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CBEJ/IEHHA Ob U3/JEJITHH

HanMeHoBaHHe MeHIIHHCKOIO H3/1e/IHs:

HaGop peareHTOB [isi OOHApY)KECHHs PEArHHOBBIX aHTHTEN B 00pa3uax
CBHIBOPOTKH M IIIa3MbI KPOBH Y€JIOBEKa Ul AMarHocTHKU cudmmca «RPR-Carbon-
IVT».

Ha3nauenue u3aesnus:

HaGop peareHTOB Juisi OOHApy>KeHHs PEardHOBBIX AHTHTENI B 00Opasmax
CBHIBOPOTKH M ILIa3MbI KPOBH Y€JIOBEKa JUIs AMarHOCTHKHU cudmmica «RPR-Carbon-
IVT» npenHasHaueH st  OJHOSTAITHOIO  OBICTPOrO  KAuyeCTBEHHOTO  WIIU
MIOJTyKOJIMYECTBEHHOTO OIPE/ENICHHs] PEariHOBBIX aHTUTEN B 00pa3nax CHIBOPOTKU
WM IUTa3Mbl (IIOJMyYeHHBIX C HCIIONB30BAHWEM TellapHHa, IUTpaTa HATpHs WIH
coned DJITA B KauecTBE AaHTHKOAryJsiHTa) KpPOBHU 4YEJIOBEKa METOJOM
arTIIOTHHAITMY ¢ KapAHOJIMITHHOBBIM aHTUTCHOM C LEJBI0 IEPBUYHON TUarHOCTHKI
cuduarca ¥ MOHHTOPHHTA aKTHBHOCTH TEUCHHS 3a00JieBaHUS M d(PPEKTUBHOCTU
MIPOBOAUMOI1 TepaIUU.

DyHKINOHAJIbHOE HA3HAYEHHE

MOHUTOPHHT U THArHOCTUKA.

IlpumeHeHHe U3JENHS HE MMEET MOIMyJSILUOHHBIX M JeMorpaduuecKux
aCIIeKTOB.

O01acTh NPUMEHEHHA:

O6aacTh IPUMEHEHHs U3/eNHs — IN VItro quarHocTuka.

IToka3aHusi ¥ IPOTHBONOKA3AHNS K IPHMEHEHHIO H3/1eIHsI:

V3penune npeaHa3HadeHO AT 0OCIENOBaHUS Pa3IMYHBIX KaTETOPHi JIUI ¢
L[ebI0 MEPBUYHON JUArHOCTHKH CH(WINCA, a TaKkKe OLEHKH 3((PEKTHBHOCTH
AQHTHOMOTHKOTEpPAaMy OOJIBHBIX. [3menue MoKeT OBITh HCIIOJIB30BAHO ISt
CKPHHHUHTA JOHOPOB B KOMILJIEKCE C TPEIOHEMHBIM TECTOM.

IIpoTuBonokasanuii HeT.

IoTeHuHaIbHBIC MOTPEOUTEIH U3ACTUS:

MenuuHCKHe yIpexJeHH s, Ta00paTOPUH.

IIpodeccuona/ibHbIi yPOBeHb NOTEHIHATBHBIX M0J1b30BaTe el

CrernuansHo 00ydeHHBIEe CIEIMaINCTh: Bpad KIMHUYECKOH JiabopaTopHOM
JIMarHOCTHKHU, MEIUIUHCKHIT Tab0paTOpHBIA TexHUK ((esbamep-nabopanT), Bpad-
KIIMHUIIUCT.

Omnucanne nejgesoro ananauta. Hayunasi smaunmoctn

Cudmmic - HHQEKINOHHOE BEeHepHIECcKoe 3a00JIeBaHNe ¢ Pa3HOOOPa3HBIMU
KIMHUYECKUMH  TIPOSBICHUAMU M ONPENCAEHHOM CTagUHHOCTBIO TEYEHMs,
BO30yAMTENIEM KOTOpOTrO sBJIsieTcst OneqHast TpemoHema - Treponema pallidum.
Cndmmc mnepemaérest IIOJOBBIM, T'eMOTpPaHC(Y3HOHHBIM, BEPTUKAIBGHBIM U
6biToBBIM Ty TsMH. [IponukHOBeHue T. pallidum B opranusm yenoseka npoucxoauT
yepe3 MHKPOTPEIIMHBI KOXHM WIM CIM3HCTBIX — obosouek. JlambHeiinee
pacrnpocTpaHeHHe OaKTepHy B OpTraHbl M TKaHH CBS3aHO C TOBPEXKICHUEM KIIETOK
xo3siuHa. IIpu 3TOM IPOHCXOAUT BHICBOOOXKACHUE JTMIOUJHBIX aHTUI'€HOB, B CBOIO
oyepeib CTHMYJHPYIONNX HecTIeHMU(UIHBINA JUIsl CH(UINCA UMMYHHBI OTBET C
o0pa3oBaHHEM PEariMHOBBIX AHTHUTEN. PearrmHOBBIC aHTHTENAa OOHAPYKHBAIOTCS B
KpOBU OOJIBHBIX CHHIMCOM yKe 4epe3 3-5 Heaenb mocie MHOUIMPOBaHHS U B
OOJIBLIIMHCTBE CIyYaeB COXPAHSIOTCS B Pa3HBIX KOJIMYECTBAX Ha MPOTSIKEHUH BCEX
cTannii 3aboneBaHMs. 3HAYNTENBHOE CHIDKEHHE THTPA PEarHHOBBIX AHTHTEN
CBUJICTENBLCTBYET 00 YCIEIIHOCTH MPOBOJMMON aHTHOMOTHKOTepanuu. OnHUM U3
METOJIOB MEepBHYHOM aAnarHocTukn cuduinca sisercss RPR-tect (Rapid Plasma
Reagins Test) - cKpUHUHTOBBIN HETPEIIOHEMHBIN TECT, BBISIBISIOUIMI PearnHOBbIE
aHTHTeNna. TecT UCHOIb3yeTcs TAakKe B KOMIUIEKCE CEPONIOTHUECKHUX PEaKIHi IS
oOHapyxeHUsI cUduIEca y pasIMYHBIX KAaTeropHil  OOCIEeoyeMbIX JIHII,
YCTaHOBJICHUS CTaUH 3a00JIEBaHMS X KOHTPOJIS JICUCHUS OOTBHBIX.

CocTaB ¥ KOMILIEKTALHS H3eJus

1. RPR-peareHT - 1UIaCTUKOBBIA (pIakoH, colep)Kalluii  B3BECh
MEJIKOUCIIEPCHBIX ~ YTONBHBIX YacTHI, HOKPBITBIX JIUIUIHEIM KOMILUICKCOM
(KapAMOJIMIIHMH, IEUUTHH U XonecTepuH): 1,1 M — 11 komruiekToB Nel, NoS u Ne9;
2,75 mn — mist koMiutekToB Ne2, Ne6, Nel0; 5,5 mu - mist komiuiekToB Ne3, Ned, Ne7,
No8, Nell, Nel2, NeNel19-21; 2,2 mu - misg komiuiektoB NeNel3-15; 4,4 mn - mst
KoMILIeKTOB NeNel6-18.

! TIpu ucnons3oBanuu 10 mxn RPR-pearenTa

WrcTpykims no npuMeHeHuto sepeus 4.0

2. RPR-m03MTHB KOHTPOJb — KOHTPOJIbHAS MOJIOKHUTENIBHAS CBIBOPOTKA -
IUIACTUKOBBIH (DIAKOH C MHAKTUBHPOBAHHOHM CBIBOPOTKOH KpPOBH 4ENIOBEKa,
cozeprkaieil pearHHOBBIE aHTHTENA (B TUTpe He Hibke 1:4): 0,5 M1 - U1 KOMIIIEKTOB
Nol, Ne2, Ne5, No6, Ne9, Ne10, NeNe13-18; 1 mu1 - aiast KomiiekToB Ne3, No4, No7, Ne8,
Noll, Nel12, Nel9, Ne20 u Ne21.

