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HHCTPYKHM
[10 TIPUMEHEHHTO Hdﬁapa
JUTs BBISABIICHHS QHTUTEI K BUpYCy Oioranra UMMYHO(EPMEHTHBIM METOIOM

«BJIIOTAHI-CEPOTECT»
(oprammsanms-npounssogureas — 000 «Berbuoxumy», r. Mocksa)

1. OBIIUE CBEJEHUS

|. Habop mist BRISBIEHHS anTuTeN K BUpycy 6moranra (BTV) uMMyHO(EpMEHTHEIM METOA0M
«BJTIOTAHI-CEPOTECT».

2. B coctaB Habopa BXOAST MMMYHOCTIELIAQHUECKHE ¥ XHMHYCCKHE KOMITOHEHTBI:

1). Tnammer s WMMYHOQEPMEHTHOro asanguW3a ¢ ancopOMpOBaHHLIM B JIYHKax
aaturesoM VP7 BTV — 2 mtyks;

2). MonosxuTtenpusit kontpons (K*), nmpospadnas JKUIKOCTb PO30BO-KpacHoro nseta, 1,5 oM
— 1 ¢naron;

3). Orpunarensrsii kouTpois (K), npospaunas KHAKOCTh CHHE-TO/yb0r0 1BeTa, 1 Sem —1
(hiaxkon,

4). PacTBop xonbrorara (6enok VP? BTV, MeueHHBIH MEpOKCHIa30i XpeHa), npospadHas
HUAKOCTH CHHe-Tomy0oro usera, 22,0 em® — 1 dakon;

5). 20-xpaTHeiil KoHUeHTpaT OydepHOro pacTsopa /Ui NPOMBIBKH IUIAHIIETOB H pa3sBeICHUA
ceiBopotok (MCBT), mpo3payHas JKHIKOCTh, OECUBETHAS MIIH C XKENTOBATHIM OTTCHKOM, 25,0
cM® =3 ¢nakona;

6). CyGerparasii pacteop (CP) ¢ XxpomorenoM, OecieTHas [po3padyHas KHAKOCTb, 25,0
eM® —1 ako;

7). Cron-pacrBop, GecBeTHAs NpO3padHast KHIKOCTb, 23,0 eM” — 1 maxon.

3. Habop «BJIIOTAHI'-CEPOTECT» npennasHa4yex Jis BbISBISCHHS AHTHTEN K BHPYCY
fmoTanra B CHIBOPOTKE KPOBH GOJIBHBIX, TOJ03PEBAEMLIX HA 3a00JI€BAHHE, IKCIMEPUMEHTATLHO
3apaKeHHBIX M BAKIMHWPOBAHHLIX JKMBOTHBIX (KPYMHOr0 poraroro ckotra, oser u ko3). HabGop
MO3BOJISET BbUIBJIATH NPOOBI ¢ HU3KHM COACPIKAHHEM aHTHTE]L.

Habop paccumran Ha NpoBelJeHHE Ha ONHOM IUIAHIIETE OJHOBPEMEHHOrO aHamusa 46
HCCenyeMbIX mpol ChIBOPOTOK (B 2 MOBTOpax) M ABYX  KOHTPONBHBIX Npod (B 2 MOBTOpax).
Komnonopka Habopa MOMycKaeT BO3MOXHOCTH APOOHOr0 MCIOJB30BAHUS KOMITOHEHTOB JUIA
NPOBEICHHUS HECKOJIBKUX CepPHil AHAIIW30B M0 MEpe NOCTYILICHHA Onomarepuaa.

4. YnakoBka H MapKHpPOBKa

Komnoneatsl Habopa pacacoBblBAIOT B TUIACTHKOBbIE  (CTEKISIHHbIC), TEPMETHTHO
yKynopentble QuiakoHb! (TpoOGHPKI) COOTBETCTBYIOIIEH BMECTUMOCTH.

[InactukoBbie  ¢nakoHsl  (TPOOHPKH)  YKYNOPHBAKOT  3aBUHYMBAIOLIUMMCS  WIH
3ALMENKMBAIONMMHUCSH  IUTACTHKOBBIMH  KpbimiKam#. CrexnsiHHBIE  (UIAKOHBI  YKYTOPHBAIOT
Pe3MHOBBIMH npobxamu, yKperieHHBIMH ANOMHUHHEBBIMHA HJIH MJIaCTUKOBLIMU
3aBHHYMBAOIIAMUCS KOJIIAYKAMH.

