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




RPR

Y/ 100 72515
Y/ 500 72516

(BG) * [ipyru e3uuy MoxeTe [a MosyuuTe OT MpeacTaButens Ha Bio-
Rad. 3agb/kuTeNHO W3MO3BaiTe BapuaHTa Ha JSIMCTOBKATA,
OnucaH BbPXy OMakoBKarta ([E).

(CZ) e Ostatni pozadované jazyky jsou k dispozici u vaseho mistniho
prodejce Bio-Rad. Pouzivejte pouze verzi pfibalového letaku
uvedenou na obalu ([Ti]).

(DE) * Andere Sprachen sind auf Anfrage von lhrer Bio-Rad-Vertretung
vor Ort erhéltlich. Es ist zwingend die auf der Schachtel genannte
Version der Packungsbeilage zu verwenden ([i]).

(DK) * Hvis der enskes andre sprog, kan de fas hos den lokale Bio-
Rad-repraesentant. Indlzegssedlen, som er angivet pa kassen,
skal altid anvendes ([Ji]).

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

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

(ES) * Puede solicitar otros idiomas a su agente local Bio-Rad.
Utilice obligatoriamente el paquete adjunto, versién indicada
en la caja ([Ti]).

(F1) e Muita kielia on saatavilla omalta Bio-Rad -edustajaltanne. Kayta
ehdottomasti laatikossa mainittua tuoteselosteversiota ([i).

(FR) © Pour obtenir d'autres langues, contacter votre agent Bio-Rad.
Utiliser obligatoirement la version de la notice mentionnée sur

la boite ([Ti]).



(GR) * Tig AA\eG anAUTOUPEVEG YAWOOEG UMOPEITE va TIG MAPETE ard
TOV TOTIKO TPAKTOPd 0ag Bio-Rad. Xpnotponomote orwodnro-
TE NV TapaAAayn €vOeTou cuokeuaoiag Mou avaypadpeTal oto
kouti ([Ti)).

(HR) e 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 ([E).

(HU)  Egyéb nyelveken a helyi Bio-Rad képviselettdl szerezhet6 be.
A dobozon szerepl6 verzidszamu tajékoztatot kell kotelezd
érvénnyel hasznalni (L),

(IT) e E' possibile avere i Manuali di Istruzioni in altre lingue richieden-
doli al collaboratore Bio-Rad di zona. Utilizzare tassativamente il
manuale di istruzioni della versione citata sulla confezione ([E).

(LT) e Informacija gimtaja kalba galima gauti i$ vietinio ,,Bio-Rad*“ ats-
tovo. Privaloma naudoti jdéting paketo versijg, nurodytg ant
dézutes ([Ti]).

(MT) e Lingwi ohrajn mitlubin jistghu jinkisbu minghand I-agent ta’
Bio-Rad lokali tieghek. Huwa mistenni li tuza I-verzjoni tal-ful-
jett ta’ taghrif imsemmija fuq il-kaxxa ([E).

(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 ([E).

(NO) » Andre etterspurte sprék kan fas fra din lokale Bio-Rad representant.
Om nedvendig bruk pakningsvediegget som felger med ([i]).

(PL) e Informacje w innych jezykach mozna otrzymac u miejscowego
przedstawiciela firmy Bio-Rad. Nalezy bezwzglednie zapoznac
sie z ulotka dotaczona do produktu wskazana na opakowaniu
(.

(PT) * E possivel obter outros idiomas solicitados junto da sua agéncia
Bio-Rad local. Consulte obrigatoriamente a versdo do folheto
informativo referida na embalagem ([ ).

(RO) ¢ Alte limbi solicitate pot fi obtinute de la agentul dumneavoastra local
Bio-Rad. Este imperativ sa utilizati versiunea prospectului mentio-
nata pe cutie ([Ti]).

(SE) * Andra sprak kan fas av din lokala Bio-Rad-aterforséljare.
Anvand alltid den version av bipacksedeln som anges pé& for-
packningen ([i]).

(Sl) e Druge Zelene jezike lahko dobite pri krajevnem zastopniku Bio-
Rad. Obvezno uporabite razli¢ico navodil za uporabo, navede-
no na $katli ([Ti]).

(SK) * Dalsie jazyky si mozete vyziadat u svojho miestneho zastupcu
Bio-Rad. Bezpodmienecne pouZivajte verziu pribalového letaku
uvedent na $katuli ([i]).
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1. INTENDED USE

RPR kits are intended for use for the qualitative and semi-
quantitative 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
(IgG 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.
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4. REAGENTS
4.1. Description

Identification L Presentation
on label Description 72515 72516
100 tests 500 tests
RPR Antigen
Carbon particles coated 1 vial 1 vial
R1 RPR Antigen| with cardiolipin, lecithin
2ml 10 ml

and cholesterol antigens
in phosphate buffer

Positive control
Human serum containing
antibodies associated to

R2 Positive T. pallidum, negative for 1 vial 1 vial

control | \ias Antigen, anti-Hivi/2, | '™ | 2m
and anti-HCV antibodies
diluted in phosphate buffer
R3 Negative | Negative control Tvial | 1vial

control Rabbit serum in 1 ml 2mi
phosphate buffer

Dispensing bottle

(re-usable) ! !
Dispensing needle

1 1
(re-usable)
Test cards (10 circles) 10 50

4.2, Storage and handling requirements

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

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.
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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



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/I 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 a circle of diameter
approximately 1 cm.

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

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 pl 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.
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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.
Return unused antigen from dropping bottle to glass vial.
. Clean out dropping bottle and needle with distilled water and
allow drying before reusing.

- ©
=

7.2.2. Semi-quantitative test

1. Make doubling dilutions from undiluted to 1:16 in 0,9% saline
solution.

2. Place 50 pl 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.
1
Reactive (R):
Large clumps of carbon particles somewhat more
dispersed than in Strong Reactive.
2
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Weak Reactive (WR):
Small clumps of carbon particles with light grey

background.
3
Trace Reactive (TR):
Slight clumping of carbon particles typically seen as
a button of aggregates in the centre of the test circle
4 or dispersed around the edge of the test circle.

OO0@®

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.
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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 Reactive (IR) Reactive | Specificity Cl 95%

specimens (RR) (%)
102 2 0 100% [96.4% -
(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



Total Initial Repeat RR
number Reactive (IR) Reactive | Specificity Cl 95%
specimens (RR) (%)
100 100% [96.4% -
101 (1 equivocal) 101 101/101 100.0%)]

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% -
100.0%].

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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@G) © TO31 NPOAYKT CbABPKA YOBELUKM WU XKUBOTUHCKN Komx

NMOHeHTU. bbeTe BHUMaTENHM Npu paboTa ¢ Hero.

(CZ) e Tento vyrobek obsahuje lidské nebo zvifeci komponenty.
Zachézejte s nim opatrné.

(DE) e Dieses Produkt enthélt Bestandteile menschlichen oder tie-
rischen Ursprungs. Vorsichtig handhaben.

(DK) e Dette produkt indeholder humane og animalske komponen-
ter. Skal behandles med forsigtighed.

(EE) e Kaesolev toode sisaldab inim-v6i loomseid komponente.
Késitseda ettevaatlikult.

(EN) e This product contains human or animal components. Handle
with care.

(ES) e Este producto contiene componentes humanos o animales.
Manejar con cuidado.

(Fl) e Tassa tuotteessa on ihmisesta tai elaimisté peréisin olevia
osia. Késittele varovasti.

(FR) e Ce produit contient des composants d'origine humaine ou
animale. Manipuler avec précaution.

(GR) * AuTo TO TPOIOV TEEPLEXEL AVBpGOTIVA 1} {wIKA OTOIXE(.
Xelploteite TO e TIPOTOXN.

