...+8°C in primary
collection tubes for up to five days after collection. Do not freeze
primary tubes of collection. For longer storage periods, sera and
plasma samples, carefully removed from the primary collection
tube, can be stored frozen at —20°C for at least 12 months. Any
frozen sample should not be frozen/thawed more than once as
this may generate particles that could affect the test result.

6.If some turbidity is present or presence of microparticles is
suspected after thawing, filter the sample on a disposable 0.2-
0.8u filter to clean it up for testing or use the two-steps
alternative method.

H. PREPARATION OF COMPONENTS AND WARNINGS

A study conducted on an opened kit has not pointed out any
relevant loss of activity up to 6 re-uses of the device and up to 6
months.

1. Microplates:

Allow the microplate to reach room temperature (about 1 hr)
before opening the container.  Check that the desiccant has
not turned green, indicating a defect in conservation.

In this case, call Dia.Pro’s customer service.

Unused strips have to be placed back inside the aluminum
pouch, with the desiccant supplied, firmly zipped and stored at
+2°..8°C. After first opening, remaining strips are stable until the
humidity indicator inside the desiccant bag turns from yellow to
green.

2. Negative Control:
Ready to use. Mix well on vortex before use.

3. Positive Control:

Ready to use. Mix well on vortex before use. The positive
control does not contain any infective HBV as it is composed of
recombinant synthetic HBsAg.

4. Calibrator:

Add the volume of ELISA grade water, reported on the label, to
the lyophilized powder; let fully dissolve and then gently mix on
vortex. The solution is not stable. Store the Calibrator frozen in
aliquots at —20°C.

5. Wash buffer concentrate:

The 20x concentrated solution has to be diluted with EIA grade
water up to 1200 ml and mixed gently end-over-end before use.
As some salt crystals may be present into the vial, take care to
dissolve all the content when preparing the solution.

In the preparation avoid foaming as the presence of bubbles
could give origin to a bad washing efficiency.

Note: Once diluted, the wash solution is stable for 1 week at
+2.8°C.

6. Enzyme conjugate:

The working solution is prepared by diluting the 20X
concentrated reagent into the Conjugate

Mix well on vortex before use.

Avoid any contamination of the liquid with oxidizing chemicals,
dust or microbes. If this component has to be transferred, use
only plastic sterile disposable containers.

Important note: The working solution is not stable. Prepare
only the volume necessary for the work of the day. As an
example when the kit is used in combination with other
instruments or manually, dilute 0.1 ml 20X Conjugate with 1.9 mi
Conjugate Diluent into a disposable plastic vial and mix carefully
before use.

7. Chromogen/Substrate:

Ready to use. Mix well by end-over-end mixing.

Avoid contamination of the liquid with oxidizing chemicals, air-
driven dust or microbes. Do not expose to strong light, oxidizing
agents and metallic surfaces.

If this component has to be transferred use only plastic, and if
possible, sterile disposable container.

8. Sulphuric Acid:

Ready to use. Mix well by end-over-end mixing.

Attention: Irritant (H315; H319; P280; P302+P352; P332+P313;
P305+P351+P338; P337+P313; P362+P363).

Legenda:

Warning H statements:
H315 — Causes skin irritation.
H319 — Causes serious eye irritation.

Precautionary P statements:

P280 — Wear protective gloves/protective clothing/eye protection/face
protection.

P302 + P352 — IF ON SKIN: Wash with plenty of soap and water.

P332 + P313 — If skin irritation occurs: Get medical advice/attention.

P305 + P351 + P338 — IF IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

P337 + P313 — If eye irritation persists: Get medical advice/attention.
P362 + P363 - Take off contaminated clothing and wash it before reuse.

I. INSTRUMENTS AND TOOLS USED IN COMBINATION

WITH THE KIT

1. Micropipettes have to be calibrated to deliver the correct
volume required by the assay and must be submitted to
regular decontamination (70% ethanol, 10% solution of
bleach, hospital grade disinfectants) of those parts that
could accidentally come in contact with the sample or the
components of the kit. They should also be regularly
maintained in order to show a precision of 1% and a
trueness of +2%.

2. The ELISA incubator has to be set at +37°C (tolerance of
+1°C) and regularly checked to ensure the correct
temperature is maintained. Both dry incubators and water
baths are suitable for the incubations, provided that the
instrument is validated for the incubation of ELISA tests.

3. In case of shaking during incubations, the instrument has to
ensure 350 rpm +150. Amplitude of shaking is very
important as a wrong one could give origin to splashes and
therefore to some false positive result.

4. The ELISA washer is extremely important to the overall
performances of the assay. The washer must be carefully
validated in advance, checked for the delivery of the right
dispensation volume and regularly submitted to
maintenance according to the manufacturer’s instructions
for use. In particular the washer, at the end of the daily
workload, has to be extensively cleaned out of salts with
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deionized water. Before use, the washer has to be
extensively primed with the diluted Washing Solution.

The instrument weekly has to be submitted to
decontamination according to its manual (NaOH 0.1 M
decontamination suggested).

5 washing cycles (aspiration + dispensation of 350ul/well of
washing solution + 20 sec soaking = 1 cycle) are sufficient
to ensure the assay with the declared performances. If
soaking is not possible add one more cycle of washing.

An incorrect washing cycle or salt-blocked needles are the
major cause of false positive reactions.

5. Incubation times have a tolerance of +5%.

6. The microplate reader has to be equipped with a reading
filter of 450nm and with a second filter of 620-630nm,
mandatory for blanking purposes. Its standard performances
should be (a) bandwidth < 10 nm; (b) absorbance range
from 0 to > 2.0; (c) linearity to > 2.0; (d) repeatability > 1%.
Blanking is carried out on the well identified in the section
“Assay Procedure”. The optical system of the reader has to
be calibrated regularly to ensure that the correct optical
density is measured. It should be regularly maintained
according to the manufacturer ‘s instructions.

7. When using ELISA automated workstations, all critical
steps (dispensation, incubation, washing, reading, shaking,
data handling, etc.) have to be carefully set, calibrated,
controlled and regularly serviced in order to match the
values reported in the sections “Internal Quality Control”.
The assay protocol has to be installed in the operating
system of the unit and validated by checking full matching
the declared performances of the kit. In addition, the liquid
handling part of the station (dispensation and washing) has
to be validated and correctly set paying particular attention
to avoid carry over by the needles used for dispensing
samples and for washing. The carry over effect must be
studied and controlled to minimize the possibility of
contamination of adjacent wells due to strongly reactive
samples, leading to false positive results. The use of ELISA
automated work stations is recommended for blood
screening and when the number of samples to be tested
exceed 20-30 units per run.

8. When using automatic devices, in case the vial holder of the
instrument does not fit with the vials supplied in the Kkit,
transfer the solution into appropriate containers and label
them with the same label peeled out from the original vial.
This operation is important in order to avoid mismatching
contents of vials, when transferring them. When the test is
over, return the secondary labeled containers to 2..8°C,
firmly capped.

9. Dia.Pro’s customer service offers support to the user in
the setting and checking of instruments used in combination
with the kit, in order to assure full compliance with the
essential requirements of the assay. Support is also
provided for the installation of new instruments to be used in
combination with the kit.

L. PRE ASSAY CONTROLS AND OPERATIONS

1. Check the expiration date of the kit printed on the external
label of the kit box. Do not use if expired.

2. Check that the liquid components are not contaminated by
naked-eye visible particles or aggregates. Check that the
Chromogen/Substrate is colorless or pale blue. Check that
no breakage occurred in transportation and no spillage of
liquid is present inside the box. Check that the aluminum
pouch, containing the microplate, is not punctured or
damaged.

3. Dilute all the content of the 20x concentrated Wash Solution
as described above.

4. Dilute the 20X concentrated Enzyme Conjugate with its
Diluent as reported.

5. Dissolve the Calibrator as described above.

6. Allow all the other components to reach room temperature
(about 1 hr) and then mix as described.

7. Set the ELISA incubator at +37°C and prepare the ELISA
washer by priming with the diluted washing solution,
according to the manufacturers instructions. Set the right
number of washing cycles as reported in the specific
section.

8. Check that the ELISA reader has been turned on at least 20
minutes before reading.

9. If using an automated workstation, turn it on, check settings
and be sure to use the right assay protocol.

10. Check that the micropipettes are set to the required volume.

11. Check that all the other equipment is available and ready
to use.

12. In case of problems, do not proceed further with the test and
advise the supervisor.

M. ASSAY PROCEDURE

The assay has to be carried out according to what reported
below, taking care to maintain the same incubation time for all
the samples in testing.

Automated assay:

In case the test is carried out automatically with an ELISA
system, we suggest to make the instrument dispense first 150 ul
controls & calibrator, then all the samples and finally 100 ul
diluted Enzyme Conjugate.

For the pre-washing step (point 1 of the assay procedure) and
all the next operations follow the operative instructions reported
below for the Manual Assay.

It is strongly recommended to check that the time lap between
the dispensation of the first and the last sample will be
calculated by the instrument and taken into consideration by
delaying the first washing operation accordingly.

Manual Assay:

1. Place the required number of strips in the plastic holder and
wash them once to hydrate wells. Carefully identify the
wells for controls, calibrator and samples.

Important note: Pre washing (1 cycle: dispensation of
350ul/well of washing solution+ aspiration) is fundamental to
obtain reliable and specific results both in the manual and in the
automatic procedures. Do not omit it !

2. Leave the A1 well empty for blanking purposes.

3. Pipette 150pl of the Negative Control in triplicate, 150ul of
the Calibrator in duplicate and then 150ul of the Positive
Control in single followed by 150ul of each of the samples.

4. Check for the presence of samples in wells by naked eye
(there is a marked color difference between empty and full
wells) or by reading at 450/620nm. (samples show OD
values higher than 0.100).

5. Dispense 100ul diluted Enzymatic Conjugate in all wells,
except for A1, used for blanking operations.

Important note: Be careful not to touch the inner surface of the
well with the pipette tip when the conjugate is dispensed.
Contamination might occur.

6. Following addition of the conjugate, check that the color of
the samples have changed from yellowish to pink/red and
then incubate the microplate for 120 min at +37°C.

Important notes:

a. Strips have to be sealed with the adhesive sealing foil, only
when the test is performed manually. Do not cover strips
when using ELISA automatic instruments.

b. If the procedure is carried out on shaking, be sure to deliver
the rom reported for in Section 1.3 as otherwise intra-well
contamination could occur.
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7. When the first incubation is over, wash the microwells as
previously described (section 1.4)

8. Pipette 200 yl Chromogen/Substrate into all the wells, A1
included.

Important note: Do not expose to strong direct light as a high
background might be generated.

9. Incubate the microplate protected from light at 18-24°C for
30 min. Wells dispensed with the positive control, the
calibrator and positive samples will turn from clear to blue.

10. Pipette 100 pl Sulphuric Acid into all the wells to stop the
enzymatic reaction, using the same pipetting sequence as in
step 8. Addition of the acid solution will turn the positive
control, the calibrator and positive samples from blue to
yellow/brown.

11. Measure the color intensity of the solution in each well, as
described in section 1.6 using a 450nm filter (reading) and a
620-630nm filter (background subtraction, mandatory),
blanking the instrument on A1.

Important general notes:

Ensure that no fingerprints or dust are present on the
external bottom of the microwell before reading. They could
generate false positive results on reading.

2. Reading should ideally be performed immediately after the
addition of the acid solution but definitely no longer than 20
minutes afterwards. Some self-oxidation of the chromogen
can occur leading to a higher background.

3. When samples to be tested are not surely clean or have
been stored frozen, the assay procedure reported below is
recommended as long as it is far less sensitive to
interferences due to hemolysis, hyperlipaemia, bacterial
contamination and fibrin microparticles. —The assay is
carried out in two-steps at +37°C on shaking at 350 rpm
+150 as follows:

e dispense 100 ul of controls, calibrator and samples
incubate 60 min at +37°C on shaking

wash according to instructions (section 1.4)

dispense 100 ul diluted enzyme tracer

incubate 30 min at +37°C on shaking

wash

dispense 100 ul TMB&H202 mix

incubate 30 min at r.t. on shaking

e stop and read
In this procedure the pre-wash can be omitted.
This method shows performances similar to the standard
one and therefore can be used in alternative.

4. The Calibrator (CAL) does not affect the cut-off calculation
and therefore the test results calculation. The Calibrator
may be used only when a laboratory internal quality control
is required by the management.

N. ASSAY SCHEME

Operations Procedure
Pre-Washing step n° 1 cycle
Controls&Calibrator&samples 150 ul
Diluted Enzyme Conjugate 100 ul
1%t incubation 120 min
Temperature +37°C
Washing steps n° 5 cycles with 20” of soaking
OR

n° 6 cycles without soaking
Chromogen/Substrate 200ul
2" incubation 30 min
Temperature room
Sulphuric Acid 100 ul
Reading OD 450nm / 620-630nm

An example of dispensation scheme is reported in the following
section:

Microplate

1 12 (3[4 |5]|6([7|8[]9]|10]11]12

I/ ®|MmoO0|w|>
z
(@)
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Legenda: BLK = Blank
CAL = Calibrator

NC = Negative Control
PC = Positive Control S = Sample

O. INTERNAL QUALITY CONTROL

A check is performed on the controls/calibrator any time the kit
is used in order to verify whether the expected OD450nm or
S/Co values have been matched in the analysis.

Ensure that the following results are met:

Parameter Requirements
Blank well < 0.100 OD450nm value
Negative Control (NC) | < 0.050 mean OD450nm value after
blanking
Calibrator 0.5 IU/ml S/Co >2

Positive Control > 1.000 OD450nm value

If the results of the test match the requirements stated above,
proceed to the next section.

If they do not, do not proceed any further and perform the
following checks:

Problem Check

Blank well 1. that the Chromogen/Substrate solution
>0.100 has not become contaminated during the
OD450nm assay

Negative 1. that the washing procedure and the
Control (NC) washer settings are as validated in the
> 0.050 pre qualification study;

OD450nm after 2. that the proper washing solution has
blanking been used and the washer has been

primed with it before use;

3. that no mistake has been done in the
assay procedure (dispensation of positive
control instead of the negative one);

4. that no contamination of the negative
control or of the wells where the control
was dispensed has occurred due to spills
of positive samples or of the enzyme
conjugate;

5. that micropipettes have not become
contaminated with positive samples or
with the enzyme conjugate

6. that the washer needles are not

blocked or partially obstructed.
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Calibrator 1. that the procedure has been correctly Important notes:
S/Co<2 performed; 1. Interpretation of results should be done under the

2. that no mistake has occurred during its
distribution (ex.: dispensation of negative
control instead of calibrator)

3. that the washing procedure and the
washer settings are as validated in the
pre qualification study;

4. that no external contamination of the
calibrator has occurred.

1. that the procedure has been correctly
performed,;

2. that no mistake has occurred during
the  distribution of the  control
(dispensation of negative control instead
of positive control. In this case, the
negative control will have an OD450nm
value > 0.050).

3. that the washing procedure and the
washer settings are as validated in the
pre qualification study;

4. that no external contamination of the
positive control has occurred.

Positive Control
< 1.000
OD450nm

If any of the above problems have occurred, report the problem
to the supervisor for further actions.

Important note:
The analysis must be done proceeding as the reading step
described in the section M, point 11.

P. CALCULATION OF THE CUT-OFF

The test results are calculated by means of a cut-off value
determined on the mean OD450nm/620-630nm value of the
negative control (NC) with the following formula:

NC + 0.050 = Cut-Off (Co)

The value found for the test is used for the interpretation of
results as described in the next paragraph.

Important note: When the calculation of results is performed by
the operating system of an ELISA automated work station,
ensure that the proper formulation is used to calculate the cut-
off value and generate the correct interpretation of results.

Q. INTERPRETATION OF RESULTS

Test results are interpreted as a ratio of the sample
OD450nm/620-630nm (S) and the Cut-Off value (Co),
mathematically S/Co, according to the following table:

S/Co Interpretation

<0.9 Negative
09-11 Equivocal

>1.1 Positive

A negative result indicates that the patient is not infected by
HBV and that the blood unit may be transfused.

Any patient showing an equivocal result should be retested on a
second sample taken 1-2 weeks after the initial sample; the
blood unit should not be transfused.

A positive result is indicative of HBV infection and therefore the
patient should be treated accordingly or the blood unit should be
discarded.

supervision of the laboratory supervisor to reduce the risk of
Jjudgment errors and misinterpretations.

2. Any positive result must be confirmed first by repeating the
test on the sample, after having filtered it on 0.2-0.8 u filter
to remove any microparticles interference. Then, if still
positive, the sample has to be submitted to a confirmation
test before a diagnosis of viral hepatitis is released.

3. When test results are transmitted from the laboratory to
another department, attention must be paid to avoid
erroneous data transfer.

4. Diagnosis of viral hepatitis infection has to be taken and
released to the patient by a suitably qualified medical
doctor.

An example of calculation is reported below (data obtained
proceeding as the the reading step described in the section M,
point 11):

The following data must not be used instead or real figures
obtained by the user.

Negative Control: 0.012 - 0.008 — 0.010 OD450nm
Mean Value: 0.010 OD450nm

Lower than 0.050 — Accepted

Positive Control: ~ 2.489 OD450nm

Higher than 1.000 — Accepted

Cut-Off = 0.010+0.050 = 0.060

Calibrator: 0.350 - 0.370 OD450nm
Mean value: 0.360 OD450nm

S/Co higher than 2.0 — Accepted

Sample 1: 0.028 OD450nm

Sample 2: 1.690 OD450nm

Sample 1 S/Co < 0.9 = negative

Sample 2 S/Co > 1.1 = positive

S/Co =6.0

R. PERFORMANCE CHARACTERISTICS

Evaluation of Performances has been conducted in accordance
to what reported in the Common Technical Specifications or
CTS (art. 5, Chapter 3 of IVD Directive 98/79/EC). Version
ULTRA proved to be at least equivalent to the original design in
a study conducted for the validation of the new version.

1. Analytical Sensitivity

The limit of detection of the assay has been calculated on the
2" WHO international standard, NIBSC code 00/588.

In the following table, results are given for three lots (P1, P2 and
P3) of the version ULTRA in comparison with the reference
device (Ref.):

WHO Lot #P1 | Lot # P2 | Lot # P3 | Ref.

1U/ml S/Co S/Co S/Co | S/Co
0.4 4.6 4.8 4.6 4.6
0.2 2.3 24 24 2.4
0.1 1.4 1.4 1.5 1.2
0.05 0.8 0.8 1.0 0.7
0.025 0.6 0.6 0.6 0.4
FCS (NC) 0.3 0.2 0.3 0.1

The assay shows an Analytical Sensitivity better than 0.1 WHO
1U/ml of HBsAg.

In addition two panels of sensitivity supplied by EFS, France,
and by SFTS, France, were tested and gave in the best
conditions the following results:
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Panel EFS Ag HBs HB1-HB6 lot n° 04 different HBV pathologies (acute, a-symptomatic and chronic

hepatitis B) or produced synthetically, and were detected
Sample ID | Characteristics | ng/ml | S/ICo positive in the assay.