Ha aakous! (TpoOupKr) ¢ K@KIbIM KOMIIOHEHTOM HAKJIEHBAIOT 3THKETKH C YKa3aHHEM:

HaspaHusi /WM TOBAPHOTO 3HAKA OPraHU3aLMA-TIPON3BOAUTENS M Pa3paboTunKa, KpaTkoro
HasBaHus Habopa, KPaTKOro HA3BAHMS KOMIOHEHTA, €r0 HOMEpa, KOJIHYeCTBa B yIIaKOBKe, HOMEPA
CepHH, HoMepa KOHTPOJIS, CPOKa FOAHOCTH (Mecs1l ¥ IoJL).

TToNMCTHPOJIOBBIE TUIAHIIETH! YITAKOBEIBAIOT B MHMBHAYAIbHbIE MOIHITHICHOBBIC NAKETHL.
Ha nakeTsl HaKJIEHBAIOT ITUKETKH C yKa3aHHEM: Ha3BaHWS W/UIIM TOBAPHOTO 3HAKa OpraHM3alfH-
MpOU3BO/MTENN M paszpaloTuMka, KpaTKoro Haspauus Habopa, Ha3BaHHA ancoOpOHPOBAHHOTO
KOMITIOHEHTA, HOMEpa CEpHU B KOHTPOJIsl, CPOKA MOTHOCTH.



®nakoHs! (MPoOUpPKK) ¢ KOMIOHEHTaMH Ha0opa M IMJIAHIICThl YITAKOBLIBAIOT B KapTOHHBIE

WM TUIACTHKOBBIC KOPOOKH ¢ HAIIHUHEM I'HE3]l. )

Ha xaxaylo KOpOOKY ¢ AHArHOCTHYECKMM HabOPOM HAKJIEHBAIOT ITHKETKY, B KOTOPOH
YKa3h[BAIOT: CTpPaHy, TOpOJ, HA3BAHHE W/WIH TOBAPHBIH 3HAK OPraHM3ALUA-TPOUIBOAMTEIN H
pa3paboTurKa, MOJHOE HA3BaHHe HAOOpA, HOMEP CEPHH W HOMEp KOHTPOJIS, JaTy M3TOTOBICHM
(MecsI 1 rojt), CPOK rOJAHOCTH (MECAIl U OJ), YCIOBHS XpaHEeHHS, perucTpannoOHHEI HOMEp, 3HAK
coorsercTBus B cucteme I'OCT P, ofo3HaueHne HOPMATHBHOPO JOKYMEHTA, HaAIMHCh LI
JKHBOTHBEIX». B KaXIyEo KopoOKy BKJIAIBBAIOT HHCTPYKIKIO TI0 IPUMEHEHHIO Habopa.

5. Cpok roftHOCTH KOMIOHEHTOB Habopa - 12 Mecsues OT AaThl H3TOTOBICHUA IIpH yCI0BHHA
XpaHeHHs W TPAHCHOPTHPOBAHMS WX B 3AUIMINCHHOM OT CBETa MECTE [PH TEMIEPAType OT 2 po
8°C. He monyckaeTcs 3aMOpakuBaHue KOMNOHEHTOB Habopa (kpome CHIBOPOTOK)! 3ampelnaercs
CMELIMBATE KOMIIOHEHTHI HaboPOB pa3sHbIX CEPHi, NEPENNBATh B JPYTYIO IOCY1y H HCIOJIL30BATL
HabOp MO HCTEUYEHHUH CPOKA IOJIHOCTH.

®dnakoHbl 6e3 HTHKETOK, ¢ HApYIICHHEM IeNOCTHOCTH, W3MEHCHHWEM KOHCHCTCHIMH HIH
[BeTa KOMITOHEHTOB, NPH HATHYMH IUICCCHH MM APYrHX MpHMecedl W HE MCMOJIL30BAaHHLIC B
TeYeHHE CpOKa rOJHOCTH noutekaT BoiOpakoske. [lmaHmeTs! M KOHTPOIBHBIC CBIBOPOTKH
o6e3zapaxuBaioT 3% pacTBopoM XjopamuHa. OCTalbHBIE KOMNOHEHTHI Habopa He TpeOyroT
CHENHATBHBIX MEP YTH/IN3aIHH.

