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TPHA

V 200 REF 72503
V 500 Mf] 72504

(BG) = Opyrn esvum moxeTe fga nosiydmTe OT npeactaBvtens Ha Bio-
Rad. 3agb/mKuTenHoO W3MNon3BaliTe BapuaHTa Ha /UCroBKaTta,
onuncaH BbpxXy onakoskata (IMT]).

(CZ) - Ostatni pozadované jazyky jsou Kk dispozici u vaseho mistniho
prodejce Bio-Rad. Pouzivejte pouze verzi pribaiového letaku
uvedenou na obalu (Qi])-

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

(DK) ¢ Hvis der onskes andre sprog, kan de fas hos den lokale Bio-
Rad-repraesentant. Indleegssedlen, som er angivet pa kassen,
skal altid anvendes ([4]).

(EE)

Teistes keeltes juhendi saate soovi korral kohalikult Bio-Rad
esindajalt. Kohustuslik on kasutada karbil mainitud pakendi
infolehe versiooni (QT|)-

(EN) » Other requested languages can be obtained from your local
Bio-Rad agent. Imperatively use the package insert version
mentioned on the box ([1i])-

(ES)

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

(FI)

Multa kielid on saatavilla omalta Bio-Rad -edustajaltanne. Kayta
ehdottom”™ti laatikossa mainittua tuoteselosteversiota ([}

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

Utiliser obligatoirement la version de la notice mentionnée sur

la boite ([AD.

zUOc :7aié
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(GR) » Tk 4XKtq anaiToufjevec; vVA~oaeq jjnopeixs va iiqg napeis ané
Tov TOTTIKO npOKTOp4 aaq Bio-Rad. X priaiponoinors onciiodiino-
Te TTlvnapa/lflayn évSeiou ouaKeuaoiaq non avaypacpeTai oro
KouTIi(Qi]).

(HR) - Ostali trazeni jezici mogu se dobiti od lokainog Bio-Rad agenta.
Potrebno je koristiti onu verziju uputstva za upotrebu koja je nave-
dena na kutiji (CE).

(HU) « Egyéb nyelveken a helyi Bio-Rad képviselettol szerezheto be.
A dobozon szerepld verzioszdmu tajékoztatot kell kotelezd
érvénnyel hasznaini (CE).

(IT) < E' possibile avere i Manual! di Istruzioni in attre lingue richieden-
doli al coliaboratore Bio-Rad di zona. Utilizzare tassativannente |l
manuale di istruzioni della versione citata sulla confezione ([Ti]).

(LT) < Informacij™ gimt~a kalba galima gauti is vietinio ,,Bio-Rad* ats-
tovo. Privaloma naudoti jdétinp paketo versij™, nurodyt”™ ant
dézutés (QJ]).

(MT) e Lingwi olirajn mitlubin jistghu jinkisbu mingband I-agent ta’
Bio-Rad lokali tiegbek. Huwa mistenni li tuza I-verzjoni tal-ful-
jett ta’ tagbrif imsemmija fuq il-kaxxa ([Ji]).-

(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 ([TT]).

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

(PL) e« Informacj™ w innych j~zykach mozna otrzymac u miejscowego
przedstawiciela firmy Bio-Rad. Nalezy bezwzgl~dnie zapoznac
si”™ z ulotk™ dot™czon”™ do produktu wskazan”™ na opakowaniu
(DS)-

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

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

(SE) = Andra sprak kan fas av din iokala Bio-Rad-aterforsaljare.
Anvand alltid den version av bipacksedein som anges pa for-
packningen ([T).

(SI) e« Druge zelene jezike lahko dobite pri krajevnem zastopniku Bio-
Rad. Obvezno uporabite razlicico navodii za uporabo, navede-
no na skatli

(SK) « Dalsie jazyky si mozete vyziadaf u svojho miestneho zastupcu
Bio-Rad. Bezpodmienecne pouzivajte verziu pribalového letaku
uvedenu na skatuli (f[).
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1. INTENDED USE

TPHA kits are intended for use for the qualitative and
semi-quantitative detection of antibodies to Treponema pallidum
in human serum and plasma. The product may be used for
the screening of blood donors, and to aid in the diagnosis of
patients where syphilis infection is suspected.

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 sores known as 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. Intrauterine 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. Because of the long periods of
dormancy and the non - specific nature of non - treponemal tests,
methods that detect specific anti-treponemal antibodies in blood

’ specimens have become increasingly popular for screening. TPHA
is one such test.

3. PRINCIPLES OF THE PROCEDURE

TPHA kits use preserved avian erythrocytes coated with antigens of
T. pallidum (Nichols strain), which will bind with specific antibody
present in patienyys serum or plasma. The cells are suspended in a
medium contairfing components to eliminate non - specific reactions.
Positive reactions are shown by aggiutination of the cells, negative
reactions by the settling of the cells to a button or small ring.

Although these kits are intended for use primarily as qualitative
tests, antibody levels may be titrated by doubling dilution.

Agglutination patterns may be interpreted by eye.

[EN] 5
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4. REAGENTS

4.1. Description
Presentation

Description 72503 72504
200 tests 500 tests

Identification
on label

Test Celts

Suspension of Avian

erythrocytes coated with 2 vials 2 vials
antigens of T. pallidum, 7.8 ml 20 ml
containing Bovine Serum

Albumin (BSA)

R1L Test Cells

Control Cells

R2 Control Cells Suspension of Avian 2 vials 1 vial
erythrocytes, containing 7.8 m 20 ml
BSA
Diluent . .
. . . - 2 vials 1 vial
R3 Diluent Saline solution containing

Rabbit serum 20 ml 125 mi

Positive Control
Human serum containing
antibodies to T .pallidum,

R4 ZOS':'VIG negative for HBs Antigen, 11\/2}' 11ng
ontro anti-HIV1/2, and anti-
HCV antibodies diluted in
phosphate buffer
Negative Negative Control 1 vial 1 vial

Control Rabbit serum in 1 1ml
ontro phosphate buffer

R5

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 th” 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, R4 and R5 reagents
preserved at +2-8°C, can be used up to the expiry date shown on
the label.
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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.

» 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 disinfegiants.

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.
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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).

5.2.2. Processing
» Do not change the assay procedure.
» Use a new distribution tip for each sample.

6. SPECIMENS

Serum or plasma {EDTA, Sodium Citrate, Heparin and ACD)
specimens should be free of blood cells and of obvious microbial
contamination. 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 3 hours do not impact the results.

Specimens containing up to 100 mg/L of bilirubin, up to 36 g/L of
triglycerid and up to 10 g/L of hemoglobin do not affect the results.
However, it is not recommended to use hyperlipaemic or
hyperhaemolysed sera or plasma.

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

REMARK: The kit Positive and Negative Controls (R4 and R5) must
be run with each4run of tests.

7.1. Materials inquired but not provided

« Distilled water

» Sodium hypochlorite (household bleach) and sodium bicarbonate.

» Absorbent paper

* Disposable gloves

» Safety glasses

 Disposable tubes

» Automatic or semi-automatic, adjustable or preset pipettes or
multipipettes to measure and dispense 10 pi, 25 pi, 75 pi and
190 pi.
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Microplate shaker
U well plate format {96-well microplates) - Code 83375 (5 plates)
Container for biohazardous waste

7.2. Assay Procedure (Manual technique)

7.2.1. Qualitative assay
Three wells from the U microplate are needed for each specimen.

The TPHA 500 Kit (Product No. 72504) is intended for screening
large numbers of specimens and contains only a small volume of
Control Cells. Itis intended that specimens are screened using only
Test Cells In the first instance, and the Control Cells should be used

k When repeating tests on specimens giving a positive result when first
tested.

a. Specimen and Controls Dilution (to 1 in 20)

Add 190 pi of the diluent (R3) to one well.

Add 10 pi of specimen or Positive Control (R4) or Negative Control
(R5) to the same well.

Mix thoroughly.

b. Test

Transfer 25 pi of diluted control or diluted specimen from dilution
step to test well.

Transfer 25 pi of diluted control or diluted specimen dilution step to
control well.

Re-suspend the Test Cells (R1) and the Control Cells (R2) by shaking
the vial Examine for complete suspension.

Add 75 pi of Test Cells (R1) to test well and 75 pi of Control Cells
(R2) to the control well.

Final specimen dilution is 1: 80.

Mix wells thoroughly.

Incubate at room temperature (15-30 °C) on a vibration-free surface
for a minimum of 45 minutes.

Read the settling patterns. Agglutination patterns are stable for at
least three hour&ir undisturbed.

7.2.2. Semi-Quantitative assay
9 wells of the U microplate are needed for each specimen: One well

for the specimen or control dilution and 8 wells for the titration.

Note: The Positive and Negative Controls (R4 and R5) must be run
with each lot of tests, using the procedure given below.
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a. Specimen and Controls Dilution (to 1 in 20)

Add 190 [\ of the diluent (R3) to one well.

Add 10 pi of specimen or Negative Control (R5) or Positive Control
(R4) to the same well.

Mix thoroughly.

b. Titration
Leaving the first well empty, add 25 p! of diluent (R3) to each of the
remaining 7 wells.

0 1 2 3 4 5 6 7 8
190 pi (R3) + 10pl
Specimen or (R4)
4 or (R5)

Specimen or
control dilutions

25p 25p 25p 25p 25p 25p 25p
of R3 of R3 of R3 of R3 of R3 of R3 of R3

8 wells for titration

Transfer 25 pi of diluted control or specimen to the 1st well and to
the 2nd well, then mix.

Then serially dilute along the well sequence, discarding the excess
25 pi from the final well.

250 25p 25p 250 25p 25

o 1 =2 3 4 5 6 7 g Dscardng
excess
108+ o5 5 of o P
IOpl diluted25plof25p 250 25p 250 250 25
Specimen or . ofR3 ofR3 of R3 of R3 ofR3 0fR3
control diluted
(RA)or(R5)
control
Specimen
or control 8wells for titration
dilutions
c. Test

Gently mix the Test Cells (R1) to ensure thorough resuspension.
Add 75 pi of Test Cells (R1) to each well.

Final specimen dilution range after addition of cells is 1. 80 -
1 :10240.

Mix thoroughly.
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0] 1 2 3 4 5 6 7 8

190 M(R3) + iwegf 25 Mof 25 Mof 25 Mof 25 Mof 25 Mof 25 Mof 25 Mof

10M dilution dilution dilution dilution dilution dilution dilution
Specimen or +75M+75M+75M+75m +75M +75M + 75 M

R or (RS ’;Z;l”“ of Rl ofRI OfRL ofRL ofRl ofRL ofRl

180 1160 130 1£40 1:1280 1:2560 1:5120 1:10»40
Specimen or
control 8wells for titration
dilutions

Incubate at room temperature (15-30°C) on a vibration-free surface

for a minimum of 45 minutes.
Read the settling patterns. Agglutination patterns are stable for at

least three hours if undisturbed.
The titre of the specimen is the reciprocal of the highest dilution

giving agglutination.

7.3. Quality Control
The kit Controls must give the correct result; Negative Control (R5)

is negative and Positive Control (R4) is positive.
When the kit Positive Control (R4) is titrated, the expected end point

is 1:640 - 1:5120.

7.4. Interpretation of the results and Test Validation criteria

Positive Equivocal Negative

Test Cells Control Cells

A11 cell pattern covering the bottom

of the well. Negative button

Positive: Strong

Cell pattern covers approx. 1/3 of

Negative button
the well bottom. 9

Weak Positive

Cell pattern shows a distinctly open
centre.

Cells settled to a compact button,
typically with a small clear centre.

Equivocal Negative button

Negative Negative button

Non-specific

. Positive reaction. Positive reaction
reaction
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A sample where the Test Cell well is non-reactive should be
considered as negative for T. pallidum.
Reactivity less than equivocal is considered negative.

Any specimen giving equivocal or positive results should be
considered as positive and the test procedure repeated as above, in
duplicate, adding the Control Cells (R2) provided to one set of ceils
and Test cells (R1) to the other.

If at least in one of the well with Test cells (R1), the result is equivocal
or positive, the specimen should be considered as positive for
T. pallidum.

For non-specific reaction, if the agglutination is greater in the Test
Cells (R1) than in the Controls Cells (R2), then the sample is
considered positive and should be repeated as above.

When a sample has greater or equal agglutination in the Control
Cells (R2) then the sample should be absorbed using the following
procedure.

7.5. Absorption of non-specific reactions

(Procedure to be used if agglutination is seen in both Test and

Control cells).

1. Add 10 pi of specimen to 190 pi of resuspended Control Cells, mix
well and incubate at room temperature for 30 minutes.

2. Centrifuge to deposit the cells at a minimum of 1500g for 3
minutes.

3. Add 25 p) of supernatant from step 2 to each of 2 wells.

4. Gently mix the Test and Control Cells to ensure thorough
resuspension.
Add 75 pi of Test Cells to the 1st well.
Add 75 pi of Control Cells to the 2nd well.

5. Ensure thorough mixing and incubate at room temperature for a
minimum of 45 minutes.

6. Read and interpret the settling patterns as above.

8. TEST LIMI'/I'ATION

No single test tfr 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.

No diagnostic test provides absolute assurance that a sample does
not contain low levels of antibodies to T. pallidum, such as those
present at a very early stage of infection. Therefore, a negative result
at any time does not preclude the possibility of exposure to infection
with syphilis.
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All treponemal test results tend to remain reactive following
treponemal infection therefore they should not be used to evaluate
response to therapy. Because of the persistence of reactivity,
generally for the life of the patient, the treponemal tests are of no
value in determining relapse or re-infection in a patient who had a
reactive result. In this case, it is recommended to use other assays:
Syphilis Total Ab, Syphilis IgM EIA and RPR.

9. PERFORMANCES CHARACTERISTICS

9.1. Precision Study

Precision study was realized by testing 3 samples (1 negative, 1 low
positive and 1 positive) in 10 replicates in the same run (repeatability)
and in 2 replicates during 5 days on 2 different lots and reading by
2 operators (Intermediate precision).

Repeatability; The 3 samples gave identical results when repeated
10 times.

Intermediate/ inter-lot precision: The 3 samples gave identical
results when tested in the different conditions (40 times).

9.2. Clinical performance

The performances of the TPHA assay have been determined by
testing samples from random blood donors, hospitalized patients,
patients infected with syphilis and on samples positive for markers
unrelated to infection by the T. pallidum.

The studies were carried out on 2 blood donor sites and at the Bio-
Rad site.

9.2.1. Specificity

A total of 5032 samples from blood donors prospectively collected
in 2 different sites were studied.

The samples were either serum (3626), EDTA K2 (539) or Lithium
Heparin plasma (867) tested in a period of less than 7 days after
sampling and were compared to the screening assay used in the
laboratory.
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Table 1 : Blood donor population

Initial Repeated e 95%
Site  Numrber Reactive  Reactive Speco'ﬁc'ty Confidence
samples (IR samples RR) (*0) Intenval

99.72% 99.43% -

Site#l 2519 18 ! (2512/2519)  99.89%

_ 99.72%  99.43%-

Ste#2 2513 2 ! (2505/2512)  99.89%
38 14

99.72% 99.53% -

Toal 5082 @positve, GRSV, gy im0y g9 g5y

30 equivocal) 11 equivocal)
* one sample (true positive) was withdrawn from the calculation.

The total specificity on the blood bank population is equal to
99.72% (5017/5031) with a 95% confidence interval of [99.53% -
99.85%]. Among the 14 false positive samples, 11 were found
repeated equivocal.

A retrospective study was also carried out on 201 frozen samples
from patients from a Sexually Transmitted Disease Center or from
vendors, which were found negative for syphilis.

Specificity on these samples is found at 99.5% (200/201) with a
95% confidence interval at [97.3%-100.0%].

9.2.2. Sensitivity

The sensitivity study was studied on 435 retrospective frozen serum
samples from the laboratory of Sexually Transmitted Disease
Center, or from frozen samples from vendors. These samples were
characterized positive by immunoassays, FTA assay, RPR/ VDRL
assay or TPHA assays according to their origin.

Ail the samples>"ere tested first with the CE mark TPHA assay and
then with the Bio-Rad TPHA 500 assay (72504).

Sensitivity on this population is found at 100% (435/435) with a 95%
confidence interval at [99.2%-100.0%].

9.3. Analytical sensitivity

Analytical sensitivity was tested against the WHO International
Standard for Syphilis NIBSC code 05/132. Using the semi-
guantitative protocol, the sensitivity was found at 0.05 |U/mL.
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9.4. Analytical Specificity /Cross Reactivity Study

210 potentially interfering samples containing antibodies against
pathogens that could lead to infectious illnesses (Cytomegalovirus,
Epstein Barr virus, VZV, Rubella virus, Hepatitis C virus, Hepatitis B
virus, HIV 1/2, HTLV 1/2, Toxoplasma gondii, Dengue, Malaria,
Leptospirosis), samples from pregnant women and multiparous
women or samples from patients with immune system disorders
{autoantibodies (SLE), Rheumatoid factors), were tested with the
TPHA assay. Four (4) true positive samples were discarded from the
calculation.

One sample was found repeatable positive with the TPHA test.

The specificity observed on this target population of 99.5 %
(205/206) was similar to the specificity of clinical samples.

9.5. Prozone Effect

The existence of a possible prozone effect was studied by testing 3
samples with high titers (> 1:20480) at different dilutions. The
equivalence of results observed among non-diluted and diluted
samples indicates the absence of the prozone effect.
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Habop peareHTOB 4715 onpefeneHnss aHTuUTen K Treponemapallidum B
CbIBOPOTKE W/1An nnasme KpPoBu 4YesnoBeka ¢ nomoLupio PITA

(peakuus NaccuBHOM remarraloTUHaLMN) -

TPHA.

McnonHeHns:

TPHA - 200 TecTtoB
TPHA - 500 TectoB

NMHCTPYKUWMA MO NPUMEHEHUIO

ZU § n#
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TPHA

A 200 o) 72503
A 500 REN 72504

HABOP PEATEHTOB ANnA ONPEAENEHNA AHTUTEN K TREPONEMA PALLIDUM B

CbIBOPOTKE W/ MNA3ME KPOBW YHETOBEKA C NMOMOLW,bIO PIMTA (PEAKLWNA
MACCVBHOW FTEMATTTIIOTUHALNIN)
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1. HASHAYEHWE

Habop peareHtoB TPHA npegHasHayeH 415 KQ4eCTBEHHOrO WM/MAN MONYKONNYECTBEHHOr0 OMNpefeneHns
aHTuTen K Treponema pallidum B cbIBOpOTKe W/MAM nnasme KPOBM 4e/lOBEKA C MOMOLLbK peakuum
NacCUBHOW remarriTuHauMm npn obcnefoBaHUy LOHOPOB M NALMEHTOB Ha Hanuyme CUOUINTUYECKON
NHDeKLNN.

2. Ob30P N OB BACHEHNA METOJA NCCJ/IEAOBAHIUA

Cuunnc - 3T0 XPOHWUYECKOe WH(EeKLMOHHOe 3abofieBaHME, KOTOPOe B CBOE.M PasBUTUM MPOXOAUT
HECKO/IbKO YETKO pasInymMMbIX CTafuii; NEPBUYUYHbLIA, BTOPUYHbIA, TPETUYHbIA U YeTBEPTUYUHbIA CUUInC.
Ha aTux cTtagnax NpoucxXoAnT pa3BuUTUeE PasfMUHbIX KIMHUYECKUX CUMNTOMOB, Hanbosee XxapakTepHbIMU
N3 KOTOPbIX ABMAOTCA 06pa3oBaHWe MepBUMYHbIX A3B, TaK Ha3blBAEMbIX LUAHKPOB, 3aTeM - MOSBAEHUE
CUUANTUYECKON CbINK, 3a KOTOPbL.M CNefyeT NPOAOMXKWUTENbHbIA NaTEHTHbIA Nepuof 6e3 Kakux-nno6o
BUAMMBIX KIMHUYECKUX MPOABAEHWNIA. VH(eKUNa npyu OTCYTCTBUM NEYEHMS MOXET Bbi3blBaTb HapyLUEHUS
CO CTOPOHbI CEPAEUYHO-COCYAUCTON CUCTEMbI U HEMpOCU(UAnC.