3. RPR-HeraTtuB KOHTPOJb - KOHTPOJIbHAS OTPULIATENIbHASI CHIBOPOTKA -
IUIACTHKOBBI ()JIaKOH C HWHAKTUBHPOBAHHOH CHIBOPOTKOW KPOBH YENIOBEKAa, HE
cofeprkamiel pearnHoBble anTutTena: 0,5 mi - st KoMiiektoB Nel, Ne2, Ne5, No6,
Ne9, Ne10, NeNe13-18; 1 mut - aist komrutekToB Ne3, No4, No7, Ne§, Nell, Nel12, Nel9,
Ne20 u Ne21.

4. TInnetxa IlacTepa — oqHOpa30Basi IIACTUKOBAS ITUIIETKA JUIS HAHECEHUS
oOpa3ia Ha chaiin u Uit cMemuBaHus oOpasia 1 RPR-peareHTa (1711 KOMIIIEKTOB
Ne9, Nel0, Nell, Nel12, Nel5, Nel18 u Ne21) — npeocTaBIISIFOTCS 110 3aIPOCy.

5. Cuaiil MHOIOKpaTHOr0 WCHOJb30BAHUS - TUIACTUKOBBIA CHaiil C
30HaMHU (sf9eiikamu) Ui cMemuBaHus oOpasna 1 RPR-pearenTa (mis KOMILIEKTOB
Nol, No2, No3, No4, Nel13, Ne16 u Nel9);

6. Cunaiig o1HOPa30BOro HCNOJIb30BAHUS — [UNIACTHKOBBIHA MIIN KAPTOHHBIH
crlaii ¢ 3oHamu (s4eiikamu) Uil cMemnmBaHUs obpasma u RPR-pearenta (st
KoMIuIeKToB Ne5, Ne6, Ne7, No§, Ne9, Ne10, Nel1, Ne12, Nel4, Nel7, Ne20 u Ne21);

7. Ilamouka AJsi CMEIIMBAHHUS - OJHOPA30Basl INIACTUKOBAS MATOYKA IS
cmemmBanus obpasua u RPR-pearenta (st xommiektoB NoeNel-8, NeNel3-14,
NeNe16-17 u Ne19-20 - npu HE0OXOIUMOCTH);

Habop Beimyckaercs B 21 6a30BOM BapHaHTe KOMIUIEKTAIHN:

kommaekTsl Nel, No5 u Ne9 paccunTansr:

- Ha uccienoBanue 50 06pasuos (mpu ucnons3oBannu 20 Mkt RPR-pearenra Ha 1
HCCIICIOBAHUE),

- Ha uccnegosanne 100 o6pasuos (mpu ucnonb3osannu 10 mxin RPR-pearenTa na
1 uccnenoBanue)

KkomruiekTsl NeNel3-15 paccunraHsr:

- Ha uccnenosanue 100 o6pasuos (mpu ucnosb3oBanuu 20 Mk RPR-pearenTa Ha
1 uccnenoBaunue),

- Ha uccnenosanue 200 o6pasuos (mpu ucnosb3oBanuu 10 mxin RPR-pearenTa Ha
1 uccnenoBanue)

KoMILIeKThl No2, No6 u Nel0 paccuuTaHsbl:

- Ha uccnenoBanue 125 o6pasuos (mpu ucnosb3oBanuu 20 Mk RPR-pearenTa Ha
1 uccnenoBauue),

- Ha uccnenosanue 250 o6pasuos (mpu ucnosb3oBanuu 10 mxin RPR-pearenTa Ha
1 uccnenoBanue)

koMmiuteKkTbl NoNe16-18 paccunTaHs:

- Ha uccienoBanue 200 o6pasnos (mpu ucnosns3oBannu 20 M1 RPR-pearenta na
1 uccnenosanue),

- Ha uccnenoBanue 400 o6pasnos (mpu ucnosns3oBanuu 10 Mxa RPR-pearenra na
1 uccnenoBanue)

komraeKTsl No3, No7 u Nel 1 paccumTaHsl:

- Ha uccnegoBanue 250 o6pasuos (mpu ucnosb3oannu 20 Mk RPR-pearenTa Ha
1 uccnenoBauue),

- Ha uccnegosanue 500 o6pasuos (mpu ucnosb3oBanuu 10 mxn RPR-pearenTa Ha
1 uccnenoBanue)

koMmieKkTbl No4, No8 u Nel2 paccumTaHs:

- Ha uccnegosanue 500 o6pasuos (mpu ucnosb3oBannu 20 Mk RPR-pearenTa Ha
1 uccnenoBauue),

- Ha uccnegosanue 1000 o6pasuos (nmpu ucnonb3oannu 10 mxin RPR-pearenra Ha
1 uccnenoBanue)

komruiekTsl NeNe19-21 paccunTanbl:

- Ha uccnenoBanue 1000 o6pasnos (mpu ucnons3oBanun 20 Mk RPR-pearenTa Ha

1 uccnenosaunue),
- Ha uccnenoBanne 2000 o6pa3nos (npu ucnons3oBanuu 10 Mk RPR-pearenTa Ha
1 uccienoBanue)
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RPR Komr- 1 1 . 1 wr. | - 1 mur. - 50
100 siekt Nel | . IIT.
RPR Komr- 1 1 . 1 wr. | - 1 mur. - 100
200 JIEKT IIT. T,
Nel3
RPR Komr- 1 1 . 1 wr. | - 2 mir. - 125
250 giekT No2 | . IIT.
RPR Komr- 1 1 . 1 wr. | - 2 mir. - 200
400 JIEKT IIT. T,
Nel6
RPR Komr- 1 1 . lwr. | - 2 mir. - 250
500 siekt Ne3 | mit. T.
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RPR Komm- 2 lwr. | 1wt | - 4 . - 500

1000 JIEKT IIT. IIT.
Neq

RPR Kowmn- 4 1 mr. lmr. | - 4 . - 1000

2000 JIEKT T, IIT.
Nel9

RPR Kowmn- 1 1 mr. lmr. | - - 10 mrr. 50

100 OC| next WIT. IIT.
N5

RPR Kowmn- 1 1 mr. lmr. | - - 20 T, 100

200 OC| next WIT. IIT.
Nel4

RPR Kowmn- 1 1 mr. lmr. | - - 25 mt. 125

250 OC| ekt IT. LIT.
Ne6

RPR Komr- 1 lwr. | lmr. | - - 40 mr. 200

400 OC| nekt IT. LIT.
Nel?

RPR Komr- 1 lwr. | lmr. | - - 50 . 250

500 OC| nekt IT. LIT.
Ne7

RPR Komr- 2 1 w. 1 wr. | - - 100 mr. | 500

1000 JIEKT IT. LIT.

oC Ne8

RPR Komr- 4 1 wT. 1 wr. | - - 200 wr. | 1000

2000 JIEKT IT. LIT.

oC Ne20

RPR Kowmn- 1 1 mr. 1 wr. | 100 - 10 mrT. -

100 JIEKT T, T,

ocHI Ne9

RPR Kowmn- 1 1 mr. 1 wr. | 200 - 20 . -

200 JIEKT T, T,

[e]@)}] Nel5

RPR Kowmn- 1 1 mr. 1 wr. | 250 - 25 . -

250 JIEKT T, T,

[e]@)}] NelQ

RPR Kowmn- 1 1 mr. 1 wr. | 400 - 40 mr. -

400 JIEKT T, T,

oc1HI Nel8

RPR Komn- 1 1 mr. 1 wr. | 500 - 50 . -

500 JIEKT IIT. IIT.

OCII Nell

RPR10| Kowmm- 2 1 wT. 1 wr. | 1000 - 100 mr. | -

00 JICKT IIT. IIT.

OCII Nel2

RPR20| Kowmr- 4 1 wT. 1 wr. | 2000 - 200 mr. | -

00 JIEKT IIT. IIT.

OCII Ne21

IIpumeuanusi.
1. HaGop BKiIFO9aeT Bce peareHThl, HeoOXOANMBIE JUIS IIOCTAHOBKU aHAJIH3a,

KpoMe HpoOHpoK Juisi cOopa 0OpasloB CHIBOPOTKH MM IUIa3Mbl  KPOBH,
JIO3UPYIOLIEr0 yCTPOWCTBA, TaiiMepa, MEXaHHYECKOrO pOTaTopa, OJHOPA3OBBIX
IepyaTok, AWIoeHTa (¢puznonorngeckoro pactsopa (0,9% NaCl) nist mocraHOBKH
MOJTyKOJIMYECTBEHHOU PEaKIUn).