(HR) e Ovaj proizvod sadrzi ljudske ili Zivotinjske sastojke. Pazljivo
rukovati.

(HU) e A készitmény emberi vagy allati eredetli dsszetevGket tartal-
maz. Ovatosan kezelend§.

(IT) * Questo prodotto contiene componenti umane o animali.
Maneggiare con cura.

(LT) e Siame produkte yra Zmogigkosios arba gyviininés kilmés
sudétiniy daliy. Elgtis atsargiai.

(MT) e Dan il-prodott fih komponenti umani jew tal-annimali. Uza
b’attenzjoni.

(NL) e Dit product bevat menselijke of dierlijke bestanddelen.
Breekbaar.

(NO) e Dette produktet inneholder humane eller animalske kompo-
nenter. Handteres med forsiktighet.

(PL) e Niniejszy produkt zawiera sktadniki pochodzenia ludzkiego lub
zwierzecego. Nalezy obchodzi¢ sie z nim ostroznie.

(PT) e Este medicamento contém componentes de origem huma-
na ou animal. Manuseie com cuidado.

(RO)  Acest produs contine materiale de origine umana sau ani-
mald. Manevrati-I cu grija.

(SE) e Denna produkt innehéller bestandsdelar fran méanniska eller
djur. Hantera produkten varsamt.

(SI) e Izdelek vsebuije Cloveske ali Zivalske sestavine. Rokujte pre-
vidno.

(SK) e Tento vyrobok obsahuje ludské alebo zvieracie zlozky.

K Narabaijte s nim opatrne.




Bio-Rad

3, boulevard Raymond Poincaré
92430 Marnes-la-Coquette - France
Tel.: +33 (0)1 47 95 60 00

Fax: +33 (0)1 47 41 91 33
www.bio-rad.com
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1. HABHAYEHHUE

HaGop pearentoB RPR mpeaHa3zHaueH A KaueCTBEHHOTO W/MJIM TOJYKOJIHMYECTBEHHOTO OIPEACIICHHS
HETPENIOHEMHBIX aHTHUTEN (PearuHoB), 00pa3yomuXxcs MpHu cuuiInce, B CHIBOPOTKE W/ UM IJ1a3Me KPOBU
YeJI0BeKa METOJIOM MAaKpOCKOIMYECKOH AarrIoTHHAIIMA Ha OJHOPA30BBIX KapTax sl TPOBEACHUS
peakiuu npu o0CIeI0BaHUH MAIMEHTOB Ha HATMUKe CU(PUINTHYECKON HH(EKINN.

2. KPATKH OB30P M IOSICHEHUSA K TECTY

Cu¢unuc — 310 XpoHHYECKOe HHQEKIIMOHHOE 3a00JeBaHHE, KOTOPOE B CBOEM Pa3BUTUU MPOXOIUT
HECKOJIKO YETKO Pa3IMUYUMBbIX CTaJINI: IEPBUYHBINA, BTOPUYHBINA, TPETUYHBIA U YETBEPTUUHBIN CHUPUITHUC.
Ha >Tux cTaausx mpoucXOoAuT pa3BUTHE PA3IUYHBIX KIIMHUYECKUX CUMIITOMOB, HAanOoJee XapaKTepHbIMH
U3 KOTOPBIX SIBJISIOTCS OOpa3oBaHHME MEPBUYHBIX $3B, TAaK HAa3bIBAEMBIX IIIAHKPOB, 3aT€M — IOSBICHUE
CU(QHUIUTHYECKON CBIMH, 32 KOTOPBIM CIIEAYET MPOAOIDKUTEIbHBIN JTaTeHTHBIN nepuo 0e3 Kakux-Indo
BUJIUMBIX KJIMHUYECKHUX IposiBiaeHUH. MH(eKus npyu OTCYTCTBUH JIEYSCHHS] MOXKET BBI3bIBATH HAPYLICHUS
CO CTOPOHBI CEPICYHO-COCYTUCTON CUCTEMBI U HEHPOCUPHUITHC.

Boz0ynutenem nanHoOW wuHGeEKIMU sBiseTrcs cnupoxera Treponema pallidum. 3apaxenue oOBIYHO
MNPpOUCXOAUT TIPpHU IOJOBOM KOHTAKTEC, OJHAKO 60J'I€3HI> MOXKCT NepcaaBaTbCsid U IPpU NCPCIMBAHUN
nHpUIMPOBaHHOW KpoBH. Kpome TOro, BO3MOXXHO pa3BUTHE BHYTPUYTpoOHOW wuHeKnuu. beiio
YCTAaHOBJICHO, YTO ,Z[aHHBIﬁ MUKPOOPTaHU3M IMPAKTUYCCKU HCBO3MOXXHO BbhIpAIIMBATH Ha UCKYCCTBCHHBIX
MUTATENBHBIX Cpelax, W JUarHOCTUKAa WH(EKIMH OOBIYHO OCHOBBIBACTCS HA BBISBICHUM AHTUTEN B
KpPOBH, KOTOPBIC MOSIBISIFOTCSI BCKOPE IOCIIEe TEPBOHAYATBLHOTO 3apaKCHHUSI U MOTYT MEPCUCTHPOBATH B
HEll B TeYeHNE MHOTHUX JIET.

Bbinensior 4erblpe KaTeropuu MCCIEJOBAHMN Ha Halmuyhe CUQUINCA: TPSAMOE MHUKPOCKOIMHUYECKOE
UCCIEA0BAHUE, TPEIIOHEMHBIE AHTHUTEIIBHBIE TECTbI, HETPEIIOHEMHBIE AHTUTEIBHBIC TECThl U IPSAMBIC
AQHTUTCHHBIE TECTHI.

RPR OTHOCHTCS K «HETPEIIOHEMHBIM» TECTaM, B KOTOPBIX BBISBISIEMBIC aHTHTENA HE SIBISIOTCS
cnemupuuabiva Kk T. pallidum, xors ux mnpucyrcTBHE B CBHIBOPOTKE WM IUIa3ME ITallMCHTA B
3HAYUTENIFHON CTENCHU KOPPEIUpYeT ¢ HaIW4YMeM CHOUINTHYECKON MH(pEKIUH B opraHusme. B tecrax
takoro Tumna onpeaeistorcs anturena (19G u IgM) k unongHoMy MaTepuaty, BEICBOOOKAAIOMIEMYCS 13
HNOBPEKACHHBIX  KJIETOK  XO3iMHA, a TaKkke K  JIMIONPOTEHHOIIOJOOHOMY  Marepuany,
BBICBOOOX1atoIEeMycs U3 criupoxet. [lociie ycrnemHoro ieueHns MHPEKIUU 3T aHTUTENa, KaK IPaBHJIo,
UCYE3aI0T.

3. MIPUHLUII METOJA UCCJIIEAOBAHUA

B nabopax pearentoB RPR wcmonb3oBaHbl yroyibHbIE YaCTHIIBI, MOKPBITHIE CMECHIO JIMITHIHBIX
AHTHUI'CHOB, KOTOPBLIC CBA3BIBAIOTCA C PCATMHOBBIMH AHTUTCIIAMU, MPUCYTCTBYIOIIUMU B CBIBOPOTKE HIIU
IIa3Me KpPOBHM TareHta. YacTHIbl TIPEACTaBICHBI B BHJIE CYCICH3MH B Cpele, CcolepiKalei
KOMITIOHEHTBHI, CIOCOOHBIE YCTPaHATh HECTIEIIM(PUUIESCKIE PEAKIINH.

[TonoxutenbHble peakUUU XapaKTEPU3YIOTCS MaKpPOCKONMHMYECKOM arrioTuHanuen (obpazoBaHHEM
arperaToB) YacTHII.

