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RPR

KITS FOR THE DETECTION
OF NON TREPONEMAL SYPHILIS-ASSOCIATED, REAGIN, ANTIBODIES
IN HUMAN SERUM AND/OR PLASMA BY AGGLUTINATION

RPR - 100 tests

RPR - 500 tests

INSTRUCTION FOR USE
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RPR

VvV 100 RI™ 72515
V 500 REF 72516

(BG) « Apyrv e3vun moxeTte ga nonyynte OT npepcraButens Ha Bio-
Rad. 3agb/mkutesiHo M3nonssaiiTe BapuaHTa Ha JIMCTOBKaTa,
onucaH Bbpxy onakoskarta (I'T)).

(CZ) « Ostatni pozadovane jazyky jsou Kk dispozici u vaseho mistniho
prodejce Bio-Rad. Pouzivejte pouze verzi pnbaloveho letaku
uvedenou na obalu (QIl)-

(DE) « Andere Sprachen sind auf Anfrage von Ihrer Bio-Rad-Vertretung
vor Ort erhaltlich. Es ist zwingend die auf der Schachtel genannte
Version der Packungsbeilage zu verwenden (Qi])-

(DK) « Hvis der onskes andre sprog, kan de fas hos den lokale Bio-
Rad-repraesentant. Indl*gssedlen, som er angivet pa kassen,
skal altid anvendes (OW)-

(EE) « Teistes keeltes juhendi saate soovi korral kohalikult Bio-Rad
esindajalt. Kohustuslik on kasutada karbil mainitud pakendi
infolehe versiooni (IT]).

Other requested languages can be obtained from your local
Bio-Rad agent. Imperatively use the package insert version
mentioned on the box ([/11).

(EN)

(ES) « Puede solicitar otros idiomas a su agente local Bio-Rad.
Utilice obligatoriamente el paquete adjunto, version indicada
en la caja

(FI) < Muita kielia on saatavilla omalta Bio-Rad -edustajaltanne. Kayta
ehdottomasti laatikossa mainittua tuoteselosteversiota (INrP-

(FR) « Pour obtenir d'autres langues, contactor votre agent Bio-Rad.

Utiliser obligatoirement la version de la notice mentionnee sur
la boTte (Qi]).

BIO-RAD
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(GR) Tiq aAAeq anaiTOU|isvec; yXwoaro, unopetme va Tig napsie ano
Tov ToniKO npdKTopd aap Bio-Rad. Xpncauyononote oncood”™no-
Ts Tr|v napa/l/layn svGexou ouaKsuaaiac; nov avaypdcl)8Tai oTo
KOUTI([]i]).

(HR) « Ostali trazeni jezici mogu se dobiti od lokalnog Bio-Rad agenta.
Potrebno je koristiti onu verziju uputstva za upotrebu koja je nave-

dena na kutiji ([B)

(HU) « Egyeb nyelveken a helyi Bio-Rad kepviselettol szerezheto be.
A dobozon szerepio verzidszamij tajekoztatdt kell kotelezo
ervennyel hasznaini m

m ° E' possibile avere i Manuali di Istruzioni in altre lingue richieden-
doli al collaboratore Bio-Rad di zona. Utilizzare tassativamente il
rnanuale di istruzioni della versione citata sulla confezione

(LT) * Informacij® gimt*a kalba galima gauti is vietinio ,,Bio-Rad" ats-
tovo. Privaloma naudoti jdetin§ paketo versij®*, nurodyt® ant
dezutes

(MT) Lingwi obrajn mitiubin jistgbu jinkisbu mingliand l-agent ta’
Bio-Rad lokali tieghek. Huwa mistenni li tuza I|-verzjoni tal-ful-
jett ta’ tagbrif imsemmija fuq il-kaxxa ([lip.

(NL) « Andere gevraagde talen kunnen worden verkregen bij uw plaat-
selijke Bio-Rad agent. Gebruik uitsluitend de op de doos vermel-
de versie van de bijsluiter ([Ji])-

(NO) « Andre etterspurte sprak kan fas fra din lokale Bio-Rad representant.
Om nodvendig bruk pakningsvedlegget som folger med (|JO)-

(PL) Informacj? w innych j*zykach mozna otrzymac u rniejscowego
przedstawiciela firmy Bio-Rad. Nalezy bezwzgl*dnie zapoznac
si® z ulotk™ dotgczong do produktu wskazang na opakowaniu

(PT) E possivel obter outros idiomas solicitados junto da sua agencia
Bio-Rad local. Consults obrigatoriamente a versao do folheto
informativo referida na embalagem (QH).

(RO) « Alte limbi solicitate pot fi obtinute de la agentui dumneavoastra local
Bio-Rad. Este imperativ sa utilizati versiunea prospectului mentio-
nata pe cutie (M").

(SE) » Andra sprak kan fas av din lokala Bio-Rad-aterforsaljare.
Anvand alltid den version av bipacksedein som anges pa for-
packningen (I'L)).

(Sl Druge zelene jezike lahko dobite pri krajevnem zastopniku Bio-
Rad. Obvezno uporabite razlicico navodil za uporabo, navede-
no na skatli (QJ).

(SK) < Dalsie jazyky si mozete vyziadaf u svojho miestneho zastupcu
Bio-Rad. Bezpodmienecne pouzivajte verziu pnbaloveho letaku
uvedenu na skatuli ([]O).
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RPR

V 100 ME] 72515
V 500 REF 72516

KITS FOR THE QUALITATIVE AND SEMI-
QUANTITATIVE DETECTION OF NON TREPONEMAL
SYPHILIS-ASSOCIATED, REAGIN, ANTIBODIES IN
HUMAN SERUM OR PLASMA BY MACROSCOPIC
AGGLUTINATION ON DISPOSABLE TEST CARDS

vD C€

883684 = 2014/12

BIO-RAD
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1. INTENDED USE

RPR kits are intended for use for the qualitative and semi-
guantitative detection of non treponemal syphilis-associated
antibodies (reagin) in human serum and plasma as an aid in the
diagnosis in syphilis infection.

2. SUMMARY AND EXPLANATION OF THE TEST

Syphilis is a chronic infection that progresses through distinct
stages of infection; primary, secondary, tertiary, and quaternary.
These stages produce diverse clinical symptoms, typically
producing initial chancres then syphilitic rash followed by long
periods of dormancy. Untreated infection may eventually result in
cardiovascular problems and neurosyphilis.

The infection is caused by the spirochaete Treponema pallidum, and
is usually acquired by sexual contact, although the disease may be
transmitted by transfusion of infected blood. Intra-uterine infection
also occurs. The organism has proved virtually impossible to culture
in artificial media, and diagnosis of the infection usually depends on
the demonstration of antibodies in the blood, which appear soon
after initial infection, and may persist for many years.

Tests for Syphilis fall into four categories: direct microscopic
examination, treponemal antibody tests, non- treponemal antibody
tests and direct antigen tests.

The RPR (Rapid Plasma Reagin) is a “non-treponemal” test, in that
the antibodies detected are not specific for T pallidum, although
their presence in patient’s serum or plasma is strongly associated
with infection by the organism. This type of test measures antibody
(lgG and IgM) produced in response to lipoidal material released
from damaged host cells as well as to lipoprotein-like material
released from the spirochaetes. These antibodies tend to disappear
after successful cure of the infection.

3. PRINCIPLES OF THE PROCEDURE

RPR kits use carbon particles coated with a mixture of lipid
antigens, which will combine with reagin antibody present in
patient’'s serum or plasma. The particles are suspended in a medium
containing components to eliminate non-specific reactions.
Positive reactions are shown by macroscopic agglutination (clumps)
of the particles.

Although the kit is intended for use primarily as a qualitative test,
antibody levels may be titrated by doubling dilution.

Agglutination patterns are interpreted by eye.

[EN] 5
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4. REAGENTS
4.1. Description

Presentation
Description 72515 72516
100 tests 500 tests

Identification
on label

RPR Antigen
Carbon particles coated
R1 RPR Antigen With cardiolipin, lecithin
and cholesterol antigens
in phosphate buffer

1 vial 1 vial
2 ml 10 ml

Positive control
Human serum containing
antibodies associated to

R2 Positive 1 pallidum, negative for

1 ml 2 mi
control HBs Antigen, anti-HIV1/2,
and anti-HCV antibodies
diluted in phosphate buffer
Negative control . ;
R3 Negative 9 1 vial 1 vial

Rabbit serum in
1ml 2 ml
control phosphate buffer

Dispensing bottle

1 1
(re-usable)
Dispensing needle 1 1
(re-usable)
Test cards (10 circles) 10 30

4.2. Storage and handling requirements

This kit should be stored at +2-8°C. Store bottles up-right. Do not
fr0©z0

Each item of the kit preserved at +2-8°C can be used up to the
expiry date mentioned on the package. After opening and in the
absence of contamination, the R1, R2 & R3 reagents preserved at
+2-8°C can be used up to the expiry date shown on the label.

