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MNpepncnosune

Lienn, oCHOBHble NMPUHLMMbI 1 OCHOBHOWN NOPAA0K NpoBeAeHNsA paboT Mo MeXrocyaapCTBEHHON CTaH-
napTtusauun yctaHosneHol FOCT 1.0—2015 «MexrocygapcTteeHHas cuctema ctaHgaptusaunn. OCHOBHble
nonoxeHunsa» n rOCT 1.2—2015 «MexrocygapcTBeHHasa cuctema ctaHgaptusaunn. CtaHgapTel Mexrocyaap-
CTBEHHbIe. NpaBuia n pekoMeHauum no MexrocyAapcTBeHHON ctaHaapTusauymn. Npaswna paspaboTkum, npu-
HATUA. OOHOBNEHUS Y OTMEHbI»

CBejeHusi o cTtaHgapTe

1 PABPABOTAH ®egepanbHbiM OIOKETHBIM ynpexaeHneMm «Bcepoccuiickuii rocyaapCTBeHHbIN
LleHTp kauecTBa 1 cTaHgapTU3aLmmn 1eKapCTBEHHbIX CPEACTB AJ15 XMBOTHbIX U KOPMOB» (OIBY «BIHKW»)

2 BHECEH ®epepanbHbiM areHTCTBOM MO TEXHWUYECKOMY perysiMpoBaHuio 1 MeTponornm

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTM3aunu, MeTposorui u ceptudukanmm (npo-
TOoKoN oT 27 wona 2016 r. Np 89-MM)

3a NPpUHATKE NporosiocoBann:

KpaTkoe HaumeHoBaHue CTpaHbl Kog cTpaHbl no CoupalleHHoe HauMeHOBaHWe HaLMOHaIbHOK opraHa
no MK (MCO 3166) 004-97 MK (UCO 3166)004-97 no ctaHgapTU3auum

ApmeHus AM MuH3koHOMUKN Pecnybnunkn ApmeHus

Benapycb BY FocctangapT Pecny6nuku Benapych

Kuprususa KG Kbiprei3cTaHgapT

Poccusa RU PocctanpgapTt

4 TMpukasom PefepanbHOro areHTcTBa No TEXHUYECKOMY PerysimpoBaHunio 1 MeTponorum oT 8 ceHTA6pA
2016 r. Np 1096-ct MexrocyaapcTBeHHblii ctaHgapT TOCT 33871—2016 BBeAeH B AelicTBME B kayecTBe
HauvoHasibHoro ctaHgapTta Poccuiickoin degepaumm ¢ 1 auBaps 2018 r.

5 BBEJEH BIEPBbIE

WNHopmauma 06 n3amMeHeHUsX kK HacToswemMy cTaHgap Ty nybnukyeTCA B eXerogHoM MHMopMaL MoH-
HOM yKa3saTerne «HaunoHanbHble CTaH4ap T bi». & TEKCT U3MEHEHUV NNONPaBoOK — B €XXeMEeCAYHOM MHAOp-
MaLMOHHOM yKasaTene «HauuoHanbHble cTaHfapThi». B cnyyae nepecmoTpa (3aMeHbl) WU OTMEHbI
HacToOALlero craHjapTa COOTBeTCTBYyUee yBefomneHne OygeT Onyb/iMKOBAHO B eXeMeCAYHOM
NMHMOPMAaLMOHHOM yKasaTene «HauuoHanbHble cTaHgapTbl». CooTBeTCTBYWLWas nHhopmauus, yse-
JOM/IEHNE U T eKCT bl pasMeLLalo T Ca Takxe B MHPOPMaLMOHHOW cucTeme 06Lerononb30BaHns — Ha odu-
unanbHoMm cariTe PefepasnbHOro areHTCTBa N0 TEXHNUYECKOMY PerympoBaHnio 1 MeTposiorny B ceTun
MHTepHeT (www.gost.ru)