HB1 diluent / 0,2 All the HBsAg known subtypes, “ay” and “ad”, and isoforms “w”

HB2 adw2+ayw3 0.05 0,6 and “r’, supplied by CNTS, France, were tested in the assay and

HB3 adw2+ayw3 0.1 1,0 determined positive by the kit as expected.

HB4 adw2+ayw3 0.2 1,8 An overall value of 100% has been found in a study conducted

HBS adw2+ayw3 0.3 2,4 on a total number of more than 400 samples positive with the

HB6 adw2+ayw3 0.5 4,2 original reference IVD code SAG1.CE, CE marked.

Sensitivity panel SFTS, France, Ag HBs 2005

A total of 30 sero-conversions were studied, most of them
produced by Boston Biomedica Inc., USA.

Results obtained by examining eight panels supplied by Boston
Biomedica Inc., USA, are reported below for the version ULTRA

The panel # 808, supplied by Boston Biomedical Inc., USA, was
also tested to define the limit of sensitivity.
Results in the best conditions are as follows :

BBI panel PHA 808

Sample ID | Characteristics | ng/ml | S/Co
01 ad 2,49 10,2
02 ad 1,17 4,8
03 ad 1,02 4,3
04 ad 0,96 3,8
05 ad 0,69 2,9
06 ad 0,50 2,2
07 ad 0,41 1,5
08 ad 0,37 1,3
09 ad 0,30 1,2
10 ad 0,23 1,0
11 ay 2,51 11,2
12 ay 1,26 5,9
13 ay 0,97 4,1
14 ay 0,77 3,7
15 ay 0,63 2,0
16 ay 0,48 2,4
17 ay 0,42 2,0
18 ay 0,33 1,8
19 ay 0,23 1,6
20 ay 0,13 11
21 negative / 0,6

2. Diagnostic Sensitivity:

The diagnostic sensitivity was tested according to what required
by Common Technical Specifications (CTS) of the directive
98/79/EC on IVD for HBsAg testing.

Positive samples, including HBsAg subtypes and a panel of “s”
mutants from most frequent mutations, were collected from

Sample ID | Characteristics ng/ml S/Co in comparison with the reference device code SAG1.CE.
171 Adw2 + ayw3 221+015 | 154
172 Adw2 + ayw3 1.18 + 0.10 8,7 Panel 1st HBsAg | HBsAg | Version Ref.
173 Adw2 + ayw3 1.02 +0.05 6,1 ID san_u?le subtype | ng/ml | ULTRA device
174 Adw2 + ayw3 | 0.64 +0.04 | 4,0 positive Si€o | SiCo
Y 2 PHM 906 02 ad 0.5 3.7 1.4

175 Adw2 + ayw3 049 +0.03 | 34 PHM 907 (M) 06 ay 1.0 4.4 2.9
176 Adw2 +ayw3 | 0.39+0.02 | 2,6 PHM 909 04 ad 03 1.2 0.8
177 Adw2 + ayw3 0.25+0.02 | 2,0 PHM 914 04 ad 0.5 1.1 1.1
178 Adw2 + ayw3 0.11+0.02 | 1,3 PHM 918 02 ad 0.1 1.8 0.5
179 Adw2 + ayw3 | 0.06 +0.01 | 0,9 PHM 923 03 ay <02 22 1.2
180 Adw2 + ayw3 0.03 + 0.01 0,8 PHM 925 03 Ind. nd. 1.4 0.9
181 Adw2 05-10 4,7 PHM 934 01 ad n.d. 1.0 0.8
182 Adw4 0.5-1.0 3,6
122 AAdr1 82 — 18 g’? 3. Diagnostic Specificity:

yWw : . 2 It is defined as the probability of the assay of scoring negative in
185 Ayw2 0.5-1.0 6,4 the absence of specific analyte. In addition to the first study,
186 Ayw3 05-10 7,3 where more than 5000 negative samples from blood donors
187 Ayw3 05-1.0 5,8 (two blood centers), classified negative with a CE marked
188 Ayw4 05-1.0 6.9 device in use at the laboratory of collection were examined, the
189 Ayr 05-1.0 6.1 diagnostic specificity was recently assessed by testing a total of
190 diluent / 0,6 2288 negative blood donors on seven different lots. A value of

specificity of 100% was found.

Both plasma, derived with different standard techniques of
preparation (citrate, EDTA and heparin), and sera have been
used to determine the specificity.

No false reactivity due to the method of specimen preparation
has been observed.

Frozen specimens have also been tested to check whether
samples freezing interferes with the performance of the test.
No interference was observed on clean and particle free
samples.

Samples derived from patients with different viral (HCV, HAV)
and non viral pathologies of the liver that may interfere with the
test were examined. No cross reaction were observed.

4. Precision:

It has been calculated for the version ULTRA on two samples
examined in 16 replicates in 3 different runs for three lots.
Results are reported in the following tables:

Average values Negative Calibrator
Total n =144 Sample 0.5 1U/ml
0OD450nm 0.026 0.332
Std.Deviation 0.004 0.027

CV % 16% 8%

The variability shown in the tables did not result in sample
misclassification.
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S. LIMITATIONS

Repeatable false positive results were assessed on freshly
collected specimens in less than 0.1% of the normal population,
mostly due to high titers Heterophilic Anti Mouse Antibodies
(HAMA).

Interferences in fresh samples were also observed when they
were not particles-free or were badly collected (see chapter G).
Old or frozen samples, presenting fibrin clots, crioglobulins,
lipid-containing micelles or microparticles after storage or
thawing, can generate false positive results.
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ORG 604  Anti-dsDNA

INTENDED PURPOSE

Anti-dsDNA is an ELISA test system for the quantitative measurement of IgG class autoantibodies against double-
stranded DNA in human serum or plasma. This product is intended for professional in vitro diagnostic use only.

The test is used as an aid in the differential diagnosis of inflammatory autoimmune diseases, especially systemic
lupus erythematosus (SLE). Autoantibodies to dsDNA are diagnostic markers for SLE and levels may be elevated
during active disease. Evaluation of a test result should always take into account all clinical and laboratory
diagnostic findings.

SYMBOLS USED

In vitro diagnostic medical device Microplate
El Calibrator

AL -
:

Manufacturer
[cruerator[B]  Calibrator
Catalogue number El Calibrator
% Sufficient for 96 determinations [camraor[B]  Calibrator
CALIBRATOR | E i
LoT Batch code __:l Calibrator
El Calibrator
g Use by [conTroL]+] Control positive
A Temperature limitation [conT=oL -] Control negative
f:\]i\ Keep away from sunlight
Sample Buffer

Do not reuse .
CONJUGATE Enzyme Conjugate

Date of manufacture

£ ®

CE marked according to 98/79/EC M TMB Substrate
stop Stop solution

WASH Wash Buffer

RTU Ready to use

N
m

Consult instructions for use

3
@

I@

604_4 | Electronic Instruction For Use: version
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PRINCIPLE OF THE TEST

Highly purified double-stranded DNA (dsDNA) is bound to microwells.

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After
incubation, a washing step removes unbound and unspecifically bound serum or plasma components.
Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a
second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme
conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction
generating a yellow end-product. The intensity of the yellow color

correlates with the concentration of the antibody-antigen-complex and can be measured photometrically at 450 nm.

WARNINGS AND PRECAUTIONS
All reagents of this kit are intended for professional in vitro diagnostic use only.
Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2
by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so
all human serum based reagents in this kit must be handled as though capable of transmitting infection.
Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.
Avoid contact with the substrate TMB (3,3",5,5°-Tetramethyl-benzidine).
Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.
Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration
is classified as non-hazardous.
Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as
non-hazardous.
During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety
regulations and good laboratory practice:
First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove
contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,
wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running
water for at least 10 minutes. Get medical attention if necessary.
Personal precautions, protective equipment and emergency procedures:
Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,
absorb with an inert material and put the spilled material in an appropriate waste disposal.
» Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.
Wear protective glasses. Used according to intended use no dangerous reactions known.
« Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.
« For disposal of laboratory waste the national or regional legislation has to be observed.
Observe the guidelines for performing quality control in medical laboratories by assaying control sera.
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CONTENTS OF THE KIT

ORG 604 Ve Sufficient for 96 determinations

1 One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.
Product code on module:  dsD

E 1x 1.5 ml Calibrator A 0 IU/ml, containing no serum/buffer matrix (PBS, BSA, detergent, NaN3
0.09%), yellow. Ready to use.

[caueraToR[B]  1x 1.5 ml Calibrator B 12.5 IU/ml, containing dsDNA antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[caueraTOR]T]  1x 1.5 mI Calibrator C 25 IU/ml, containing dsDNAantibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use.

E 1x 1.5 ml Calibrator D 50 IU/ml, containing dsDNA antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[cauBrATORTE]  1x 1.5 ml Calibrator E 100 1U/ml, containing dsDNA antibodies in a serum/buffer matrix (PBS,
BSA, NaN3 0.09%), yellow. Ready to use.

[cAeraToR]F] 1x 1.5 ml Calibrator F 200 1U/ml, containing dsDNA antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[CONTROL [+] 1x 1.5 ml Control positive, containing dsDNA antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

1x 1.5 ml Control negative, containing dsDNA antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

20 ml  Sample Buffer PD, containing PBS, BSA, detergent, preservative sodium azide 0.09%,
yellow, concentrate (5 x).

15ml Enzyme Conjugate containing anti-human IgG antibodies, HRP labelled; PBS, BSA,
detergent, preservative PROCLIN 0.05%, light red. Ready to use.

™B 15ml  TMB Substrate; containing 3,3’, 5,5~ Tetramethylbenzidin, colorless. Ready to use.

15ml  Stop solution; contains acid. Ready to use.

20ml  Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.

MATERIALS REQUIRED

Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm
Data reduction software

Multi-channel dispenser or repeatable pipette for 100 pl

Vortex mixer

Pipettes for 10 pl, 100 pl and 1000 pl

Laboratory timing device

Distilled or deionised water

Measuring cylinder for 1000 ml and 100 ml

Plastic container for storage of the wash solution

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the
respective automated system. Detailed information is provided upon request.

SPECIMEN COLLECTION, STORAGE AND HANDLING

Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

Allow blood to clot and separate the serum or plasma by centrifugation.

Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be
avoided, but does not interfere with this assay.

Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.
Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of
antibody activity.

Testing of heat-inactivated sera is not recommended.

STORAGE AND STABILITY
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Store test kit at 2-8°C in the dark.

Do not expose reagents to heat, sun, or strong light during storage and usage.

Store microplate sealed and dessicated in the clip bag provided.

Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.
Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.
We recommend consumption on the same day.

PROCEDURAL NOTES

Do not use kit components beyond their expiration dates.

Do not interchange kit components from different lots and products.

All materials must be at room temperature (20-28°C) prior to use.

Prepare all reagents and samples. Once started, performe the test without interruption.
Double determinations may be done. By this means pipetting errors may become obvious.
Perform the assay steps only in the order indicated.

Always use fresh sample dilutions.

Pipette all reagents and samples into the bottom of the wells.

To avoid carryover or contamination, change the pipette tip between samples and different kit controls.
Wash microwells thoroughly and remove the last droplets of wash buffer.

All incubation steps must be accurately timed.

Do not re-use microplate wells.

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a
final volume of 1000 ml prior to use.

Sample Buffer PD Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled
or deionised water to a final volume of 100 ml.

Preparation of samples

Dilute patient samples 1:100 before the assay: Put 990 pl of prediluted sample buffer in a polystyrene tube and add
10 pl of sample. Mix well. Note: Calibrators / Controls are ready to use and need not be diluted.
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TEST PROCEDURE
Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 pl of calibrators, controls and prediluted patient samples into the wells.
Incubate for 30 minutes at room temperature (20-28 °C).
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

2. Dispense 100 ul of enzyme conjugate into each well.
Incubate for 15 minutes at room temperature.
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.
3. Dispense 100 pl of TMB substrate solution into each well.
Incubate for 15 minutes at room temperature

4. Add 100 pl of stop solution to each well of the modules
Incubate for 5 minutes at room temperature.
Read the optical density at 450 nm (reference 600-690nm) and calculate the results.
The developed colour is stable for at least 30 minutes. Read during this time.

Example for a pipetting scheme:

1 2 3 4 5 6 7 8 9 10 11 12

Al A P1

B| B P2

c| C P3

D| D

E| E

F| F

G| C+

H| C-

P1, ... patient sample  A-F calibrators C+, C- controls

VALIDATION

Testresults are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply
with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.
If these quality control criteria are not met the assay run is invalid and should be repeated.

CALCULATION OF RESULTS

For quantitative results plot the optical density of each calibrator versus the calibrator concentration to create a
calibration curve. The concentration of patient samples may then be estimated from the calibration curve by
interpolation.

Using data reduction software a 4-Parameter-Fit with lin-log coordinates for optical density and concentration is the
data reduction method of choice.

PERFORMANCE CHARACTERISTICS

Calibration

The assay system is calibrated against the international reference preparation WHO Wo0/80 for human anti-dsDNA
1gG antibodies as 200 |U/ml.

Measuring range
The calculation range of this ELISA assay is 0 - 200 IU/ml
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Expected values

In a normal range study with samples from healthy blood donors the following ranges have been established with
this ELISA assay: Cut-off 20 1U/ml

Interpretation of results
Negative: <20 IU/ml
Positive: > 20 IU/ml

Linearity

Patient samples containing high levels of specific antibody were serially diluted in sample buffer to demonstrate the
dynamic range of the assay and the upper / lower end of linearity. Activity for each dilution was calculated from the
calibration curve using a 4-Parameter-Fit with lin-log coordinates.

Sample Dilution Observed Expected O/E
U/ml U/ml [%]
1 1:100 104.2 104.2 100
1:200 50.6 521 97
1:400 249 26.1 95
. 1:800 11.2 13.0 86
2 1:100 135.3 135.3 100
1:200 68.9 67.7 102
1:400 35.2 33.8 104
1:800 18.2 16.9 108
Limit of detection
Functional sensitivity was determined to be: 1 1U/ml

Reproducibility

Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24
determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6
determinations in 5 different runs. Results for run-to-run precision are shown in the table below.

Intra-Assay Inter-Assay
Sample Mean Sample Mean
1U/ml CV % 1U/ml CV %
1 26.0 45 1 29.0 12.4
2 61.0 3.1 2 68.0 7.3
3 114.0 6.4 3 138.0 52

Interfering substances

No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or
plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with
the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly
hemolyzed or lipemic samples should be avoided.

Study results

Study population n n pos %

SLE 202 164 81.2
Other autoimmune diseases 33 1 3.0
Normal human sera 115 1 0.9

Clinical Diagnosis
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POS NEG
ORG 604 POS | 164 2
NEG 38 146
202 148 350
Sensitivity: 81.2 %
Specificity: 98.6 %
Overall agreement: 88.6 %

LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but
should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire
clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as
recommendations only. Each laboratory should establishe its own ranges according to ISO 15189 or other
applicable laboratory guidelines.
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Notice to the user (European Union):
Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the

competent authority of the EU Member State in which the user and/or the patient is established .

Change Control
Former version: ORG 604_IFU_DE_QM112991_2018-01-02_3 Reason for revision: updated description of coating material.
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@ 100 pl standards, Kontrollen und verdiinnte Patientenproben pipettieren
= 30 Minuten bei Raumtemperatur inkubieren

== Inhalt der Platte verwerfen und
3 mal mit 300 pl Waschpuffer waschen

@ 100 pl Enzymkonjugatlsung pipettieren
> 15 Minuten bei Raumtemperatur inkubieren

T~ |nhalt der Platte verwerfen und
3 mal mit 300 pl Waschpuffer waschen

@ 100 pl Substratldsung pipettieren
T 15 Minuten bei Raumtemperatur inkubieren

@ 100 pl stopplésung zugeben
T platte 5 Minuten stehenlassen

T Bei 450 nm messen
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ORG 515 Anti-Cardiolipin IgG/IgM

INTENDED PURPOSE

Anti-Cardiolipin 1gG/IgM is an ELISA test system for the quantitative measurement of IgG and IgM class
autoantibodies against cardiolipin in human serum or plasma. This product is intended for professional in vitro
diagnostic use only.

Antiphospholipid syndrome (APS, Hughes Syndrome) is a systemic autoimmune disease that causes thromboses,
recurrent miscarriage or stillbirths, and stroke. Clinical symptoms are accompanied by specific autoantibodies in the
blood, which bind to phospholipids like cardiolipin, or phospholipid-binding proteins like beta-2-glycoprotein I.
Autoantibodies against proteins of the coagulation cascade, e.g. prothrombin or annexin V may also be found in
patients with APS with otherwise negative phospholipid antibody results. In primary APS autoantibodies against
phospholipids appear independently, while in secondary APS phospholipid antibodies are detected in conjunction
with other autoimmune diseases, such as lupus erythematosus, rheumatoid arthritis, or Sjégren’s syndrome.

SYMBOLS USED ON LABELS

In vitro diagnostic medical device Microplate

u Manufact [cALBRATOR] A] Calibrator
anufacturer
REF E Calibrator
- Catalogue number [cAUBRATOR | €] Calibrator
;; 9%  Sufficient for 96 determinations [causrAToR | D] Calibrator
CALIBRATOR i
LoT Batch code E| Calibrator
E| Calibrator
g Use by [conTROL[+] Control positive
ZDJ ** Temperature limitation [conTROL[-] Control negative
f)i"\ Keep away from sunlight
: Sample Buffer P
® Do not reuse E Enzyme Conjugate
M Date of manufacture [conaueaTe[M] Enzyme Conjugate
C€ CE marked according to 98/79/EC ™8 TMB Substrate
Stop solution
Consult instructions for use
[jj] Wash Buffer
515_3 | Electronic Instruction For Use: version RTU Ready to use

ORG 515_IFU_EN_QM113142_2018-01-02_3 page 1

PRINCIPLE OF THE TEST

Highly purified cardiolipin is coated on microwells saturated with beta-2-glycoprotein I.

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After
incubation, a washing step removes unbound and unspecifically bound serum or plasma components.
Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a
second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme
conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction
generating a yellow end-product. The intensity of the yellow color correlates with the concentration of the antibody-
antigen-complex and can be measured photometrically at 450 nm.

WARNINGS AND PRECAUTIONS

All reagents of this kit are intended for professional in vitro diagnostic use only.
Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2
by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so
all human serum based reagents in this kit must be handled as though capable of transmitting infection.
Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.
Avoid contact with the substrate TMB (3,3",5,5°-Tetramethyl-benzidine).
Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.
Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration
is classified as non-hazardous.
» Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as non-
hazardous.
During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety
regulations and good laboratory practice:
First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove
contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,
wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running
water for at least 10 minutes. Get medical attention if necessary.
Personal precautions, protective equipment and emergency procedures:
Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,
absorb with an inert material and put the spilled material in an appropriate waste disposal.
+ Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.
Wear protective glasses. Used according to intended use no dangerous reactions known.
» Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.
+ For disposal of laboratory waste the national or regional legislation has to be observed.
Observe the guidelines for performing quality control in medical laboratories by assaying control sera.
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CONTENTS OF THE KIT

ORG 515 V 96 Sufficient for 96 determinations

1 One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.
Product code on module:  CLP

[catBrATOR]A]  1x 1.5 ml Calibrator A 0 GPL-U/ml / 0 MPL-U/ml, containing serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use.