5. WARNING AND PRECAUTIONS

For in vitro diagnostic use. For healthcare professional use.

5.1. Health and Safety precautions:

 This test kit should be handled only by qualified personnel trained
in laboratory procedures and familiar with their potential hazards.
Wear appropriate protective clothing, gloves and eye/face
protection and handle appropriately with the requisite Good
Laboratory Practices.

6 [EN]
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The control materials supplied are derived from human serum.
They have been tested at donor level and found negative for HBs
Antigen, anti-HIV1/2, and anti-HCV antibodies. No known test
method can offer complete assurance that infectious agents are
absent. Therefore, all human blood derivatives, reagents and
human specimens should be handled as if capable of transmitting
infectious disease, following recommended Universal Precautions
for blood borne pathogens as defined by local, regional and
national regulations.

» Biological spills: Human source material spills should be treated as
potentially infectious.
Spills not containing acid should be immediately decontaminated,
including the spill area, materials and any contaminated surfaces
or equipment, with an appropriate chemical disinfectant that is
effective for the potential biohazards relative to the samples
involved (commonly a 1:10 dilution of household bleach, 70-80%
Ethanol or Isopropanol, an iodophor [such as 0.5% Wescodyne™
Plus, etc.), and wiped dry.

Spills containing acid should be appropriately absorbed (wiped up)
or neutralized, the area flushed with water and wiped dry; materials
used to absorb the spill may require biohazardous waste disposal.
Then the area should be decontaminated with one of the chemical
disinfectants.

Note: Do not place solutions containing bleach into the autoclave!

» Dispose of all specimens and material used to perform the test as
though they contain an infectious agent. Laboratory, chemical or
biohazardous wastes must be handled and discarded in
accordance with all local, regional and national regulations.

* The Safety Data Sheet is available on www.bio-rad.com.

5.2. Precautions related to the procedure

5.2.1. Preparing

The reliability of the results depends on correct implementation of

the following Good Laboratory Practices:

* Do not mix or associate reagents from different lots within a test
run.

* Do not use expired reagents.

» Before use wait for 30 minutes for the reagents to stabilize at room
temperature (18-30°C).

[EN] 7
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5.2.2. Processing

» Do not change the assay procedure.

» Use a new distribution tip for each sample.

* Do not touch the reaction surface of the agglutination cards.

6. SPECIMENS

Serum or plasma (EDTA, Sodium Citrate, Sodium Heparin and ACD)
specimens should be free of blood cells. They may be stored at +2-
8°C for up to 7 days before testing. Specimens needing longer
storage should be frozen at -20°C or lower. Frozen specimens
should be thawed and well mixed before testing.

Do not repeat more than 5 freeze/thaw cycles.

Heated samples at 56°C during 1 hour do not impact the results.
Specimens containing up to 120 g/l of albumin, 200 mg/l of bilirubin,
33 g/l of triolein and samples containing up to 2 g/l of hemoglobin
do not affect the results. However, it is not recommended to use
hyperlipemic and hyperhemolysed samples.

If the specimens are to be shipped, they must be packaged in
accordance with the regulations in force regarding the transport of
etiological agents and preferably transport frozen.

7. PROCEDURE

7.1. Materials required

7.1.1. Material provided

Properly calibrated disposable dropping bottle and dropping needle
to dispense carbon particles.

7.1.2. Materials required but not provided

Rotator to rotate test cards at 100 rpm, in @ circle of diameter
approximately 1 cm.

Properly calibrated and maintained pipette and tips to deliver a
volume of 50 pi.

0,9% saline solution (for semi-quantitative procedure)

7.2. Assay Procedure
The kit positive (R2) and negative (R3) controls must be run with
each run of tests.

7.2.1. Qualitative test

1. Place 50 pi of specimen or control into a circle on the test card.

2. Spread the specimen and controls evenly over the test circle
area.

3. Shake the vial of RPR antigen to ensure thorough mixing, just
before use to avoid sedimentation.

8 [EN]
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4. Attach the dropping needle to the dropping bottle and take up
the RPR antigen by suction.

5. Invert the dropper and gently squeeze to expel air from the
needle.

6. Holding the dropping bottle vertically over the test specimen,
dispense a single drop of RPR antigen.

7. Place test card on a card rotator and rotate at 100 rpm for 8
minutes.

8. Read immediately and interpret results visually in good light.
(Refer to 7.4)
Note: If it is not possible to read immediately, card must be
maintained on the card rotator up to 15 minutes.

9. Return unused antigen from dropping bottle to glass vial.

10. Clean out dropping bottle and needle with distilled water and
allow drying before reusing.

7.2.2. Semi-gquantitative test
B 1. Make doubling dilutions from undiluted to 1:16 in 0,9% saline

solution.

2. Place 50 pi of each dilution and controls in to a separate circle on
the test card.

3. Spread each dilution evenly over the test circle.

4. Continue as from Qualitative Test section 3.

The titre of the specimen is expressed as the reciprocal of the

highest dilution showing agglutination of the carbon particles.

If the highest dilution tested (1;16) is reactive, proceed with a further
dilution series by preparing doubling dilutions of the sample from
1:32 to 1:512 using 0,9% saline solution.

Mix well and continue as from step 2 in the semi-quantitative test.

7.3. Quality Control
Use Positive Control (R2) and the Negative Control (R3) in each run
to validate the assay.

7.4. Interpretation of the results and Test Validation criteria

Strong Reactive (SR):
Large clumps of carbon particles with a clear
background.

Reactive (R):
Large clumps of carbon particles somewhat more
dispersed than in Strong Reactive.

[EN] 9
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Weak Reactive (WR):
Small clumps of carbon particles with light grey
background.

Trace Reactive (TR):

Slight clumping of carbon particles typically seen as
a button of aggregates in the centre of the test circle
or dispersed around the edge of the test circle.

Non-Reactive (NR):

Typically a smooth grey pattern or a button of non-aggregated
carbon particles in the centre of the test circle or a large circle of
carbon particles without any clumping inside.

Reactive samples should be recorded as antibody positive and must
(in view of the nonspecific nature of the antibodies detected) be
subjected to further tests to determine the presence or absence of
specific anti-treponemal antibodies.

For the assay to be valid, the Positive Control should give a Strong
Reactive pattern and the Negative Control should give a clearly Non-
Reactive result.

8. TEST LIMITATION

No single test or definitive reference standard is available for every
stage of the disease. Thus, Syphilis diagnosis relies predominantly
on serological testing, requiring results from both non-treponemal
and treponemal methods.

False positive results can be observed when reading does not occur
immediately after rotating.

RPR carbon test is not specific for Syphilis. All reactive samples
should be retested with treponemal methods such as TPHA to
confirm the results.

10 [EN]
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9. PERFORMANCES CHARACTERISTICS

9.1. Precision Study

A sample panel constituted of one negative sample, 1 low positive
sample (titer 1:4) and 1 positive sample (titer 1:16) were tested for
repeatability in 8 replicates during the same run. For intermediate
precision and inter lot reproducibility studies, the samples were
tested in 2 replicates per day during 5 days (reading by two different
operators) and on two different lots.

9.1.1. Repeatability
All the negative sample replicates gave negative results and all the
positive samples replicates gave positive results.

9.1.2. Intermediate precision / Inter Lot reproducibility
All the negative sample replicates gave negative results and all the
positive samples replicates gave positive results whatever the conditions.

9.2. Clinical performance

9.2.1. Specificity

The specificity study was a retrospective study performed on 102
frozen serum samples from the routine of the laboratory of a
Sexually Transmitted Disease center, France.

The results from Syphilis RPR assay were compared to a CE marked
RPR/VDRL assay.

Total Initial Repeat RR
number n|_ 'a Reactive Specificity Cl 95%
. Reactive (IR)
specimens (RR) (%)
2 0 100% [96.4% -
'|' 102 (equivocal) 102/102 100.0%]

On 102 samples, 2 samples were found equivocal. After re-test, all
samples were negative.

The diagnostic specificity on the retrospective samples was equal
to 102/102 = 100% with a confidence interval at 95 % of [96.4% -
100.0%].

