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WHCTPYKIIUA
10 IPUMEHEHHIO HAabOpa peareHToB
JUTSt AMMYHO(EPMEHTHOTO BBISBIEHHS CYMMAPHBIX aHTHTEI K COTe-aHTHI€HY
BHUpyca renarura B
(BekTroHBcAg-anTureia)

1. HABHAYEHUE
1.1. Habop peareHToB 1 AMMYHO(EPMEHTHOTO BBISBIICHHS] CyMMapHBIX aHTUTEN K COre-aHTHIeHY BHpYyCa
renatuta B «BexroHBcAg-anTrTenay (nanee mo TekerTy — HabOp) NMpeHa3HAueH UTs BBISIBICHUS CyMMapHBIX
aHTHTEN K core-aHTureHy Bupyca remnaruta B (HBcAg) B ceBopoTke (T1azme) KpoBH METOIOM TBEPIO(a3HOTO
HMMMYHO(MEPMEHTHOTO aHAJIM3A.

1.2. Habop paccunTal Ha IpoBeicHIe 96 aHATN30B, BKIOYas KOHTPOJIH WK 12 He3aBUCHMBIX MIOCTAHOBOK
110 8 aHATM30B KaKasi, BKJIFOYAsS KOHTPOJIH.

2. XAPAKTEPUCTHUKA HABOPA
2.1. IlpuHnun aeiicTBUst

Meron onpenenenns ocHoBaH Ha TBepaoda3sHoM UMMyHObepMeHTHOM aHam3e. OCHOBHBEIMH peareHTa-
MH Habopa SABJIAIOTCS: PeKOMOMHAHTHBIN COre-aHTUIeH BHpYyca rematuta B, copGupoBaHHbIi Ha TTOBEPXHOCTH
JIYHOK IIOJIACTHPOJIOBOrO pa3dOpHOro IUIaHIIETa, KOHBIOraT MOHOKJIOHAIBHAIX anTuTel kK HBcAg ¢ mepokcu-
J1a30i XpeHa, NOJIOKUTEIbHBINA H OTPUIATEIbHBIN KOHTPOJIBHBIC 00pasIibL.

Cnoco6 onpenenenus anturen k HBcAg npencrasnser co6oii TBeprnodazHbiii KOHKYPEHTHBIH HMMY-
HO(EPMEHTHBIN aHaIM3, B X0€ KOTOPOro MCCIIEAyeMble U KOHTPOIbHBIE 00pa3ilbl HHKYOUPYIOT B JIYHKAX C
ummobunuzoBanEbiM HBCAg B mpucyTcTBUEM KOHBIOTaTa — MOHOKJIOHATBHBIX aHTHTEl K HBCAg, KOHB-
IOTUPOBAHHBIX C IEPOKCHAa30i XpeHa. IIpu 3TOM IpOMCXOIUT KOHKYPEHTHOE CBSA3HIBAHME AHTHTEN K
HBcAg, npuCyTCTBYIOIIUX B HCCIeIyeMbIX obpasuax, u antuten k HBcAg, BXosmmx B cOCTaB KOHbBIOTa-
Ta, ¢ HBCAg, nMMOOUIM30BaHHBIM HA BHYTPEHHEH MOBEPXHOCTH JIYHOK.

ITocne YOaJIEHHA HECBA3ABIIHUXCA KOMIIOHEHTOB CBIBOPOTKH H KOHBIOTaTa H mobasiIeHusT B JIYHKH
nnaHmmera pactsopa TMbB ofpasyercsa oxpaleHHBIN IPOIYKT, HHTEHCHBHOCTE OKPACKH KOTOPOro oOpaTHO
IpONOPIHOHAIEHA KOHIIeHTpanuu anTuten K HBcAg B ananuzupyemom obpasiie.

2.2. CocraB nHabopa
B coctaB Habopa BXOAT:
— muaHmeT pa30opHbii (12 BOCEMUIYHOYHBIX CTPUIIOB) ¢ UIMMOOMIM30BaHHBIM Ha BHYTPEHHEH ITOBEPXHO-
CTH JIyHOK pekoMOmHaHTHRIM HBCAg, roTOBBIN 111 HCTIOb30BaHus — 1 mT.;

— TIOJIOKMTENBHBIN KOHTPOIBHEIA o0paser] (KT) Ha 0cHOBe HHAKTHBUPOBAHHOM CHIBOPOTKH KPOBH YeJIOBE-
Ka. cozepKanuii anturena k HBcAg, roToBelit 1 uenosb3oBanus — 1 dumaxon (1,0 mur);

— OTpHUATEHHBINA KOHTPOIbHEIH 06paser (K™) Ha 0OCHOBE HHAKTHBAPOBAHHOMN CBIBOPOTKH KPOBH YEJIOBEKA,
He conepskamuii anturena Kk HBcAg, roToBbit /Uit ucnone3oBanus — 1 ¢uakon (1,5 mi);

— KOHBIOraT MOHOKJIOHAIBHEIX anTuTell K HBcAg ¢ nepokcnaasoli XpeHa, roToBBIH Ul HCIIOIB30BaHMs — |
¢dnaxon (13 mi);

— kouuentpat (ocdarno-conesoro 6ydeproro pacropa ¢ TBHHOM (PCB-Tx25) — 1 dnakon (28 mi);

— pactsop TeTpaMeTHIOeH3HMHA (pacTBop TMDB), roToBbIi A Henmonb3osatua — 1 guiakon (13 mi);

— CTOI-peareHT, TOTOBBIM st Hcmonb3oBanus — 1 duakon (12 mi).