[cALgraTOR]B]  1x 1.5 ml Calibrator B 7.5 GPL-U/ml / 5 MPL-U/ml, containing Cardiolipin antibodies in a
serum/buffer matrix (PBS, BSA, detergent,NaN3 0.09%), yellow. Ready to use.

[catrATOR]C]  1x 1.5 ml Calibrator C 15 GPL-U/ml / 10 MPL-U/ml, containing Cardiolipin antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[catieraTOR]D]  1x 1.5 ml Calibrator D 30 GPL-U/ml / 20 MPL-U/ml, containing Cardiolipin antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[cauBrRATOR]E]  1x 1.5 ml Calibrator E 60 GPL-U/ml / 40 MPL-U/ml, containing Cardiolipin antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[catBrATOR]F]  1x 1.5 ml Calibrator F 120 GPL-U/ml / 80 MPL-U/ml, containing Cardiolipin antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[conTROLT+] 1x 1.5 ml Control positive, containing cardiolipin antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

[conTROL [-] 1x 1.5 ml Control negative, containing cardiolipin antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

20ml  Sample Buffer P; containing PBS, BSA, detergent, preservative sodium azide 0.09%,

yellow, concentrate 5x.

[conaucaTE] 6] 15ml  Enzyme Conjugate IgG; containing anti-human IgG antibodies, HRP labelled; PBS,

BSA, detergent, preservative PROCLIN 0.05%, light red. Ready to use.

E 15ml  Enzyme Conjugate IgM; containing anti-human IgM antibodies, HRP labelled; PBS,

BSA, detergent, preservative PROCLIN 0.05%, light red. Ready to use.

15ml  TMB Substrate, containing 3,3’, 5,5'- Tetramethylbenzidin. Ready to use.

15ml  Stop solution; contains acid. Ready to use.

20 ml  Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.
[ 1 Certificate of Analysis

MATERIALS REQUIRED

Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm
Data reduction software

Multi-channel dispenser or repeatable pipette for 100 pl

Vortex mixer

Pipettes for 10 pl, 100 pl and 1000 pl

Laboratory timing device

Distilled or deionised water

Measuring cylinder for 1000 ml and 100 ml

Plastic container for storage of the wash solution

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the
respective automated system. Detailed information is provided upon request.

SPECIMEN COLLECTION, STORAGE AND HANDLING

Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

Allow blood to clot and separate the serum or plasma by centrifugation.

Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be

avoided, but does not interfere with this assay.

Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.

Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of antibody

activity.

Testing of heat-inactivated sera is not recommended.
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STORAGE AND STABILITY

Store test kit at 2-8°C in the dark.

Do not expose reagents to heat, sun, or strong light during storage and usage.

Store microplate sealed and dessicated in the clip bag provided.

Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.
Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.
We recommend consumption on the same day.

PROCEDURAL NOTES

Do not use kit components beyond their expiration dates.

Do not interchange kit components from different lots and products.

All materials must be at room temperature (20-28°C) prior to use.

Prepare all reagents and samples. Once started, performe the test without interruption.
Double determinations may be done. By this means pipetting errors may become obvious.
Perform the assay steps only in the order indicated.

Always use fresh sample dilutions.

Pipette all reagents and samples into the bottom of the wells.

To avoid carryover or contamination, change the pipette tip between samples and different kit controls.
Wash microwells thoroughly and remove the last droplets of wash buffer.

All incubation steps must be accurately timed.

Do not re-use microplate wells.

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a
final volume of 1000 ml prior to use.

Sample Buffer P: Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled or
deionised water to a final volume of 100 ml.

Preparation of samples

Dilute patient samples 1:100 before the assay: Put 990 pl of prediluted sample buffer in a polystyrene tube and add
10 pl of sample. Mix well. Note: Calibrators / Controls are ready to use and need not be diluted.
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TEST PROCEDURE
Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 pl of calibrators, controls and prediluted patient samples into the wells.
Incubate for 30 minutes at room temperature (20-28 °C).
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

2. Dispense 100 ul of enzyme conjugate into each well.
Incubate for 15 minutes at room temperature.
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.
3. Dispense 100 pl of TMB substrate solution into each well.
Incubate for 15 minutes at room temperature
4. Add 100 pl of stop solution to each well of the modules
Incubate for 5 minutes at room temperature.
Read the optical density at 450 nm (reference 600-690nm) and calculate the results.
The developed colour is stable for at least 30 minutes. Read during this time.

Example for a pipetting scheme:

1 2 3 4 5 [ 7 8 9 10 11 12
Al A P1 A P1
B| B P2 B P2
c| C P3 C P3
D D P4 D P4
E| E P5 E P5
F| F P6 F P6
G| C+ | PT | C+ | P7
H C- | P8 | C-| P8

IgG 1gG IgM IgM

P1, ... patient sample A-F calibrators C+, C- controls

VALIDATION

Testresults are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply
with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.
If these quality control criteria are not met the assay run is invalid and should be repeated.

CALCULATION OF RESULTS

For quantitative results plot the optical density of each calibrator versus the calibrator concentration to create a
calibration curve. The concentration of patient samples may then be estimated from the calibration curve by
interpolation.

Using data reduction software a 4-Parameter-Fit with lin-log coordinates for optical density and concentration is the
data reduction method of choice.

PERFORMANCE CHARACTERISTICS

Calibration

The assay system is calibrated against the internationally recognised reference sera from E.N. Harris, Louisville
and the specific reference material IRP 97/656 (IgG) and HCAL (IgG) / EY2C9 (IgM).

Measuring range
The calculation range of this ELISA assay is 1gG: 0 - 120 GPL-U/mlI IgM: 0 - 80 MPL-U/ml

Expected values
In a normal range study with samples from healthy blood donors the following ranges have been established with

this ELISA assay: Cut-off 1gG: 10 GPL-U/ml IgM: 7 MPL-U/ml
Interpretation of results
Negative: 1gG <10 GPL-U/ml IgM <7 MPL-U/ml
Positive: > 10 GPL-U/ml > 7 MPL-U/ml
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Linearity

Patient samples containing high levels of specific antibody were serially diluted in sample buffer to demonstrate the
dynamic range of the assay and the upper / lower end of linearity. Activity for each dilution was calculated from the
calibration curve using a 4-Parameter-Fit with lin-log coordinates.

Sample Dilution Factor Observed Expected O/E

GPL/MPL-U/ml | GPL/MPL-U/mlI [%]

19G 1 1 73.0 73.0 100

2 37.1 36.5 102

4 19.6 18.3 107

8 10.9 9.1 120

19G 2 1 80.5 80.5 100

2 42.0 40.3 104

4 222 201 111

8 121 10.1 120

19G 3 1 66.2 64.4 103

2 34.5 322 107

4 16.2 16.1 101

8 8.1 8.1 101

IgM 1 1 70.9 70.9 100

2 34.1 35.5 96

4 18.2 17.7 103

8 10.1 8.9 114

IgM 2 1 114.0 114.0 100

2 50.6 57.0 89

4 27.3 28.5 96

8 14.8 14.3 104

IgM 3 1 48.2 48.2 100

2 24.7 241 102

4 12.7 121 105

8 71 6.0 118

Limit of detection

Functional sensitivity was determined to be: 1gG: 1 GPL-U/ml IgM: 0.5 MPL-U/ml

Reproducibility

Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24
determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6
determinations in 5 different runs. Results for run-to-run precision are shown in the table below .

Intra-Assay IgG Inter-Assay IgG
Sample Mean Sample Mean
GPL-U/ml CV % GPL-U/ml CV %
1 10.9 55 1 11.8 53
2 20.5 5.4 2 211 3.7
3 73.0 5.4 3 70.5 63
Intra-Assay IgM Inter-Assay IgM
Sample Mean Sample Mean
MPL-U/ml CV % MPL-U/ml CV %
1 12.8 3.7 1 12.2 3.5
2 30.7 4.1 2 31.4 35
3 65.2 3.8 3 64.9 4.2
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Interfering substances

No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or
plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with
the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly
hemolyzed or lipemic samples should be avoided.

Study results

Study population n PoslgG % PoslgM %
Primary APS 8 6 75.0 4 50.0
Secondary APS 65 57 87.7 26 40.0
Normal human serum 150 6 4.0 3 2.0
Clinical Diagnosis Clinical Diagnosis
POS NEG Pos Neg
ORG 515 POS 63 6 ORG 515 Pos 30 3
19G NEG 10 144 IgM  Neg 43 147
73 150 223 73 150 223
Sensitivity: 86.3 o, Sensitivity: 41.1 %
Specificity: 96.0 % Specificity: 98.0 %
Overall agreement: 92.8 % Overall agreement: 79.4 %

LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but
should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire
clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as
recommendations only. Each laboratory should establishe its own ranges according to 1ISO 15189 or other
applicable laboratory guidelines.
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Notice to the user (European Union):
Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the
competent authority of the EU Member State in which the user and/or the patient is established .

Change Control
Former version: ORG 515_IFU_EN_QM113142_2016-04-18_2 Reason for revision: Introduction electronic IFU on homepage
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@ Pipet 100 pl calibrator, contral or patient sample
T» |ncubate for 30 minutes at room temperature

& Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl enzyme conjugate
T |ncubate for 15 minutes at room temperature

T Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl substrate solution
T |ncubate for 15 minutes at room temperature

@ Add 100 pl stop solution
T |eave untouched for 5 minutes

T Readat 450 nm
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ORG 529 Anti-Phospholipid Screen IgG/igM

INTENDED PURPOSE

Anti-Phospholipid Screen IgG/IgM is an ELISA test system to screen for the presence of IgG and IgM class
autoantibodies against cardiolipin, phosphatidyl serine, phosphatidyl inositol, phosphatidic acid and beta-2-
glycoprotein | in human serum or plasma. This product is intended for professional in vitro diagnostic use only.
Antiphospholipid syndrome (APS, Hughes Syndrome) is a systemic autoimmune disease that causes thromboses,
recurrent miscarriage or stillbirths, and stroke. Clinical symptoms are accompanied by specific autoantibodies in the
blood, which bind to phospholipids like cardiolipin, or phospholipid-binding proteins like beta-2-glycoprotein I.
Autoantibodies against proteins of the coagulation cascade, e.g. prothrombin or annexin V may also be found in
patients with APS with otherwise negative phospholipid antibody results. In primary APS autoantibodies against
phospholipids appear independently, while in secondary APS phospholipid antibodies are detected in conjunction
with other autoimmune diseases, such as lupus erythematosus, rheumatoid arthritis, or Sjégren’s syndrome.

SYMBOLS USED ON LABELS
In vitro diagnostic medical device Microplate

u Manufact [cALBRATOR] A] Calibrator
anufacturer
REF E Calibrator
- Catalogue number [cAUBRATOR | €] Calibrator
\/ 9% Sufficient for 96 determinations [causrAToR | D] Calibrator
CALIBRATOR i
LoT Batch code E| Calibrator
E| Calibrator
g Use by [conTROL[+] Control positive
ZDJ ** Temperature limitation [conTROL[-] Control negative
f)i"\ Keep away from sunlight
: Sample Buffer P
® Do not reuse E Enzyme Conjugate
M Date of manufacture [conaueaTe[M] Enzyme Conjugate
C€ CE marked according to 98/79/EC ™8 TMB Substrate
Stop solution
Consult instructions for use
[jj] Wash Buffer
529 4 | Electronic Instruction For Use: version RTU Ready to use
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PRINCIPLE OF THE TEST

A mixture of highly purified cardiolipin, phosphatidyl serine, phosphatidyl inositol, phosphatidic acid and human beta
-2-Glycoprotein | is bound to microwells.

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After
incubation, a washing step removes unbound and unspecifically bound serum or plasma components.
Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a
second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme
conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction
generating a yellow end-product. The intensity of the yellow color

correlates with the concentration of the antibody-antigen-complex and can be measured photometrically at 450 nm.

WARNINGS AND PRECAUTIONS
All reagents of this kit are intended for professional in vitro diagnostic use only.
Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2
by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so
all human serum based reagents in this kit must be handled as though capable of transmitting infection.
Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.
Avoid contact with the substrate TMB (3,3",5,5°-Tetramethyl-benzidine).
Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.
Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration
is classified as non-hazardous.
» Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as non-
hazardous.
During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety
regulations and good laboratory practice:
First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove
contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,
wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running
water for at least 10 minutes. Get medical attention if necessary.
Personal precautions, protective equipment and emergency procedures:
Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,
absorb with an inert material and put the spilled material in an appropriate waste disposal.
» Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.
Wear protective glasses. Used according to intended use no dangerous reactions known.
» Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.
» For disposal of laboratory waste the national or regional legislation has to be observed.
Observe the guidelines for performing quality control in medical laboratories by assaying control sera.
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CONTENTS OF THE KIT

ORG 529 N/ 9 Sufficient for 96 determinations
1 One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.

Product code on module: PSC

[cauBrATOR]A]  1x 1.5 mlI Calibrator A 0 GPL-U/ml / 0 MPL-U/ml, containing serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use.

[catieraTOR]B]  1x 1.5 ml Calibrator B 6.3 GPL-U/ml / 6.3 MPL-U/ml, containing phospholipid antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[catBrATOR]C]  1x 1.5 ml Calibrator C 12.5 GPL-U/ml / 12.5 MPL-U/ml, containing phospholipid antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[catBrATOR]D]  1x 1.5 ml Calibrator D 25 GPL-U/ml / 25 MPL-U/ml, containing phospholipid antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[catieraTOR]E]  1x 1.5 ml Calibrator E 50 GPL-U/ml / 50 MPL-U/ml, containing phospholipid antibodies in a
serum/buffer matrix (PBS, BSA, NaN3 0.09%), yellow. Ready to use.

[caLgrATOR]F]  1x 1.5 ml Calibrator F 100 GPL-U/ml / 100 MPL-U/ml, containing phospholipid antibodies in a
serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[conTROL [+] 1x 1.5 ml Control positive, containing phospholipid antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on
the certificate of analysis.

[conTRoL[-] 1x 1.5 ml Control negative, containing phospholipid antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on
the certificate of analysis.

20ml  Sample Buffer P, containing PBS, BSA, detergent, preservative sodium azide 0.09%,
yellow, concentrate (5 x).

[conyueaTe] 6] 15ml  Enzyme Conjugate; containing anti-human IgG antibodies, HRP labelled; PBS, BSA,
detergent, preservative PROCLIN 0.05%, light red. Ready to use.

E 15ml  Enzyme Conjugate; containing anti-human IgM antibodies, HRP labelled; PBS, BSA,
detergent, preservative PROCLIN 0.05%, light red. Ready to use.

15ml  TMB Substrate; containing 3,3’, 5,5'- Tetramethylbenzidin, colorless. Ready to use.
15ml  Stop solution; contains acid. Ready to use.

20ml  Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.
e} 1 Certificate of Analysis

MATERIALS REQUIRED

Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm
Data reduction software

Multi-channel dispenser or repeatable pipette for 100 pl

Vortex mixer

Pipettes for 10 pl, 100 pl and 1000 pl

Laboratory timing device

Distilled or deionised water

Measuring cylinder for 1000 ml and 100 ml

Plastic container for storage of the wash solution

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the
respective automated system. Detailed information is provided upon request.

SPECIMEN COLLECTION, STORAGE AND HANDLING

Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

Allow blood to clot and separate the serum or plasma by centrifugation.

Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be
avoided, but does not interfere with this assay.

Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.
Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of
antibody activity.

Testing of heat-inactivated sera is not recommended.
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STORAGE AND STABILITY

Store test kit at 2-8°C in the dark.

Do not expose reagents to heat, sun, or strong light during storage and usage.

Store microplate sealed and dessicated in the clip bag provided.

Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.
Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.
We recommend consumption on the same day.

PROCEDURAL NOTES

Do not use kit components beyond their expiration dates.

Do not interchange kit components from different lots and products.

All materials must be at room temperature (20-28°C) prior to use.

Prepare all reagents and samples. Once started, performe the test without interruption.
Double determinations may be done. By this means pipetting errors may become obvious.
Perform the assay steps only in the order indicated.

Always use fresh sample dilutions.

Pipette all reagents and samples into the bottom of the wells.

To avoid carryover or contamination, change the pipette tip between samples and different kit controls.
Wash microwells thoroughly and remove the last droplets of wash buffer.

All incubation steps must be accurately timed.

Do not re-use microplate wells.

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a
final volume of 1000 ml prior to use.

Sample Buffer P: Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled or
deionised water to a final volume of 100 ml.

Preparation of samples

Dilute patient samples 1:100 before the assay: Put 990 pl of prediluted sample buffer in a polystyrene tube and add
10 pl of sample. Mix well. Note: Calibrators / Controls are ready to use and need not be diluted.
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TEST PROCEDURE
Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 pl of calibrators, controls and prediluted patient samples into the wells.
Incubate for 30 minutes at room temperature (20-28 °C).
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

2. Dispense 100 ul of enzyme conjugate into each well.
Incubate for 15 minutes at room temperature.
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.
3. Dispense 100 pl of TMB substrate solution into each well.
Incubate for 15 minutes at room temperature

4. Add 100 pl of stop solution to each well of the modules
Incubate for 5 minutes at room temperature.
Read the optical density at 450 nm (reference 600-690nm) and calculate the results.
The developed colour is stable for at least 30 minutes. Read during this time.

Example for a pipetting scheme:

1 2 3 4 5 [ 7 8 9 10 11 12
Al A P1 A P1
B| B P2 B P2
c| C P3 C P3
D D P4 D P4
E| E P5 E P5
F| F P6 F P6
G| C+ | PT | C+ | P7
H C- | P8 | C-| P8

IgG 1gG IgM IgM

P1, ... patient sample A-F calibrators C+, C- controls

VALIDATION

Testresults are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply
with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.
If these quality control criteria are not met the assay run is invalid and should be repeated.

CALCULATION OF RESULTS

For quantitative results plot the optical density of each calibrator versus the calibrator concentration to create a
calibration curve. The concentration of patient samples may then be estimated from the calibration curve by
interpolation.

Using data reduction software a 4-Parameter-Fit with lin-log coordinates for optical density and concentration is the
data reduction method of choice.

PERFORMANCE CHARACTERISTICS

Calibration

Calibration is related to the internationally recognised reference sera from E.N. Harris, Louisville and to IRP 97/656
(IgG) and HCAL (IgG) / EY2C9 (IgM).

