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Ha0op peareHToB BHIIyCKaeTCs B TPeX KOMILIEKTaX:

koMIuekT Ne 1 paccuutan Ha npoBexenue 96 (onuH pa3OOpHEIA IIIAHNIET) OMpPEIEICHUH, BKIIOYas
KOHTPOJLHEIE, PeIHa3HAYeH Ui PyIHOM MOCTAHOBKY C BO3MOMKHOCTBIO JPOOHOTO HCIIONB30BAHUS
Habopa WK JUIT OJHOBPEMEHHON IIOCTAHOBKH 96 OIpEICICHU HAa aBTOMAaTHYECKUX aHAIM3aTOpax
JUIS. IMMYHO(Q)EpPMEHTHOTO aHAJIX3a OTKPBITOrO THIIA,

xoMmIniekT Ne 2 paccunrtan Ha mpoBencHue 192 (nBa pa30OpHBIX IJIAHIIETA) OIPEICTCHUMN, BKIFOYAs
KOHTPOINBHEIE, IPEAHa3HAYEH sl PYIHOM IIOCTAHOBKH ¢ BO3MOKHOCTBIO JIPOOHOTO HCIONb30BaHHs
Habopa WM Ui OJHOBpeMeHHO#H mocTaHOBKH 192 (96 x 2) ompexpencHuil Ha aBTOMaTHYECKUX
aHanM3aTopax il UMMYHO(EpMEHTHOIO aHAIM3a OTKPLITOTO THIIA,

koMIUTeKT Ne 3 paccumran Ha nposeacHue 480 (mATh pa3OOPHBIX IJIAHIIETOB) ONpPEICITICHUM,
BKIIOYAs KOHTPONLHBIE, NpEJHA3HAYeH [Isi PYYHON IOCTAHOBKH C BO3MOXKHOCTBIO JPOGHOTO
HCIIONB30BaHMA Habopa WM U1 OJHOBpeMeHHOW mocTtaHoBKH 480 (96 x 5) ompenerncHud Ha
aBTOMATHYECKHX aHAIM3aTOpaX Ul MMMYHO(EPMEHTHOIO aHaIM3a OTKPHITOTO TUIA.

I. HABHAYEHHME

HaGop peareuros «JC-U®A-HCV-ATAT» - TecT-cucTeMa HMMYHOQEPMEHTHAs UL
OTHOBPEMEHHOTO BBISBJICHHS AHTHIeHA W aHTHTe]T K BHpYycy rematuta C B CHIBOPOTKE (IUIa3sMe)
KPOBH YeJOBeKa. PexoMeHayercss UIs IIEPBUYHOI 71ab0OpaTOpHOM auarHoCTHKA remartuta C H
o0creoBaHus JOHOPOB KPOBH.

II. COCTAB HABOPA PEATEHTOB «/IC-U®A-HCV-AT'AT»
Tabmuma 1

®opMma BEIITYyCKa

XapaKTepUCTUKH PearcHTOB
P P p Kommiexr 1 | Kommext 2 | Kommmiekr 3

NmmyHOCOPOEHT - ITAHIIET IIOJIACTHPOJIOBBINA
96-myHOUHBIH  pa30OpHEIA, B  JIyHKaX  KOTOPOTO
COpOMPOBAHBI: CMECh PEKOMOMHAHTHBIX AHTUTCHOB BUPYCa
renatata C — core, NS3, NS4, NS5, © MOHOKJIOHAJIEHEIE
aHTHTENIa K aHTATeHY Bupyca renatura C.

1 2 5
HJIaHmeT IJiagmeTa IIJTAaHIICTOB

Konsprorar-1, >KMAKHH — MOHOKJIOHAJIBHBEIE AHTUTENA K
anTUTeHy BHpyca rematuta C, KOHBIOTMPOBAHHEIE C
OHMOTHHOM. 1 ¢pnaxon 1 pnaxon 1 ¢pmakon
IIpo3padnass WiId ciierka onajecnupyromas OecuBeTHas 0,8 M 1,5 M 4,0 M
WA  CBETJO-KEITOTO I[BETa JKUAKOCThb, JOILyCTHMO
HaymIre aMopQHBIX 00pa3oBaHUil

Konrwrorar-2, XuaKuiik — CMeChb  CTpENTaBUAUHA,
KOHBIOTHPOBAHHOTO  C  IEPOKCHIA30l  XpeHa MU
MOHOKJIOHQJIBHBIX ~ aHTUTEI K  HMMMyHornoOymuHaMm | 1 ¢uaxon 1 ¢makon 2 (pmaxoHa
4yenoBeKa, KOHPIOTMPOBAaHHBIX € IIEPOKCHIA301 XPEHa. 1,5 M 3,0 M o 3,0 ma
[Tpo3padnass wim cjierka onajlecHupylomas OeclBeTHas
WM CBETJIO-KEJITOTO IIBETA XKUAKOCTD.

K+aT (KOHTPOJBHBIN MOJOXKUTEIBHBIN 00pa3er aHTHTEN),
KUAKUH — CBHIBOPOTKAa KpPOBH 4YEJIOBEKA, CoepiKamias
aHTHTeNa K BUpycy rematuta C, He comepiKallas aHTUIeH
Bupyca rematuta C, HBsAg, p24 BHY-1, anturena x
BHU-1,2, uHaKTUBUPOBAHHAI.

ITpo3pavHas WM CJETKa OHAJCCHUPYIONAas OPaHKEBOI'O
[BETA KUIKOCTb.

1 ¢uaxon 1 ¢naxon 1 praxon
1,0 Mo 2,0 M 4,0 Mmn

K+ar (KOHTPOJIBHBIA MOJOKHUTEIBHEINA 00pa3el] aHTUIeHa),
KUAKHMMA - OUMINEHHBIA PeKOMOMHAHTHLIA aHTUIE€H BHpYca
rematuta C, HE coJepXamuil aHTUTENda K BHPYCY
rematuta C, HBsAg, p24 BUY-1, antnrena x BUY-1,2,
MHAKTABAPOBAHHBIN.

ITpo3pauHas wWiIu clerka OHNAIEeCHMpYIOIas MaIHHOBO-
KpacHOI0 11BETA KUIKOCTE.

1 dpnaxon 1 praxon 2 ¢makonHa
1,0 Mn 2,0 M 1o 2,0 M
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K- (KOHTpOJBbHBIN OTpHLATENbHBIA 00pasen), XUIKAA -
CBIBOPOTKa KPOBH 9EJIOBEKa, HE COJAEpKallasd aHTHTEla K