[TpuHAaIeKHOCTH:
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— IUIEHKA JJIS 3aKJIEMBaHus IUlaHmeTa — 1 mr.;
— BaHHOYKH JUIs peareHToB — 2 IIT.;
— HAKOHEYHUKH JIst o3aTopoB Ha 2—200 mxir — 16 mT.

3. AHAJIMTUYECKHUE 1 JUATHOCTUYECKHUE XAPAKTEPUCTHKHA

3.1. UyscrBuTenbHOCTS BhIsiBIcHHs anTHTEl K HBCAg — cooTBercTBHE pe3ynsraToB ompejiesnenus Habo-
pom antuten kK HBcAg tpebGoBanusm cranapTHOM manenn npeanpusitus (per. Ne 05-2-199), arrecroBanHo#M
OBTK AO «Bexkrop-bect» — cocranser 100%: 3HaueHHs ONTHYECKO# IUIOTHOCTH B JIYHKAX C IOJIOKHTEIb-
HbMH 00pa3uamMu O yei-neg < OIlipur.

3.2. Cnemuduunocts BelsBiaeHus antutel K HBCAg — cooTBeTcTBHE pe3ysbTaToB onpeneneHus Habopom
antuten K HBcAg TpeGoBanusm craniapTHoi nanenu npemanpustus (per. Ne 05-2-199), arrecropannoit OBTK
AO «Bekrop-bect» — cocrapmsier 100%: 3HaueHUs] ONTUYECKON IIOTHOCTH B JIYHKAX C OTPHIATEILHBIMUA 00-
pazuamu Ol x4 > Olligpyr..

3.3. JlnarnocTHyecKasl IyBCTBUTEILHOCTD BBISBICHUSI CyMMapHBIX aHTHTEN K COre-aHTUTeHy BUpYyCa rera-
THTa B! KIMHHYECKWe HCIBITaHWsA, MPOBEACHHBIE HA 275 TONOXUTENBHBIX 00pa3aX ChHIBOPOTKH M IUIA3MBI
KpoBH, nomyueHHbIX oT 200 mamuenTos, nokazam 100% uwyscrBurensrocts (uHTepBan 98,5-100%, ¢ mosepu-
TEJIHOM BeposSTHOCTHIO 90%).

3.4. Jluarsoctuyeckast CreruHIHOCTh BRISIBICHUS! CYMMAapHBIX aHTHTEJT K COre-aHTHTEeHY BHpYCa reraTu-
Ta B: KiMHUYecKue HCIbITaHus, IPOBEIeHHBIe Ha 278 oTpUlaTeIbHbIX 00pa3iax CHIBOPOTKH M IUTa3MbI KPOBH,
nomy4eHHBIX 0T 203 manuenToB, nokasamu 100 % crnenuduunocts (uaTepBan 98,5-100%, ¢ A0BEpUTETHHON
BeposATHOCTEIO 90%).

4. MEPBI IIPEJJOCTOPOKHOCTH

4.1. [ToTenmmanpHbIi puck mpuMeHeHust Habopa — kinace 3 (ITpuxas M3 PO ot 06.06.2012 Ne 4x).

4.2. Bce xommoHeHTH Habopa SBISIOTCS HETOKCHYHBIMM. CTOmI-peareHT oOnagaeT pa3apaxarolluM
neticteuem. M30erars pasOpbl3ruBaHus M IONAJaHHS HaA KOXKY W CIM3UCTBEIE. B ciywyae momamanus
CTOM-peareHTa Ha KOXKY M CIIM3UCTBIC HEOOXOIUMO IIPOMBITH OPAXKEHHBIH Y4acTOK OOJIBIIUM KOJIHYECTBOM
IPOTOYHON BOJIBL.

4.3. Ilpu pabore ¢ uccnegyeMbiMu oOpasiaMu claeayeT CoOMoAaTe Mephl IPEeJOCTOPOKHOCTH, MPHHSTHIE
npu paboTe ¢ MOTEHIMATBHO HH(EKIMOHHBIM MaTepuaioM. OCHOBHBIE IpaBuiia paboThI U3NI0KeHbl B «MIHCTPYK-
MM MO MepaMm TMPOQUIAKTHKA paclpOCTpaHEeHHs] WH(EKUMOHHBIX 3a0o0ieBaHMii mpu paboTe B KIMHHM-
KO-JIMarHOCTHYECKUX JIabopaTopusix JieueOHO-POGHIaKTHISCKUX YUPEXKICH Y, yTBepKIeHHOM MuH3/paBoM
CCCP 17 smBapst 1991 r. u B MeToimyeckux ykasanusix MY 287-113 («Meromdeckue yKazaHus 10 JIe3uHbeK-
WM, TPEICTEPUM3AIMOHHON OYMCTKE U CTEPUIIM3AIMM M3JENHM MEIMIMHCKOIO HasHA4YeHHs», YTB. Jemapra-
MEHTOM roccaramianaopa Munsapasa PO or 30.12.1998 1.).

4.4, ITpu pabore ¢ HAOOPOM ClieAyeT HaleBaTh OJHOPA30BBIE PE3UHOBBIC WIIH MJIACTHKOBbIC NEPYATKH,
TaK KaK oOpasIThl CEIBOPOTKH KPOBH YEIOBEKa CIEAyeT PACcCMaTpPUBATh KaK MOTEHIMAILHO HHEKIMOHHBIE,
CIIOCOGHBIC IIHTEIBHOE BPEMs COXPAHATh | nepenaBats BUU, Bupychl rematuta uim Bo3OymTeneil pyrux
UH(PEKIHUH.

4.5. Xumunueckasi mocyjaa ¥ o060pyJI0BaHHE, KOTOPBIE HCIIONIB3YIOTCS B paboTe ¢ HAOOPOM, AOIKHBI
OBITh COOTBETCTBYIOIIUM 00pa30M IPOMAPKUPOBAHBI M XPAHUTHCS OTJICIBHO.

