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ENGLISH
1. INTENDED USE

The Yersinia enterocolitica IgG ELISA is intended for the qualitative determination of IgG class antibodies against antigens of the
70 kb virulence plasmid of Yersinia enterocolitica in human serum or plasma (citrate, heparin). The ELISA is intended for use as
an aid in identifying individuals with an adaptive immune response to Yersinia enterocolitica. The determination of increased
antibody levels contributes to diagnosis of Yersinia-induced reactive arthritis. The test is not intended for diagnosing acute enteric
diseases.

2. 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.

3. MATERIALS

3.1. Reagents supplied

] Microtiterplate: 12 break-apart 8-well snap-off strips coated with specific antigen; in resealable aluminium foil.
] [DIL |: 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).
] SOLN| STOP [: 1 bottle containing 15 mL sulphuric acid, 0.2 mol/L; ready to use; red cap.

. [ WASH| BUF| 20x |: 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; 0.2% (w/v) 5-Bromo-5-nitro-1,3-dioxane.

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

] SUB|[TMB [: 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
(3:1).

For hazard and precautionary statements see 11.1

3.2. Materials supplied

- 1 Cover foll

] 1 Instruction for use (IFU)

] 1 Plate layout

3.3. 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

4. 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.

5. 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!

5.1. Microtiterplate

The break-apart snap-off strips are coated with specific antigen. 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.



5.2. |WASH]|BUF]20x]|

Dilute |WASH|BUF|20x| 1+19; e.g. 10mL |WASH|BUF|20x| + 190mL distilled water. The diluted buffer
(WASH| BUF| 1x ) 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.

5.3

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 | SUB | TMB | turns into blue, it may have become contaminated and should be thrown away.

6. 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.

6.1. Sample Dilution

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

7. 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 11. 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.
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 | WASH| BUF| 1x | 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 pL | SUB [ TMB |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 | SOLN|[ STOP | into all wells in the same order and at the same rate as for the | SUB | TMB |, thereby a

colour change from blue to yellow occurs.
11. Measure the absorbance at 450/620 nm within 30 min after addition of the [ SOLN [ STOP |.
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7.1. 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.



8. RESULTS

8.1. 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.

8.2. 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
8.2.1. Results in Units [NTU]
Sample (mean) absorbance value x 10 = [NovaTec Units = NTU]
Cut-off
Example: 1.591x10 = 37 NTU (Units)
0.43
8.3. 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).

. B Antibodies against the pathogen could not be detected clearly.
Equivocal 9-11NTU It is recommended to repeat the test with a fresh sample in 2 to 4 weeks.
Negative <9 NTU The sa_mple contalns_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.

8.3.1. Antibody Isotypes and State of Infection

Serology Significance

Characteristic of the secondary antibody response
19G May persist for several years
High I1gG titer with low IgM titer: — may indicate a past infection

Produced in mucosal linings throughout the body (= protective barrier)
Usually produced early in the course of the infection

IgA




9. 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.

9.1. Precision

Evaluation of precision of the assay was performed according to “CLSI. Evaluation of Precision of Quantitative Measurement
Procedures; Approved Guideline - Third Edition. CLSI document EP05-A3. Wayne, PA: Clinical and Laboratory Standards
Institute; 2014”.

9.1.1. Single-Site Study

The precision study was performed at a single site. A negative, a high negative, a low positive, and a moderate positive sample
were run in 4 replicates, two times per day for 12 days for a total of 96 results.

Mean Repeatability Between Run Within Day Between Day Within lab
Sample n

(NTU) SD %CV SD %CV SD %CV SD %CV SD %CV
moderate 96| 21.50 | 0.8883 | 4.1 |1.6690| 7.8 |1.8907| 88 |09469| 44 |21145| 98
pOSItIVe
low positive 96 | 1528 | 06923 | 45 |1.0913| 7.1 |[12924| 85 |0.0000| 00 |1.2924| 85
high negative 96| 856 |05784| 6.8 |07467| 87 |09445| 11.0 |0.2395| 2.8 |0.9744| 11.4
negative 96| 460 |04439| 97 |03461| 75 |05620| 122 |0.1438| 3.1 |05810| 126

9.1.2.  Multisite-Study

The precision study was performed at two different sites. A negative, a high negative, a low positive, and a moderate positive
sample were run in 5 replicates, once a day for 5 days for a total of 50 results.

Mean Repeatability Within Site Reproducibility
Sample n

(NTU) SD %CV SD %CV sSD %CV
moderate positive 50 21.68 0.6338 2.9 1.4163 6.5 2.1946 10.1
low positive 50 14.58 0.5295 3.6 1.1098 7.6 1.2922 8.9
high negative 50 8.60 0.4094 4.8 0.9157 10.6 1.2857 14.9
negative 50 3.93 0.3859 9.8 0.7162 18.2 0.9696 24.7

9.2. Diagnostic Specificity

The diagnostic specificity is defined as the probability of the assay of scoring negative in the absence of the specific analyte. It is
98.82 % (95 % confidence interval: 95.81 % - 99.86 %).

9.3. 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
95.65 % (95 % confidence interval: 85.16 % - 99.47 %).

9.4. Interferences

The assay was evaluated for interferences according to guideline EP07-A3 (“Interference Testing in Clinical Chemistry” from the
Clinical and Laboratory Standards Institute). Three samples, covering the relevant measuring range, were spiked with high levels
of interferents and were tested along with the unspiked sample. The following table shows the tested substances added to patient
samples at the indicated concentrations. These correspond to the recommendations in the CLSI guideline to represent
pathological elevated concentrations in patient samples.

Interferent Concentration tested
Albumin 60 mg/mL
Bilirubin, unconjugated 0.4 mg/mL
Bilirubin, conjugated 0.4 mg/mL
Cholesterol 4 mg/mL
Hemoglobin 10 mg/mL
Triglycerides 15 mg/mL

No clinically significant interference effect was found for all tested substances.



9.5. Cross Reactivity

A minimum of 5 samples with antibody activities to potentially cross-reacting parameters (Adenovirus, Borrelia burgdorferi,
Brucella, Campylobacter jejuni, Chlamydia pneumoniae, Enterovirus, Epstein-Barr virus, Helicobacter pylori, Parvovirus B19) or
samples positive for ANA or rheumatoid factors, and samples from pregnant women were tested to evaluate the cross reactivity
of the assay. Positive findings were additionally analyzed with a CE-marked reference assay. The results are shown in the
following table.

» Number of positive samples
Pathogen/Condition Samples tested — —
Yersinia enterocolitica 1I9G CE-marked reference assay
Adenovirus 15 2 4
Antinuclear antibodies (ANA) 15 3 2
Borrelia burgdorferi 15 4 4
Brucella 10 9 9
Campylobacter jejuni 8 4 5
Chlamydia pneumoniae 12 4 2
Enterovirus 15 7 5
Epstein-Barr virus (EBV) 15 3 3
Helicobacter pylori 14 6 6
Parvovirus B19 14 6 1
Pregnancy samples 14 1 0
Rheumatoid factor (RF) 13 4 5

Cross-reactions with antibodies against Adenovirus, Borrelia burgdorferi, Brucella, Campylobacter jejuni, Chlamydia pneumoniae,
Enterovirus, Epstein-Barr virus, Helicobacter pylori, Parvovirus B19 as well as with samples from pregnant women or samples
positive for antinuclear antibodies (ANA) or rheumatoid factor (RF) cannot be excluded.

Based on the prevalence values of 4-35 % for anti-Yersinia enterocolitica IgG antibodies reported in the literature, it cannot be
excluded that some of the tested samples are correctly positive'?2.

References

1. Granfors K, Isomé&ki H, Essen R von, Maatela J, Kallioméki JL, Toivanen A. 1983. Yersinia antibodies in inflammatory joint diseases. Clin Exp
Rheumatol 1:215-218.