NPUMEYAHHUE. s mposegenuss MDA  ucnons3yloT: OIHO- W MHOTOKaHANBHLIC
MHUKPOIHIIETKM [ePEMEHHBIX 00BEMOB CO CMEHHBIMH HAKOHEYHHKAaMM, MEPHYIO J1a00paTopHyHO
OCy/ly, [IHMCTHIUTHPOBAHHYIO HIJH JEHOHU30BAHHYIO BOLY. CYXOBO3IYIIHBIH TepMmOCTaT ¢
TeMnepaTypoi 37°C, crekTpoOTOMETp ¢ BEPTHKAILHBIM JyHOM CBETa JTMHOH BOMHbL 450 HM,
JHMIKYIO TNIEHKY.

IT. MPUHIUIT METO/IA

6. MeTo OCHOBAH Ha B3aUMOMAEHCTBHH MMMOOHIM30BAHHOIO B JIYHKAX IUiaHimera Oenka
VP7 Bupyca GmoTanra co Crein(pHUecKUMA aHTHTEIAMU M3 CHIBOPOTKH KPOBH H IOCJIENYIOIIEM
BLISBICHHM CBA3aBIIMXCS aHTHTe]l OeiakoM VP7, KOHBIOTHPOBaHHBIM C ITEPOKCHIA30H XpeHa
(kombioraT). Ilepokchpasa B COCTaBe KOHBIOraTa BBI3bIBACT pa3fiOKEHUE HAXOMsLUCHCS B
XPOMOTEH-CYOCTPaTHOM pACTBOpE MEPEKMCH BOAOPOJA M OKHCIEHHE Xpomorena, B mymkax
PA3BHBAETCS OKPACKA, HHTEHCHBHOCTH KOTOPOH MPSMO TTPOMOPLHOHAILHA KOJMHYECTBY KOHBIOraTa
1, COOTBETCTBEHHO, aHTHTElNl B OmpejenseMol npobe.

1. MNOPSAJOK IPUMEHEHMSI

7. lloaroroBka K HecJIeI0BAHHAM

7.1. lToproroBka 610I0rHYECKOr0 MaTepHaa

JLisi aHaM3a UCIOMB3YIOT CBIBOPOTKY KPOBHM KPYITHOTO pOTaToro cKota, oBell ¥ ko3. Eciu
aHaIM3 MPOBOAAT B TedeHne 24 49 mocne orbopa mpod, obpasnel OHOMarepuana XpaHAT [1pH
TeMIIEpaType 4°C. Jlnst Gosiee AITHTEIBHOTO XpaHeHus o0paslbl 3aMOPAKUBAIOT LIPH TeMTiepaType
muaye 20°C. Tlepen Heeen0BaHHEM 3aMOPOKEHHEBIE 0OPasIbl B Teuenue 5-10 MHH HArpeBaioT B
BOJIsHOI Gare npu Temneparype 37°C.

B cnyuae BblmajieHus ocaika B mpobax ChIBOPOTKH KPOBH WX 00S3aTE/NHHO OCBETIIOT
neaTpudyrupopanuem B Teuenne 10 mun npu 2000g.

He pexoMeHayeTcs HCCIEAOBAHWE MPOPOCIIMX H TEMOJM3HPOBAHHBIX Npod, @ Takxke
MHOrOKpaTHOE 3aMOPaKHBAHHE W OTTaMBaHUE 0Opa3LOB CHIBOPOTKH KPOBH.

7.2. Ilogroroeka paGouux pacTBOpoOB

7.2.1. Ilepen magasom paboThl BCe peareHTHl BBIAEPXKUBAIOT He MmeHee 30 MuH npu
KOMHATHOH TeMIieparype (20—250(3) ¥ THIATENbHO [EPEMEITHBAIOT.

BHUMAHME. Ilpyn HeoJHOKPATHOM HCIOJL30BAHHH KOMIIOHEHTOB HAb0pa KOHTPOJIBHbIE
CHIBOPOTKM pexoMenmyercs pacacosars mo 120 Mk B otaeisbHble MpoGHpkH THia Dnmenaopd u
XPaHUTh [0 Ccheaywilero anammsa npu temneparype munyc 20°C. JlpyrHe KOMIIOHEHTH,
OCTABIIHECHA [MOCIE YaCTHYHOIO HCMONL30BAHHA, NO/DKHbI XPaHHTBCHA TUIOTHO 34KPBITBIMH B
YIaKOBKE MPON3BOIATEIS.