4.6. 3ampelnaeTcss MpHeM IHUIIM, HCIOIL30BaHUE KOCMETHYECKHX CPEICTB M KypEHHE B IOMCIICHHMSX,
npeiHa3HaueHHBIX UL paboThl ¢ Habopamu.

4.7. Jinst ne3uHpEXnn mocyAbl 1 MaTepraioB, KOHTAKTHPOBABIIMX ¢ MCCIIEYEMbIMU U KOHTPOJIBHBIMU
o6pasiiaMy, PEeKOMEH IyeM HCIIONIb30BaTh Je3HH(DHIMPYIOIHe CPEICTBA, HE OKA3hIBAOMIME HETaTHBHOIO BO3-
neficTBus Ha kadectBo VMDA, He cofepikalue aKTUBHBIH KHUCIOPOJ U XJIOp, HalpuMep, KOMOMHHPOBAHHbIE
cpenctBa Ha ocHoBe UAC, CIMPTOB, TPETHYHBIX aMUHOB. Vicnonp3oBanue Je3MHQUIUPYIONIMX CPEJICTB, CO-
JiepyKalix akTUBHEIN Kuciopon u xjop (H202, meoxiop, XJIOPAaMHUH), TIPUBOJUT K CEPLEIHOMY HCKKEHUIO
PE3yIbTATOB.

4.8. Tpu wcronp3oBanmy Habopa 06pasyroTest 0TX0e! Kitaccos A, b u I, koTopbie kiaccHuImpyroTes u
yHuaTOXNaAlOTCs  (yrimsupytorcs) B coorsercteun ¢ CanllmH 2.1.7.2790-10  «Canurap-
HO-3IHIEMHOJIOTHYECKHEe TPEOOBAHHS K OOPAIICHAIO ¢ MEIUIMHCKAMH OTXofamm». [lesnHpeximo Habopos
PEareHToB Cie/yeT MPOBOJIUTE TIO MYV 287-113 «MeTtoaAuecKue yKa3anus 1m0 Ae3uHGbEKIHH, TPeICTEPHIn3a-
[IOHHOM OYMCTKE ¥ CTEPHIM3AINH U3JIETHI MEIUITHHCKOTO HA3HAYCHUA).
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5. OBOPYIOBAHUE U MATEPHAJIBI, HEOBXO/IUMBIE I[IPU PABOTE C HABOPOM

— CIEKTPODOTOMETP BEPTHKAILHOTO CKAQHUPOBAHHS, M03-BOJIAIOIIMIA MPOBOJUTE M3MEPEHHS ONTHUCCKOM
[UIOTHOCTH PaCTBOPOB B JIYHKaX CTPHIIOB IIPH OCHOBHOM IyTMHE BOMHEI 450 HM 1 JUIUHE BOJIHEI CPABHEHHUS B
Awmanasone 620655 HM; omycKaeTcs M3MepeHHe TOIbKO IPH JIJTMHE BOJHBI 450 HM;

— TEPMOCTAT, OICPXKUBAIOLIHI TemnepaTypy (37+1)°C;

— TPOMEIBOYHOE YCTPOHCTBO TSl MIIAHIIETOB;

— XOJIOAMILHHK OBITOBOIA;

~ A03aTOPEI TI0JlyaBTOMATHYECKHE ONHOKAHATBHBIE CO CMCHHBIMH HAKOHEIHUKAMH, NO3BOJISIIOIINAE OTOHU-
paTh 00BeMBI XKuIKOCTH 5—-5000 MKIT;

— UHIHHAP MEpHBIA BMeCTUMOCTEIO 1000 Mut;

— BOJIa IMCTH/UIMPOBAHHAS;

— Oymara ¢uasTpoBaibHAS naboparopHas;

— TEPYaTKK MEIUIUHCKIE MarHOCTUYECKHE O/THOPA30BbIE;

— Oymara QuibTpoBasnbHas nabopatopHas;

— Je3UHHUIUPYIOMHH PACcTBOP.

6. AHAJIM3UPYEMBIE OBPA3IIbI

6.1. Jlis mpoBesieHMst aHaIM3a MOXKHO HCIIOJB30BATH 00pasiibl CHIBOPOTKH HIIA TLIA3MBI, TIOYYEHHOM ¢
HCIIOJIb30BAHUEM B KQYECTBE AHTUKOATYJIIHTA IUTPATA, TeNapuHa Wil SNTA.

6.2. Jliin mpoBeneHus aHaM3a He CIEAyeT MCIOIb30BaTh MYTHYIO, FéMOJIU30BAHHYIO CHIBOPOTKY KpO-
BH.

6.3. OGpasiiel CBIBOPOTKH (ILIa3MBI) KPOBH MOKHO XPpaHuThb NpH Temmeparype ot 2 10 8°C ue Gonee 5
CYTOK IIpH yCIIOBHM OTCYTCTBHsI MUKPOOHOH KOHTAMUHAL[MM MM IIPH Temneparype munyc 20°C (u Huxke)
He Oonee 6 mec.

Crenyer u3berats MHOIOKPAaTHOTO 3aMOPaKMBAHHS/OTTAMBAHKS, TaK KaK 9TO MOXET HPUBECTH K T1O-
JIYHCHHUIO HENPaBHIBHBIX pe3ynsTaToB. Ilocie pasMopakuBaHWs o6pasibl cledyeT TINATENHHO nepeme-
1IaTh.