2. B coctaBe wm3aenus OTCYTCTBYIOT JIEKaPCTBEHHBIE CpEJICTBA M
(hapmaneBTHYECKHE CYOCTAHIHN.

3. B cocraBe wu3menms OTCYTCTBYIOT MaTepHaibl, BCTYNAlOIME B
KPaTKOBPEMEHHBIN HENOCPEACTBEHHBI KOHTAKT, M HE COJAEPXKAaTCs MaTepHalbl,
BCTYMAIOIINE OIOCPEIOBAaHHBIH KOHTAKT C OPraHM3MOM MAaIMeHTa ¥ IepcoHala,
HCTIONB3YIOMIEr0 HU3JelHe, NPU BBHIIOIHEHHH TPeOOBaHUH OSKCILTyaTAalMOHHON
JIOKYMEHTAIUH (MHCTPYKIIMH 110 IPUMEHEHHIO).

HaGop MoxeT OBITH JONMONHHUTENBHO YKOMIUIEKTOBaH (IO 3ampocy):
munetkamu [lactepa (st komruiektoB NeNel-8, NeNel3-14, NeNel6-17 u Ne19-20),
MaJIOYKaMu JiIs cMemBanus (Ui KoMIUIeKToB NeNe9-12, Nel5, Nel18 u Ne21)
(h1aKOHOM-JUCIICHCEPOM ¢ JTO3UpYIOMel UIioif uist packansBanus RPR-pearenta
(st komruiektoB NoNel-21).

KoMroHeHTHl Habopa ymakoBaHI B KOPOOKY, B KOTOPYIO BJIOXKEHA
HHCTPYKUUS 10 IPIMEHEHHIO U MacHopT.

OcCHOBHBIE NOTPEOUTETbCKHE XAPAKTEPUCTUKHU

Komrmutextsr Nel, Ne5 u N9, komrutektsr NeNel3-15, komrektsr Ne2, Ne6 u
Nel10, komrektst NeNel6-18, komrurektsr Ne3, Ne7 u Nell, komrmiexTst No4, N8 u
Nel2, kommuiektsl NeNe19-21 paccunranst Ha 100, 200, 250, 400, 500, 1000 uam 2000
omnpenenenuit (mpu ucnons3oBanuu 10 Mxn RPR-pearenTa Ha olH aHaIN3) WK HA
50, 100, 125, 200, 250, 500 wu 1000 onpexnenenuii (Mpu McHoib30BaHUU 20 MKJI
RPR-peareHTa Ha OIMH aHAJIN3) COOTBETCTBEHHO.

HpuHuun geiicrBus

B ocHoBe paboTBl Tecta JIGKUT METOJ arTJIIOTHHAIMKM  YacTHI
MEJIKOIUCIEPCHOTO YT,

WrcTpykims no npuMeHeHuto sepeus 4.0

Ilpy Hamumuuu B HCcleayeMOM oOpasle pPEearHHOBBIX AHTUTEN OHH
CBS3BIBAIOTCS C JIUMUAHBIM KOMIUIEKCOM AaHTHICHOB, CEHCHOMIM3HPOBAHHBIX Ha
YaCTHIIAX MEJIKOAUCIEPCHOrO yIist. IIpu aToM (hopMUpPYyeTCs] KOMIIIEKC «aHTUTENO-
aHTHIeH», 0oOecreunBalomuil arrJloTHHALMIO YIJIA, ¢ 00pa3oBaHMEM BHIMMBIX
arperatoB. IIpy OTCYTCTBHHM B HCCIETyeMOM o0Opa3slle pearHHOBBIX aHTHTET
arTTIOTHHAIMY YTIIL B 00pa30BaHUs arperaToB He IIPOUCXO/IHT.

Habop peareHTOB /15t 0OHApyKEHHs PEarHHOBBIX AHTUTEI NPEIHA3HAUCH VIS
BU3YaJIbHOH HHTEPIPETAI[HU Pe3yIbTaTOB aHAIH3A.

KpaTtHocTh npuMeHeHus

Habop pearentoB BKiouyaerT Bce Heobxomumoe [y nposeaenust 50/100,
100/200, 125/250, 200/400, 250/500, 500/1000 mmx 1000/2000 (B 3aBHCHMOCTH OT
HOMepa KOMIUIeKTa M OoT oObeMa RPR-pearenra, mcmoib3yeMoro ajs aHaIN3a)
OIpEe/IeTIEHNH PearrHOBBIX aHTHUTEN B 00pasle MpoObl — CHIBOPOTKE WIIM ILIa3Me
KPOBH 4eJIOBeKa.

INepex ncnons3oBaHNEM IPOBEPHTE HANMEHOBAHKE TECTa, HOME JIOTa H CPOK
TOAHOCTH /15 KaXKI0ro Habopa peareHToB.

YciaoBus dKCIIyaTaluu

1. HaGop peareHTOB IOMKEH SKCINTyaTUPOBAThes IpH TemmepaType (+18°C
1o +30°C).

2. He 3amMopaxuBaTh KOMIIOHEHTHI TECTA.

Hccienyembie 06pa3ubl

OO0pasLibl CHIBOPOTKY WIIH ILIA3MbI KPOBH.

OOpasupl CHIBOPOTKM WM IDIa3Mbl  (TIOJIy4EHHBIE C HCIOJIL30BAHHEM
remapuHa, nuTpaTta Hatpus Wi cosiedl OJ[TA B kadecTBe aHTHUKOAryJsHTa) IO
MIPOBECHHS aHAJIM3a MOXKHO XPaHUTh NP Temrieparype ot 2 1o §°C He Oosee cemu
cyTok. IIpnm HeoOXOOUMOCTH XpaHEHUs! 00pa3lOB CHIBOPOTKH U ILIa3MbI Ooiee 7
JIHEH peKOMEHTyeTCs pa3/ielIuTh X Ha aJMKBOTHI H XPAHHUTH IIPH TeMIIEpaType OT
munyc 20 1o munyc 70°C. Pa3moposxeHHbIe 00pa3Libl Iepe/1 UCCIeI0BAHUEM HYKHO
TIIATeNBHO HepeMemats. [Ipu padoTe ¢ pa3MOpOXKEHHBIMH O0paslaMH CIemyeT
YYUTBIBAT, YTO KaXIbIH IMKI OTTaHBaHUSI-3aMOPXUBAHUS IPUBOJUT K
Pa3pyLICHUIO BLIIBIIAEMBIX aHTUTEI, CHIDKAS KAYeCTBO UccieLyeMoro Marepuana. C
LENbI0 TONYy4YEeHHs] JOCTOBEPHBIX pPE3yJbTaTOB HCCICHOBAHHS PEKOMEHIYEeTCs
HCIIONB30BATh TOJIBKO OJJHOKPATHOE 3aMOpaKHMBaHNE-OTTaHBaHIE 00pa3IoB.