© CraHgaptuHdopm. 2016

B Poccuiickoii ®efepaLnm HacToAWNA CTaHAAPT HEe MOXET GbITb MO/IHOCTHIO UM YACTUYHO BOCMPOU3-
BEJEH. TPAXMPOBAH M PacnpoCcTpaHeH B kauecTBe ohuLmanbsHOro n3faHns 6e3 paspelleHus degepasnbHoro
areHTCTBa No TEXHUYECKOMY Pery/impoBaHuio 1 MeTposiorum
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M E X T OCVY 4APGC CTUBEHHUbB 1 C TAHOAPT

CpO,EI,CTBa nekapcTtBeHHble AN BETEPUHAPHOTo NpuMeHeHns

BAKLHbI MPOTUB BUPYCHbIX BOJIE3HEWN XXBOTHbIX

MeTopg onpefeneHns akTUBHOCTY B peakuuun remarrnoTuHaymm (PTA)

Biological medicine remedies tor veterinary use. Vaccines against viral diseases of animals.
Method of determination of activity

farta BBegeHna — 2018—01—01

1 O6nacTb NPpMMEHeHUs

HaCTOﬂLU,VII?] CTaHAapT pacnpocTpaHAeTCAa Ha BakUWHbl MPOTUB BUPYCHbIX 60M1€e3HEeN XUBOTHbIX 1 yCTa-
HaBnnBaeT MeTo[ onpeneneHna akTMBHOCTU B peakyun remarrinioTuHalnin.

MprnmeyaHne — MeTof MOXET GbiTb UCMOML30BAH /151 0GHAPYXEHUS U UAEHTUMUKALUN BUPYCOB.

2 HopmaTuBHble CCbI/IKK

B HacTosLleM cTaHgapTe UCNOIb30BaHbl HOPMAaTUBHbIE CCbISIKM Ha CriefyoLlmne MeXrocyjapcTBeHHble
cTaHgapThbl:

FOCT OIML R 76-1—2011 lNocypapcTBeHHas cuctema obecneyeHms egUHCTBa U3MepPEHUiA. Becbl HeaB-
TomMaTuyeckoro gelicteus. Yactb 1. MeTponornyeckme n TexHuyeckme TpebosaHns. MicnbitaHns

FOCT 975—88 I'nioko3a Kpuctanmyeckas rmgpatHasa. TexHuyeckue ycnosus

FOCT 1770—74 (MCO 1042—83, NCO 4788—80) lMocyga MepHas nabopatopHasi CTeKsiHHas.
LinnuHapsl, MeH3ypku, Kon6bl, Npobupkn. O6LLNe TEXHUYECKME YCI0BUSA

FOCT 3145—84 Yacbl MexaHnyeckne ¢ CUrHasbHbIM yCTPOKCTBOM. O6LLUMe TeXHUYECKUE YCNOBUA

FOCT 4233—77 PeaktuBbl. HaTpwuii xfiopucTblii. TEXHUYECKME YCIOBUS

FOCT 6038— 79 PeaktuBbl. D-rntwoko3a. TexHU4yeckne ycrioBus

FOCT ISO 7864—2011 Wrnbl MHBEKLMOHHbIE OAHOKPATHOrO NMPUMEHEHUS CTEPUSIbHbIE

FOCT ISO 7886-1—2011 LUNpuLUbl UHBEKLMOHHbIE OAHOKPATHOIO NPUMEHeHUs cTepusibHble. YacTtb 1.
LLinpuupl 4NsS py4yHOro UCNonb30BaHUsA

FOCT 6709—72 Boga AuctunanpoBaHHas. TexHuyeckue ycnosus

FOCT 22280—76 PeakTnBbl. HaTpWii NIMMOHHOKNCAbIV 5,5-BOAHBIA. TEXHUYECKMe yCnoBus

FOCT 22967—90 LUnpuubl MeANLMHCKME NHBEKLUNOHHbIE MHOTOKPATHOTO NpuMeHeHusi. Obue TeXHU-
yeckue TpeboBaHMa 1 MeToAbl UCNbITaHW

FOCT 25336—82 Nocypaa n o6opyaoBaHue nabopaTopHble CTEKNSAHHbIE. TUMNbl, OCHOBHbIE NapameTpbl U
pasmepbl