Bo3byautenem faHHOW WHGpeKUUn sBnsetca cnupoxeta Treponema pallidum. 3apaxeHue 06bI4HO

n NMPOMUCXOANT NPV TMOJIOBOM KOHTaKTe, OAHAaKO 60/1e3Hb MOXeT MepefaBatbCa M MNpuU NepenBaHUn
NH(pMLMpOBaHHOK KpoBu. Kpome TOro, BO3MOXHO pasBUTME BHYTPUYTPOOHON WHGeKuMn. bbino
YCTAHOB/EHO, YTO [aHHbIA MUKPOOPraHu3M MpakTUYecKM HEBO3MOXKHO BblpaliMBaTh Ha MCKYCCTBEHHbIX
nuTaTeNbHbIX cpefax, WU AMArHOCTUKa WHMPEeKUMM 06bIYHO OCHOBbLIBAETCSH HAa BbIABNEHWW aAHTUTEN B
KpPOBW, KOTOpble MOSBASAIOTCS BCKOpe Moc/ie MepBOHAYasbHOrO 3apaXkeHuWs M MOryT MepcucTupoBaThb B
Hell B Te4eHNe MHOTUX NeT.

BblensoT 4eTbipe KaTeropum WUCCNeAOBAHWUIA Ha Hanuuue cudunmuca: npsaMoe MUKPOCKOMUYECKoe
nccnefoBaHue, TPEMOHEMHbIe aHTUTEefIbHble TECTbl, HETPEMNMOHEMHble aHTUTE/IbHble TeCTbl W MpPAMbIE
aHTUreHHble TecTbl. B CBA3W C Hannumem MPOLO/MKUTENIbHbIX NATEHTHbIX MepuofoB 3ab60neBaHMA U
BBMAY Hecneyupuyeckor Npupofbl aHTUTEN, BbIBASEMbIX C MOMOLLbD HETPEMNOHEMHbIX TECTOB, NpW
NPOBEAEHNN CKPUHWHIOBbLIX WCCNeAOBaHWI BCe Yalle WCNOMb3yKTCA TecTbl, OCHOBaHHble Ha
onpeaeneHnn cneuntmnyecknx aHTU-TPENOHEMHbIX aHTUTeN B 06pa3uax Kposu. OQHUM M3 TaKUX TECTOB
angetca TPHA.

3. NMPHUWMIMBbI METOANKW NMCCNEOOBAHWNA

B Ha6opax TPHA wncnonb3oBaHbl CTabuUIN3MpoBaHHbIe MTUYLW 3PUTPOLMUTLI, MOKPbITbIe aHTUreHOM T.
pallidum (wTamm HwuKonca), KoTopble CBA3bIBAKOT CNeUUPUYECKME aHTUTeNa, MNPUCYTCTBYHOLLIME B
CbIBOPOTKE WM Nna3Me KPOBWM nauueHTa. Knetku npegcrasfieHbl B BUAE CYCMNeH3WW B cpefe, KOoTopas
COLEPXXUT KOMMOHEHTbI, CNOCO6HbIE YCTPaHATL HECNEeLNpUYECKNE peakLmn.

MoNoXuUTeNbHbIe peakLuM XapakTepusylTcs arrnioTUHaLMeld KNetok, OTpuuaTe/bHble peakuum -
OCaXAEHUEM KNETOK Ha iHE MY H” B BUAE NMYroBKN UM MafieHbKOr0 KOMbLA.

HecmoTps Ha To, YTO JaHHble Habopbl NpefHa3Ha4YeHbl 415 NPOBeAEHUs, NPeX/Ae BCero, KaYeCTBEHHOro
aHanmsa, OHW MOryT OblTb WCMNONb30BaHbl W [ANS OMpefeneHUs YPOBHS aHTUTEN MNOCPeACTBOM MX
TUTPOBaHNA NOCNeaoBaTe/IbHbIM ABYKpPATHbIM pa3BefeHUEM.

WHTepnpeTaums KapTWHbI arrfloTUHALMM OCYLLECTBSETCS HAa OCHOBAaHUWM pPe3y/nbTaTOB BM3YyaNbHOMN
OLLEHKM.
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4. PEATEHTbI, BXOAAWNME B COCTAB HABOPA

4.1. OnwucaHue
BapnaHTbl NCNOSTHEHNSA
OnuncaHue

HanvienoBanne peareHTa 72503 72504
200 TecToB 500 TecToB

CeHCcMbUNn3MpoBaHHble KEeTKK
CeHcnbUNn3npoBaHHble CycneHsus NTUYbMX aputpounTos, 7,8 mn/dnakoH 20 ma/tnakoH

Rl KNeTKU MOKpPbITbIX aHTUreHa.mu T. pallidum, 2 Wt 2 WT
(Test Cells) cofepxawas 6bl4Min CbIBOPOTOUHbII
ansbymuH (BCA)
R2 KOHTpO/IbHbIE KNETKYU 7,8 mn/hnakoH 20 mn/dpnakoH

KoHTpOvibHbie kneTKu

CycCneH3ns NTUYbUX 3PUTPOLNTOB, 2 wr 1wt
(Control Cells)

cofepxauiaa BCA

PacTBop Ana pasBefeHns

R3  PacTeop AnA CorneBoit pacTBoOp, CoAepXKaLluii

20 mn/nakoH 125 mn/dnakoH

assefieHus (Diluent 2 Wt lwr
P A ( ) KPO/INYbO CbIBOPOTKY
MoNoXNTeNbHbIA KOHTPO/bHbI
obpasel, YenoBeyeckas CbIBOPOTKa,
R4 TMonoXutenbHbIN cogepxallaa aHTuTena K T. 1 mn/pnakoH 1 mn/dpnakoH
KOHTPONbHbIN 06pasey, pallidum, oTtpuyatensHas no HBs 1wt lwr

(Positive Control) aHTUreHy, aHTU-BNY 1/2 n aHTK-
BI'C aHTuTenam, passegeHHas B
(hocaTHOM GyhepHOM pacTBope
OTpuuaTenbHbIA KOHTPO/bHbIN
obpasey,

Kponuubs cblBOPOTKA, pasBefeHHas
B pochaTHOM bydhepHOM pacTeope

OTpuuaTtenbHbI
KOHTPONbHbI 06pasey,
(Negative Control)

1 mn/thnakoH 1 mn/dnakoH

RS 1wt 1wt

4.2. YcnoBusa xpaHeHUsa M UCMNo/1b30BaHUA

[aHHbIi Habop [OMKeH xpaHuTbea npu Temnepatype +2-8°C. XpaHUTb (h1aKOHbl B BEPTUKa/IbHOM
NosIoXKeHU. He 3amopakuearts.

Kaxablli KOMMOHEHT Habopa, XpaHAwmica npu Temnepatype +2-8°C, MOXeT 6biTb MCNONb30BaH A0
OKOHYaHWs CpoKa rofHOCTW, YKa3aHHOro Ha ynakoBke. [locfie BCKPbITMA (PN1aKOHOB U B OTCYTCTBUE
KoHTamuHauun peareHTbl K1, K2, K3, K4 n K5, xpaHsiwmecs npu +2-8°C, MOryT 6bITb MCMO/Ib30BaHbI [0
OKOHYaHWUA CpoKa rofHOCTU, YKN|<HHOTI0 Ha 3TUKEeTKe.

5. MPEAYTIPEXAEHUA N MEPbBI MPEAOOCTOPOXHOCTHU

Tonbko And  AWAarHocTUKM in  vitro. TlpegHa3HavyeHO And  MNPOdeccMoHanbLHOro NpUMeHeHNA
MeAULUUHCKUMMN paboTHUKaMMU.

5.1. Mepbl no obecrneyeHUto 6e30NaCHOCTU M OXPaHbl 340POBbA:

e [laHHblli  Habop peareHTOB nNpeAHa3HayeH ANS UCMOMb30BaHWUS TONbKO KBaNU(ULMPOBAHHBIMU
crneuuanucTamy, MpolelWMmMn cneynanbHoe o6ydeHue B 061acT MpoBefeHWs N1aGopaToOpPHbIX
1CCneAoBaHNiA N 0CBEAOM/IEHHBIMI O CBSA3aHHbIX C HUMU MOTEHLMUANbHbLIX (hakTopax pucka. Cnegyet
MCMNONb30BaTh CMELMATbHYIO 3alMTHYH OfeXAy, NepyaTku W CpeacTBa ANs 3aluTbl rnas/nuua u
[O/MKHBIM  06pa3oM co6ntoAaTh COOTBETCTBYHOWME [PMHUMMBLI  Hagnexauleid nabopaTopHoit
MPaKTUKN.
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* Habop cofep>XXUT KOMMOHEHTbI, KOTOpPble M3roTOB/IEHbl Ha OCHOBE CbIBOPOTKW KPOBU 4enioBeka. Bce
OHW MPOLUSIN MCENefoBaHMe Ha 3tane 3abopa KpoBW y [OHOPOB M ONpefefieHbl Kak OTpuuaTenbHble
no Hanmumo HBs aHTureHa, aHTM-BUY 1/2 n aHTn-BIrC antuten. OgHako MeTOA0B, CMOCOOHbIX
obecneuynTb MOMHYHO FapaHTUIO OTCYTCTBUSA WH(PEKLUOHHbLIX areHToB, He cyllecTByeT. Mo3aTomy co
BCEMW MPOU3BOAHLIMY KPOBWU YesnioBeKa, peareHTamm M 6M0N0rMyeckumm obpasua.Mu, noayYeHHbIMU
OT u4enoBeka, cfefyeT ob6pawarbCa Kak C MOTEHLManbHO CMOCOOGHBIMM K nepefaye WHGpeKuuu,
cobnofas yHuBepcasbHble Mepbl 6€30MacHOCTM B OTHOLIEHUW TEMOTPAHCMUCCUBHBIX MaTOreHos,
OnpefefieHHble B MECTHbIX, PErMOHaNbHbLIX U HaLNOHANIbHbIX HOPMATUBHbBIX aKTax.

e Pa3nnTblii 6UoNOrMyecknii maTepuan Yes0BEYECKOr0 MPOUCXOXAEHMA LOMKEH 6bITb 06paboTaH Kak

NOTEeHUNANbHO MHDULNPOBAHHbIN.
Ecnn nponuTblid maTepuan He COAEPXWUT KUCAOTbl, HEO6XO4MMO He3aMenMTeNlbHO MNpPOBeCTU
00paboTKy y4yacTKa NponmBa, BCeX MaTepuanoB, BCEX 3arpsi3HEHHbIX MOBEPXHOCTEN M 060pyL0BaHUS
COOTBETCTBYHOLWUM XUMUYECKUM Le3VHPULMPYIOLWMM CPeACTBOM, KOTOPOE ABNSAETCA 3NPEKTUBHBIM
B OTHOLIEHWM MNOTeHLManbHOW OMONOrMYecKOin OMacHOCTM paccmaTpuBaeMblXx 06pa3uoB  {kak
npaBunno, TUMOXNOPUT HaTpusa B passegeHun 1:10, 70-80 % 3TWNOBbLIA UKW M30NPONUIOBBLIA CANPT,
ogogop, Hanpumep, 0,5 % Wescodyne Plus 1 T. 4.), a 3aTeM BbITEpeTb HacyXxo.

PasnuTble maTepuanbl, cofepaliue KWUCMOTY, HEeO6XOAMMO TULATeNbHO YeTPaHUTb MNpU MOMOLLM
BNUTLIBAIOLLErO MaTepuaTta (BbITePeTb) WK HeliTpann3oBaTb, Y4acTOK pasfiMBa NPOMbITb BOAOW K
BbITEPETb Hacyxo. CopGupytoLie maTepmaTtbl, NUCMOMb30BaHHbIE AN YAATEHUS Pa3NNTON XULKOCTH,
cnegyeT YTWUAM3MPOBATb COFNACHO Tpe6oBaHUAM K 06palleHMo € 6GKMONIOTMYECKM OMaCHbIMY
oTXofamu. 3aTeM 3TOT y4acTOK He06X0AM.M0 06paboTaTh OAHUM U3 XUMUUYECKUX AE3NHPULUPYIOLLNX
CpeacTs.

MpumeyaHune: He nomelariTe xnopcogep>Kalye pacTBOpbl B aBTOKNas!

« Bce 06pasibl 1 MaTepuasbl, UCNONb30BaHHbIE AN NPOBEAEHNS TECTA, AO/MKHbI ObITh YTUIN3NPOBAHbI
Kak BellecTBa, MNOTEHUMANbHO codepxaliue Bo3GyguTeneit  uHgekumn. Ob6palleHne ¢
NabopaToPHLIMU, XUMUYECKUMU U GMONOTMYECKM ONACHBIMK OTXOAAaMM, a Takke MX YTUNMU3aLUS,

OO/DKHbI  OCYLWECTB/IATECA C COﬁJ’II’O,ﬂ,EHVIEM BCEX MECTHbIX, PpPernoHajibHbIX W HalUWOHa/IbHbIX
HOPMAaTUBHbBIX Tp66OBaHI/II\/’I.

* [lacnopTt 6e30nacHOCTN MaTepuana NpeacTaBneH Ha UHTepHeT-caiiTe www.bio-rad.com
5.2. MNpepynpexaeHns, KacarlLwmecs BbINO/IHEHNUA METOLUKMN

5.2.1. MoarotoBkKa

[locTOBEpPHOCTb pe3ynbTaToB 00YC/OB/EHA TOYHLIM BbIMOMHEHWEM CheAylowmx npasun Hagnexaiiei

nabopaTopHOW NPaKTUKK:

* [lpn nmoctaHOBKe TeCcTa He CMeLIMBaTb W HE MCMOMNb30BaTb COBMECTHO PEeakTUBbl M3 Pas3/IMyHbIX
napTui.

* He ncnonb3oBaTb peakTUBbLI™ UCTEKLLIWM CPOKOM FOLHOCTH.

* [epes ncnonb3oBaHWEM peakTUBbI HEOOXOAMMO BbifepXaTb B TedeHMe 30 MUHYT MPU KOMHATHOW
Temnepatype (18-30°C) ans nx crabunusauunu.

o1

.2.2. Tpouepypa

He BHOCMTb M3MEHEHWIA B MPOLeaypy UCCnefoBaHus.
cnonb30BaTh HOBbI HAKOHEUYHWK ANSt BHECEHWS KX A0i Npo6bI.

6. NCCZIEAYEMBbIE OBPA3LbI

O6pasubl CbIBOPOTKM Unu nnasmbl (cobpaHHoi ¢ SATA, LMTpaTOM HaTpUs, renapuHOM MU LUTPATHbIM
aHTUKOArynaHTOM C [EeKCTPO30iM) He [O/XKHblI COLEpXaTb KNeTOYHbIX 3/IEMEHTOB KPOBM W HE WMETHb
SBHbIX MPWU3HAKOB 3arpA3HeHns MukpoopraHnsmamu. O6pasubl MOryT XpaHUTbCA Npu Temneparype +2-
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8°C B TeueHue 7 aHel nepef npoBegeHneM TecTa. O6pasubl, Tpedyoume 601ee ANNTENBHOIO XpPaHEHNUS,
cnegyeT 3a.MopaxwuBaTtb npu -20°C nnn 60nee HU3KOM TemnepaType.

Mepes TeCTUPOBaHMEM 3aMOPOXXEHHble 06pa3Lbl HEO6X0AMMO Pa3MOpPO3NTbL N XOPOLLIO NepemellaTs. He
cnepgyet noggepratb 06pasubl  Npouefype 3amMOpaxuBaHMA-oTTaMBaHus 6onee 5 pa3. O6pasubl,
noABepriivieca HarpeBaHuio npu Temnepartype 56 B TeyeHue 3 4acoB, NPUrOAHbI ANA NPOBeAeHUs
nccrenoBaHus.

CopepxaHue B obpasue oo 100 mr/n 6unupybuHa, Ao 36 r/n Tpurnmuepnaos n o 10 r/n remorno6uHa He
BAMseT Ha pesynbTar. OfHaKo He pPeKOMeHAyeTcsa WCNoAb3oBaTb A1 UCCNefOBaHUS  CUbHO
reMOo/M3NPOBaHHYIO CbIBOPOTKY WAW MNasMy, a TakXe CbIBOPOTKY WAM Nna3My C OYEHb BbICOKUM
cofep>XXaHuem nNuMnuaos.

Ecnn  o6pasubl LoAnexar TpaHCMOPTUPOBKE, WX He06X0AMMO YynakoBaTb B COOTBETCTBUM C
[eNcTBylOWMMMN  NpaBunaMm  TPAHCMOPTMPOBKM  3TMONOFMYECKUX  areHToB,  MPeAnoyYTUTEeNbHO
TPaHCMOPTMPOBaTb B 32aMOPOXKEHHOM BUJE.

7. MPOLLEAYPA UCCNELOBAHUA

BHUMAHWE: MMono>XuTeNbHbIA U 0TpULATE/bHbIA KOHTPOAbHble o6pasubl (K4 u #5). Bxogdwue B
Habop, LOMKHbI MCMONb30BAThCA B KA>XK 0/ NOCTAaHOBKe TecTa.

7.1. Heobxoaumble MaTepuanbl, He BXoAsl1e B cocTaB Habopa

* [wnctunnuposaHHasa Boja

e [Mnoxnoput Hatpua n bukapboHaT HaTpuUs

e ®unbTpoBanbHasa bymara

* OpHOpa3oBble NepyaTku

e 3awKnTHbIe 0YKN

» OpHopa3oBble NPOGUPKK

e ABTOMaTMYECKME WAN MNOJlyaBTOMaTUYeCKne NMUMNeTKM C BapbMPyembiM WU MOCTOAHHbIM 06bEMOM,
NM60 MHOTOKaHanbHble MUMNETKW AJ19 0TO0pa Y BHECEHUA Pa3/IMyHbIX 06beMOB Xuakoctn (10 mkn, 25
MK/, 75 MKn 1 190 mMKn).

o Lleiikep 4Ng MUKPOMaHLWeTOB

e MuKponnaHweTsl Ha 96 nyHOK ¢ C-06pa3HbIM AHOM

* KoHTelHep Ang 6MONOrnYecKn onacHbIX 0TX0A0B

7.2. MeTogMKa npoBegeHns nccnegoBaHus (PyyHom mMeToa)
7.2.1. KayecTBeHHbI aHanu3
[na kaxpgoro obpasua He06Xo04MMO MUCMOMb30BaTb TPY KPYT/I0A0HHbIE TYHKN Ha MUKpOMIaHLweTe.

Ha6op TPHA 500 (KaTNe 72504) npefHasHauyeH AN CKPUHUHIOBOrO MCCNefoBaHWA 3HAUYMTENbHOrO
Konm4yecTBa 06pasLoB, HO COLEPXKUT NNLWb HEO6ONbLIOK 06beM KOHTPONbHbLIX KNeTOoK. MNpegnonaraeTcs,
YTO nNpWM WUCCnefoBaHWM 06pasrwB B MNepBOM MNOCTAHOBKE [AONXKHbI  WCMNONb30BATbLCA TO/bKO
CEHCUOWUIN3NPOBAHHbIE KNeTK MKOHTPO/bHbIE >Xe KIeTKU chefyeT UCNOMb30BaTb MPU NOBTOPHON
MOCTAaHOBKe TecTa, KoTopasd OCYWecTBAAeTCA B cClyyae NONYYEHUS MONO>KUTENbHbIX pe3ynbTaToB
nepBoHavyaybLHOro TecTa.

a. PasBeaeHune o6pasuoB 1 KoHTponei (1 K 20)

BHectn 190 mkn pacteopa Ans passefeHus (K3) B nyHKY.

[obasntb 10 mkn obpasua WM NOJIOKUTENbHOT0 KOHTPO/AbHOrO obpasua (K4) unu oTpuuaTenbHOro
KOHTpO/IbHOro obpasua (K5) B Ty e camyt NyHKY.