Measuring range
The calculation range of this ELISA assay is 1gG: 0- 100 GPL-U/mlI IgM: 0 - 100 MPL-U/ml

Expected values

In a normal range study with samples from healthy blood donors the following ranges have been established with
this ELISA assay: Cut-off 1gG: 10 GPL-U/ml IgM: 10 MPL-U/ml

Interpretation of results
Negative: 1gG <10 GPL-U/ml IgM < 10 MPL-U/ml
Positive: > 10 GPL-U/ml > 10 MPL-U/ml
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Linearity

Patient samples containing high levels of specific antibody were serially diluted in sample buffer to demonstrate the
dynamic range of the assay and the upper / lower end of linearity. Activity for each dilution was calculated from the
calibration curve using a 4-Parameter-Fit with lin-log coordinates.

Sample Dilution Observed Expected O/E

GPL/MPL-U/ml| GPL/MPL-U/ml [%]

1gG 1 1:100 98.0 98.4 100

1:200 49.6 49.2 101

1:400 24.3 246 99

1:800 12.0 123 98

1:1600 5.8 6.2 94

19G 2 1:100 924 92.4 100

1:200 45.9 46.2 99

1:400 227 231 98

1:800 11.4 11.6 99

1:1600 5.4 5.8 94

IgM 1 1:100 92.7 92.7 100

1:200 45.7 46.4 99

1:400 22.8 23.2 98

1:800 11.2 11.6 97

1:1600 5.4 5.8 93

IgM 2 1:100 724 74.2 100

1:200 36.5 371 98

1:400 18.7 18.6 101

1:800 8.9 9.3 96

1:1600 4.4 4.6 95

Limit of detection

Functional sensitivity was determined to be: 1gG: 0.5 GPL-U/ml IgM: 0.5 MPL-U/ml

Reproducibility

Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24
determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6
determinations in 5 different runs. Results for run-to-run precision are shown in the table below.

Intra-Assay IgG Inter-Assay I1gG
Sample Mean Sample Mean
GPL-U/ml CV % GPL-U/ml CV %
1 10.4 5.1 1 10.0 3.6
2 18.7 3.4 2 17.7 5.4
3 59.9 5.2 3 57.9 49
Intra-Assay IgM Inter-Assay IgM
Sample Mean Sample Mean
MPL-U/ml CV % MPL-U/ml CV %
1 12.8 4.1 1 12.6 5.3
2 30.8 3.5 2 31.9 4.1
3 63.8 3.7 3 62.1 4.2

Interfering substances

No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or
plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with
the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly
hemolyzed or lipemic samples should be avoided.
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Study results

Study population n PoslgG % PoslgM %
Primary APS 8 7 87.5 6 75.0
Secondary APS 65 60 92.3 33 50.8
Normal human sera 150 4 2.7 5 3.3
Clinical Diagnosis Clinical Diagnosis
POS NEG Pos Neg
ORG 529 POS 67 4 ORG 529 Pos 39 5
19gG NEG 6 146 IgM  Neg 34 145
73 150 223 73 150 223
Sensitivity:  91.8 o, Sensitivity:  53.4 %
Specificity: 97.3 % Specificity: 96.7 %
Overall agreement: 95.5 % Overall agreement: 82.5 %

LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but
should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire
clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as
recommendations only. Each laboratory should establishe its own ranges according to 1ISO 15189 or other
applicable laboratory guidelines.
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Notice to the user (European Union):
Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the
competent authority of the EU Member State in which the user and/or the patient is established .

Change Control
Former version: ORG 529_IFU_EN_QM113163_2016-04-18_3 Reason for revision: Introduction electronic IFU on homepage
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@ Pipet 100 pl calibrator, control or patient sample
TT» |ncubate for 30 minutes at room temperature

- Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl enzyme conjugate
T |ncubate for 15 minutes at room temperature

"™ Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl substrate solution
T |ncubate for 15 minutes at room temperature

@ Add 100 pl stop solution
== Leave untouched for 5 minutes

> peadat 450 nm
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BEKTOP

vE/E/c/TA

CA 72-4-UDPA-BECT

T-8455

Habop peareHTOB
AN UMMYHOMEPMEHTHOIO OnpeaeneHns
KOHLIeHTpauum onyxornesoro mapkepa CA 72-4
B CbIBOPOTKE KPOBU

MHCTPYKLUWA MO NMPUMEHEHNIO
YmeepxdeHa 14.07.20.
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1. HASBHAYEHMUE

1.1. HaGop peareHTOB 1JId MMMYyHOQEPMEHT-
HOTO OIIpeJeJIeHUsT KOHIIEHTPAIIMH OILyXOJIEBOTO
maprepa CA 72-4 B cerBoporre KpoBu «CA 72-4-IDA-
BECT» (masiee mo Tekcty — HAOOp) IIpeaHa3HAYEH
JUIST KOJIMYECTBEHHOTO OIIPEIEeJICHUS OILyXOJIEBOI'O
maprepa CA 72-4 B CBIBOPOTKE KPOBH YeJIOBEKA Me-
TOJIOM TBep0(Pas3HOr0 UMMYHO(PEPMEHTHOrO aHa-
nnza (MDA). Habop moxeT OBITH MCIIOJIB30BAH IIPH
JIIMATHOCTHUKE PAaKa SKeJIyIKa, SHIHUKOB, JIETKHX.

1.2. HabGop paccuntaH Ha IIpOBEJeHUE aHa-
nu3a 96 00pasioB, BKJINOYAS KAJIHOPOBOYHBIE I
KOHTPOJIBHBIA 00pasmbl. BoaMoskHO mgpoOHOE wCe-
moJb3oBaHue Habopa.

2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun meToma

Meron ompeneeHHss OCHOBAH Ha OIHOCTA-
JUAHOM «COHIBUUY»-BAPHAHTE TBEPI0(A3HOTO M-
MyHO(EPMEHTHOTO aHAaJn3a € WCII0JIb30BAHUEM
MOHOKJIOHAJIBHBEIX aHTuTes kK CA 72-4. B syrrax
IUIAHIIEeTa NpU J00ABJIEHHH MCCIEeSyeMoro o00-
paslia M KOHbBIOrara, BO BpeMs HMHKYOAIIMU IIPO-
HCXOOUT OIHOBpeMeHHoe cBasbiBamme CA 72-4 ¢
MOHOKJIOHAJIBbHBIMA aHTuTesaamu k CA 72-4, ummo-
OMJIM30BAHHBIMH HA ITOBEPXHOCTH JIYHOK, U KOHB-
I0OraToM MOHOKJIOHAJNBHBEIX auThTes kK CA 72-4 ¢
nepoxcugasoin. KoamdecTBo cBA3aBIIErocs KOHD-
oraTa OIpeJIesITIOT ITBETHOM pearIued ¢ UCIOJIb-
30BaHUEM pacTBOpa TETPaAMETHJIOCH3UIUHA ILIIC.
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VHTEeHCHBHOCTh OKPAIMBAHUA ITPOIIOPITHOHAIb-
Ha xoHuenrpannu CA 72-4 B aHaIU3UpyeMBIX 00-
pasuax. Ilocie ocraHoBKM peakiiuu m00aBIeHHEM
crom-pearedTa peadyabraTthl MDA peructpupyiorcsa
uamepernuem omnrudeckoi rmrotHocru (OI) B JryH-

KaX IIJIaHIIIeTa.

Komnmrerrpammio CA 72-4 B aHAIM3UPYEMBIX 00-
pasiiax ompeesisTioT M0 KaJIUOPOBOYHOMY TpaduKry
3aBHCHMOCTH OIITHMYECKON IIJIOTHOCTH OT COIep:Ka-

Husa CA 72-4 B KaimmOpoBOUYHBIX 00pasIiax.

2.2. Cocras Habopa

KommnonenT maGopa (cokpartineHue)

Cooepaicum ProClin 150 (0,044%), gperon (0,08%).

Onucanue Kox-zo
IInanmer pa3GoOpPHBIN ¢ UMMOOUIN30BAHHBIMUI

1 1.
MOHOKJIOHAJIBHBIMY aHTUTenamu Kk CA 72-4
KanuGposounnie 06pasubr®
Cooeporcam ussecmubie konuvwecmaa CA 72-4 - 0; 5; | 6 o
10; 25; 50; 100 E0/muan. 10 0,7 Mt
Cooepocam gperon (0,16%), ProClin 300 (0,05%).
KouTposbHusbiil 06paser
Codeporcum ronuuwecmeo CA 72-4 6 npedenax, ykazan- | 1 ¢,
HbLX 8 nacnopme u Ha smukemxe gaiarxora, Eo/mn. 0,7 mux
Coodeporcum ¢peron (0,16%), ProClin 300 (0,05%).
Kowmsrorar
Komrsrorar moHormoHambHBX anTuTen K CA 72-4 1 .,
C TIEPOKCUIA30 XpeHa. 13,0 Mt

*

(dmpma Roshe Diagnostics GmbH, I'epmanmus).

4

aTTeCTOBAHBI OTHOCHATEIbHO KasmbparopoB CA 72-4 Elecsys
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Pacreop ni1a passenenuns ceisoporox (PPC)

1 d,,

rpaduxa

Cooeporcum ProClin 300 (0,0005%). 12,0 Mt
Kounenrtpar pocharuo-conesoro 6ydhepuoro 1
b,

pactBopa ¢ tBuHOM (DCB-TX25) 98.0 w1
Coodepacum ProClin 300 (0,25%). ’
PacrBop TerpamerniiGeH3nUHA ILITIOC

1 oo,
(pactBop TMB 1woc) 13.0 a1
Codeporcum 3,3',5,5' - mempamemunbenzudur (0,1%). ’
Crom-pearesr 1 o,
Cooeporcum rucnomy cepryio (4,9%). 12,0 M1
IIneuka mj1a 3akiIeuBaHUA IIAHIIETA 1 T,
Haxoueunuku s mo3aTopos Ha 2-200 Mk 16 mrT.
Baunouku qiia peareHTOB 2 1T
Tpadaper ni1st mocTpoeHus: KAITUOPOBOIHOTO 1

3. AHAIIUTUYECKUE XAPAKTEPUCTUKA
3.1.* BocupousBogumocThb — K0dPHUIEeHT Ba-

puanum; He mpeswIniaer 8%.

3.2.* JIuHeMHOCTD B JUANAa30HEe KOHIIEHTPAIINHA
5-100 Ex/ma CA 72-4 — B mpemenax 90-110%
3.3.* Tect Ha «OTEpBITHE» — B IpeAerax 90—110%.
3.4.* AmasmTryeckast YyBCTBUTEIHHOCTD — MH-
HUMAJIBHO ollpenessieMast KouieHTpamus CA 72-4

e npesoimaer 0,16 Ex/mir.

3.5. AmasmTrdeckas crenu@UUYHOCTL: HE 00-
HAPYKEHO IIEPEKPECTHOM PEeaKIIMM MCIOJIb3yeMbBIX

*10 'OCT P 51352-2013.
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MOHOKJIOHAJIBHEIX auTuTes ¢ CA-125 (mo 400 Ex/min),
CA 15-3 (mo 250 Ex/mur), CA 19-9 (mo 150 Em/mum),
AODIT (mo 400 ME/mm), TICA (mo 40 mr/mut), POA
(mo 880 MME/mr).

3.6. XyK-a(pheKT BBICOKMX KOHIICHTPAIMN He
ObLT OOHAPY:KeH BILIOTH OO0 KoumeHTparmpm 1000 Exvut
CA 72-4.

3.7. Konuearpammma CA 72-4, uaMmepeHHas B
CHIBOPOTKE KPOBHU 366 3[OPOBBIX MYIKUMH U KEH-
e B Bo3pacrte 20-50 Jiet He mpessirasia 6 Ea/mvo.

3.8. Pexomenmyercs B KaskI0i JiabopaTopuu
IIPU KCIOJIB30BAHUM Ha00Opa YTOUYHUTH 3HAUECHUS
rounenrpanmun CA 72-4, cOOTBETCTBYIOIIHE HOP-
MAJIBHBIM [IJIs JTAHHOI'O PEeruoHa y 00CJIemIyeMoro
KOHTHUHTEHTA JIIOJIeH.

4. MEPbl NPEAQOCTOPOXHOCTHU

4.1. IToreHIaILHBIA PUCK IPUMEHEHU Ha0o-
pa — knace 26 (mpukas M3 PO or 06.06.2012 No 4m).

4.2. Habop mpemHasHauveH s mpodeccro-
HAJBLHOIO IPHMEHCHHWs B KJIMHMYECKON mabopa-
TOPHOM JIMATHOCTHUKE OOYYEeHHBIM IICPCOHAJIOM.
TpeboBanusa 6e30IIaCHOCTH K MEIUIIMHCKUM J1a00-
patopusim mpuBenensl B ['OCT P 52905-2007.

4.3. Crom-pearenT u pacrsop TMB mitoc o61a-
AT pasapaskarouMm aeiicrsueM. Ksberath pas-
OpPBISTUBAHMS U IIONANAHNS HA KOMKY U CJIM3UCTEIE.
B cayuae momamammsa crom-peareHTa W pacTBopa
TMB 1utioc HA KOMKY ¥ CJIM3UCTBIE HEO0DXOIMMO
IIPOMBITH ITOPAKEHHBIN YIACTOK OOJIBIITUM KOJIMYe-
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CTBOM IIPOTOYHOM BOJBI. HeKoTopble KOMIIOHEHTHI
comepxkar ProClin 150, ProClin 300, demos, xuc-
JIOTY CEPHYI0, TEeTPAMETHJIOEH3UINH B KOHIIEHTpA-
nuax, ykasaHubeix B 11. 2.2. «CocraB Habopay.

Bce rommonenTsr Habopa, cojepsKaliye B CBO-
€M COCTaBe MaTepPHUAJIbl YeJIOBEUECKOr0 IIPOUCXOMK-
JIeHUST, THAKTUBUPOBAHEI.

4.4. Ilpu pabore ¢ wucciaemyeMBIMU, KOH-
TPOJIBHBIM 00pas3iiaMu CJaeayeT COOIIIaTh Mepb
[IPEIOCTOPOKHOCTH, IIPUHATHIE IIpu padore ¢
MOTEHIIUAIBLHO MHQPEKIMOHHBIM  MaTepUaJIOM.
OcHoBHBIE TpaBuia paboTel M3I0KeHBl B «MH-
CTPYKIIUM II0 MepaM MHPOMUIAKTHKHA pPacIIpoCTpa-
HEHUSI NHQEKITMOHHBIX 3a00IeBaAHUN ITpu pabore B
KJIMHUKO-IUATHOCTUYECKHUX J1a00paTOpusax Jedueod-
HO-IIPOUIAKTUUECKUX YUPEIKICHIID, yTBEPIKICH-
wot Munsnpasom CCCP 17 aasapa 1991 r.

4.5. Ilpu ucmosb3oBaHMK HaboOpa 00pas3yioT-
csa orxoanl kiaccoB A, B u I', koropere knaccudm-
I[UPYIOTCS ¥ YHUUTOMRKAWTCSA (YTUJINSUPYIOTCS) B
cooreercTBuu ¢ CaulluH 2.1.7.2790-10 «Cauurap-
HO-3IIMAEeMUOJIOTHYECKe TpeboBaHus K olOparie-
HUIO ¢ MEJUITUHCKUMHU OTXOIAMUN,

4.6. Jlesundexiuio HaOOPOB peareHTOoB, IIO-
CYIBI ¥ MATEPHUAJIOB, KOHTAKTUPOBABIIIKUX C WCCJIE-
JIyeMBIMU W KOHTPOJILHBIMU 00pas3IlaMu, CJIeIyeT
apoBoauTh Mo MY 287-113 «Merogudeckue yka-
3aHUSA [0 Ae3UH(MEKIUHY, IPeICTePUIN3ANOHHON
OYHCTKE W CTePUJIN3AIUY U3IEJIMA MEIUIIMHCKOTO
HA3HAYEHUI»,
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5. OBOPYOOBAHUE N MATEPUAIDI,
HEOBXOOUMBIE NPU PABOTE C HABOPOM:

— CuexrpodoromMerp, II03BOJILOIIAN IIPOBOIUTH
M3MEepPEeHUsI OIITUYECKON IIJIOTHOCTH PAaCTBOPOB B
JIYHKAX IJIAHIIEeTa IIPHU OCHOBHON JJIMHE BOJIHBI
450 HM ¥ IJTMHE BOJIHBI CPABHEHUSA B JUATIa30HE
620—655 HM; JoIycKaeTcss M3MepeHme TpPU O]l-
HOI JaJIrHe BOJIHEI — 450 HM;

— IIefiKep TepPMOCTATUPYEMBIN OpOMTAILHOIO THIIA,
IO3BOJISIIOIIUH ITPOM3BOAUTE BCTPAXUBAHKE C Ua-
croroir 400—800 o6/muH u Temireparype (37+1)°C;

— IIPOMBIBOYHOE YCTPOMCTBO IJIS ILJIAHIIETOB;

— XOJIOOUJIBHUK OBITOBOM;

— 103aTOpPhl OSHOKAHAJbHEIE CO CMEHHBIMU HAKO-
HEYHHKAMHM, II03BOJISIOIINE OTOMpPaTh 00BEMBI
sxkuakoct oT 10 mo 5000 MK,

— I03aTOPhl MHOTOKAHAJIBHBIE CO CMEHHBIMH Ha-
KOHEYHHKAMU, II03BOJISIONINE OTONPATh 00beMBI
sxkuarocreii ot 10 1o 300 MK

— IWJIMHAP MepPHBIA BMecTuMOocTb0 1000 MuT;

— BOJA OUCTHUJLINPOBAHHAS,

— IIepYaTKX MEIHUIIMHCKNE IUATHOCTHYECKHE OJI-
HOPAa30BHIE,;

— Oymara puiIbTpoBaJIbHAA JIabopaTOpPHA;

— JIe3nHQUIUPYIOIIE CPEICTBA.

6. AHAJIMUSUPYEMbIE OBPA3LbI
6.1. TpeGoBanusa K yCJIOBUSIM U IIPOIlEIypam
BeJEHUS IIPeaHaIUTHIECKOT0 aTana KINHUIECKUX
JIa00PATOPHBIX MCCIEHOBAHUN C IIEJIbI0 HCKJIIO-
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YeHWs WM OTPAHUYEHUS BJIUSHUS OHIOT€HHBIX,
9K30T€HHBIX, SITPOTEHHBIX W WHBIX (DAKTOPOB, Me-
MIAIOIAX TPABUJIBHOMY OTPAMKEHUI0 COCTOSTHUS
BHYTPEHHEHN cpemsl 00CIeayeMBIX MAIlMeHTOB B
pe3ysprarax KJIMHUYECKUX J1a00PATOPHBIX WC-
caemoBauui uaiokensl B ['OCT P 53079.4-2008
«Texmonorun saGoparopuble kiamHuyeckue. OGe-
CITeUeHMe KAaYecTBa KJIWHUYECKUX J1a60paTOPHBIX
ucciaenoBauuii. Yacre 4. [IpaBuia Bemenust 1pe-
AHAJIUTAYECKOTO dTATIaN.