Hecmotps Ha To, uTo HabOp MpeaHa3HAUYEH AJIsl MPOBEIEHUS, IPEKIE BCEro, KAUeCTBEHHOI0 aHallu3a, OH
MOXKET OBITh WCIOJB30BAH JJsi OINPEACTCHUS YPOBHS AHTUTEN TMOCPEACTBOM WX THTPOBAHUS
MOCJIEI0BATEIbHBIM ABYKPATHBIM Pa3BeICHUEM.

WuTepniperanyisi KapTUHBI arrtIIOTHHAIIMA OCYIIECTBISETCS HAa OCHOBAaHUHU PE3YJIBTATOB BHU3YalbHOM
OLIEHKH.



4. PEAT'EHTBI, BXOJAIIMUE B COCTAB HABOPA

4.1. Onucanue

BapuaHThbl HCIIOJIHEHUSA
Onucanue 72515 72516
100 TecToB 500 TecToB

HaunmenoBanue
pearenrta

RPR anTuren
R1 YronbHbIE YaCTHUILIbI, TOKPBITHIE aHTUTCHAMMU:

2 mut/rakon | 10 mu/daakon
RPR anTHren | KapAUOJHUIIMHOM, JEHUTUHOM U XOJECTEPUHOM,

. 1 mr. 1 .
(RPR Antigen) | cycnenmupoBaHHbie B hocdaraom OydhepHOoM
pacTBope
R? ITosi0kuTEeNbHBINH KOHTPOJIbHBINH 00pa3el]
.| UenoBeueckasi CHIBOPOTKA, COJEpIKaIlasi aHTUTENA,
[Hos10:KMTEILHBIH .
.. | cs3aHHbIe ¢ mpucyTcTBUeM T.pallidum u He 1 mn/¢pnakon | 2 mi/dnakoH
KOHTPOJIbHBIN
ofpazen conepxarmtas HBs anturen, antu-B1UY 1/2 u antu- 1 mT. 1 mT.
e BI'C anTutena, pa3Benennas B hochaTHOM
(Positive Control)
O0ydepHOM pacTBOpE
R3

OtpuuaresbHbiii| OTpULIATEIbHBIA KOHTPOJIbHBINA 00pa3en

. 1 mn/pnakon | 2 mi/dnakon
KOHTPOJIbHBIN | Kponuubs ceIBOpoTKa, pa3BeneHHas B hochaTHoM

1 mr. 1 mr.
odOpa3sen O0ydepHOM pacTBOpE
(Negative Control)
dnakon s BHeceHus pearentos (Dispensing bottle) 1 1
(MHOTOKPaTHOTO MPUMEHEHMSI)
Wrna qis Buecenus pearentos (Dispensing needle) 1 1
(MHOTOKPaTHOTO MPUMEHEHMSI)
Kapts! tst mpoBeaenus peakiuu (Test cards) 10 50

(10 kpyroBhIX 30H)

4.2. YcjaoBus XpaHeHHs U MCTIO0JIb30BAHUSA

Januelii HaOop crnenyeT XpaHuTh npu Temreparype +2-8°C. DnakoHbI OMKHBI HAaXOJUTHCS B
BEPTHKAJILHOM TOJI0KeHUH. He 3aMopaxuBath.

[Tpu ycnoBuu xpaHeHus mpu temneparype +2-8°C kaxaplii KOMIIOHEHT Habopa, MOXKET UCIIOJIb30BaTh 10
OKOHYaHUsS CPOKa TOAHOCTH, YKa3aHHOTo Ha ymakoBke. Ilocie BCkpbITus (pI1akOHOB M IpU OTCYTCTBUU
koHTamuHarmu peareHThl R1, R2, R3 (mpu ycrnoBuu xpanenus: npu +2-8°C), MOXKHO HCIOIB30BaTh 10
OKOHYaHUs CPOKa FOJJHOCTH, YKa3aHHOI'O Ha ITHKETKE.

5. HPEAYIIPEXXKJAEHUA U MEPBI IPETOCTOPOXKHOCTHU

ToNBKO U1l IUATHOCTUKM iN Vitro.

[IpennaznaueHo st mpodecCuOHAIBHOTO TPUMEHEHUST MEIUIMHCKUMH PaOOTHUKAMHU.

5.1. Mepsbl o obdecnevyeHH0 OXPaHbl TPYyAa U 0€30MACHOCTH

o JlanHplii HaOOp peareHTOB IMpeaHa3HAueH /sl MCIOJB30BaHHUS TOJIBKO KBaTM(DUIUPOBAHHBIMU
CHeUMATNCTAaMH, TPOLICANIMMU CIIeHUAIbHOE OOy4YeHHe B 00JacTH MPOBENCHHS J1a0OPaTOPHBIX
UCCIICIOBAaHUM M OCBEJAOMJIEHHBIMU O CBSI3aHHBIX C HUMHM NMOTEHUUAIBHBIX (hakropax pucka. Cienyer
UCIIOJIb30BaTh CIELUUAIBHYIO 3aIIUTHYIO OJEXKAY, MepuaTKu U CPeACTBA Ui 3alUTHI Tja3/nuua u
JOJDKHBIM 00pa3oM coOiroaTh cooTBeTcTBYOmME [IpMHIMIIBI Haaexkalel 1abopaTopHON IPAKTUKH.



e [locraBisiembie B cOcTaBe HA0Opa KOHTPOJIbHBIE MATEPUAIIBI H3TOTOBJICHBI HA OCHOBE CHIBOPOTKU KPOBH
yenoBeka. Bce oHM mponuiyM WcclieloBaHWE Ha AdTame 3abopa KpOBH y JOHOPOB W OIPEACIICHBI Kak
otpunatensubie o Hanuuuio HBs anturena, antu-BUY 1/2 u antu-BI'C antuten. OgHako METOJOB,
CITOCOOHBIX 00ECTICUNTh TOJHYI0 TapaHTHI0O OTCYTCTBUS WH(EKIIMOHHBIX areHTOB, HE CYIIECTBYET.
[ToaToMy co BCeMHM MPOU3ZBOIHBIMH KpPOBH YEJIOBEKA, pEareHTaMd W OHMOJOTHYECKHMH O0Opa3lamu,
MOJIYYCHHBIMH OT YeJIOBEKa, CJIEyeT OOpamaThCs KaK C IMOTEHIMaJbHO CHOCOOHBIMH K Tiepemaue
uH(peKuu, coOoas yHUBEpCaIbHbIE MEphl OE30MACHOCTH B OTHOLICHHUH T'€MOTPAHCMHUCCHUBHBIX
MaTOTEHOB, ONPEICTICHHBIC B MECTHBIX, PETHOHAIBHBIX U HAITMOHAIBHBIX HOPMAaTHBHBIX aKTaX.

e Paznuteiii  Ouonmormueckuit marepuan: PasnuThiii  OMOMOTMYECKHMH  Marepuan;  4YelIOBEYeCKOro
IPOMCXOXKACHUS JTOJDKEH OBITh 00paboTaH KaK MOTEHIIMATFHO HHPHUIIMPOBAHHBIN.