2. Strieder TGA, Wenzel BE, Prummel MF, Tijssen JGP, Wiersinga WM. 2003. Increased prevalence of antibodies to enteropathogenic Yersinia
enterocolitica virulence proteins in relatives of patients with autoimmune thyroid disease. Clin Exp Immunol 132:278-282. doi:10.1046/.1365-
2249.2003.02139.x.

10. LIMITATIONS OF THE PROCEDURE

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

11. 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 kit.

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.




11.1. Safety note for reagents containing hazardous substances

Reagents may contain CMIT/MIT (3:1) or MIT (refer to 3.1).
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.

Reagents may contain 5-Bromo-5-nitro-1,3-dioxane (refer to 3.1)
Therefore, the following hazard and precautionary statements apply.

Warning H315 Causes skin irritation.
H317 May cause an allergic skin reaction.
P280 Wear protective gloves/ protective clothing.
P302+P352 IF ON SKIN: Wash with plenty of soap and water.

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.

Further information can be found in the safety data sheet.

11.2. 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.

12. ORDERING INFORMATION

REF YERGO0990 Yersinia enterocolitica IgG ELISA (96 Determinations)
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1. HASHAYEHME

1.1. Habop «Uepcunua-IgM-UPA-BECT»
peIHA3HAYEH [1JIs1 BLISBICHUS UMMYHOIJIO0YIMHOB
Kiaacca M K IIaTOreHHBIM HepcHHusM (Yersinia
enterocolitica u Yersinia pseudotuberculosis) B
CHLIBOPOTKE (nJia3Me) KPOBH YeJIOBEKA MEeTOH0M
MMMYHO(EpPMEeHTHOI0 aHAIN3A.

1.2. Habop paccumran Ha mnposemeHme 96
AHAJIM30B, BKJIOUYAA KOHTPOIU. BoaMoskHEL 12 He-
3aBucuMBIX mocTaHoBoK MDA mo 8 aHa/m30B Kaxk-
Ias1, BKJI0YASI KOHTPOJIU.

2. XAPAKTEPUCTUKA HABOPA

2.1. Ilpusnun geicreus.

HaGop pearenroB «Uepcunug-IgM-UDA-
BECT» mpencrasiser coboit Habop peareHTos, oc-
HOBOM KOTOPOTO SIBJISIETCSI CMECh PEKOMOMHAHTHBIX
AHTHUTEHOB MEePCUHUM, COPOMPOBAHHBIX HA IOBEPX-
HOCTH JIYHOK pa300pHOr0 MOJIMCTUPOJIOBOTO ILIAH-
mnmrera.

OCHOBHBIM CBOMCTBOM HAaGopa SIBJISETCS CIIO-
COOHOCTL BBISIBJISITH B CHIBOPOTKE/TLIIA3ME KPOBU
JeJI0BeKa MMMYHOTJI00ysimHbI Ki1acca M k Yersinia
enterocolitica n Yersinia pseudotuberculosis 3a
CUET WX B3AWMOJEUCTBUS C MMMOOMIN30BAHHBI-
vu autureHamu (AI'). AT mpemcrasisior coboit
PeKOMOMHAHTHBIE OeJIKM BHEIIHEH MeMOpaHbl hep-
cuanii (YOPs). JJaunnie AI' BRICOKOCIIEIIM(PMIHEL
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nis Yersinia, He O0OHApPYsKeHBI HU Y KAKUX JPYTUX
OakTepuil M XapaKTEePHBI TOJBKO [JIs IIITAMMOB
Yersinia, matoreHHBIX Iyd desoBexa. O0pasoBa-
HUe KOMILJIEKCA AHTUTeH-aHTUTEJIO BBISBJIAT C
IIOMOIIBI0 HMMMYHO(EPMEHTHOr0 KOHBIrara. Bo
BpeMs WMHKyOAQIlMy C PACTBOPOM TeTpaMeTHJIOeH-
3uAWHA ITPOUCXOJUT OKpaIlMBaHMWE pPAacTBOpa B
JIYHKAX, COJIEePIKAINX KOMILJIEKCHI AHTUTEeH-aHTH-
Tesio». PeakInio ocTaHaBIWBAIOT 100aBJIeHUEM
cror-pearenra. Peaynbratsr MDA perucrpupyor
¢ TIOMOIIIBIO CITIEKTPOOTOMETPA, U3MEPSIST OIITHIE-
ckyio mwiaotHocThb (OIl) B 1ByXBOJIHOBOM pesxmMe:
ocHOBHOU QuitbTp — 450 HM, pedeperc-QUILTP — B
nuamnaszone 620-655 um. {omyctruma perucrparius
pe3yabTaToB ToJbKO ¢ duabrpom 450 mm. Ilocie
uamepenus OIl B JyHKax HA OCHOBAHHUM PACCUH-
ragHoro 3HaveHwua Oll,,,, pesyrbraT mida Kax-
JIOT0 aHAJU3UPYEMOTO 00pas3iia OIeHUBAETCS KaK
TIOJIOKUTEJIBHBIA UJIN OTPUIATEJIbHBIH.

2.2. Cocras Habopa:
* IUIaHIIeT pa30opHBIN ¢ UMMOOUIN30BAHHBIMU aHTUTE-
HaMU UePCUHUN — 1 IIT.;
° IIOJIOYKUTENIbHBIA  KOHTPOJbHBEIM  oOpaserr  (KY),
MHAKTUBUPOBAHHLIN — 1 1., 0,5 Mut;
* OTPUIIATEJIbHBIA  KOHTPOJIbHBIA  obOpaser; (K),
MHAKTUBUPOBAHHLIN — 1 1., 0,5 Mut;
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* xowbwioraT (ammumena k IgM uenosexa, meuerHble
nepoxcudasot xpera) — 1 . mnm 2 ir.;

* pacrBop 1 passenenus chBoporok (PPC) — 1 dur., 13 mur;

* pacrtBop A4 passenenusa Koubiorara (PK) — 1 ., 13 mur;

* pacTBoOp IJIid mpemBapuTenabHoro passemenus (PIIP) —
1 ., 3 v

* 2b5-KpaTHBIA KOHIIEHTPAT (pocaTHO-coseBoro oydep-
Horo pacrsopa ¢ TBuHoM (DCB-TX25) — 1 dir., 28 v

* pacrtBop Terpameruibensunuua (pacrsop TMB) —
1 1., 13 mu;

* crom-pearesatT — 1 ¢ir., 12 Mt

Hab6op mormmoaHnTe IbHO KOMILIEKTYeTCS:

° IIEHKAMMU IJIS 3aKJIeUBAHNA IJIAHIIeTa — 3 IIT.;

° BAHHOYKAMHM [JI peareHToB — 2 IIT.;

* HaKOHeUYHHKaMU JIJId nuneTku Ha 4—200 My — 16 mrT.

3. AHANMIMTUYECKUE N OJMATHOCTUYECKUE
XAPAKTEPUCTUKU

3.1. PesysibraT KauecTBEHHOIO OIpeIesIeHIs
Ha00POM MMMYHOIJIOOYJIMHOB KJacca M K Bo30y-
JUTEJIIM HEePCUHUO30B JIOJIPKEH COOTBETCTBOBATH
TpeOOBAHUSIM CTAHIAPTHOM TMAHEIN IIPEIIMPHUs-
Tus (pee. No 05-2-439), arrecropanuoit OBTK AO
«BekTop-Becr», BRIOUamIeir o0paspl, comep-
sKalye UMMYHOIJIO0y IuHBl Kjaacca M K Bo3Oymu-
TeJIAM HEePCUHHO30B. YyYBCTBUTEJILHOCTD 110 1gM
K B030OyauTe o nepcuuuii — 100%.
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3.2. PesyspraT KauecTBEHHOIO OITpeeIeHUs
HaA00pPOM MMMYHOTJIOOYJTMHOB KJyacca M K B030y-
IUTEJIIM WEePCUHMO030B [IOJIKEH COOTBETCTBOBATD
TpeOOBAHUSAM CTAHIAPTHOM IIAHEJW IIPEeIIIPUs-
s (pea. Ne 05-2-439), arrecroBarnnoit OBTK AO
«Bexrop-becr», BrIoOUammeil o0pasisl, HE CO-
Iepsxallyie KMMYHOIJIOOyInHEl Kiacca M k Bo30y-
IUTEJIIM MepCUHU030B: cunerudpuaHocTs mo [gM
K Bo30ymuresio nepcuauit — 100%.