Basitue, TpancmopTupoBaHue u XpaHeHNE HC-
CJIeyeMOro MaTepralia OCYIIEeCTBIISETCS COTJIACHO
MYV 4.2.2039-05 «Texuura coopa 1 TpaHCIOPTHIPO-
BaHMs OMOMATEPUAJIOB B MUKPOOHMOJIOTHYECKHE JIa-
GopaTtopum», yTBEPIKIEHHBIM PocrmoTpedHa 3opoM
u Pexomenmarnmam «Opranusaiius mpeaHaaIuTuye-
CKOTO dTalia MPHU IMEeHTPATU3aTnN J1ab0paTOPHBIX
HCCIIeTOBAHUI, 0J00PEHHBIM IPOMUILHON KOMHUC-
cueit Muusnpasa Poccun 110 KanmHIYecKoi tabopa-
TopHOI nuaraHoctuke 30.05.2013.

6.2. Jlsis1 ipoBeieHUsT aHAIU3A UCIO0JIb30BATh
00PAa3IThl CHIBOPOTKY KPOBH YEJIOBEKA.

6.3. OOpasIiel CHIBOPOTKH KPOBH CJIEIyeT Xpa-
HUTH 11pu TemIepartype (2—-8)°C He OoJtee 5 cyTOK, M
mpu Temiepatype muHyc 18°C u Hmske, ecu Tpebyer-
cs1 6ostee umTesIbHOE XpaHenwe. llocite pasmopasku-
BaHUST 00PasIThI CJIEAYET TIATEHHO ITePEMeIlaTh.

6.4. O0pasIIbl CEIBOPOTKH KPOBH, COIEPIKAIIIIE
B3BeIIeHHbIE YACTHUIIHI, HEOOXOIUMO OUUCTUTE TIeH-
TpudyrupoBaHUEM.
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6.5. OOpaasipl, comep:kallye T'eMOIVIOOMH B
KOHIIEHTPAIUH 0 2 MT/MJI, OMIUPyOUH B KOHITEH-
Tpaiuu 10 0,2 MI/MJI, TPUTJIHIIEPUIBI B KOHIIEHTPA-
i 10 20 MI/MJT TPUTOMHBI JJIS UCIIOJIb30BAHMS.

7. N1OANOTOBKA KOMNOHEHTOB ANA AHANMU3A
7.1. Buumanne! Tuwamenvroe cobniooerue

ONUCAHHbIX HUdce mpebosanuil nozeosnum usbe-

acamov uckaxcerus pesyavmamosg HDA.

— Ilepen mocTaHOBKOI peakKIny BCe KOMIIOHEHTHI
Habopa HeoOXOJMMO BBIIEPIKATH IIPU TeMmIlepa-
Type (18-26)°C He menee 30 MuH.

— Ilpu npobHOM MCIOJIB30BAHUM HAOOPA IIOCTIE OT-
Oopa HEOOXOOWMOI0 KOJHYECTBA KOMIIOHEHTOB
iraxoHbI ¢ pacTBOpamMu HEOOXOLUMO IIJIOTHO 34-
KPBITh, a4 OCTABIIHECSd CTPUIIBI CPa3y YIAKOBATDH
B [IAKET C BJIATOIOTJIOTUTEJIEM, YIAJUTh U3 HEro
BO3IyX U IJIOTHO 3AKPBHITH 3aMOK. XPAHUTE IIPK
temieparype (2—8)°C, HCIOJIB30BATH B TEUEHUE
BCero cpoka roguoctu Habopa. Jommyckaeres xpa-
meane OCB-TX25 u crom-pearenTa Impu TeMIire-
patype (2-30)°C.

— HeobOxogumo wusberatb Bo3meiicTBHE IIPSMOIO
coJrHedHOTo cBeTa Ha pactBop TMB miroc mpu
HOAroToBKe U mpoBenenun VDA,

— Ilpm mocranoBke VMDA Henab3st HCIOJIb30BATH
KOMIIOHEHTHEI M3 HA0OPOB PA3HBIX CEPUil WK
CMeIINBATh WX I[OPU IIPUTOTOBJIEHHU PACTBO-
POB, KpoMe HeCIeIupruIecKnX KOMIIOHEHTOB
(OCB-Tx25, pacrBop TMB mittoc, cTom-pearenr),
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KOTOpEIE B3amMo3aMeHsaeMbl B Habopax AQO
«Bexrrop-Becm.

— Hesnpas wucmosnb3oBaTh peareHThl M3 HAO00POB
OPYTruX PUPM-IPOU3BOIUTEIICH.

— Ilpu mpuUroToBJIEeHUH PACTBOPOB U IIPOBEICHUN
MDA cieqyer mcriosb30BaTh OJHOPA30BBIE Ha-
KOHEUHUKH [IJI 03aTOPOB.

— Ilpu MCHONIBL30BAHMM ABTOMATHYECKOI'O YCTPOI-
CTBA [JIs IIPOMBIBKM ILJIAHIIETOB HEOOXOIIMO
CJIEOUTDH 34 YHCTOTOM €MKOCTH [IJIsi IPOMBIBOY-
HOT'O pacTBOpa M COEIUHUTEJbHBLIX IIJIAHTOB:
B HUX He JOJIKHO OBITh MHUKPOOHON KOHTAMM-
Haumn. Jag mpegoTBpallieHus 3aCOPeHUA WIJI
IIPOMBIBOYHOI'O YCTPOMCTBA B KOHIE pabodero
IHS 00513aTeJIBHO CJIEAYeT BBIIOJIHUTE IPOLIEIY-
Py OIIOJIACKMBAHUS CHUCTEMBI MOJAYM SKUIKOCTI
IUCTHUILIMPOBAHHOM Bomoi. Onuu pas3 B Hepe-
JII0 HeoOXOOMMO IIPOM3BONUTEL 3aMadYNBAHUE
BCeM CHCTEMBEI IIPOMBIBOYHOIO ycTpoiicTBa B 70%
CIIMPTE WK B IPYrOM PacTBOpe, PEKOMEHIOBAH-
HOM HMHCTPYKIIMEH K IIpubopy.

— Jlyia mesuH@EeKIINT II0Cy bl 1 MaTepPHUaJIoB, KOH-
TAKTUPYIOIIUX C HCCIEIYEeMBIMU W KOHTPOJIb-
HBEIMH 00pasIilaMi, PeKOMeHIyeM HCII0JIb30BATH
Ie3UHQUIIMPYIOINIAEe CPeICcTBa, He OKa3bIBaIo-
IIye HEeraTUBHOI'O BO3JEMCTBUA HA KadecTBO
VDA, He comepskallyie aKTHUBHBIN KHCJIOPOL M
XJIOp, HAIIpUMep, KOMOMHHPOBAHHBIE CPEICTBA
Ha ocHoBe YAC (ueTBepTHUYHBIX AMMOHHEBBIX
COENMHEHNI), CIIUPTOB, TPETUUYHLIX AMUHOB.
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— B cayyae MHOBTOPHOIO WCIIOJIB3OBAHUS IIOCYILY
(BAHHOYKM) IJI KOHBIOrara HeODXOLUMO IIPO-
MBITh IIPOTOYHOMN BOJOM U TIATEJIHEHO OIIOJIOCHYTh
JTUCTAJITMPOBAHHON BOMIOM; TOCYHy (BAHHOYKI)
mias pacrBopa TMB 1wtioc 0moJIocHYTH BOMIOMH,
TpoMbITE 70% STUIIOBBIM CITMPTOM ¥ TIATEIHHO
OTMBITH JUCTUJLJIMPOBAHHON Bomoi. Hesbass 06-
pabaThBAaTh MOCYAy (BAHHOYKHN) Je3UH(PUITUPYIO-
MU PACTBOPAME ¥ MOIOIITAMHE CPEICTBAMU.

— JlosaTopsl 1 padboyre HOBEPXHOCTH 00padaTHIBATE
Tos1bKO 70% pactBopoMm aTmsioBoro crimpra. He wc-
TI0JTb30BATH TIEPEKUCH BOIOPO/IA, XJIOPAMUH.

7.2. IllogroroBka naHoieTa.
BcekppITh mmaker ¢ ILIAHIIETOM BBIIIE 3aMKA.
OcraBuTh Ha paMKe Heo0X0MUMOe IJIs IPOBEIeHI
aHAJIM3a KOJIMYECTBO CTPUIIOB.

7.3. IlpurorosijieHue MPOMBIBOYHOI'0 PACTBOPA.

[lepemerate  comepsxmmoe  pIaKoHa  C
OCB-Tx25. [Ipu BEIIAgeHNN B KOHIIEHTPATE 0Ca-
Ka coJieit mporpeTs ero mmpu Temueparype (30—40)°C
10 IIOJIHOT'O PACTBOPEHMS 0CAIKA.

B coorBercTBMM ¢ UYHCIIOM HCITOJIB3YEMBIX
crpumoB  (cM. TAOJMIy pacxola KOMIIOHEHTOB)
BHECTU B MEPHBIN IIUJIUHIP HEOOX0IUMOe KOJIIYe-
crBo kKoHileHTpara OCB-TX25 u mosectu 10 cooT-
BETCTBYIOIIEr0 00beMa NUCTUJLINPOBAHHOM BOIOM,
TIATEJILHO IePeMelIaTh.

Xpanernue: npu memnepamype (2-8)°C ne 6o-
nee 1 mecaua unu npu (18-26)°C ne 6osee 7 cymok.
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Tabnauna pacxoga KOMIOHEHTOB HA0OpPa PeareHToB

V.'i%’?{ ES- MpOMbIBOYHbBIN pacTBop Kororar, P?.ﬂEOp

3yemblX | ®CB-T, koH- | [OucTun. MI M

CTPUMNOB | ieHTpar, Mn | Boga, Mn
2 4,0 no 100 2,0 2,0
3 6,0 no 150 3,0 3,0
4 8,0 0o 200 4,0 4,0
5 10,0 0o 250 5,0 5,0
6 12,0 0o 300 6,0 6,0
7 14,0 no 350 7,0 7,0
8 16,0 0o 400 8,0 8,0
9 18,0 0o 450 9,0 9,0
10 20,0 0o 500 10,0 10,0
11 22,0 0o 550 11,0 11,0
12 24,0 0o 600 12,0 12,0

7.4. Kounlorar.

Konwioeam 2omoe k ucnonwvzosanuio. B coor-
BETCTBUH C YMCJIOM MCIOJIB3YEeMbIX CTPHUIIOB (CM.
TabJIMITYy pacxoja KOMIIOHEHTOB) 0TOOpaTh B BaH-
HOYUKY [IJIs peareHTa Heo0XOJuMOe KOJMYIECTBO
KOH'BIOraTa.

7.5. Pacteop TMB miaroc.
Pacmeop TMB nsiioc 20mog K uchosib308QHUIO.
HemocpenctBerHo mepen BHeCeHHWEM M B COOTBET-
CTBUH C YKCJIOM HCITOJIB3YEMBIX CTPHUIIOB (CM. TaOIHILY
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pacxoma KOMIIOHEHTOB) OTOOpaTh HEOOXOIMMOe
KoJrmuecTBO pacrBopa TMB mutioc B BaHHOYRY 17151
peareHra.

7.6. Iloaroroska mcciieayemMbIx 00pa3iioB.
Uccnenyembie 00pasiibl CHIBOPOTKH KPOBH
cienyer BBIEp:kaTh mpu Temirepartype (18-26)°C
He MeHee 30 MUH.
7.7. KanubpoBounble M KOHTPOJIBHBIN 00pas-
ITBI, CTOII-PEeareHT TOTOBHI K UCIIOJIh30BAHUIO.

8. MPOBEOEHUE AHAJTIU3A

8.1. Buecru B ny01s1X, HAUMHAS C BEPXHUX JIy-
HOK IIEPBHIX IBYX CTPUIIOB, IT0 50 MKJI KaKI0TO Ka-
JUOPOBOYHOTO 00pasria u 1mo 50 MKJI KOHTPOJIFHOTO
obpasria. B ocrasibHbBIE JIYHKH BHECTH B IyO0JISX IIO
50 MKJT MCCITeTyeMBIX 00Pa3Ii0B CHIBOPOTKH KPOBH.

Bpems BHecenmst 00pas3ItoB He JOIMKHO IIPEBBI-
maTth 10 MuH.

8.2. Buectu Bo Bce ayaku 1m0 100 MK KOHBIO-
rara (cM. 11. 7.4.), 3aKJIEUTh CTPUIILI IJICHKOM 1 MH-
KyOmpoBaTh 60 MUH IIpH BCTPAXUBAHWI HA IIIeHKepe
¢ gacroroit 650 06/muH u Temireparype (37+1)°C.

Ocmamiu KoHvI02AMA U3 8AHHOUKU YMUJIU-
auposams (He caueéamdv 60 (PJIAKOH C UCXO00-
HbLM KOH5I02AMOM,).

8.3. Ilo oxoHuaHWMM WHKYOAITMW CHSITH JIHII-
KyI0 IUIEHKY U IIOMECTHUTH ee B COCYJ C JIe3MH(UITH-
pytoritum  pactBopoM. C TIOMOIIBIO TTPOMBIBOYHOTO
YCTPOMCTBA IIPOMBITH JIYHKHM ILIAHIIETa 5 pasd IIpo-
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MBIBOYHBIM PACTBOPOM (II. 7.3.), Yepeayst acITUPAIIIo
U HeMeJJIEHHOe 3aTI0JTHEeHUe JIYHOK KasKI0T0 CTPUIIA.
B kasmayro myrky BHOCHTE 350 MKJI SKHIKOCTH B IIPO-
1ecce KaskJI0ro ITUKJIA TPOMBIBKA. BpeMst mesxmy 3a-
TIOJTHEHWEM W OIIOPOKHEHWEM JIYHOK JOJISKHO OBITH
ue MeHee 30 cex. HeoOxommmo mo0mBaThCS IIOJIHOIO
OTIOPOKHEHUS JIYHOK IIOCJe KAasKJIO0ro ITMKJIA IIPO-
mbiBEU. [0 OKOHUYAHMYM TPOMBIBKY OCTATKU BJIATH U3
JIYHOK TIIATEJIFHO YIAIUTD, IIOCTYKUBAS IePEBEPHY-
TBIM ILJIAHIIIETOM [0 (PHUJIBTPOBAJILHOM OyMmare.

8.4. Buecru Bo Bce JiyHkm 1mmo 100 MEJI pac-
tBopa TMDB mitoc (cm. 1. 7.5.) u mHKyOMpPOBATH B
3aIUIIEHHOM OT IPSIMOT0 COJTHEYHOTO CBETa MEeCTe
15 MUH ITpu BCTPAXMBAHUU HA IITEHKEpe ¢ YaCTOTOHN
650 o6/muH 1 Temmepatype (37+1)°C.

Ocmamxu pacmeopa TMB nnioc u3 eanHou-
Ku ymuausuposams (He caaueéams 60 (hJtakKoH ¢
UCXOOHBLM PACTEOPOM).

8.5. Buectu Bo Bce ayHKHM mmo 100 MKJI cTOII-
pearenTa. BerpsaxHyTh ILTaHIET Ha IefKepe B
TeueHne 10—15 cek, IpU 9TOM CONEPIKUMOE JIYHOK
OKPAITUBAETCS B JKEJITHIH IIBET.

8.6. MaMepuTh BEJIUUYWHY ONTHYIECKOM ILJIOT-
HOCTH PaCTBOPOB B JIYHKaxX HA CIIEKTPOodOTOMETpE
B JBYXBOJHOBOM pEKUMeE. IPU OCHOBHOHU JIJIWHE
BoHEI 450 HM W [JiMHe BOJIHBI CPABHEHUS B JTUa-
nasone 620—655 um. Jlomyckaercst uamepenue mpu
onHOM mirmHe BOJIHEBI — 450 HM. Bpemsa mesxay ocra-
HOBKOM PEaKITNH U U3MEePEeHUEM OIITHYECKOH TLI0T-
HOCTH He JIOJI?KHO IIPEeBBINTAaTh 5 MHUH.
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9. YYET PE3YJIbTATOB

9.1. Brrumciaurhs cpemHume apupMeTHUYECKIe
3HAUEHUSA ONTUYECKOM IIJIOTHOCTH MIJIA KaskIoN
mapsl JIYHOK, COJEPIKAIIUX KAJHOPOBOUYHBIE, KOH-
TPOJILHBINA W AHAJIU3UPYEMbIe 00pa3Iibl.

9.2. IlocrpouTh B JMHEHHBIX KOOpPAWHATAX
KaJIUOPOBOYHBIN T'pPaUK 3aBUCHUMOCTH CPETIHEr0
aprpPMeTUIECKOr0 3HAYEHMS OITHYECKON IIJIOTHO-
cru oT KoHieHTpanuu CA 72-4 B KaImOPOBOYHBIX
obpasuax (Ex/mor).

9.3. Ompenenurs roumeurpamuio CA 72-4 B
KOHTPOJILHOM 00pasiie M aHAJM3UPYEeMEIX 00pas-
[ax 1o KaJuOpoBOYHOMY I'paduKy.

Eciu xommentpamua CA 72-4 B aHanImsu-
pyeMBIX 00pa3iiax CLIBOPOTKHU KPOBHU IIPEBHIIIAET
100 Ex/mut, obpasertt cireyer JOIIOIHUTEILHO pa3Be-
CTH PACTBOPOM JIJIsI pa3BeJIeHUs CEIBOPOTOK B 20 pas
(20 mrJ1 mccsrtemyemoro obpasia + 380 MKJI pacTBoO-
pa i pasBeIeHNs CHIBOPOTOK), IIOBTOPUTH AHAJIN3
¥ TIOJTYYEeHHBIN pe3yJIbTaT YMHOKUTE Ha 20.

9.4. PesynpraThl aHaam3a HCCIEOYEMBIX 00-
pPas3LoB YyUYUTHIBATH, €CJIM BBLIYKCIEHHOE II0 KAaJIH-
OpoBouHOMY TrpaduKy 3HAYEeHNEe KOHIIEHTPAIIUN
CA 72-4 B KOHTPOJILHOM 00pa3iie COOTBETCTBYET
IUAaIla30Hy KOHIIEHTPAIWi, YKAa3aHHOMY HA JTH-
KeTKe yIaxoHa.

10. YCNnoBudA TPAHCNOPTUPOBAHUA,
XPAHEHUA U NTIPUMEHEHUA HABOPA
10.1. TpancmopTupoBaTh HU3TEJIUS CJIIEAYET
TPAHCIIOPTOM BCEX BHIOB B KPBITBIX TPAHCIIOPTHBIX
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CpeJicTBaxX B COOTBETCTBUH C IIPABUJIAMHU IIEPEBO3OK,
JIEVICTBYIOIIIMMH HA TPAHCIIOPTE JAHHOIO BUA, IIPU
temieparype (2—8)°C. Jlomyckaercst TpaHCIIOPTHPO-
Bauwue mpu temreparype 10 26°C He 6ostee 10 cyToK.