Ecnun nponuTslii MaTepuan HE COAEPKUT KHUCIOTHI, HEOOXOAMMO HE3aMEUIMTENBHO IPOBECTH
00paboTKy ydacTKa MpPOJIMBA, BCEX MATEPHAJIOB, BCEX 3arpsA3HEHHBIX MOBEPXHOCTEH M 00OPYIOBaHUS
COOTBETCTBYIOIMM XUMHUYECKUM JE3MHQULIUPYIOIIUM CPEICTBOM, KOTOPOE siBisieTCs 3P (PEKTUBHBIM B
OTHOIICHUM TMOTEHIMATbHONW OMOJIOTHYECKON ONMacHOCTH paccMaTpuUBaeMbIX 00pas3IoB (Kak MpPaBUIIO,
runoxyoput Hatpus B pasBereHuu 1:10, 70-80 % STUIOBBIN MM M3OMPONUIIOBBIA CHUPT, Hoxodop,
Hanpumep, 0,5 % Wescodyne Plus u T. 11.), a 3aTeM BeITepeTh HacyXo.

o [IposuThle MaTepuaibl, COIEpKAIIUE KUCIOTY, HEOOXOJMMO TIIATENbHO YCTPAaHWUTh NPH HOMOIIN
BIUTHIBAIOLIETO MaTepuana (BBITEPETh) WM HEHTpaIn30BaTh, y4acTOK pas3lidBa IMPOMBITH BOJOW M
BeITEpeTh Hacyxo. CopOupyrolye MaTepHalbl, UCIOJIb30BaHHBIC IS yJAJIEHUS Pa3IMTON KHUIKOCTH,
CIIeyeT yTHIIN3UPOBATh COTJIACHO TPEOOBAaHMSIM K OOpAIICHHUIO ¢ OMOJIOTHYECKH OMACHBIMH OTXOJaMHU.
3areM 3TOT y4acTOK HEOOX0IMMO 00padoTaTh OJHUM M3 XUMHUECKUX JAC3MH(PULIUPYIOMINUX CPEJICTB.

Ilpumeuanue: He nomewatime xaiopcooepicawue pacmseopul 8 asmoxkias!

e Bce 00pasiipl 1 MaTepualibl, UCTIOIb30BAHHBIC IS MIPOBEACHUS TECTA, NOJDKHBI ObITh YTUIM3HPOBAHBI
KaK BEIIeCTBa, MOTEHIMAIBHO cojiepkaiiie Bo30yauTeneit nHdekuuu. Obparienue ¢ 1adopaTopHbIMH,
XVUMHUYECKUMH M OHOJOTMYECKH ONACHBIMH OTXOJaMH, a TakkKe WX YTWIN3AIWs, JOJDKHBI
OCYILECTBIISITBCSL C COOJIOZICHHEM BCEX MECTHBIX, PETMOHAJBHBIX M HAIlMOHAJIBHBIX HOPMATHUBHBIX
TpeOOBaHUIA.

e [TacmiopT Ge30macHOCTH MaTepHaia IMPEICTaBICH Ha MHTEPHET-caiite www.bio-rad.com
5.2. llpeaynpexaeHusi, Kacaomuecsi BHINOJHEHNUS MEeTOAMKHU UCCIe0BAHUSA
5.2.1. IloaroroBKa

JIOCTOBEpHOCTh pe3yJIbTaTOB OOYCJIOBJIEHA TOYHBIM BBIIOJIHEHHEM Cleaylomux npasuin Hammexarei
ab0paTOPHOM MTPAKTUKH:

o HpI/I IMMOCTAHOBKC TCCTAa HC CMCIIMNBATH U HC UCIIOJIb30BATh COBMCCTHO PCATCHTHI U3 PA3JIMIHBIX HapTHfI.

¢ He ncronb30BaTh peareHThl ¢ UCTEKIIMM CPOKOM TOTHOCTH.

e [lepen MCMONB30BAaHMEM peareHTHl HEOOXOAMMO BhIIEpk aTh B TedeHue 30 MHUHYT NPU KOMHATHOM
temriepatype (18-30°C) mist ux cTabMIHM3aIuy.

5.2.2. BeinosiHeHHe MPOLEAYPbI HCCJIEOBAHUS

e He BHOCUTH U3MEHEHUH B MPOLIEYPY UCCIECIOBAHUS.
e lcnoyib30BaTh HOBBIN HAKOHEYHHK JIsl BHECEHUS KaXKION TTPOOHI.
¢ He npukacaTbcs K TOM MOBEPXHOCTH KapThl, HA KOTOPOU MPOUCXOIUT PEAKITUS arTIFOTHHAIUH.

6. UCCJIEAYEMBIE OBPA3ILbI

OOpa3ipl CHIBOPOTKH MU Iuia3Mbl (coOpannoit ¢ D/ITA, murpaTtoM HaTpusi, remapuHOM HATPHUS HIIU
LUTPATHBIM aHTUKOATYJISHTOM C JEKCTPO30il) HE JOJKHBI COJAEPXKATh KIETOYHBIX AJIEMEHTOB KPOBH.
OO0pa31pl MOTYT XpaHUThCS MIpH Temreparype +2-8°C B TeueHue 7 qHEN nepes MpoBeACHUEM TECTa.



O06pa3upl, Tpedyromue Ooee ATUTETBHOTO XpaHeHMs, ciedyeT 3amopakuBaTh npu -20°C wmum Gonee
HU3KOM Temmeparype. Ilepea mcnonap3oBaHHMEM Takue OOpaslbl HEOOXOIMMO PAa3MOPO3UTh U XOPOIIO
nepememaTts. He cnenyer nmonsepratsh 00pasiisl MpoLeaype 3aMopakBaHUA-OTTauBaHUs Ooee 5 pas.
OOpa3siipl, MoJBEpriMecs: HarpeBaHuio npu Temreparype 56 °C B TeueHme 1 waca, TPUTOAHBI IS
MIPOBE/ICHUS HCCIEIOBAHUS.

Conepsxanne B obpasne no 120 r/n ans6ymuna, 200 mr/n ounupyouna, 10 33 1/1 TpuosienHa u a0 2 /1
reMOorjao0nHa He BIMsAeT Ha pe3ynbraT. OJHAKO HE PEKOMEHJIYeTCS HCIOJIb30BaTh JJIsl MCCIEIOBAHUS
CHJIBHO T€MOJIM3UPOBAHHYIO CHIBOPOTKY WJIM IUIa3My, a TakyKe CHIBOPOTKY WMJIU IJ1a3My C OYEHb BBICOKUM
COJZIepKaHUEM JIUTTHJIOB.

Eciu o0pa3upl moanexar TpPaHCHOPTHPOBKE, WX HEOOXOAUMO YHNAKOBaTh B COOTBETCTBHM C
JNCHCTBYIOIUMHU  TMPABWJIAMU  TPAHCTIOPTHPOBKUA  OTHOJIOTUYECKUX  areHTOB, MPEANOYTHTEIHHO
TPaHCIIOPTUPOBATH B 3aMOPOKEHHOM BH/IE.

7. MPOOEAYPA NCCJIEJOBAHUA

7.1. HeoOxoquMpble MaTepuaJibl

7.1.1. Heo0xoaumble MaTepHAaJibl, BXOAsIIIME B COCTAB Ha0opa

KanenbHbIi (hr1akoH-103aTOp U AO3UPYIOLIAs UTJIa Ul BHECEHUS YTOJIbHBIX YacTHULL.
7.1.2. Heo0xoaumble MaTepHaJibl, He BXOAsIINE B COCTAB Habopa

e YcTporicTBo (potatop) uisi BpamieHus: kapt Ha ckopoctd 100 o6/MHH, ONMMCHIBAIOIIEE OKPY>KHOCTH
JMaMEeTPOM NMPUOIU3UTENTHHO 1 cM.

¢ JIomKHBIM 00pa3oM OTKaIMOpPOBaHHBIC U MOBEPEHHBIC MUIETKH M HAKOHEYHUKHU JUUIsI BHECEHUSI 00beMa
50 MK

¢ 0,9% ¢dusnonornyeckuit pactBop (A1 MOTYKOIUISCTBEHHOTO aHATN3A)

7.2. MeToanka npoBeeHUs1 MCCAeJOBAHUSA

Bxonsme B Habop momokutenbHbld (R2) m oTpumarenbhbiii (R3) KOHTpOnbHBIE 00pa3Ibl TOJKHBI
MCIOJIb30BATHCS B KXKIOW MTOCTAHOBKE TECTOB.