supycy remarura C, amrturena x BUY-1,2, p24 BHUU-1, | 1 dnaxon 2 ¢akona | 3 dnaxkoHa
HBsAg; nHaKTUBAPOBaHHAas. 2,0 M o 2,0 M1 o 2,0 mu
ITpospaunass WM CJIeTKa ONAIECIMPYIOMAs 3€IEHOrO
IIBETA XKUJIKOCTb.
PPK-1 - pacTBOp AJIst pa3Be/ieHNs KOHbIOrara-1.
IIpospadnas Wi ONAJCCHUPYIOMAas OpamkeBoro nsera | 1 Qiakon 1 pnakon | 2 ¢makona
JKHJKOCTB, HOIYCTHMO HATWYME OcCajKa WIH aMOpQHBIX 8,0 mu 15,0 mn o 20,0 M
o0pa3oBaHuil, HCUE3AFONUX IIPU B30ANTHIBAHNH.
PPK-2 - pacTBOp sl pa3Be/ICHAS KOHbBIOraTa-2. 2 ¢akona
ITpo3payHas wiM clierka onajecu ast J)KeJITOro I(BeTa o 30,0mi
)I(II/)II[KIC))CTL, JIOITyCTUMO oGp%OBaI:{HI;y(I)(::I;;Ka. : 1 praxon 1 praxon W
15,0 M 30,0 M
1 pmaxon
60,0 M1
ITIP -~ xommentpar ¢ocdaTHO-cONEBOro OydepHOro
pactBopa ¢ TBHHOM (D CB-T).
[Ipo3paudas WM Ccjerka omanecuupyromas OecuBeTHas | 1 ¢axoH 1 ¢praxon 2 ¢rakoHa
WIH CBETIO-KEITOr0 I[BETa JKHAKOCTh, JOILYCTHMO 50,0 mix 120,0 M1 | mo 120,0 mn
o0pa3oBaHue 0Ca/Ka, MOJHOCTBHIO PACTBOPSAIOMIErOCS IPU
temueparype ot 35 10 39 °C u BCTpIXUBAHUM.
Cb - cybcrparsbiit OydepHBII pacTBOp, COAEpIKAIIMA
JHMOHHYIO KHUCJIOTY, alleTaT HaTpus, pacTBOp mepekucH | 1 ¢raxon 1 ¢pakon 2 ¢naxkoHa
BOJIOpPO/IA. 15,0 M 25,0 M1 no 50,0 M
[Tpo3paynas OecriBeTHas JKUIKOCTE.
TMB - pacTBOD, conepxamuii 3,3',5,5'-
TeTpaMeTUI0eH3UINH-TETHAPOXIOPHUI. 1 ¢aakon 1 durakon 2 ¢1akoHa
[Ipo3paunas OeciBeTHass WIM MypIypHO-PO30BOIO IBETA 1,5 M 2,5 mn o 3,5 mn
KHJIKOCTD.
Crol-peareHT - pacTBOP CEpHOM KUCIIOTHIL. 2 ¢makoHa
ITpo3paunas GecuBeTHas )KAIKOCTb. 1 paxon 2 fraxoma o 50,0 M
250M1 | mo 25,0 M -
1 makon
100,0 M

HaGop xoMILIeKTyeTcsl TOTOBBIMH peareHTaMH HJIH KOHINEHTPHPOBAHHBIMH pacTBopamu. Mmeerca
nBeToBasi KoAMpoBKa peareHToB. HaGop ymakoBaH B KOPOOKY KAPTOHHYIO, KyAa BKJIaJbIBAETCH

HHCTPYKUHA IO NPHMECHCHHIO.

Kommnekr 1 | Kommext 2 | Kommekr 3
KprImka K moJmcTUPOIOBEIM 96-TyHOUHBIM
P p YH 1 mr. 2 mT. 5 mr.
IJIaHIIETaM HJIH
3anuTHAS IUIEHKA JIIS IDIaHIISTOB 2 mmT. 4 mrT. 10 mT.
JlonomHUTETHHO
OHOpa30Bbic HAKOHCYHUKHA 16 mrT. 32 mrT. 80 m.
Habop Moxer IliacTiKoBas  BaHHOYKA KUK
JIaCTH BaH TIst ux
OBITBH 4 o 2 mIT. 4 1. 10 mT.
peareHToB
YKOMILIEKTOBAH
ITnacTukoBass CKpemka M1 3aKpBIBAHUS
nakera C  HMMYHOCODOEHTOM  WIIH 1 mrT. 2 mr. 3 mT.
[OJMATHIICHOBEIA MaKeT ¢ 3aMKoM zip-lock.




III. AHAJIUTAYECKHUE U JUATHOCTHYECKUE XAPAKTEPUCTUKH HABOPA
AHAJUTHYECKAS YYBCTBHTEJIHLHOCTH

Jlins oneHku gyBeTBUTENbHOCTH Habopa peareHTOB «{C-MDA-HCV-AT'AT» 110 BHIABJICHUIO
aaTAreHa BHpyca rematuta C OBUIM WCIIONB30BAHBI PAa3IMYHBIE KOHIEHTPALMH PEKOMOWHAHTHOTO
apturena pupyca rematura C (OO0 «HIIO «/lmarHocTHueckme cucteMs», Poccus). Ilokasarens
YYBCTBUTEJILHOCTH TECT-CHUCTEMBI COOTBETCTBYET HAWMEHBINIEMY KOJIMYECTBY AaHTHICHA, KOTOPOE
OTIPeeISIeTCS TaHHON TeCT-CHCTEMOM.

Ilpemen  UYBCTBUTENBHOCTH  TECT-CUCTEMBI IIPM  ONpPENEJICHMH  aHTUIeHAa  BHpyca
renatura C - 1,0 5Hr/MIL.

J{HarsocTuvdecKkas 9yBCTBUTEIBHOCTH
JlmarHocTHYecKas — 9yBCTBHTENbHOCTH  Habopa  pearenToB  «JJC-MPA-HCV-AT'AT»
OICHUBAJIACH MIPU TECTHPOBAHUU:
1. OGpa3uoB CHIBOPOTOK KPoBH OT 606 narmeHToB, HHGUIKIpoBaHHHIX renatutoM C - 100%.
2. 19 KOMMEpPYECKHMX CEPOKOHBEPCHOHHEIX IIaHEJEH CBHIBOPOTOK KpPOBH  YCIIOBCKa,
(SeraCareLife Sciences, Inc., CIIIA; Zeptometrix, CIIIA). Pe3ynsTaTsl npeacTaBaeHE! B Tabmmre 2.

Tabnuma 2
JIau no BesiBieHus HCV ¢ nepsoit UsMenenne
KpOBO/Ia4H CEepPOIOTUIECKOTO
okHa 11 JIC-DA-
Haners Tenoman® | oy Anti-HCV TIC-UDA- HCHV-AIIEAT B
PCR* | Ortho HCV 3.0* | HCV-ATAT** | cpaBHEHHH C TECTOM
Ha agTH-HCV , mH1I
9041 ND 24 62 24 -38
9044 ND 0 25 0 -25
9045 ND 0 41 0 -41
9047 ND 0 28 0 -28
6212 1 0 23 32 9
6213 ND 15 43 30 -13
6214 1 0 32 0 -32
6215 la 0 20 0 -20
6222 ND 17 40 17 -23
PHV901 la 65 97 | 0 -97
PHV917 2b 20 85 20 -65
10003 3 26 All negative 30
10008 la/1b 9 All negative 15
10016 2 43 All negative 47
10020 la 25 All negative 25
10021 la 35 All negative 37
10023 la 39 All negative 42
10029 1 48 All negative 48
10051 1b 36 All negative 38
perace, i, 13 45 11 34
11 manenen
Cpennee, AH, 71 71
19 nanenei

*. pe3yJIbTaThl U3 HH(POPMALMOHHEIX JIHCTOB HA CEPOKOHBEPCHOHHEIE TIAHEH
** _ pesynbrathl HI1O «/IHarHoCTHYECKHE CUCTEMBIY
ND — He onpejeneH



o 11 maremsM «JC-UDA-HCV-AT' AT» seiseiasier HCV-nadexmmio B cpenneM Ha 34 aHs
paHee, YeM TeCT I BEIABIEHUS TonbKo anTHTeN K HCV.

3. BBIo mpoTecTHpOBaHO 58 CHIBOPOTOK KpoBH ¢ H3BecTHBRIM renotunom HCV.
PacnpeiesieHue 0 TEHOTHIIAM IIPEeICTaBIeHO B TabmmIe 3:

Tabmuma 3
T'enoTun 1 la 1b 2 2a 2b 2c 3 3a
KommaecTBO 00pasiios 3 7 25 2 1 1 3 8 8

Bce nannsie 00pasinl 0bumu mo3utHBHEIMHA B «[JC-PA-HCV-AI'AT»: 100% 9yBCTBHUTEIHHOCTS.