He nomyckaercs WcCnojib30BaHWE s UCCIENOBaHUs  0OpasloB C
MOBBIIIEHHBIM COJEPXKAHUEM JIMIUIOB ¥ (WJIM) ¢ IPU3HAKAMU TeMOJIn3a, U (WIH) ¢
BUJIIMBIM MUKPOOHBIM ITPOPOCTOM.

OO0pasibl CHIBOPOTKHM HIIM IUIa3Mbl, COAEPIKALIME BUIUMBIA OCaIOK, MEpes
aHaJIN30M OTLEHTPHYTHPOBaTh B TeueHne 10-15 munyT mpu 2500-3000 06/MuH.

Cnoco0 npuMeHeHust

1. OO0opyaoBaHue U MAaTepUAJIbI, He BXO/ASIIIME B COCTAB Habopa

1.1. Tlpobupkn 11 B3ATHS OOpA3IOB CHIBOPOTKM HIM TIIA3MBI  KPOBH,
nepyaTky, IeHTpudyra, MeXaHWdeckmi poratop (dacrtoTa Bpamienus go 100
060pOTOB/MHH), BaTHbIC TAMIIOHBI MM MapJIeBbIe CAI(ETKH, TaiiMep, XOJIOAMIBHUK
C MOPO3MIJILHOM KaMepOH.

1.2. 70 %-Hb1it pacTBOp CIIMpPTA 3THIOBOTO M 6 %-HBII PacTBOp IEPEKHCH
BOJIOpO/Ia (J1e3. pacTBOPBI) MK PAaCTBOPBI MHBIX J€3MH(EKTAHTOB, PAa3PEIICHHBIX K
npumMenernio CaunlluH 3.3686-21, xpome xiopconepiKamux, (GpU3HOIOrHIECCKU
pacTBOp (IS HOCTAHOBKH ITOTyKOJIHMIECTBEHHON PEaKIINHy).

1.3. ABTOMaTHYeCKHE [03aTOPbl C OAHOPA30BBHIMHM HAKOHCYHHKAMH IS
00BEMOoB 10 — 50 MKT.

2. IloaroToBka K MpPOBeIEeHUIO AHAJIN3A

ITepen ucronp30BaHNEM Bce KOMIIOHEHTHI HAOopa M HCCleyeMble 00pasiibl
JIOBECTHU JI0 KOMHATHOM TemnepaTypsl oT +18 1o +25°C.

®nakoH ¢ RPR-peareHTOM HEO0X0IMMO HHTEHCUBHO BCTPSIXHYTh HECKOJIBKO
pa3 10 MOIyuYeHHs OXHOPOAHOH B3BECH.

Bce peareHTsI TOTOBBI K IPHIMEHEHHIO.

2.1. Ilpoyedypa nodzomosku mnozopasoevix KApm-caaiidoe K NOGMopHomy
ucnonv3zoeanuio (IpYU UCTIOIB30BAHUY Mpoaykuuu nox kogamu RPR100, RPR200,
RPR250, RPR400, RPR500, RPR1000, RPR2000).

1. VYnamurth ocTaTKM PEeaKIMOHHOM CMECH B fYelKax ciaiiia ¢ MOMOIIBIO
BaTHOTO TaMIIOHA MIJI MapJIeBOH can(eTK;

2. OO0paboTaTh MOBEPXHOCTH CJaiila C MOMOIIBIO BATHOIO TAMIIOHA HJIM
MapieBoil cangerkd, NnpomuTaHHBIX 70% pacTBOPOM OSTHIIOBOTO CHHpPTA IS
ne3uH(eKnny 1 yAaIeH s CIeI0B PEaKIHOHHBIX KOMIOHEHTOB;

3. Ilocne mpocymiku ciaiiia NMOBTOPHO 00paboTaTh €ro MOBEPXHOCTD
YHCTHIM BaTHBIM TaMIIOHOM WM MapieBoil caiderkoif, mpomutanHbMH 70%
PacTBOPOM ITUIIOBOTO CIIHPTA, BO N30EKAHHE KOHTAMUHAIIHH.

4. TlpocymieHHble TOCNEe MOBTOPHOI CIUPTOBOH 0OpabOTKHM KapT-Ciaiibl
UCTIONB30BATh IS CIEAYIONIHX IOCTAHOBOK PEaKIHH.

2.2. Ilpoyedypa noozomoeku gnaxona-oucnencepa K Ucnob308aHuio.

1. CHath KpbIIKY C (JIakoHa-TUCHEHCepa W IUIOTHO  HAcaJuTh
JIO3UPYIOIIYIO UIITy HA €0 FOPJIOBHHY.

2. Hanomnute ¢uakon-gucniencep RPR-pearentom, momecTHB KoHer
nosupytomeil uriasl Bo ¢uakoH ¢ cycmensueil RPR-pearenra. IlpensapurensHo
HEoOXOAMMO aKKypaTHO B30onTaTh (u1akoH ¢ RPR-pearenToM.

3. OcTopoxHO HepeBepHHTE (IAKOH-AUCICHCED U AKKypaTHO YHAIIHTe
BO3/yIIHBIC ITy3BIPHKU U3 UTJIBL

HaG6op peareHToB [uist 0OHApYyKEHHsI pearnHOBBIX AHTHTEI B 00pa3iax ChIBOPOTKH H IJIa3Mbl KPOBH YeJIOBEKa JUIsl THArHOCTHKH cudunca «RPR-Carbon-IVT»
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4. Tlocne TecTHPOBAaHUS JO3MPYIOIIash UIJa J0JDKHA ObITh CHATA, IPOMBITA
JUCTAIIAPOBAHHON BOJOH H BBICYIIICHA Ha BO3IyXe.

Buumanue! Ucnons3oBanue (iakoHa-aucrencepa ais BHecennsi RPR-
peareHTa CylleCTBEHHO YBeJIHUYHBAET PACX0] JAHHOIO peareHTa.

3. Ilpoueaypa anammsa

1.3.1. Kauecmeennoe onpedenenue (CKpuHuH2)

Bapuanm 1. Mukpoeapuanm.

1. Hamecure mo 25 wmkn RPR-mo3utuB komtpoas, RPR-nerarns
KOHTPOJISAl 1 10 25 MKJI HccslelyeMbIX 00pa3loB Ha sueiiku (kpyru) cinaiina (oqHa
sgefika Ha oOpasem). B ciyuae HCHONB30BaHMS MNPORYKIMH TOA KOAAaMHU
RPR1000OCTI, RPR2000CII, RPR2500CII, RPR4000CII, RPR5000CII,
RPR10000CIT u RPR20000CII ucnonb3yiire ogHopaszosblie nunetku [lactepa ms
BHeCeHHs 00pa3uoB. [l Kaxaoro odpasua MCIONb30BaTh OT/ACIBHYIO HMUIIETKY
ITactepa.

ITpu pabote co craiiramu H30eraTb NIPUKOCHOBEHUS MalblaMH K sruelikam!
B cnyyae ucnosnb3oBaHuM (akoHa-AMcIieHcepa Ul packanbiBaHus RPR-
peareHTa He0OXOIMMO YBEIUYUTh 00bEMBI 00pasiia U KoHTpoeit 10 50 MK

2. C momomsio no3aropa gob6asste mo 10 mxn RPR-pearenta B xaxayio
srgeliKy (KpyT), He Kacasich yKe HaHeCEHHBIX 00pa3liOB U KOHTPOJILHBIX CHIBOPOTOK.