9.2.2. Sensitivity

The sensitivity study was a retrospective study performed on 101
frozen serum samples from the routine of the laboratory of a
Sexually Transmitted Disease center, France.

The results from Syphilis RPR assay were compared to a CE marked
RPR/VDRL assay.

[EN] 11
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Total Repeat RR

number Im.tlal Reactive Specificity Cl 95%
) Reactive (IR)
specimens (RR) (%)
100 101 100% [96.4% -
101 (1 equivocal) 101/101 100.0%)]

On 101 samples, 1 sample was found equivocal. After re-test, all
samples were positive.

The diagnostic sensitivity on the retrospective samples was equal
to 100% (101/101) with a confidence interval at 95 % of [96.4% -
100.09%.

9.3. Analytical Specificity - Cross Reactivity Study

The analytical specificity of the Syphilis RPR assay was evaluated on
a total of 65 cross-reacting samples chosen to be from other
infectious diseases and/or other conditions that can give a false-
positive result due to non-specificity (Rheumatoid factor, Lyme
disease, EBV, Rubella, leptospirosis, SLE (Lupus), Hepatitis B,
Hepatitis C, HIV ¥2, multipara women, pregnant women).

The assay specificity obtained is equal to 100.0% (65/65) with a
95% confidence interval of [94.5% -100.0%].

9.4. Prozone Effect

Three (3) very high Ab Syphilis positive samples (>1:128) were tested
undiluted and diluted to verify the absence of prozone effect.

All non-diluted positive samples are positive.

No Prozone effect is seen with titers up to 1:256.
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(BG) » To3n NMpOAYKT CbAbpXa YOBELIKM WUIN XXUBOTUHCKM KOM-

(C2)

(DE)

(DK)

(EE)

(EN)

(ES)

(F1)

(FR)

(GR)

(HR)

(HU)

(IT)

(LT)

(MT)

(NL)

(NO)

(PL)

(PT)

(RO)

(SE)

(SN

MOHOHTW. BbaeTé BHUMAaTENHN Npu paboTa C Hero.
Tento vyrobek obsahuje lidske nebo zvireci komponenty.
Zachazejte s nim opatrni.

Dieses Produkt enthalt Bestandteile menschlichen Oder tie-
rischen Ursprungs. Vorsichtig handhaben.

Dette produkt indeholder humane og animalske komponen-
ter. Skal behandles med forsigtighed.

Kaesolev toode sisaldab inim-voi loomseid komponente.
Kasitseda ettevaatlikult.

This product contains human or animal components. Handle
with care.

Este producto contiene componentes humanos o animales.
Manejar con cuidado.

Tassa tuotteessa on ihmisesta tai elaimista peraisin olevia
osia. Kasittele varovasti.

Ce produit contient des composants d'origine humaine ou
animale. Manipuler avec precaution.

Auto to NPO'iOv nspiexsi avBpcbniva \ ~omka oTOixeia-
XsipioTEiTe TO pe npoooxn-

Ovaj proizvod sadrzi ljudske ili zivotinjske sastojke. Pazijivo
rukovati.

A keszitmeny emberi vagy allati eredetii osszetevoket tartal-
maz. Ovatosan kezelendo.

Questo prodotto contiene componenti umane o animali.
Maneggiare con cura.

Siame produkte yra zmogiskosios arba gyvGnines kilmes
sudetinig dalig. Elgtis atsargiai.

Dan il-prodott fih komponenti umani jew tal-annimali. Uza
b’attenzjoni.

Dit product bevat menselijke of dierlijke bestanddelen.
Breekbaar.

Dette produktet inneholder humane eller animalske kompo-
nenter. HSndteres med forsiktighet.

Niniejszy produkt zawiera sktadniki pochodzenia ludzkiego lub
zwierz*cego. Nalezy obchodzic si® z nim ostroznie.

Este medicamento contem componentes de origem huma-
na ou animal. Manuseie com cuidado.

Acest produs contine materiale de origine umana sau ani-
mala. Manevrati-I cu grija.

Denna produkt innehSller best*ndsdelar fr*n manniska eller
djur. Hantera produkten varsamt.

Izdelek vsebuje cloveske all zivalske sestavine. Rokujte pre-
vidno.

(SK) « Tento vyrobok obsahuje ludske alebo zvieracie zlozky.

Narabajte s nim opatrne.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ha6op peareHTOB A5 ONpejesieHNss HETPEMOHEMHbIX aHTUTeN (PearuHoB),
06pasyoLLMXCa Npu cuUtunce,

B CbIBOPOTKE n/vinn nnasme KPOBUM 4esioBEKa METOAOM arr/itoTnHaunn -

RPR.

VicnonHeHus:
RPR - 100 TectoB
RPR - 500 TectoB

NMHCTPYKUWNA MO MPUMEHEHWIO
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Jig 72515
iREF]72516

HABOP PEAFEHTOB A/1A ONMPEAENEHNA HETPEMNOHEMHbBLIX AHTUTEN (PEATMHOB),
OBPAIYHOLWWXCA MPUN CNPUNNCE, B CbIBOPOTKE /WU MJTASME KPOBW YE/TOBEKA
METOAOM AITNHOTUHALINN

i) Cce

IVD

883684. 2014/12
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COAEPXAHWNE

E HASHAUEHVIE ooovoooeeeeeeeeeee e ess s e s ass s s e ees s eees e
KPATKW OB30P Y MOACHEHUA K TECTY oovvorereeeeeeveeeseeeeeeseeeseeseeeessseessseeeen
MPUHLAM METOAA UCCAELOBAHUIS.........coovveeeeeeeeeseeeeeeeeeeeesee e sessse e 3
PEAEEHTbI, BXOJSALUME B COCTAB HABOPA......ivveeeeeeeeeeereseeeeeeseesesese e
NPEAYMNPEXAEHNSA V1 MEPBL MPEAOCTOPOMKHOCT V..o,
NCCIIELYEMBLE OBPASBLBL.......vveoeeveeeeseeeeeeeeeseeesesesssseeeseseseesssessesssesesssssesessseseeseees
MPOLEAYPA UCCIELOBAHIS.........coevveeeveee e eeeeeeeeeeeveeseseeeessseesssseeessseeeneees
OEPAHUYEHUA METOAA UCCNELOBAHUS......ooveoevveeeeeeeeeeeeseeeseeeeesee s
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4. PEATEHTbI, BXO4ALWWME B COCTAB HAEOPA
4.1. OnucaHue

HanmeHoBaHKe

BapunaHTbl ucnosHeHUs

OnwucaHue 72515 72516
peareHTa 100 TecToB 500 TecToB
RPR aHTUreH
R1 YTO/bHbIE YacTULbI, NMOKPbITbIE aHTUFEHaMMW: 2 Mn/dnakoH 10 MA/dnakoH
RPR aHTUreH  KapAuonunuHoOM, NeunuTmHOM U X0NecTepuHOM, 1w 11,
(RPR Antigen)  cycneHampoBaHHble B ocdaTHOM ByepHOM
pacTsope
RO MoNoXKNTE/bHbIA KOHTPO/IbHBIN 06pasel,
HoNOKUTENbHbI UYenoseyeckas CbIBOPOTKA, coflepxallias aHTuTena,
- CBA3aHHble ¢ npucyTtcTenemM T.pallidum v He 1mn/dnakoH 2 mn/thnakoH
KOHT6pO”be'” cogepxawaa HBs aHTureH, aHTu-BNY 1/2 n aHTun- 1. 1wr.
(Posi?ivpeag:eoL:ltrol) BI'C aHTuTENa, pa3sefeHHasd B hocdaTHOM
OydepHOM pacTBope
R3
OTpuuaTenbHblii OTpULATENbHBIA KOHTPO/IbHLIN 06paseL, LMn/hRakoH 2 MA/GAaKoH
KOHTPO/bHBLIN  Kponnubsa cbiBOPOTKa, pa3BefeHHasd B (pocdaTHOM 1T 1T,
obpasey, OythepHOM pacTBope '
(Negative Control)
dnakoH gna BHeceHus peareHToB (Dispensing bottle) 1 1
(MHOrOKpaTHOro NPUMeHeHUs)
Wrna pnsa BHeceHus peareHToB (Dispensing needle) 1 1
(MHOrokpaTHOro NpPMMeHeHNs)
KapTtbl gna nposeaeHus peakumm (Test cards) 10 50

(10 KpyroBbIx 30H)

4.2. YCNnoBus xpaHeHUSA U UCNO/b30BaHUSA

[aHHblA Habop cnegyeT XpaHuTb nNpu TemnepaType +2-8°C. ®PnakoHbl AO0MKHbI HaXoAUTbCA B
BEPTUKA/IbHOM MOMIOXKEHUW. He 3amopaxknBaThb.