Coenu¢uaHOCTH

CrenuduUHOCTs II0 PE3yJIbTATAM HCCIIE0BAHMA Ha CIydaiiHol BeIOOpKe B KomdecTBe 5005
JoHOpPoB cocTaBmia 99,81%. Ilpu mcciaenoBaHUE BBHIOOPKH JOHOPCKHX CHIBOPOTOK, COCTOSIIEH M3
1466 06pasIioB, MOTyYeHHbIH MOKa3aTeNs crenudmaaocTa cocTaBui 99,86%.

BhIna mpoTecTHpoBaHa manelns u3 520 00pa3loB CBIBOPOTOK KPOBHU MAIMCHTOB, COCTOSINAS M3:

e 200 06pa3loB CEIBOPOTOK KPOBH, COACPXKAIINX aHTHTENA K BO30yaMTeNsAM renartuta A, B,

BHY1,2, repnieca, cuguiinca, XJIaMuIu03a;

e 20 06pa3LoB CHIBOPOTOK KPOBH, COICPIKAIINX PEBMATOMIHBIA (QakTop;

e 300 00pa3noB CHIBOPOTOK KPOBH, B3ATHIX OT OEPEMEHHBIX MKEHIIHH.

Cnenupuanocts Habopa coctaBuna — 99,5%.

TouHOCTH
BuyrpucepuiiHas BOCHPOM3BOJVMOCTh aHanImM3a Obula  OINEHEHA MpPH  TECTUPOBAHUU
3 MONOXKUTENHHEIX 00pasios B 8 moBropax Ha Habopax peareHToB «J{C-UPA-HCV-AT'AT» onHo# u
Toit xe cepun. KoaddurmenT Bapranmy He IpeBsmal 6,9%.
Mexcepuiigas  BOCIPOM3BOAMMOCTG  aHalW3a ObUla  OIEHEHA TpPH  TECTUPOBAHHMHU
3 OJOKUTENBHEIX 0OPA3IIoB B TedeHue 3 qHei 2 pasHbIMU onepaTopamu. KosduuueHT Bapranuy He
npessiman 9,5%.

IV. MEPBI IPEJOCTOPOXHOCTH
JIOCTOBEPHOCTD pE3yIbTATOB 3aBHCHT OT IIPABHJIBHOIO BBEIIOJIHEHHS CIIEAYIOUMX IPABUT
71a00paTOPHON PAKTUAKH:
e Tlocranosky MDA cieayer IpoBOIUTh B MOMEIIEHUH ¢ TeMIepaTypoi ot 18 no 24°C.
e Henp3s HCOIB30BATE PEAreHThl ¢ HCTEKIIHM CPOKOM I'OAHOCTH.
e Henpss HMCHOONL30BaTh PEareHTH M3 HA0OPOB Pa3HBIX CEpPUN WM CMEIIUMBATE HX IpU
TIPUTOTOBIICHIH PAaCTBOPOB, KPOME:
o mecrerupuaeckux komnoneHToB (IIP, Cb), koTopele B3aMMO3aMEHSIEMBI BO BCEX
tect-cuctemMax npousBoactea OO0 «HIIO «/uarsocTHIeCKUE CUCTEMBIY,
O CTOM-pearcHTa, KOTOPBI MOXXET OBITh B3aMMO3aMECHSIEMBIM B 3aBHCHMOCTH OT
MOJISIPHOCTH PacTBOPA;
O JIpyrHe pearcHTH Takke MOTrYT OBITh B3aMMO3aMECHSIEMBIMH JIISl IIOCTAHOBKH B
GonpmmHCTBE TecT-cucreM mpousBogactBa OO0 «HIIO  «/lmarHocTmdeckue
CHCTEMBIY.
o 3a Gonee meTadbHON MHpOpPMaIMel OTHOCHTEIBHO APYTHX PEareHTOB 0OPaTUTECh B
HAITy cIyk0y MOIIEPIKKY MOJIb30BaTelelt N0 Tenedony GecruiaTHol maun 8-800-
555-0300 (106 7606, 7655) nmu mo E-mail: info@npods.nnov.ru.
e Tlepesn MCHONB30BAHMEM BCE PEArcHTHl BBIIEPXKATh IIPH Temmeparype oT 18 1o 24 °C B
tedeHue 30 MuH.
e Pafoune pacTBOPHI TOTOBUTH OCTOPOIKHO, HCKITIOYas KaKOe-IHO0 3arpsisHeHHeE.



Heb3s IPOBOAUTE TECT B IPUCYTCTBUH PEAKTHBHBIX IAapOB (KUCIIOTA, MEN0Yb, albIETHIb)
WM TBIIHM, KOTOPBIE MOTYT HOBJIMATH HAa aKTUBHOCTh KOHBIOTATOB.

JIaGoparopHas mocya JI0/DKHA OBITh TINATENBHO IPOMBITA; MPEIIOYTUTEIHHO TPAMEHCHNAE
MaTepHAIOB OJJHOPA30BOT0 UCIIOIB30BAHUS.

Ilepes WCIONB30BAHUEM IUIACTUKOBBIE BAHHOYKH JJId JKMIKHX DPEareHTOB OIOJIOCHYThH
BOIOM mucTHUIHpoBaHHOW. Ilocyay it paGoTel ¢ CyOCTpaTHOH CMECHIO (BaHHOYKH,
(IaKoHHI ¥ T.1.) B ClIydae MOBTOPHOTO KCIIOIB30BAHMSA HEOOXOAMMO Cpasy mociie pabOTH
IPOMEITH BOJIOM JMCTIIUIHPOBAaHHOM, 3atem 70% pacTBOpOM 3THIIOBOTO CIHMpTa H
OIOJIOCHYTH BOAOU JUCTUIUITAPOBAHHOM.

HMMMyHOCOPOEHT JOMYCKAeTCsl XpaHUTh B IPOMEKYTKAX MEKAY OTAEIbHBIMHA ONEPAUIMHU
He Gomnee 10 MuH (HENB3S AOMYCKATh BEICHIXaHUS JIyHOK IUIAHIIETA).

depMmenTHas peakius 0co00 UyBCTBHTENbHA K HMOHaM MeTawioB. Hems3s jomyckath
KOHTAKTa METAIINYECKAX IIPEIMETOB ¢ PaCTBOPaMi KOHBIOTATOB WM cyOcTpara.
Heo6x01uM0 HCIIONB30BAaTh HOBBIM HAKOHEYHHK I KasKA0To 0Opasia.

[IpoMBIBKA JIyHOK - BaXHBI OTalm B JaHHOM mpolexype: HEOOXOAUMO cOOIOIATh
PEKOMEHIOBAHHOE KOJUYECTBO ITUKJIOB IPOMBIBKM M YOEIUTHCS, YTO JIYHKH IIOJHOCTBIO
3aTIONHAIOTCS, HE JOIYCKATh OCTATKA KUIAKOCTU B JIyHKaX IOcJe IPOMBIBKY. HernpaBuibHO
NPOBEICHHBIN 3TAIl IPOMBIBKH MOXKET IIPUBECTH K HETOYHBIM pe3yIbTaTaM.

Henp3s BCIIONB30BaTh OJHY H TY K€ €eMKOCTH [IJI IPATOTOBJIEHN KOHBIOraTa 1 pacTBOPOB.
Heo6x0aMO0 ACIIOIE30BaTh TOJIBKO BATHANPOBAHHBIE TUIIETKH U 000PYI0BaHHUE.

Henp3st H3MEHATH MPOLIEYPY IPOBEIEHUS aHAIM3A.

Heo6x0auM0 KCIIOIB30BaTh BOAY BBICOKOIO KaueCTBa.

Henp3s mojsepraTh peareHThl BO3ACHCTBUIO BBICOKOW TEMICPATyphl WM IPAMOTO
COJIHEYHOT'O CBETA.

V. AHCTPYKIHUU 11O BE3OITACHOCTH

Bce pearenTsl Habopa npeAHa3HadeHBI U JUaTHOCTHKH “in vitro™.