TwartenbHO nepemeLlaThb.

b. BbinonHeHue TecTa

MepeHecTn 25 MKN pa3BefeHHOro0 KOHTPO/MLHOFO 06pasla WM pasBefeHHOro 06pasua U3 NyHKU ANs
pa3BeleHNs B NYHKY 415 TECTUPOBaHUS.
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MepeHecTn 25 MKN pa3BefleHHOro0 KOHTPO/NbHOro o6pasua uau passefleHHOro obpasua u3 NYyHKW ANS
pas3BefeHNA B KOHTPO/IbHYIO NYHKY.

BcTpaxusas (hnakoHbl, pecycneHAnpoBaTb CEHCMOUNN3NPOBaHHbIE KNeTKU (B1l) M KOHTPONbHbIE KNETKM
(K2). Y6eantbcsa, YTO KNETKM NOTHOCTLIO PECYCMNeHMPOoBaHbI.

BHecTV 75 MK CEHCMOUNN3NPOBAHHbIX KNeTOK (A1) B NYHKY ANA TECTUPOBaHUSA U 75 MK KOHTPO/IbHbIX
KneToK (K2) B KOHTPO/IbHYH NTYHKY.

KoHeuHoe pa3BefeHue obpasua coctasnset 1: 80.

TlwaTeNbHO NepemeLlaTb COAEPXKNMOe IYHOK.

NHKybupoBatb npuv KoMHaTHOMW Temnepatype (15-30 °C) Ha NOBEpPXHOCTW, He MoABepratoLlencs
BO3/eiCTBUIO BUOpaLUN, B TEYEHNE MUHUMYM 45 MUHYT.

OUueHUTb KapTWHY K/IETOYHOW arriioTUHauun. IOTa KapTUHA O0CTaeTCAd HeM3MeHHOW B TeuyeHue, MO
MeHbLUEN Mepe, TPeX 4acoB Npu YCNOBUW, YTO MUKPOMIAHLIET HAXOAUTCSA B COCTOSAHUM NOKOS.

7.2.2. T10NYKONMYECTBEHHbIN aHaNn3

Ana kaxporo obpasya He0O6XOAUMO MCMONb30BaTb 9 KPYrNOLOHHbLIX NIYHOK Ha MUKpOMaHwWeTe: ofHa
NyHKa Ana passefeHunsa obpasua Uam KOHTPOSIbHOro obpasua v 8 yHOK - 415 TUTPOBaHUS.

MpumeyaHue: MONOXKUTENbHBIA U OTPULATENbHbIA KOHTpPONbHble 06pasubl (K4 n K5) A0n>KHbI 6bITh
BKNIOYEHbI B MOCTAHOBKY Ka>kl0l Cepun TecTOoB C UCNONb30BAHWEM OMUCAHHOW HUXKe NpoLeaypsbl.

a. PaseefieHne 06pasLoB 1 KOHTPOJIbHbIX 06pa3yoB (1 k 20)

BHectn 190 mMkn pacTtBopa And pa3segeHus (A3) B NyHKY.

[ob6asutb 10 mMKn obpasua uauM OTpULATENIbHOr0 KOHTPONbHOro o6pasua (K5) wuav nonoXxuTenbHoro
KOHTPONLHOro obpasua (A4) B Ty XKe caMyto NyHKY.

TwarenbHO nepemeLlaThb.

b. TuTpoBaHne
OcTaBWTb NepBYI NYHKY MyCTOR, BHECTW MO 25 MKN pacTBopa ANS pasBefeHus (H3) B Kaxayw u3
OCTaBLUNXCA 7 NYHOK.

0 1 2 3 4 5 6 7 8
190 mkn (A3) + 10 mkn 25 Mkn 25 MKn 25 Mkn 25 Mkn 25 MKn 25 MK 25 VKA
O6pase, um (54) nnm (45) A3 A3 A3 A3 A3 A3 A3

PasBefieHNs1  06pasLoB U
KOHTPO/IbHbIX 06pasLoB 8 NYHOK [/151 TUTPOBaHUSA

MepeHecTn 25 MKN pa3BefeHHOro KOHTPONA MM obpasya B NEPBYH JIYHKY U BO BTOPYH NYHKY, 3aTeM
nepemMeLlaTh.
Mocne 4yero OCyLECTBUTb CepuUitHble pa3BefeHMs BO BCel MOCNeA0BaTENbHOCTM NYHOK, YAanuB W3
nocnegHein NyHKN nuwHue 25 MK,

25MKn  25MKn 25MKN 25MKN 25MKN 25MKN

0 1 2 3 4 5 6 7 8
25 MK Y panutb
190 mkn (A3) +
25 MKn a3 + NINLLIHWE
10 mMKn paze, 25 MK 25 25 25 25 25 25 25 MKI]

O6paszeL, nm (54) MK MK/ MK/ MK/ MK/ MK/

KOHTP,  pasB..

nnm (15) 06pasla  KOHTD, A3 A3 A3 A3 A3 A3
ob6pasua
Pa3BeaeHus 8 NYHOK 4191 TUTPOBaHUA
06pasLoB n
KOHTPO/IbHbIX
06pasLioB
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c. BbINnOv/™HeHWe TecTa

AKKypaTHO nepemewaTb CEHCMOWNM3MPOBaHHble  KneTkm (A1) Aana  obecneyeHUss  MOMHOrO
pecycrneHinpoBaHus.

[06aBUTb 75 MK/ CEHCUOUNN3NPOBAHHbLIX KNeTOK (K1) B KaXAyto NYyHKY.

KoHeuHoe pa3BeaeHne 06pa3La nocne o6aBneHNs KNeTOK BapbupyeT B Anana3oHe ot 1:80 go 1:10240.
TwarenbHO nepemMeLlatsb.

0 2 3 4 5 6 7 8

190 mkn (K3) 25 mon pasB. 25 MKN 25 MK 25 MK 25 MK/ 25 MK 25 MK 25 MKn

+ 10 MKn KOHTP. pa3s. pasB. pasB. pasB. pa3B.. pasB. pasB..
O6paseL, w1 06pasta+75 +75MK1 H75MKT  +75MKN  + 75 MKT  + 75 MKN  + 75 MK1  + 75 MKA
(K4) nnm (K5) MK/ Kl Kl Kl Kl Kl Kl Kl

Kl
1:80 1:160 1:320 1:640 1:1280 1:2560 1:5120 1:10240

Pa3BefeHus 8 lYHOK NS TUTPOBaHWA
06pasyos U
KOHTP,
06pasLoB

NHKy6upoBaTb npuv KoOMHaTHOM Temnepatype (15-30°C) Ha nNOBEPXHOCTW, He MOABeprarwLleiics
BO3JelCTBUIO BMOPALNN, B TEYEHNE MUHUMYM 45 MUHYT.

OUEeHNUTb KapTWUHY K/IETOYHOW arrnioTuHauMnM. 3Ta KapTWHA OCTaeTcAd HeU3MeHHOW B TeyeHue, Mo
MeHbLUEen Mepe, Tpex 4acoB Npu YCI0BMMW, YTO MIAHLWET HaXOAUTCSH B COCTOSAHUN MOKOS.

Tutpom o6pasua cnegyer cumtatb camoe 60/blLIOe pa3BefeHWe, MpU  KOTOPOM  MPOUCXOAUT
arrniTuHauus.

7.3. KoHTpo/sib KayecTBa

NccnepgoBaHne KOHTPONbHbIX 06pa3l0B B COCTaBe Habopa AO/MKHO faBaTb MpaBW/ibHble pPe3y/bTaThbl:
OTpUUATENbHbIA KOHTPONLHbIN 06pasel (K5) —oTpuuarensHas peakuus, NoA0XKUTENbHbI KOHTPObHbIA
obpasey, (K4) - nonoxuntensHas.

Korga Bxoasiwimnii B cOCTaB Habopa MNOMOXMTENbHbIA KOHTPOMbHbLIA 06pasey (K4) pacTuTpoBaH,
0XUnJaemoe KOHEYHOe pa3BefieHune, fatoLlee NoNOXKUTENbHYO peakyumto, coctaBnseTt 1:640 - 1:5120.

7.4. MHTepnpeTauuns pesysibTaToB U KPUTEPUU OLEHKM NPaBUIbHOCTY BbIMOMIHEHUA TecTa

OTpuuaTenbHbIi

PesynbTar CeHCMONNN3NPOBaHHbIE KIIETKN KOHTpO/bHbIE KNETKU
MoNOXUTENbHBIN: ApKO  [JHO YHKM NOKPbLITO FNafKUM C/I0EM «[yroBka», COOTBETCTBYHOLLASA
BbIPXKEHHas peaKLys KNETOK. oTpuuaTeNibHOMy pesy/nbTary
Cnabo-nonoXxuTenbHblii  KNeTky MokpbiBatoT 0kosio 1/3 «[1yroBka», COOTBETCTBYOLLaA
MOBEPXHOCTUN [iHA JTYHKW. oTpuLaTesIbHOMY pe3ynbTaTy
HeonpeaeneHHbIl KneTkn cocpefoToueHbl 6nmmke K LeHTpy B «llyroBka», COOTBETCTBYOLLas
(hopMe Kpyra C LUMPOKNUM LIEHTPOM. oTpuLaTesibHOMY pe3ynibTaTy
OTpuuaTenbHbI B ueHTpe pabouein sueitkn opmupyetcst  «llyroBka», COOTBETCTBYHOLLAsA

M/I0THasA MyroBKa M3 KNEeTOK, Kak npaswsio, ¢ 0TpMLUATENIbHOMY pe3y/bTaTy
0YeHb Ma/IEHbKMM OTBEPCTMEM B CEpefvHE.

Hecneuuduyeckas MonoxwuTensHasa peakuus. MonoxwvTensHasa peakums

peakums
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Ecnv npu wuccnegosaHuy o6pasua B JIyHKe C CEHCUOWIN3MPOBAHHBIMU KNeTKaMW He Habnogaercs
peakuumn, To TaKoin obpasew, cuMTaeTcs oTpuLaTenbHbiM Ha Hann4due T.pallidum.

PeakTMBHOCTb MeHbLUEe TOM, YTO yKa3aHa Kak «HeonpefeneHHas», CBMAETeNbCTBYeT 06 OTpMLaTelbHOM
pesynbTaTe TecTa.

Noboli obpasew, pesynbTaTbl UCCNeAOBaHUS KOTOPOr0 MOXHO OLEHUTb KakK HeonpegeneHHble Wau
MONOXWUTENbHbIE, AO/HKEH pacCcMaTpuBaTbCA KakK MOMIOXKMUTENbHbIA U NOABEPrHYTbLCA MOBTOPHOMY
nccnefoBaHNO B COOTBETCTBMM C OMMCAHHbLIM BbILLE NMPOTOKO/IOM, HO B BYX MOBTOPax, Npu 3TOM B OfHY
Cepuio A4eek HeobxoAMMO [06aBUTb KOHTPONbHbIE KneTkn (R2), a B APYryt - CEHCUOUIN3MPOBaHHbIe
knetkn (R1).

Ecnn xoTs Obl B OAHOM W3 NIYHOK C CEHCUOWNM3MpOBaHHbIMKU KneTkamu (R1) pe3ynbTaT OKaxKeTcs
HeonpeaeneHHbIM UKW NOMOXUTENIbHbIM, 06paseL, 4O/MKEH CUMTATLCA MOMOXKUTENIbHBIM Ha Hannyune

T, pallidum.

Mpn Hannuuy HecneundpUUeckol peakunn, KapTUHA arrNiTUHALUKN LO/MKHA OLEHUBATLCA Clefyowmnm
obpa3om: ecnu arrnoTuHauna 60nee BblpaXeHa Yy CEHCUMOUNN3MPOBaHHbLIX KneTok (R1), uyem y
KOHTpPONbHbIX (R2), o6pasel pacueHMBaeTCA KakK MONOXWUTENbHbIA W [O/MKEH O6biTb MNOALBEPTHYT
MOBTOPHOMY MCCNEeL0BaHNIO.

Ecnn xe npu wuccnefosaHun Takoro obpasua HabnopaeTcs 6onee BbipaXeHHas WM COMoOCTaBUMas
arrnioTnuHaUmMa Yy  KOHTPOAbHbIX  KneTok (R2), o6pasey Heobxogmmo abcopbupoBaTb, Cnegys
HMXXEOMUCAHHOW METOANKE.

7.5. Abcopbumns HecneunpnUecKnx peakunii

(Mpoueanypa NpoBOANTCA B TOM Cllydae, Korfa Hab/iofaeTcs arrnioTUHaLmMa u CeHCMOUIN3NPOBAHHbIX, U
KOHTPOJIbHbIX K/IETOK).
1 [Oo6aButb 10 Mkn obpasya kK 190 MKN pecycrneHAMPOBAHHbBIX KOHTPO/bHbLIX K/IETOK, XOpOLOo
nepemeLlaTb U MHKYOUpOBaTb NPY KOMHATHOW TemnepaTtype B TedeHne 30 MUHYT.
2. UeHTpudyruposatb 40 OCaXAEHNS KNETOK Npu MUHUMYM 15009 B TeUeHMe 3 MUHYT.
3. BHect no 25 mKA cynepHaTtaHTa, MOMYYEHHOro B XOfe BbIMONHEHUA 3Tana 2, B KaXAyt 13 AByx
NYHOK.
4. AKKypaTHO nepemewaTb CEHCUOWIN3MPOBAHHbIE W KOHTPOJ/IbHble K/eTKU And obecrneyeHus
[0CTaTOYHOr0 pecycneHimpoBaHus.
[06aBnTb 75 MK/1 CEHCMOMNN3NPOBAHHbIX K/IETOK B NEPBYHO NTYHKY.
[06aBVTb 75 MK/ KOHTPOJIbHbLIX K/IETOK BO BTOPYHO JIYHKY.
5. TwaTenbHO nepemMellaTb U MHKYOMPOBaTb MPU KOMHATHOI TemnepaType B TeYeHMe MUHUMYM 45
MUHYT.
6. OUEeHUTb M WHTepPnpeTUpoBaTb KapTUHY KAETOYHOW arrniTUHaLUK, COrfacHO ONMUCaHHOM Bbille
CXeme.

8. OTPAHNYEHWNA METOOA NCCNEAOBAHUA

OTAenbHble TeCTbl WAM TOYHO OMpefeneHHble 3TaflOHHbIE CTaHA4apTbl AN KaXAOW W3 cTagui
3aboneBaHna OTCYTCTBYHOT. [103TOMY [AuarHocTMka cuuamnca onupaeTcs, MNPEUMYLLECTBEHHO, Ha
CEepPoNornyeckoe uccnegoBaHue, Ans 4ero TpebyrTCA pe3ynbTaTbl KakK HETPEMOHEMHbIX, TaK U
TPENOHEMHbIX TECTOB.

Hn oguMH 3 AMarHOCTMYECKUX TeCTOB He MOXeT [aTb abCONTHOW rapaHTMM, 4TOo B 06pasue He
cofepxatcs aHTuTena K T. pallidum B HM3KON KOHLEHTpaLWUK, KakK, MOXeT, Hanpumep, MNPOUCXOAUTb Ha
caMoli paHHei cTaguun 3aboneeaHms. CnefoBaTenbHO, OTPULATENbHbIV pe3ynbTaT, NONYYEHHbIW B KaKOW-
NM60 MOMEHT BPEMEHMU, HE UCK/HOYAET BEPOATHOCTY 3apaXKeHUs CUBUINCOM.

Kak npaBuno, pe3ynbTaTbl BCEX TPEMOHEMHbIX TECTOB OCTAOTCA NOMOXKMUTENbHBIMU U NOC/E NPOBELEHNS
Tepanun TPEMNOHEMHOW WH(EKLMK, MO3TOMY 3TU TECTbl HE MOFYT OblTb WMCMOMb30BaHbl ANS OLEHKMU
oTBeTa Ha nedyeHue. MOCKONbKY PeaKTUBHOCTb COXPaHSETCA MNPaKTUYEeCKM B TEYEHWUE BCEW HKMU3HM
nauneHTa, TPeMNOHEMHble TeCTbl He SBAAKTCA AOCTOBEPHbIM METOAOM BbISIBNEHUA peungusa wmnm
MOBTOPHOIO WH(UUMPOBaHUA Yy NIOLEA, paHee WMEBLIUX MOJIOXUTENbHbIE pPe3ynbTaTbl TakKoro
nccnefosaHua. B faHHOM c/iyyae pekOMeHAyeTcs WCMNoNb30BaTbh Apyrue METOAUKWM aHanusa U
COOTBETCTBYHOLLME Habopbl; Syphilis Total Ab, Syphilis IgM EIA n RPR.
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9. PYHKUMNOHANBbHBIE XAPAKTEPUCTUNKWA
9.1. NccnegoBaHme BOCNPOU3BOANMOCTH

WccnepgoBaHne  BOCMPOM3BOAMMOCTM — 3aK/iw4vanocb B npoBefeHuu aHanusa 3 o6pasyos (I
oTpuuatenbHblid, 1 cnabononoXuTenbHbll 1 1 NonoXutenbHblil) B 10 noBTopax B OAHOW W TOW Xe
nocTaHoOBKe TecTa (CXOAMMOCTb) M B 2 MOBTOpax B TeyeHwe 5 AHei, C NPUMEHEHWEM pPeaKTUBOB M3 2
Pa3IMUHbIX MapTUiA U C MPUBJEYEHMEM 2 pPa3/INYHbIX CMeunanncToB ANS OLEHKW pe3ynbTaToB
(BHYTpunabopatopHas BOCNPOM3BOAUMOCTD).

CxogumocTb: Mpu uccnegoBaHuyM Bcex 3 06pas3LoB fAecATb pa3 OblaM  MOAYYEHbl WUAEHTUYHbIE
pe3ynbTarhbl.

BHyTpunabopaTopHas BOCMPOM3BOAMMOCTb/ BOCNPOM3BOAMMOCTL MeXAy nNapTMSMMW: B XOAe aHaim3a
Bcex 3 o06pasyoB, MPOBOAMMOrO B pasinyHbiX Yycnosusx (40 pas), ObiAM NOAYYEHbl UAEHTUYHbIE
pe3ynbTarhbl.

9.2. KNnHN4yecKne xapakTepuctmuku

XapakTepuctukn wmetoga TPHA onpegensnuce MOCPeACTBOM OLEHKM 06pasLoB, MNOMYYEHHbIX Y
MPOM3BO/IbHO BblIGPaHHbLIX AOHOPOB KPOBW, TOCAUTA/IM3UPOBAHHbLIX MauMeHTOB W  nNayueHTOoB,
3apaXKeHHbIX CUUINCOM, a Takxe 00pa3LoB, B KOTOPbIX OblIM BbISB/IEHbI MapKepbl, He CBA3aHHbIe C
nHpekumen T. pallidum.

VccnefoBaHna nNpoBOAMANCE B 2 LLleHTPax AOHOPCKOM KPOBM, a TakXe B UCCe0BaTeNbCKOM LieHTpe Bio-
Rad.

9.2.1. CneynunyHOCTb

Bcero 6bin0 nccnegosaHo 5032 o6pasya, MOAYYEHHbIX Yy AOHOPOB B 2 pas3fIMyHbIX LEHTpax B XOAe
MPOCNEKTUBHbIX UCCe0BaHNIA.

Cpean 06pasuoB 6bina Kak cbiBOpoTKa (3626), Tak U nnasma, cobpaHHas ¢ A TA K2 (539) nam ¢ nutunii-
renapuHom (867). O6pa3ubl MccnefoBanvcb B TEUEHME MeHee YeM 7 [Hei, cnefaylounx 3a gaToin 3abopa
KpPOBW, W pe3ynbTaTbl CpPaBHMBaNU C pesynbTaTaMy CKPUHWHIOBOrO WCCNef0BaHUsi, NPOBOAWMOrO B
naboparopun.