10.2. Xpanenme Habopa B yIAKOBKe IIpe-
HPUSTUA-U3TOTOBUTEJISI  JOJIKHO ITPOU3BOJUTHCS
npu temieparype (2—8)°C B TedueHme BCEro Cpoka
TOTHOCTHY B XOJIOAUIBHBIX KaMepax MU XOJIOTUIIE-
HUKaX, 00eCIeuYnBaIUX pPerjaMeHTUPOBAHHBIN
TeMIIEPATYPHBIH PEKUM C e:KeTHEeBHOM perucrpa-
1uel TeMIepaTypHl.

10.3. Cpox rogaocTr Habopa peareHToB — 12 me-
CATIEB €O JHS BhITycKka. He morryckaercst mprMeHeHmre
HabOPOB IT0 UCTEUYEHWH CPOKA UX TOTHOCTH.

10.4. Jlnsa mosrydeHusT HaAeKHBIX Pe3yJIbTa-
TOB HEOOXOJMMO CTPOroe COOIONeHNEe WHCTPYKITUN
110 TIPUMEHEeHHU0 Habopa.

10.5. HabGop mpenuHasHaveH IJIsI OJHOKPATHO-
o IPUMEHEHUS.

11. TAPAHTUMAHBLIE OBA3ATENLCTBA

11.1. IlpousBoguTes b rapaHTHUPYET COOTBET-
CTBHUE BBIIYCKAEMBIX M3LeJINi TPeOOBAHUAM HOP-
MAaTUBHOU W TEXHUYECKON JOKYMEHTAITUH.

Besonacuocts u KavecTBO M3/IeSIUS TapaHTU-
PYIOTCS B TeUEeHME BCEeTO CPOKa TOTHOCTH.

11.2. IIponsBoauTesib OTBEUAET 34 HEIOCTATKI
M3IeJINs, 38 HUCKJIIUEeHnEeM 1e(PeKTOB, BOSHUKIINX
BCJIEICTBYE HAPYIIIEHU IIPaBUJI TTOJIH30BAHUS, yC-
JIOBUH TPAHCIIOPTUPOBAHUS U XpPAHEHUS, JIM0O JTeii-
CTBUS TPETHUX JIUII, JIMO0 HEIIPEeOqOIUMOM CUIIBL.
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11.3. IIpousBoguTenb 00sI3yeTcs: 3a CBOI CUET
3aMEHUTh U3JejIre, TEXHUIECKNEe U (PYHKIINOHAIIb-
HbIE XapaKTePUCTUKH (IOTPeOUTEIbCKIE CBOMCTBA)
KOTOPOT0 HE COOTBETCTBYIOT HOPMATHUBHON W TeX-
HUYECKOH TOKYMEHTAITUU, eCJIU YKa3aHHbIe HeJo-
CTAaTKW SBUJINCH CJIEJICTBHEM CKPBITOTO JederTa
MaTepHUaJIOB WJIM HEKaUYeCTBEHHOTO U3TOTOBJIEHUS
HU3JIeIUS TTPOU3BOTUTEJIEM.

ITo Bompocam, kacaomuMcsa KadecTsa HAaGopa
«CA 72-4-NDOA-BECT»,
cienyet obparmarbesa B AO «Bexrop-Bect»
o ajpecy:
630559, HoBocubupcras obacrs,
HoBocubupcrwuit patiow,
. Koarwioso, a/a 121,
Tes. (383) 227-67-64, (383) 227-75-41,
E-mail: vbobtk@vector-best.ru
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OONMONHUTENbHAA MHOOPMALIUA
ONA NOTPEBUTENEN
1. Pacuer pe3ysbpTaToB aHaIn3a
ITo pesynbraTam M3aMepeHUs BLIUHCIUTEH CPEI-
Hee apu@METHIECKOe 3HAYEHHUE OITTUYECKOM TLIIOTHO-
cru (OIl) B sryHKAaX ¢ aHATH3UPYEMBIMU 00PaA3IIAMHU.
[loctpouts KaaMOPOBOYHBIN TrpaduK 3aBU-
CHMOCTH OTITHYECKOM TIJIOTHOCTH (OCh OPJMHAT) OT
koHueHTpamuu CA 72-4 (ock abcimce) B KaauOpo-
BOUYHBIX oOOpasmax. Jlias aroro Ha mpuaraeMom
Tpadapere JIJIs IOCTPOEHUS TpadUKa ITPOTUB KOH-
LEHTPALUH KaskI0ro KaJIMOpPOBOYHOr0 00pasiia oT-
JIOJKUTH COOTBETCTBYIOIIlEe e CpeHee 3HAUYEHUE
ONITUYECKOM TIoTHOCTH. IlocsemoBaTesbHO —CO-
e€IMHUTDL TIOJIYYeHHBIE TOUKH OTPE3KAMH IIPSAMBIX
nunauit. [Tpumep kasmmbpoBouHOrO TpaduKra IIpem-
CTaBJIEH HA PUCYHKE.

35

3 »

OnTHYeCKas NNOTHOCTL, 0.6,

>

KonuenTpauus CA 72-4, Ea/mn

Pucyuok. Ilpumep 3aBHCHMOCTH ONTHYECKOM IIJIOTHOCTH OT
rourerTparuu CA 72-4 B kaTmOpOBOYHBIX 00pasIiax.
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Onpenennts rounenrpamuio CA 72-4 B KoH-
TPOJIBHOM 00pasile W aHAJU3UPYEeMBIX 00pasiax
mo kaymbpoBouHoMy rpaduky. Jias aroro Ha ocm
opauHAT OTMeTUTh cpemuee 3Hadenne OIl amanm-
3upyemoro oOpasria. IlpoBectn mpsiMmyro JHHWHIO,
mapaJijIesJbHO ocu abCIiuce, 0 mepecedeHus ¢ Ka-
JUOpoBOUHBIM TrpacduroM. OT TOUKH Iepecede-
HUSI OIYCTUTH IEPIEeHAUKYJISIP Ha OCh abcCITucc.
ITo mosy4yeHHOM TOYKE IT€peceveHusi OIpeIeTUTh
snauenune xourenrpanuu CA 72-4 B obpaate. Ilo-
nydenuyo koumentpamuio CA 72-4 yMHOKUTH HA
daxrTop passemenus (cMm. 1. 9.3.).

[Tpu wcmonb3oBaHWK [JIST PACUETOB KOH-
IEHTPAIUM KOMITBIOTEPHOTO WJIM BCTPOEHHOTO B
CIIEKTPOOTOMETP IIPOrPAMMHOI0 00eCIIeueHUs B
HACTPOMKAX BHIOPATH METO/I, COOTBETCTBYIOIIHI KY-
COYHO-JIMHEUHOU alllIPOKCUMAIINU.

IIpn guHaMHYeckoM HAOIIOIEHUHN MAIEHTA
JIJIST TIOJIyYeHUsT pe3yJIbTAaTOB, aJeKBATHO OTpaska-
oy n3MeHenne Koumerrpamun CA 72-4 B cbIBo-
POTKe KpOBH, HEOOXOIMMO HCITOJIB30BATH HAOOPHI
peareHTOB OIHOTO HAWMMEHOBAHUS (OJHOTO MIpe-
TPUSTUS-U3TOTOBUTEIIS).
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2. Kparkas cxema nposenenusa MDA
IJis Habopa peareHToB
«CA 72-4-UDA-BECT»
Hcnonwvzosamb mosbko nocjie 8 HUMAMeEIbHO20
03HAKOMJIEHUS C UHCmMpPYKUuel!

Buecru:

Buectu:
Nuxyouposars:
IIpombITh:
Buecrtu:

Nuxyouposars:

Braecrn:
N3amepurs:

T-8455

10 50 MKJI KaJIHOPOBOYHEIX M KOH-
TPOJIFHOI'O 00PAa3II0B B Iy0JIsX;
mo 50 MKJI aHAJIU3UPyEMBIX 00-
pAasIoB B Iy0JIsX.

mo 100 MKJT KOH'BIOTATA.

60 muH, 37°C, 650 06/MuH.
TPOMBIBOYHBIM pacTBopoM, 350
MKJI, 5 pas.

mo 100 wmwra pacrtsopa TMB
ILJTIOC.

15 muu, 37°C, 650 o6/MuH, B
TEeMHOTE.

o 100 MKJI cTOmI-peareHTa.

OII mpu 450 uM / pedpepercHasa
OJIrHA BOJHBEI 620—655 HM.
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3. I'padpuueckue cuMBOIBI
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OMarHoCTUKK in vitro
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[0CTaTO4HO

0N npoBeaeHust
Nn-KonMYecTBa TECTOB
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He ctepunbHO

TemnepaTypHbIn
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Kop naprum i/ avanasoH
Hata
d MarotoBuTenb ﬂ N3TOTORMEHMS!
Obpatutecb
g Wcnonb3osatk A0 ... Dﬂ K MIHCTPYKLMMN
Nno NPUMEHEHMNIO
OcTopoxHo!
OGpaF;MTer vvvvum-op | Hata B popmare
A K MIHCTpYKLn YYYY-MM an:mgg:u'ue"'b
Nno NpUMEHEHWI0 A u
22.10.20.
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CYFRA 21-1-UPA-BECT

T-8437

Habop peareHTOB
Onst UMMYHOJ)EPMEHTHOIO ONpeaeneHns
KOHLeHTpauum onyxornesoro mapkepa CYFRA 21-1
B CbIBOPOTKE (Mria3me) KpoBm

MHCTPYKLUWA MO NMPUMEHEHNIO
UHempykyusi ymeepxdeHa 29.08.22

ST 5







1. HASBHAYEHMUE

1.1. «<HabGop pearenToB myisg mMMyHOGEPMEHT-
HOTO OIpelesieHus KOHIIEHTPAIMH OITyXO0JIEBOTO
maprepa CYFRA 21-1 B ceBopoTke (1a3Me) KPOBU
(CYFRA 21-1-U®A-BECT)» (masee 10 TekcTy — Ha-
0op) IpemHas3HAYEH IJId KOJIMUECTBEHHOI'O OIIpeie-
JIEHHSI OITyXOJIEBOIO MapKepa — PacTBOPHUMOI'O
dparmenTa mmrokeparuna 19 (CYFRA 21-1) B cbI-
BOpOTKe, 1iasme (¢ Li-rermapuHOM) KpOBH YesIoBeKa
METOJIOM TBePA0(ha3HOro MMMYHO(pEPMEHTHOIO aHa-
musa (MMDA) B kadecTBe BCIIOMOTraTEJILHOTO CPEJICTBA
JUATHOCTUKY 3JIOKAYECTBEHHEBIX HOBOOOPA30BAHUIMA
SIIMTEINAJIFHOIO IeHe3a.

1.2. HabGop paccumram Ha IIpoBeJeHUE aHa-
au3a 96 o0pasiioB, BKJINOYAS KAaJIHOPOBOYHBIE K
KOHTPOJIbHBIA 00pasiel. Bo3amoskHO ApodHOE wC-
OJIb30BaHMe Habopa.

2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun meToma

Merton ompeesieHHs OCHOBAH HA OJHOCTA-
JUAHOM «COHIBUY» — BapuaHTe TBepa0das3HOro
UMMYHO(EPMEHTHOTO aHAJIN3Aa C UCIT0JIb30BAHUEM
MoHokJIoHAIbHBIX auTuTeJ K CYFRA 21-1. B nysn-
Kax IJIQHIIeTa IPU J00aBJIeHUH AaHAJIU3UPYEMOTo
o0Opa3siia u KOH'bIoraTa, BO BpeMs HHKYOAIlHuU ITPOUC-
XOJIUT OJJHOBPEMEHHOE CBSI3bIBAHNE PACTBOPHUMOTO
dparmenTa muTOKepaTMHA 19 ¢ MOHOKJIOHAJB-
ey aaturesiamu K CYFRA 21-1, ummo0Ouin3so-
BAHHBIMHI HA IIOBEPXHOCTH JIYHOK, I KOHBIOIaTOM
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MoHOKIOHANBHEIX auTtuTes K CYFRA 21-1 ¢ me-
pokcumasoi xpena. llpu mHKybarum ¢ pacTBOPOM
TeTPaMEeTIJIOCH3NINHA IIPOUCXOIUT OKpAaIlNBAHIIE
pacTBopa B JIYHKAaX, COIEPKAIINX 00pa30BaBIIHECS
HMMYHHBIe KOMILTeKChI. IHTEeHCHBHOCTE OKpaInBa-
Hus IporopimonabHa koreHTpamun CYFRA 21-1
B aHaIu3upyemom obpaasiie. [locse ocranoBku peak-
UM CTOI-peareHToM peayJibratel MMA perucrpu-
pytorcss mamepenuem orrudeckoi motHoctr (OIT)
B JIVHKAaX ILIAHIIETA.

Kormenrparmmio CYFRA 21-1 B amaymmsupy-
eMBbIX 00pasIax OIpPeaesIaioT 10 KaJTHOPOBOYHOMY
rpaduKy 3aBUCUMOCTU OIITHYECKOHN IIJIOTHOCTH OT
roureurparuu CYFRA 21-1 B kamnbOpoBoUHBIX 06-
pasrax.

2.2. Cocras Habopa
Hab6op BeIIyCcKaeTcs B ABYX BapHaHTaX KOMII-
JIEKTAIINH.

Kommuecrso
KomnonenT HaGopa (cokpalenmne)

Onucanue

Komrurexr 1| Kommuexr 2

[Inanmer pasGopHbIi ¢ UMMOOH-
JIN30BAHHBIMH MOHOKJIOHAJBHBI-| 1 IIT. 1 mT.
mu antureaamu k CYFRA 21-1
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KanuGposounsie 06paspr*
Codepoicam — uzsecmmuoie  KOIUUECMEA
CYFRA 21-1 — 0; 1; 5; 10; 25; 50 ne/mn
(601ee mounwvie ronuuwecmsa CYFRA 21-1 6 ot
YKQ3aHbL 8 NACnOpme U HA IMUKeMKAX ’
p1aK0H08).

Coodepacam ¢peron (0,16%), ProClin 300
(0,05%), nuogpunusuposamst
KonTpossusiit oopaser

Coodeporcum ronuuecmeo CYFRA 21-1 6
npeoenax, yKa3aHHbIX 8 RACNOpMe U Ha 1 ¢t
amuremre JIaKoHa, He /M.
Cooeporcum gberon (0,16%), ProClin 300
(0,05%), nuogpunusuposar
Kanuoposounsie 06pa3usr®
Colepoicam uzsecmHuoie KOIUUECMEA 6 ¢
CYFRA 21-1-0; 1; 5; 10; 25; 50 ne/ma. - :
Cooepocam gperon (0,16%), ProClin 300
(0,05%), comoabie 015 UCNOIL30BAHUSL

KounTposnsHbiil 06paser
Coodeporcum rwonuuecmeo CYFRA 21-1 6
npedenax, yKa3aHHblX 8 nAcnopme u Ha 1 .,
amukemke aaxona, He/ M. 0,7 Mt
Cooepocum ¢peron (0,16%), ProClin 300
(0,05%), 20moevLli 012 UCNOSIL30BAHUS

10 0,7 Mt

Kousrorar
Konwvioeam MOHOKIIOHATIbHBLY AHMUME 1 1

x CYFRA 21-1 ¢ nepokcuda3soti xpera. 13.0 M}I 13.0 M’JI
Coodeporcum ProClin 150 (0,044%), ¢pe- ’ ’
nos (0,08%).

*KaymOpoBoumbie 00pasiibl aTTECTOBAHBI OTHOCUTE/IHEHO BHYTPEH-
HEro CTaH/IAPTA IIPEeIIIPUITHS.
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Pacrsop 11 passeneHnsa CHIBOPO- 1, 1o,

Tok (PPC)

Codeparcum ProClin 300 (0,0005%). 12,0 pm | 12,011
Kounenrpar docdaruo-conesoro
OydepHOro pacTreopa ¢ TBUHOM 1 doir., 1 oo,
(OCB-Tx25) 28,0 M | 28,0 Mt
Coodeporcum ProClin 300 (0,25%).

Pacreop TerpamermibensumuHa
wiroc (pacteop TMB 1wmoc) 1 oz, 1 oo,

Cooeporcum 3,3',5,5' — mempamemunbensu- | 13,0 vt | 13,0 Mt
Our (0,1%).

Cromn-peareHTt 1., | 1,
Codeporcum rucnomy cepryio (4,9%). 12,0 vt | 12,0 Mt

IInenxa AJId 3aKJIeuBaHUA
IIaHIIeTa

1 mT. 1 1rr.

Haxkoneynuku 11 103aTOPOB

Ha 2-200 MK 16 T, | 16 1T,

Bannouku nj1a peareHToB 2 mmIT. 2 1mIT.

Tpadaper n/1a nocrpoeHusa Ka-

1 1T 1 T
JAuOPOBOYHOro rpaduka

3. AHATIUTUYECKUE XAPAKTEPUCTUKA

3.1.* JIuseiHOCTD B AUAIIa30HE KOHIIEHTPALIIA
0-50 ar/ma CYFRA 21-1 — B ipenenax 90% — 110%.

3.2.* BocupousBogumocThb — K09 PUIIEHT Ba-
puanum; He IpeBwIIaeT 8%.

3.3.* Tect Ha «oTKpEITHE» — B mpemenaax 90% —
110%.

* 10 'OCT P 51352-2013.
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3.4.* YyBCcTBUTEIBHOCTH — MUHHUMAJIBHO OIIPe-
nensemast korrenrparnus CYFRA 21-1 me nipessr-
maer 0,15 =ur/m.

3.5. AnaymnTHdecKasi CelupUIHOCTD: He 00HA-
PY#KEHO ePEeKPeCTHOM peaKIIny UCII0JIb3yEeMBbIX MO-
HOKJIOHAILHBIX aHTHTE] ¢ CA 15-3 (mo 250 Ex/mu),
A®II (mo 400 ME/mn), TICA (mo 40 mr/mm), POA
(mo 80 ur/mum) u CA 72-4 (mo 100 Ex/mor).

3.6. IlorennmanbpHo WHTEpEpPUpPYIOIIE Be-
IIIeCTBA.

Bosmosxnbie unaTepdepeHnryu ObLIM  OIIpe-
JleJIeHBl IyTeM TeCTUPOBAHHUS 00pasIloB, B KOTO-
PBIX COMIEPKAJIOCHh TIOBBINMIEHHAS KOHIIEHTPAIIUS
IpeaIoIaraeMoro MaTeprasa, KOTOPBIA MOKEeT
IPHCYTCTBOBATL B CBHLIBOPOTKE IIaleHTa. lemo-
IJIOOMH B KOHIIEHTPAIIMU [0 2 MI/MJI, OMJIUPYOUH
B KoHIeHTparmu 10 0,2 Mr/mJi, TPUTJIAIIEPUIL B
KoHIeHTparuy 10 20 MI/MJI He OKa3bIBAIOT UHTEP-
(hepupyIOIIEro BIUSIHUA.