6.4. OOpasiie! CHIBOPOTOK (I71a3MBI) KPOBH, COZICPIKAIIHE OCANOK, HEOOXOAUMO OYHCTUTH LEHTPHDY-
ruposanueM 1p 5000-10000 o6/muH B Tedenue 5 MUH 1IpH Temneparype ot 18 no 25°C.

7. MOAT'OTOBKA KOMITIOHEHTOB JUUISI AHAJIM3A
7.1. Ilepen pabotoii u3Bneds HAGOP M3 XOMOIMIBHHKA, BCKPBITE YIIAKOBKY M BBIJIEpXKATh BCE KOMIIO-
HEHTBI ¥ aHANU3HPyeMble 00pasiel npH Temieparype ot 18 1o 25°C e menee 60 MuH.
IIpu npobrom ucnons3oBanun Habopa mocie 0T6GOpa YacTu COJIEPIKUMOro (pJIaKOHBI Cpa3y IUIOTHO 3a-
KPBITh 3aBUHYHBAIOIUMHUCS KPBIIIKAMH, TIOMECTHTE B XOJIOIUILHHK.
Xpanume npu 2-8°C ¢ meuenue cpoka 200nocmu nabopa.

7.2. IloaroroBka miaHmera
BCeKphITh makeT BbIIe 3aMKa M yCTAHOBUTH HA PAMKY HEOOXOIMMOE JUTS IPOBE/ICHNS aHAIN3a KOJHYECTBO
crpumnoB. OCTaBIIHeCs] HEHCTIONB30BAHHEIE CTPHITBI HEMEUICHHO TIOMECTHT BHOBB B IIAKET C BJIArOMIOMIOTHTE-
JIeM, yIallUTh U3 Hero BO3/TyX, IUIOTHO 3aKPHITh 3aMOK M IIOMECTHTH B XOJIO/IHIBHUK.
Xpanumo npu memnepamype om 2 0o 8°C 6 meuenue écezo cpoka 200nocmu.

7.3. llpuroroB.ieHHEe MPOMBIBOYHOI0 PAcTBOPa

IIpOMBIBOYHEIH PAacTBOpP MPUTOTOBHTH Pa3BECHUEM HCXOIHOIO konnentpara ®CB-T B 25 pas. [lns
9TOTO B COOTBETCTBHU C YMCIIOM HCTIONIB3YEMbIX CTPHUIIOB (CM. TabIHMIy pacxoja KOMIIOHEHTOB Habopa pea-
T€HTOB) BHECTH B MEPHBI IUIHHAP HEOOXOIUMOE KOJHYECTBO koHnenrpara ®Ch-T u goBecTH 10 cooT-
BETCTBYIOILEr0 00beMa AUCTHIUTHPOBAHHOM BOJIOMA.

[Ipy BBINazieHHH ocajKa CoJieil B KOHIIEHTpaTe HEOOXOHMO IporpeTh ero npu remuneparype ot 30 1o
40°C 10 moJIHOTO PacTBOPEHMS OCAIKA.

Xpanenue: npu memnepamype om 2 do 8°C ne 6onee 5 cym.

7.4. TIoAroToBKAa MOJ0KHTEILHOT0
U OTPHIATETBHOI'0 KOHTPOJILHBIX 00pa3os
KonTposbHBIe 00pa3isl roTOBBI K UCIIOIB30BAHMIO.
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7.5. lloaroToBKa KOHBIOraTa
Konviozam 20moe x ucnonvzosanuio.
B cootBetcTBHH ¢ uncOoM HCIIOJIE3YEMBIX CTPHUIIOB (CM. TalJTHILYy pacxofia KOMIIOHEHTOR Habopa peareHToB)
OTOOPATh B YHCTHIHA (IAKOH K B BaHHOUKY /I peareHTa HeOOX0MMOE KOJIMYECTBO KOHBIOTATA.
Ocrarkn KoHBIOraTa U3 (1aKoHa WM BAHHOYKH [OCITE nposeennst MDA yrumisupoars (He causams 6o
hraxou ¢ ucxoonvim Konwiozamom).

7.6. IlonroroBka pacreopa TeTPaMeTHJI0eH3HANHA

Pacmeop TMF 20mos x ucnonvsosanuio.

HeobxoaumMo nexmounts BoszeiicTare IpAMOTO cBeTa Ha pacTBop TMB.

B cootBerctBHu ¢ duciom UCTIOJIB3YEMBIX CTPHIOB (cM. Tabimiy pacxoja KOMIIOHEHTOB) 0TOGpaTh B
YUCTHIA (DIIAKOH MIM B BAHHOYKY JUISl PeareHTa HeobxomMoe KomryecTBo pactBopa TMB.

Y TUIM3HPOBATE pacTBOp TeTPAMETHIIOCH3U/INHA, OCTABIIMCS B BAHHOUKE MIIM (naxone mocne npose-
nenusi UDA (ne cnusams 60 ghnakon ¢ ucxoonsim pacmeopom).

Bunmanue! /[1a pabomui ¢ pacmeopom TMB Heobxodumo UCNOJIb306aMbL MONLKO 0OHOPA306bIE HAKOHEY-
Huku. 1locyoy, npeduasnauennyio ons pacmeopa TMB, nenvss ommvicams ¢ npumenenuem CUHMEeMU4ecKux
MOIWOWUX CPeOCmB, NOCKONILKY 0aice ux cnedbl 6edym k Hekonmponupyemomy oxucienuio TMB & xode peaxyuu.
Tocne pabomwr nocyoy ononocryme 6000ii, npomvime 70% smunoswivm cnupmom u muyamensro ommbine Ou-
CIMULTUPOBAHHOU 60001

7.7. lloaroToBKa cron-pearenTta
Crom-peareHT roToB K HCIOMB30BAHHIO.