Tabnuua 1: Monynaunsa 4OHOPOB KPOBY

MepBUYHO CneunnyHOCTb 95% .
eHT Kon-Bo eaKTUBHbIE 06D33LbI MoBTOPHO peakKTUBHbIE (%) JosepnTenbHbIN
LienTp P (IR) past o6pasupl (RR) nHTepBas (%0)
LleHTp 7 99,72% 99,43%-
Ne 1 2519 18 (2512/ 2519) 99,89%
LleHTp 99,72% 99,43% -
N2 20 ! (2505 /2512) 99,89%
N 14 99,53%-
5032 99,72% ' aro

Bcero (8 nonoxuTenbHbIX, (3 NONOXNUTENBHBIX, (5017/5031) 99,85%

30 HeonpegeneHHbIX) 11 HeonpeAeneHHbIX)
*:04MH 06pasel, (MCTUHHO NONOXKUTENbHbIA) OblN UCKMOYEH U3 NOACYETa.

O6uwasa cneynpunyHocTb MO nonynsunnm 6aHKOB KpoBW, paBHa 99,72¥0 (5017/5031), npu atom 95%
[OBepUTEeNbHbI MHTepBan cocTtaenseT [99,53% -99,85%]. M3 14 noXXHONONOXUTENbHbIX 06pa3yoB 11
0Ka3a/nMcb NOBTOPHO HEOMpene/NeHHbIMMU.

TakxKe 6bMTO NPOBeAEHO PeTPOCNEeKTUBHOE uccnegoBaHme 201 3amMopoXeHHOro obpasua, Moay4vyeHHoro
OT NauMeHTOB C OTpuuaTeNlbHbIMK pesyfbTaTamu Nno cugunucy LleHTpa No M3yyeHU0 MHMeKLUiA,
nepeaaroLLXcs NONOBLIM MyTeM, MW YaCTHbIX N1abopaTopuii.

CneuntnyHocTb 3TMX 06pa3uoB coctaBuna 99,5% (200/201) ¢ 95% poBepUTENbHLIM WHTEPBANOM
[97,3%- 100,0%].
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9.2.2. YyBCTBUTE/NIbHOCTb

VccnegoBaHmne YyBCTBUTE/IbHOCTM MPOBOAMIOCL HA 435 PeTpPOCNEKTUBHO COOPAHHbIX M 3aMOPOXEHHbIX
obpasuax CbIBOPOTKM, MOMYYEHHbIX M3 nabopatopun LleHTpa Mo M3y4yeHUO0 MHMDeKUMIA, nepegaoLmxcs
MONOBbLIM MYTEM, WAM Ha 3aMOPOXEHHbIX 00pa3uax, MNOMYYEeHHbIX W3 YaCTHbIX nabopaTopuii. ITu
o6pasubl ObIMM onpedeneHbl Kak MONOXWUTENbHbIE NPW MPOBEAEHUN MMMYHOaHanusa, UCCNefoBaHUs ¢
NpUMeHeHNMEM MeToda (PayopecunpyroWwmx TPenoHEMHbIX aHTUTeN, nposegeHnn RPR/VDRL-TecTOB nnn
nccneposaHusa PIMTCA, B COOTBETCTBUM C MX UCTOYHUKOM.

Bce o6pasubl CHayana OblnuM uccnegoBaHbl npu nomowm CE cepTudnumpoBaHHOro Habopa ans
noetaHoBku PIITA, a 3aTem - npu nomolun Habopa TPHA 500 (72504) npounssoactea Bio-Rad.
YyBCTBUTENLHOCTbL B 3TOW nonynsumm coctasuna 100% (435/435) ¢ 95% [o0BepUTENbHBIM UHTEPBASIOM
[99,2%-100,0%].

9.3. AHanuTuyeckasa YyBCTBUTE/IbHOCTb

AHanuTMuyeckas UYyBCTBUTENIbHOCTb  MUCCnefoBanacb B CpPaBHEHUM € yCTaHOB/MeHHbIM BO3
MeXAYyHapoaHbIM cTaHdapToM «BbiseneHne IgG 1 IgM B nnasMe KpoBWU MPU Hanmumm cudmamca», Kog
05/132 B cucteme NIBSC (HaumoHanbHbIA UHCTUTYT OMONOrMYECKUX CTaHAApTOB W KOHTpons). Mpu
NCNonb30BaHMN NPOTOKOMA NONYKONNYECTBEHHOTO OMNpeAeneHuns, YyBCTBUTENbHOCTbL COCTaBua

0,05 ME/mn.

9.4. AHanuTMyecKas cneungpuruHocTb / MccnegoBaHme NepeKPecTHON peakKTUBHOCTU

210 06pasLoB ¢ NOTEHUNaNbHON NHTEPGEpPeHL e, coaepXXalynx aHTUTeNa K naToreHam, KOTopble MOryT
MPUBECTN K pa3BUTUIO WMH(EKLMOHHOro 3aboneBaHus (LMTOMeranoBupyc, Bupyc InwTeiiHa-bappa,
BMPYC BETPSHOM OCMbl, BUPYC KpacHyxu, Bupyc renatuta C, supyc renatuta B, BUY 1/2, Bupyc HTLV
1/2, Toxoplasma gondii, Bo36yauTenu nmxopagku [eHre, manapuu,  nentocnuposa), 06pasuos,
MONYYeHHbIX Y 6epPeMEHHbIX XXEHLWMH N MHOTOKPATHO POXAaBLUMX XEHLWH, Uin 06pa3LoB, NoayYEHHbIX
y nayueHToB C 3a601eBaHUSAMU UMMYHHON cucTemMbl (ayTOMMMYHHble aHTUTena (CKB), peBmaTongHbIii
thakTop), 6bln0 nuccnegoBaHo npu nomouwm TPHA. YeTbipe (4) UICTUHHO MOMOXUTENbHbIX 00pa3La Obln
NCKNOYEeHbl U3 MOACYETa.

OAanH o6pasew, 0Kasancsa NosIoXUTeIbHbIM ¥ NPU MOBTOPHOM MpoBefeHUU uccnegosaHus PIrA.
CneynduyHocTb B AaHHOM LeneBol Bblbopke cocTaBuna 99,5 % (205/206), 4To conocTtaByuMo CO
cneyn@PrUHOCTbLIO Ha KIMHUYECKUX obpasuax.

9.5. ®eHOMEH NpPOo30HbI (XyK-3dh(heKT)

BeposiTHOCTb CYLL,eCTBOBaHWS (heHOMeHa MPO30Hbl 6bina MccnefoBaHa MOCpPeACTBOM TeCTMpPOBaHMS 3
06pasLioB C BbICOKMMU TuTpamu (> 1:20480) B pasnuMyHbIX pasBefeHUsX. VAeHTUYHOCTb pe3y/bTaTos,
MONYYeHHbIX NPU TeCTUPOBAHMU HepasBefeHHbIX W pas3BefeHHbIX 06pa3l 0B, CBUAETENbCTBYET 06
OTCYTCTBMMU (heHOMEHA NPO30HbI.
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NMPNNOXEHWE

NMHO®POPMALIA ANA OBPAWLEHNA MEANUNHCKOTI O N3AENUVA HA TEPPUTOPUN P®

MokKazaHUa K NPUMeHEeHU0 MeJULNHCKOTo n3aenns

Ka4eETBEHHBE WHHH NONYKONINMYECTBEHHOE onpefeneHne aHTuTen K Treponema pallidum B cbiBOpOTKe
/MM Nnasme KpoBM Yenoseka ¢ momowybio pearuvm BREEEEOH HENHE AT RSARACRRM ocne gosarim
[AOHOPOB M NaLMEHTOB Ha Halmumne CUPUANTUYECKON UHDEKLUN.

MpoTnBONOKasaHuA

Mpn CTpOrom co6/0AEHUN UHCTPYKLUUM MO MPUMEHEHUIO MPOTUBOMOKA3aHWn K NPUMEHEHUIO JaHHOTO
MEANLUHCKOTO U3AeNNs HeT.

Mo60uYHbIe AENCTBUSA

D He npumeHumo ans gaHHoro MU

O6nacTb NPMMeEHEHNSA
TonbKo ANa AMarHoCTUKK in vitro.

YCnoBusa XpaHeHUss U MCNosib3oBaHUs ([onosHeHNe)

[aHHbIli Habop LO/MKEH XpaHUTLCA Npu TemnepaType +2-8°C (B X0NOAUIbHUKE, XONOAUBHON Kamepe),
XNaHnTb JINaKoHbl B BEPTUKANLHOM NONOXEHUU. He 3amopaxunsarsb.

Mxabih ioOMHOHCHT Habopa, XpaHAwwmiics npu TemnepaType .2-8°C,

OKOHYaHMA CcpoKa roAHOCTM, YKa3aHHOro Ha ynakoBke. [locne BCKpPbITUA (D1aKOHO Yy
KoHTaMuHaumnu peareHtol R1, R2, R3, R4 1 R5, xpaHaumecsa npu +2-8“C, MOTyT ObITb UCMNO/b30BaHbI [
OKOHYaHMA CpoKa rofHOCTU, YKa3aHHOTO Ha 3TUKETKE.

YcnoBusi TpaHCNoOpTUPOBaHUS

N3penve cneayeT NepeBo3vTh B OPUTMHANBHO YNaKoBKe NPOU3BOAMTENS, 3allMiLatolLlell "poayKANto OT
BHe MX BO3XCTB”, Ha BCEX BUAAX TpaHCMopTa B KPblTb« TPAHCMOPTHbLIX CPeACTBAX B COOTBETCTBUU
CnpaBunaMmn nepeBo30K, AeACTBYOLMMMN Ha TPAaHCNOPTe AaHHOMO BUAA.

" n I r I g ~ T p a 6 0 T WTpaHCNOPTUPOBAHUMN C/iefyeT CTPOro BbIMOMHATb
Tpe6oBaHWNA MaHWUMYNALMOHHbLIX 3HAKOB, HAHECEHHbIX Ha YMakoBKe 1 TPaHCMOPTHOW Tape.
Mpu  Heco6NO4EHWM  YCNOBWI  TPAHCNOPTMPOBAHUSA  MeAULUHCKOe

MCcnonb3oBaHuto!

n3genne HE noanexxunt

MpesynpeXxxaeHUs v mepu NPEJOCTOPOXHOCTU ([0N0NHEHNE)

B cocTaB HeKOTOPbIX peareHToB BXOAMT asug HaTpus. KoHueHTpaumsa BewiecTsa MeHee 0,1%.

B AupektuBe Ne 1272/2008 (CEP - knaccudukaumsa, MapKMpoBKa W ynakoBKa) He
TOKCMKONOIMYecKne faHHble AN CMeceid, codepxawux asmg Hatpua. CnefosaTesibHO, B COOTBETCTBUM
pekomeHgaumamum CEP, oueHKa OCTPOW TOKCMYHOCTU PacCUMTLIBAETCA M3 TOKCMUYHOCTU WHIPeLUeHTOB”
Mpu uncnonb3yemblXx B CMecAX KOHUeHTpauuax BewecTBa <0,1%, cMecum He KnacCUpuUMPYOTCH Kak

L a3n g Hatpua MOXET BCTynaTb B XUMUYECKNE peaKLnn CO CBUHLIOM NN Meablo BOAOMNPOBOAHb«

?7py6 06pasys upe3BblYaliHO B3pPbIBOONACHbIE a3WAbl fAaHHbIX MeTannoB. [ns nNpeaoTBpalleHu
HaKOMNMeHNs a3naoB, CNeayeT CMbIBaTh Y/AaNsieMble XWAKOCTU GOMNbLIVM KOMIMYECTBOM BOAbI.
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KnuHunueckune xapakTepucTukn (JonosHeHme)

B Xoge KAMHMYECKMX WCNbITaHWA (B (hopMe KAMHWUKO-NabopaTOPHbIX WCMbITAHUA MeAULUHCKOro
nsgenua ¢ uenbto peructpaymm M), nposegeHHbix OO0 «He3aBucumas nabopatopus MHBUTPO»,
npoaHanuanposaHo 300 06pa3LLOB KANHNYECKOro MaTepuana ot 68 XeHWNH 1 32 My>XYUH B BO3pacTe OT
10 po 87 net (OT KaX4Oro nauueHTta 6bIAM MONYYeHbl 06pasubl CbIBOPOTKM W Mia3Mbl C PasiMyHbIMU
3asB/IEHHbIMU aHTUKoarynsHtamu). 100 o6pasyoB cbiBOPOTKK, 50 o06pa3yoB nnasmbl ¢ 3ATA, 50
o6pa3uoB nniasmbl ¢ uutTpatom Hatpusa, 50 o6pasyosB nnasMbl C renapMHoMm Hatpus un 50 o06pasuos
nnasmbel ¢ ACD 6biin nccnefoBaHbl ANA OLEHKWU YYBCTBUTENIBHOCTU WM CNELUPUYHOCTM WCMbITYEMOrO
MeULMHCKOrO U3eNnnsa B CPAaBHUTENbHbLIX WENbITAHUAX C UCMONb30BAHUEM 3apermcTpupoBaHHOro B PO
U3gennsa cpaBHeHUs.

UyBCTBUTENBHOCTL AN ucnoityemoro MW UB/A coctaBuna KOOYo (foBepuTeNibHbll HTepBan 97,57% -
100%, ¢ p[oBepuTenbHON BepoATHOCTbIO 95%), creumdumyHoCTb Ans  ucneityemoro MW UB[
cocTtaBuna 100% (goBepuTenbHblii MHTepBan 97,57% - 100%, ¢ 4OBEPUTENbHON BEPOATHOCTLIO 95%).

Mo pe3ynbTaTam KAMHWYECKUX UCMbITAaHUIA yCTaHOBEeHa 3(heKTUBHOCTb, KayecTBO U 6e3onacHocT M
Habop peareHTOB Ansi onpeaeneHns aHTuTen K Treponema pallidum B CbIBOPOTKE W/MAM NnasMe KpoOBM
yenoseka ¢ nomouibto PMTA (peakyusa naccuBHOM remarrntoTuHaumm) - TPHA, nponssoacTtea Bio-Rad
(Bno-Pap), ®paHuus.

YTtunusaymsa

YTunusauma wnsfenua [o0/KHa NpoU3BOAUTLCA B COOTBETCTBUM C TpeGOBaHI/IFIMI/I NTOKa/IbHOT O,
PernoHanbHOro N HauMoHanbHOIo 3aKoHO4aTeNbCTBA.

Bce 06pasibl 1 MaTepuaTbl, MCMOMb3YHOLLMECS 1 06pa3ytoLLMecs NPy BbIMONHEHUN UCCNeL0BaHUIA, B TOM
Yynucne peareHTbl C WUCTEKIIMM CPOKOM TOAHOCTW, CheAyeT YTWUAW3NPOBaTb KakK MOTEHLUANbHO
aNMAEMUONOTMYECKM OMnacHble 0TXoAbl (Knacc b).

MapaHTUun

Mpoun3BoaUTENb FapaHTUPYeT COOTBETCTBME XapaKTEPUCTUK MEAWLMHCKOro W3Aenvs 3asBNEHHbIM B
3KCMAyaTalMOHHOI JOKYMEHTaLMU NPKU YCNOBUN NPUMEHEHUS N3AENUS B COOTBETCTBUM C MHCTPYKLMeN
1 N0 Ha3Ha4YeHWto, NPeAYCMOTPEHHOMY MPOM3BOANTENEM.

Mo BceM Bonpocam, ANs MOMYYeHUs] TEXHUYECKO KOHCY/MbTauuU ¥ NOAAEPXKM crefyeT o6paliatbes K
YyMNOSIHOMOYEHHOMY NpPeACTaBUTENtO NPOU3BOAUTENS HA TeppuTopUn PD:

OO0 «buo-Pag Nabopatopuu»
Appec: 105064, r. MockBa, HmxHuiA CycanbHblil nepeynok, 4om 5, ctpoeHune 5A.
TenegoH: +7 (495) 721-14-04
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{epboBas neyatb)
KpucTod LLleBanb, NOMOLLHMK HOTapuyca
Mapux

Cunesua ®EPHE3
PykoBoguTenb N0 BONpocaMm HOPMaTUBHOIO peryimpoBaHus
HaTa: 05 moHs 2019 .
(Moanwuce)

(LUTamn)
buo-Pag
6ynbBap PalimoHa lMyaHkape, 3
92430, 1. MapH-na-KokeTT - ®paHuus
31rel:789 947 322 00010

(LUTamn)

CBunAeTeNbCTBYH BEPHOCTL NOANMCH -1 CunbBumn ®epHes, NnocTasnieHHoM B T. Mapwke 11.06.2019.
CBuaeTenbCTBOBaHME BEPHOCTU MOAMUCK He MOATBEPXAAET BEPHOCTb Y MOLJNHHOCTL NMOANMCAHHOTO
[lOKyMeHTa. HoTapuyc He HeceT OTBETCTBEHHOCTW 33 COZEP>KaHWE TaKoro AOKYMEHTA.
(Moanwuce)

(FepboBasi nevatb)
Kpuctod LLleBasib, NOMOLLHMK HOTapuyca
Mapmx

(CepboBast neyatb)
AnNennaumoHHbIin cya Mapuxa

ANOCTUNb
(B cooTBeTCTBUM C Maarckoil KoHBeHumeli oT 05 okTsi6pst 1961 r.)

CrpaHa: ®paHLy3ckas Pecnybnuka Ona POCCUIN
HacTosawmii opmumanbHbli JOKYMEHT

MopnucaH r-Hom LUEBAJIEM

JelicTBytoLWMM(-eid) B Ka4eCcTBe HOTapuyca

CKpen/eH neyarbio/LITaMINOM BbllLieyKa3aHHOro HoTapuyca

Y [ocToBepeHo
B Mapwuxe
10 monsa 2019 .4
["eHepaybHbIM NMPOKYPOPOM ane.rwumMoHHoro cyga MNapmka

3a HOMepom 22049-1
Meyvatb/wWiTamn: 10. Moanuce:
(CepboBasi nevatb) (Moanuce)
AnennaunoHHbIl cya Mapmka Mwwens JlepHy
MepBblii 3aMeCTUTENb FeHepanbHOro
npoKypopa

HacTosumit anocTwb yaocToBepsieT TO0/bKO MNOANVHHOCTb NOAMMUCH, NeYaTy
UK WTamna, KOTOopbIMU OH cKpeneH. OH HeyA0CTOBepsieT CoAep>KaHue JOKYMeHTa U He
0TavyaeT yTBEP>KAEHUS ero cofep>kaHust dpaHuysckoli Pecnyb6nnkoii.
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Poccuiickass depepauns
"opon Mocksa
ABajuaTb NATOro NN fjBe ThiCAYN AeBATHAALATOrO roja
A, PebpuHa EneHa MM T preBHa, BPEMEHHO WUCMONHAKLWAA 0653aHHOCT Y HOTapuyca
ropoga Mocksbl AKuMoBa 'neba bopucosnya, CBUAETENLCTBYHO MOAIMHHOCTb MOAMUCY NepeBofuMNKa
Anekceesa Anekcest AnekcaHaposuya.
Mognuce caenaHa B MOEM NPUCY TCTBUN.
JInyHoCc T M I0ALLYICaBLUIErO JOKYMEHT YCTaHOB/eHa.

3a’ernabpuposaHo BpacTpe: N° 77/09-1/77-2019- ~ O

LLIbK>KaHO rocyaapcTBeHHOM nowuHbI(no Tapudy): 100pyo6.
1Pn.lWHeH&y3apKasaH1e y c Nt NpaBoBOro U TeXHMYeCKoro xapakTepa: 200 pyo6.

\\
BcMnponTyp6BaH MpoHyMepOBaHO
nckpe n&wuEinlbio  7)  nuet{g

BPNO HoTapuyca

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«COrFNACOBAHO» «YTBEPXOAHK»
PykosoguTens oTaena

o OupekTop HanpasneHuns
K/TMHWKO-AMarHOCTUYECKNX TEXHOOTNIA
" «KnuHnyeckue ncenenosaHua», Poccns/CHI
000 "buo-Pap Jlabopatopu!

000 «Hesasucumas nabopatopus MHBUTPO»

[/ O. KO. N"eHKO

Fenepanvnmi aupextop 114.3. HoBnkoBa
00 «BMOPAL 5 acoparon bo19r.