4. MEPbI NPEOOCTOPOXHOCTU

[ToreHnaabHBIN PUCK TpUMeHeHUs Habopa —
rsace 26 (I'OCT P 51609-2000).

[Tpu pabore ¢ wmcciaeqyeMbIMU CHIBOPOTKAME
U KOHTPOJIBHBIMU 00pasiiaMu CJieJyeT cOoOJIIIaTh
MepHI TIPEIOCTOPOIKHOCTH, IIPUHATHIE IIPU paboTe ¢
IOTEHITNAIBHO NH(PEKITHOHHBIM MATePUAaJIOM:

* paboTaTh B PE3WHOBBIX ITEPUATKAX;
He MHUITeTUPOBATEH PACTBOPHI PTOM;
BCe WCITOJIb30BAHHBIE MATEPHUAJBI JTe3WH-
¢umposaTh B coorBercTBru ¢ TpeboBanuamu ¢ CII
1.3.2322-08 u MY-287-113-00 ot 29.10.98.

*
*

5. OBOPYOOBAHUE U MATEPUAITIbI

— CmekrpodoToMeTp, ITO3BOJISIONINN ITPOBOIUTH
U3MepeHUsT ONTHUYECKON ILJIOTHOCTH PACTBOPOB
B JIYVHKaX IJTAHIIIeTa OPU JJIMHE BOJHBI 450 HM
u/uau B JBYXBOJHOBOM peKUMeE IIPU OCHOBHOM
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mauHe BoJHBI 450 HM M IJIMHE BOJIHBI CpaBHe-
HUA B quanazore 620—655 wum;

— TepMOCTaT, IOAJePKUBAIONIUN TeMIepaTypy
(37+1) °C;
— TepMoIllefKkep, HOAJEepPKUBAIONINI TeMIepary-

py (37+1) °C, UHTEeHCUBHOCTH ITePEMeITUBAHUS
400—-800 06/MuH;

— XOJIOMUJIBHUK OBITOBOM, ITOJIIEeP/KHUBAIOIIAI TEM-
neparypy (2-8) °C;

— IMIIETKU  II0JIyaBTOMATHUYECKWEe  OJHOKAHAJIb-
HBIE C IIepeMEeHHBIM 00BEMOM CO CMEHHBIMHU Ha-
KOHEUHUKAMU, II03BOJIAIOIINE OTOMPATH OOBEMBI
skrmrocty oT 5 1o 1000 MKJI, aTTecTOBaHHLIE IIO
3HAYEHUIO CPpeTHEeH JO3bI ¥ CXOIUMOCTH Pe3yJIbTa-
TOB IIUIIETUPOBAHUS (noepeutHocms e bosee 5%);

— IIUIIETKNA [IOJIyaBTOMATUYECKIE MHOI'OKA-
HaJbHBIE CO CMEHHBIMHM HAKOHEUHHKAMM, IIO-
3BOJISAIONIAS OTOMPATh OOBEMBI JKHIKOCTEH OT
5 Mra go 350 MK, aTTecTOBAaHHAA IIO0 3HAUE-
HUIO CpeIHEeM T03hl WM CXOIMMOCTH Pe3yJILTATOB
NUIEeTUPOBAHUA (nozpeuHocmy He bonee 5%);

— IIPOMBIBOYHOE YCTPOMCTBO IJIS ILJIAHIIETOB;

— MepYaATKU PE3NHOBLIC XUPYPTUUECKHUE;

— Oymara puibTpoBaJIbHASA JIabopaTopHAa;

— IIHJIWHAP MEPHBIN 2-T0 KJacca TOYHOCTH BMECTH-
mocThio 1000 mut;
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BOJA OUCTHJLJIMPOBAHHAS,

JIe3NHQUITNPYIOIINE CPeCTBA, pa3pelleHHbIe K
IPUMEHEHMIO B coOTBeTCcTBUM ¢ ykaszanmem CII
1.3.2322-08 u MY-287-113-00.

6. AHAJIM3UPYEMbIE OBPA3LbI

Jlomycraercst ncmosib3oBaHMe 00pasIioB, Xpa-
HuUBIIHUXCA Tpu Temmueparype (2—8)°C e 6ostee
5 cyTok, ubo mpu TemmepaType munyc (20+4) °C,
ecJIi Heo0XomuMo OoJiee IJINTeIbHOEe XPaHeHHe.

CBIBOPOTEH, COJIepsKAIe B3BEIIeHHBbIE YACTH-
ITbI, MOTYT JIaTh HEIPABUJIbHBINA pe3yJbTaT. Ta-
K#e 00pasIibl Iepe] WCIOJIF30BAHUEM CJIeIyeT
nerTpudyruposath mpu 3000 06/MUH B TeueHUE
10—15 MuHyT.

Henpss wmcmoss3oBarth IIpopocuimne, I1eMOJIH-
3HUPOBAaHHBIE, TUIICPJIMIINIHBIE CBIBOPOTKHM HMJIN
ImoaBepraBIreCcd MHOITOKPaATHOMY 3aMOpaXKuBa-
HHIO 1 OTTAaMBAHUIO.
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7. NTPOBEOEHUE AHATIU3A
7.1. BHUMAHMUE! TmarensHOE codI0Ome-

HUE€ ONUCAHHBIX HUKE TPEOOBAHUI MO3BOJIUT
u3beskaTh uCKaskeHusa peadyiabraros MDMA.

[Tepen mocTaHOBKOM peaKIlMy BCE KOMIIOHEHTHI
Habopa HeoOXOIMMO BBEIIEPIKATEH IIPK TeMIlepa-
Type (18-25) °C He menee 30 MUHYT.

JIJ1st ITpUroTOBJIEHUST PACTBOPOB W ITPOBEIEHIUS
VDA cremyer MCIOJIB30BATH YHCTYI0 MEPHYIO
IOCyly M aBTOMATHYECKHE ITUIIETKH C IOTPerl-
HOCTBIO U3MepeHus 00bEMOB He Oosiee 5%.

JInopunusupoBaHHbIE KOMIIOHEHTHI JIOJIYKHBI
OBITH BOCCTAHOBJIEHBI, KAK MHUHHUMYM, 3a 15 Mu-
HYT JI0 UX UCIIOJIb30BAHUSI.

ITocte orbopa HEOOXOOMMOIO  KOJIMYECTBA
CTPHUIIOB OCTABIIKEC CPa3y YIIAKOBATE B IAKET C
ocyIImTeaeM. Y IaKOBAaHHBIC CTPHUIIEL, ILJIOTHO 34-
KPBITHIE (PJIAKOHEL ¢ MCXOAHBIMI KOMIIOHEHTAMU
cpasy IIocjie IIOCTAHOBKM PEeaKIIMU IIOMECTUTH B
XOJIONMJIBHUK TIpu Temmepatype (2—8) °C.

PacrBop Kombiorara B pabouem pasBefeHUn roTo-
BUTH HEIIOCPEICTBEHHO II€Pe]] HUCII0JIH30BAHUEM.
Heobxoqumo MCKIIIOUUTE BO3IEHCTBHE IIPSIMOIO
csera Ha pacteop TMB.
[Tpu mpoMBIBKE TYHKEHN (cmpuna, naaHuiema) 3a-
TIOJTHSATD ITOJIHOCTBIO, He JIOMYCKAs [ePeTNBAHUS
IIPOMBIBOYHOTO pACTBOpa 4Yepe3 Kpad JIYHOK,
9
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U He KacadChb JIYHOK HAKOHEYHHKOM ITHUIIETKH.
BperI MeXOy 3allOJIHEHHMEM K OIIOPOKHEHHEeM
JIYHOK JOJIZKHO ObITh He MeHee 30 CeKYyHI.