Mpwv ycnosun xpaHeHus nNpu Temnepatype +2-8°C KaXK/blii KOMMOHEHT Habopa, MOXET UCMO/b30BaThb A0
OKOHYaHMS CpOKa rogHOCTW, YKa3aHHOro Ha ynakoBke. [locne BCKPbITUA (h1aKOHOB M NPU OTCYTCTBUU
KOHTamuHauun peareHTol R1, R2, R3 (npu ycnosun xpaHeHus npu +2-8°C), MOXXHO MCNOMb30BaTh A0
OKOHYaHMsA CpOKa roHOCTH, YKa3aHHOr0 Ha STUKETKE.

5. MPEAYNPEXAEHNA N MEPbLI NMPEAOCTOPOXHOCTW

TonbKo Ans AMarHoOCTUKM in vitro.
MpeaHasHavyeHo An1st NPOJECCMOHANIBHOTO NPUMEHEHNST MEANLIMHCKUMI PaboTHUKaMM.

5.1. Mepbl No obecneveHNIO oXpaHbl Tpyaa 1 6e30nacHoeTH:

o [laHHbIi Habop peareHTOB nNpefAHasHauYeH [A/is WCMO/b30BaHWS TOMbKO KBaMAULMPOBAHHLIMM
creuuanucTaMu, MPOLLUEAWUMIA  CrielmanbHOe 00ydYeHWe B 06/M1acTV MPOBEAEHVS NaBGoPaTOPHbIX
CCNEA0BaHNIA 1 OCBEAOM/IEHHBIMU O CBSI3aHHbLIX C HUMM MOTEHLMANbHbLIX (hakTopax pucka. Cneayet
CMONb30BaTh CMELMaNbHYIO 3alMTHYH OAeXAy, NepuaTKu W CPeacTBa ANs 3aliWTbl Fnas/nuua u
[0MKHbIM 06pa3oM Co6/10AaTh COOTBETCTBYHOLIME MMPUHLMNbI HAZeXallleil TabopaToOpHOI MPaKTUKM.
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* MocTaBnisieMble B COCTaBe Habopa KOHTPO/IbHbIE MaTepuasibl M3roTOB/EHbl HA OCHOBE CbIBOPOTKW KPOBM

yenoBeka. Bce OHM MpoLWIM McCefoBaHMe Ha 3Tane 3abopa KpPoBW Y [OHOPOB U OMpefenieHbl Kak
oTpuuaTenbHble No Hannuuio HBs aHTureHa, aHTM-BUY 1/2 n aHTKU-BI'C aHtuten. OfHaKo MeTofoB,
CMOCO6HBLIX 06ecneynTb MOMHYK rapaHTUK0 OTCYTCTBUA MH(EKUMOHHbIX areHToB, He CYLLEeCTBYeT.
MoaToMy CO BCEMW MPOM3BOAHBLIMU  KPOBM YenoBeKa, peareHTamMu v 61oN0ormyeckumMmn obpasuamu,
MOSTlyYeHHbIMM OT YeNoBeKa, CrefyeT 06paliaTbCs Kak C MOTEHUMasbHO CMOoCO6HbIMM K nepefade
WH(eKUMKn, cobntofas yHuBepca/ibHble Mepbl 6e30MacHOCTM B OTHOLUEHWM TeMOTPaHCMUCCUBHBIX
NnaToreHoB, onpejeneHHble B MECTHbIX, PEMMOHA/IbHBLIX Y HALMOHA/IbHLIX HOPMAaTUBHbIX aKTax.

e PaznuTblli  GMONOrNYECKMin  MaTepuan: PasnnTblii  GMONOrMYECKUIA  MaTepuas  Ye/l0BEYECKOro
NPOMCXOXAEHNSA AOMKEH ObITb 06paboTaH Kak NMOTEHUMATbHO MHPULMPOBAHHBIIA.

Ecnn  nponuTblii  MaTepuan He COLEPXXWUT  KWCMOTbl, HEe0OXOAMMO He3aMeANTeNlbHO MPOBECTU
06paboTKy y4yacTKa Mpo/vBa, BCEX MATepuasioB, BCEX 3arpsi3HEHHbIX MOBEPXHOCTeN U 060py0BaHUS
COOTBETCTBYIOLMM XMMUYECKUM [e3NHPULMPYIOLLMM CPEeACTBOM, KOTOPOe SABASETCA 3(PPEKTUBHLIM B
OTHOLLEHWUM MOTEHUMAIbHON GMONOrMYecKor OMacHOCTM paccmaTpuBaeMblX 06pa3LoB (kak npaswsio,
rMnoxnoput Hatpua B passedeHnn 1:10, 70-80 % 3TnNOBLIA UAX M30MPONWMOBLIA CNVPT, ogodop,
Hanpumep, 0,5 % Wescodyne Plus n T. f1.), a 3aTeM BbITEPETb HACyXo.

 MponuTble MaTepuanbl, COAEPXalLUME KUCMOTY, HEO6XOAMMO TLATeNbHO YCTPaHWTb NP NOMOLUY
BNUTbIBAKOLLEro MaTepuana (BbITEPETb) WM HENTpanM3oBaTb, Y4aCTOK pa3/nvMBa MPOMbITb BOAOA W
BbITEPETb Hacyxo. Copbupytlolime MaTepuanbl, UCNOMb30BaHHbIE AN YAANEHUA PasMTON XUAKOCTY,
cneayeT yTUAM3MPOBaTb COrNMacHO TpeboBaHMUAM K 06paLLeHN0 ¢ 6MOMOrMYECKN OMaCHbIMI OTXOAaMW.
3aTem 3TOT y4acTOK Heo6xoanmo 06paboTaTb OAHUM U3 XUMUYECKUX AE3UHPULMPYIOLLIMX CPEeACTB.

MpumeyaHue: He nomewaiTe xnopcogep>kalime pacTBopbl B aBTOKNas!

* Bce 06pasubl 1 mMaTepuasnbl, UCNOMb30BaHHbIE A4/ NPOBEAEHMA TeCTa, AO/HKHbI ObiTb YTUAN3NPOBaAHSI
Kak BeLLecTBa, NOTeHUMaNbHO coflepxkallpe Bo3byamTeneid nHpekumn. ObpalleHne ¢ nabopaTopHbIMK,
XUMUYECKMMM 1 OMONOTMYECKM OMaCHbIMM  OTXOAaMK, a TakkKe WX YTuausaums, AOMKHbI
OCYLLECTBNSATbCA C COGMIOAEHNEM BCEX MECTHbIX, PEerMoHasibHbIX W HauMOHaIbHbIX HOPMAaTUBHbIX
TpeboBaHUI.

* [MacnopT 6e3onmacHOCTM MaTepuasa NpeacTaB/ieH Ha MHTepHeT-cainTe www.bio-rad.com
5.2. MNpepynpexneHns, KacaloLyecs BbIMONHEHNA METOLUKN NUCCNeL0BaHUA
5.2.1. lNogroToBKa

[0CTOBEPHOCTb pe3y/bTaToB 00YC/M0B/IEHA TOUYHLIM BbIMOIHEHMEM Cheayrowmx npasun Hapnexaluein
NnabopaToOpPHON NPaKTUKW:

* [Mpn nocTaHOBKe TecTa He CMeLUMBATb M He NUCMO/b30BaTb COBMECTHO PeareHTbl U3 pas/inyHbIX MapTuil.

* He ncnonb3oBath peareHTbl C UCTEKLUMM CPOKOM FOAHOCTW.

* lMepen ncrnonb3oBaHWEM peareHTbl HEOOXOAMMO BblgepXkaTb B TeveHue 30 MUHYT MpU KOMHATHOM
Temnepatype (18-30°C) ans ux ctabunmsaumu.