L kcTtakosa. . -

MHCTPYKLMA MO NPUMEHEHNIO MEAULMHCKOTO U3aennsa
ANSA AMarHoCTUKN in vitro

Habop peareHTOoB ANnd onpefeneHnsa aHtuTten K Treponemapallidum B cbiBOpPOTKeE
n/mnn nnasme KpoBW YenoBeka c nomoubto PUTA (peakuna naccuBHOM

remarrniotTuHauyun) - TPHA

McnonHeHne TPHA - 200 TecToB
McnonHeHne TPHA - 500 tecToB

buo-Pag (Bio-Rad), ®paHuyuns
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TPHA

KITS FOR THE QUALITATIVE AND SEMI-QUANTITATIVE DETECTION OF
ANTIBODY TO TREPONEMAPALLID UM HUMAN SERUM OR PLASMA
BY PASSIVE HAEMAGGLUTINATION

TPHA - 200 tests
TPHA - 500 tests

INSTRUCTION FOR USE
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TPHA

V 200 nLLl, 72503
V 500 REF 72504

(BG) * Apyrn e3mupy MOXeTe ga nosyynite OT npegctasutena Ha Bio-
Rad. 3agb/mkiTenHo M3Non3BaiiTe BapuaHTa Ha fMcroekara,
onucaH BbPXy onakoskaTa([]1)-

n (C2) » Ostatni pozadované jazyky jsou k dispozici u vaseho mistniho
prodejce Bio-Rad. Pouzivejte pouze verzi pribalového letaku
uvedenou na obalu {Q3)-

(DE) * Andere Sprachen sind auf Anfrage von lhrer Bio-Rad-Vertretung
vor Oll erhaltlich. Esist zwingend die auf der Schachtel genannte
Version der Packungsbeilage zu verwenden (LIT])-

(DK) ¢ Hvis der onskes andre sprog, kan de fas hos den lokale Bio-
Rad-repraesentant. Indlaegssedlen, som er angivet pa kassen,
skal altid anvendes (QU)-

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

(EN)

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

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

(F) « Multa kielia on saatavilla omalta Bio-Rad -edustajaltanne. Kayta
ehdottomani laatikossa mainittua tuoteselosteversiota (IT))-

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

Utiliser obligatoirement la version de la notice mentionnée sur

la boite (IM))-

'zU@é AT#
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(GR) « Tu; axkeo; anaiToufievec; yKwoorc; pnopeiTe va tu, népete ané
Tov ToniKO npOKTOpéa oaq Bio-Rad. Xprauaonounote onio6Tio-
Te TT)vnapa/ilayn évOeiou auoKeuaaiac; noun ayaypacpetal oTo
kontl ([0 ).

(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 (DU).

(HU) « Egyéb nyelveken a helyi Bio-Rad képviselettol szerezheto be.
A dobozon szerepio verzibszadmu tajékoztatot keil kotelezo
érvénnyel hasznaini (D3).

(IT) < E possibile avere i Manuali di Istruzioni in altre lingue richieden-
doli a collaboratore Bio-Rad di zona. Utilizzare tassativamente il
manuale di istruzioni della versione citata sulla confezione {[4])-

(LT) e Informacij* gimt*a kalba galima gauti is vietinio ,Bio-Rad" ats-
tovo. Privafoma naudoti jdéting paketo versij®, nurodyt® ant
dézutés ([0).

(MT) ¢ Lingwi olrajn mitlubin jistgbu jinkisbu minghand I-agent ta’
Bio-Rad lokal' tieghek. Huwa mistenni li tuza |-verzjonl tal-ful-
jett ta’ taghrif Imsemmija fuq il-kaxxa (I'TTP-

(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 bijsiuiter {Qi])-

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

(PL) < Informacj® w innych j*zykach mozna otrzymac u miejscowego
przedstawiciela firmy Bio-Rad. Nalezy bezwzgl*dnie zapoznac
si® z ulotk® dot*czon” do produktu wskazan™ na opakowaniu
(D3)-

(PT) « E possivel obter outros idiomas solicitados junto da sua agéncia
Bio-Rad local. Consulte obrigatoriamente a versao do folheto
informativo referida na embalagem (I'TT]).

(RO) « Alte limbi solicitate pot fi obtinute de la agentul dumneavoastra local
Bio-Rad. Este imperativ sa utilizati versiunea prospectului mentio-
nata pe cuijie ('TP-

(SE) *» Andra sprédk kan fas av din lokala Bio-Rad-aterforsaljare.
Anvand alltid den version av bipacksedein som anges pa for-
packningen (ITT)).

(S1) < Druge zelene jezike lahko dobite pri krajevnem zastopniku Bio-
Rad. Obvezno uporabite razlicico navodil za uporabo, navede-
no na skatli {LjLL)-

(SK) « Dalsie jazyky si mozete vyziadaf u svojho miestneho zastupcu
Bio-Rad. Bezpodmienecne pouzivajte verziu pribalového letaku
uvedend na skatuli (MA)-
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TPHA

V 200 REF 72503
V 500 REF 72504

KITS FOR THE QUALITATIVE AND SEMI-QUANTITATIVE
DETECTION OF ANTIBODY TO TREPONEMA
PALLIDUM IN HUMAN SERUM OR PU\SMA BY
PASSIVE HAEMAGGLUTINATION

VD C£

|:|S 883683 . 2014/12
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1 INTENDED USE

TPHA kits are intended for use for the qualitative and
semi-quantitative detection of antibodiesto Treponema pallidum
in human serum and plasma. The product may be used for
the screening of blood donors, and to aid in the diagnosis of
patients where syphilis infection is suspected.

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 sores known as 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. Intrauterine 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. Because of the long periods of
dormancy and the non - specific nature of non - treponemal tests,
methods that detect specific anti-treponemal antibodies in blood
specimens have become increasingly popular for screening. TPHA
is one such test.

3. PRINCIPLES OF THE PROCEDURE

TPHA kits use preserved avian erythrocytes coated with antigens of
T. pallidum (Nichols strain), which will bind with specific antibody
present in patient® serum or plasma. The cells are suspended in a
medium containing components to eliminate non - specific reactions.
Positive reactions are shown by agglutination of the cells, negative
reactions by the settling of the cells to a button or small ring.

Although these kits are intended for use primarily as qualitative
tests, antibody levels may be titrated by doubling dilution.

Agglutination patterns may be interpreted by eye.
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4. REAGENTS
4.1. Description
Presentation

Description 72503 72504
200 tests 500 tests

Identification
on label

Test Cells

Suspension of Avian

erythrocytes coated with 2 vials 2 vials
antigens of T. pallidum, 7.8 m 20 ml
containing Bovine Serum

Albumin (BSA)

R1 Test Cells

Control Cells

Suspension of Avian 2 vials 1 vial
R2 Control Cells .
n erythrocytes, containing 7.8 ml 20 ml
BSA
Diluent 2vials 1 vial
R3 Diluent Saline solution containing

Rabbit serum 20 ml 125 ml

Positive Control
Human serum containing
antibodies to T .pallidum,

R4 (F:)gz:[:\(;? negative for HBs Antigen, 11\/;3:' 1]_\/5'
anti-HIV1/2, and anti-
HCV antibodies diluted in
phosphate buffer
Negative Negative Control 1 vial 1 vial

R5 Rabbit serum in

Control phosphate buffer 1ml 1ml

V#
4.2. Storage and handiing requirements
This kit should be stored at +2-8°C. Store bottles up-right. Do not
freeze.
Each item of tjne kit preserved at +2-8°C can be used up to the
expiry date ifientioned on the package. After opening and in the
absence of contamination, the R1, R2, R3, R4 and R5 reagents
preserved at +2-8°C, can be used up to the expiry date shown on
the label.
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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.

* 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 disinfeetants.

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.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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).

5.2.2. Processing
« Do not change the assay procedure.
* Use a new distribution tip for each sample.

6. SPECIMENS

Serum or plasma (EDTA, Sodium Citrate, Heparin and ACD)
specimens should be free of blood cells and of obvious microbial
contamination. 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 3 hours do not impact the results.

Specimens containing up to 100 mg/L of bilirubin, up to 36 g/L of
triglycerid and up to 10 g/L of hemoglobin do not affect the results.
However, it is not recommended to use hyperlipaemic or
hyperhaemolysed sera or plasma.

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

REMARK: The kit Positive and Negative Controls (R4 and R5) must
be run with each run of tests.

7.1. Materials required but not provided

« Distilled water

» Sodium hypochlorite (household bleach) and sodium bicarbonate.

» Absorbent paper

« Disposable gloves

« Safety glasses

« Disposable tubes

e Automatic or semi-automatic, adjustable or preset pipettes or
multipipettes to measure and dispense 10 pi, 25 pi, 75 pi and
190 pi.
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* Microplate shaker
» U well plate format (96-weil microplates) - Code 83375 (5 plates)
» Container for biohazardous waste

7.2. Assay Procedure (Manual technique)

7.2.1. Qualitative assay
Three wells from the U microplate are needed for each specimen.

The TPHA 500 Kit (Product No. 72504) is intended for screening
large numbers of specimens and contains only a small volume of
Control Cells. Itis intended that specimens are screened using only
Test Cells in the first instance, and the Control Cells should be used
when repeating tests on specimens giving a positive result when first
tested.

a. Specimen and Controls Dilution {to 1 in 20)

Add 190 pi of the diluent (R3) to one well.

Add 10 pi of specimen or Positive Control (R4) or Negative Control
(R5) to the same well.

Mix thoroughly.

b. Test

Transfer 25 pi of diluted control or diluted specimen from dilution
step to test well.

Transfer 25 p! of diluted control or diluted specimen dilution step to
control well.

Re-suspend the Test Cells {R1) and the Control Cells (R2) by shaking
the vial Examine for complete suspension.

Add 75 pi of Test Cells (R1) to test well and 75 pi of Control Cells
(R2) to the control well.

Final specimen dilution is 1: 80.

Mix wells thoroughly.

Incubate at room temperature (15-30 °C) on a vibration-free surface
for a minimum of 45 minutes.

Read the settling patterns. Agglutination patterns are stable for at
least three hours”f undisturbed.

7.2.2. Semi-Quantitative assay
9 wells of the U microplate are needed for each specimen: One well

for the specimen or control dilution and 8 wells for the titration.

Note: The Positive and Negative Controls (R4 and R5) must be run
with each lot of tests, using the procedure given below.
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a. Specimen and Controls Dilution (to 1 in 20)
Add 190 |jl of the diluent (R3) to one well.

Add 10 |jl of specimen or Negative Control (R5) or Positive Control
(R4) to the same well.
Mix thoroughly.

b. Titration

Leaving the first well empty, add 25 \)\ of diluent (R3) to each of the
remaining 7 wells.

0] 1 2 3 4 5 6 7 8

190 pi (R3) + 10pl

Specimen or (R4)
or (RH)

Specimen or
control dilutions

25p 25p 25p 25p 25pi 25p 25
of R3 of R3 of R3 of R3 of R3 of R3 of R3

8 wells for titration

Transfer 25 jjl of diluted control or specimen to the 1st well and to
the 2nd well, then mix.

Then serially dilute along the well sequence, discarding the excess
25 pi from the final well.

25M 25M 25p 25pi 25p 25

o 1 2 3 4 5 6 7 g Discadng
0% 4 of EXcess
10p R+, . PO 25
25piof R3+ . . : . . :
IOpl diIuted25piof25p 25p 25p 250 250 25p
Specimen or . of R3 of R3 ofR3 ofR3 ofR3 of R3
control diluted
(R4)or(R5)
control
Specimen
or control 8wells for titration
dilutions
c. Test

Gently mix the Test Cells (R1) to ensure thorough resuspension.
Add 75 pi of Test Cells (R1) to each well.

Final specimen dilution range after addition of cells is 1. 80 -
1:10240.
Mix thoroughly.
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0] 1 2 3 4 5

25 Miof
diluted
control
+75M
of RL

190 M(R3) +
10 M
Specimen or
(R4) or(R5)

25 Mof 25 Mof 25 Mof 25 Mof 25 Mof 25 Mof 25 Mof
dilution dilution dilution dilution dilution dilution dilution
+75M+75M+75M +75M +75M + 75 M + 75 M
ofRlL ofRL ofRL of RL ofRl ofRL of RL

18 11680 130 1£40 1:1280 1:2580 1:5120 1:10240

Specimen or
control 8wells for titration

dilutions

Incubate at room temperature (15-30°C) on a vibration-free surface

for a minimum of 45 minutes.

Read the settling patterns. Agglutination patterns are stable for at

least three hours if undisturbed.

The titre of the specimen is the reciprocal of the highest dilution

giving agglutination.

7.3. Quality Control

The kit Controls must give the correct result; Negative Control (R5)

is negative and Positive Control (R4) is positive.

When the kit Positive Control (R4) is titrated, the expected end point

is 1:640 - 1:5120.

7.4. Interpretation of the results and Test Validation criteria

Positive Equivocal

Test Cells

Positive: St
OSIEVE:=HONG 4t the well,

Cell pattern covers approx. 1/3 of

Weak Positive .\ il bottom.

Cell pattern shows a distinctly open

Equivocal
9 centre.

Cells settled to a compact button,

Negative . .
9 typically with a small clear centre.

Non-specific

. Positive reaction.
reaction
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Negative

Control Cells

Negative button
Negative button
Negative button
Negative button

Positive reaction



A sample where the Test Cell well is non-reactive should be
considered as negative for T. pallidum.
Reactivity less than equivocal is considered negative.

Any specimen giving equivocal or positive results should be
considered as positive and the test procedure repeated as above, in
duplicate, adding the Control Cells (R2) provided to one set of cells
and Test ceils (R1) to the other.

If at least in one of the well with Test cells (R1), the result is equivocal
or positive, the specimen should be considered as positive for
T. pallidum.

For non-specific reaction, if the agglutination is greater in the Test
Cells (R1) than in the Controls Cells (R2), then the sample is
considered positive and should be repeated as above.

When a sample has greater or equal agglutination in the Control
Ceils (R2) then the sample should be absorbed using the following
procedure.

7.5. Absorption of non-specific reactions

{Procedure to be used if agglutination is seen in both Test and

Control cells).

1. Add 10 pi of specimen to 190 pi of resuspended Control Cells, mix
well and incubate at room temperature for 30 minutes.

2. Centrifuge to deposit the cells at a minimum of 1500g for 3
minutes.

3. Add 25 pi of supernatant from step 2 to each of 2 wells.

4. Gently mix the Test and Control Cells to ensure thorough
resuspension.
Add 75 pi of Test Cells to the 1st well.
Add 75 pi of Control Cells to the 2nd well.

5. Ensure thorough mixing and incubate at room temperature for a
minimum of 45 minutes.

6. Read and interpret the settling patterns as above.

8. TEST LIMI'}I/'ATION

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.

No diagnostic test provides absolute assurance that a sample does
not contain low levels of antibodies to T. pallidum, such as those
present at a very early stage of infection. Therefore, a negative result
at any time does not preclude the possibility of exposure to infection
with syphilis.
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All treponemal test results tend to remain reactive following
treponemal infection therefore they should not be used to evaluate
response to therapy. Because of the persistence of reactivity,
generally for the life of the patient, the treponemal tests are of no
value in determining relapse or re-infection in a patient who had a
reactive result. In this case, it is recommended to use other assays:
Syphilis Total Ab, Syphilis IgM EIA and RPR.

9. PERFORMANCES CHARACTERISTICS

9.1. Precision Study

Precision study was realized by testing 3 samples (1 negative, 1 low
positive and 1 positive) in 10 replicates in the same run (repeatability)
and in 2 replicates during 5 days on 2 different lots and reading by
2 operators (Intermediate precision).

Repeatability: The 3 samples gave identical results when repeated
10 times.

Intermediate/ inter-lot precision: The 3 samples gave identical
results when tested in the different conditions (40 times).

9.2. Clinical performance

The performances of the TPHA assay have been determined by
testing samples from random blood donors, hospitalized patients,
patients infected with syphilis and on samples positive for markers
unrelated to infection by the T. pallidum.

The studies were carried out on 2 blood donor sites and at the Bio-
Rad site.

9.2.1. Specificity

A total of 5032 samples from blood donors prospectively collected
in 2 different sites were studied.

The samples were either serum (3626), EDTA K2 (539) or Lithium
Heparin plasma (867) tested in a period of less than 7 days after
sampling and were compared to the screening assay used in the
laboratory.
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Table 1: Blood donor population

initial Repeated o o5

Site - Number  Reactive Reactive Specificity Confidence
samples (IR samples D) ™ Intenal
Site#1 2519 18 99.72% 99.43% -
(2512/2519) 99.89%
Site#2 2513* 20 99.72% 99.43% -
(2505/2512)  99.89%

3 14

> * W7  95To-
Total 50624 8 tive, tive,
®posi @posi G7/ARB) %

30 equivocal) 11 equivocal)
* one sample (true positive) n/as withdrawn from the caiculation.

The total specificity on the blood bank population is equal to
99.72% (5017/5031) with a 95% confidence interval of [99.53% -
99.85%]. Among the 14 false positive samples, 11 were found
repeated equivocal.

A retrospective study was also carried out on 201 frozen samples
from patients from a Sexually Transmitted Disease Center or from
vendors, which were found negative for syphilis.

Specificity on these samples is found at 99.5% (200/201) with a
95% confidence interval at [97.3%-100.0%].

9.2.2. Sensitivity

The sensitivity study was studied on 435 retrospective frozen serum
samples from the laboratory of Sexually Transmitted Disease
Center, or from frozen samples from vendors. These samples were
characterized positive by immunoassays, FTA assay, RPR/ VDRL
assay or TPHA assays according to their origin.

All the samplesjftifere tested first with the CE mark TPHA assay and
then with the Bio-Rad TPHA 500 assay (72504).

Sensitivity on this population is found at 100% (435/435) with a 95%
confidence interval at [99.2%-100.0%].

9.3. Analytical sensitivity

Analytical sensitivity was tested against the WHO International
Standard for Syphilis NIBSC code 05/132. Using the semi-
guantitative protocol, the sensitivity was found at 0.05 iU/mL.
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9.4. Analytical Specificity /Cross Reactivity Study

210 potentially interfering samples containing antibodies against
pathogens that could lead to infectious illnesses (Cytomegalovirus,
Epstein Barr virus, VZV, Rubella virus, Hepatitis C virus, Hepatitis B
virus, HIV 1/2, HTLV 1/2, Toxoplasma gondii, Dengue, Malaria,
Leptospirosis), samples from pregnant women and multiparous
women or samples from patients with immune system disorders
(autoantibodies (SLE), Rheumatoid factors), were tested with the
TPHA assay. Four (4) true positive samples were discarded from the
calculation.

One sample was found repeatable positive with the TPHA test.

The specificity observed on this target population of 99.5 %
(205/206) was similar to the specificity of clinical samples.

9.5. Prozone Effect

The existence of a possible prozone effect was studied by testing 3
samples with high titers (> 1:20480) at different dilutions. The
equivalence of results observed among non-diluted and diluted
samples indicates the absence of the prozone effect.
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Ha6op peareHTOB gns onpegeneHns aHtuten K Treponemapallidum B
CbIBOPOTKE U/MNK nnasme KpoBu 4YenoBeka ¢ nomouwbio PMNTCA

(peakumsa naccUBHOW remarralTUHaALUN) -

TPHA.

NcnonHeHuns:

TPHA - 200 TecTOB

TPHA -500 TecTOB

MHCTPYKUMA NMONPUMEHEHMUIO
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TPHA

200 R 72503
500 REH 72504

HABOP PEAFEHTOB ANnA ONPEAENEHUNA AHTUTE/T K TREPONEMA PALLIDUM B
CbIBOPOTKE W/ NNA3SME KPOBU YE/TOBEKA C NMOMOLWbBIO PMNIrA (PEAKLNA
MACCUBHOW FTEMATT/TIOTUHALLNIN)

jD Cc€

n 135 883683 -2014/12
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1. HASHAYEHWE

Habop peareHToB TPHA npefHasHayeH 419 Ka4e€CTBEHHOr0 U/MAN NOMYKOMYECTBEHHOrO onpeaeneHuns
aHTuten K Treponema pallidum B cbiBOpOTKe W/MAn nnasmMe KpPOBM YesioBEKa C MOMOLLbIO peakuuu
MaccvBHOMW remarrniOTMHaLMK Npu o6cnefoBaHUM LOHOPOB WM NauMEHTOB Ha Hannuyme CUOUINTUYECKON
NHDEKLUUN.