8. IPOBEJEHUE AHAJIN3A
8.1. B nynxy A-1 BHecTn 50 MKJI [ONIOKHTEIBHOTO KOHTpONBbHOTrO o6pasua (K*), B nynku B-1, C-1

BHECTH 110 50 MKJI OTPHIIATENEHOTO KOHTPOIBHOTO 06pasia (K.

B ocraneuble nyHku BHECTH 110 50 MKJI HCCIICTyEMBIX 00pas3IioB.

Bpems enecenus obpasyos ne dondicro npesviuiame 15 Mun npu UCNOIb306aHUYU BCEX IYHOK NIGHULEMA.

8.2. Brectu Bo Bee siynku no 100 MK KOHBIOTATA (1.7.5).

s enecenus konviozama ucnonvzosame 6AHHOYKY Ol peazenma u 0OHOPA306bIe HAKOHEYHUKY, BX0-
oswue 6 cocmae Habopa.

[Inanmwer 3aknents IICHKOH W HMHKYGHPOBATH B TeépMocTare B TeueHne 60 MMH mpH Temmeparype
(37£1)°C.

8.3. Ilo oxoHYaHHM MHKYGALMH CHATE JIAIKYIO TUICHKY ¥ IIOMECTHTD €€ B COCYJI C Ae3HH(YUIUPYIOMUM
pacTBopom. C HOMOUIBIO MPOMBIBOYHOIO YCTPONCTBA IIPOMBITE JTYHKH TIJIQHIIETa 5 pa3 MpPOMBEIBOYHBIM
PacTBOpPOM (11. 7.3), uepeys acIMpanuio ¥ HEMEUICHHOE 3aMoIHEHHe JIYHOK Ka)XJ10ro cTpumna. B kaxiyio
JIYHKY BHOCHTb HE MeHee 400 MKII JKHIKOCTH B MPOLIECCE KAXKAOro IHKIIA IIPOMBIBKU. Bpems meoncdy 3a-
NOTHEHUEM U ONOPOIICHEHUEM TYHOK OONXHCHO Obimb He menee 30 cex. HeoGXommMo NOBHBATHCS MOTHOIO
OHMOPOKHEHHUS JIYHOK IOCJIE KaXIOr0 MX 3alloHeHus. [10 OKOHYAHHM TIPOMBIBKH OCTATKH BIIATH W3 JIYHOK
TIMATEIBEHO yIATMTS, TIOCTYKMBAs [IEPEBEPHYTHIM [UIAHITETOM 110 (HIBT-POBANBHOM Gymare.

8.4. Buectn Bo Bee stynkn no 100 Mkt pactBopa TMB (1. 7.6).

s enecenus pacmeopa TMB ucnonwzosame BAHHOUKY Ol peazeHma u 0OHOPA306bIE HAKOHEUHUKY,
8xoosuyue 6 cocmag nabopa.

IlmanHwer BeIIEpKaTh B 3aUIMIIEHHOM OT CBETA MECTe B TeueHHe 25 MUH IIpu Temneparype ot 18 no
25°C.

8.5. Brectu Bo Bee mynku 110 100 MK cTon-pearenTa.

8.6. M3MepuTs onTHYECKY O IIOTHOCTD € TIOMOIIBIO CIEKTPO(OTOMETpA B PEKHME: OCHOBHOM busTp
— 450 uMm, pedepenc-GpuabTp — B auanazone 620-655 . Jlonyckaercs u3amepenue 6e3 HCOIBb30BAHMS pe-
depenc-punsrpa.

Bpemst MexkIy OCTaHOBKOM peakiuy u M3MEPEeHHEM ONTHYECKOH IUIOTHOCTH He MOJDKHO TIPEBBIIIATE 5
MHH.
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9. VUET PE3YJIbTATOB
9.1. Paccumtare cpennee apudmernueckoe 3mHauenue ONTHYECKOH IUIOTHOCTH B JIyHKaX C OTpHIa-
TEBHBIM KOHTPOJIBHBIM 06pa3iioM.

Cpenmee apupmernyeckoe 3HaYCHHE ONTHICCKOMN UIOTHOCTH B JYHKaX C OTPHUIATEIbHEIM KOHTPOIbHBIM
00pasoM I0IKHO OBITH He MeHee 1,2 en. omt. mioTH.

3HaYeHUE ONTUYECKO TUIOTHOCTH B JIYHKE C TIOJIOKHTEIbHBIM KOHTPOIBHBIM 06pas3iioM M0/KHO GBITh
He G6onee 0,3 ex. onT. MWIOTH.

Tosnbko B ciyuae cobmonerns ykasanubIx YCIIOBHH MOXXHO Y4HTHIBATH PE3YIbTATHL, HOJIy4YEHHBIE IS
AHATU3UPYEMBIX 00PA3LOB CHIBOPOTKH (ILJIA3MbI) KPOBH.

9.2. Ha OCHOBaHHY MOJYYEHHBIX JAHHBIX BEIYHUCIHTE KPUTHYECKOE 3HAYEHHE ONTHYECKOM TLIOTHOCTH
(OIlipur.) o Gpopmyane:

Onxpﬁ'r, = Oncp,K_ ."! 2

rae Olle, K™ — cpensee apupmernueckoe 3uauenue ontuueckoii IUTOTHOCTH B JIYHKaX C OTPHIATEIBHBIM KOH-
TPOIbHBIM 00pA3LOM, H3MEPEHHOe B JBYXBOIHOBOM peskiMe 450 / 620—655 mv (1 ToBKO ¢ rETpOM 450
HM).