CEIBOPOTKM (ILTa3Mbl) KPOBH YENOBEKA, HCIIONB3yeMble Hpu mpurotoBnennn K-, ObUM
NPOTECTUPOBAHEL ¥ OTIPE/IEIICHEl HEPEaKTUBHBIMY B OTHOIIEHWH IIOBEPXHOCTHOTO aHTHICHA
supyca remarura B (HBsAg), anturesa p24 BUY-1 u anruren  renatuty C u BUY-1,2.
CrIBOpOTKH (TUIa3MBl) KPOBH YETOBEKA, UCIOIb3yeMble IPH HMPUroTOBIeHHH K+at, ObUIM
IIPOTECTUPOBAHLI M ONPEAEIICHE HEPEaKTUBHBIMY B OTHOLIEHHH ITOBEPXHOCTHOTO aHTHTCHA
supyca remaruta B (HBsAg), anturena p24 BUY-1 u anturen xk BUY-1,2.

IIpu pabote ¢ pearentamu Habopa (K-, K+ar, K+ar,) # BccneayeMeIMu 006pasnaMu HY>KHO
o0palmaThest Kak ¢ MOTEHINATEHO OIACHBIMH MaTepralaMu, T.K. HU OJIUH W3BECTHBIA METO]|
TECTHPOBAHHS HE MOXET rapaHTUPOBATH OTCYTCTBUE HH(EKIMOHHBIX ar¢HTOB.

B moMEmEHMH ¢ MMMYHOIWAHOCTHYCCKAMH MaTepHalaMy Heb3s YHOTPEOIATH MHUILY,
[IUTh, KyPUTh, IPUMEHSITH KOCMETHKY.

Henw3s nuetpoBaTs proM.

IIpu pabore ¢ IOOBIM 00OPYIOBAaHMEM, KOTOPOE KOHTAKTHPYET C WCCISHyeMbIMU
obpasuamu Heo6X0 MO 00pamaThes Kak ¢ IOTEHIUAILHO ONACHBIMH MaTepHanaMu.

Ilpu paGore ¢ HabOpOM PpEareHTOB M HCCIeJyeMBIMH OOpaslaMu HeoO0X0IuMO
WCTIOJIB30BATh CIEll. OJEKAY U OJHOPA30BHIC IIEPUATKH, TINATENLHO IIPOMBIBATH PYKH MOCTIC
paboTHL ¢ HUMU.

Heo6x0miMo H36eraTh pacILieCKHBaHUS 0OPa3IoB MM PACTBOPOB, COAEPIKAIIUAX OOPasIlbL.
[Ipy pacIleCKMBAaHMM HEMEICHHO AC3MH(UIMPOBATh HOBEPXHOCTH 3% PpacTBOPOM
xyiopamuHa b.

Heobxomumo wm3beraTh KoHTakTa cyOcTpaTtHOro Oydepa, XpOMOIreHa, CTON-peareHTra ¢
KOJKEH U CIIM3UCTHIMH.

[locie mpoBemeHHs (EPMEHTHON peakiuu HeoOXOQuMO  HEHTpammM30BaTh u/um
ABTOKJIABUPOBATH PACTBOPHI, OTXOIBI MM JIOOHIE XUIKOCTH, COJEpKAIINe OHOTOTHIECKHE
o0pasIel 0 c6poca B KaHANM3ALMIO. TBEpIble OTXO/BI (HCIOJNb30BAHHBIC IUIAHINICTEL
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HaKOHEYHHMKH K Ho3aropaM, (jakoHBI, TabopaTOpHas IOCYJa, OJHOPA30BHIE IEPYATKH U
T.1.) JOJDKHBEI OBITH 00e33apakeHbl IOTpykKeHHeM B 6% pacTBOp MEPEKHCH BOAOpPOIA C
0,5% cHHTETHYECKOr0 MOIOIIETo cpeAcTBa Wik B 3% pacTtBop xmopamuHa b. /[murensHocTs
nesuHpekmn — He MeHee 1 4. JIOIycTMMO IPUMEHEHHE [PYroro paspenieHHOro X
OPAMEHEHHNIO [e3UH(UIMPYIOMEro CcpeAcTBa. IBEpABIE OTXOABI TaKXKe  CIEAyeT
00e3BpeXMBaTh aBTOKJIABHPOBAHUEM B Te€UeHME Yaca NpH Temneparype or 124 mo 128 °C
nox gasienneM 1,5 kI'c/om’ (0,15 MITa). XKuykure 0TXOIB! (IIPOMBIBOYHBIE BOJBI) CIEAYET
obe3sapaxkuBarh no0aBlIeHreM CyXoro xiopamuHa b u3 pacdera 30 r/n (AIMTENBHOCTH
ne3suHpeKI — He MeHee 2 Y) WIM KunsdeHueM B Tedenue 30 MuH, WIH
ABTOKJIABHPOBaHWEM B TedeHwe 1 u mox fasieHmeMm 1,5 kI clom” (0,15 Mlla) mpm
temneparype or 124 jgo 128 °C. WucTpyMmeHTH H 000pymOBaHME A0 U Iocie paboThl
HeoOxouMo mpoTupaTh 2 paza 70% 3THIIOBBIM CIIEPTOM.

Xi  Hexotoprle pearentsl comepxkar 0,1% Ilpoxman 300. Ipoxmn 300 0,1% -
pasapakarommee BemecTBo. MoKeT BEI3BATh CEHCUOMIM3AIKIO IPU KOHTAKTe ¢ Koxeii. I1pu

KOHTAaKTe C KOXKEH IIPOMEITH 001acTh KOHTAKTa OOJIBIINM KOJIMYECTBOM MBbLIA U BOJIBL.

VI. HEOBXOJIUMBIE MATEPHAJIbBI U OBOPYAOBAHUWE, HE IIOCTABJIAEMBIE C

HABOPOM PEATEHTOB

o Boja mucTrinupoBaHHAS.

e ABTOMATHUYECKHE WIH I[IOJTyaBTOMATHYECKUE, DEryIupyeMBle WIA IIPeABAPUTENHHO
YCTaHABJIMBAEMbIE OJHOKAHANBHBIE WJIM MHOIOKAaHAJIBHBIC [HIETKH C WM3MEHAEMBIM
00BeMOM [T 0TOOpA KUIKOCTEH.

OnHOpa3oBBle HAKOHEUYHUKH K IUIIETKAM.

Tepmocrtatupyemsriii meiikep (37,0 £ 0,5) °C.

Tepmounkybatop MukporutanmerHsiii (37,0 + 0,5) °C.

ABTOMAaTHUECKUI MUKPOIUIAHIIETHEIN BOIIEP.

I'pamyupoBannsie THIUHAPHL: 25 M1, 100 mut, 1000 Mit.

MUKpPOIUTAaHIIETHEIN PHICP ¢ BOSMOXKHOCTHIO M3MEPEHUs onTtuieckoil mwiotHoctH (OI) npu

¢umbpTpax 450 HM u 620-680 HM.

e [Ipu mpoBeneHUW aHaIN3a HAa aBTOMaTW4YeCKOM aHanmm3arope Wi MDA Ha minaHmerax -
aBTOMATHYECKHI aHamM3aTop oTKphiToro tuma (Hanmpumep « TECAN Freedom EVOlyzer»
npou3sBojictBa ¢pupMer K TECANY)

e 3a Oomee perambHOM wuWHGpOpManmeii oOparuTech B Hamy CiIyX0y HOATEPXKKU
noJik3oBaresieit no tenedony OeciuiatHoi A §-800-555-0300 (n06 7606, 7655) wim 1o
E-mail: info@npods.nnov.ru.