7.2.2. PaGounii pacteop Oydepa [UIs OTMBIBAHHS IUIAHUICTOB M Pa3BE/ACHUA CBIBOPOTOK
(®CBT). Comepxumoe (akona Ne 5 pasBoaiT B 20 pa3 CBEKENPUrOTOBICHHOM
aucTHIMpoBanHoit Bonol. (Ilpumep: Ui NOXyHCHUS 500 m;m paBouero pactBopa K 25 Mi
koHLeHTpara nobasnsior 475 M1 pojpl). Ciegyer UMeTb B BHIY, YTO JUIA 00paboTKH OHHOTO
crpuna Tpebyercst mpumepHo 30 i padouero pacTBOpa. PabGounii pactBop cTabHieH MpH
temneparype 4°C B Teuenue 3 cyr. st Gojee JUTMTENBHOTO XPaHEHHS PACTBOP 3aMOPAKHBAIOT 1
XPAHAT MTPU TEMTIEPATYPE MHHYC 20°C.

723. Ocranbhsie KOMIOHeHTH HaGopa: momoxkwutenbhbii (K', ¢nakon Ne2) u
orpunarensusii (K, ¢gnakon Ne3) KOHTPOIM, pacTBOp KOHBOrara (pnakon Ned), cyberpaTHBIH
pactsop (CP, guakon Ne6) u cron-pacTsop (rakon Ne7) - rOTOBBI K IPUMEHEHHIO.

8. IIpoBenenune anainsa

8.1. B nynxu Al1-B1 u C1-D1 suocsr o 100 MK KOHTPONBHBIX TPOO (K", K).

B ocrasbHble TYHKH Maninera BHocsaT no 50 Mk pabosuero pactsopa ®CBT (n. 7.2.2.) #u
0 50 MKJI HCIIBITYeMBIX Mpo6 chBOpOTKH KpoBH. ITpu BHEceHHH 0OpasLoB B JIYHKH COMCPKUMOE
TINATENBHO [EPEMENINBAIOT IMHTIeTHPOBaHAEeM. PeKoMeHIyeTes MCCIeloBaTh KaxIyo npody B
JBYX TIOBTOPAX.

3aKpBIBAIOT TUIAHIUET JTUTKOH IITEHKOH W HHKYOUpyIOT 1 4 npd TeMmnepatype 37°C.

8.2. Ilnanmrer 6 pa3 nmpombmBaior padounm pactBopom @CBT, nHOAroTOBIEHHBIM MO .
7.2.2, HA ABTOMATHYECKOM MPOMBIBAIOIIEM YCTPOHCTBE MIM BPYYHYIO, K@KAbIH pa3 IOBEpXY
sanonuss ayakm (300 MKT Ha JIyHKY) M [OOJHOCTBIO yHanss JKUAKOCTh MMOCTYKHBAHHEM
MEepPEBEPHYTOro TUIAHIIETA 110 (HHIBTPOBaNbLHOMH Oymare.

BHUMAHME. [lpn o510l omepamud BO3MOXHO BbINANCHWE CTPHIOB M3 pamx#!
Pexomenayercss IMPOMApKUPOBaTh CTPHMBl UL BOCCTAHOBJICHMS HUX  TICPBOHAYATLHOIO
PACIIOIOKESHHS.

8.3. B kanyio jynky BHOcsT no 100 Mkn KoHblorara. [TnaHileT 3akpbiBarOT IMITKOH
IJICHKOH ¥ HHKYOUPYIOT | 4 IpH TeMmneparype 37°C.

8.4. Ilmarmer 6 pas npoMmsBaoT pabouum pacteopom ®CBT (cm. atan 8.2).

8.5. B kaxayio ayHKy BHOCsT mo 100 mxi1 cyberpatHoro pactBopa. [lnanmer uHKyOHpYIOT
15 MUHYT B TEMHOTE NP KOMHATHOW TeMIepaTtype.