ITpu ucmronb3oBaHUM ABTOMATUYECKOTO UJIU PYd-
HOTO TIPOMBIBATEJISI HEOOXOIMMO CJIETUTH 34 CO-
CTOSHUEM €MKOCTH JJII IIPOMBIBOYHOTO PACTBOPA
¥ COeTMHUTEJILHBIX IMIJIAHTOB: B HUX HE JIOJIKHO
OBITH «3apocToB». Pa3 B HeesIo KeIaTeJIbHO EM-
KOCTh JIJIsT TIPOMBIBOYHOTO PAaCTBOPA U IJIAHTH
npomserBaTh 70% crmpTom.

He JOIIYCKATb BBICBIXaHHUA JIYHOK IIJIaHIIIeTa
MeXIY OTOACJIbHBIMU OIlePaIlTuAMUE.

IIpu mocranoBke MDA Hesb3s HCIIOIB30BATH
KOMIIOHEHTEI M3 HAOOpPOB PA3HBIX CEPUM WU
CMEIUBATh WX IIPU [IPUTOTOBJIEHUHM PACTBO-
pPOB, KpoMe HecHeluuIecKux KOMIIOHEHTOB
(OCB-Tx25, cmon-peacenm, pacmeop TMBE),
KOTOpble B3amMmo3aMeHsseMbl B Habopax AQO
«Bexrop-Bec».

HakoHeuHMKHM I IHIIETOK (Q8MOMAMUYUECKUX
003amopo8) craeayeT UCIIOIb30BATh OJHOKPATHO.
3Bampernaercs IIOBTOPHOE MCIIOJIb30BAHUE ILIAH-
meTa JJis IpeaIBapPUTEeIbHON0 HAHECEHUS CHIBO-
POTOK.

Ilocyny (sanrouku), NCIOIB3yeMbIe IJIS PAOOTH
¢ pacrBopamu kouboorara u TMB, me odpabdarts-
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BaTh Je3UHQUINPYOIIUMNA PACTBOPAMH K MOIO-
IIIUMHU CPeJICTBAMH.

— B ciyyae HOBTOPHOTO HCIIOJIB30BAHUS IIOCY.IIY
(6aHHOUKL) OIS PACTBOPA KOHBIOraTa IIPOMBITH
TIPOTOYHOU BOJOU U TITATEJIHHO OIOJIOCHYTH JTHC-
THUJLJIMPOBAHHON BOHOM, IOCYLY (6QAHHOUKL) OJIS
pactBopa TMB cpasy mocie paborsl HEOOX0IH-
MO TpoMBITE 50% pPacTBOPOM ITHJIOBOTO CIIUPTA,
a 3aTeM JUCTUJLJIMPOBAHHOMN BOJIOH.

— Jlmst nmeswH(erImy IOCYyIBI W MAaTEPHUAJIOB,
KOHTAKTUPOBABIIUX C HWCCIEIYEMBIMHU U KOH-
TPOJBHBIMH  00pas3iaMu, pPEeKOMEHIyeM WC-
IM0JIB30BATh JIEe3WH(MUITUPYIONINE CPeICcTBa, He
OKa3bIBAOIie HETaTUBHOTO BO3JNEHMCTBUS HA
rauvectBo DA, He comeprkaliye akTUBHBINA KIC-
JIOPOA M XJIOP, HAIpuMep, KOMOMHHPOBAHHBIE
cpencrBa Ha ocHoBe YAC, crimpTOB, TPETUYHBIX
amusoB (MY-231-113-00 om 29.10.98).

— IMunerku u paboure IMOBEpXHOCTH 00pabATHIBATE
T0JIBKO 70% pacTBOopoM aTHUJI0BOrO crrmpra. He wmc-
TI0JIb30BATH TIEPEKUCH BOIOPOIA, XJIOPAMUH U T.JI.

7.2. IlpurorosjieHue peareHToOB.

7.2.1. IIpOMBIBOYHBII PACTBOP.

Bsbonrats COJIEPIKUMOe dirarona ¢
OCB-Tx25. Ilpu BEIIALEHUHN OCATKA COJIEH B KOH-
IIEHTpaTe IIPOrPeTh €ero Iepel pPasBeIeHHeM 10
IIOJIHOTO PACTBOPEHMS 0CaIKA.
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B cooTBercTBMM ¢ 4YMCIIOM MCIIOJIB3YEMBIX
CTPUIIOB  0TOOpaTh HEOOXOAUMOE  KOJIMIECTBO
DOCB-TX25 (cm. mabnuyy) 1 pa3BecTH JUCTUILIIH-
POBAHHOI BOLOH I0 YKA3aHHOI0 B TAOJIMIIe 00BEMA
niu cogepsxumoe 1 paxona — mo 700 .

Xpanenue: npu memnepamype (2=8) °C do 5
CYMOoK.

7.2.2. PacTBOpHI KOH'BIOTATA.

Bruwmanue! Jlns pabomosr ¢ Konwiocamom
perxomendyem UCNOb308aMb 00HOPA308ble HA-
KOHeWHUKU OJIs NUNEMOK.

7.2.2.1. IlpuroroBuTrhb  KOHIIEHTPHPOBAH-
HBIA PAcTBOP KOHBIOraTa IIyTEM pPaCTBOPEHHS CO-
mepsxrmoro diraxkoHa ¢ kogporarom B 1,0 mux PITP.

Xparnenue: KOHUEHMPUPOBAHHbLIL PACMEOD
KoHBHO2aMAa — 00 3 mecaues npu (2-8) °C unu 0o
12 mecaues npu munyc (20+4) °C. Jonyckaemcs
3-Kpammoe 3a.MOPANCUBAHUE KOHUCHMPUDOBAHHO-
20 pacmeopa KOH»I02ama.

Brumanue! Pacmeop koHwlo2ama 8 pa-
bouem paszeedeHul 20mMOBUMb 6 NJIACMUKOBOL
B8aHHOUKe, 8X00AUWLl 8 cocmas Habopa, Henocpeo-
CcmeeHHo nepeod ucnoav3osaruem!

7.2.2.2. TumaresibHO B300JITATH COTEPIKIIMOE
daxona PK. 3arem B BaHHOYKY [/ peareHTOB
oToOpaTh HE0OXOIMMOe KOJIMUECTBO (CM. mabau,y)
KOHIIEHTPHUPOBAHHOTO PACcTBOpa KOH'BIOTAaTa, J100a-
D-3206 13



BUTBH COOTBETCTBYIOIIee KoymuectBo PK, Tmraresns-
HO IIepeMellaTh IINIeTHPOBAHIEM.

Xpanernue: KoHwlO2AM 8 PAOOUEM PA3EEOCHUL
XPAHEHUIO He NOOJIeHCUMN.

7.2.3. Pacreop TMB.

Bruwmarnue! Pacmesop TME 2omos k ucnoJib-
306arnul. Heobxodumo uckniiouumos sozdeticmeue
ceema na pacmaop TMB.

Perxomendyem evidennums HaKoOHeUHUKU OJis
nUNemox, KOMmopbvie UCNOJIb308aAMb MOJIbKO 0Jis
pabomut ¢ pacmeopom TMB.

HermocpeacTBenHo 1epes;  HMCIIOJIB30BAHHEM
oroOpaTh B IJIACTUKOBYIO BAHHOUKY TOJIBKO HEO00-
XOJMMOE B COOTBETCTBHUH C UKCJIOM HCIIOJIB3YEeMBIX
CTpUIIOB KoamdecTBo pacrBopa TMB (ecm. mabnu-
uy). Ocratku pacrsopa TMB u3 BamHOuKHM yTH-
JIM3UPOBATE (He CAUBAMD 80 (PJIAKOH C UCXOOHbIM
pacmeopom TMB).