VIL. OTBOP U ITOATOTOBKA OBPA3110B

C6op 00pa3iioB KpOBH JOJDKEH IPOU3BOIAMTHCS B COOTBETCTBHM C HAJJIEXKalled MpaKTUKON
METO/IOM BEHONYHKIMHU. /{JIsi aHA/IM3a MCHOJIb30BATh HEPa3BeJCHHYI0 CHIBOPOTKY HJIM ILIa3zMy.
OG6pasiiel, cojiepKaniie BUAAMBIE YACTHUIIHI CIIEAYET OCBETIUTh HEHTPUPYTUPOBAHUEM, T.K. YACTHIIBI
¢ubpuHa ® arperarbl MOTYT IIPHBECTH K JIOKHO-TIOJMIOKUTENbHBIM pesynbraTam. OO6pasusl ¢
BBHID@KEHHBIM OaKTepHaIbHBIM POCTOM, TE€MOJIH30M M THIEPIMIMIEMHEH MOTLYT JaTh
HeNpaBUIbHEIN  pe3ynbraT. OOpasmsl MOXHO XpaHHTh B COOTBETCTBHHM  TpeOOBaHMAMU
CYIIECTBYIOIMMX HOPMATUBHBIX JOKYMEHTOB. CBIBOPOTKY (IIasMy) HENb3s pasMOPaXUBaTh IIPU
temneparype Beime 40 °C m3-3a HecraOwiIbHOCTH aHTUreHa Bupyca remarura C. Hepomyctumo
IIOBTOPHOE 3aMOpakMBaHWe-pazMopaxuBanue oOpasnos. CieyeT OTMETUTh HECTAOUIBHOCTH KOP-
anruresa HCV mpu xpanenun naxe mpu — 40 °C?, TlostoMy 06pasmbl ¢ BEPOSTHHIM PAHHUM
nHumupoanreM HCV xenaTenpHO MCCIeN0BaTh KaK MOXHO PaHbIIE MOCIE 3a00pa KPOBH.
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VIII. IOAT'OTOBKA PEAI'EHTOB
1. PearenTsl, rOTOBbIE¢ K IPHMEHEHHIO:
e K+,1 - KOHTPOJIGHBIH ITOJIOKUTENIBHBIN 00pa3el aHTUTEN,
o K+,r - KOHTPOJIbHBIH TOJOKUATENBHEIN 00pa3el] aHTUIEHA;
e K- - KOHTPOJILHEIH OTPUIIATENBFHBIN 00pazel;
e Crom-pearexr.

2. PearenTnl, TpeOyronue NpeABapHTEILHOI0 NPHIOTOB/ICHHS

e Hmmynocopdent. Kaxnaprii miaHmer, cocrosmuid u3 12 CcrpumoB, yHakoBaH B
(GOMBrIpoBaHHEI HaKkeT. BCKPHITH (GOIBIMPOBAHHEIN IAKET M BHIHYTH IUIAHIIET. B3sTh
HE0OXOIUMO€E KOJIMYECTBO CTPUIIOB WIIK JIyHOK. Hencmonp30BaHHBIE CTpUIBI 6€3 paMKh
HOMECTHUTH 0OpaTHO B MakeT (He yIajisis CHIMKaress!) U TIIAaTeIbHO repMeTU3HpoBaTh. [
9TOro Kpail makera CleqyeT CBEpPHYTh 2-3 pa3za M 3aKpelMThb, HANEB CBEPXY CKPENKY JIs
(GONBTUPOBAHHOTO NHaKeTa HJIM IHOMECTHTh (OJIBIUPOBAHHBIA IIAKET CO CTPUITAMH B
HOJIMITHIICHOBEIN HakeT ¢ 3amkom Zip-Lock. ITociie BCKPHITHS NakeTa MMMYHOCOPOEHT
cTabuiieH B TedeHue 6 Mec. mpyu remueparype ot 2 no 8 °C.

e Pa6ounii npombiBounsbiii pacreop (IIP). Coxepxumoe GrakoHa ¢ KOHIEHTpaToOM (X 25)
IPOMBIBOYHOTO pPAcTBOpa TINATENBHO IepeMemars. JIis TNIPUTOTOBIEHHS pabO4ero
HOPOMBIBOYHOTO PacTBOpa HEOOXOAMMEIH 00beM KOoHLEeHTpara (X 25) HPOMBIBOYHOIO
pacTBOPa Pa3BECTH COOTBETCTBYIOMUM OOBEMOM BOJBI AUCTH/LIHPOBAHHOM (cM. Tadi. 4).
ITonyd4eHHBI pacTBOpP TIIATENBHO NepeMemars. Pabodmii HOPOMBIBOYHEIA PacTBOP,
IIOJITOTOBJIEHHEIM K HCIOJF30BAHUIO, XPAHUTH B UHCTOM IIOTHO 3aKPHITOM €MKOCTU B
teuenne 14 cyr. mpu Temmeparype ot 18 mo 24 °C wim 28 cyT. Ipu TeMmIeparype OT
2 o 8 °C.

e PaGounii pacrBop konbrwrara-1. Heo6xonumoe konmudectso PPK-1 nmepenectu B 4nCTHINA
¢nakon, m00aBUTH  COOTBETCTBYIOLIEEC  KOJIMYECTBO  KOHIEHTpaTa  KOHBIOTaTa-1
(xonmenTpar x 11) (cm. Tabi. 4) B OCTOPOXKHO IE€peMellaTh, He JIOIYyCKas BCICHUBAHUSI
(MHTEHCHBHOE TIepeMelllnBaHue He IpuMeHsTs!). Boiiepxkars pabouunii pacTBOp KOHBIOTaTa-
1 He Menee 10 MHH Npu KOMHATHON TeMIlepaType Iepes] MCIOIb30BaHUEM. XPAaHWTh HE
Oosnee 8 4 B 3amMIIEHHOM OT CBeTa MecTe Ipu Temmeparype oT 18 mo 24 °C B umCcTBHIX
¢daakoHax.

e PaGoumnii pacrBop konplorata-2. Heobxonnmoe xonmudectso PPK-2 nmepenectu B 9rcThIN
dmakoH, 100aBUTH  COOTBETCTBYIOLIEE  KOJIMYECTBO  KOHILIEHTpara  KOHBIOraTa-2
(xonmentpar x 11) (cM. Taba. 4) U OCTOPOXKHO IIEpeMeEINaTh, HE JOIYCKas BCIICHUBAHUS
(MHTCHCHUBHOE MTepeMeNTnBaHue He TPUMEHTH! ). Briaepikars paboduii pacTBOp KOHBIOTATa-
2 ue meHee 10 MMH TpU KOMHATHON TeMIleparype Iepe] HCIOJIb30BaHHEM. XpPaHHUTh HE
6omee 8 4 B 3amMIIEHHOM OT CBeTa MecTe mpu Temmeparype ot 18 mo 24 °C B 4HCTBHIX
(hr1akoHax.

e CyocrpatHas cmech (CC). Passectu HeoOxomumbii o6seM TMDB coorseTcTBYIONIMM
ooremom CB (cm. Tabm. 4). TmaTtenpHO NepeMemarh JO IIOJHOTO PacTBOPEHHS.
Cy6cTpaTHas CMeCh JO/DKHA TOTOBHTHCS MEPe UCIIONB30BaHNEeM. XPaHUTh He Oosee 8 U B
3aIUIIEHHOM OT CBETa MecTe Ipu Temieparype oT 18 1o 24 °C B uncTHIX (I1aKOHAX.