2. Ob30OP N OB BbACHEHUA METOJA NCCZTIEAOBAHNA

Cugunmuc - 3to XpoHUYecKoe WH(eKUMOHHOe 3abofieBaHWe, KOTOPOe B CBOEM PasBUTUU MPOXOAUT
HECKO/IbKO YETKO pasMyMMbIX CTaAWiA: NepBUYHbIA, BTOPUYHbIA, TPETUYHBIA U YeTBEPTUYHBIA cuduanc.
Ha aTux ctagmsax npoucxo4uT pasBuTue pasinyHbIX KAMHUYECKUX CUMNTOMOB, Hanbonee XxapakTepHbIMU
M3 KOTOPbIX ABMAIOTCA 00pa3oBaHMe MepBUYHbIX A3B, TaK Ha3blBAEMbIX LUAHKPOB, 3aTeEM - MOSBNEHUE
CUPUANTUYECKONM CbINK, 332 KOTOPbIM CiefyeT NPOAO/IKUTENbHbIA NaTeHTHbI nepuog 6e3 Kakux-nnmbo
BUAMMbBIX KIMHWYECKNUX NPOSABAEHUNA. VIH(EeKLMA Npyu OTCYTCTBUMN NeYeHNS MOXET Bbl3blBaTb HapyLUEHUA
CO CTOPOHbI CepAevYHO-COCYANCTON CUCTEMBI 1 Helpocupuanc.

Bo3byautenem paaHHOW uWHMeKuun sensetca cnupoxeta Treponema pallidum. 3apaxeHne 06bIUHO
MPOUCXOAUT MNPV MOMOBOM KOHTaKTe, Of4HAKO 60Me3Hb MOXeT nepefaBaTbCAd M NpW NepenvMBaHun
WH(pUUMPOBAHHON KpoBu. Kpome TOro, BO3MOXHO pasBUTME BH>APUYTPOOHON WHMeKunn. Bbino
YCTAaHOBNEHO, YTO AaHHbI MUKPOOPraHM3M MPaKTUYeCKM HEBO3MOXKHO BblpalinMBaTbh Ha MCKYCCTBEHHbIX
nuTaTeNbHbIX cpegax, M AWarHOCTUKa MH(EKUMM OObIYHO OCHOBBLIBAETCA Ha BbIAABNEHUW aHTUTEN B
KPOBMW, KOTOpble MOSABAAKOTCA BCKOPe MoC/ie NepBOHA4YanbHOro 3apaXeHuws M .MOryT NepcucTupoBaTh B
Hell B Te4eHNe MHOIMX NeT.

BbigenaoT 4eTblpe KaTeropuyM WCCNeAoBaHWA Ha Hanmume cudgunauca: nNpsMoe MUKPOCKOMUYecKoe
nccnefoBaHue, TPenoOHEMHbIE aHTUTE/IbHbIE TeCTbl, HETPEMNMOHEMHblIe aHTUTE/IbHbIe TeCTbl U MpAMble
aHTUTeHHble TecTbl. B CBA3M C Haauumem NPOAO/KUTENbHbLIX NATEHTHbIX MepuoaoB 3aboneBaHMs u
BBMAY Hecneumgpunyeckoin Npupoabl aHTUTEN, BbIABASEMbIX C MOMOLLbI) HETPEMOHEMHbLIX TECTOB, Npu
NPOBEAEHUN CKPUHWUHTOBbLIX WCCMEeAOBaHMI BCe 4Yalle WCNOMb3yKTCA TecTbl, OCHOBaHHble Ha
onpegeneHnn creymPuUUecknx aHTU-TPeNnoHeMHbIX aHTUTeN B o6pasuax Kposu. OLHUM M3 TaKuUX TeCTOB
ansetca TPHA.

3. NMPNHUWMMNB1L METOANKN NCCNTEJOBAHWNA

B Habopax TPHA wucnonb3oBaHbl CTabUIN3NPOBAHHbLIE NTUUYbU 3PUTPOLNTLI, NMOKPbLITbIE aHTUIEHOM T.
pallidum (wtamm HuKonca), KOTOpble CBA3bIBAOT Creuupuyeckne aHTUTeNa, MNPUCYTCTBYHOLLIME B
CbIBOPOTKe WAW nnasme KpoBW naumeHTa. Knetku npeacrtasfieHbl B BUAe CYCNeH3WW B cCpefe, KoTopas
COLEPXMUT KOMMNOHEHTbI, CNOCOOHbIE YCTPaHATbL Hecneunhuyeckmne peakunm.

MONOXWTeNbHbIE PeakLuMu XapaKTepusyloTcs arrfioTUHaLWeldi KNeToK, OTPULATeNbHbie peakuun -
OCaX/[IeHVNEM KNETOK Ha fHe My B BUAE NYFOBKM UK MaieHbKOT0 KOfbLia.

HecmoTps Ha To, YTO AaHHble Habopbl NpefHa3HayeHbl 415 NPOBEAEHWS, NPeXAe BCEro, Ka4ecTBEHHOrO
aHanusa, OHW MOryT ObiTb WMCMOMb30BaHbl W ANS ONpeAeneHUs YPOBHS aHTUTeN MOCPeACTBOM UX
TUTPOBaHNA NOCNef0BaTENbHbIM ABYKPATHbIM pa3BefeHUeM.

NHTepnpeTauus KapTUHbI arrfloTUHALMM OCYLLECTBISETCA Ha OCHOBaHUW pPe3ynbTaTOB BU3yasbHO
OLIEHKM.
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4. PEATEHTbI, BXOAALWWE B COCTAB HABOPA

4.1. OnucaHue
BapuaHTbl ncnosiHeHUs
OnuncaHune

HaunmeHoBaHMe peareHTa 72503 72504
200 TecTOB 500 TecToB

CeHCcM6MNN3NPOBaHHbIE KETKU
CeHcn6unnsmpoBaHHble CycneHsus NTuubux sputpountos, 7,8 ma/nakod 20 mn/dnakoH

R K/1eTKN MOKPbITbIX aHTUreHamu T. pallidum, 2T 2 Wt
(Test Cells) cofepxauias 6blYnin CbIBOPOTOUHbIV
anbbymuH (BCA)
R2 KOHTpO/IbHbIE KIETKU 7,8 mn/dnakoH 20 mn/dpnakoH

KOHTpOﬂbeIe KNETKN

CycneHs3na NTUYbUX 3PUTPOLUTOB, 2 Wt lwr
[Control Cells)

cogepxawasa bCA

PacTBop Ans pasBegeHuUs

R3  Pactsop an ConeBoii pacTBOp, cofepxkaLiunii

20 mn/pnakoH 125 mn/dnakoH

i 2 Wt lwr
passeperna (Diluent) KPONNYbIO CbIBOPOTKY
MoNoXNTENbHbIA KOHTPONbHbIN
obpasey, Yenoseyeckas CbiIBOPOTKA,
R4 T10N0XUTeNbHbIN cogepxxauiaa aHTutena kK T. 1 mn/thnakoH 1 mn/thnakoH
KOHTPO/bHbIN 06pasew, pallidum, oTpuuartensHas no HBs 1wt 1wt

(Positive Control) aHTUreHy, aHTu-BNY 1/2 n aHtun-
BI'C aHTuTeNnam, pasBefeHHas B
thocaTtHoM B6yhepHOM pacTBope
OTpuuaTenbHbl KOHTPO/bHbI
obpasey,

Kponunybs cbiBOPOTKa, pa3BefeHHas
B (hochaTHOM 6ydhepHOM pacTBope

OTpuuaTenbHbIi
KOHTPONbHbI 06paseL,
(Negative Control)

1 mn/thnakoH 1 mn/thnakoH

RS lwr 1wr

4.2. YCNoBuA XpaHEHUS N NCMNO/b30BaHUA

[aHHblli Habop AO0/MKEH XpaHUTbLCA Mpu TemnepaType +2-8°C. XpaHUTb (P/1aKOHbl B BEPTUKA/IbHOM
NonoXeHMn. He samopakneatb.

Kaxablii KOMMNOHEHT Habopa, xpaHawmica npu Temnepatype +2-8°C, MOXeT 6biTb WMCMNOMb30BaH A0
OKOHYaHMsA CpoKa rofHOCTU, YKa3aHHOro Ha ynakoBke. [locne BCKPbITUA (DIaKOHOB U B OTCYTCTBUE
KOHTaMuHaumn peareHTol A1, K2, K3, K4 n K5, xpaHauimecs npu +2-8°C, MOryT 6bITb UCMOb30BaHbI A0
OKOHYaHMA CpoKa rogHocTu, yKa;di"HOro Ha aTUKeTKe.

5 MPEAYMNPEXAEHWNA NN MEPbI MPEAOCTOPOXHOCTU

Tonbko Ansa  AuarHoctmky in  vitro. [llpegHasHavyeHo [And  npog)ecCMOHATbLHOrO NPUMEHEHNA
MeANLNHCKUMU paboTHUKaMMU.

5.1. Mepbl no o6ecneyvyeHnto 6€30MaCHOCTU U OXPaHbl 340POBbA:

e [aHHbI Habop peareHTOB MpeAHa3HayeH AN WCMNOMb30BaHMA TONMbKO KBanU(UUMPOBAHHbLIMM
cneunanucTamu, npoweawMMm cneuunanbHoe o6ydvyeHne B 06nacTu nNpoBefeHUs NnabopaTopHbIX
nccnefoBaHUn U 0CBELOM/IEHHBIMU O CBA3AHHbIX C HUMW NOTEHUMATbHbLIX (hakTopax pucka. CnegyeT
MCMOMb30BaTb CMeLnaTbHYH 3allMTHYH OAeXAay, MepyaTky W CpeacTBa AN 3aWuTbl rnas/nuua u
JOMKHBIM  06pa3oM cobntogatb cooTBeTCTBYHOWMe [MpuHUMNbl  Hagnexawiein nabopaTopHOM
NPaKTUKMN.
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Habop cofep>XUT KOMMOHEHTbI, KOTOpPble M3roTOBNEHbl HA OCHOBE CbIBOPOTKWM KPOBW 4YenoBeka. Bce
OHW MpOLIN MUCCNefoBaHWe Ha 3Tane 3abopa KpPOBW Y LOHOPOB W ONpefesieHbl KaK oTpuuarte/bHble
no Hanuuuto HBs aHTureHa, aHTM-BNY 1/2 n aHTM-BI'C aHTUTEn. OfAHAKO MeTOA0B, CMNOCOGHbLIX
o6ecneynTb MOJHYK rapaHTUi0 OTCYTCTBUA MHMEKLUMOHHbLIX areHToB, He cyuiecTByeT. [103TOMYy CO
BCEMM MPOM3BOAHLIMY KPOBMW YeNOBEKa, peareHTamm 1 6uonornyeckumu obpasuamm, noslyyeHHbIMM
OT YenoBeKa, cfefyeT ob6pawarbCAd Kak C MOTEHLMaNbHO CMOCOOHBbIMM K nepefave MHMeKLMK,
cobnofas yHuBepcasbHble Mepbl 6e30MacHOCTM B OTHOLIEHUW TEMOTPAHCMUCCUMBHbLIX MATOrEHOB,
onpefeneHHble B MECTHbIX, PErMOHAaSbHbIX U HaUMOHaNbHbIX HOPMATUBHbIX aKTax.

Pa3nnTblil 6BMONOrNYECKMIA MaTepman Yen0BeYeCKOro NPOUCXOXKAEHNA JOMKEH ObiTb 06paboTaH Kak
NOTEHUNANbHO MHDULNPOBAHHBbINA.

Ecnn nponuTbii MaTepuan He COLEPXWUT KWUCNOTbl, HEOOXOAMMO He3amMeANUTeNbHO MNpPOBECTU
06paboTKy y4yacTKa NponmBa, BCeX maTepunasnioB, BCEX 3arpsA3HEHHbIX MOBEPXHOCTEN 1 060pyL0BaHMA
COOTBETCTBYIOLUUM XMMUYECKUM [e3UHPULUPYIOWNM CPeaCcTBOM, KOTOPOe ABNSeTCA 3NPEKTUBHbIM
B OTHOWEHMN MOTeHLMaNbHOW 6GUONOrMYecKoinl 0nacHOCTM paccMaTpuBaeMbix 006pa3uoB  (Kak
npaBuio, r’MNOXNopuT Hatpusa B passedeHmn 1:10, 70-80 % 3TUNOBLIA UM U30MPOMNUNOBLIA CRNPT,
nogodop, Hanpumep, 0,5 % Wescodyne Plus n 1. 4.), a 3aTeM BbITEPETb HAacyxo.

PasnuTble mMaTepuasnbl, COfepXKaline KWUCMOTYy, HeobXoAWMO TLATENbHO YCTPaHWTb MPW MOMOLLK
BNUTbIBAKOLLEro MaTepmuara (BbITepeTb) WAM HENWTPanvM30BaTh, Y4aCcTOK pa3fivBa NPOMbITb BOAOW M
BbITepeTb Hacyxo. CopbupyroLlne maTepuanbl, UCNOMNb30BaHHbIE A5 YAANeHUS pa3IUTON XULKOCTH,
cnefyet yTWAM3MPOBaTb COrNacHO TpeboBaHMAM K OO6palleHUt0 € 6UONOTUYECKU OMaCHbIMU
oTxofamu. 3aTteM 3TOT y4acTOK Heo6xoaMmMo 06paboTaTb OAHUM M3 XUMUYECKUX AE3NHDULNPYHOLLNX
CPeAcCTB.

MpumeyaHune: He nomewaiiTe xnopcogep>kalye pacTBopbl B aBTOKNas!

Bce o6pasubl 1 MaTtepuranbl, UCNOMb30BaHHbIE A1 NPOBEAEHUSA TeCTa, LO/MKHbI ObITb YTUAN3NPOBaAHbI
KaKk BeLlecTBa, MNOTEHLUMaNbHO cojepXalime Bo3byauTeneid  uHMekuum. OobpalleHne ¢
NnabopaTOpPHbIMU, XMMUYECKUMWU W BMONOTMYECKM OMACHbIMU OTXOAaMM, a TakxXe WX yTUansauus,
JOMKHbI  OCYLLeCTBAATLCA C COGMIOAEHMEM BCEX MECTHbIX, PEervoHanbHbIX W HaUWOHa/bHbIX
HOPMaTUBHbIX TPe6OBaHWIA.

MacnopTt 6e30MacHOCTM MaTepuana npejcTas/eH Ha MHTepHeT-caiTe www.bio-rad.com

5.2. MpegynpexgeHus, Kacarownecs BbIMNO/IHEHNA METOANKMN

5.2.1. MNopgrortoeBka

[locToBepHOCTb pe3ynbTaToB 06YC/MOBAEHA TOYHLIM BbIMOSIHEHWEM ClefyloWwmx npaBun Haanexawyer
NnabopaTtopHO MPaKTUKN:

(&3]

6

Mpn nocTtaHOBKe TecTa He CMELIMBATb WM HE WUCMNOJ/Ib30BaTb COBMECTHO pPeakTWBbl W3 pasIMYHbIX
napTui. n

He ncnonb3oBaTbh peakTuse! ¢ UCTEKW MM CPOKOM FOAHOCTH.

Mepen Mcnonb3oBaHWEM peakTWBbl HEOGXOAMMO BblAepXaTb B TedeHue 30 MUHYT MpyU KOMHATHOWA
Temnepartype (18-30°C) ana ux ctabununsaymu.

.2.2. MNpouegypa

He BHOCUTb M3MEHEHWIA B MpoLefypy UCCNeA0BaHNS.
Mcnonb3oBaTb HOBbIE HAKOHEYHWK /15 BHECEHWS KaXKAOW NPOOBbl.

.MCCNEAYEMbBIE OBPA3LbI

O6pasubl CbIBOPOTKM UK Nnasmbl (cobpaHHol ¢ QA TA, UMTPATOM HaTpWs, FenapuHOM WKW LUTPATHbLIM
aHTMKOArynsHTOM C [LEKCTPO30ii) He [LO/KHbI COAEpXaTb KNEeTOYHbIX 3/IEMEHTOB KPOBM W He WMEeTb
SIBHbIX NMPWU3HAKOB 3arps3HEHUs MUKpoopraHmaMamu. O6pasubl MOTYT XpaHUTbCA Npu Temnepatype +2-
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8°C B TeueHue 7 aHein nepef npoBegeHneM Tecta. Obpasubl, Tpebytolne 601ee ANUTENBHOIO XPaHEHUS,
cnefyet 3amopaxunsatb npu -20°C unu 6onee HNU3KOIN TemnepaType.

Mepen TecTMpoBaHWEM 3aMOPOXKEHHble 06pa3sLbl HEO6X0AMMO Pa3MOpPO3nUTh M XOPOLIO Mnepemellatb. He
cnefyet nofeepratb o06pa3subl npoueaype 3aMopaxuBaHua-oTTamBaHus 6onee 5 pa3. O6pasubl,
nofBepruinecs HarpesaHuto npu Temnepatype 56 °C B TeyeHue 3 4acos, NPUTrOLHbI 4S8 NPOBeLeHUs
nccnefosaHus.

CopgepxaHune B 06pasue go 100 mr/n 6unupy6uHa, go 36 r/n TpuranuepuaoB n go 10 r/n remornobuHa He
BAMAeT Ha pe3ynbtat. OfHAaKo He peKoMeHAyeTCcd WCNofib30BaTb A1  WUCCNef0BaHUA CUIbHO
reMo/IM3NPOBaHHYI0 CbIBOPOTKY WAW MNa3My, a TakXe CbIBOPOTKY WAM MasMy C OYeHb BbICOKUM
cofiepXXaHvem NMNUAoB.

Ecnn  o6pasybl noanexar TPaHCMOPTMPOBKE, WX Heo6XOoAMMO ynakoBaTb B COOTBETCTBMM C
JeNcTByOWMMY  NpaBunaMnm  TPaHCNOPTUPOBKM  3TMONMIOTMYECKUX  areHToB,  NPeanoYTUTENbHO
TPaHCMOPTMPOBaTb B 3aMOPOXEHHOM BUJE.

7. MPOLUEALYPA VCCNEAOBAHUS

BHUMAHWE: TMono>XuTenbHbll ¥ 0TpULATeNbHbIA KOHTpPONbHble o6pasubl (K4 n K5), Bxogsuine B
Habop, AOMKHbI UCNONb30BATbCSA B KA>XK0W NOCTaHOBKe TecTa.

7/1. Heo6xoAMMble MaTepuanbl, He BXodsle B COCTaB Habopa

e [uctunnmpoBaHHaa BoAa

o [vnoxmoput Hatpusa u 6rkapboHaT HaTpus

e dunbTpoBanbHas bymara

» OpHopa3oBble nepyaTkm

e 3alMnTHbIE OYKMK

e OpfHOpa3oBble NPOOUPKM

e ABTOMATMYECKME WY MONyaBTOMATUYECKME MUMETKN C BapbUPYyEMbIM WAN MOCTOAHHBIM 06bEMOM,

NM60 MHOTOKaHasbHble NMUNETKM 415 0T60pa M BHECEHUS pa3IMYHbIX 06bemMOB Xuakoctu (10 mkn, 25
MK/, 75 MK 1 190 MKn).

e Leikep AN MUKPOMNNaHLLETOB
e MukponnaHuweTbl Ha 96 NyHOK ¢ O-06pa3HbIM AHOM
* KoHTeitHep ana 61Monornyeckn onacHbIX 0TX040B

7.2. MeToanKa npoBeaeHns uccnegoBaHms (py4YyHom meTon)
7.2.1. KayecTBeHHbIVi aHanu3
[Onsa kaxaoro o6pasya HE06X0ANMMO MCNOMNb30BATb TPU KPYTO4OHHbIE NYHKU Ha MUKpPOMaHLLeTe.