Xpanernue: npu memnepamype (2-8) °C ¢ me-
yeHue 8ce2o cpoKa 200Hocmu Habopa.

7.3. Ilposenenune amanusa.

7.3.1. ITogroToBUTH HEOOXOIUMOE KOJIAUYECTBO
cTpuros K pabore. OcraBinuecst — cpa3y yrnakoBaTh
BO m30eskaHme TyOUTEebHOTO BO3IENCTBUS BJIATH.
JlJ1s1 9TOr0 CTPUIMBI IIOMECTUTH B Ied)JIeHOBBIN IIa-
KeT C BJIATOIIOIJIOTUTEJIEM, TIIATEJIbHO 3aKPBIThH
HaKeT IIJIACTUKOBOM 3aCTE:KKOM. YIIaKkOBaHHEIE Ta-
14 D-3206



KMM 00pa3oM CTPHILI XPAHUTH IIPU TeMIIepaType
(2—-8) °C mo KoHIIa cpoKa MOTHOCTH Habopa.

[TpHUroTOBUTE IPOMBIBOYHEIHM pacTBop (n. 7.2.1),
KOHITEHTPHUPOBAHHBIN PACTBOp KoHbiorata (n. 7.2.2.1).

7.3.2. Bo Bce siyHKH CcTPUTIOB BHeCTH 110 90 MKJIT
PPC. B onny nyury saectn 10 mxa K, 8 2 npyrue
ayakn — mo 10 mxa K-. Bo Bce ocranbHBIe TyHEN
CTpUIIOB BHeCTH 110 10 MKJI MCciieyeMbIx oopas-
moB. [1pu aToMm 1BeT pacTBopa B JIYHKAX U3MEHUTCS
Ha CUHUM.

Brecenue cbi80pomor  00NHCHO — CONPOBO-
HCOAMBC MULAMESIbHBLM NepemMeuLusaruem (nune-
muposanue He meree 4 pas).

JIyHKY 3aKJIenTh MJIEHKON U MHKYOMPOBATD
apu (37+1) °C B Trepmomreiikepe mpu 500 06/MuH
30 muHYyT.

3a 5 MUHYT 0 OKOHYAHUS WHKYOAIIMH [IPUTO-
TOBHUTH PACTBOP KOHBIOraTa B paboueM pasBeleHun
(n. 7.2.2.2).

7.3.3. Tlo orkoHuamwy WHKYOAIIUU COJEPIKU-
MOe JIYHOK cOOpaTh B COCY[I C JAe3UH(PUITUPYOIIIM
PACTBOPOM, IIPOMBITH JIYHKH 5 pa3 IIPOMBIBOYHBIM
PACTBOPOM U TIATEJIBLHO YIAJIUTh BJIATY.

Brumanue! Kaoxcoyio JyHKY nNpu npomvléKe
Heobx00umo 3anoarnams nosnHocmovio (400 mkn
pabouezo npomvi8ouHo020 pacmeopa). Heobxo-
ouMmo 006uBaAMbC NOJIHO20 ONOPONCHEHUS JIYHOK
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nocse Kaxcoo2o ux aanosiHerus. Bpemsa mesicdy sa-
NOJIHEHUCM U ONOPONCHEHUEM JIYHOK 00JIHCHO ObLmb
He meree 30 cexyHO.

ITo oKOHYaHWM TTPOMBIBKH HEOOXOIMMO TIITA-
TeJILHO yIAJIUTh BJIATY U3 JIYHOK, ITIOCTYKUBAS ITepe-
BEPHYTHIMU CTPUIIAMU II0 CJIOKEHHOM B HECKOJIBKO
CJI0€B (puIbTpOBABHOMN Oymare. He momyckarts BbI-
CBIXAQHUS JIYHOK CTPUIIOB MEKIY OTJEeJIbHBIMU OIIe-
paIusaMu TIPU TTIOCTAHOBKE PEaKITUH.

7.3.4. Buectu Bo Bce nyuru mo 100 mii pac-
TBOpPa KOHBIOTaTa B pabo4yeM pa3BeeHUNn.

Bruwmarnue! Jlna enecenus pacmaopa
KoHBI02AMA 8 pabouem pa3eedeHll UCNOb308AMD
NAACMUKO8YI0 8AHHOUKY U 0OHOPA308ble HAKO-
HeuHUuKU, 8xo0saujue 8 cocmas Habopa.

JIyHEM 3aKJIE€UTH IUIEHKONH M WHKYOMPOBATH
mpu temieparype (37+1) °C 30 mumyT.

7.3.5. Tlo oxkoHUaHWM WHKYOAIIUU COMEPIKU-
MOe JIYHOK COOpaTh B COCYI C JAe3UHPUITUPYIONTUM
pPacTBOPOM U IIPOMBITH 5 pa3 MPOMBIBOYHBIM pPac-
TBOPOM, VIAJIUTD BJIATY KAK OITMCAHO BBIIIIE.

7.3.6. Bmectu B raskaymwo JiyHRY 1m0 100 MK
pactsopa TMB (n. 7.2.3).

Bruwmanue! Jlns sunecenus pacmeopa TMB
UCnOIb308AMb NJACTNUKOBYIO BAHHOUKY U OO0HO-
Pa308bile HAKOHEUHUKU, NPUSIA2aeMmble K Habopy.
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CTpHIIBI IOMECTUTH B 3AIUIIEHHOE OT CBETAa
MecTo mpu Temieparype (18—25) °C Ha 25 MmuHyT.

7.3.7. OcraHOBUTH peaKInio H00ABIEHHIEM B
ayaku o 100 Mk cTom-peareHTa u uepe3 2—3
MuHyTH nameputsb OI1.

Crnedyem  usbeecamv  nonadanus  Ccmon-
peacenma HQ 00excdy U OmMKpbimbie YUACMKU
mena. Ilpu nonadaruu — npomovims 6OLULUM KO-
JIU1ecmeom 800bL.

8. PETMCTPALINA PE3YJIbTATOB

Pesynbrarer UDA perucrprpoBaTh ¢ IOMOIIHIO
crexTpodoromerpa, namepsisi OIl B mByxBOSTHOBOM
peskrMe: ocHOBHOM (pmiabTp — 450 HM, pedeperc-
duaeTp — B nmanasone 620—655 um. Jomycruma
perucTparus pe3yJIbTaTOB TOJBKO C (PHUIBTPOM
450 HM.

BriBenenne crexkTpodoromerpa Ha HyJIEBOH
YPOBEHbB («O6J1aHK») OCYIIIECTBIIATH 10 BO3IYXY.

9. YYET PE3YILTATOB PEAKLIMA

9.1. PesymbraThl MCCIEI0OBAHUN YIUTHIBATH
TOJIBKO IIPX COOJIIOEHUH CJIEYIOIINX YCIOBUIM:

— cpenuee sHauenne OIl B myrkax ¢ K~ me Gosee
0,2 (OIl,,K-<0,2).

— srauenue OII B myrxke ¢ KT me menee 0,6 (OIIK*
> 0,6);
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Beruucnurs xpurmuyeckoe aHadenme OII

(OIL,pym) mo dopmye:
OIL,pym = OIl,(KY) + 0,3,

rae OII.,(K-) — cpenmee apudmerndeckoe
suavenne OIl B JgyHEaX ¢ OTpHUIIATESIHHBIM KOH-
TPOJILHBIM 00pa3LI0M.

Ecmu OII, (K-) umeer oTpuriatesibHoe sHave-
HHe, CYUTATh €€ paBHOU HYJIIO.