3. XpaHeHHEe HEHCNO0JIL30BAHHBIX PEAreHTOB.

Ilocne BeKpeiTHS — (UIAKOHOB W TIAKETA € MMMYHOCOPOEHTOM, OCTaBIOHMeCs He
HCIIOJIB30BAHHBIMA PEaTreHTH: MMMYHOCOPOEHT - XpaHuTh He Goiee 6 Mec; K+ar - Xpanute He Gonee
3 Mmec.; KoHbIoraT-1 (koHHmeHTpar X 11), Koubtorar-2 (konuenTpar x 11), K+ar, K-, PPK-1, PPK-2, TIP
(xommentpar x 25), Cb, TMB, crom-peareHT XpaHHTh BO (iakoHaX, 3aKPHITBIX BHHTOBBIMH
KPBIIIIKaMH, Ha MIPOTSDKEHUH CPOKA T'OTHOCTU TECT-CUCTEMBI IIPH TCMIICpATYpe OT 2 no 8 °C.
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IX. IPOBEJIEHUE AHAJIM3A

Mpumevanue: Iepex mcmoib3oBaHHEM BCe pPeareHThl Ha00pa BbIEPKATL B TedeHHE
30 mun npu remnepatype ot 18 10 24 °C.

Heo6xoauMbie 00hEMBI peareHTOB B 3aBUCHMOCTY OT KOJIMYECTBA UCIIONB3YEMBIX CTPUIIOB MK
IUTAHIIETa TPEeJICTABICHE B TA0IHIE 4.

Tabmuma 4
Pacxox peareHTOB Ha00pa B 3aBHCHMOCTH 0T KOJHYECTBA HCII0JIb3yeMbIX CTPUIIOB
npH py4Hoii nocranopke MDA

Pabounii . .
. PaGouwnit pactBOp Pa6ounit pacTBOp
Komna- IIPOMBIBOYHBIN CC
KOHBIOTaTa-1 KOHBoTaTa-2

YECTBO pactBop (IIP)

HCTIOJb- P Bona K : K 5

3yEMBIX et | O pPK-1 | OnPTETS | PP | TMB | CB

crpumos | (X25) (x11) (x11)

p poBaHHas (M) (Mm) | (M) | (M)
_ (M) (o) (mm) (M)

1 3,0 72,0 0,05 0,5 0,1 1,0 0,1 1,0
2 6,0 144.0 0,10 1,0 0,2 2,0 0,2 2,0
3 9,0 216,0 0,15 1,5 0,3 3,0 0,3 3,0
4 12,0 288,0 0,20 2,0 0,4 4,0 0,4 4,0
5 15,0 360,0 0,25 2,5 0,5 5,0 0,5 5,0
6 18,0 4320 0,30 3,0 0,6 6,0 0,6 6,0
7 21,0 504,0 0,35 3,5 0,7 7,0 0,7 7,0
8 24,0 576,0 0,40 4,0 0,8 8,0 0,8 8,0
9 27,0 6480 0,45 4,5 0,9 9,0 0,9 9,0
10 30,0 720,0 0,50 5,0 1,0 10,0 1,0 10,0
11 33,0 792,0 0,55 5,5 1,1 11,0 1,1 11,0
12 40,0 960,0 0,60 6,0 1,2 12,0 1,2 12,0

HCpCI[ HCIIOJIB30BaAHUCM I/IMMYHOCOPGCHT HEC HpOMI)IBaTB!

Ipoueaypa 1 - TepMocTaTHpPYeMBIH MeHKep:

1. Bo Bce myHku miaHmera BHecTd o 50 MK pabodero pacTBopa KOHbIOTaTa-1.

2. B 3aBHCHMOCTH OT KOJMYECTBA UCHOJB3YEMBIX CTPHUIIOB PEKOMEHIYETCS BHECTH B JIyHKH
50 MKJ KOHTPOJIbHBIX 00Pa3IOB CIEAYIOIUM 00pa3oM:

1-2 ctpumna — K+t -1 myaka, K+ar -1 nmyska, K- - 2 nynku;

3 crpuma u 6osee — K+at -1 mynka, K+ar - 1 nynka, K- - 3 nyHku.

B ocranpHbIe JIYHKHA BHECTH 110 50 MKJI Hepa3BeJIEHHBIX HUCCIECTyeMBIX 00pa3loB CHIBOPOTKH
(mna3mpl) KpoBH. Bpems BHeceHHs 00pas3slioB He MOIDKHO HpeBpimarh 15 munu. Ilpm BHeceHHMH
00pa3IoB Opam)XeBHIH IBET pabodero pacTBopa KOHBIOraTra-l JO/DKEH H3MEHHMTLCS Ha PO30BO-
ManuHOBBIA. I[lpm BHeceHum o06pasuoB ¢ kucielM pH opamkeBelli IBerT pabodero pactsopa
KOHBIOTaTa-1 MOXKET U3MEHUThCs Ha XKelThlid. HexoTopbie oOpa3mbl CHIBOPOTOK (ILTA3M), HMEIOIHUX
pH 6mus3kuii K HEUTPaIEHOMY, TIOCIIE BHECEHHUS TIBET KOHBIOraTa-1 He MEHSIOT.

3. Ilnanmer wmuKyGupoBats 30 mMuH B Tepmomelikepe mpu 500 o0/MuMH W TemIeparype
(37,0 £ 0,5)°C.

4. ComepxuMoe JYHOK aKKypaTHO YyJaJUTh B €MKOCTh € J€3. PacTBOPOM C IIOMOIMIBIO
IPOMBIBOYHOTO YCTPOUCTRA, IUIAHIIET IPOMBITE 4 pasa paboyum 11P, HAILOMHASL JIYHKU IUIAHIIETA 110
kpaép (He MeHee 350 MKI B JIYHKY), BblgepxkaTh 10 ¢, 3aTeM yHaluTh NPOMBIBOYHBEIA PacTBOp B
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EMKOCTB I cOopa WHGUIIMPOBAHHOTO MaTepuana. PekoMeH1yeTCs HCII0Ib30BaAHUE ABTOMATUYECKOTO
MEKpPOIUIAHIIETHOrO Bomepa. HemocTatounas HpOMBIBKA MOXKET HEOJIarompHATHO IOBJIMATH Ha
TOYHOCTE aHajIM3a.

5. Bo Bce nyHKH MUKpoILIaniieTa BHecTd 110 100 MK pabodero pacTBopa KOHBIOraTa-2.

6. IInanmer muky6uposats 30 MuH B Tepmoineiikepe npu 500 o6/MMH U TeMmImepaType
(37,0 £ 0,5)°C.

7. ConepXXuMoe JYHOK aKKypaTHO YAaIuTh B EMKOCTh UL cOopa HHOUIMPOBAHHOTO
MaTepuaga ¢ IIOMONIBIO MPOMBIBOYHOTO YCTPOWCTBA, IUIAHINET IPOMBITH 4 pasza paboumm IIP, xak
YKa3aHo B I 4.

8. Bo Bce nrynkm wranmera BHecTd 110 100 Mxit CC 1 BeIAEpKATh IJIAHIIET B 3AIMUIICHHOM OT
ceera Mecte B TedeHue 20 muH mpu oT 18 no 24 °C umimm B TedeHWe 15 MMH npu TeMIeparype
(37,0 £ 0,5)°C.

9. Peakiuio OCTAaHOBUTH JOOABICHUEM BO BCE JIYHKH 11O 150 MKJI CTOI-peareHTa M IPOBECTH
y4eT pe3yJbTaToB 4epe3 2-3 MUHYTHI B TeUEHHE 15 MUHYT IOCIIE OCTAHOBKH PEAKIIUH.

Hamnee cM. pazgen X.

Cxema nposenenus IO A npusenena B Ilpuinoxenun 2.

I[Mpoueaypa 2 - HHKY0AaTOp MHKPOIIAHINETHBIM:

1. Bo Bce nyHKHM IIIaHImIeTa BHeCTH Mo 50 MK pabovero pacTsopa KOHBIOTaTa-1.

2. B 3aBHCHMOCTH OT KOJMYECTBA HMCITONB3YEMBIX CTPHUIIOB PEKOMEHAYETCS BHECTH B JIyHKH
50 MKJI KOHTPOJIbHBIX 00pa3IoB CIeIyIOMUM 00pa3oM:

1-2 ctpuna — K+4t -1 ayska, K+ar -1 nynxa, K- - 2 nyHku;

3 ctpuna u 6onee — K+ar -1 mynka, K+ar - 1 mynka, K- - 3 nynkn.