Jonyckaercs BHecenne RPR-peareHTa ¢ momouipio (iiakoHa-aucneHcepa.
Jlist 5Toro Heo6XO0MMO MOATOTOBUTH CHCTEMY JO3UPOBAHHSA B COOTBETCTBHUH C II.
2.2. (Iloozomoska x nposedenuto anaauza). Ilocie 3TOTrO, TPEABAPHUTETHHO
OCTOPOXKHO B30OJITAB PEareHT, PACIOI0KHTE JO3UPYIONIYIO UTITy BEPTHKAIBHO HAL
cnaiiiom, nobasbre mo 1 karuie RPR-pearenTa B kaxnayro sueiiky (Kpyr), He
Kacasich y)Ke HaHECEHHbBIX 00pa3LI0B U KOHTPOJBHBIX CHIBOPOTOK. [Ipu 3TOM 00BEM
HCCIIelyeMbIX 00pa3IioB H KOHTPOJICH HE0OX0MMO yBEHIUTh 10 50 MK (11.1).

3. C noMomIbIo MAJIOYKH JUIS CMEHINBAHHMS TIIATEILHO CMEIIaliTe )KUIKOCTH
B Ipezenax sueiku (kpyra). s Kaxmaoi napsl 1pod UCIOIb30BaTh pa3Hble KOHIIbI
najoyku. B ciywae wucnons3oBaHus mpoaykuuu nox kogamu RPR100OCTI,
RPR2000CTI, RPR2500CII, RPR4000CII, RPR5000CII, RPRI10000CII u
RPR20000CTI ucnosb3yiite 1is epeMeIBaHus KOHIBI UIeTok [lactepa mocie
BHECeHMs 00pasLa.

4. PaBHOMEPHBIMHU KPYTOBBIMHU IBIDKCHUSIMH BpAIl[aiiTe Claii B TeueHue 8
MHHYT TaK, 4YTOOBI CMeCh MEUICHHO Bpamagach BHYTpH Kpyra. Jlus
CTaHJAPTH3AlMU TPOLEAYPHl BPAICHUS PEKOMEHIYETCs HCIIOIb30BaTh POTATOP
(80-100 06/mun).

5. OueHuTh pe3ynbTaT PeaKluy BU3YAIbHO Yepe3 8 MUHYT.

Bapuanm 2. Maxposapuanm (pekomendyemcs ucnonb306anb npi 3ampyoHeHusx 6
OleHKe pe3ybmamos mecma 6 _MUKPOGAPUAHME, CEAZAHHBIX C_0COOeHHOCAMU
3penus 1abopamopHo20 Cneyuanucma).

1. Homecture no 50 mxn RPR-mo3utuB koHTpoJsi, RPR-HeraTtus
KOHTPOJIS 1 110 50 MKJI HecJleLyeMbIX 00pa3oB Ha siueliku (KpyrH) ciaina (oqHa
s9eiika Ha oOpasen).

2. C nomorsio no3zatopa nobasste 20 Mk RPR-pearenTa B Kax/plii Kpyr,
He KacasCh yxe HaHEeCEHHBIX 00Pa3IoB U KOHTPOJIbHBIX CBIBOPOTOK.

Ilprn wmcnonb3oBaHWM  (IaKkoHa-ANCIIEHCEpa Ui  packambiBaHus RPR
peareHra, B IOCTAHOBKE MaKpOBapHaHTa HET HEOOXOIUMOCTH, IIOCKOIBKY OOBEMBI
peareHTa 1 UcclIeqyeMbIX 00pa3IoB yKe MPOHOPIMOHANBHO YBEIHIEHbL.

3. JlanpHeiine IeHCTBUS MOBOAWTH COTJIACHO I1.3-1.5, ONMHUCAHHBIM B
Bapuanme 1. Mukposapuanm.

1.3.2. Iloiykonuuecmegennoe onpedenenue (onpedesieHue mumpa)

ITpoBoauTcst TONIBKO ¢ 00pa3aMH, JAaBIIFMH IOJIOXHTEIBHYIO PEaKIIHIO.

1. IlpurotoBbTe cepHiiHbIE [ABYKpaTHbIE pa3BEICHUS HCCIeAyeMOoro
obpa3ua B pusnonorudeckom pactaope (0,9% NaCl).

2. Hanecure no 25 MKJI cepHIifHBIX pa3Be/ieHHI HCCIeyeMbIX 00pa31oB Ha
s4eiikn (kpyru) cnaiina (omHa sdeiika Ha oOpasen). B ciydae HCmoib30BaHuUs
npoxykuuu nox koxamu RPR1000CII, RPR2000CTI, RPR2500CII, RPR4000CII,
RPRS000CII, RPR10000CII u RPR20000CII wucnone3yidTe OJHOpa30BbIE
nunetky [lactepa uist BHeceHUs 00pa3noB. s kaxkaoro obpasna HCIOIb30BaTh
oTaenbHYyo nunetky Ilactepa.

Ipu paborte co cnaiinamu n30eraTh MPUKOCHOBEHHUS MAIbIAMH K sSUeikam!

B cnyuae ucnonp3oBanuu (uakoHa-aucneHcepa uid packanbiBanus RPR-
peareHTa HeoOX0IMMO YBEIHYUTE 00beM 00pasiia i KOHTpoJiel /10 50 MKJI.

3. JlanpHeiiine AEHCTBUS MOBOJWTH COMNIACHO I.2-1.5, ONMHCAaHHBIM B
Bapuanme 1. Muxkposapuanm.

Ipumeyanue: TectupoBaHue ¢  KOHTPOINBHBIMU  CBHIBOPOTKAMH
PEKOMEHTyeTCsl IPOBOAUTE C KaXKIOU CepHel HCCieTyeMbIX 00pa3IoB.

HnTepnpeTtanus pe3yJbTaToB
1.1.1. Kauecmeennoe onpedenenue
BusyanbHO OLICHUTE MPUCYTCTBHE WIIM OTCYTCTBHE arperaroB B Kpyrax B
TeYeHHe MUHYTHI [IOCIIC U3BJICUCHUS Cilaiia u3 poratopa. Pe3ynpTaThl OTMEUYaIOTCs
U PETUCTPUPYIOTCS 110 CICAYIOLIMM KPUTEPHUSIM:

WrcTpykims no npuMeHeHuto sepeus 4.0

Haomonaemasi arriloTHHALUS Pesyabrar
CpenHue Wi OOJBIIHE arperaTsl TlonoxuTenpHbII
MarneHbKHe arperaTsl C1ab0on0JI0KUTEIBHBIH
OTCyTCTBHE arperaton OTpHLaTeIbHbIH

1.1.2. Ilonykonuuecmeennoe onpedenenue
PesynbTaThl THTPOBAaHUS YUYHTHIBAIOT TakoKe KaK IPH KadeCTBEHHOM
OTIpEIETICHNH.

TUTpOM pearvHOBBIX aHTHTEN B 00paslie CUMTACTCS IOCIEAHEEe pa3BeaCHHE,
B KOTOPOM II0JIy4Y€Ha IOJIOXKUTEIbHAsk peakuus (pa3IuyaioTcsl BUAMMBIE arperarhl).

Tutp aHTHTEN B HCCIIeyeMOM 00paslie yUHTHIBACTCS IIPH YCIOBUH, YTO THTP
antuten B RPR-mo3uTHB KOHTpONe oTnmuaeTcss OT 3HAYEHUs, YKa3aHHOTO B
nacropre, He 60Jiee YeM Ha OJHO pa3BeJeHHE.

KonTtpoas kauyecTBa

JlanHOe U3]eIMe COAEPKUT BHYTPEHHHE KOHTPOJIH KauecTBa: KOHTPOJbHYIO
MOJIOXKUTENIBHYI0O M KOHTPOJIBHYIO OTPHMIATENbHYIO ChIBOPOTKH. OOpasibl st
BHEIIIHEr0 KOHTPOJIS KayecTBa JOJDKHBI OBITh IPOTECTHPOBAHBI B COOTBETCTBUHU CO
CTaHJapTaMU KOHTPOJIS Ka4eCTBa, YCTAHOBJICHHBIMH B Balllel JJaDOpaTOpHH.