Jlis mHTEepIpeTauy pesyIbTaToB UCCIIeN0Ba-
HUS CBIBOPOTOK MCIIOJIBb30BATh KO3 punueuT mo-
sutusaoctu (KII):

RH = OHuccn. CbLB'/ OHrcpum

ITpu KII < 1,0 pesysbrar paciieHHBaTh Kak
OTPHUIIATEJIbHBIN.

KII > 1,0 — pe3y/IbTaT moJI0:KUTEIbHBIH.
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10. YCNOBUA XPAHEHUA U SKCTINYATALUMU HABOPA

10.1. TpancnoprupoBanue Habopa IOJKHO
npoBoguThcs mpu Temieparype (2-8) °C. Jomy-
CKaeTcs TPAHCIOPTUPOBAHWE IIPU TeMIepaTrype
1o 25 °C me Oosiee 10 cyTok. 3aMopaskuBaHmue He
IOIYCKAETC.

10.2. XpaneHue Ha00Opa B YIIAKOBKE IPEIIPH-
ATUS-U3TOTOBUTENISA JOJIMKHO IIPOM3BOOUTHCA IIPHU
temneparype (2-8) °C. 3aMopaskupanue He JI0Iy-
CKRAEeTC.

10.3. Cpok roguHocTr HaGopa peareHToB — 12
MeCSIIEB CO JHSA BBIIYCKA.

10.4. JIpobHoe mcIiosib3oBaHuIe HA00pa MOKET
OBITh peaJIM30BAHO B TEUYEHHE BCEr0 CPOKA TOIHO-
ctu. B ciryuae nqpobHOro mncmosb3oBaHus Habopa:

— HEWCIIOJIb30BAHHBIE CTPUITBI MOYKHO XPAHUTh
B IIJIOTHO 3aKPBITOM MaKeTe MPU TeMIlepaType
(2—8) °C B Teuenwme Bcero cpoka TOTHOCTH HAOOPA;

— xoHTpoabHEIe obOpasusl, DCB-Tx25, PPC, PK,
PIIP, pacreop TMB wu crom-pearenT tocie
BCEPBITHS (PJIAKOHOB MOKHO XPAHUTH B ILJIOTHO
3aKpBITEIX pIaKoHAaX Ipu Temmeparype (2—8) °C
B T€YEHME BCETO CPOKA TOJHOCTH Habopa;

— KOHIIEHTPHUPOBAHHBIN PACTBOP KOHBIOraTa MOYKHO
XPAHUTH B TIOTHO 3aKPBITHIX (PJIAKOHAX ITPU TEM-
mepatype (2—-8) °C B Tederne 3 MecCsIEB C MOMEH-
Ta TPUTOTOBJIEHUSI WJIU TIPU TEMIIEpPaType MUHYC

(20+4) °C B TeueHMe BCETO CPOKA TOTHOCTH HAOOPA;
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— HOPOMBIBOYHBIM PACTBOP MOSKHO XPaHUTh IIpU

temmeparype (2-8) °C mo 5 cyTok ¢ MomeHTa
IPUTOBJIEHHUS.

Ilo sonpocam, kacawwumcs kawecmaa Habo-
pa «Hepcunusa-IgM-UDA-BECT», criedyem obpa-
wamocs 6 AO «Bexkmop-Becm» no adpecy:
630117, e. Hosocubupck-117, a/s 492,
men.: (383) 832-92-49, 227-60-30;
men./pakc: (383) 332-94-47, 332-94-44;

E-mail: plkobtk@uector-best.ru

Koncynsmauyuio cneyuanucma no pabome ¢ Ha-
6OPOM MONHCHO NOJLYHUUMDb NO meJt.: (383) 227-68-23.
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OOMOJIHUTENBbHAA NH®OPMALINA
OnA NOTPEBUTENEN:

— Habop pearenToB npenHasHaveH OJis Ipodec-
CHOHAJILHOTO ITPUMEHEHUS U JOJIAKEeH HCIT0JIb30-
BATHCS 00YYEHHBIM IIEPCOHATIOM;

— Ilpm wumcmonb3oBaHmm HaOOpa 00pPas3ymOTCs OT-
xoxsel KiaaccoB A, B u I', xoroprie Kiaaccudmiim-
PyIOTCA U YHHUYTOMXKAIOTCI (YMUJUIUPYIOMCS)
B coorBerctBumn ¢ CamlluH 2.1.7.2790-10 «Ca-
HUTAPHO-3IINUIEMHUOJIOTHYECKHE Tpe6OBaHI/IH
K OOpallleHui0 ¢ MEIUIIMHCKHUMH OTXOIAMID.
JleauHpekimo HA00POB cJIeAyeT IPOBOIUTE II0
MV-287-113 «Mertoguyueckne ykasaHWsS IIO [e-
SUHQEKIINH, IIPeICTEPUIN3AIINOHHON OUNCTKE 1
CTEePUINU3AITNN I/IS,D;eJ'II/Iﬁ MEeOUITMHCKOT'O Ha3Ha-
YeHU;

— TpeboBauusa 0€30IIaCHOCTH K MEIUIIMHCKUM JIa-
6oparopusim mpusegensl B 'OCT P 52905-2007;

— He mpumensars, mHabop peareHTOB IO Ha3HAYe-
HUWIO II0CJIe OKOHYaHHUA CPOKA I'OAJHOCTH,

— TpaucnoprupoBaHue HOJIMKHO IPOBOIUTLCSA BCe-
MU BUJAaMHU KPBITOI'O TPAHCIIOPTA B COOTBETCTBHUI
C [OpaBUJAMHU IIepeBO30K, AeUCTBYIOIIIUMU Ha
TpaHCIopTe JaHHOTO BUA.

— IIpousBoguTesb rapaHTHPYET COOTBETCTBHUE BBI-
IIyCKaeMbIX M3JIeJIMi TpeOOBAHUSAM HOPMATHUB-
HOU U TeXHUYECKOU JOKYMeHTaIluu;
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— BesomacHocTh M KAYECTBO M3[Ie/IUsA TAPAHTUDY-
I0TCS B TEUEHHUE BCETO CPOKA TOTHOCTH;

— IlpomsBomuTesis OTBEUAET 32 HEIOCTATKI U3IEJIHS,
3a HCRJIIOUYEHNEeM J_'[edf)eRTOB, BO3HUKIIIUX BCJIEO-
CTBHE HAPYIIIEHNA ITPABUJI II0JIb3OBAHUA, chIOBI/Iﬁ
TPAHCIIOPTUPOBAHIS ¥ XPAHEHMNS, JIH00 JeMCTBUS
TPETHUX JIUII, JIMOO HEIPEeo 0 IMMOI CHJTHL.

— IlpomsBomuresnib 00sI3yeTcst 3a CBOM CUET 3ame-
HUTH U3JeJine, TeXHI4IeCKHre 1 d)yHKHI/IOHaJIBHBIe
XapaKTEePUCTUKU (nompedbumenivcKue caolicmaea,)
KOTOPOT'O He COOTBETCTBYIOT HOPMATUBHON U TeX-
HUYECKON JOKYMEHTAaIH, €CJI YKa3aHHbIE HEeI0-
CTAaTKHN ABUJIVCH CJIEACTBHEM CKPBITOI'O ,I[ed)eRTa
MaTEPHUAJIOB HNJIM HEKAYEeCTBEHHOI'0 H3I0OTOBJIC-
HUA U30eJInd ITPOU3BOAUTEJIEM.

MMPNJIOKEHUE

Ha6op «Mepcuuusa — IgM — U®A - BECT»
PEKOMEH/IYeTCs JIJIs:
— JIHATHOCTUKY UEePCUHUO30B;
— HaOJII0JIeHUs B IIPOIecce JIEYEHUs U I10CJIeIyI0-

1Iei TUCIIaHCEePU3AIIUH;

— 00cJreToBaHMe KOHTAKTHBIX JIHIL,

CorutacHo IUTEpaATyPHBIM JaHHBIM AHTHUTEIA
(AT) rmacca G ® Yersinia Bcrpevatores y 10-40%
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macenenus, AT kmacca A — no 11%, AT rmacca M
— 10 2%. Ot 1HudpEl 0TPAKAIT PACIPOCTPAHEH-
HOCTb HEePCUHHUO30B CPEIX B3POCJIOTO HACCJICHUS.