7.2.1. KauecTBeHHBI aHAJIN3

1. ITomectuts 50 MK 00pa3ua WM KOHTPOIBHOTO 00pa3iia B KPyroBylO 30HY, HAHECEHHYIO Ha KapTe.

2. PaBHOMEpHO pacnpenenuTs 00pasel i KOHTPOIbHBIE 00pa3Ilhl IO BCEH MOBEPXHOCTH KPYTOBOW 30HBI.
3. TmarensHo B30odTaTh (QuiakoH, conepxamuii RPR aHTuUreH, HemocpeACTBeHHO TIiepea ero
NpUMeHeHHeM, BO n30exannue o0pa3oBaHMs OCajIKa.

4. [TpucoeIMHNUTD JO3UPYIOILYIO HIITY K (JIakoHY-103aTopy U 0ToOpaTh RPR anTuren myrem acnmparum.
5. IlepeBepHyTh (h1aKOH M aKKYPAaTHO CXKaTb €ro, yIass BO3AyX U3 UIJIBL.

6. Hepxa (rmakoH-103aTOp B BEPTUKAIHLHOM IOJIOKEHMM HAJ HMCCIETyeMBbIM 00pa3loM, BHECTH OAHY
karto RPR-anTurena.

7. IlomecTuTh KapTOuKy Ha miardopmy poraTopa W Bpamarh Ha ckopoctd 100 o6/muH B TeueHue 8
MUHYT.

8. HezameymurenbHO, MIPH XOPOIIEM OCBEIICHHH OCYIIECTBUTH BHU3YalIbHYIO OLIEHKY M MHTEPIIPETAIUIO
pe3yabTaTtoB (CM. MyHKT 7.4)

IIpumeuanue: B cinydae, kKorna mnpoBEIECHHE HE3AMEIIUTEIbHOM OLICHKH PE3yJbTaTOB HEBO3MOXKHO,
KapTOYKY MO3BOJIMTENBHO OCTABUTh BO BPALAIOIIEM YCTPOHCTBE MAaKCUMYM 10 15 MUHYT.

9. IlepenuTh HENCIIOIB30BAHHBINA AaHTUTCH U3 ()JIAKOHA-103aTOPA B CTEKIITHHBIN (PIIAKOH.

10. IIpombITh (u1aKOH-103aTOP U JO3UPYIOILYIO MMy TUCTHJUIMPOBAHHOW BOJOW M JaTh UM BBICOXHYTb
nepe] MOBTOPHBIM UCIOJIB30BAHUEM.

7.2.2. llonykoJMyecTBEHHbIH aHAIN3

1. Cnenatb ceputo ABYKpaTHBIX pa3BeICHH, OT Hepa3BelIeHHOTo oOpa3ma a0 passeacnus 1:16, B 0,9%
(hU3HOJIOTHYECKOM PacTBOPE.



2. Tlomectuts mo 50 MKJI KaXIOro pasBeJeHHs 00paslia U KOHTPOJIBHBIX OOpas3loB B OTIEIbHBIC
KPYT'OBbIE 30HBI KapTHI.

3. PaBHOMEpHO pacnipeenuTh Kax10€ pa3BeieHHe M0 MOBEPXHOCTH COOTBETCTBYIONICH KPyroBOi 30HHI.
4. Jlanee BBIMIOTHATH MPOIIEAYPY IO CXEMe, ONTMCAaHHOM B pasnene «KadecTBeHHBIN aHAIN3», C TyHKTA 3.
Tutpom oOpa3na cruemyeT cuMTaTh camoe OOoJbIoe pas3BedeHHE, NPH KOTOPOM HaOIoIaeTcs
arrJIIOTUHAINS YTOJIbHBIX YaCTHII.

Ecmu B camom 0oJbIIOM M3 HMCCIeNOBaHHBIX pasBercHuii (1:16) HaOmogaercss peakius, HEOOXOIMMO
cIeNaTh JOIMOJTHUTEIBHYIO CEPHIO0 JBYKPATHBIX pasBeaeHWi oOpasma, or 1:32 mo 1:512, B 0,9%
(U3HOIOTHYECKOM PAacTBOPE.

Xopomio mepeMeniath M TPOJOJDKHTH BBIIOJHEHHWE TMPOLEAYphl 1O CXeMe, OMUCAHHOW st
MOJIYKOJIMYECTBEHHOT'O aHAIN3a, HAYMHAS C TyHKTA 2.

7.3. KoHTpOJIb KauecTBa

HJ’IH OLICHKU MNPAaBUJIbHOCTU BBIMMOJIHCHUA TCCTa CJICAYCT UCIOJIb30BaATh MHOJIOKUTEIbHBIN KOHTpOHBHBIﬁ
obpasen (R2) u orpuniarenbHbIi KOHTPOIBHBIN 00pazelr (R3) B ka10ii MOCTaHOBKE TECTA.

7.4. UuTepnperanus pe3yibTaTOB U KPUTEPHUH OLeHKH MPABHJILHOCTH BbINOJHEHUS TeCTa

SIpko BbIpaskeHHasi MOJIOKUTebHAs peakiust (SR):
KpymnHble arperaTsl yroJIbHbIX YaCTHII Ha PO3pavHOM (hoHe.

MosoxurenbHas peaknus (R):

KpymnHble arperatsl yroJibHbIX YacTHIL, 00JIee TUCIEPTUPOBAHHBIX O
CPaBHEHHIO ¢ KapTUHOM, HaOIr01aeMOM TP SIPKO BBIPAKEHHOMN
MOJIOKUTEILHON PEaKIINH.

CnadonosoxureabHas peaknus (WR):
HeGombime arperatsl yrojabHbIX YaCTHUIl HA CBETIIO-CEPOM (oHe.

CuaenoBasi noJsioxkutenabHasi peaknus (TR):

Mernkue arperatbl YrOJIbHBIX YaCTHII, PACIOJIararonecs, Kak mpaBuiio,
B (hopMe MyroBHIIBI B LIEHTPE KPYKKa WK JU(PYy3HO pacCesHHbIE IO
rpaHulle KPYroBOW 30HBI.

O®O0OO
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OrpunareiabHas peaknusi (NR):

TunuuyHas KapTWHA MPEACTaBIACT COOOW pPaBHOMEPHOE cepoe OKpamiMBaHWe (OHA WM HaIUYHe
«IIyTOBHUIbI» U3 HEAITPETUPOBAHHBIX YrOJIBHBIX YaCTHUL[ B LIEHTPE KPYTOBOW 30HBI WIM IIUPOKUNA KPYyT U3
YrOJIbHBIX YaCTHIL O€3 arperaToB BHYTPH HETO.

PeaktuBHBIE 00pa3Iibl JOIKHBI OBITH 3apErMCTPUPOBAHBI KAK IMOJOXKHUTEIbHBIE HA HAMYME aHTUTEN U
MOJIBEPTHYTHI (BBUY HECTIEU(DHUHOCTU BBISBICHHBIX aHTUTEN) NATbHEHIIEMY HCCIEIOBAHUIO B IEISX
orpezeNeHus] HAINYKS, TUO0 OTCYTCTBHSI B HUX CHEIM(PUYHBIX aHTU-TPEIOHEMHBIX aHTHUTEI.

Jljiss TOro 4TOOBI aHAIU3 CUUTAIICS MPABUIHHO BHITIOJHEHHBIM, TOJIOKUTEIBHBIN KOHTPOJBHEIN 00paserr
JOJKEH JaBaTh KapTHUHY PE3KO MOJIOKUTENbHON peakiuu, a OTPUIATEIbHBIH KOHTPOJBHBIM oOpaser] —
SIBHYIO KapTUHY OTPULATEIBHON peaKInu.