3.7. Kounenrpamusa CYFRA 21-1, usmepesn-
Hasg B CBIBOPOTKE KPOBM 516 YCIOBHO 3J0POBBHIX
MYSKUYWH U JKeHITUH B Bo3dpacTte 20—50 JreT He mpe-
Beinasia 1,8 ar/mvia. 951 nepcenTuns — 1,79 ur/mui,
menuana — 0,14 mr/mui.

3.8. Pexomenayercs B KaskI0i JrabopaTtopuu
IPY WCIOJIb30BAHUM HA0Opa yTOUHUTH 3HAYEHUS
rounenrpamuu CYFRA 21-1, coorBercTByfoIue
HOPMAJIBHBIM JJISI JAHHOIO PeruoHa y 00cIeayemMo-
0 KOHTUHTEHTA JIIOIeH.
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4. MEPbl NPEAQOCTOPOXHOCTHU

4.1. IloTeHImaIbHBIN PUCK TPUMEHEHU Ha00-
pa — ksace 26 (mpukas M3 PO or 06.06.2012 No 4m).

4.2, Habop mpemnasHaueH j1s IIpodeccro-
HAJBHOTO NPUMEHEHWs B KJIMHWYECKON Jsabopa-
TOPHOM JIMATHOCTHUKE OOYYEeHHBIM IT€PCOHAJIOM.
TpeboBanusa 6e30mmacHOCTH K MEIUIIMHCKUM J1a00-
partopusim mpuBegenst B [OCT P 52905-2007.

4.3. Cromu-pearent u pactsop TMB mitoc o61a-
AT pasapaskanimM aeiicteueM. M3berats pas-
OpBISTUBAHUS U TTONATAHUSI HA KOKY U CITU3UCTHIE.
B cayuae momamammst crom-peareHTa W pacTBopa
TMB 1utioc HA KOMKY ¥ CJIM3UCTBIE HEODXOIMMO
IIPOMBITH ITOPAKEHHBIN YyIACTOK OOJIBIITUM KOJIHYE-
CTBOM IIPOTOYHOM BOJBI. HeKoTOpble KOMIIOHEHTHI
comep:xar ProClin 150, ProClin 300, denos, xuc-
JIOTY CEPHYI0, TEeTPAMETUIOCH3UINH B KOHIIEHTpA-
USIX, yKasauHex B 1. 2.2. «Coctas Habopayr.

Bce kommomenTH HabOpa, comep KaIye B CBO-
€M COCTaBe MATepPUAaJIBl YeJIOBEYECKOT0 TTPOUCXOIK-
IIeHUsI, THAKTUBUPOBAHEL.

4.4. Ilpu pabGore ¢ wuccaemyeMbIMU, KOH-
TPOJBHBIM 00pas3iiaMu CcjaeayeT COOTIATh Mephl
MIPeJOCTOPOsKHOCTH, IIPUHATHIE IIpu  pabore ¢
TMOTEHITMATBHO  WHQMEKIIMOHHBIM  MaTepPHUAaJIOM.
OcHoBHEBEIE TIpaBWJIa paboTH HW3JIO:KeHBI B «MH-
CTPYKITMH II0 MepaM IPOQUIAKTAKH PaCIpocTpa-
HeHUs NHQEKIIMOHHBIX 3a00J1eBaHUHI IIPH paboTe B
KJIMHUKO-TUATHOCTHYECKUX JTA00paTOPHUsIX Jieued-
HO-TTPOPUIAKTHIECKUX YUPEIKICHUI, YTBEPIKICH-
ot Muuaapasom CCCP 17 suBaps 1991 1.
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4.5. ITpu ucosib3oBaHMH HAOOPA 00PA3YIOTCS OT-
xoxel kitaccoB A, B u I, korophre kinaccuduimpyores
U YHHUYTOKAIOTCA (YTUIU3UPYIOTCSI) B COOTBETCTBUU
¢ CaulluH 2.1.3684-21 «CanurapHO-3IIHIEeMEIO0JIO-
ravecKre TPeOOBAHUSA K COMEPIKAHUI0 TePPUTOPHHA
TOPOJICKUX M CEJIbCKUX ITOCEJIEHUM, K BOTHBIM 00HeK-
TaM, UTHEBOM BOJie U MUTHEBOMY BOJIOCHAOIKEHUIO,
aTMoc)epHOMY BO3YXY, IIOUYBAM, JKUJIBIM ITOMEIIe-
HUSM, OKCIUIyaTalluy IIPOM3BOICTBEHHEIX, OOIIe-
CTBEHHBIX IIOMEIIEHUH, OPraHU3AIINH 1 IIPOBEIEHIIO
CAHUTAPHO-IIPOTUBOIIUIEMIYECKUX  (IPOQIIAKTH-
YEeCKUX) MEPOIIPHSITHIN.

4.6. Jlesundexiio HaOOPOB peareHTOB, IIO-
CyIbl ¥ MATEPUAJIOB, KOHTAKTUPOBABIIIUX C UCCJIE-
IyeMBIMH ¥ KOHTPOJIbHBIMU 00pasiiaMU, CJIeIyeT
apoBoguTh mo MY 287-113 «Merogudeckue yka-
3aHUS 110 JEe3WHQEKIINH, IpeICTepUIn3allnOHHON
OYMCTKE W CTePUIUIAINN U3EJTUN MEeTUITTHCKOTO
Ha3HAYEHUS.

4.7. Tlporuronoxasauus. He mpumenumo. N3-
Jesne IIpeIHAasHaAYeHo IS KJIMHUYeCKOoM Jabopa-
TOPHOU JTUATHOCTUKMU.

5. ObOPYOOBAHUE U MATEPUANDI,
HEOBXOAUMBIE NP PABOTE C HABOPOM:

— ComerrpodoromMerp, MO3BOJIAIOIIMI IIPOBOAUTL M3Me-
peHHUs OITHYECKOM IIOTHOCTH PACTBOPOB B JIYHKAX
IJTAHITIeTa ITPXU OCHOBHOM JIJTMHE BOJIHBI 450 HM U JJTH-
He BOJIHBI CpaBHEHUA B nuariazoHe 620—655 Hw; morry-
CKaeTcss U3MepeHune IPY OTHOM JIJIiHe BOJTHBI — 450 HM;
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w060 aBromarndeckuin VIDA-anaamusaTtop oT-
KPBITOTO TUIIA;

— IIedKep TepMOCTATHPYEMbI OpOUTAJILHOTO THIIA, II0-
3BOJIAIONINY TTPOU3BOUTH BCTPAXUBAHUE C YACTOTOM
400-800 o6/MuHn u Temieparype (37+1)°C;

— IIPOMBIBOYHOE YCTPOMCTBO JIJIS IIJIAHIIIETOB;

— XOJIOOWJILHUK OBITOBOI;

— J103aTOpBI OJHOKAHAJIbHBIE CO CMEHHBIMH HAKOHEY-
HUKAMU, [I03BOJISIOIINE OTOMPATDh 00BEMBI SKHUIKOCTH
ot 10 mo 5000 mKJT;

— J103aTOpPhl MHOTOKAaHAJIbHBIE CO CMEHHBIMU HaKOHEY-
HHUKAMH, II03BOJISIOIINE 0OTOMPATh 00bEeMBI sKIIKOCTEM
ot 10 mo 300 MK

— IMJIUHAP MepHBIA BMecTuMocThbio 1000 Mo,

— BOJIa OUCTUJIJIUPOBAHHAST,

— MepyaTKu MeIUINHCKHWEe IUAaTrHOCTUYECKHe OJHO-
pasoBbIE;

— Oymara guibTpoBaIbHAas JIabopaTopHAas;

— JIe3UHQUIIMPYIOIINEe CPeICTBA.

6. AHAJIMUSUPYEMBbIE OBPA3LbI

6.1. TpebGoBaHmsa K yCIOBHAM W IIPOLEIypPaM
BeJIeHUs IIPeaHATUTHYECKOr0 JTAlla KINHUIECKHX
J1a00PATOPHBIX MCCIEIOBAHUM C IEJIBI0 UCKITIOYEHIS
WA OTPAHMYEHNS BJIMSHNA OHIOTEHHEBIX, dK30I€H-
HBIX, ATPOreHHBIX M HHBIX (PAKTOPOB, MEIIAIOIIUX
PABUILHOMY OTPAMKCHHUIO COCTOSTHUA BHYTPCHHEMN
cpebl 00ceIyeMbIX ITAIMeHTOB B Pe3yJIbTaTax KiIu-
HUYECKUX J1a00PaTOPHBIX MCCIICIOBAHMIA M3JI0OMKEHBI
BI'OCT P 53079.4-2008 «TexmHosrornu 1abopaTopHbIE
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rimHnveckre. ObecrieueHne KayecTBa KIMHUUIECKUX
JnabopaTopHbIX uccaemoBanuii. Yacrs 4. [Ipasuiia Be-
JTeHUST TIPeaHaTUTIHIECKOT0 ITATIaN.

Basitue, TpancmopTupoBaHue U XpaHeHWE HC-
CJTeJTyeMOTO MaTeprasia OCYIIEeCTBIISETCS COTJIACHO
MYV 4.2.2039-05 «Texuura coopa 1 TPaHCIOPTHUPO-
BaHUI OMOMATEPHUAJIOB B MUKPOOUOJIOTUYECKUE JIa-
GopaTtopum», yTBEPIKIEHHBIM PocrmoTpedHa 3opoM
u Pexomenmarnmam «Opranusarius mpeaHaaIuTuye-
CKOTO dTalia MPHU IMeHTPAJIU3AINN J1ab0paTOPHBIX
HCCJIeIOBAHUI, 0M00PEHHBIM TPOQUIIEHOM KOMC-
cueit Muusnpasa Poccun 1o KanmHIYeckoi jabopa-
TopHOI nuaraHoctuke 30.05.2013.

6.2. 1151 mpoBeeHMsI aHaIN3a UCIIOJIb30BATh
00pasIfbl CBIBOPOTKM, Iia3dMbl (¢ Li-remapumaom)
KPOBHU YeJIOBEKA.

6.3. OOpasipl CHIBOPOTKEM (ILJIA3MBI) KPOBH
cieayeT XxpaHuTh npu temmepatype (2—8)°C me 6o-
Jee 5 CyTOK, niu Ipu Temieparype muuyc 18°C u
HIKe, He OoJiee 3 MeCsIleB WK 10 12 MecsAlleB Ipu
temiieparype He Bbie muuyc 40°C. IToBTOpHOE
pasMopaskuBaHUe U 3aMOPAKUBAHNE aHATIU3UPYe-
MBIX 00pa3rioB He gomyckaercs. [locite pasmopasku-
BaHUs 00pa3Ifhbl CIeIyeT TIATeIbHO IIepeMelaTh.

6.4. O6pasmbl CHIBOPOTKM (IIJIa3MBI) KPOBH,
cofepsKaliye B3BEIIeHHbIEe YACTHUIIHI, HEe0OXOIMMO
OYHCTHUTDH IIEHTPUPYTHPOBAHUEM.

6.5. O6pasiipl ¢ IPHUCYTCTBHEM BBIPAMKEHHOIO
TeMOoJIM3a M KOATYJIAINU (HaJIU4Yhe CTYCTKOB) He
TOJIXOIAT JIJIST TECTUPOBAHHUS.
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7.N10AIrOTOBKA KOMIMOHEHTOB ONA AHAIIU3A

7.1. Buumanue! Tuaamenvroe cobniiooernue
ONUCAHHBIX HUIHCE MPedo8aHUll 0380 ITUM U3-
besrcams uckadcenus pesysnvmamos HDA.

— Ilepen mocTaHOBKOU peaKIMU BCE KOMIIOHEH-
ThI Ha0Opa HeOOXOOWMO BBIAEPIKATh IIPU TEeMIIepaType
(18-26)°C me menee 30 MuH.

— Ilpu npobuom wmcmosib3oBaHMu Habopa mociie
oTOopa HeoOXOIUMOro KOJMYECTBA KOMIIOHEHTOB Jia-
KOHBI C PACTBOPAMH HEOOXOIMMO IJIOTHO 3aKpPBITh, a
OCTaBIIIHECS CTPUIIBI Cpa3y yIaKoBaTh B ITAKET C BJa-
TOIIOTJIOTUTEJIEM, YIAJUTh W3 HEro BO3AYX U IJIOTHO
3aKpBITH 3aMOK. XpaHUTHL Ipu Temieparype (2—-8)°C,
WCIOJIF30BATh B TEUEHHE BCETO CPOKA TOJHOCTH Habopa.
Jlonycraerca xpanenne DOCB-TX25 u crom-pearenTa
mpu temueparype (2—30)°C.

— Heobxomumo wusberath BO3JIEHCTBHE IIPSIMOTO
COJTHEUHOTO cBeTa Ha pactsop TMDB mirfoc mpu 1moaroTos-
Ke u nipoBenennu VDA,

— Ilpu mocramoBrke MDA Henb3sd HCIIOIb30BATH
KOMIIOHEHTHI M3 HAa0OPOB PA3HBIX CEPUI MJIU CMEIIUBATD
WX TPU IIPUTOTOBJIEHUH PACTBOPOB, KPOME HeCITeIudu-
veckux xommoHeHToB (DCB-Tx25, pacrsop TMB mioc,
CTOIT-PeareHT), KOTOpbhle B3aMMO3aMeHsieMbl B Habopax
AO «Bexrop-Becm.

— Henp3sa wucmonb3oBaTh peareHTH U3 HAOOPOB
IPYyTruxX GUPM-IIPOU3BOJUTEIIEH.

— Ilpm mpuroToBeHUU PACcTBOPOB U IIPOBEICHUU
HW®A crenyer mCIIoIb30BaTh OJHOPA30BHIE HAKOHEUYHU-
KU JIJIST T03ATOPOB.

12 T-8437



— Ilpm wmcnomb3oBaHMM aBTOMATHYECKOTO YCTPOM-
CTBA ]I MPOMBIBKY ILIAHIIIETOB HEOOXOIUMO CJIETUTH 34
YKCTOTOM €MKOCTH JIJIsI IIPOMBIBOYHOTO PACTBOPA W COEJIH-
HUTEJIBHBIX IIJIAHTOB: B HUX HE JOJKHO OBITh MHKPOOHOM
KOHTAMUHAITIH. J[J1s1 TpeToTBpallieHIs 3aCOPEHUST UTJT IIPO-
MBIBOYHOTO YCTPOMCTBA B KOHITE pAGOUero JTHs 0053aTeTHHO
CJIeIyeT BBIIIOJHUTH IIPOIIEYPY OIOJACKUBAHUS CHACTEMBI
HOJAYM SKMIKOCTH JUCTILIMPOBAHHOM Bomon. OmmH pas B
HeJIeJII0 Heo0XO0MMO ITPOM3BOJIUTh 3aMavnBaHUe BCEH CHU-
CTEMBI IIPOMBIBOYHOIO YCTPOoiicTBa B 70% crimpTe MK B IPY-
TOM pacTBOpe, PEKOMEHIOBAHHOM HHCTPYKIIHEH K IIPUO0pY.

— st mesauHEKINY TOCY bl U MATEPUAJIOB, KOH-
TAKTUPYIOIINX C UCCIIETYEMBIMU U KOHTPOJIBbHBIMU 00pas-
IaMH, PEKOMEH/IyeM HCII0JIB30BATh JAe3UH(MUITUPYIOIIHe
CpeJ/icTBa, He OKAa3BIBAIOIIME HEraTHBHOTO BO3JIEHCTBUS
Ha radectBo MDA, He comepsranirie aKTUBHBIN KHUCIOPOJT
¥ XJIOp, HAIIpUMep, KOMOMHUPOBAHHBIE CPEJICTBA HA OC-
HoBe YAC (4eTBepPTUYHBIX AMMOHWEBBIX COEIWHEHWUI),
CIIUPTOB, TPETUYHBIX AMUHOB.

— B ciryyae moBTOPHOTO WMCITOJIB30BAHUS IIOCYTY
(BAaHHOYKM) IJIA KOHBIOTaTa HEOOXOIMMO IPOMBITE IIPO-
TOYHON BOJOM ¥ TIIATEJHHO OIOJOCHYTH IUCTHJLIHPO-
BAHHOM BOMOI; mocyny (BaHHOYKH) JJisi pactBopa TMbB
TLITIOC OTIOJIOCHYTH BOJOH, IPOMBITH 70% 3THIJIOBBIM CITUP-
TOM W TIIATEJBHO OTMBITH JUCTHUJIJIMPOBAHHON BOJIOM.
Henbast o6pabaTeiBaTs mocy 1y (BAHHOYKHN) JTe3WHQUIIH-
PYOIIUMHI PACTBOPAMHU M MOIOIIUMU CPEJICTBAMH.

— Josaroper 1 paboure ITOBEpPXHOCTH 00pabaTHI-
BaTh TOJIBKO 70% pacTBOpoM JaTHJIOBOTO crupra. He wme-
II0JTE30BATH MIEPEKUCH BOJOPO/IA, XJTIOPAMUH.
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7.2. IlogroroBka miannoiera.

BCKprTB IIaKeT BEIIIIEe 3aMKa M YCTaHOBHUTDH
HA paMKy HeoOXO0amMoe JJIsI IIPOBEIeHUS aHaIn3a
KOJIMYEeCTBO CTPUIIOB. HCHOJILC’»OB&T]) B TeueHue 1 41
nocye yeranoBkn. OcTaBIInecs HeNCII0Ib30BAHHEI-
MM CTPHUIIBI HEMEOJIEHHO IIOMECTHUTh BHOBD B ITIAKET
¢ BJIATOIOIJIOTHTEJIEM, yJaJIMTh M3 HEro BO3IYX,
IIJIOTHO 3aKPBITH 3aMOK.

Xparnums npu memnepamype om 2 do 8°C
8 meueHnue 6ce20 CPoKa 200HOCMU HAbOPA.

7.3. IlpurorosjieHne MPOMBIBOYHOTO

pacrtsopa.

[Tepemermats comepsrmmoe irarorna ¢ ODCB-Tx25.
[Ipu BeITamEeHNY B KOHIIEHTPATE 0CASKA COJIEH IIPO-
rpeth ero mmpu temieparype (30—-40)°C mo mosrHOTO
PacTBOPEHMS OCamKAa.

B coorBercTBHMM ¢ YHMCIOM MCIOJIB3YEMBIX
crpumoB  (cM. TAOJMIy pacxoga KOMIIOHEHTOB)
BHECTH B MEPHBIN IIUJINHIP HEO0XO0MUMOe KOJIMYe-
crBo koHienTpara ®CB-TX25 u moBectu mo coot-
BETCTBYIOIIEro 00beMa TUCTUJLIIMPOBAHHOM BOJIOM,
TIIATEIbHO IIepeMellaTh.

Xpanenue: npu memnepamype (2-8)°C ne 60-
nee 1 mecaua unu npu (18-26)°C ne 6onee 7 cymok.