Jliis mpaBUIBHON WHTEPIIPETAIIUU Pe3yJiib-
TaTOB, pa3rpaHWYEHUsT OCTPOM, HeJIABHO Iepe-
HECEHHOW, [aBHO IIePeHEeCEHHOU WHQEKIIuU,
MPOTHO3UPOBAHUS WCX0oAa 3a00eBaHUsa (8b.300-
DOBJIEHUE UNU XPOHUZALUS NPOULCCa) T TTOCIeIYT0-
IIero BBI60pa TAKTHUKH JIEUEeHUd BAKXHO BKJIOYATH B
uccnemoBanue ompenenenue IgA, IgG u IgM.

ITocse mepenecérnon nadgerimmn IgG MoryT up-
KYJIIPOBATh B KPOBH HECKOJIBKO MECALIEB HJIN JICT.

Nmmysorsmobymuasr kiaaccoB A u M mpu 6J1a-
TOIIPUSITHOM WCXOe HEPCUHUO30B HCUYE3AI0T U3
CHIBOPOTKY KpOoBHU B TeueHuu 2—6 mecsames. Coxpa-
HeHue B KpoBu IgA n/mu IgM Gostee 6-Tu MecsliieB
CBHJIETEIECTBYET O XPOHUYECKOM TedeHHu 3a0oJire-
BAHUS U TTEPCUCTEHITUN BO30OYIUTEIS.

VBenmuenne niu ymenbinenne KII 8 nuaamvu-
Ke CBHUETeJILCTBYET 0 HAPACTAHUN WJIN CHU/KEHUH,
coorBercTBeHHO, TUTpa AT.

JlocroBepubiM cunTtath m3mMeHeHme KII B 2
pasa u GoJiee.

Ilpm puHamMuyecKkoM HAOIIOOEHWN IIAILH-
eHTa [JI IIOJIyYEHHS pPe3yJIbTaTOB, aIeKBaT-
HO OTPasKAMIINX H3MEHEHHs KOHIIEHTPAI[UHN
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MMMYHOIJI00yInHOB Kiacca G K MepCHHUAM B KPO-
BH, HEOOXOJMMO HCIIOJIL30BAThL HAOOPEI peareHTOB
OJHOTO HAWMEHOBAHUA (00H020 NPEONPUAMUS-U3
20mosumeJis).

Peromennyercss ncciieoBaTh mapHBIE CHIBO-
POTKY ¢ MHTEPBAJIOM 3—4 HeIeJI.

[Ipu uHTEpIIpeTaIINY PE3YILTATOB MOKHO PY-
KOBOJCTBOBATLCS IIPUBEIEHHON HUKE TAOJIMIICH:

IgG IgM IgA Nurepuperanus
IepeHecEéHHAA
+ — — B IIPOIILJIOM
nHOEKII

HeIaBHO
+, vo KII +, vo KII Has
IepeHecéHHast
CHMKAETCS B CHMIKAETCS
HHQEKIIHA ¢
TeYeHUH B TeYeHUHN

HMCXOJIOM
3—-6 mec. 3—6 mec. ﬂ
B BBI3JIOPOBJICHIIE

TIePCUCTEHITAS
BO30yTUTeIIA.
Aprpursr,
— wmm +, o KII yaJI0BaTas apuTemMa,
T CHUIKAETCA + Gostee 6 mec. MUOKAPIUTHL
B IMHAMUKE ¥ JIP. OCJIO}KHEHUS
UHQPEKITHOHHO-
aJIJIePTUYECKOT0
xapagrepa
+ + XPOHUYECKHEe
i + OoJiee 6 mec. i WJIEUTBI, TUIIUTHI,
— — KOJIUTEHL U JIP.

IIpu oGcremoBaHmM OOJIBHOIO C IIOJO3PEHU-
€M Ha MEepPCUHHO3HYI0 MHQPEKIINIO IIPeNCTaABIAETC
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BaYKHBIM TeCHO€ COTPYAHHUYECTBO MEXKIAY JedalliumM
BpavyoM n Bpa‘IOM-JIa60paHTOM, 0CODEHHO eCJIH II0-
JIYyYE€HbI CJIA0O0IIOJIOKUTEIbHEIE pe3yJyibTaThbl IIPpNU
TeCTUPOBAHHNH.

OxoHYATETBHBIN TUATHO3 (DOPMYIUPYETCS Ha
OCHOBAHUU KJIMHUKO-AaHAMHECTUYECKUX [TaHHBIX,
aTIMIaHAMHE3a M Pe3yJIbTATOB KOMILIEKca Jlabopa
TOPHBIX UCCJIEIOBAHUI.
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Cxema aHanusa D-3206

IIOATrOTOBHUTH

TPOMBIBOYHBIH pacTBop (n. 7.2.1)
KOHI€eHTPUPOBAaHHBINA

pacrBop kKoubiorara (n. 7.2.2)

BHECTHU |

e
Lo >

o 90 mxs PC

U

BHECTU >

mo 10 mxa K+, K~
¥ uCClIelyeMbIX 00pa3nos

I cm. 1. 7.3.2

IIOATrOTOBUTH

HHKyOanus :’ >

PacCTEOp KOHBIOTATA
B paGouem passenenuu (n. 7.2.2)

IIPOMBIBKA ’E >

<
5 pa3
o 400 M
v

BHECTHU >

o 100 minx
pacTBopa KOHBIOraTa
B paboueM pa3BeJIeHun

UHKyOanusa :’ >
IPOMBIBKA ’E >

I 37°C, nox miIéHKOM l

5 pas
o 400 M

BHECTHU I

MHKyOanus ’E =

4

BHECTHU >I

mo 100 MK cTOm-peareHTa

perucrpanus l’:>

crnexkTpodoToMeTpUPOBAHHNE
450 HM/620 HM
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IT'PAOMYECKUE CUMBOJIBI

Homep no katanory

MegnumHckoe
nsgenve

ONs1 QUarHocTukm
in vitro

CO,Elep)KI/IMOFO [OCTaTO4HO
Ona npoeseneHnA
N Konn4yectBa TECTOB

B>

He cTtepunbHo

TemnepaTtypHbIf

7] | Koa naprym 1 AnanasoH
[ata narotoenerms: XXXX-XX-XX
dopmart aaTbl: rog-MecsiL-41cro d Wsrotosutens
EE] Obpartutecb

Mcnonb3oBaTb 40: XXXX-XX-XX
dopmar gatbl: rog-mMecsl-4ncro

K IHCTpyKUmMK
no NPUMEHEHWIo

> B | <

OcTtopoxHo! ObpaTuTech K VIHCTpYyKLuM NO NMPUMEHEHWIO
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AKUMOHEPHOE OBLUECTBO
«BEKTOP-BECT»

MesxayHapoaHeIil cepTuQUKAT
ISO 13485

Ham agpec: 630117, HoBocubupck-117, a/s 492

Ten.: (383) 332-37-58, 332-37-10, 332-36-34,
332-67-49, 332-67-52
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1. INTENDED USE

The Yersinia enterocolitica IgA ELISA is intended for the qualitative determination of IgA class antibodies against antigens of the
70 kb virulence plasmid of Yersinia enterocolitica in human serum or plasma (citrate, heparin). The ELISA is intended for use as
an aid in identifying individuals with an adaptive immune response to Yersinia enterocolitica. The determination of increased
antibody levels contributes to diagnosis of Yersinia-induced reactive arthritis. The test is not intended for diagnosing acute enteric
diseases.

2. 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.

3. MATERIALS

3.1. Reagents supplied

] Microtiterplate: 12 break-apart 8-well snap-off strips coated with specific antigen; in resealable aluminium foil.
] [DIL |: 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).