Habop TPHA 500 (KaTM 72504) npepHasHauyeH A1 CKPWHWUHIOBOrO WCCNefOBAHUSA 3HAYMTE/IbHOrO
KonmyecTBa 06pa3LoB, HO COAEP>KMUT NMLb HEBOMbLION 06BbEM KOHTPONbHbIX KNeTOK. lMpeanonaraeTcs,
4TO npuW wuccnegoBaHnn o6pasyoB B MEPBOA MNOCTAHOBKE [OMKHbI  UCMNONb30BATbLCA TONbKO
CEeHCNOWUNM3NPOBAHHbIE KYeTKN* KOHTPO/bHbIE >Xe KAeTKU cnefyeT WUCNONb30BaTb NPW MOBTOPHOM
MOCTaHOBKe TecTa, KoTopas OCyWwecTBASETCA B Ciayyae NONYYEHUS M0.10,XKUTENbHbIX pe3ylbTaToB
nepBoHa4YaybHOro TecTa.

a. PasBegeHne 06pa3uoB 1 KoHTpornei (1 K 20)

BHecTn 190 mkn pacteopa and passeferHua (K3) B nyHKy.

[ob6asutb 10 mKkn obpasua WAM MOMOXMTENBHOrO KOHTpPO/bHOro obpasuya (K4) wnm otpuuarensHoro
KOHTpONbHOro o6pasua (K5) B Ty e camyr NyHKY.

TwaTenbHO nepemeluarsb.

b. BbINonHeHWe TecTa

MepeHecTn 25 MKN pasBefeHHOr0 KOHTPOMbLHOrO o6pasua WM pa3BefieHHOro obpasua U3 NYHKU AN
pasBefeHus B NYHKY AN TeCTUPOBaHUS.
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MepeHecTn 25 MKN pa3BefeHHOro KOHTPOSIbHOro o6pasua uauM pasBefeHHOro obpasua u3 AyHKU NS
pasBefieHNs B KOHTPO/IbHYIO NYHKY.

BcTpaxuBas hnakoHbl, pecycneHampoBaTb CeHCMOUNN3NPOBaHHbIe KneTkn (RI) 1 KOHTPO/IbHbIE K/IETKK
(K2). Y6enmtbca, 4TO KNeTKM NOMHOCTbIO PeCYCNeHAMpPOBaHbI.

BHecTn 75 MK ceHCMOGUNM3NPoBaHHbIX KNeTok (K1) B NyHKY Ans TeCTUPOBAHUA M 75 MK KOHTPONbHbIX
KneToK (K2) B KOHTPONbHYO NYHKY.

KoHeuHoe pa3BefeHune obpasua coctaBnsaert 1: 80.

TuwarenbHO nNepemMeLlaTb COAEPXMMOE NYHOK.

NHKyb6upoBaTb MNpu KOMHaTHOW Temnepatype (15-30 °C) Ha noOBepxHOCTW, He MoABepraroLelics
BO34eNCTBUIO BUOpaLmm, B TeUEHNE MUHUMYM 45 MUHYT.

OUuEeHNUTb KapTUHY K/NEeTOYHOM arrniTuHauun. 3Ta KapTWHA 0CTaeTcs HEeU3MeHHOW B Te4yeHue, Mo
MeHbLUEN Mepe, TPEX YacoB NPW YCNOBUW, YTO MUKPOMAAHLIET HAXOAMTCSA B COCTOSAHUM MOKOS.

7.2.2. TI0ONYKONNYeCTBEHHbI aHanu3

Ons kaxgoro obpasya Heo6Xxo4MMO UCNONb30BaTh 9 KPYINOLOHHbLIX IYHOK Ha MUKPOMAaHWeTe; ofHa
NYHKa Ans passefeHna obpasua nuam KOHTPOo/bHOro obpasya n 8 NyHOK —ans TUTPOBAHMA.

MpumeyaHune: MONOXKMTENbHLIN N OTpULATENbHbI KOHTPOonbHble 06pasubl (K4 n K5) A0M>KHbI 6bITb
BK/IHOYEHbI B NOCTaHOBKY Ka>K 0 Cepun TecTOB C MCNONb30BAHWEM OMUCAHHON HUXKe Npoueaypbl.

a. PasBegeHune 06pasL,0B M KOHTPO/bHbLIX 06pa3uos (1 k 20)

BHecTtn 190 mkn pacteopa Ans passegeHns (K3) B yHKYy.

[o6aBnTb 10 MK o6pasua WAM OTPULATENbHOrO0 KOHTPONAbHOro o6pasua (K5) vam nonoxuTenbHOro
KOHTPONbHOro obpasuya (K4) B Ty e caMyto NyHKY.

TwaTenbHO nepemMeLaTh.

b. TuTpoBaHue
OcTaBUTb NEPBYK NYHKY NYyCTOMW, BHeCcTM no 25 MKA pacteBopa Ans passefeHus (K3) B Kaxayk u3
OCTaBLUKNXCA 7 NYHOK.

0 1 2 3 4 5 6 7 8
190 mkn (K3) b 10 MK 25 Mkn 25 MKn 25 MKn 25 MKn 25 MK 25 MK 25 MK
O6paszeu, nm (K4) nam (K5) K3 K3 A3 A3 A3 A3 A3

PasBefeHust  o6pasuoB B
KOHTPO/IbHbIX 06pasLoB 8 NlYHOK 4151 TUTPOBaHUS

MepeHecTn 25 MKN pa3BefjeHHOro KOHTPOAS WM o6pasua B NepByt NYHKY M BO BTOPYH NYHKY, 3aTeM
nepemeLlath.
Mocne 4ero OCyLECTBUTb CepuiiHble pa3BedeHWs BO BCE MOCNef0BaTENbHOCTU NYHOK, YAanvuB u3

nocnegHen NyHKW nuwHue 25 MK.
25MKn 25MKn 25MKn 25MKN 25MKN 25MKN

0 1 2 3 4 5 6 7 8
25 MK YpanuTb
190 mkn (K3) +
25 MKn K3 + JIMLLIHWE
25 25 25 25
10 mkn pase. 25 MK/ 25 25 25 MKJ1

O6pasze, nm (K4) MK/ MK/ MK/ MK/ MK MKN

KOHTP, pasB..

nm (K5) o6paslia  KOHTP, A3 A3 A3 A3 A3 A3
obpasua
Pa3BefeHuA 8 NYHOK 4115 TUTPOBaHNA
o6pasLoB n
KOHTPO/IbHbIX
06pasLoB
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AKKypaTHO nepemewaTb CeHCUbMNM3upoBaHHble KneTkn (K1) ana  obecnevyeHWs  MOHOrO
pecycneHnpoBaHus.

[06aBUTb 75 MK CEHCUOUNN3NPOBAHHbLIX KNeTOK (K1) B KaXAYH NYHKY.

KoHeuHoe pasBefeHune obpasLa nocne 4o06aBneHMs KNeToK BapbupyeT B Agnana3oHe oT 1:80 go 1:10240.
TwaTtenbHO nepemMeLLaTs.

0 2 3 4 5 6 7 8

190 mkn (K3) 25 mkn pa3s. 25 MKN 25 MK 25 MKn 25 MKN 25 MK 25 MKn 25 MK
+ 10 MKn KOHTP. pass. pasB. pass. pass. pass. pass. pass.
O6pazey, wm obpasya+75 +75MKn  +75MK1 + 75 MK1  +75MKn  + 75 MOT  + 75 MK+ 75 MKN
(K4) nnmn (K5) MK Kl Kl Kl Kl Kl Kl Kl
Kl
1:80 1:160 1:320 1:640 1:1280 1:2560 1:5120 1:10240

Pa3BefieHVs 8 NYHOK AN TUTPOBaHWA
o6pasuos K
KOHTP,
06pasLioB

NHKy6upoBaTb npu KOMHaTHON Temnepatype (15-30°C) Ha MOBEPXHOCTW, He NOABEpPratoLLeincs
BO34eNCTBUIO BUGpaLuu, B TeHeHNe MUHUMYM 45 MUHYT.

OUueHNUTb KapTUHY KNeTOYHOM arrniTuHaunn. 3Ta KapTUHA OCTaeTcs HEeU3MeHHOW B TeyeHue, MO
MeHbLUE Mepe, TPeX YacoB NpW YCNOBWU, YTO MIAHLIET HAXOLUTCA B COCTOSSHUM NOKOA.

Tutpom o6pa3ya cnefyer cuuTaTb camoe 60/blIOe pa3BefeHue, Npu  KOTOPOM  MPOUCXOAUT
arrniTuHaums.

7.3. KOHTpOoNb KayectBa

NccnegoBaHne KOHTPO/bHLIX 06pasyoB B cOCTaBe Habopa [O/MKHO fAaBaTb NpaBU/bHbIE Pe3ynbTaTbl:
oTpuuaTenbHbIi KOHTPO/bHbLIA 06pa3sel, (K5) - oTpuuatensHas peakunsi, NOAOXKUTENbHbIA KOHTPOMbHbIN
obpasel (K4) - nonoxurenbHas.

Korga Bxofsuwinii B cOCTaB Habopa MOMOXMTENbHbIA KOHTPONbHbIA o06pasey (K4) pacTuTpoBaH,
0XMnJaemoe KOHeYHOe pasBefeHue, aatoLlee NONOXKUTENLHYIO peakLumto, cocTaBnseT 1:640 - 1:5120.

7.4. MHTepnpeTauusa pe3ynbTaToB M KPUTEPUN OLEHKN NPaBUIbHOCTU BbIMOMIHEHUS TecTa

[
K

TONOXUTeNbHbI’ Vy HeonpeaeneHHbll OTpuuaTenbHblii

Pesynbrar CeHcMOMIM3npoBaHHble KNeTKu KOHTpO/ibHb[E KeTKN

MONOXKUTENbHBIA: SPKO  [JHO NYHKU NOKPLITO rNafKUM ClioeM «[TyroBka», COOTBETCTBYIOLLAA

BbIP@KEHHAA peakuus K/IETOK. OTpULATENILHOMY pe3y/bTaTy

Cnabo-nonoxunTenbHbli  KneTkn nokpbiBatoT 0kono 1/3 «[l'yroeka», COOTBETCTBYHOLLAA
MOBEPXHOCTU fHA NYHKW. OTpuLATENBHOMY pe3ynbTaTy

HeonpeaeneHHbIl KneTkn cocpeaoToueHbl 6nmke K LeHTpY B «[1yroBka», COOTBETCTBYHOLLLAA
(hopMe Kpyra C LUMPOKMM LIEHTPOM. 0TpULATENIbHOMY pe3y/bTaTy

OTpuLaTenbHbIi B ueHTpe paboueii ayeitkm hopmupyetca  «[lTyroska», COOTBETCTBYHOLLAA
NI0THAaA MyroBKa M3 KeTOK, Kak Nnpaswno, ¢ 0TpuLaTeNlbHOMY pesynbTaTy
0YeHb Mas/leHbKUM OTBEPCTMEM B CEpefMHe.

Hecneuundgunyeckas MonoxuTenbHas peakums. MonoxuTenbHas peakums

peakuys
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Ecnm npu wuccnefoBaHun ob6pasua B SIYHKE C CEHCUMOMAM3MPOBAHHBIMK KNeTKamMu He HabnogaeTcs
peakuun, To Takoi obpasel, cumTaeTca oTpuuaTenbHbIM Ha Hanuume T.pallidum.

PeakTMBHOCTb MeHbLUe TOW, YTO yKa3aHa KaK «HeomnpefesieHHas», CBMAeTeNbCTBYeT 06 OTpMLaTeNbHOM
pesynbTaTe TecTa.

Nio6oin o6pasel, pesynbTaTbl MUCCNeAOBaHWA KOTOPOr0 MOXHO OLEHUTb Kak HeonpedefieHHble Wau
NONOXUTENbHbIE, [AO/HKEH pacCcMaTpuMBaTbCA KaK MONOXWUTENbHbIA ¥ NOABEPrHYTHCA MOBTOPHOMY
nccnefoBaHMI0 B COOTBETCTBUM C ONMUCAHHbLIM Bbille MPOTOKO/IOM, HO B BYX MOBTOPax, NPy 3TOM B OfHY
ceputo ayeek HeobxoAMMO [06aBUTb KOHTPO/IbHbIe KneTkn (R2), a B fpyryto - CEHCUOUNIN3MPOBaHHbIE
Knetku (R1).

Ecnnm xota 6bl B O4HOW M3 NYHOK C CeHCMOMIM3MpoBaHHbIMK KneTkamy (R1) pesynbTar OKaXeTcs
HeonpeaeneHHbIM UM NONOXUTENbHbLIM, 06pa3sel, 4O/MKEH CYMTATLCA MONOXUTENbHbLIM Ha Hannu4vune

T. pallidum.

Mpu HaTMUYMKM HecrneunpUYecKon peakumm, KapTuHa arrfloTUHaLMU JO/MKHA OLEHUBATLCA CeayroL M
obpasoM: ecnu arrnoTuHauma 06o/ee BblpaXeHa Yy CEHCUMOUNN3UPOBaHHbIX KneTok (R1), yem vy
KOHTPONbHbIX (R2), o6pa3el, pacueHMBaeTCA KakK MOMOXUTENbHbIA W A0AXKEH OblTb MNOABEPrHYT
NMOBTOPHOMY MCC/e0BaHUIO.

Ecnn e npu wuccnepgoBaHUM Takoro o6pasua Habnwopaetca 60nee BblpaXeHHas WM COMOCTaBUMas
arrnioTUHaUNS Yy KOHTPO/MbHbIX KneTtok (R2), o6paseu, Heobxogumo abcopbupoBaTtb, crnegys
HUXXEeoNNCaHHON MeTOAMKeE.

7.5. Abcopbuna HecneunpuUecKnx peakLmni

(Mpouesypa NpoBOAUTCA B TOM C/lyvae, Korga Habntogaetca arrnoTuHaLMa U CEHCUBUNN3NPOBAHHBIX, U
KOHTPO/IbHbIX KNETOK).
1 [Aob6aButb 10 mMkn obpasya K 190 MKN pecyCcneHAMpPOBAHHbLIX KOHTPOJIbHbIX K/IETOK, XOPOLLO
nepemMeLlaTb M MHKY6MpPOBaTb NP KOMHATHON TeMnepaType B TeyeHne 30 MUHYT.
2. UeHTpugyruposaTb A0 OCaXKAEHUA KNETOK Npu MUHUMYM 15009 B Te4eHUe 3 MUHYT.
3. BHectn no 25 MKn cynepHaTaHTa, NoJiy4eHHOro B XOfe BbIMO/HEHUA 3Tana 2, B KaXAYH U3 ABYX
NYHOK.
4. AKKypaTHO nepemellatb CEHCUOWNWU3MPOBAaHHbIE W KOHTPO/IbHbIE KNETKWM And obecneyeHus
[40CTAaTOYHOIO pecycrneHAnpoBaHus.
[,06aBUTb 75 MKN CEHCUOUNN3NPOBAHHBIX KNETOK B NEPBYIO NTYHKY.
[06aBUTb 75 MK/ KOHTPOJIbHbLIX KNETOK BO BTOPYH NYHKY.
5. TwarenbHO nepemellaTb U MHKYO6UpPOBaTb NPU KOMHATHOW TeMnepatype B TeYeHWe MUHUMYM 45
MUHYT.
6. OUEHUTb WM WMHTEPNPEeTMPOBaTb KAapTWMHY KNEeTOYHOW arrntoTUHaLMK, COrnacHo OMUCAHHOW Bbille
CXEME.

8. OFPAHNYEHWA METOAA NCCNELOBAHIWNA

OTpenbHble TeCcTbl WM TOYHO OMpefeneHHble 3TafiOHHble CTaHAapTbl A0S KaXAoW W3 cTagui
3aboneBaHNa OTCYTCTBYHOT, PNITOMY AMArHOCTMKA cuduanca onupaeTcs, MNPeVMyLLEeCTBEHHO, Ha
Ceposiornyeckoe uccnefoBaHue, AN 4Yero TpebylTCA pe3ynbTaTbl KakK HETPenoHeMHbIX, TaK MU
TPENOHEMHbIX TECTOB.

Hv oAMH M3 AMArHOCTMYECKUX TECTOB He MOXET faTb abCONTHOW rapaHTMu, 4TO B 06pasue He
cofepxatca aHtutena K T. pallidum B HU3KON KOHUeEHTpaLMK, Kak, MOXeT, Hanpumep, MPOUCXOAUTbL Ha
caMoW paHHein cTaguu 3abonesaHus. CnegoBaTefnibHO, OTPULATENbHbIN pe3ynbTaT, NOMYYEHHbIN B KaKOli-
NNM60 MOMEHT BPEMEHM, HE UCK/OYaeT BEPOSTHOCTM 3apaXeHUsa CUPUINCOM.

Kak npaBuo, pe3ynbTaTbl BCeEX TPEMOHEMHbIX TECTOB OCTAKOTCA MOMOXUTEIbHLIMU U MOCNE NPOBeLeHUA
Tepanun TPENOHEMHOW WHMeKUMU, MO3TOMY 3TWM TeCTbl He MOryT ObiTb WMCMOMAb30BaHbl ANS OLEHKMU
oTBeTa Ha nedyeHue. MOCKONbKY PeaKTMBHOCTb COXPaHAETCA MpPaKTUYeCKM B TeYeHMe BCEM XKM3HU
nauneHTa, TPENOHEMHble TeCTbl He SBAAKTCA [OCTOBEPHbIM MeTOAOM BbISBMIEHUS peuuamBa WUamn
MOBTOPHOIO MHMUUMPOBaAHWUA Yy JO4eid, paHee WMEBLUNX TMONOXKUTENbHbIE pe3y/ibTaTbl Takoro
nccnegosaHnsa. B paHHOM cnyyae peKOMeHAyeTcsi WMCNofb30oBaTb APYyrve MeTOAWMKM aHanms3a U
COOTBETCTBYHOLME Habopbl: Syphilis Total Ab, Syphilis IgM EIA n RPR.
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9. DYHKUMOHANBbHbBIE XAPAKTEPUNCTUKN
9.1. WccnenoBaHve BOCMPOU3BOAMMOCTM

WccnepoBaHme BOCMPOM3BOAMMOCTM  3aKno4yanocb B MNpoBefAeHUM aHanm3a 3 ob6pasuos (1
oTpuuaTenbHbI, 1 cnabononoXuTenbHbIn M 1 NONOXMTEeNbHbL[1) B 10 noBTOpax B OAHOW W TON Xe
MOCTaHOBKe TecTa (CXO4MMOCTb) M B 2 MOBTOPax B TeyeHue 5 AHeN, C MPUMEHEHMEM peakTUBOB U3 2
pasfIMyHbIX NapTUn K C MpuUBAEYEHWEM 2 pas3/INyHbIX CNeunanncToB A8 OLEHKM pe3y/bTaToB
(BHYTpunabopaTopHasa BOCNPOM3BOAUMOCTD).

CxoAMMOCTb: Npu uccnegoBaHMM Bcex 3 06pas3uoB fAecATb pa3 O6blM  MOMYYEHbl WAEHTUYHbIE
pesynbTaThl.

BHyTpunabopaTopHas BOCNPOM3BOAMMOCTbL/ BOCMNPOM3BOAMMOCTb MEXAY NapTUAMWU: B XOfe aHaim3a
BCcex 3 o006pasuoB, MPOBOAMMOrO B pas3/iMyHbiX ycnosusax (40 pa3), ObIM MONYYEHbI WAEHTUYHbIE
pe3ynbTaThl.

9.2. KnnHu4yeckue xapakKTepucTuku

Xapaktepuctukun wmetoga TPHA onpefensanucb nNoOcpefcTBOM  OLEHKM 06pasuoB, MOMYYEHHbIX Y
NPON3BONLHO BbIGPAHHbLIX [AOHOPOB KPOBW, TOCMNUTANN3NMPOBaHHbLIX NayMeHTOB W MNauWeHTOB,
3apaXKeHHbIX CU(UINCOM, a Takxe 00pasLoB, B KOTOPbIX OblIN BbISB/IEHbI MapKepbl, He CBA3aHHble C
nHgpekumnen T. pallidum.

WccnepoBaHUs NpoBOANINCH B 2 LieHTPax LOHOPCKON KPOBM, a TakKXe B UCC/ef0BaTe/lbCKOM LeHTpe Bio-
Rad.

9.2.1. CneunmnyHOCTb

Bcero 6bin10 nccnegosaHo 5032 o6pasua, MONy4YeHHbIX Y AOHOPOB B 2 pa3fM4HbIX LEHTpPax B Xofe
MPOCNEKTUBHbIX UCCNeL0BaHUNA.