8. OTPAHUYEHUSA METOJA UCCJIIEJOBAHUSA

OtnenbHBIE TECTHl WJIM TOYHO ONPEAEICHHBIE HSTAJIOHHBIE CTAHAAPTHI [Js KaXIOM U3 CTaguid
3a0oneBaHus OTCYTCTBYIOT. [looToMy nmarHocTuka cuuiInca OMUPaeTcs, MPEHUMYIICCTBEHHO, Ha
CepOJIOTMYECKUE HCCIEAOBAaHUSA, Ml 4Yero TpeOylTcs pe3yiabTaTbl KakK HETPENOHEMHBIX, TaK H
TPENOHEMHBIX TECTOB.



B ciyuae, xorja BuzyanabHas OLICHKA Pe3yJIbTaTOB HE NPOBOAMUTCS HEIOCPEACTBEHHO IIOCIIE 3aBEPILICHUS
BPALLEHUS KAPThI, MOTYT HAOJIIOAATHCS JIOKHOIOJIOKUTENbHBIE PE3YJIbTaThI.

RPR-TecT ¢ yronbHbIMM YacTULAMH HE SBISETCS CIEHU(PHUECKUM METOJ0M JUArHOCTUKM CU(UInCa.
Jlist HOATBEP K ICHHSI pE3yIbTATOB BCE PEAKTUBHBIE 00Pa3Iibl JOJKHBI ObITh UCCIIEA0BAaHbI IOBTOPHO, IIPU
IIOMOLIY TPENOHEMHBIX TECTOB, Hanpumep, PIITA.

9. ®YHKIIMOHAJIBHBIE XAPAKTEPUCTUKHU
9.1. UiccoienoBanme BOCIIPOU3BOHMOCTH

JInsi OLEHKH CXOJMMOCTH MMaHe b 00pas3iioB, B KOTOPbIH BXOIWIU OJUH OTPHUIATENbHBIN oOpaser, 1
crnabononaoxuTeabHbIi oopaser (tutp 1:4) u 1 monoxxutensHbii 0Opaser (tutp 1:16), ObLT Uccen0BaH B
8 MmoBTOpax B OJHOW M TOM e TOCTAaHOBKE TecTa. B pamkax ucciemnoBaHHWi BHYTpUIAOOpaTOPHOMH
BOCIIPOU3BOJMMOCTH M BOCHPOH3BOJUMOCTH MEXKIY MAapTHSIMHU, 00pasiibl MOJBEPraliCh aHAIU3Y B 2
MOBTOpax B JIcHb B TeucHUe 5 aHeil (OICHKY pe3yabTaToB OCYIIECTBIISUIA 2 PA3THUHBIX CIICIHATINCTA), C
MCIIO0JIb30BAHUEM MaTepuaa U3 JABYX Pa3InYHbIX apTHH.

9.1.1. CxoaumMocTh

Bo Bcex IMOBTOpax HUCCICAOBAHUA OTPHULATCIbHBIX 06pa3LIOB ObLIN MOJIYYCHBI OTPHULATCIBHLIC
pE3YIbTATEl, BO BCEX IIOBTOpax MCCICAOBAHUA IIOJIOKHUTCIbHBIX O6p33HOB ObLIH IMOJIYYCHBI
MOJIOKUTCIIBHBIC PC3YJILTATHI.

9.1.2. BuyTpujadopaTopHasi BOCIPOH3BOANMOCTh/ MeskcepHitHasi BOCIPOU3BOANMOCTb

Bo Bcex IMOBTOpax HUCCICAOBAHUA OTPHULATCIbHBIX 06pa3]_IOB ObLIN MOJIYYCHBI OTPHULATCIBHLIC
pE3YIbTATEl, BO BCEX IIOBTOpax MCCICAOBAHUA IIOJIOKHUTCIbHBIX O6p33HOB ObLIH IMOJIYYCHBI
MOJIOKUTCIIBHBIC PC3YJIbTAThI, HC3ABUCUMO OT yCJIOBI/Iﬁ IMPOBCACHUA HCCHCHOBaHHﬁ.

9.2. KimHMYeCKHEe XapaKTePUCTHKH
9.2.1. Cnenn(pu4HOCTH

Jlnst u3ydeHust CHeU(pUIHOCTH MPOBOAMIOCH PETPOCIIEKTHBHOE HCCIIEOBAaHUE, B paMKaX KOTOPOTO
Obutn moaBeprHyThl aHanu3zy 102 3aMopokeHHBIX 0O0pas3lia CHIBOPOTKM, IIOJIYUYEHHBIX B XOJIe
CTaHIAPTHBIX TpOIEAYyp B Jsaboparopuu (GpaHIly3CKOrO IIEHTpa 10 H3YYEHUIO 3a00JIeBaHMM,
NepeaaroIuXcs OIOBBIM MTyTEM.

Pe3ynbrarhl, mosy4eHHBIC PU UCCIEOBAaHUN 00pa3IoB HA Haau4Kue cuduirca rmpu nmomoiu tecra RPR,
ObUIN COTIOCTABJICHBI C PE3YJIbTaTaMHM, MMOJYYCHHBIMH PU UCCIICAOBAHUH TEX K€ 00pa3I0B MPH MOMOIII
CE ceprudunuposannoro recta RPR/VDRL.

| PES—, IloBTOpPHO Cnennguynocts ¢ 95%
Oo01ee K0JI-BO peaKTHBELIe o6pasibl peaKkTUBHbIE y4eTOM MOBTOPHO i
o0pa3uos (IR) o0pa3ubl PeaKTHBHBIX 00pa30B
(RR) (%)
2 100% 0 0
102 (Heomnpe ieIeHHBIC) 0 102/102 96,4% -100,0%

Ila n3 102 wuccrnenoBaHHBIX OOpa3IOB OBUIM OIEGHEHBI Kak  HeompeneneHHbie. [lo pesymbraram
IMOBTOPHOTI'O TECCTUPOBAHUS, BCC O6paBI_H>I GBIJ'II/I OTpULATCIIbHBIMU.

JlnarHocTuyeckasi cieu(puuHOCTh MO0 PEeTPOCHEeKTUBHBIM 00pa3uam cocraBuia 100% (102/102) ¢
95% noBepuTeIbHbIM HHTEepBaJoM [96,4% —100,0%0].

9.2.2. YyBCTBUTEJIbHOCTD

Jliist U3y4eHus YyBCTBUTEILHOCTH MPOBOAMIIOCH PETPOCTIEKTHBHOE HccienoBanue Ha 101 3amoposkeHHOM
o0pasiie ChIBOPOTKH, MOJyYEHHON B XO/I€ CTaHIAPTHBIX Mpoueayp B Jabopatopuu LlenTpa mo nzydeHuto
3a0071€BaHUH, TIEPEIAFOIINXCSI TOJOBBIM ITyTeM (DpaHims).



Pe3ynbrathl, moay4deHHbIC TP MCCIEAOBaHUN 00pa3lioB Ha HaMuYue cuduirca npu nomonm tecta RPR,
CpaBHUBAJIM C pe3ylbTaTaMH, MMOJYUYCHHBIMH TIPU HCCIICAOBAHUH TeX ke o0pas3noB mpu nomomu CE
ceprudunupoannoro tecta RPR/VDRL.

g(g:l;e) IlepBuuHoO IHoBTOpPHO CE:::}\?E::;)ETZOC 95% 11
peaKkTHBHBIE 00pa3lbl| peaKTUBHbIE 00pa3LbI y P (%)
o0pa3uos (IR) (RR) PeaKTHBHBIX 00pa3L0B
(%)
100 100% 96,4% —
101 (1 HeompeeeHHBIIA) 101 101/101 100,0%

Omun u3 101 wuccnemoBanHoro oOpasma ObLT OIEHEH Kak — HeompezaeneHHbld. [lo pesynbratam
MOBTOPHOT'O TECTUPOBAHUS, BCe 00Pa3Lbl ObLIN MOJIOKUTEIBHBIMU.