FOCT 25377—2015 Nrnbl NHBEKLMNOHHbIE MHOTOKPATHOro NPpUMeHeHus. TeXHNU4eckme ycnoBsus

FOCT 29230—91 (MCO 835-4—81) MNMocypa nabopaTtopHasa cTeknsHHas. MNuneTkn rpagyvpoBaHHbIe.
YacTb 4. MNMuneTkn BblayBHbIE

MpumedyaHue —lNpy NOMb30BAHUN HACTOALWMM CTAHAAPTOM Liesiecoo6pa3Ho NPoBEPUTL AeiicTBre
CCbIJTIOYHBIX CTAHAAPTOB B MHChOPMALMOHHOI cucTeMe 06LLEro Nob30BaHNA — Ha oduuMansHOM caiite de-
[lepanibHOro areHTCTBa Mo TEXHNYECKOMY PEry/IMPOBaHMI0 U METPOJIOTUN B CETU VIHTEPHET U/IN NO EXErogHOMY
NHCOPMaLMOHHOMY yKa3aTesnto «HaunoHanbHble cTaHaapTbl», KOTOPbIA 0Ny6MKOBaH MO COCTOAHMIO Ha 1 AH-
Baps TEKYLLEro roga, 1 no BbiNyckam eXeMeCsa4YHOro MHOPMaLIMOHHOTO ykasaTens «HauuoHanbHble cTaHAap-
Thi» 3@ TeKyLWii rod. Ecnm cCbiNoYHbI CTaHAapT 3aMeHEeH (M3MeHeH), TO NMpY NOMIb30BaHNN HACTOALLMM CTaH-
[JapToMm cnefyeT pyKOBOACTBOBATLCS 3aMEHSIOLLMM (M3MEHEHHbIM) CTaHAapPTOM. Ecnn cCbiNoYHbIii cTaHgapT
OTMeHeH 6e3 3aMeHbl, TO NO/IOKEHNE, B KOTOPOM AaHa CChl/IKa Ha HEro, NPUMEHSIETCA B YaCTK, He 3aTparmBaro-
Ll 3Ty CCbINKY.

N3paHne ouynanbHoe
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3 TepMuHbI 1 onpeneneHns

B HacTosileM cTaHAapTe NPUMEHEHbI cneaylole TeEpMUHbI C COOTBETCTBYIOLLNMUN OnpefeeHNAMU:

3.1 remarrnoTuHaymna: CnocobHoCTb Bupyca afcopbupoBaTbCsA Ha MOBEPXHOCTU 3PUTPOLNTOB,
COMNpPOBOXAAaKLWasaca UX CKIeuBaHNEM.

3.2 reMo/in3 3puTPOLUNTOB: PaspyLleHne 3puTpoLnTOB KPOBM C BblAE/IEHVEM B OKpYXaloLLyto cpeay
remMorno6uHa.

4 MeTog onpefeneHnss akTUBHOCTU B peakuuy remarrioTuHaynm

4.1 CywHocTb MeTofa

CywHOCTb MeTofa 3ak/lo4yaeTcsi B CNOCOGHOCTU TEMArrIoTUHUPYIOWWUX BUPYCOB arr/ioTHUPOBATh
3PUTPOLUTLI ONpPEeaeNeHHbIX BULOB XUBOTHLIX UV Yesl0Beka BonpeaesieHHOM Auana3oHe TeMneparypbl v pH
cpegpl.

MpunumeyaHue — Bug. Bo3pacT, Noa 4OHOPA, KOHLEHTPALUS 3PUTPOLMUTOB N TeMNepaTypHblii peXxuM nocTaHoB-
KW peakuuu 3aBUCAT OT UccrefyeMoro Bupyca.