8.6. OcTaHaBIHBAIOT peakiluio 1obaBieHreM B Kax/yo JyHKy no 100 MKn cTon-pacTsopa.

8.7. Tlocne OCTAHOBKH PeaKIHH ONTHYECKYIO IIIOTHOCTH CyOCTPAaTHON CMECH M3MEPSIOT Ha
CHEKTPO(POTOMETPE ¢ BEPTHKAIBHBIM JLy4OM IPH JUTHHE BoxHbl 450 HM (Aysg).

9. YHeT W HHTepIpeTALHs Pe3yabTaToB

9.1. Bomumcnsior cpeiHee apu(pMETHUECKOE 3HAUCHHE  ONTHYCCKOH  IUIOTHOCTH
OTPHIIATEIBHOTO U TIOJIOKHTENLHOrO KOHTponeH (Agsg K- 1 Agso K+).

Bemumcnsitor cut off  (omcexawowjee 3nadenue), HeOOXOAMMOE Ul [PABHIBHOH
WHTEPITPETAIIHH PE3Y/IETATOB PeaKIIUH:

cut 0ff= 0,15 X A45[|K+

PesynbTaThl peakiyd CHUTAIOTCS TOCTOBEPHBIMH U MOTYT OBITH YUTEHLI, €CJIH KOHTPO/IbLHBIC
[MOKA3aTEe/IH COOTBETCTBYIOT CIEAYIOMIMM KPHTEPHIM:
A450K+ > 0,8
Ao < cut off
Ecnn monydeHHble 3HAYCHUSA HE COOTBETCTRYIOT BEHIILIECYKA3aHHBIM KPHTEPUSIM, PE3Y/ILTATE]
UDA cunTatoT HeJJOCTOBEPHBIMH U PEAKLIMIO MTOBTOPSIOT.
Ecmm A.q.f.n OTPHOATEIRHOI (6] Hu [OJNOKHTEIIEHOTO KOHTPOJI el COOTBETCTBYIOT
BBIIICYKA3aHHBIM KPHTEPHSM, TO Jaliee MPOBOAAT OLEHKY PEe3yJIbTaTOB pPeakiWh B JIyHKax C
HCTIBITYEMBIMH 00Opa3iaMH.

9.2. Bemmcnsior cpeaee 3HadeHne Agsg (eci npoly HCCIIENOBAIH B ABYX TTOBTOpAX) ISt
KayKIIOH OTBLITHOMH 11po0bl (A4soOIl).

[Ipoby cuuraioT oTpuarensbHoil, eciim  AygsoOIl Menbme  cut off
[TpoOy cunTaroT MOJMKATENBHOH, ecltn AysoOll OGonsiue cuf off



IV. MEPBI JINUHOU NPO®WJIAKTUKH
10. PaGoTy ¢ koMnoHeHTaMi Habopa cliefyeT NPOBOIHTE C cobroeHueM NpaBujl TEXHUKH
GesonacnocTy. [Ipy MONAIAHMA UX Ha KOXY MM CITM3UCTHIE 000I0UKH PEKOMEHYETCA [POMBITE
3TO MECTO BONBIIMM KOJTHUYECTBOM BOJOTIPOBOHON BOIBI
11. Bampemaercs NpHEM [HIIH K BOMIBL, KyPEHHE B IOMEIIEHUH, TS IPOBOAATCA paboThl ¢
KOMIIOHEHTaMH Habopa.
12. Habop crneiyeT XpaHuTh B MECTaX, HEJAOCTYIHBIX [Isl ICTEH.

Unctpyxuust paspabortana OOO «Berbuoxum» COBMECTHO C upmoit INGENASA
(Mcnanms). Oprarmnsanus-npoussomutens — OO0 «Berbnoxumy». Anpec Nporn3BOACTRA: 123098,
r. Mocksa, yi. 'amanen, 1. 16.

C yTBep:K/ICHHEM HACTOALLEH WHCTPYKIIMM YTPAIHBACT CHIY WHCTPYKIHS 10 MPUMEHCHHIO
pabopa  JUIA  BBIIBIGHMS ~ AaHTHTEN K BHpycy  O/oTaHra MMMYHO(EPMEHTHBIM
metonom «BJIIOTAHT-CEPOTECT, yrsepiaernas Poccenbxosnamsopom 09.12.2008 r.

PexoMerzoBaHo K peructpamuu 8 Poccniickoit ®enepamnu @IV BI'HKH
Perncrpanmonnsiii nomep [TBP-1-7.8/02296