JlnarnocTuyeckasi YyBCTBHTEJIbHOCTH 110 PeTPOCHEeKTUBHBIM o0pa3uaMm cocraBuia 100% (101/101)
¢ 95% noBepuTeIbHBIM HHTEPBaNIOM [96,4% —100,0%0].

9.3. AHasnTHYeckas cneunpuyHoOCTh - McciieoBaHne NepeKpecTHONH peaKTHBHOCTH

B obmie#t crnoxHOCTH, aHAMUTHYECKas cieruduuHocTh Tecta RPR Ha Hanwume cudunuca Obuta orieHeHa
Ha 65 mepekpecTHO pearupyroumx o0pas3lax, OTOOPAHHBIX MO MPHUHIUIY HAIWYUS B HUX aHTUTEN K
MaTOreHaM, KOTOphIe MOTYT TMPUBECTH K Pa3BUTHIO MH(EKIIMOHHOTO 3a00yieBaHUS (BHpYC ODmIITEiHA-
bappa, Bupyc kpacuyxu, Bupyc renaruta C, Bupyc renaruta B, BUY 1/2, Bo30yaurenu 6one3nu Jlaiima,
JIETITOCTIMPO3a), 00pasax, MOJydeHHBIX Y OCpPEMEHHBIX JKEHIIUH ¥ MHOTOKPATHO POKABIIMX KCHIIHH,
Wi o0pasiiax, MOJYyYCHHBIX Y TAIlMEHTOB C 3a00JICBaHUSMH WUMMYHHOW CHCTEMbI (2yTOMMMYHHbBIE
artutena (CKB), peBmarouansiii hakTop).

Moayyennass cnemudpuunocty Tecta cocraBmwia 100,0% (65/65) ¢ 95% noBepuTeIbHBIM
uurepsBaiom [94,5% - 100,0%].

9.4. ®eHOMEH NPO30OHBI

BepositHOCTh cymiecTBoBaHUsT (heHOMEHA MPO30HBI ObLIIa MCCIEA0BaHa TIOCPECTBOM H3Yy4YeHUsS 3 (Tpex)
00pa3IoB ¢ OYCHb BBHICOKMMH THUTPaMHU aHTUTEN K Bo3Oymurtento cudpmiuca (>1:128) B Hepa3zBeneHHOM
BUJIC U B PA3JIMYHBIX Pa3BEICHUSX.

Bce Hepa3BeeHHBIEC TIOJIOKHUTEIbHBIE 00Pa3Ibl ObUTN MOJI0KUTEIbHBIMU.

[Tpu vammuuu TuTpoB A0 1:256 penomeHa mpo30HBI HE HAOIIOAAIOCH.
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HaHHBIﬁ MNPOAYKT COACPKUT KOMITOHCHTBI YECJIOBCUCCKOT'O UJIN JKUBOTHOI'O IMTPOUCXOKIACHUS.
OOpamarbcst ¢ OCTOPOKHOCTBIO.
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IMPUJIO)KEHUE.
NHOOPMANUA IJIAA OBPAINIEHUA MEJUIIUHCKOI'O U3JEJINSA HA TEPPUTOPUU PO

Iloka3zanus k NMPUMEHECHHUIO MEIUIIUHCKOI'0 U3¢/ INA

HaGop pearentoB RPR mpeaHa3zHaueH ajis KaueCTBEHHOTO W/MJIM TOJYKOJIHMYECTBEHHOTO OIPEACIICHHS
HETPEMOHEMHBIX aHTUTEN (PEarnHOB), 00pa3yIOMUXCS MPU CUPHUITKCE, B CBIBOPOTKE M/WIIH TTa3Me KPOBH
YelloBeKa METOJOM MAaKpPOCKONMYECKOW arrjiloTHHAlMKM Ha OJHOPAa30BBIX KapTax g MpPOBEACHUS
peakiuu npu o0CiIe0BaHNH MAIIMEHTOB Ha HATMUne CU(UINTHYECKON HH(DEKIINH.

IIpoTruBONOKA3aHUSA

[Ipu cTporom coOn0A€HUM UHCTPYKIMH MO MPUMEHEHUIO MPOTHUBONOKA3aHUNW K MPUMEHEHUIO TaHHOTO
MEIULUHCKOTO U3JIEIHS HET.

ITo0ouHbIe aeiicTBUA
He npumenumo s nannoro MU
O0JacTh NpUMEHeHHUs

ToNBKO U1 IUATHOCTUKHA 1N Vitro.
PexomeHyeTcst isi MPUMEHEHHsI B KITMHUKO-IMarHOCTHYECKUX JTa00PaTOPHUsIX.

Yci10BUSI TPAHCIOPTHPOBAHUS

N3penue cinenyer nepeBo3UTh B OPUTMHAIBHON YIIAKOBKE IMPOU3BOAUTEINS, 3alUIIAIOIEN TPOLYKLIUIO OT
BHEIIIHUX BO3JECUCTBUM, HA BCEX BUAAX TPAHCIIOPTA B KPBITHIX TPAHCIIOPTHBIX CPEIACTBAX B COOTBETCTBUU
C IIPABWJIAMU IEPEBO30K, NEUCTBYIOIMMH Ha TPAHCIIOPTE JaHHOIO BUAA.

TemnepaTypHsbiit pexxum: 2-8 °C

[Ipu npoBeneHnH MOTrPY304HO-PA3TPY30YHBIX padOT U TPAHCHOPTUPOBAHUU CIETYET CTPOTO BBHIMOIHSITH
TpeOOoBaHUsI MAaHUMYJISIIMOHHBIX 3HAKOB, HAHECEHHBIX Ha YIIaKOBKE U TPAHCIIOPTHOM Tape.

[Ipu HecoOMIOAEHUM  YCIOBUW  TPAaHCIOPTUPOBAHUS MEAWIIMHCKOE U3JEIUe HE  MOIJICKHUT
HUCIOJIL30BAHUIO!

IIpexynpexneHusi 1 Mepbl NPeaOCTOPOKHOCTH (lonmoTHeHUe)
B cocraB pearentoB Bxoaut azuj Hatpus. Konuenrpanus Bemectsa Mmenee 0,1%.

B nmupexruBe Ne 1272/2008 (CLP - knaccu¢ukanus, MapKHUpoBKa U YIAaKOBKa) HE MPEICTABICHBI
TOKCUKOJIOTHUECKHE TaHHBIE 711 cMecel, collepkauux azuj Hatpus. CrieoBareiabHO, B COOTBETCTBUU C
pexomennauusamMu CLP, oneHka ocTpoii TOKCUMYHOCTH PacCUMTHIBAETCS U3 TOKCHUYHOCTU HMHIPEIUEHTOB.
[Ipu ucnonb3yemMbIx B cMecsiX KOHIeHTpauusx BemiectBa <0,1%, cmecu He kinaccuUUUPYIOTCS Kak
OIIaCHBIE.

Opnako, a3yl HaTpUs MOKET BCTyNaTh B XMMHUYECKHE PEaKIIUU CO CBUHIIOM HJIM MEJbIO0 BOAOIPOBOIHBIX
TpyO, 00pa3zys upe3BBIYaHO B3pPBIBOONACHBIC a3MJbl JAHHBIX METAUIOB. /[l mpenoTBpaiieHus
HAKOIUICHUS a3UJIOB, CIIEAYET CMbIBATh yJalsieMble )KMIKOCTH OOJBIINM KOJIMYECTBOM BOJBI.