B ocranpHBIe JIyHKH BHecTH 10 50 MKJI Hepas3BeJIEeHHBIX HCCIEIYyEMBIX 00pas3lloB CHIBOPOTKH
(mwnasmer) kpoBu. CojiepKUMOE JTYHOK TINATENbHO IlepeMelnaTh NUIeTHpoBaHWeM. Bpems BHeceHus
00pa3LoB He MOJDKHO INpeBHmaTh 15 mum. [Ipm BHeceHMH O0pa3loOB OpAHIKEBHIM IIBET pabodero
pacTBOpa KOHBIOrara-1 [OJKEH W3MEHUTHCS Ha PO30BO-ManMHOBEIA. IIpu BHeceHHMM 00pasloB C
kucasiM pH opamkeBBHIM 1BeT pabodero pacTBopa KOHBIOTaTa-l MOXKET M3MEHMTHCA Ha JKEITHIM.
HexoTopbie 06pa3is! CHIBOPOTOK (T1a3M), uMmeromux pH Omuskuil K HedTpallbHOMY, IIOCIIE BHECEHUS
IIBET KOHBIOTaTa-1 He MECHSIOT.

3. Tlnammer 3akpbITh KPHIIKONH WM 3aOIUTHOW IUIEHKOM M WHKyOuMpoBaTh 60 MuH B
WHKy0aTOpe MUKpPOILIAHIIETHOM Ipu Temiiepatype (37,0 + 0,5)°C.

4. ComepXxmMoe ITYHOK aKKypaTHO YAQJIATh B €MKOCTb C [I€3. PacTBOPOM C IIOMOINBIO
MIPOMBIBOYHOTO YCTPOMCTBA, IUIAHIIET MPOMBITE 4 paza pabouum IIP, HanonHAg dyHKH IUTaHIIeTa 10
KpaéB (He MeHee 350 MK B JYHKY), BbIep:kaTh 10 ¢, 3aTeM yAaiauTh NPOMBIBOYHEIA PacTBOp B
gMKOCTh 71 cOopa MHPHUIIMPOBAHHOTO MaTepHaia. PeKoMeH1yeTcs UCII0Ib30BaHNEe aBTOMATHIECKOTO
MHKPOILIAQHIIIETHOTO Bomiepa. HemocTaTodHas IPOMBIBKA MOXET HEOJArONpPUSATHO IOBIHATH Ha
TOYHOCTH aHAIN3A.

5. Bo Bce JIyHKM MEKpOIUIaHIIeTa BHecTH o 100 MK pabodero pacTBopa KOHBIOraTa-2.

6. Ilnammer 3aKpeITh KPHINIKOM WM 3alIMTHONW IUIEHKOH M mHKyOMpoBareh 30 MHH B
UHKy6aTOpe MUKPOILIAHIIETHOM I1pu Temnepatype (37,0 + 0,5)°C.

7. Jlanee IIOCTAaHOBKY TIPOBOIUTH aHAJIOTHYHO 11.7-9 IIpouenypsr 1.

Janee cM. paznen X.

Cxema nposenenus DA npuseneHa B Ilpunoxenun 2.
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10. IIpoBeaeHne aHAJIN3a B ABTOMATHIECCKOM PeKMMe HA aHAJIH3ATOpe OTKPBLITOIO THIA
«TECAN Freedom EVOlyzer» npoussBoacrBa ¢upmbl «TECAN», IllBefimapus (Bo3MOXHA
MOCTaHOBKA Ha Apyrux mozaesax UdA-anannsaTtopax OTKpBITOrO TUIA).

Tabmuna 5

Pacxon pearenToB HaGopa Ha OJMH ILIAHIIET NPH NocTaHOBKe MDA Ha aBTOMATHYECKHX
AHAJIH3ATOPaX I AKMMYHOGEePMEHTHOI0 AHAJIM3Aa OTKPHITOr0 THIIA

‘=| Paboumii mpoMBIBOYHBIH Pa6ounii pacTteop Pa0ounii pacTBop
() CC
2 E pactsop (IIP) KOHBIOraTa-1 KOHBIOraTa-2
E s
= (3212) MCTHH?ES;‘)‘B&HHM Komsiorar-1 | PPK-1 | Komsrorar-2 | PPK-2 | TMB | CB
Qo
S (v) (x11) (mm) (M) (x11) (mm) (M) (M) | (M)
2]
Hl 40,0 960,0 0,60 6,0 1,2 12,0 1,2 | 12,0

10.1. 3agaTe nporpammy nposeneHus @A u BKIIOYATH aHAIA3ATOD.

10.2. TlpurotoBieHHBH padouYMii MPOMBIBOYHBIA PACTBOP 3aJMTh B IMpEAHA3HAYEHHYIO JUISA
HEro eMKOCTh, OCTANbHEE paboure pacTBOPH M PEAreHTHl IOMECTHTh B CHENUAIbHEE KOHTEHHEPH!
WIH eMKOCTH, KOHTpoJbHEIE 00pa3isl K+ar, K+ar u K- - Bo ¢uiakonax, oOpa3isl ucciIeIyeMBIX
CBIBOPOTOK - BO (rakoHax wumu mnpoOupkax B oObemMe He MeHee 300 MKI yCTaHOBHUTH B
COOTBETCTBYIONIME INTATUBBl aHANIW3aTopa. B aHamM3aTOp [OMECTUTH HEOOXOAMMOE KOJIUYECTBO
miaHImeToB. Jlajee NOCTaHOBKY IMPOBOJUTH B COOTBETCTBUU ¢ MHCTPYKIMEH no npuMeHeHnto MDA -
aHaJM3aTtopa u nporpaMmmoii nposeaeaus OA.

10.3. Tlo oxoHYaHWH aHaiM3a MPUOODP BHIIACT IPOTOKOJ MO PE3yJbTaTaM HCCIEAOBaHUS, B
KOTOPOM JaeTCsl XapaKTePHCTHKa KaXJI0TO HCCIIeyeMoro obpasiia U KOHTPOJIBHEIX 00pasnoB K+ar,
K+ar m K-.

10.4. Jlanee yuet pe3yIbTaTOB MPOBOJIUTH AaHAJIOTHYHO 1. X.

11. CnexrpodoToMerpHUYecKHii KOHTPOJb BHECEHHS! CHIBOPOTOK H peareHToB IpH
nocraHoBke TecT-cacTeMbl «[[C-UD®A-HCV-AT'AT» Ha aBromatuyeckux UDA-ananusaropax:

11.1. KonTponb BHeceHHs KOHbIoraTa-1 m oOpa3iioB CHIBOPOTKM PEKOMEHIYETCS HPOBOAUTH
npu JiummHe BoJHBI 450 HM, kputepnii: OI1 > 0,800.

11.2. KoHTpOabs BHECEHUS KOHBIOTATA-2 PEKOMEHIYETCS IPOBOMUTH IIPU JJTUHE BOIHEL 450 HM,
kputepuit: OI1 > 0,200.

11.3. Kontpons BHecenuss CC pexoMmMeHAyeTcs IpOBOAWTh HOpu ummHE BOJHBL 405 HM,
kputepuii: OIl > 0,050.

IIpoToKoaBI NMOCTAHOBKH TeCcT-CHCTeMBI Ha aBToMaTHuecknx HMPA anammsaTopax
npexocraasiorea 000 «HIIO «/[uarnocruyeckne cucreMb» no 3anpocy. Tei. 8-800-555-0300
(3BoHOK N0 Poccun GecmiaTHbIN).