Orpannuenusi MeToaa

1. HabGop pearenroB «RPR-Carbon-IVT» o0ecrieurBaeT KaueCTBEHHOE M
IOJTyKOJIMYECTBEHHOE OIpeIeTICHHE PEarnHOBEIX aHTHTEIL.

2. IMonoXXuTeNbHBIH pe3yiIbTaT aHalin3a yKa3blBaeT Ha Haludue B oOpasie
PEaruHOBBIX AHTHUTEN, OJHAKO Pe3yJbTaT MCCIEJOBAHHUA HE MO3BOJIET CYAUTH O
cTaauH 3a00J1€BaHUs] MIIM aKTUBHOCTH MH(EKIIMOHHOTO IpoLecca.

3. JIOXKHOIOJIOXKUTENbHBIE Pe3yIbTaThl aHAH3a MOTYT OBITh ITOJIyYEeHSBI IIPH
yu€Te pe3yJbTaTOB peakiuuu Ha (OHE TMOJCHIXaHUS YacTH IKHUAKOH (a3sl
PEaKkLMOHHOW CMECH Ha cliaiiiie. B cBs3M ¢ 3TUM IpH TeMreparype OKpysKarolen
cpenpl Boie +30°C peKOMEHyeTCsl BBIIOJIHATh aHAIN3 B MAKPOBAapUAHTE.

4. JloxxHOMONOXNUTENBHBIH pe3yipTar Tecta «RPR-Carbon-IVT» moxer
HaOIIOJAaThCsl y TAIMEHTOB C HEKOTOPHIMH 3a00JIEBaHUSMH, HE CBS3aHHBIMH C
cuduincom (MHGEKUMOHHBIH MOHOHYKJIEO03, BUPYCHAst THEBMOHUS, 2y TOUMMYHHBIE
3a001€BaHuUs, MAJLSIPHA, JIETIPa), & TAKXKE NPU OEPEMEHHOCTH.

5. OrpunarensHbiii pesynstar Tecta «RPR-Carbon-IVT» He wuckimoudaer
HaJn4ue 3a00JeBaHMs, T. K. MCCIEIOBaHHE MOXKET OBITh NPOBEJEHO IO Hadaya
BBIPAOOTKM PEarvHOBHIX AHTHTEN MM IpU TMO3JHeM cudHUIuce, KOraa TUTP
HETPETIOHEMHBIX aHTUTEJ CHHIKACTCS.

6. JIox)HOOTpHIAaTENbHBIN pe3ynbrar Tecta «KRPR-Carbon-IVT» moxer 6bITh
o0ycioBieH 3(P(eKTOM «IPO30HED Yy OOJNBHBIX C OUYSHb BBICOKHMH THTPAMH
PEaruHOBBIX AHTUTEIL.

7. TlonoxwurensHsiii pesynbrar Tecta «RPR-Carbon-IVT»  sBisieTcst
npenBapuTeNbHBIM. [losTydeHHbIH pe3yIbTaT aHauu3a TOJDKEH OBITh COOTHECEH C
KIIMHHAKO-Ta00paTOPHEIMH TaHHBIMH. JI7I1 yTOYHEHWs AWarHo3a HEO0OXOIUMO
IpOBeJeHNE JOMOIHUTENbHBIX HCCIESTOBAHUI C HCIIOIb30BaHUEM aTbTEPHATHBHBIX
METOIOB.

8. UyBCTBUTENBHOCTh TECTA CHIDKAETCS IIPU HU3KUX TEMITEpaTypax, IOITOMY
HEoOXOAMMO JIOBeCTH 0O0pa3lbl W peareHThl [0 KOMHATHOI TeMIlepaTyphl.
Hauny4uine pesyabTaTsl IonydeHs! npu +20-+27°C.

9. He ucnonp30Bath U3/eMe ¢ BUAUMBIMHA JIe(eKTaMu.

Cpok roqHocTu

Cpok romgHoctH Habopa (IpH  COOJIONEHUHM  YCIOBUH  XpaHEHUs,
TpaHcnopTupoBku) — 30 mecsaueB npu temmneparype (ot +2°C mo +8°C). Habop
PEareHToB ¢ HCTEKIINM CPOKOM FOTHOCTH IIPUMEHEHHIO He TIOUIeKNUT.

XpaHeHHe H CTA0MJILHOCTh PeareHTOB

1. Bce KOMIOHEHTBI TeCTa MOJDKHBI XPaHHTHCS Tpu Temmeparype +2°C mo

+8°C.

2. He 3amMopakuBaTh KOMITIOHEHTHI TECTA.

3. ocne BCKPBITHS YMAKOBOK HEHCIIONB30BAHHBIC PEAreHTHI JOIMYCKAaeTCs
XpaHUTh 0 KOHIA CPOKA TOTHOCTH HaOOpa pearceHTOB IPH COOJIIOICHHH YCIIOBHH
xpaHeHHUs. I[loBbIICHHAs TeMIepaTypa MOXKET HEONArompusTHO CKa3aThCs Ha
pe3ynbTaTe aHaIH3a.

YcaoBus TPAHCTIOPTHPOBKH

TpaHncopTHpOBKa H3JETHS MOXKET OCYIIECTBIATHCS BCEMU BHIAMHU
TPaHCIOPTa B KPBITBIX TPAHCIOPTHBIX CPEICTBAaX B COOTBETCTBUH C INIPaBHIAMHU
NIepPEeBO30K, AEHCTBYIOIMMYI Ha TPAaHCIOPTE IAHHOTO BHUIA. TpaHCHOPTHUPOBKA
BO3MOXKHA TONBKO C COONIOJCHHEM YCIOBUH XpaHeHHs. TpaHCIIOPTHpOBAaHHE
U37IeNHsl JOJDKHO OCYNIECTBILTHCS NP TEMIepaTypax, TPeOyIOmUX COOMONCHUS
"XonooBoil 1emnn'", obecreynBalOmed COXPaHHOCTh TEMIIEPATYPHOIO pPEeXHMa,
JOJDKHO OCYIIECTBIIATECS B TEPMOKOHTEHHEpaX OJHOPA30BOTO IONH30BAHUS,
COTepXKAllUX XJNAJOdIEMEHTHl, HIM B TEPMOKOHTEHHEpPAax MHOTOKPATHOTO
NPUMEHEHUsT C AaBTOMATHYECKH IIOJICP)KMBACMOM TeMmepaTypodl WIH B
aBTOpe(pIKEPaTOpax ¢ HCIOIb30BaHHEM TEPMOMHAUKATOPOB.

W3penus, TpaHCHOPTUPOBAHHEIE C HAPYLICHUEM TEMIICPATYPHOIO PEXkKHMa,
IPUMEHEHHIO He moAsIexar. JlomyckaeTcss TpaHCIOPTUPOBAHKE IIPH TEMIIEPAType OT
+9 °C no +25 °C B TeueHue 5 cyT.

Mepbl IpeA0CTOPOKHOCTH

HaG6op peareHToB [uist 0OHApYyKEHHsI pearnHOBBIX AHTHTEI B 00pa3iax ChIBOPOTKH H IJIa3Mbl KPOBH YeJIOBEKa JUIsl THArHOCTHKH cudunca «RPR-Carbon-IVT»
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Mepbl NPeJOCTOPOKHOCTU TIPU paboTe ¢ HAOOPOM — COOIIONCHHE TPaBUI
"MHCTpyKIMM HO MepaM NPOGHIAKTUKH PACIPOCTPAHEHHS HHGEKIMOHHBIX
3a0o0eBaHUl IpU paboTe B KIMHHUKO-IHATHOCTHYECKHX JIA0OpAaTOpHIX JIeueOHO-
npodmiakTudeckux yuapexaeHuit" (Y. Munzapasom CCCP 17 siBaps 1991 r.),
I'OCT P 52905-2007 (MCO 15190:2003).