Knununuyeckue xapakrepuctuku (onosHenue)

B xome knMHMYECKHWX HCHBITaHUNA (B (QopMe KIMHUKO-TA00PATOPHBIX HCIBITAHUA MEIUIIMHCKOTO
m3nenus ¢ uensto peructpanuu MU), nposeaenasix OO0 «HezaBucumas nmadopatopust THBUTPOy,
npoananu3upoBano 300 00pa3oB KIMHHUYECKOTO MaTepuaia oT 63 »eHIUH 1 37 MY)KYHH B BO3pacTe OT
10 no 81 roma (oT KaxAo0ro marMeHTa ObLIN MOTYYeHBI 00pa3Ibl CHIBOPOTKU U TUIA3MBI C Pa3JIMYHBIMHU
3asBJICHHBIMH aHTHKoarynsHtamu). 100 oOpa3noB ceiBopoTkH, 50 oOpasmoB minasmel ¢ DTA, 50
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o0pa3noB mia3Mel ¢ mUTparoM HaTpus, 50 o0pas3moB Iua3Mbl ¢ remapuHoM HaTpus u 50 oOpasnoB
mna3mbl ¢ ACD Obuti MccnieIoBaHbl IS OLIEHKH YYBCTBUTEIIBHOCTH M CHEIU(DUIHOCTH HCIBITYEMOTO
MEIULUHCKOTO M3/ETHs B CPABHUTEIBHBIX HCIBITAHUIX C MCIIOJIb30BAaHHEM 3aperucTpupoBaHHoro B PO
W3JIEHs CPaBHEHUSI.

YyscTBuTenbHOCTh Ui ucnbityeMoro MU MBJI cocraBuia 100% (noBepurensHblit nHTEpBan 97,57% -
100%, c noBepurenbHOM BeposATHOCTBIO 95%), cmemuduuHocTs i ucneityeMoro MU UBJL
cocraBmia 100% (noepurenbHbiii uHTEpBai 97,57% - 100%, ¢ noBepUTENBHHOI BepOosSTHOCTHIO 95%).

[To pe3ynpTaTam KIMHUYECKUX UCTIBITAHUN yCTaHOBJICHA 3(()EKTUBHOCTh, KaueCTBO U Oe3omacHocTh MU
HaGop peareHTOB [UIsi OmpeneNeHUs HETPENOHEMHBIX aHTUTEN (PEaruHOB), OOpa3yIOIIMXCS MpU
cuduirce, B CHIBOPOTKE W/WIIM MJIa3Me KPOBH 4esloBeKa MeToJoM arrmoTuHanuu — RPR, npousBoacTea
Bio-Rad (buo-Pan), ®pannus.

Yruianzanus

YTI/I.HI/IBaI_[I/I}I HU3ACIIHA JOJPKHA ITPOU3BOAUTHCA B COOTBCTCTBUU C TpGGOBaHI/IHMI/I JIOKAJIBHOTO,
PEruOHaJIbHOTO U HAIITMOHAJIBHOI'O 3aKOHOAATCIIBCTBA.

Bce 00pa3ubl 1 MaTepuanbl, UCIIOIB3YIOMUECS U 00pa3yomuecs MNpH BHIIOJTHEHUN UCCIEI0BaHMA, B TOM
YHUCJIE PEAreHThl ¢ MCTEKUIUM CPOKOM TOJHOCTH, CIEAYeT YTUIUM3UPOBATH KaK IOTCHIUAIbHO
SMHIEMHOJIOTMYECKH OMacHble 0TX0bI (Kiacc b).

I'apanTumn

[IpouzBoauTENbL rapaHTUPYET COOTBETCTBUE XAPAKTEPUCTUK MEIUIIMHCKOTO U3/ENIHS 3asBJIICHHBIM B
AKCIUTYyaTalMOHHOM TOKYMEHTALUU MIPHU YCIIOBUU MPUMEHEHHUS U3JIeNUs B COOTBETCTBUU C MHCTPYKIIHEH
Y 110 Ha3HAYEHUIO0, IPEAYCMOTPEHHOMY MPOU3BOIUTEIIEM.

ITo Bcem Bompocam, 1715 HOTYyYEHHUS] TEXHUUECKOW KOHCYIbTAIlMK U MOAJEPKKH CIeIyeT 00parnarbes K
YIOJTHOMOYEHHOMY IIPEACTABUTENIO IPOU3BOAUTENS HA Tepputopun Pd:

00O «buo-Pan JTaboparopun»
Anpec: 105064, r. Mocka, Huxxuuii CycanbHbli Iepeysiok, 10M 5, ctpoeHue SA.

Tenedon: +7 (495) 721-14-04
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CBHIETEIIBCTBYIO BEPHOCTD MoaAnucH r-ku Cunbeun ®epHes, nocrasieHHoi B r. [Tapmwke 11.06.2019.
CBHUETEIECTBOBAHUE BEPHOCTH MOAIMUCH HE MOITBEPIKIACT BEPHOCTh M MOJTHHHOCTD TOAMUCAHHOTO
JnokyMmeHTta. Hotapuyc He HeceT OTBETCTBEHHOCTH 3a COJICPIKAHHUE TAKOTO JOKYMEHTA.
(IToxrmce)

(T'epboBas meuath)
Kpucro¢ IlleBanb, HOMOIIHUK HOTapUyca
ITapux

(I'epOoBas nieuaTh)
Anemaunonssiil cyn [lapuxka

AITIOCTUJIb
(B cootBercTBuH ¢ ['aarckoii Konsenmueit ot 05 oxtadps 1961 r.)
1.  Crpana: @paniry3ckas PecmyOnmka s POCCHUU
Hacrosmuii opunyansHbeiii JTOKyMEHT
2.  Iloamucan r-nom IEBAJIEM
3.  nmelicTByromum(-eii) B KaueCTBE HOTapHyca
4.  CKpeIUIeH NevyaThlo/IITaMIIOM BBILIEYKA3aHHOT0 HOTapuyca
YnocroBepeHo
5. BIlapwxke
6. 10 uromst 2019 .
7. I'enepanvHvim npoKypopom aneaiayuonnozo cyoa llapusica
8.  3a HOMepoMm 22046-1
9.  Ilewarp/mramm: 10. IToanucse:
(I'epboBas mieuatp) (ITonmmce)
Anemnaunonssiil cyx [lapmxka Mumiens Jlepry
[lepBbIii 3aMecTUTENH TEHEPATILHOTO
POKypopa

Hacmoawuii anocmuns yoocmoeepsaem moibKo nOOJTUHHOCHb ROORUCU, neuamu
UIU wmamna, KOmopvlmu oH ckpeniien. On ne yoocmoeepaem cooepiicanue 0OKyMeHma u He
o3Hauaem ymeepicoenusn e2o cooeprcanusn Opanyysckoii Pecnyonukoii.



Ilepesod dannozo mexcma coenan mHod, nepesoduuxom Anexceesvim Anexceem Anexcanoposuuen.

Poccuiickan ®@edepayun
TI'opoo Mockea
Heaouams namozo uiona 0ée moicavu 0e6AMHAOYAMoz20 200a
A, Pebpuna Enena Jlmumpuesna, epemeHHO UCROIHAIOWAS 0BA3AHHOCHIU HOMAPUYCA
2opooa Mockewr Axumosa I'neba Bopucosuua, ceudemenscmayio NOOIURHOCMb HOONUCU NePesoOUKA
Anexceesa Anexces Anexcanoposuya.
Ioonucwe coenana 6 moem npucymcmeuu.
.Hf.mn?y;_m_;_.nn()u UCaBIIe20 OOKYMEHM YCIMAHOBEeHA.

A :

ABapeaucmpuposano 6 peecmpe: Ne 77/09-1/77-2019- (0~ F07&
/4 Bswickano zocyoapemsennoti nownunsi(no mapughy). 100 pyé.
! Vnnayeno ja okazanue j"rI;.-'ryn npasoeozo u mexnuveckozo xapakmepa. 200 pyb.

Beezo npownyposano, nponymeposano 4o 7
u cxpenaeno-mevamoio 5™ nucm(aias
! 7 = 3 . %I)
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