9.3. PesynbTar aHa/N3a M0/105KHTENbHDII, €CITH Ollogp. < OIlipur..

Pesynbrar ananisa orpanaTensubIii, ecu Ollosp. > OIlpur.
rae Ollogp. — onTHYeCKast IVIOTHOCTD B TYHKE ¢ AQHATH3UPYEMBIM 00pasoM.

10. YCJIOBUSI TPAHCTIOPTUPOBAHUS, XPAHEHUSI
U IIPUMEHEHMUSI HABOPA

10.1. TpancnopTHpoBath u3emus ciexyer TPaHCTIOPTOM BCEX BHJOB B KPHITBIX TPAHCIIOPTHBIX Cpel-
CTBAX B COOTBETCTBHH C IIPABHIIAMH IIEPEBO3OK, NCHCTBYIOMMMHA Ha TPAHCIIOPTE JAHHOIO BHJA, TIPH TEM-
nepatype ot 2 o 8°C. JlomyckaeTcs TpaHCIOPTHPOBAHHE npu Temmneparype xo0 25°C ne Gonee 10 cyTok.

10.2. Xpanenne Habopa B ynakoBKe IPeAlpUSTHSI-U3TOTOBHTE]IS HOJDKHO OCYUIECTBISITHCS TIPH TEM-
nepatype ot 2 1o 8°C B TedeHHe BCETO CPOKA TOLHOCTH B XOJOIMIILHEIX KaMepax MM XOJOAWIbHUKAX,
00eCTeYHBAOIIIX PETIaMEeHTHPOBAHHbIH TeMIIepaTypHEI PEXUM C ©XKETHEBHOM perumcrpaumeii Temmnepa-
TYPBL

10.3. Cpox rogsocTn HaGopa — 18 Mecsites co aus BhITycka. He nomyckaercs npumenenne HaGopos mo
HCTE€YECHHH CPOKA UX TOJHOCTH.

10.4. JIpo6Hoe ucmonb3oBanue Habopa MOXKET GBITH PEaM30BaHO B TEYEHHE BCEr0 CPOKA FOAHOCTH. B
Cirydae PpoGHOro MCIONIB30BaHNs Habopa:

— HEHCTIONE30BAHHBIC CTPUIIBI MOKHO XPaHUTh B IIOTHO 3aKPBITOM I1AKETE IIPH Temieparype ot 2 no 8°C B
TEYEHUE BCErO CPOKA I'OJHOCTH;

— KOHIICHTpaT (ocharno-coneBoro GydhepHOro pacTsopa ¢ TBHHOM, pacTBOp TETpaMETHJIOCH3UAMHA, KOH-
TPOJIbHBIE 00PA3IIbl, KOHBIOrAT H CTON-PEATeHT MOCTe BCKPHITHS (IAKOHOB MOYKHO XPaHHTh B IUIOTHO 3a-
KPBITEIX (pIIakoHax IpH Temreparype ot 2 10 8°C B TeYeHHE BCEro CpOKa IoJIHOCTH;

— HPOMBIBOYHBIH PacTBOP MOXKHO XPAHMTh IIPH TeMiieparype ot 2 10 8°C He 6omee 5 CyT.

10.4. IIpu nocranoBke FIOA HeNb3s HCIOMB30BATH KOMIOHEHTHI 13 HaOOPOB Pa3HBIX CEpPHiA WM CMEIITH-
BaTh X TIPU NIPUTOTOBIICHAM PacTBOPOB, KpoMe Hecreupuueckux kommnonenTos (OCB-Tx25, pactop TMB,
CTOII-PEAreHT), KOTOPBIE B3aUMO3aMeHsIeMBI B Habopax AO «Bexrop-becry.

10.5s. Jnst mosryueHns: HANEKHBIX PE3YIbTATOB HEOOXOIMMO CTPOrOe COOMONEHHE UHCTPYKLUH TI0
IPHMEHEHHIO Habopa.

11. TAPAHTUHHBIE OBSI3ATEJIBCTBA

11.1. IIponsBoauTeNb TapPaHTUPYET COOTBETCTBUE BBIIYCKAEMBIX H3IeTHif TpeOOBaHHIM HOPMATUBHOM
Y TEXHUYECKON TOKYMEHTAIIHH.

be30nacHoCTs i KauecTBO U3/IeNHs rapaHTHPYIOTCS B TEYEHHE BCETO CPOKA TOTHOCTH.

11.2. IlpoussomuTesns OTBeYaeT 3a HEIOCTATKH H3JENNS, 33 HCKIFOUECHHEM Ne(eKTOB, BO3HHUKIIHX
BCJIE/ICTBUE HAPYIICHUS IIPABUI MOJIE30BAHKS, YCIOBHH TPAaHCIIOPTHPOBAHMS U XPAHEHHUS, JTHOO NeiCTBHS
TPETBHX JIALI, THOO HETIPEOIOIUMOM CHITHL.

11.3. IIpousBomuTens 06s3yeTcst 3a CROM CUET 3aMEHHTH H3ACIHE, TCXHHYICCKHS 1 (QYHKIIMOHAIBHbIE
XapaKkTepUCTUKU (OTPEOHTEBCKIE CBOMCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMATHBHOMN ¥ TEXHIUECKOl
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JOKYMEHTalMH, €CIH YKa3aHHBIC HETOCTATKH SBHIIMCH CJIIEACTBHEM CKPBITOT'O ,E[e(beKTa MaTepHalOB HMIIH
HEKAUECTBEHHOTO M3rOTOBICHUS U3JIETIHS IIPOU3BOIUTECIIEM.