7.4. Kouslorar.
Kownwsioeam 2omos Kk ucnoswvzosanuio. B co-
OTBETCTBUU C YHCJIOM WCIIOJIb3YEMBIX CTPUIIOB
(cM. TabamIly pacxoma KOMIIOHEHTOB) 0TOOpaTh B
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TabGauma pacxoma KOMIOHEHTOB

x MpOMbIBOYHbIN pacTBop
$ qié KoHbtorar, PacTsop
§28 [ecmTas | A | ) THE TS
§ Mn
2 4,0 no 100 2,0 2,0
3 6,0 no 150 3,0 3,0
4 8,0 0o 200 4,0 4,0
5 10,0 no 250 5,0 5,0
6 12,0 no 300 6,0 6,0
7 14,0 no 350 7,0 7,0
8 16,0 no 400 8,0 8,0
9 18,0 no 450 9,0 9,0
10 20,0 no 500 10,0 10,0
11 22,0 no 550 11,0 11,0
12 24,0 0o 600 12,0 12,0

BAHHOYKY JIJIST peareHTa HeoO0X0IrMM0oe KOJIMIECTBO
KOH'BIOTATA.

Xparerue: nocse nepso2o 8CKPbLMUSL 8 NJIOM-
HO 3aKpbimom ghaarorne npu memnepamype (2-8)°C
8 meuerue 8ce2o cpoka 200HOCMU HAboOPa.

7.5. Pacteop TMB maroc.
Pacmeop TMBE nniwoc eomos K ucnosib308a-
Huio. HemocpeacTBeHHO mepes BHECEHUEM U B CO-
OTBETCTBUM C YHCJIOM WCIIOJIb3YEMBIX CTPUIIOB
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(cm. TabsmIty pacxojia KOMIIOHEHTOB) 0TOOpATh He-
obxomgumoe Kosmdectso pacrsopa TMB mitoc B BaH-
HOUKY JIJIs peareHra.

Xpanerue: nocue nepeoeo 8CKPuLMUL 6 NJLOM-
HO 3AKPbLMoOM (aiarkoHe npu memnepamype (2-8)°C
6 meuenue 6ce2o CPOKa 200HOCMU Habopa.

7.6. Iloaroroska mnccieayemMbIx 00pPa3IioB.
Uccaenyembie 00pasiibl CBIBOPOTKY (TIJIA3MBI)
KPOBHU CJIEJIyeT BBIAEPKATh MPH TeMIlepaType
(18-26)°C me menee 30 MuH.

7.7. IlonroroBka KaInMOPOBOYHBIX
U KOHTPOJIbHBIX 00pPa310B

Kommmert Nol:

OTKpBITH (PJIAKOH, He JOIYCKas IIOTEePH JIHO-
umu3npoBaHHOrO MaTepruasa, BHECTA BO (PIIAKOH
0,7 MJI TUCTUJIMPOBAHHON BOMIBI. 3aTeM aKKypat-
HO 3aKpBITh (PJIAKOH ¥ BBIIep:kaTb ero 30 MwuH,
HEePUOINYECKN OCTOPOYKHO IIepeMeIlNBas IIyTeM
IepeBOpPavYNBAHUS ¥ BpallleHus (QJIaKkoHa BpydY-
HyI0, n3berass obpasoBauusa meHbl. [Ipu apobHOM
HUCIT0Ib30BaHUN HAOOpa HpU HEOOXOIMMOCTH pas-
IeJIUTh HA AJWKBOTHl PACTBOPEHHBIE KaJIHOPO-
BOYHBIE ¥ KOHTPOJIBHEIM 0Opa3Lbl 1 IIOMECTUTH B
MOPO3HJILHYIO KaMepy.

Xpanerue: pacmeoperHbili KaaubposouHbLli/
KOHMPOJIbHbLL 00paszel, XpaHums npu memnepa-
mype om 2 0o 8°C ne bosiee 1 mecaua uni npu mem-
nepamype muryc 18°C 6 meuenue cpoka 200Hocmu
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8 NJIOMHO 3AKPLLIMOM 8U0e, neped UCNOJIb30BAHUCM
svLdepoicamdv npu memnepamype om 18 do 26°C &
meuernue 30 mun. He donyckaemes noemophoe 3a-
MOPAXCUBAHUE/OMMAUBAHUE KOHMPOJTIBHOZ0 U K-
JIUOPOBOUHDBLX 06PA3L08.

Komvmrext No2:

l'oToBbIe KATMOPOBOYHBIE M KOHTPOJILHBINA 00-
PAa3IIBl He TPEOYIOT JIOIIOIHUTEIEHON TOATOTOBKH.

Xparnenue: nocse nepeo2o 6CKPbLMUSL 8 NJIOM-
HO 3aKpbimoMm (haaKoHe npu memnepamype om 2
00 8°C 8 meuenue 8ce2o cpoka 200HOCMU HAbBOPQ.

7.8. Crom-peareut
CTon-peareHT T'OTOB K HCIIOJIB30BAHUIO.
Xparernue: nocsie nepeo2o 6CKPbLMUS 8 NJIOMHO
3akpoimom aarxone npu memnepamype (2-30)°C
6 meuenue 6ce20 CpoKa 200HOCMU HAbOPA.

8. NTIPOBEOEHUE AHATNTU3A

8.1. Buectu B 1y0i1s1X, HAUMHAS C BEPXHUX JIy-
HOK IIePBBIX JIBYX CTPHUIIOB, 110 50 MKJI KaKJ0TO Ka-
JIuOPOBOYHOTO 00pasiia u 1mo 50 MKJI KOHTPOJIBHOTO
obpasra. B ocranbHBIE JIYHKM BHECTH B IyOJIAX
o 50 MKJI aHaJIHU3UPYyEeMBIX 00PA3IIOB CHIBOPOTKHU
(IL1a3MBI) KPOBH.

Bpewms BHecenust 00pasiioB He JOJIKHO ITPEBHI-
math 20 MUuH.

8.2. Buectu Bo Bce ayuku 1mo 100 MKJI KOHBIO-
rara (cM. 1. 7.4.), 3aKJIENTh CTPUIIBI TIEHKON U WH-
KyOupoBaTh 60 MUH IIpU BCTPSIXUBAHUHY Ha IIeHKepe
¢ vacroroit 650 06/muH u Temieparype (37+1)°C.
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OcTaTkn KOHBIOraTa W3 BAHHOYKM YTHJIM3H-
poBath (He ciuéambv 60 hJIAKOH C UCXOOHBIM
KOH®102amom).

8.3. Ilo oxoHUaHuyM MHKYOAIIMK CHATDH JIWII-
KYIO IUIEHKY U [IOMECTUTD €€ B COCY/I C JIe3UHQUITH-
pytoruM pactBopoM. C IIOMOIIBI0 ITPOMBIBOYHOTO
YCTPOMCTBA MPOMBITE JIYHKHU ILIAHIIETA 5 paad mpo-
MBIBOYHBIM pacTBopoM (1I. 7.3), depemyst acmmpa-
U0 U HeMeIJIEHHOe 3aII0JIHeHMe JIVHOK KasKIoro
crpuna. B kamayo ayHKy BHOCUTH 350 MKJI sKHI-
KOCTH B IIpoIlecce KaskJIoro [IUKJIa IIPOMBIBKHU. Bpe-
MsA MEJKJIy 3alOoJIHEeHWEM U OIOPOKHEHUEM JIYHOK
nossxHO O0bITh He MeHee 30 cex. Heobxomumo nobwu-
BATBLCSA TIOJTHOTO OMOPOKHEHUS JIYHOK II0CJIe KasK-
IIOr0 IIMKJIA IIPOMBIBKH. 110 OKOHUAHMY IIPOMBIBKHA
OCTATKH BJIATH M3 JIYHOK TINATEJILHO YIAJIUTh, I10-
CTYKUBAs IIePEeBEePHYTHIM ILJIAHIIIETOM I10 (DUJIBTPO-
BaJIBHOM Oymare.

8.4. Buectu Bo Bce mynru mmo 100 Mra pac-
tBopa TMB mumioc (cm. m. 7.5.) u mHKyOMpOBATL B
3aIUIIEHHOM OT IIPSIMOr0 COJIHEYHOI0 CBETa MeCTe
15 MUH IIpU BCTPAXUBAHUY Ha IIIEHKEpe C YaCTOTOH
650 o6/MuH u Temmepatype (37+1)°C.

Ocrarekn pacreopa TMB mmoc m3 BaHHOYKH
YTUJIN3UPOBATL (He ciuéambvb 60 (HJiakoH C uc-
XOOHbBILM PACMEOPOM).

8.5. Buectu Bo Bce aynru mo 100 MkJi cror-
pearenra. BerpsaxHyTh IUIaHIIET HA IIeHKepe B
TeueHne 10—15 cek, Ipu 9TOM COJIEPIKUMOE JIYHOK
OKpAaIIBAETCS B JKEJITBIN 1TBET.
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8.6. Mamepurh BeIWYMHY OINTUYECKOM ILIOT-
HOCTH PacTBOPOB B JIYHKaX Ha CIEKTPOdOoTOMETpE B
JIBYXBOJIHOBOM PEsKMMe: IIPY OCHOBHOM JIJIMHE BOJI-
HEI 450 HM U pedepeHCHOHN IJIrHe BOJIHBI B IHa-
nasone 620—655 um. Jlomyckaercss namepenue opu
omHO# mrmHe BoJrHbI — 450 HM. Bpems mexxy ocra-
HOBKOM PEeaxrIINy U U3MepPeHneM OIITHIECKOH TIJIOT-
HOCTHU He JOJIKHO IpeBsImaTh 10 MuH.

9. YYET PE3YNIbTATOB

9.1. Brrumcauth cpenHue apudMeTHIECCKHE
3HAUEHUSA ONTHUYECKOU IIJIOTHOCTH HJI KaKIOU
mapsl JIYHOK, COJEPIKAIINX KAJIUOPOBOYHBIE, KOH-
TPOJILHBIN ¥ aHAJU3UPYEMBIe 00Pa3IIh.

9.2. TloctpouTth B JHWHEUHBIX KOOPAUHATAX
KaJIMOPOBOYHBIA T'padUK 3aBHUCUMOCTH CPEIHEro
apuMETHIECKOT0 3HAYEHUSA ONTUYECKOM ILJIOTHO-
cru oT KoHueHTpanuu CYFRA 21-1 B kanubposou-
HBIX 00pasiax (Hr/mi).

9.3. Onpenenurs KouieaTpanmio CYFRA 21-1
B KOHTPOJILHOM 00pasIie W aHaJIHu3upPyeMBIX 00paas-
11aX [0 KaJIUOPOBOYHOMY I'paduKy.

Eciau woumenrpanua CYFRA 21-1 B amanu-
3UpPyeMBIX 00pasilax CHIBOPOTKH KPOBHU IIPEBBI-
mraet 50 Hr/MII, 00paserr ciaeayeT JOIOJTHUTEIBHO
pa3BeCTH PACTBOPOM JIJIsI PA3BEEHUSI CBIBOPOTOK
B 20 pas (20 MrJg amasmaumpyemoro obpasma +
380 MK pacTBOpa IJId Pa3BeIeHUs CBIBOPOTOK),
MOBTOPUTH aHAJIU3 U MOJYUYEHHBIN Pe3yJIbTaT yM-
HOKUTH Ha 20.
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9.4. PesynbraThl aHaim3a aHAJIU3UPYEMBIX
00pAasIoB YUYUTHIBATD, €CIIU OY/IyT BBHITIOJTHEHEI CJIe-
JYIOIIIHEe YCJIOBUS:

— OII, < OII; < OII;5 < Ol < Ollgs < OIT5;

— OlIl;5g > 1,0 ex. omrr. mwioTH. (e.0.), rme Olls,—
3HAYEeHWe ONTUYECKOM IJIOTHOCTH B JIYHKE C KaJIH-
OpoBouHBbIM 00paaioM 50 HI /MUT;

— OIl<0,1e.0,;

— BBIYKCJIEHHOE II0 KaJIMOPOBOYHOMY IpadprKy
anauvenne kourentparmu CYFRA 21-1 B koHTpOJTE-
HOM 00paaiie COOTBETCTBYET IMATIA30HY KOHIIEHTpA-
1A, YKa3aHHOMY Ha 9THKeTKe (JIaKOHA.

OH(), OHl, OH5, OH109 OH25 u OH50—cpe,uH1/1e
3HAYEHWe ONTUYECKON IJIOTHOCTH KaJTHOPOBOYHBIX
obpaazmos 0, 1, 5, 10, 25, 50 HI/MJI COOTBETCTBEHHO.

10. YCNOoBUA TPAHCIMMOPTUPOBAHUA, XPAHEHUA
M NMPUMEHEHUA HABOPA

10.1. TpaucmopTUpOBATH H3AEJIUSI CJIEIYET
TPAHCIIOPTOM BCEeX BHUIOB B KPBITHIX TPAHCIIOPT-
HBIX CPEeJCTBAX B COOTBETCTBUU C IPABUJIAMU IIe-
PeBO30K, JIeUCTBYIOIIUMU HA TPAHCIIOPTE JAHHOTO
Buma, npu temmeparype (2—-8)°C. Jlomyckaercs
TPaHCIIOPTUPOBAHME IIPU Temmeparype o 26°C
He bosree 10 cyToK.

10.2. Xpamenme Habopa B yIIAKOBKe IIpe-
OPUATUSA-U3TOTOBUTEISA JIOJIFKHO IIPOU3BOIUTHCS
mpu temieparype (2—8)°C B TedueHme BCero cpoka
TOJTHOCTH B XOJIOAUJIBHBIX KaMepax MJIU XOJIOTUITh-
HUKAX, 00eCIeYMBaIOIINX PerjJaMeHTHPOBAHHBIN
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TEeMIEePaTYPHBIA PEKUM C €/KeTHEeBHOM perucrpa-
1mel TeMIlepaTyphl.

10.3. Cpox rogeHOCTH HabOpa peareHToB — 12 Me-
CSAIIEB CO JHs BhITycka. He qomyckaercst mprMeHeHme
HA0OPOB TI0 UCTEUEHUN CPOKA WX TOHOCTH.

10.4. Jlnsa mosrydeHusT HaAeKHBIX Pe3yJIbTa-
TOB HEOOXOJIMMO CTPOroe COOTI0AeHNe NHCTPYKIIUU
10 TIPUMEHEHUI0 Habopa.

10.5. HaGop mipenmasuayeH st 0THOKPATHO-
0 IpUMEHEHHUS.

11. FAPAHTUAHbIE OBA3ATENBLCTBA

11.1. IIpousBoguTesib rapaHTHPYET COOTBET-
CTBHUE BBIIYCKAEMBIX M3LEJINi TPeOOBAHUAM HOP-
MaTUBHOMN M TEXHUYECKOU JOKYMEHTAIINH.

BesomacHocTs 1 KavecTBO M3 TapaHTH-
PYIOTCS B TeUeHME BCEeTO CPOKa TOTHOCTH.

11.2. IIponsBoguTesib OTBEUAET 34 HEIOCTATKI
u3aesus, 3a UCKIYeHreM 1ed)eKTOB, BOSHUKIITUX
BCJIEJICTBUE HAPYIIEHUS ITPAaBUJI IOJIL30BAHUSA, yC-
JIOBUH TPAHCIIOPTHPOBAHUS U XPAHEHUS, JIN00 Jeii-
CTBUS TPETHUX JIUII, JIKLOO HEIIPEOqOJUMOM CUJIBL.

11.3. IIpousBoauTesb 00sg3yeTcs 3a CBOM cueT
3aMeHUTh U3JleJIne, TeXHUUEeCKre U PyHKITMOHAIIb-
HbIe XapaKTePUCTUKY (IT0OTPeOUTEeIbCKIE CBOMCTBA)
KOTOPOTO HE COOTBETCTBYIOT HOPMATHUBHOU U TeX-
HUYECKOH MOKYMEHTAIIUH, €CJI YKa3aHHbIe Heo-
CTATKH SIBHJIMCH CJIEICTBHEM CKPBITOTO Jederra
MaTepruaJioB UM HEKAaYeCTBEHHOTO M3TOTOBJIEHUS
U3JIeJ NS TITIPONU3BOIUTEIIEM.

7-8437 21



IIo Bompocam, kacamoiuMca KadecTBa Hadopa
«CYFRA 21-1-UDA-BECT»,
ciemyet obpamiatbes B AO «Bexrop-Becm»
10 azpecy:
630559, HoBocubupcras 00/1acTh,
p.1r. Koseiioso, a/s 121,
Tes. (383) 227-67-64, (383) 227-75-41.
E-mail: vbobtk@uector-best.ru

Kparkasa cxema nposenenus UOA
IJia HADOpa peareHToB
«CYFRA 21-1-U®A-BECT»
Hcnonvzosamb mosibko nocie 8 HUMAMESIbHO20
03HAKOMJICHUSL C UHCMPYyKLuell!
Buecru: mo 50 MEJI KaJMOPOBOUYHBIX W KOH-
TPOJIBHOTO 00PA3IIOB B Iy0JIAX;
10 50 MKJI aHAJIM3UPYEMBbIX 00pa3IoB

B Oy0JIaX.
Buecru: o 100 MKJI KOHBIOTATA.
Nuxyouposars: 60 mun, 37°C, 650 06/MuH.
IIpombITh: IIPOMBIBOYHBIM PACTBOPOM,

350 Mk, 5 pas.
Buecru: mo 100 Mkt pactBopa TMB 1wutioc.
Nuxyouposars: 15 mun, 37°C, 650 06/MuH, B TEMHOTE.
Buecru: o 100 MKJI cTOII-peareHTa.
Usmepurs: OIl mpu 450 M / pedepencHas

nanHa BOJHBI 620—-655 HM.
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I'padhnueckue cuMmBOIIBI

i
m
M

Homep no katanory

MeauumHckoe
nagenvie aons
[VarHoCTuku in vitro

<

Copepxumoro
[0CTaToO4HO

0N NpoBeaeHus
n-KonuyecTBa TeCToB

B>

He ctepunbHo

TemnepaTypHbIn

no NpUMeHeHuno

LOT
Kog naptumn /1' AVIanasoH
[ata
d WaroTosuTens ﬂ N3rOTOBIEHUS
Ob6paTuTecb
g Mcnonb3osatb A0 ... DE] K MIHCTPYKLMM
no NpUMeHeHUo
OcTopoxHo!
O6partutecs yyyy-wm-op | data B doopmare
A K MIHCTpyKUun vryvwm | FOA-Mecau-flexs

[on-Mecsy,

Koucynsranurio cnenuanucra mo padore ¢ Ha0o-

POM MOSKHO IIOJIYIHUTH MO TeJL: (383) 227-75-41.

26.12.22.




AKUMOHEPHOE OBLLIECTBO
«BEKTOP-BECT»

MexayHapogHbii ceptudmkat ISO 13485

Haw agpec: 630117, HoBocnbupck-117, a/a 492
Ten.: (383) 252-51-66, 252-51-68, 252-51-65,
252-51-64, 252-51-67
E-mail: vbmarket@vector-best.ru

www.vector-best.ru
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