5.2.2. BblnonHeHve npoueaypsbl UccnefosaHnA

 He BHOCUTb 13MEHeHMIA B NpoLieaypy UCCNea0BaHus.
* /ICN0/b30BaTh HOBbIA HAKOHEUHVIK [1/151 BHECEHMS KaXKa0li Mpoobl.
* He npuikacaTtbCsi K TO MOBEPXHOCTY KapTbl, HA KOTOPOV NPOUCXOAUT PeaKLys arrfioTUHALMN,

6. NCCJIEAYEMBbIE OBPA3LbI

O6pasLpl CbIBOPOTKM WM Nnas3mbl (cobpaHHon ¢ SATA, uUTpaTOM HaTpus, renapuHOM HaTpus Wam
HUTPATHbIM aHTUKOAryfsHTOM C [eKCTPO30iM) He LO/MKHbl COAepXaTb K/IETOUYHbIX 3/1EMEHTOB KPOBW.
O6pasLbl MOryT XpaHUTbCA Mpu Temnepatype +2-8°C B TeueHUWe 7 [Held Nepes NpoBeLeHneM TecTa.
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O6pasupl, Tpebyrowme 60see A/IMTENBHONO XpaHeHUs, cnefyeT 3amopakusatb npu -20°C wan 6onee
HU3KON TemnepaType. lMepes MCMonb3oBaHWEM Takue 06paslibl HEOOXOAUMO Pa3sMOpO3UTb M XOPOLUO
nepemveLLats. He crnefyet noasepratb 06pasupbl NpoLeLype 3aMOpaXKMBaHUA-0TTanBaHNsA 6osee 5 pas.
O6pasupl, noasepriunecs HarpeBaHUO npu Temnepatype 56 "C B TeyeHue 1 yaca, NPUrogHbl Ans
NPOBeAeHNs UCCNeLOBaHNS.

CopepxaHue B obpasue ao 120 r/n anbbymuHa, 200 mr/n 6unmpybuHa, fo 33 r/n TpuonenHa n fo 2 rin
remorfiobnHa He BAMSET Ha pesy/bTaT. OAHAKO He PeKOMeHAYeTCA WCMosb30BaTb /11 UCCNe0BaHNS
CWIbHO reMO/IM3MPOBaHHYO CbIBOPOTKY WM MNia3My, a TakKXXe CbIBOPOTKY WIN Mfia3My C O4eHb BbICOKUM
cofiep>XaHvem nnuaos.

Ecnv  o6pasubl  mognexxar TpaHCMOPTUPOBKE, WX He0OXOAMMO YyrakoBaTb B COOTBETCTBUM C
[EVCTBYIOWMMM  MpaBuiamMmyM  TPaHCMOPTUMPOBKM  3TUONOTMYECKUX  areHToB,  MPegnovTUTE/IbHO
TPaHCMopTMPOBaTh B 3aMOPOXXEHHOM BUzeE.

7. MPOLUEALYPA NCCNELOBAHUNA
7.1. Heobxoammble maTepuansbl
7.1.1. Heobxoanmble MaTepuasibl, BXOASLLME B COCTaB Habopa
r» KanenbHbli (h1akoH-403aTop M A03upytowas nrna 419 BHECEHNS Yro/bHbIX YacTuL.
7.1.2. Heobxoanmble MaTepuasibl, He BXOASLLME B COCTaB Habopa

» YCTpolicTBO (poTaTop) Ans BpaleHust KapT Ha ckopocTh 100 06/MMH, OMUCLIBAKOLLEE OKPYXXHOCTb
ANaMETPOM NPMOAN3NTENBHO 1 CM.

* [IoMKHbIM 06pa30M OTKasIMO6POBaHHbIE M MOBEPEHHbIE MUMETKN U HAKOHEYHUKWN A1 BHECEHUS 06bema
50 mKn.

* 0,9% (h1M3MONOrNYECKINIA pacTBOpP (4711 NONYKONMUYECTBEHHOIO aHan3a)

7.2. MeToauKa npoBeaeHNsa nccnegoBaHnA

Bxopgsawpe B Habop nonoxutenbHbln (R2) n oTpuuatenbHblii (R3) KOHTPO/bHbIE 06pasubl AO/MHKHBI
MCNONb30BaTLCS B KaXKAOM NOCTaHOBKe TECTOB.

7.2.1. KauyecTBeHHbIV aHan3

1 MomectnTb 50 MK 06pasLa UM KOHTPOILHOrO 06pasLa B KPYroByH 30HY, HAHECEHHYHO Ha KapTe.

2. PaBHOMepHO pacnpefennTs 0bpaseL, M KOHTPO/IbHbIE 06pa3Libl MO BCEW MOBEPXHOCTN KPYrOBOM 30HbI.
3. TwartenbHo B36oNTaTb (NakoH, cogepXawmii RPR aHTUreH, HenocpefiCTBEHHO Mepes ero
NpPUMeHeHWeM, BO 13bexxaHve 06pa3oBaHNsA OcafKa.

4. MpucoeanHNTL A03MPYHOLLYHO UrNY K (hNakoHY-A03aTopy M 0To6paTh RPR aHTMreH nyTeM acnvpaumu.
5. MepeBepHYTb (D1AKOH 1 aKKYPATHO CXaTb ero, yaansas Bo34yX U3 UMbl

6. Jepxa (hnakoH-403aTop B BEPTUKa/IbHOM MOMOXEHUN Hag uccnefyemMbiM 06pa3LoM, BHECTU OfHY
kann RPR-aHTUreHa.

7. MMomeCTUTb KapTOYKy Ha niaTopmy poTaTopa v Bpawatb Ha ckopoctv 100 06/MUH B TeyeHue 8
MUHYT.

8. Hesamep/iMtesibHO, Mpy XOPOLUEM OCBELLEHUM OCYLLECTBUTb BU3Ya/lbHYHO OLEHKY M MHTeprpeTauuio
pe3ynbTatoB (CM. NMYHKT 7.4)

MpumeyaHune: B cnyyae, Korga MpoBefeHWe He3aMeaMTeNIbHOM OUEHKM pe3y/ibTaToB HEBO3MOXHO,
KapTO4KY MO3BO/INTENIbHO OCTaBUTb BO BpaLlatoLLeM YCTPOMCTBE MakCUMyM 0 15 MUHYT.

9. MepennTb HENCNONb30BaHHbIA aHTUIEH 13 (P1aKOHa-A03aTopa B CTEK/IAHHbLIN (DIaKOH.

10. MpoMmbITb (hNakoH-403aTOP W LO3VPYIOLLYO UMY AUCTUNNMPOBAHHOW BOLOW M aTb UM BbICOXHYTb
nepez NOBTOPHbLIM UCMO/b30BaHNEM.

7.2.2. T10N1yKONNYECTBEHHbIN aHaNn3

1 CpenaTb ceputo ABYKpPaTHbIX pa3BefeHWin, OT Hepa3BeAeHHOro obpasua Ao passedeHus 1:16, B 0,9%
(h13M0N0rMYECKOM PacTBOpE.
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2. MomectTb No 50 MKN KaXgoro passefeHuss obpasua UM KOHTPO/bHLIX 00pasuoB B OTAENbHbIE
KPYroBble 30Hbl KapTbl.

3. PaBHOMEpHO pacnpeaennTb Kaxaoe passefeHre Mo NoBepXHOCTM COOTBETCTBYHOLLEN KPYrOBOM 30HbI.
4. [lanee BbINOMHATL NPOLIEAYPY MO CXeMe, ONMCaHHOM B pasaene «KayecTBEHHbI aHann3», ¢ NyHKTa 3.
Tutpom o6pasua cnegyeT cumtaTtb camMoe 060/blUOe pa3BefeHne, MNpu  KOTOpoM Habnwogaetcs
arrnoTMHaUMA YyrofbHbIX YacTuy,

Ecnm B camom 60/bLLIOM M3 MCCnefoBaHHbIX pa3sefeHuid (1:16) Habnwogaetcs peakums, Heo6xoaMMOo
coenatb AOMNONHUTENIbHYHO CEpU0 [BYKPATHbIX pa3sefeHuid obpasua, ot 1:32 go 1:512, B 0,9%
(hM310N0rNYECKOM pacTBope.

Xopowo nepeMewiatb U NPOAO/DKUTL  BbIMOSIHEHME Npouedypbl MO CXeMe, OMWCaHHOW  ANns
NOJTYKONINYECTBEHHOI0 aHansa, HaunHas ¢ NyHKTa 2.

7.3. KOHTpO/Ib KayecTBa

[ns OueHKM NpaBWUILHOCTW BbINOIHEHWS TeCTa CriefyeT UCMO0/b30BaTb MONOXMUTENbHbIA KOHTPO/bHbIN
o6pasel, (R2) 1 oTpruaTenbHbI KOHTPOMbHLIA 06pasel, (R3) B ka0l NOCTaHOBKE TecTa.