ITo BompocaM, KacalomMUMCcsl KadecTsa Habopa
«BexToHBcAg-anTuTE 12,
cneayer obpamarses B AO «Bekrop-bect»
10 aJpecy:

630559, HoBocuOupckasi 001acTs,
p.n. Konernogo, a/g 121,

ten. (383) 227-67-64.

E-mail: vbobtk@vector-best.ru

JOMMOJIHUTEJIbHASI THO®OPMAILIMUS
JUUISI IOTPEBUTEJEN

HaGop mpemHasHadeH Ui IPO(ECCHOHATEHOTO IPUMCHEHHS B KIMHHYECKOH nabopaTOpHOH AMarHo-
cTHKe 00y4YEeHHBIM IIEPCOHAIIOM.

TpeGoBarus Ge30MaCHOCTH K MEAMIMHCKIM Jlaboparopusm npuseaensl B 'OCT P 52905-2007.

Bce pearenThl HaGOPOB, COJEPIKAIIKE B CBOEM COCTaBE MATEPHUAbl YCIOBEUECKOIrO IMPOMCXOIKICHHS,
HWHAKTHBHPOBAHHBIL

Anturena k BUU-1,2 u Bupycy remnatura C u HBsAg oTcyTCTBYIOT.

Habop ajpantupoBan i nocTaHoBKM V@A Ha aHAIMTHYECKMX AHAIH3ATOpaX OTKPBITOTO THIIA
(«LAZURITE», mpouspomurens «DYNEX TECHNOLOGIES»; «TECAN Freedom EVOlyzer», npousso-
mutens « TECANy; «EVOLISy, npoussoxutens «BIO-RADy u j1p.)

IIpu nocranoBke MDA Ha aBTOMATHYECKMX aHAIN3aTOpax (HIIaKOHPL, BXOIAIIUE B COCTAB Habopa, He 110-
MeIIATh HEMOCPE/ICTREHHO B KAMEPY aHAIN3aTOPa, & HEOOXOMMOE KONHIECTBO KOMIIOHEHTOB UL KaJK/IOH 110-
CTAHOBKH OTOMPATh B OTJEJBHYIO YHCTYIO EMKOCTh. VICKIIOYeHHe COCTABIIACT CTOM-PEAreHT — B3anMO3aMeHsl-
eMBIii KOMITOHEHT utsi Beex HabopoB AO «Bekrop-becT», He TpeOyronmii XpaHEHHS B XOTIOAUILHHUKE B TCUCHHC
BCEr0 CPOKA rO/IHOCTH.

Ilpy [MHAMAYECKOM HAOMIOACHHHM MAllMeHTa /UL TOJIyYeHHs Pe3yJIbTaToB, aleKBAaTHO OTPAKAOMIMX
u3MeHeHne KoHueHTpamuu antuten K HBcAg B KpoBH, HCOOXOIUMO HCIOJIb30BATh HabOpHI pearcHTOB OJI-
HOTO HANMEHOBAHHS (OJIHOTO TIPeIPUITHI-U3IOTOBUTEIIS).

1. O6ecneyenne MOJy4eHHs NPABHIBHBIX PE3yJIbTATOB AHAIH3A

J{0CTOBEPHOCTL H BOCIPOH3BOIMMOCTH Pe3yJIbTATOB AHAJIN3A 3ABHCAT OT BBINOJIHEHHS CJIe1ylo-
IIAX OCHOBHBIX MPaBHII:

— ue nposoaute MDA B npuCyTCTBUM MAPOB KUCIIOT, [Ie10Yei, alIBJIETHIOB HJIM IbUIH, KOTOPBIC MO-
T'yT MEHATH HEPMEHTATUBHYIO aKTHBHOCTH KOHBIOTATOB;

— (epMeHTaTHBHAS PEAaKiys YyBCTBHTEIbHA K IPHCYTCTBHIO HOHOB METAIUIOB, IOJTOMY HE JOMYyC-
KaiiTe KOHTAKTOB KAKHX-TM60 METAIUTMUECKUX TIPEMETOB ¢ KOHBIoraTtoM u pactBopom TMb;

— usberaiiTe 3arpA3HEHUS KOMIIOHEHTOB HaOOpa MUKPOOpraHM3MaMM M XUMHYECKUMH IPUMECIMH,
JUISL DTOTO MCIOJB3YHTE B paboTe YUCTYIO HOCYAY W OJHOPA30BbIC HAKOHEYHHMKH LS KaX7O0ro pearcHTa,
KOHTpOJA, 06pasna;

— paboure MOBEPXHOCTH CTOJIOB, 00OPYIOBAHHUS CIIEAYET 06padaTeiBaTh 70% ITHUIOBEIM CIIUPTOM (HE
JIOTyCKaeTCsl UCIIONb30BaHUE NEPEKMCH BOAOPO/IA, XJIOPCOACPIKAIIHIX PacTBOpPOB);

— HHKOTIA HEe UCTIOJIB3YITe OJIHY U Ty JK€ EMKOCTD JUlsl KOHBIOTaTa H pacTBOpa TMB;

— mepen or6opom pactBopa TMbB u3 (rakona HeoOXOIHMO MPOTEPETH KOHYC 103aT0pa (BHYTPEHHIOIO H
BHEIIHIOIO TIOBEPXHOCTH) CHAYANA JJUCTHILIMPOBAHHOM BOIOH, a 3aTEM 70% 3THIOBBIM CIHPTOM, TaK KaK ma-
nejiiee 3arps3HEHHE KOHBIOTaTOM MOXKET IPUBECTH K KOHTAMUHAIMHU BCETO COCPIKHMOTO (nakona;

— HCHONB3YHTE TOIBKO OTHOPA30BbIe HAKOHECUHUKH IS 103aTOPOB;