] SOLN| STOP [: 1 bottle containing 15 mL sulphuric acid, 0.2 mol/L; ready to use; red cap.

. [ WASH| BUF| 20x |: 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; 0.2 % (w/v) 5-Bromo-5-nitro-1,3-dioxane.

] Conjugate: 1 bottle containing 20 mL of peroxidase labelled antibody to human IgA in phosphate buffer (10 mM);
coloured violet; ready to use; black cap.

] SUB|[TMB [: 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
(3:1).

For hazard and precautionary statements see 11.1

3.2. Materials supplied

- 1 Cover foll

] 1 Instruction for use (IFU)

] 1 Plate layout

3.3. 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

4. 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.

5. 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!

5.1. Microtiterplate

The break-apart snap-off strips are coated with specific antigen. 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.



5.2. |WASH]|BUF]20x]|

Dilute |WASH|BUF|20x| 1+19; e.g. 10mL |WASH|BUF|20x| + 190mL distilled water. The diluted buffer
(WASH| BUF| 1x ) 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.

5.3

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 | SUB | TMB | turns into blue, it may have become contaminated and should be thrown away.

6. 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.

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

7. 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 [WASH]| BUF| 1x | from 300 pL to 350 pL to avoid washing effects. Pay attention to chapter 11. 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 [ WASH]| BUF| 1x |. 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 pL | SUB | TMB |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 | SOLN [ STOP | into all wells in the same order and at the same rate as for the | SUB | TMB |, thereby a

colour change from blue to yellow occurs.
11. Measure the absorbance at 450/620 nm within 30 min after addition of the | SOLN | STOP |.

© o No g

7.1. 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.



8. RESULTS

8.1. 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.

8.2. 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
8.2.1. Results in Units [NTU]
Sample (mean) absorbance value x 10 = [NovaTec Units = NTU]
Cut-off
Example: 1.591x10 = 37 NTU (Units)
0.43
8.3. 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).

. B Antibodies against the pathogen could not be detected clearly.
Equivocal 9-11NTU It is recommended to repeat the test with a fresh sample in 2 to 4 weeks.
Negative <9 NTU The sa_mple contalns_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.

8.3.1. Antibody Isotypes and State of Infection

Serology Significance

Characteristic of the secondary antibody response
19G May persist for several years
High I1gG titer with low IgM titer: — may indicate a past infection

Produced in mucosal linings throughout the body (= protective barrier)

IgA Usually produced early in the course of the infection

9. 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.

9.1. Precision

Evaluation of precision of the assay was performed according to “CLSI. Evaluation of Precision of Quantitative Measurement
Procedures; Approved Guideline - Third Edition. CLSI document EP05-A3. Wayne, PA: Clinical and Laboratory Standards

Institute; 2014”.
9.1.1. Single-Site Study

The precision study was performed at a single site. A negative, a high negative, an equivocal, and a positive sample were run in

4 replicates, two times per day for 12 days for a total of 96 results.

Mean Repeatability Between Run Within Day Between Day Within lab
Sample n

(NTU) SD %CV SD %CV SD %CV SD %CV SD %CV
positive 96 | 25.03 | 1.3174 5.3 1.3537 5.4 1.8889 7.5 0.8140 3.3 2.0568 8.2
equivocal 96 10.01 | 0.7302 7.3 0.7926 7.9 1.0777 | 10.8 | 0.4165 4.2 1.1554 | 11.5
high negative 96 6.81 | 0.6429 9.4 0.0912 1.3 0.6494 9.5 0.3696 5.4 0.7472 | 11.0
negative 96 2.82 | 0.4468 | 15.8 | 0.1387 4.9 0.4678 | 16.6 | 0.2013 7.1 0.5093 | 18.0




9.1.2.  Multisite-Study

The precision study was performed at three different sites. A negative, a high negative, an equivocal, and a moderate positive
sample were run in 5 replicates, once a day for 5 days for a total of 75 results.

Repeatability Within Site Reproducibility
Sample n Mean (NTU)
SD CcVv SD CcVv SD cv
moderate positive 75 23.10 1.0818 4.7 1.8064 7.8 2.0543 8.9
equivocal 75 9.98 0.6410 6.4 0.9572 9.6 1.3167 13.2
high negative 75 6.13 0.4330 7.1 0.6231 10.2 0.6688 10.9
negative 75 2.14 0.2894 13.5 0.4488 20.9 0.6611 30.8

9.2. Diagnostic Specificity

The diagnostic specificity is defined as the probability of the assay of scoring negative in the absence of the specific analyte. It is
97.32 % (95 % confidence interval: 92.37 % - 99.44 %).

9.3. 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
93.94 % (95 % confidence interval: 79.77 % - 99.26 %).

9.4. |Interferences

The assay was evaluated for interferences according to guideline EP07-A3 (“Interference Testing in Clinical Chemistry” from the
Clinical and Laboratory Standards Institute). Three samples, covering the relevant measuring range, were spiked with high levels
of interferents and were tested along with the unspiked sample. The following table shows the tested substances added to patient
samples at the indicated concentrations. These correspond to the recommendations in the CLSI guideline to represent
pathological elevated concentrations in patient samples.

Interferent Concentration tested
Albumin 60 mg/mL
Bilirubin, unconjugated 0.4 mg/mL
Bilirubin, conjugated 0.4 mg/mL
Cholesterol 4 mg/mL
Hemoglobin 10 mg/mL
Triglycerides 15 mg/mL

No clinically significant interference effect was found for all tested substances.



9.5. Cross Reactivity

A minimum of 5 samples with antibody activities to potentially cross-reacting parameters (Adenovirus, Borrelia burgdorferi,
Brucella, Campylobacter jejuni, Chlamydia pneumoniae, Enterovirus, Epstein-Barr virus, Helicobacter pylori, Parvovirus B19,
Salmonella typhi) or samples positive for ANA or rheumatoid factors, and samples from pregnant women were tested to evaluate
the cross reactivity of the assay. Positive findings were additionally analyzed with a CE-marked reference assay. The results are
shown in the following table.

» Number of positive samples
Pathogen/Condition Samples tested — —
Yersinia enterocolitica IgA CE-marked reference assay
Adenovirus 15 3 0
Antinuclear antibodies (ANA) 15 5 1
Borrelia burgdorferi 10 1 1
Brucella 10 6 5
Campylobacter jejuni 9 1 0
Chlamydia pneumoniae 12 4 2
Enterovirus 7 2 2
Epstein-Barr virus (EBV) 13 4 0
Helicobacter pylori 13 2 1
Pregnancy samples 13 2 0
Rheumatoid factor (RF) 11 3 0
Salmonella typhi 9 3 1

Cross-reactions with antibodies against Borrelia burgdorferi, Chlamydia pneumoniae, Epstein-Barr virus, Helicobacter pylori,
Enterovirus, Adenovirus, Campylobacter jejuni, Salmonella typhi, Brucella as well as with samples from pregnant women or
samples positive for rheumatoid factor (RF) or antinuclear antibodies (ANA) cannot be excluded.
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10. LIMITATIONS OF THE PROCEDURE

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

11. 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 kit.

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.




11.1. Safety note for reagents containing hazardous substances

Reagents may contain CMIT/MIT (3:1) or MIT (refer to 3.1).
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.

Reagents may contain 5-Bromo-5-nitro-1,3-dioxane (refer to 3.1)
Therefore, the following hazard and precautionary statements apply.

Warning H315 Causes skin irritation.
H317 May cause an allergic skin reaction.
P280 Wear protective gloves/ protective clothing.
P302+P352 IF ON SKIN: Wash with plenty of soap and water.

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.

Further information can be found in the safety data sheet.

11.2. 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.

12. ORDERING INFORMATION

REF YERAQ0990 Yersinia enterocolitica IgA ELISA (96 Determinations)
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