1. TloTeHnmansHEI pHCK IPEMEHEeHHs! Habopa peareHToB — kiacc 26 (TIpuxas
Munzapasa Poccun ot 06.06.2012 N 4H).

2. Ilepen HagaoM pabOTHI BHUMATENHHO IPOYUTANTE JAHHYIO HHCTPYKIIHIO.

3. He nucnone3yiiTe KOMIOHEHTH! TecTa MOCIe OKOHYAHHS CPOKA TOJHOCTH,
YKa3aHHOT'O Ha 9TUKETKE YIIaKOBKH.

4. Ilpu pabote ¢ HAOOPOM clleyeT HaJeBaTh OJHOPA30BBIC PE3HHOBLIC MIII
IUIACTHKOBBIC IIEPUaTKH, TaK Kak oOpas3lbl CIedyeT paccMaTpHBaTh Kak
MOTEHIUATPHO HHOHLIUPOBAHHBIE, CIOCOOHBIC COAEPIKATH JIFOObIE BO30YIUTENN
HH(EKIHUH.

5. KonTtponbsHble 00pasmpl, BXOAAIINE B COCTaB HabOpa, COEpKaT HATPHS
a3un B KoHeyHoi koHueHtpauuu 0,1 %. JlaHHas KOHLEHTpalMs SBISETCS
0e30macHOH.

6. KoHTponbHbIe 00pasipl, BXOAANINE B COCTaB HAOOpa, IPUTOTOBJIEHEI HA
OCHOBE Y€JI0BEYECKON CHIBOPOTKHU WJIH I1a3Mbl, He cojeprkaileil HBsAg u anturena
k BI'C u BUY 1,2. Tem He MeHee, 00paniathCs ¢ HOIMU CICIYET C OCTOPOXKHOCTBIO,
KaK ¢ MIOTeHINATEHO NHOHUIMPOBAHHBIM MaTEPHUATIOM.

7. Ans Kaxa0i npoObl JOJKHBI KCHOJIB30BAThCS MHAMBHUYaJIbHAS MTUIETKA
JUISL BHECEHWsI 00paslia M NMaJlouKH I CMEIIMBaHWA. [IacTHKOBBIC NMUIETKH U
TIAJIOYKH SIBJITFOTCS. OHOPA30BBIMH U3JIEIHAMU M JOJDKHBI YTHIIN3HPOBAThCS TIOCIIE
HCTIONB30BaHUS.

8. TIpu pabote co ciaiinamu u30erath MPUKOCHOBEHUSI MAJbLIaMH K siueiikam!

Yrunuzanus

Hcnonp3oBaHHbIE PEAareHTHI, PEAreHThl ¢ HCTEKIIMM CPOKOM TOJHOCTH, a
TaKKe HEUCIOJNB30BAHHBIC PEarcHTHl, YIAKOBKY, OHOJIOTMYSCKHH MaTepual,
BKJIIOYAsi MaTepHalbl, HHCTPYMEHTHI M NPEIMETHI, 3arpI3HEHHbIC OHOJIOTHIECKUM
MaTepualioM, HEOOXOJIMMO YTWJIM3UPOBATh (XPaHUTh W TPAHCHOPTUPOBATh) B
coorBerctBur ¢ CanlluH 2.1.3684-21 “CaHuTapHO-3>INIEMHOJIOTHYECKHIE
TpeOOBaHUS K COJEPIKAHHIO TEPPUTOPUIl TOPOICKUX M CEIbCKUX MOCENICHHH, K
BOJIHBIM 00BEKTaM, MUTHEBOII BOJE M IMUTHEBOMY BOAOCHAOKEHHUIO, aTMOC(HEPHOMY
BO3IyXy, I0YBaM, JKHJIBIM IIOMENICHUSM, OKCIUTyaTalluHl IPOU3BOJCTBEHHBIX,
OOIICCTBCHHBIX ~ IIOMENICHUI], OpraHM3alii ¥  IPOBEJCHUIO  CAHUTAPHO-
MIPOTUBOAUAEMUYECKUX (MPOPUIAKTUUECKUX) MEPOTIPUSATHIL .

Hencnone30BaHHbIE PEareHTHI, PeareHTHl ¢ HCTEKIIMM CPOKOM TOJHOCTH,
YITaKOBKa OTHOCSTCS K KJIacCy OIIACHOCTH MEIUIIMHCKHX OTXOMOB A.

PaznuThie mpoObl MK peareHThl HEOOX0AUMO YOUPaTh U Je3UH(UIIPOBATS,
HCTIONB3Ysl  Ae3MH(UIMPYIONME CpPEeICTBa B  COOTBETCTBUM C  MECTHBIMHU
TpeboBaHMAMN MeaumuHCKoro yupexaenus (CanlluH 2.1.3684-21 “CannTapHo-
SMUAEMHOJIOTHYECKHE TPeOOBAaHMS K COJACP)KAHHIO TEPPUTOPHH TOPOACKHMX U
CEeNbCKUX IOCEIeHUH, K BOXHBIM OOBEKTaM, INTHEBOM BOJE M HHTHEBOMY
BOJIOCHAO)KEHHIO, aTMOC(HEpPHOMY BO3MYXy, II0YBaM, OJKIWIBIM ITOMEIICHHUSIM,
9KCILTyaTallud TPOU3BOACTBEHHBIX, OOIIECTBEHHBIX MOMEIICHUH, OpraHu3alul U
IIPOBEJICHHIO CaHUTapHO-TIPOTUBOIHAEMIIECKIX (poIIIaKTHIECKHX)
MeponpusTHii”).

ITo BompocaM, KacalomMMCsl YTHIM3AIUH OSKCIIPecC TecTa, CleayeT
obpamatsest Kk OO0 «IIpodulla6Tecm»: 117246, r. Mocksa, Hayunsrit npoesn 1. 20
c. 2,9rax | mom. [ vacts kom. 13.

Be3onacHocTh MCHOJIb30BAHMS.

Kommamns OOO «IIpoduJla6TecT» moaTBepkAaeT, 4TO He MMela KaKUX-
100  M3BECTHBIX  MHIMACHTOB, WJIM  HEXCIATCNbHBIX  SBICHUH,  WIH
KOPPEKTHPYIOIINX JCHCTBHIA, CBSI3aHHBIX C O€30MaCHOCTHIO, B OTHOIICHHUH H3/CIHS
HaGop peareHToB 111 0OHApYKEHHUs PEarHOBBIX aHTHTEN B 00pa3liax ChIBOPOTKU
1 IIa3MbI KPOBH YeIOBEKa Uist fuarHoctiku cudumica «RPR-Carbon-IVT».

XapakTepuCTHKH TecTa

1) OrHocHTeNbHAS YYBCTBHTEIBHOCTD:

YyBCTBUTEIILHOCTH HA0Opa (OTpEeIeNIETCS 110 CTaHAAPTHOI MaHenn 00pas3ioB
MPEPUSTHSI, COEPKAIINX M HE colepKamux pearnnossie antutena (COIT-003),
Kak TPOLEHTHOE COJePKaHUE UCTHHHO MOJIOKUTEIBHBIX 00pa3IoB, ONPEeICHHbIX
HAbOPOM Kak mosoxutenbusie) - 100%.

JluarHocTrHueckasi UyBCTBHTENHOCTh Habopa peareHToB: 97,82% [96,29-
99,35%]] (c noBepHUTENILHOM BEPOATHOCTBIO 95%).