7.4. VIHTepnpeTaums pesynbTaToB U KPUTEPUMN OLEHKW NPaBWU/IbHOCTY BbIMOTHEHMS TeCcTa

n ApKo BblpaXkeHHas NonoXknTesibHaa peakums (SR):
KpynHble arperatbl yrofisHbIX 4acTuL, Ha MPO3pa4yHOM (DOHe.

MonoxxntensHasa peakumsa (R):

KpynHble arperarbl yrosbHbIX Yactul, 6onee ancneprmpoBaHHbIX No
CPaBHEHWIO C KapTUHO, HabII0AaeMOIN NPY APKO BbIPXKEHHON
NOSIOXXUTENIbHON peakLuuu.

CnabononoxutenbHas peakuus (WR):
He6onbLuve arperatbl Yro/ibHbIX YacTuL, Ha CBET/I0-CEPOM (DOHE.

CnepfoBas nonoxutesbHasa peakuma (TR):

Menkue arperatbl YronbHbIX 4acTULl, pacnosiararoLLmecs, Kak npaswmso,
B popmMe NyrosuLpl B LEHTPE KPY>XXKa U Auddy3Ho paccesHHbIe Mo
rpaHu1LLe KPYroBoi 30HblI.

OtpuuatensHas peakums (NR):

TunnyHaa KapTuMHa MpeacTaBnsieT coOOM paBHOMEPHOE Cepoe OKpallumBaHMe (DOoHa WM Halmuune
«MYroBMLbI» U3 HearrpernpoBaHHbIX Yro/bHbIX YacTuL, B LEEHTPe KPYroBOM 30HbI UM LUMPOKUIA KPYT 13
Yro/bHbIX YacTuL, 6e3 arperaTtoB BHYTPU HEro.

PeakTVBHble 006pa3Libl JO/MKHbI ObITb 3aPErMCTPUPOBaHbI KaK MOMOXWUTENbHbIE Ha HaMuMe aHTUTEN U
noaBeprHyTbl (BBMAY HecneuntUYHOCTA BbISBNEHHbIX aHTUTEN) AanbHelLleMy MUCCNeaoBaHUO B LIENSX
onpeaeneHnst HaNMUMs, NM60 OTCYTCTBUSA B HAX CNELMENYHBIX aHTU-TPEMOHEMHbIX aHTUTEN.

[ns Toro 4to6bl aHaM3 CUYUTANCA MPaBWUIbHO BbIMOMHEHHBIM, MOOXUTENbHBIA KOHTPO/bHLIN 06pasel
[O/MKeH [aBaTb KapTUHY Pe3KO MOMOXMTENbHOW peakumun, a oTpuuaTteSbHbIA KOHTPO/bHbIA 0bpasel, -
SBHYHO KapTUHY OTPULLATENbHON peakumu.

8. OrPAHNYEHNA METOOA NCCJ/IEAOBAHUA

OTpenbHble TECTbl WAW TOYHO OMpefeNeHHble 3TaNOHHbIE CTaHAAPTbl A1 KOKAOK U3  CcTaawii
3a60/1eBaHNst  OTCYTCTBYIOT. [03TOMY [MarHOCTVMKA CUUANCA OMNMPAeTCs, MPEVMMYLLECTBEHHO, Ha
CEpPONorMYeckne WCCneaoBaHus, [ns 4Yero TPeOYylTCs pe3y/bTaThl KaK HETPEMOHEMHbIX, TaK U
TPenoHeMHbIX TECTOB.
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B C/lyyae, Korja Bu3yasibHas OLEHKa pe3y/nbTaToB He NPOBOAUTCA HEMOCPEACTBEHHO MOC/E 3aBEPLLEHWS
BpaLLeHUa KapTbl, MOryT HabNt04ATLCS IOXKHOMONOXKUTENbHbIE Pe3y/bTaTbl.

RPR-TeCT € yrosibHbIMM YacTULAMW He SABNAETCA ChneumpuyecKM METOAOM [AMArHOCTUKW cudmanca.
[na noaTBepXXAeHNs pe3ynbTaToB BCe peakTUBHbIE 06pasLibl JO/MKHbI ObITb UCCEL0BaHbI MOBTOPHO, NpK
NMOMOLLIM TPEMNOHEMHbBIX TecToB, Hanpumep, PITA.

9. ®YHKUNMOHAJIbHbIE XAPAKTEPVCTUKW
9/1. NccnepoBaHme BOCMPOU3BOAMMOCTH

[N OLEHKM CXOAMMOCTM MNaHenb 006pa3LoB, B KOTOPbIA BXOAWAM OAWH OTpUUATENbHbIA obpasel, 1
cnabononoXnTenbHblin obpasel, (TUTp 1:4) n 1 nonoxuTensHbld obpasel, (TMTp 1:16), 6bin UccnefosaH B
8 noBTOpax B OAHOM W TOW e MOCTaHOBKe TeCcTa. B pamkax uccrnefoBaHWn BHYTPWIabopaTopHON
BOCMPOM3BOAUMOCTM 1 BOCMPOU3BOAMMOCTL MeXAY MapTusiMi, 06paslibl NOABEPrannCb aHanu3y B 2
noBTOpax B [ieHb B TeyeHue 5 AHeld (OUEHKY pe3ynbTaToB OCYLUECTBAAN 2 Pas/inyHbIX CheynanncTa), ¢
1CNOMb30BaHWEM MaTepurana 13 AByX PasMyHbIX NapTUiA.

9/1/1. CxognmMocCTb

Bo Bcex MOBTOpax MccnefoBaHUs OTPULIATENIbHLIX 06pasLoB  6biM  MOMyYeHbl OTPULATE/NbHbIE
pe3ynbTaTbl, BO BCEX MOBTOPaX WCCMEAOBAHMS MOMOXMUTENbHbIX 06pasLoB  OblA  MOMYYEHbI
MONOXUTENbHbIE PE3YNbTaTbl.

9/1.2. BHyTpunabopaTopHas BOCMpPoM3BOANMOCTb/ MexcepuiiHas BOCMPON3BOAMMOCTb

Bo Bcex noBTOpax WCCNeA0BaHWs OTPULATENbHBIX 00pasLoB  OblIM  MOMyYeHbl OTpULATENbHbIE
pe3ynbTaTbl, BO BCEX MOBTOpax WCCMeAOBaHUA MOMOXWTENbHbIX 006pasLoB  OblM  NOMyYeHbl
NONOXUTENbHbIE Pe3y/bTaTbl, HE3AaBUCKMO OT YCNOBUIA NPOBEAEHNS CCELOBAHNIA.

9.2. KnuHmnyeckme xapakKTepuCcTUKn
9.2.1. CneungnyHOCTb

Ona n3yyeHus crneynduUHOCTA MNPOBOAWMIOCL PETPOCMEKTMBHOE WCCNefOBaHMe, B paMKax KOTOPOro
OblM  noageprHyTbl aHanmMdy 102 3aMOPOXEHHbIX 06pasya CbIBOPOTKW, MOMYYEHHBIX B XOAe
CTaHAapTHbIX npouedyp B nabopaTopun  (hpaHLly3CKOro LeHTpa Mo  M3Y4YeHuHo  3abosieBaHuUi,
nepesaoLLMxXcsa NonoBbIM NyTEM.

Pe3ynbTaThbl, MOMYYEHHbIE NPU UCCNEeA0BaHMM 06pa3L0B Ha Hanmume cuguamca npyu nomowum tecta RPR,
OblIN cCOMOCTaB/EHbI C pe3y/ibTaTaMu, NOMyYEeHHbIMU NP UCCNEeA0BaHNN TeX Xe 06pa3LoB NPy NOMOLLM
CE ceptugmumposaHHoro Tecta RPR/VDRL.

oo ano (S g et toorro %5
oopasuos P (IR) basti o6pasLpl peaKTUBHbIX 06Pa3LoB A
(RR) (%)
2 100%
102 (HeonpepeneHHbIe) 0 102/102 96,4% -100,0%

[sa u3 102 wuccnegoBaHHbIX 06pasLoB ObM OLEHEHbI Kak  HeonpeeneHHble. o pesynbTatam
MOBTOPHOI0 TeCTUPOBaHNA, BCe 06pasLbl ObIN OTPULLATENbHBIMU.

[dunarHocTnyeckas cneunmnyHOCTb Mo PETPOCNEKTMBHBIM 06pa3uam coctaBuna 100% (102/102) c
95% poBepuTeNbHbIM NHTEpBasIOM [96,4% -100,0%).