4.2 Annapatypa, peakTuBbl, nocyja, MaTepuanbl U XXUBOTHbIE

4.2.1 [ns onpefenieHns akTUBHOCTU B peakuumn remarrioTuHaLmMm npuMeHsoT:

- Becbl HeaBTOMaTu4yeckoro geicteust no FOCT OIML R 76-1;

- Yacbl MexaHnyeckne ¢ curHanbHbIM ycTpoiicTBoM no TOCT 3145;

- TepmocTart, cnoco6HbIl nogaepxusaTtb Temnepatypy (37,0 +0.5) CC,

- LeHTpudyry nabopaTopHyto;

- pacTBOpbl aHTUCENTUYECKNE;

- pacTBop HaTpus xnopuga 0.9 %-Hblii n3oToHnuecknii ¢ pH (7,210.2) ep. pH:

- BOA4y AucTunavpoBaHHyto no NOCT 6709;

- HaTpuii NMMOHHOKMCAbI 3-3ameLleHHbI no TOCT 22280;

- renapuH c akTMBHOCTbIO 5 Thic. E[l/CMS;

- rmoko3y no FOCT 975 wnn FOCT 6038;

- HaTpuii xnopucTblii no TOCT 4233;

- KOn6bl MepHble pas3nunyHoii BMectumocTu no FOCT 1770;

- NPo6MpKM BakyyMHble A15 B3ATUA KPOBU C aHTUKOAryISHTOM;

- WNpuLbl MHbEKLNOHHbIE OAHOKPATHOrO NPUMeEHeHUs cTepusibHble No FOCT ISO 7886-1 BMECTUMOCTbLIO
1cM3 unm Wwnpuubl MHOrOKpaTHOro npumeHeHus no FOCT 22967,

- WUI/bl UHBEKUMOHHbIE O4HOKPATHOIO NpUMeHeHust ctepusibHble Mo FTOCT ISO 7864 1w urnbl MHOrokpar-
HOro npumeHeHus no FOCT 25377,

- npobupkn cTeknsHHble no FOCT 25336;

- NUNETKN CTEKNAHHbIE rpagynpoBaHHble BbigyBHble no FTOCT 29230 smecTuMocTbio 1. 51 10 cm3:

- MUKPOL03aTopbl aBTOMaTNyeckne nepeMeHHoro obbema;

- wTaTvMB ANA Npo6upok;

- NnaHweT 418 MMMYHOBGMOMIOTMYECKUX peakLuii:

- XVBOTHbIX:

- NeTyxos;

- UbINAAT;

*oKyp:

- Mblleit 6enbix;

- KpbIC 6enbix;

- CBWHOK MOPCKMX;

- KPOJIMKOB;

- nopocsr;

- oBel,;

- Tensr.

MpumeyvyaHune — [na NpoBefeHNs NcCNe[0BaHNA MOTYT UCMOMb30BATLCS APYrNe XUBOTHbIE-JOHOPbI.

4.2.2 [onyckaeTcsi NPUMEHEHWE APYTUX CPELACTB U3MEPEHUI C METPOIOTMYECKUMUN XapaKTepucTUKamu,
a TaKkkKe peakTUBOB, NOCYAbl Y MaTepuasioB No KAYeCTBY He HUXE yKa3aHHbIX.

2
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4.3 ToprotoBka K uccnefoBaHuio

4.3.1 lMpurotoBsieHNe pacTBOPOB aHTUKOATYNSAHTOB

4.3.1.1 TpuroTos/ieHne pacTeopa JIMMOHHOKUC/IOrO HaTpuUsA

[Ona npurotosneHuns 200 cm3 pacteopa 5 r HaTpus IMMOHHOKUCIOMO 3-3aMeLLeHHOro BHOCAT B MEpPHY0
Konby 1 goBoasAT 06bem pacteopa 0.9 %-HbIM M30TOHNYECKMM PacTBOpPOM xnopuga Hatpus fo 200 cm3.

Cpok xpaHeHusi pacTBopa npv Temnepatype oT 2 °C go 8 "C He 6onee 1 mec.

4.3.1.2 TlpuroTtosreHne pactsopa Anbcesepa

B mepHoii konbe pacTBopstT 24.6 T r10KO3bl. 9.6 T HATPUSA JIMMOHHOKMCAOrO 3-3aMeLlleHHoro n 5.04 r
HaTpus xnopucToro B 1.2 AM3 4UCTUNINPOBAHHON BOAbI.