Cpeamn 06pa3suoB 6bina Kak cbiBopoTka (3626), Tak 1 nna3ma, cobpaHHas ¢ 9ATA K2 (539) unm ¢ nutunii-
renapuHom (867). O6pasubl UccnefoBainCh B TeUeHNUe MeHee YeM 7 AHel, CnefyroLmx 3a aTtoin 3abopa
KpPOBW, W pe3yNbTaTbl CpPaBHMBaNW C pe3ynbTataMyW CKPUHWHIOBOrO WCC/eA0BaHUS, NPOBOLMMOrO B
nabopartopuu.

Tabnuua 1: Monynarwsa 4OHOPOB KPOBY

95%
Kon-Bo eaKTDSE:/EI:q:; A3LLb| [MOBTOPHO peakTUBHbIE Cneumg)/?)qHOCTb [JosepuTe.lbHblIi

LleHTp P (IR) pasty o6pasubl (RR) nHTepBan (%)
LleHTp 7 99,72% 99,43% -
N1 28 18 (2512/ 2519) 99,89%
LleHTp 513 7 99,72% 99,43% -
Ne 2 f (2505/2512) 99,89%
'38 14 0 99,53%-
Bcero 5032 (8 nonoXuTenbHbIX, (3 nonoxuTenbHbIX, 99,72% 99,85%

30 HeonpefeneHHbIX) 11 HeornpeAeneHHbIX) (5017/5031)

"A:0ovH o6pasel, (MCTUHHO NONOXKMNTENbHbIN) OblN UCKNIOYEH U3 MOACYETA.

O6uwas cneynpurnyHoCcTb N0 NoNynsuum 6aHKOB KpoBM, paBHa 99,72% (5017/5031), npu 3tom 95%
[0BepUTENbHbIN MHTepBan coctaenseT [99,53% -99,85%]. M3 14 N0XXHONONOXUTeNbHbIX 06pa3yos 11
0Ka3anucb NOBTOPHO HEONpefe/IeHHbIMU.

Takxe 6bI10 NPOBefeHO PeTPOCNEKTUBHOE uccnegosaHme 201 3aMOpPOXXKeHHOro obpasua, mosyyeHHOro
OT MauuveHTOB C OTpULATENbHbIMW pe3ynbTatamMyu Mo cuduancy LieHTpa No U3y4veHUo UHGeKLUUi,
nepejaroLLMXcs NONOBbIM MyTeM, UM YaCTHbIX nabopaTopuil.

CreunduryHocTb 3TMX 06pas3yos coctasmna 99,5% (200/201) ¢ 95% poBepuTe/lbHbIM WHTEPBaNOM
[97,3%- 100,0%)].
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9.2.2. YyBCTBUTENLHOCTb

MccnepoBaHne 4yBCTBUTENBHOCTU NMPOBOAWIOCH Ha 435 pPeTPOCNEKTUBHO COOPaHHbIX U 3aMOPOXKEHHbIX
obpasyax CbIBOPOTKM, MONYYEHHbIX U3 nabopatopuu LieHTpa No u3yyeHU0 UHGeEKLMIA, nepesaroLLmxcs
NMONOBbLIM MyTEM, WA Ha 3aMOPOXEHHbIX 06pasyax, MOAYyYeHHbIX W3 YacTHbIX flabopaTopuin. ITu
o6pasubl OblIN onpeaeneHbl Kak MOMOXWUTENbHbIE MPU NPOBELEHUN MMMYHOaHanu3a, UccnefoBaHua ¢
npUMeHeHMeM MeTofa (hyopecunpyroLWwmMX TPENOHEMHbIX aHTUTeN, npoeegeHnn RPRAMVDRL-TecToB nnu
nccnegosaHua PITA, B COOTBETCTBUM C MX UCTOYHUKOM.

Bce o6pasybl cHayana 6blnn wuccnegosaHbl npu nomowy CE ceptugumumposaHHoro Habopa pans
noctaHoBku PTTIA, a 3atem - npu nomowin Habopa TPHA 500 (72504) npoussoacTsa Bio-Rad.
UyBCTBUTENbHOCTb B 3TOM nonynauumu coctaBuna 100% (435/435) ¢ 95% poBepuTeNbHbLIM MHTEPBANOM
[99,2%-100,0%].

9.3. AHanuTuyeckasa YyBCTBUTENbHOCTb

AHanutuyeckas  4YyBCTBUTENbLHOCTbL  WCC/MefoBanacb B  CPaBHEHWW C  YycTaHOBNEHHbIM  BO3
MeXYyHapoAHbIM CTaHAapTOM «BbifiBneHne 1gG v IgM B nnasme KpoBW MpU Hannuumm cuduanca», Kop
05/132 B cucteme NIBSC (HaumoHanbHbIi MHCTUTYT 6GMONOrMYECKUX CTaHAApPTOB U KOHTpOns). lMpm
MCMONb30BAHUM MPOTOKO/A NOMYKONNYECTBEHHOMO ONnpeesieHns, YyBCTBUTEIbHOCTb COCTaBUIa

0,05 ME/mn.

9.4. AHanuTM4yeckasa cneynuYHoOCcTb / NccnefoBaHune nepeKpecTHOM peakKTUBHOCTH

210 o6pasuoB ¢ NOTeHUManbHOW MHTephepeHUnenn, cogepxalinx aHTuTeNna K natoreHam, KoTopble MOryT
MPMBECTU K PasBUTUIO WH(EKLMOHHOro 3abonesaHus (LUTOMeraToBumpyc, BMpyC InuwTeilHa-bappa,
BMPYC BETPSAHON OCNbl, BUPYC KpacHyxu, Bupyc renatuta C, supyc renatuta B, BUY 1/2, Bupyc HTLV
1/2, Toxoplasma gondii, B036yauTenn nuxopagkn [eHre, Mmanapuu, nenTocnuposa), o6pasLos,
MONYYEHHbIX Y 6ePEMEHHbIX XEHLMH M MHOFOKPaTHO POXKaBLLMX XXEHLMH, UM 06pasLoB, NONYYEHHbIX
y nauueHTOB ¢ 3a60/1€BaHUAMU UMMYHHOIM cucTeMbl (ayTOUMMYHHble aHTUTena (CKB), peBMaToOuAHbI
thakTop), 66110 UccnegoBaHo npu nomown TPHA. YeTbipe (4) NICTUHHO NONOXUTENbHBLIX 06pasua 6binun
MCK/OYEHbl 13 NoAcyeTa.

OAauH obpasel, OKasancs NOMNOXKUTENbHbIM U NPU NOBTOPHOM MpoBeAeHUU uccnegoanms PITA.
CneunduryHoCTb B AaHHOW UeneBoli Bbl6opKe cocTaBuna 99,5 % (205/206), 4To cONOCTaBUMO CO
CNeunpUYHOCTbIO Ha KNMHUYECKNX obpasuax.

9.5. ®eHOMEH NPO30HbI (XYK-3(pPeKT)

BeposiTHOCTb CyLLeCTBOBaHMS (heHOMeHa MPO30HbI 6Gblna MccnefoBaHa MOCPeACTBOM TECTUPOBaHUA 3
06pasLoB C BbiICOKUMU TUTpamu (> 1:20480) B pasnnyHbIX pa3BefeHusX. VAEHTUYHOCTb Pe3ynbTaTos,
MONYYEHHbIX MpPU TECTUPOBAaHUM HepasBefeHHbIX W pas3BefeHHbIX 06pa3li0B, CBUAETENbLCTBYET 06
OTCYTCTBUM (DEHOMEHA MPO30HbI.
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NMPNNOXEHWE

NMHPOPMAL WA ANA OBPAWLEHNA MEONUMNHCKOIO U3JENUA HA TEPPUTOPUN PO

lMokasaHusa K NMPUMEHEHNKO MEANLUMNHCKOIO n3gennsa

KayecTBeHHOE W/MNN NONMYKONMYECTBEHHOE onpegenieHne aHTUTen K Treponema pallidum B cbiBOpoTKe
n/unn nnasme KpoBM YesioBeKa C MOMOLLbIO peakLun MacCMBHOM remarrnioTuHauuy npyu obenefosaHum
[OHOPOB M ManueHTOB Ha HaMune CUPUNNTNYECKOW UHDEKLMN.

MpoTuBONOKasaHMs

Mpu CTPOroM CO6GMHAEHUN WHCTPYKLMU MO NMPUMEHEHWUIO NPOTUBOMOKA3aHUIA K MPUMEHEHWUIO [aHHOT0
MeAULMHCKOTO U3AeNNs HeT.

Mo6o4Hble aericTBUA

He npumeHnmo gna gaHHoro M

O6nacTb NpPUMeHeHUA
ToNbKO ANs AMarHoCTUKKU in vitro.

YCNnoBUs XpaHeHUst U UCMNONb30BaHUs ([OMNoNHEHNE)

[aHHbIli Habop AO/MKEH XpPaHUTbCA Npu TeMmnepaTtype +2-8°C (B X0NOAUNbHUKE, XONOANNBHON Kamepe).

XpaHuTb (hNakoHbl B BepTUKaIbHOM MOMIOXEHUN. He 3aMmopaxuBatsb.

Kaxabli KOMNOHEHT Habopa, xpaHAwwmiica npu Temnepatype +2-8°C, MOXeT 6biTb WCMOMb30BaH A0
OKOHYaHMA CpoKa rOAHOCTU, YKa3aHHOro Ha ynakoBKe. [1ocne BCKPbITUA (PN1aKOHOB U B OTCYTCTBME
KOHTamuHauum peareHTbl R1, R2, R3, R4 n R5, xpaHsuwmecs npu +2-8°C, MOryT 6bITb MCNOMb30BaHbI [0
OKOHYaHMA CpoKa rofHOCTU, YKa3aHHOr0 Ha 3TUKETKe.

YCnoBusa TpaHCNopTMpPOBaHUS

W3penve cnepyet nepeBo3nTb B OPUTMHA/IbBHON YNakKoBKe NPOM3BOAMTENSA, 3alluLLaloLLeid NPpoLyKLUnO OT
BHELLHMX BO3JeNCTBMI, Ha BCEX BMAAX TPAHCNOPTA B KPbITbIX TPAHCMNOPTHbLIX CPeACTBaX B COOTBETCTBUU
C NpaBuiiaMn NepeBO30K, AeACTBYOWUMIN HA TPAHCNOPTE JAHHOI0 BUAaA.

TemnepaTypHblii pexum: 2-8 °C

Mpn NpoBefeHUN MOrpy304YHO-pasrpy30yHbIX paboT v TPaHCMOPTMPOBAHUMN CNeAyeT CTPOro BbIMOMHATH
TpeboBaHMA MaHUNYNALUOHHbIX 3HAKOB, HAaHECEHHbIX Ha YNaKoBKe M TPaHCMOPTHOW Tape.

Mpn  Hecob6NMOLEHWM  YCNOBUI  TPAHCNOPTUPOBAHUSA  MeAWMWHCKOe  u3fenve  He  MOANEXUT
ncnonb3oBaHuio! 4

MpegynpexaeHna n Mepbl NPegoCcTOPOXHOCTU (JLONOMHEHME)

B coctaB HEKOTOpbIX peareHTOB BXOAUT asng HaTpusa. KoHneHTpauns sewiectsa meHee 0,1%.

B aupektmee Ne 1272/2008 (CLP - knaccuukauus, MapKuMpoBKa M YMNakoBKa) He npeacTaBfeHbl
TOKCUKONOrMYeCKMe faHHble A5 CMecei, cojepxawmx asng Hatpus. CnefosartesibHO, B COOTBETCTBUM C
pekomeHpaumammn CLP, oueHKa OCTPO/ TOKCMYHOCTM PacCUMTbIBAETCA M3 TOKCMUYHOCTU WUHIPELUEHTOB.
Mpn ncnonb3yeMblX B CMECAX KOHUeHTpaumsax ewlectBa <0,1%, cMecu He KnaccuuumpyroTcd Kak
onacHble.

OpHako, asnf HaTpus MOXET BCTYNaTb B XMMMUYECKME peakuum co CBUHLOM UM Mefblo BOAOMPOBOAHbLIX
Tpy6, o06pa3ys upes3BblualiHO B3pbIBOOMNACHbIE a3nAbl AaHHbIX MeTannoB. [nsa npeaoTBpaLieHuns
HaKoMN/MeHNs asnaos, CnefyeT CMblBaTb yAansieMble XUAKOCTU 601bLIMM KOIMYECTBOM BOfbI.
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KnuHn4YecKne XxapakTepucTukm (JononHeHue)

B xofe KAMHWMYECKMX WCMbITaHWA (B (hOpPMe KAUMHUKO-NabopaTOpHbIX WCAbITAaHUA MeaULUHCKOrOo
nsgenns ¢ uenbto permctpaunn M), npoeegeHHbIX OO0 «HesaBucumas nabopatopus MHBUTPO»,
npoaHanmanposaHo 300 06pa3L0B KAMHUYECKOrO MaTepuana oT 68 XeHLUMH 1 32 My)XX4YMH B BO3pacTe OT
10 po 87 net (OT Kaxporo naumeHTa 6blUM MOMYYEHbl 06paslbl CbIBOPOTKM W Masmbl C pasvyHbIMU
3aaBNEeHHbIMU  aHTuKoarynaHtamu). 100 o6bpasuoB cbiBOpoTKM, 50 o6pasuos nnasmbl ¢ 3ATA, 50
o6pas3yoB nnasMbl ¢ uMTpatom HaTpua, 50 o6pas3uoB nnasmbl C renapMHoM HaTpus u 50 o6pasuos
nnasMmbl CACD 6bInn nccnefoBaHbl A5 OLEHKM YyBCTBUTENbHOCTM WM CNELU(UYHOCTU UCMbITYEMOrO
MESULUNHCKOro MU3Aennsa B CPaBHUTENbHbLIX UCMbITAHUAX C UCMONL30BaHNEM 3aperucTpupoBaHHOro B P®
N3Lennsa CpaBHEHUS.

YyBCTBUTENBHOCTb A5 ucnbityemoro M UB/M, coctaBuna 100% (f4oBepuTeNbHbI UHTepBa3 97,57% -
100%, c [oBepuUTENbHOM BepoATHOCTbIO 95%), cneyuuyHOCTL Ana  ucnbityemoro MW VB
cocTtaBuna 100%o (foBepuTenbHbI MHTepBas 97,57% - 100%, ¢ LOBEPUTENbHOM BEPOATHOCTLIO 95%).

Mo pe3ynbTataM KAMHWYECKUX UCMbITAHWIA yCTaHOBMeHa 3aDPEKTUBHOCTb, Ka4eCcTBO 1 6e3onacHocTb M
Habop peareHToB 414 onpefeneHuns aHtuten K Treponema pallidum B cbiIBOPOTKE U/MAK nnasme KpPoBM
yenoseka ¢ nomouwbto PMIA (peakuus naccuBHOW remarrntoTuHauymm) - TPHA, nponssoacTtea Bio-Rad
(bno-Pag), ®paHuus.

YTunusauynsa

YTununsauma usgenma  Ao/KHa npon3BoanTeCA B COOTBETCTBUM C Tpe6OBaHI/IF|MI/I JIOKa3bHOro,
permoHa3bHOro n HayMoHa3bHOINo 3aKOHOAATE/IbCTBA.

Bce o6pasibl M MaTepuanbl, UCNOMb3YOLMECS U 06pa3yoLLMecs MPK BbIMOMHEHUW UCCNeA0BaHWiA, B TOM
unmcne peareHTbl C WCTEKWWM CPOKOM TOAHOCTM, cfeAyeT YTUAM3NPOBaTb KakK MOTeHUManbHO
3MMAEMMONOTNYECKN OMnacHble 0TXoAbl (Knacc b).

MapaHTnmn

Mpoun3BoAMTENb rapaHTUPYeT COOTBETCTBME XapaKTEPUCTUK MEAULMHCKOTO W3Aenns 3asBNeHHbIM B
3KcnayaTaluMOHHOW AOKYMEHTALUM NPX YCNOBUU NPUMEHEHUS WU3LENNS B COOTBETCTBUM C UHCTPYKLMEN
1 MO Ha3HAYEeHWto, NPesyCMOTPEHHOMY NPOU3BOAUTENEM.

Mo Bcem BOMpocam, AN MOMYyUYeHUss TEXHUUYECKOW KOHCYNbTaLMM 1 MOAAEPXKM CnefyeT obpallaTbes K
YNONHOMOYEHHOMY NpeACTaBUTENO NMPOU3BOAUTENS HA TEPPUTOPUM PO:

00O «buno-Pag labopatopunn»
Appec: 105064, r. MockBa, HmkHuiA CycasbHblli Nepeynok, oM 5, cTpoeHune 5A.
TenedoH: +7 (495) 721-14-04
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MepeBO/ C aHIMIACKOTO M (paHLLy3CKOro f3bIKOB Ha PYCCKUiA A3bIK

(Tep6oBas nevarb)
Kpuctog LLleBanb, MOMOLLHMK HOTapuyca
Mapnx

Cunbsus PEPHE3
PykosoguTenb Nno BONpocam HOPMaTWBHOIO perysmpoBaHus
HaTa: 05 uoHs 2019 .
(Mognuce}

(LWtamn)
buo-Pag
6ynbBap PaiimoHa MyaHkape, 3
92430, 1. MapH-na-KokeTT - ®paHums
789 947 322 00010

(LUTamn)

CBUAeTeNbCTBYHO BEPHOCTb NOANMCH T-n CunbBumn depHes, nocTasneHHol B r. Mapwmke 11.06.2019.
CBuaeTeIbCTBOBaHNE BEPHOCTU MOAMUCK He MOATBEPXAAET BEPHOCTb M MOA/IMHHOCTbL MOAMMCAHHOTO
[JOKYMeHTa. HoTapuyc He HeceT OTBETCTBEHHOCTY 3a COAEPXKaHUe Takoro OKYMEHTa.
(Moanmce)

(FepboBast neyarb)
Kpuctod LLeBasib, NOMOLHMK HOTapuyca
Mapux

(Cep6oBast neyatb)
AnennaunoHHbIn cya Mapwka

AMOCTUNDb
(B cootBeTcTBUM C [Maarckoli KoHseHumeln ot 05 okTa6ps 1961 r.)

1 CrpaHa; ®paHuysckas Pecnybnvka AOna POCCAN
HacToswmii ohmumanbHblli JOKYMEHT

2. ToanucaH r-vom W EBANEM
3. peicTB>ToWMM(-eii) B KAYECTBE HoTapuyca
4, CKpenneH neyarbHo/LLITAMMNOM BbllleyKa3aHHOro HoTtapuyca
ypoctoBepeHo
5 Bapwke
6. 10 nrwona 2017 r.
7. T'eHepa3bHbIM NPOKYPOPOM ane.naunoHHoro cyaa Mapuka
8. 3a Homepom 22049-1
9. TMeuartb/wTamn: 10. Mognuce:
(FepboBast neyvatb) (Mopnuce)
AnennaunoHHbIi cyg Mapwka Muuens SlepHy
MepBblil 3aMeCTUTENb FreHepasIbHOro
NMpoKypopa

HacTosLmit anocTWb y0CTOBePsie T TO/MbKO MNOAAMHHOCT b NOANMCK, NeYaTwn
WK WITamMna, KoTopbIMU OH cKpensieH. OH Hey0CTOBepsieT Cofep>KaHue [OKYy.HeHTa 1 He
olaYaeT YyTBEP>K/EHUS ero cofiep>kaHus dpaHilysckoii PecrnybnmKoii.
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Poccuiickaa ®Pefepauus
"opog Mocksa

[BaauaThb YeTBEPTOro UONS ABe ThiCAYM AEBATHAALATOrO roga

A. Akumos 'ne6 bopucosny, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYH NOAIMHHOCTb NOANMCH
nepesofunka Anekceesa Auekces AnekcaHpoBsuya.

Moanuck caenaHa B MOEM NPUCY TCTBUM.
JInyHOCTb NOANUCABLLErO AOKYMEHT YCTaHOB/NEHA.

MpOoLWWTO B KONnYe nvcTos
(MO
[MpeKTop H CKMe 1ccnefoBaHus
000 «NHB
A. 3. HoBmK
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