9.2.2. UyBCTBUTE/IBHOCTb

[ns n3yyeHns 4yBCTBUTENILHOCTU NPOBOAMU/IOCH PETPOCMEKTUBHOE 1ccefoBaHne Ha 101 3aMOPOXXEHHOM
o6pasLie CbIBOPOTKM, NOMYYEHHOW B X0fe CTaHAAPTHbLIX Npoueayp B nabopatopun LieHTpa no U3yyeHuto
3ab0/1eBaHWin, NepeaatoLmxcs nonosbIM NyTem (PpaHuUms).
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Pe3ynbTaTthbl, NOMYYeHHbIE MPU UCCNeLoBaHNM 06pa3LL0B Ha Ha/iMuKne cudunmnca npyu nomowy tecta RPR,
CpaBHUBa/IM C pe3ynbTaTtamy, MONYYEeHHbIMU MPU UCCNefoBaHMM Tex e 06pasuyos npu nomowm CE
ceptuduumposaHHoro tecta RPR/VDRL.

Obuee MNepBryHO MoBTOpPHO CrieLndnyHoeTs ¢ 95% U
KO/1-BO y4eTOM MOBTOPHO
peakTVBHble 06pasLbl peaKTUBHbIE 00pasLbl (%)
06pasuoB peakTUBHbIX 06pasLoB
(IR) (RR) (%)
0
100 100% 96,4% -
101 (1 HeonpeneneHHbIR) 101 101/101 100,0%

OgvH wn3 101 wuccnepoBaHHOro o6pasya Obll OUEHEH KaK — HeonpefenieHHblid. Mo  pesynbTaTam
MOBTOPHOIO TECTMPOBaHUA, BCe 06pasLibl 6b1M NONOXKUTENbHBIMU.

[varHoctmnyeckas 4YyBCTBUTE/IbHOCTb MO PETPOCMNEKTMBHBIM 0bpasiuiam coctasunia 100% (101/101)
¢ 95% pfoBepuTeibHbIM MHTEpBaIoM [96,4% -100,0%0).

9.3. AHaIMTUYecKas cneynuguyHocTb - MccnefoBaHme NepeKpecTHOM peakTUBHOCTY

B 00LLeit eN0XKHOCTKM, aHa/IMTUYeCKas cneumguyHocTb TecTa RPR Ha Hannuve cudgmnmnca 6bi1a oueHeHa
Ha 65 MepekpecTHO pearmpyrowmx obpasyax, 0TO6PaHHbIX MO MPUHLMMIY HaIMUYMA B HUX aHTUTeN K
naToreHam, KOTOpble MOryT MPUBECTU K PasBUTUIO MH(EKUMOHHOro 3aboneBaHns (BUpPYC OnLuTeiHa-
bappa, Bupyc KpacHyxu, Bupyc renatuta C, supyc renatuta B, BUY 1/2, Bo3byautenu 6one3Hn Jlainmva,
NenTocnuposa), obpasuax, noslyyeHHbIX Y 6epeMeHHbIX XKEHLUMH M MHOTMOKPATHO POXKaBLUMX XEHLUMH,
nn obpasyax, MoslydeHHbIX Y MauuMeHToB C 3a60/1eBaHMAMM UMMYHHON encTeMbl (ayTOMMMYHHbIE
aHTuTena (CKB), peBMaTonaHbIi (hakTop).

MonyyeHHas crneynmnyHocTb Tecta coctaBuna 100,09 (65/65) ¢ 95% poBepuUTeNIbHbIM
NHTepBasioM [94,5% - 100,0%0).

9.4. ®eHOMEH MpPO30HbI

BepoAaTHOCTL CyLLecTBOBaHUA (PEHOMeHa NPO30HbI Oblna MUccnefoBaHa NoCPesCcTBOM U3ydeHns 3 (Tpex)
06pas3L0B C OYeHb BLICOKUMMW TUTPaMK aHTUTeN K BO30yauTento cudunmnca (>1:128) B Hepa3BeeHHOM
BUE W B pasNIyHbIX pasBefeHusX.

Bce Hepa3BeeHHbIe NONOXUTENIbHbIE 06pa3LLbl ObIM NONOXUTENBbHBIMU.

Mpwn HanMuum TUTPOB L0 1:256 theHOMEHa NPO30HbI HE HAGOAAOC.
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[JaHHbIA NPOAYKT COAEPXXUT KOMMOHEHTbI YENI0BEUYECKOrO UM XXUBOTHOMO MPOUCXOXKAEHMS.
OG6palLaTbCs C OCTOPOXHOCTbHO.
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNPUNTOXXEHUE.
NHPOPMALUNA 1A OBPALWLEHUNA MEOVNUMNHCKOIO U3AENNA HA TEPPUTOPUIN P®

NMokasaHnA K NPUMeHeHNI0 MeANLMHCKOro 13aenus

Habop peareHToB RPR npefHasHayeH N8 KayeCTBEHHOro W/WAM MOMyKONMYECTBEHHOMO OMpeaeneHus
HETPENOHEMHbIX aHTUTEN (pearnHoB), 06pasyoLWMXCS NpU CUdUance, B CbIBOPOTKE U/MNM Nia3mMe KpPoBu
yesioBeKa METOLOM MaKpOCKOMMYECKOW arrtoTUHaLMM Ha OAHOPa30BbIX KapTaxX A1 MpoBeAeHus
peakuymn nNpu 06¢nefoBaHNN NaLMEHTOB Ha Ha/IMYMe CUUINTUYECKON NHKEKLMN.

[NpoTrBONOKasaHUA

Mpy CTPOroM COBMIOAEHNN UHCTPYKLMM MO MPUMEHEHMIO NPOTVBOMOKA3aHWIA K NMPUMEHEHUIO AaHHOTO
MEAVLIMHCKOTO U3MENns HeT.

Mo6o4Hble fencTBUA
I He npumeHnmo gna gaHHoro MA
O6nacTtb NpUMeHeHNS

ToNbKO AN ANarHoCTUKK in Vitro.
PekoMeHAyeTCa AN NPUMEHEHNS B KIIMHUKO-AMAarHOCTUYECKMX nabopaTopusix.

YCnoBus TpaHCMOPTUPOBaHUS

WN3pnenve cneflyeT nepeBo3nTb B OPUrMHANBbHO YNAaKOBKe MPOU3BOAMTENS, 3alliMLLAOLLEN NPOAYKLUMIO OT
BHELLIHWX BO3JENCTBMIA, Ha BCEX BMaX TPAHCMOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B COOTBETCTBUU
C NpaBuiaMy NepeBO30K, AENCTBYIOLLMMI Ha TPaHCMOPTE JaHHOrO BUAA.

TemnepaTtypHbIil pexum: 2-8 °C

Mpy NPOBEAEHNN MOTPY304YHO-Pa3rPy30UHbIX PaboT M TPAHCMOPTUPOBAHUM CMeAyeT CTPOro BbIMOMHSATb
Tpe6oBaHNs MaHWUMYMALMOHHbBIX 3HAKOB, HAHECEHHbIX Ha YNaKoBKe M TPaHCMOPTHO Tape.

Mpn  Heco6nto4eHWM  YyCNOBMM  TPAHCMOPTUPOBaHWS  MEAULMHCKOE  W3Aenne He  NOANEXMUT
1Cnonb3oBaHuo!

MpeaynpexgeHns n Mmepbl NPefoCcTOPOXKHOCTU (JonoHeHWe)
B cocTaB peareHToB BXOAMT a3uj HaTpus. KoHueHTpauuma Bellectsa meHee 0,1%.

B aupektvee Ne 1272/2008 (CLP - knaccudgmkaums, MapkMpoBKa W YMakoBKa) He NpeAcTaB/ieHbl
TOKCWKO/IOrMYeCKMe AaHHble A1 CMeceid, cofepxalimx asug Hatpus. CnegoBatesibHO, B COOTBETCTBUM C
pekoMeHfaumsmMmn CLP, oueHKa OCTPOM TOKCUYHOCTU PacCUMTbIBAETCA M3 TOKCUYHOCTU WHIPEUEHTOB.
Mpy ncnosb3yembiX B CMECAX KOHLEeHTpaumax BewectBa <0,1%, CMecM He KnacCU(pUUMPYHOTCA Kak
oracHble.