X. YUET PE3VJIbTATOB

Vuer pe3y/IbTaToB MPOBECTH CIEKTPOYOTOMETPHIECKH IIPH ABYX JJIMHAX BOJH — 450 HM U IIpA
pedepeHc-uHEe BONHEL B quamazone or 620 mo 680 HM ¢ HacTpoiKoH mpuOopa IO «BO3MYXY».
JonycTuM yuéT pe3ybTaToB MPH OJHOI JIIHHE BOJHEI - 450 HM.

Hamiume ompemenseMoro anTurena pupyca rematura C mum aHTHTEN K BHpycy remaruta C
OIleHMBAEeTCS CpaBHeHMeM onrudeckoil mrotHoctu (OIT), m3mepsemoil s Kaxmoro obpasia, ¢

pacueTHO¥ BenmmuuHON Ol KpUTHUECKOM.
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PesyibTaThl aHanmM3a y4MTHIBaTh, eciau cpeasee 3Hadenme OIl B 2 mmm 3 mynkax ¢ K-
(OT1 K-¢p) me Gonee 0,2, 3nagerue Ol B myrKax ¢ K+at 1 ¢ K+ar - He menee 0,6.
OII KpuT. pacCIATHIBATH 110 HopMyIIe:
OIl kpur. = OII K- cp + A,
rae A — Ko3hUIEEHT, ONpeIeIeMbIii METOIOM CTATHCTUUECKOM 0OpabOTKH pe3ylabTaToB
moctanoBku IO A Ha npeAnpusTUU-A3TOTOBUTEIE.

HccnemyeMble 00pasiibl paciieHHBaTh Kak mosoxuTensaele: ecm OI1 >OIlkput.

Hccnenyemble 00pasisl pacieHnBaTh Kak oTpuratenbssie: ecima OIT < Ollkpur.

O6pasus;, 3HaveHus OIl KoTopeiX paBHB Wi TnpeBbmaioT OIlkput., JODKHBL OBITH
FICCIIEIOBAHEI IIOBTOPHO B 2 JyHKax. [[py MOIyYeHUHN MOIOKHUTENBHOTO PE3yIbTaTa X0Tsa OBl B OJHOM
n3 2-X JTyHOK 00pa3msl paclcHUBATE KakK [10JIOKHTEBHELE.

XI. OTPAHUYEHMUS TECTA

e Jlusi aHa@3a CJIeAyeT HCMOJIb30BaTh TOJBKO Hepa3BeleHHbIe 00pasUbl CHLIBOPOTKH
WM NIa3MbL

e 3akiI0o4eHHe 0 IOJOKHTEIbHOH peaKTHBHOCTH 00pa3noB k BHpycy rematura C He
AOJKHO OBITH OCHOBAHO HA €JIMHCTBEHHOM PEAKTHBHOM pe3y/bTaTeé TE€CTHPOBAHHA.
Bce nmoJ1okaTeIbHBIE 00pa3bl TO/LKHBI OBITH NIPOBEPEHLI B MOATBEPKAAIOMIHX TECTAX
~ NPA, ammyHoO10TTHHTe Hia ITIIP 7,

e Paziuumsi B Ppe3yabTATAX TEeCTHPOBAHHS pPAa3JIHYHBIMH TeCTaMH 00pasmoB oOT
NAIHEHTOB, 3apakeHHBIX BHpPycoM rematuta C, MOryT ObITH BbI3BaHbI OT/IHYHAMH B
AMMYHOJIOTHYECKHX PeAKIUAX B 3aBHCHMOCTH OT BHJA HCIOJIb3Yy€EMBIX AHTHIe€HOB .

e M3menuuBocTh BHpyca rematuta C He 103BOJIAET HCKIKYHTH BO3MOKHOCTH
JIO’(KHOOTPHIATEJIbHBIX pe3yabTaToB. Hu oguH M3 H3BECTHBIX METOAOB TECTHPOBAHHS
He MOJKET JaTh IOJTHYI rapaHTHI0, YTO BHPYC renaTtuta C OTCyTCTBYET.

XII. CPOK T'OJTHOCTHU. YCJIOBUS XPAHEHHSA U TPAHCIIOPTHPOBAHHS
Ha6op cnexyer XpaHUTh 10 AaThl, yKa3aHHOW Ha yIAaKOBKE.
Habop ¢ uCTEeKIHAM CPOKOM I'0JTHOCTH UCIOJIL30BAHUIO HE ITOIJICHKHUT.
XpaHEHHE - B CYXOM, 3allIUIIEHHOM OT CBeTa MecTe IIpH Temieparype ot 2 1o 8 °C.
TpancnoprupoBanue - mpu Temmeparype oT 2 no 8 °C. JlomycTUMO TPaHCIOPTHPOBAHHC H
Xpanenne pm temrepatype 10 25 °C 10 cyrok u 1o 30 °C 5 cyTok. 3aMOpakuBaHHUE HE JIOTYCKAETCSI.

Pexnamanuu Ha croenududeckne u ¢u3mdeckue cBolicTBa Habopa HAIpPaBiATh B ajpec
npennpustus-usrorosuteias — OO0 «HaydHO-IIpor3BOACTBEHHOE 00beIUHEHNE «/IMArHOCTHYECKHE
cucTeMsl» 603093 Poccus, r. Hixamit Hosropon, yi. SI6moneas, ja. 22, ten./¢axc: (831) 434-86-83

w Ten.: (831) 434-97-12. E-mail: info@npods.nnov.ru, www.npods.ru.

JIns TIpoBeNeHMS. PAcCIeNOBaHMS ¥ IONYYeHHsS OOBEKTHBHBIX BBIBOJOB II0 3asBICHHOM
peKTamMaIiii HeoOXOANMO IPEJOCTaBICHHE:!

1. Pexnamupyemoro Habopa;

2. Becex 06pa3iioB KpoBO/iad AlAEHTa;
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3. TIpOTOKOJIOB HCCIIEAOBAHHMNA C YCIOJHb30BAHUEM JAPYTHX METOJOB € YyKa3aHHEM CEpHH,
CPOKOB TOJHOCTH ¥ (pamuueii oneparopa;

4. TIpOTOKOJIOB HCCIICIOBAHMM C MCIOIh30BAHUEM PE(HEPEHTHHIX TECTOB € YKa3aHWEM CEPHH,
CPOKOB TOJJHOCTH U (haMIIIAU OLePaTOpa.

XIII. OFbSACHEHUE CUMBOJIOB

c € CE mapxkuposka (EBponeiickas mupektusa 98/79/CE no VB]] MequnuaCcKAM
yCTpOUCTBaM)

EV& Toaeko I 1a60paTOPHOTO UCIOIB30BaHus (in vitro diagnostic)

[TpounzBourens

Kartanoxus1ii HOMep

KonmuectBo onpeneneuuit

LOT Howmep maptuu (cepun)

TeMriepaTypHbIe IpeAeibl XpaHeHUs

Cpok ToOAHOCTH JlaTa/MecsI/ToA

Hcnons3yiiTe HHCTPYKIMIO 110 IPUMEHEHUIO

ConmepxuT pazapaxaroliee BeIeCTBO

XIV. CIHIUCOK JIUTEPATYPbI

Cwm. IIpunoxenue 1 kK JaHHONW HHCTPYKIUY.

JupeKTop 10 POA3BOACTBY
000 «Hay4uno-npou3BoAcTBeHHOE 00beJHHECHNE
«/lnaraocTuyeckne CHCTEMbD)

B.K. IInmenos

COI'JIACOBAHO
3aB.kadeapoii KIUHAIECKON
JIabOpaTOPHOH NTHATHOCTHK
Oy AI10O PMAIIO
Munzpasconpassutust Poctii™ -
JA.M.H, mpogeccop

Shasoopanenuny
COYHansH(

N B.B. doaros

A 04 1K =
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