Cpok xpaHeHus pactsopa npu temnepatype ot 2 °C go 8 °C He 6onee 3 mMec.

4.3.2 TpurotosneHue 0.9 %-HOro M30TOHNYECKOTO pacTBopa xnopuga Hatpusa

B mepHoli konbe pacTBopsaloT 9 1 xaopuga HaTpus, 4OBOAA 06bEM pacTBOpa BOAON ANA WHBbEKUUIA A0
1am3. PacTBOp ubTPYIOT, pa3NBaloT B CTEK/SHHbIE (MONMMepHbIe) chnakoHbl no 100 n 250 cm3 n ctepunu-
3ytoT npu Temnepatype 110 °C — 120 °C B TeyeHue 15— 20 MUH unm Tekyuymm napom npu remnepatype 100 °C
B TeyeHune 30 MUH. pH pacTtsopa nocsne crepununsaunm ot 5.0 go 7.0 eg. pH.

Cpok xpaHeHus pacTBopa npu Temnepatype ot 2 °C go 8 °C He 6onee 1 roga.

4.3.3 MpuroTtoBneHue 1 %-HoOW cycneH3um apuTpoLmnTOB

4.3.3.1 3abop kposwu

KpoBb 6epyT, cobnogasn npasuna aHTUCENTUKN Y 34,0POBbIX XXMBOTHbIX U3 6/1aronosy4HbIX Mo UHDEKLN-
OHHbIM 60M1€3HAM NYHKTOB BblpalmBaHnsa. KpoBb 6epyT WNpuLaMm 04HOKPaTHOrO NI MHOTOKPaTHOT 0 Npume-
HeHUs M3 cepiua B3pOC/biX /1a60paTOPHbIX XUBOTHbIX, M3 SPEMHOW BeHbl Y KPYMHbIX XWBOTHbIX, W3
NOAKPbIbLOBON BEHbl NeTyxoB. KpOBb MepeHoCcAT B NPO6VpKM € aHTMKoarynsHTamu. KpoBb MOXHO 6paTh B
BaKyyMHble NMPOBUPKN C aHTUKOAry/IAHTOM.

AHTUKOArynaHTbl 06aBAAIOT B NPOOMPKY (MK WNpUL) nepej B3aTUEM KPOBM M3 pacyeTta: pacTsopa
JNIMMOHHOKMCONO HATPUS U KPOBY — B COOTHOLLEHUW 1:2; pacTBop AfibceBepa 1 KpoBM — B COOTHOLLEeHUN 1:1
COOTBETCTBEHHO.

FenapuH ncnonb3ylT 13 pacyeta 0,2 CM3XMAKOro renapunHa (C akTMBHOCTbIO 5 Thic. Efl/cm3) unu 0.2 mr
cyxoro renapuHa Ha 100 cm3 kpoBu.

SpUTPOLMTLI C pacTBOPaMmM aHTUKOAryIAHTOB MOXHO XpaHUTb Npu Temnepartype ot 2 °C o4 X [0 noss-
NIeHns NPU3HaKoB reMonunsa.

4.3.3.2 T1puroToB/ieHne CycneH3numn spuTpoLmToB

[na nonyyeHnsa cycneHsnmn apuTpoLmnToB UxX 3a 2—44 40 NCNosb30BaHNA 0oTMbIBatOT 0.9 %-HbIM U30TOHU-
4yecknum pacTBOpom xnopuga Hatpus. O6paboTKy NOBTOPAT 3—4 pasa, Kaxablii pa3 ocaxgasn apuTpouuTb
LueHTpudyrmposardnem no 10 mvH npu 1.5—2 Tbic. 06/MUH. ocne nocnefHero oTMbIBaHUA HafocafouvHas
XNAKOCTb fO/MKHA OblTb 6GecLBeTHON M Mpo3payHoil. M3 ocagka 3puTPOLMTOB, KOTOPbIA MPUHMMAIOT 3a
100 %-Hyto cycneH3uto, ToTOBAT CYCMEH310 COOTBETCTBYOLEN KoHLeHTpaumm (Hawe 1 %-Hoit) Ha 0.9 %-Hom
M30TOHWYECKOM pacTBope x/iopuaa HaTpus.