— He ob6pabarbiBaiiTe Ie3UHQHIMPYIONIMMA PACTBOPAMH M MOIOIMMHA CPEACTBAMH HOCYIY (BanHOY-
KM), HCIIOJIB3yeMYIO Ul pabOTEI C KOHBIOraTOM M PACTBOPOM TMB;

— B CJlyyae TMOBTOPHOTO HCIOJIB30BAHMS TIOCY/y (BAaHHOUKH) UL KOHBIOrara HeOOXOAMMO TPOMBITh
IIPOTOYHOM BOJON M TIIATEIBHO OMOJNIOCHYThH JHCTUIUTEPOBAHHOM BOIO#; HOCYy (BaHHOYKH) JUIS pacTBOpa
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TMB omnosiocHyTs BoJOH, MPOMBITE 70% STHIOBBIM CIHPTOM U TIIATEIBHO OTMBITH JTHCTUILTAPOBAHHOM
BOJIOH;

— €CIIM JIOTyINEHa OHOKa IPH BHECEHHH aHATM3UPYEMBIX 0OPa3LOB, HETB3sI, OTIOPOXKHHEB 3Ty TYHKY,
BHOCHTH B Hee HOBBIH 00paserr; Takast JiyHKa GpakyeTcs.

KauecTBo IPOMBIBKH JIYHOK ILIAHIIETA HIpaer BAKHYK POJb AJIS MOJY4YeHHS IIPpaBHJIBHBIX pe-
3YJbTAaTOB aHAJIHM3a:

— /Jlns aciupanun aHanu3upyemMbIX 06pasiioB H MOCHeAYIOMIEeH TPOMBIBKH PEKOMEH/YETCA HCTOMB30-
BaTh aBTOMATHYECKOE HJTM PYYHOE IPOMBIBOYHOE YCTPOHCTBO.

— [lobuBaiiTech MOJHOrO 3AIONHEHHS U ONOPOXKHEHHS BCEX JYHOK IUTAHIIETA B TPOLECCE MPOMBIBKH.
Henocrarounast aciupanus KuIKOCTH B TPOIECCE IIPOMBIBKA MOYKET TIPUBECTH K TIOHIYKEHHIO TYBCTRHTEITHHO-
CTH ¥ cEeNU(UYHOCTH aHAJIU3A.

— Criefare 3a COCTOSIHMEM TPOMBIBOYHOIO yCTpoicTBa — peryispHo (1 pas B Hezenmo) obpabarnriBaiiTe
UUIaHTH B eMKOCTH 70% 3THIIOBBIM CITHPTOM.

— [t IpefoTBpAIIeHNs 3aCOPEHHs M IIPOMBIBOYHOIO YCTPOMCTBA B KOHIIE Pabodero jHs 00s3a-
TENILHO BBINOJHUTE IPOLENYPY ONOJIACKUBAHMS CHCTEMBI TTOIauH JKUIAKOCTH IUCTHILIMPOBAHHON BOJIO.

2. Kparkas cxema npoBeaenns MDA
s Ha0opa peareHTOB
«BexToHBCcAg-anTHTE12»
Hcnonvsosame monbko nocne muyamenvHo2o 03HAKOMIEHUA ¢ UHCMPYKYueli!

Buecrn: no 50 mxin K+, K—;
1o 50 MKJT HCCTefyeMbIX 00pasLioB.
Buecru: o 100 Mk KoHBIOTATA.
Huxyoupoars: 60 mus, 37°C.
IIpompITh: IPOMBIBOYHBEIM PAaCTBOPOM,
400 Mk, 5 pas.
Buecrn: no 100 mxn pacrBopa TMB.
Hukybuposars: 25 muH, 18-25°C, B TeMHOTE.
Buecru: no 100 Mkn cron-pearesra.
HUsmepurs: OIT npu 450 um / pedepencuas urnHa BoIHBI 620—655 HM.

3. I'paduyeckne CHMBOJIBI

MeguunHckoe
Homep no katanory @ u3genve ana
AWATHOCTUKM in vifro
Copaepxumoro
AOCTaTOMHO . —
W ANA NpoBejeHna A HeCrapEie
n-KonuW4yecTea TecrToB
TemnepatypHbIi
LOoT Kog naptim { ,qnanac?:uyp
{1 |Mara
d MaraTasyzent — | warotoBnenus
Obpaturech
8 Menone3oBats 4o ... DB K MHCTPYKLMUN
10 NpUMeHeHUIo
L]
88:;.'}::{:; yyyy-mm-op | Aata B chopmarte
A K MIHCTpyKUumn vwyvam | [0A-Mecau-flens

loa-Mecsay

no NpUMeHeHWo

KoncyapTammio cnenpa/aucta mo padore ¢ HA6OPOM MOKHO IMOIYYHTH 10 TeuL.: (383) 227-75-40.
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Tabumua pacxoaa KOMIIOHEHTOB HA00pa peareHToB

IIpoMBIBOUYHBIN PACTBOP
Kon-Bo
HCIIONBb3YEMBIX ®CB-Tx25 Hucra. Konsrorar, Mit Farmeop: LD,
CTPHIIOB M ’ BOA4, e
MIT
1 2,0 JTo 50 1,0 1,0
) 4,0 J0 100 2,0 2,0
3 6,0 o 150 3,0 3,0
4 8.0 no 200 4,0 4,0
5 10,0 710 250 5,0 5,0
6 12,0 1o 300 6,0 6,0
7 14,0 1o 350 7,0 7,0
8 16,0 1o 400 8.0 8,0
9 18,0 1o 450 9.0 9.0
10 20,0 1o 500 10,0 10,0
11 22,0 mo 550 11,0 11,0
12 24,0 J0 600 12,0 12,0
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