2) OrHocuTeNbHAs CIeHUPHIHOCTD:

Crennpuynocts Habopa (ompenenseTcs Mo CTaHAAPTHOH MaHenn 00pas3ioB
HPEANPHATHS, COASPHKAILNX U He cofepialiux pearnHoBble antutena (COIT-003),
KaK MPOLEHTHOE COJICPKaHWE MCTHHHO OTPHUIATEIBHBIX 00PAa3IiOB, ONPEACICHHBIX
HabopoM Kak otpurarenbabie) - 100%.

3 WHO International Standard, 1st IS for human syphilitic plasma 1gG and IgM, NIBSC code:
05/132

WrcTpykims no npuMeHeHuto sepeus 4.0

JuarHoctryeckas crnenuduyHocTs Habopa pearentoB: 100% [99,35% -
100%] (c moBEpHTETBHOH BEPOATHOCTBIO 95%).

D ekt «po30Hb» He HabmoaaeTces 10 Tutpa 1/128.

3) AnaiauTudeckasi cieupuIHOCTH

Amnanutudeckas CHeIUGHYHOCTh ObUIA OLCHEHA IIPH HCCICIOBAaHUU
00pa31oB, CoAepKalINX CIeAyIONHe TOTCHIINATFHO HHTEP(EpUPYIOLINE BeIIecTBa
B YKa3aHHbBIX KOHIIEHTpALUAX: OHInpyOuH (B koHIeHTpauuu 0,2 Mr/Mit), TMIHABL (B
koHIeHTpanuu 10 wmr/mi), remornoOouH (B KoHmeHTpanuu 10 mr/mim), wmm
peBMaToHIHBIH hakTop (B koHneHTpanuu 300 ME/vin), u coctaBuna 100%».

4) AHaIMTHYeCKasi YyBCTBUTEJIbHOCTH (TIOPOT 00HAPYKEHMS):

Amnanutudeckast 9yBCTBUTEIBHOCTD (IIOpPOr OOHApy keHHUsI) ObLIa OIEHEeHa C
HOMOIIBI0 pedepencHoro Matepuana’ u cocrapuna 0.19 ME/mi.

5) IloBTOpPSIeMOCTH U BOCIIPOM3BOIUMOCTH

IToBTOpsieMocTh ObLIa OIeHEeHa BHYTpUCEpHUiiHO Ha obpasunax COII-003 (8 10
noBTopax), RPR-nmo3utus xonTposns (B 10 moBropax) u RPR-Heratus xoHTpOIs (B
10 nostopax), u cocraBuia 100%.

BocmponsBoauMocTh Oblila OLieHEHa MeKcepuitHo Ha obpasiax COIT-003 (B
10 moTopax), RPR-nmo3utus xonTposns (B 10 nosropax) u RPR-HeraTus koHTpOIIS
(B 10 nmoBTopax), u cocrasuia 100%.

Caeennst 00 0CTaATOYHBIX pHCKAX

Amnamm3 puckoB HaGopa pearenro «RPR-Carbon-IVT» Gbur mpoBenen B
cootBetcTBun ¢ 1SO 14971 komnektuBom crenunanuctoB OO0 «IIpoduslabTecty,
CBSI3aHHBIX C Pa3pabOTKOM, POM3BOJCTBOM ITHX TECTOB, BKIIIOUAs IIPEACTaBUTEIICH
Ortzena KOHTpOIISI KadecTBa U OTzes1a HOPMAaTHBHO-TIPABOBOTO PETYJIMPOBAHHSL.

BoJIBIIMHCTBO PUCKOB, CBA3aHHBIX C paboToli Habopa peareHToB, ObLIM
CHIDKEHBI JI0 IPUEMJIEMBIX YPOBHEH € IIOMOIIBIO aHAJIM3a XapaKTePUCTHK IIpoLecca.

Hndopmanus o nmopsiake o6padoTKH MeIHIHMHCKOrO M3AETHS s €ero
NOBTOPHOIO HCIOJIL30BAHMSA.

Habop pearentoB «RPR-Carbon-IVT» He MHOMNICKHT HOBTOPHOMY
HCIIOJIb30BAHUIO.

TexHnyeckoe 00CTy:KHBAHHE H PEMOHT

JlaHHOE M371eIIHe HE TIOUISKHUT TEXHHIECKOMY 0OCITY’)KHBAHHIO i PEMOHTY.

MeToab! cTepHIN3ANUT H3AeTUs

W3nenme He TpeOyeT CTepHIN3aIIH.

IIporpammHoe o0ecnieyeHre padoThI U3ACIUS

OTCyTCTBYET.

YcaoBus oTmycka

JInst yapexkaeHni 3paBoOXpaHeHHS.

Pexsnamanuu

B ciyyae BO3HHKHOBEHHS KaKHX-THOO MPETEH3WH K KadeCTBY WIH
KOMILIEKTHOCTH TeCTa oOpamiaiitecs K BalleMy IOCTABIIHKY YJIH HEIIOCPECTBEHHO
B kommanuo OO0 «IIpoduslabTect»:

00O «IIpodullabTecT»

117246, r. Mocksa, Hayunslit mpoesn 1. 20 c. 2, 3tax 1 mom. | wacTs kom. 13

Tel.: + 7 (495) 19 0000 5

e-mail: info@expressm-test.ru

I'apanTin npon3BoguTe s

ITpousBoncTBo UMeeT cepTHHHUIUPOBAHHYIO Ha COOTBETCTBHE TPEOOBAHUIM
MexayHapoaHoro cranaapTa ISO 13485:2016 cucteMy MEHEIKMEHTA KaueCTBa.

HaGop peareHTOB [yl OOHAapy>KeHHs pEardHOBBIX aHTHTENI B 00pasmax
CBIBOPOTKH U ILIa3Mbl KPOBH Y€JIOBEKA sl AMArHOCTUKH cuduuca «RPR-Carbon-
IVT» coorBerctByer HammonansusiM — crangapraMm P® u  HOpMaTHBHBIM
JIOKyMEHTaM B YacTH TpeOoBaHuit 6e3onacHocTd  ddpexruBHOCTH (cM. CBEeneHus
0 HopMaTuBHOH nokymeHrtaiuu). ['apantus OOO «IIpopusla6Tect» neiicTByer
TOJBKO MPH YCIOBHH, YTO HAOOp PEareHTOB HCIOIb3yeTCs B COOTBETCTBUH C
HHCTPYKIMEH 10 NpHMEHEeHHI0. Bce mpenynpexaeHus, conaepkalipecss B
HMHCTPYKIUHK TI0 IPUMEHEHHIO, CIIeAyeT CUUTaTh HeOOXOAUMON JacThIO FapaHTHU.
000 «IIpoduladTect» obecnieynBaeT rapaHTHIO Ha CBOU U3AENUS 10 1aThl «[ oneH
J10», yKa3aHHO Ha yIaKoBKe.

B ciydae BBIIBIICHHS KaKHX-THOO 1e(EKTOB yIAKOBKU MM CaAMHX H3/EIHI,
a TaKKe IO BOIpOcaM, KacalomUMCsl KadecTBa M OOpalleHus HaOopa pearcHTOB
«RPR-Carbon-IVT», ciexyer obpamiarscs 1o angpecy: 117246, r. Mocksa, Hayusbrii
mpoe3q a. 20 c. 2, stax 1 mom. I gacte kom. 13, OGmectBo ¢ OrpaHHueHHON
OrtsercrBenHocThiO "[Ipodusla6Tect" (OO0 "TpodutlacTect"); Tem. 8495190-00-
05.

HaG6op peareHToB [uist 0OHApYyKEHHsI pearnHOBBIX AHTHTEI B 00pa3iax ChIBOPOTKH H IJIa3Mbl KPOBH YeJIOBEKa JUIsl THArHOCTHKH cudunca «RPR-Carbon-IVT»

000 «IIpodulacTect»