OpfHako, asng HaTpusa MOXET BCTynaTb B XMMUYECKME peakLMn CO CBUHLOM WU MeAbio BOAOMPOBOAHBIX
Tpy6, 00pasys u4pes3Bbl4aliHO B3PbIBOOMACHbIE a3nibl [aHHbIX MeTanioB. [n8 npefoTBpaLLeHuns
HaKoMNeHns a3ngoB, crieflyeT CMbIBaTb yaansemble XXUAKOCTU 60NbLIMM KONMYEeCTBOM BOZbI.

KnnHnyeckune xapaktepucTnku (JononHeHne)

B Xxofe K/IMHMYECKMX WUCMbITaHUA (B (DOpMe KMHUKO-1abopaToOpPHbIX WCMbITAaHUA  MEAULMUHCKOTrO
n3genus ¢ uenbto peructpauun MW), nposefeHHbIXx OO0 «Hesasucumas nadopatopus VIHBUTPO»,
npoaHanun3nposaHo 300 06pa3LOB KINHWYECKOrO MaTepraa OT 63 XKeHLWMH 1 37 MY>KYMH B BO3pacTe OT
10 po 81 rofa (OT Kaxkgoro nauyueHTa Gblav NOMy4YeHbl 06pasLibl CbIBOPOTKM U N1a3Mbl C PasIMYHbIMU
3aBNeHHbIMK  aHTUKoarynsHTamm). 100 06pa3uoB CbIBOPOTKM, 50 o06pa3uos nnasmbl ¢ SATA, 50
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06pasuoB MnasMbl C UMTPaTOM HaTpus, 50 06pasuoB nnasMbl C renapuHoM Hatpus 1 50 06pasLioB
nnasmbl ¢ ACD 6bln McCnefoBaHbl 418 OLEHKU YyBCTBUTENILHOCTU WM CNEUMBUYHOCTUA UCMbITYEMOro
MEeAMLIMHCKOIO U3AeNns B CPaBHUTE/NbHbLIX UCMbITAHUAX C UCMO/b30BAHNEM 3apermcTpypoBaHHOro B PP
N30eNna CpaBHEHUS.

YyBCTBUTENBHOCTb AN ucnbityemoro M VB[, coctasuna 100% (noBepuTenbHbIin nHTepBan 97,57% -
100%, c [oBepuTe/NbHOM BePOSTHOCTHIO 95%), cneumMpuyHOCTL And  ucnbityemoro MW B/,
cocTasuna 100% (nosepuTenbHblin HTEpBan 97,57% - 100%, ¢ JOBEPUTENBHON BEPOATHOCTHIO 95%).

Mo pe3ynbTaTtaM KMHUYECKUX UCMbITaHWI YCTaHOB/IEHa 3EKTUBHOCTb, Ka4yecTBO 1 6esonacHocTb MU
Habop peareHTOB [Ans oOnpefefieHnss HETPEernoHEeMHbIX aHTUTes (pearvHoB), 06pasyowmxcs npu
cudmnunce, B CbIBOPOTKE U/MNK Nia3Me KPOBY YeNoBeKa MEeTOLOM arroTuHaumm - RPR, npon3BoAcTsa
Bio-Rad (buo-Pan), ®paHuus.

YTunnsaums

YTunusaumsa ngenna 4omKHa nponu3BoamThCa B COOTBETCTBUN C TpE6OBaHI/IFIMI/I JIOKaJ1IbHOT O,
permMoHa/ibHOro N HalMoHa/IbHOro 3aKOHOAATE/TbCTBA.

Bce 06pasubl 1 MaTepuasibl, UCMONb3YHOLLMECS 1 06pa3yoLmMecs NpU BbINOSHEHUN UCCEA0BaHNIA, B TOM
yucne peareHTbl C WCTEKWMM CPOKOM TOAHOCTW, CredyeT YTWIM3MPOBaTb KakK MOTEeHLMaIbHO
3NNAEMNONOTMYECKN OnacHble 0TX0Abl (Knacc b).

[MapaHTUN

Mpoun3BoanTENb FapaHTUPYeT COOTBETCTBME XapaKTEPUCTUK MEANLIMHCKOTO U3AeNNs 3asBNIEHHbIM B
3KCn/yaTaLMOHHON AOKYMEHTALMN NPU YCNOBUM NPUMEHEHNS U3A€eNNS B COOTBETCTBUMN C UHCTPYKLIMEN
1 MO Ha3HAYeHWH, NPeyCMOTPEHHOMY MPOW3BOAUTENEM.

Mo Bcem BOMpocaM, Ans NoAyUYeHNs TEXHUYECKON KOHCYbTaLMKN U NOAAEPXKKM CreflyeT 06pallaThes K
YNOSHOMOYEHHOMY NPeACTaBUTENHO NPOU3BOANTENS Ha TeppuTopumn Pd:

00O «buo-Paa JTabopaTtopum»
Agpec: 105064, r. MockBa, HmxHuin CycarbHbIli NepeynokK, 4om 5, cTpoeHne S5A.

TenethoH: +7 (495) 721-14-04
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N epeeoadg ¢ awrnuifckoro W ¢ paHunmy3scKoro aab KoOB Ha pycckui a3b K

(Tep6oBast nevarb)
Kpuctody LLesanb, NOMOLLHWK HOTapuyca
[Maprx

Cunbsua ®EPHES3
PykoBoauTeNb N0 BONPOCAM HOPMAaTMUBHOIO PeryimpoBaHus
OaTa: 05 noHa 2019 .
(Mognuce)

(LLramm)
bro-Paa
6ynbBap ParivoHa lMyaHkape, 3
92430, r. MapH-na-KokeTT - dpaHUma
Siret: 789 947 322 00010

(LLkramr)

CBuaeTenbCTBYH BEPHOCTL MoAnmMcK x> Cunbeum depHes, nocTas/eHHoM B I. Mapwke 11.06.2019.
CBYOeTeNLCTBOBAHME BEPHOCTY MOAMMCK He MOATBEPXKAAET BEPHOCTL U NOA/MHHOCTL MOANMCAHHOTO
[OKyMeHTa. HoTapuyc He HeCeT OTBETCTBEHHOCTW 3a COAEPMKaHMe Takoro AOKYMeHTa.
(Moanuceb)

(Tep6oBast nevarb)
Kpuctoh LLleBasib, MOMOLLHWK HOTapuyca
Mapx

(Tep6oBasi nevarb)
AnNenaumoHHbIN cyg, Maprka

AMNOCTW/b
(B cootBeTCTBIM C lMaarckoin KoHBeHLwein ot 05 okTsops 1961 )

1 CrpaHa: ®paHLysckas Pecrnybnvika [na POCCUN
HacToswpin oumanbHbIA JOKYMEHT

2. TMognucaH r-Hom LLIEBAJTIEM

3. [eicTByHOLLMM(-€li) B Ka4ecTBe HOTapuyca

4. CckpennieH NeyaTb/LUTAMMOM BbiLLIEYKa3aHHOIO HoTapuyca

Y[oCcTOBEPeHo

5 Blapwke

6. 10 wmona 2019 r.

1. [THepaybHbIM NPOKYPOPOM anennsunoHHoro cyga Mapuxka

8 3a HOMepoMm 22048 1

9. TMevarb/Wramm, 10. Moanmc:

(l'ep6oBas nevarb) (Moprwmcee)
ANennaumoHHbIA cya Mapika MuiLiens JlepHy
[MepBbiii 3aMeCTUTENb FeHePasIbHOTO

MNpoKypopa

HacToswuii anocTub yA0CTOBEPSIET TOMbKO NOAIMHHOCTb NOANMCY, MeYaT
WA LITamna, KOTOpbIMU OH CKperyieH. OH He ya0CTOBEPSET COAep>KaHWe JOKYMEHTa U He
03HaYaeT Y TBEPXKAEHWS er0 cofep>kKaHus PpaHLy3cKoi Pecry6imnKkoii.
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MepeBoA A4aHHOTr0 TeKcTa CAenaH MHOM, nepeBogumkoM AnekceesbiM Anekceem AneKcaHApOBUYEM.

Poccuiickas ® epgepadtuns
ropog M ockea

A BapuaT b u4ueT BepT 0rO0 Wi A8 ABe T b CAYM

A eBs T HapguaT 0ro roaa

A, Akumos 'ne6 bopucosny, HoTapuyc roposa Mocksbl, CBUAeTeNbCTBYIO NOANMHHOCTb NOANNUCK
nepesofynka Anekceesa Anekcesa AnekcaHgposuua.

Moanuch caenaHa B MOEM npucyTCTBUN.

JInyHoCTb nognucasLLEero OOKYMEHT YyCTaHOB/IEHA.

MpowwuTo B konnuectee 31 nucros
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