Onsa nonyyeHns 1 %-Hoi CycneH3numn cMeLLnBaloT O4HY YacTb (Mo 06bemy) ocajka apuTpounToB ¢ 99 vac-
TAMKM 0,9 %-HOro M30TOHUYECKOro pacTeopa X/opuaa HaTpus.

KoHUeHTpauns cycneHsmm apuTpoLmMToB 3aBUCUT OT BUPYCa, C KOTOPbIM CTaBUTCA peakuus.

XpaHaT NpUroToB/IEHHYIO CYCNEH3NI0 3pUTPOLMTOB Npu TemnepaType oT 2 BC 40 8 BC 0 nosiBNeHus npu-
3HaKOB remMosi3a 3puTPOLIUTOB.

4.4 TlpoBefeHue nccneposaHus

B NyHKM nnaHweTa AN UIMMYHOI0rMYecKkMX peakumii BHOcaT no 0,25 mm3 0.9 %-HOro M30TOHUYECKOoro
pacTsopa X/iopuga HaTpusi U roTOBAT AByKpaTHbIE pa3BefeHunsa BakLuHbl (Bupyca), HaunHas ¢ 1:2 o 1:4096 n
6onee. 115 3TOro B NePBYIO JIYHKY aBTOMaTUYECKUM 4,03aTOPOM BHOCAT 0,25 MM3 BakuMHbI (BUpyca), TPUXAbI
nepemMeLLMBaloT C MOMOLLLIO MUNETKN U NepeHocAT 0.25 MM3BO BTOPYIO NIYHKY U Tak ganee A0 He06X04MMOoro
pa3sefeHus. M3 nocnegHen nyHkv ygansaoT 0,25 mm3pacTBopa B aHTUCENTUYECKUl pacTBOp. B kaxayto yHKy
pobasnaoT 0.25 Mm3 cycneHsnmn apuTpounTos. OfHOBPEMEHHO CTaBAT KOHTPO/Ib 3PUTPOLIUTOB HA CMOHTAH-
Hyt0 arrioTUHaUN0. 114 3Toro B YeTbipe NyHkM BHOCAT 0,25 MM3 0.9 %-HOro M30TOHNYECKOro pacTsopa X10pu-
na Hatpua u 0,25 Mm3 cycrneH3num apuTpouunToB. MNaaHWeT OCTOPOXHO BCTPAXMBAKOT U BblAEPXUBAIOT Npu
KOMHaTHOI TemnepaType B TeueHne 1—2 u.

4.5 YyeT pe3ynbratoB

YyeT pe3ynbTaToB NPOBOAST, €C/IN BO BCEX JTYHKAX, UCMOJIb30BaHHbIX AJ/151 KOHTPOJISi CMOHTAHHOIA arrio-
TUHALMU. 3PUTPOLMTBLI OCENIN B BUAE «MYTOBKU».
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Peakuunio oLeHVBalT NONOXUTENIbHO NPU OCeAaHuy 3pUTPOLUTOB B BUAE BbIPAXEHHOIO «30HTUKa»,
oTpuLUaTenlbHo — B BUJE «MYrOBKN».

3a aKTMBHOCTb BakLWHbI (BUpYyca) NpUHUMAlOT ee Hanbosnbluee pa3BefeHne, farwllee YeTKO BbIpaXeH-
HYI0 arriloTUHaUMIo B BUAE «30HTUKa». AKTUBHOCTb BblpaxaloT B l0g2 (norapudm no ocHoBaHMio 2).

MpumMeyaHue — Mosy4yeHne COMHUTE/bHbIX PE3Y/IbTATOB MOXET 6bITb CBA3aHO C MHAMBUAYA/IbHBIMI OCOGEH-
HOCTSIMU 9PUTPOLMTOB AOHOPOB.

YAK 619:616.98:578.8:615.371:006.354 MKC 11.220
65.020.30

KntoyeBble cnosa: cpeacTBa /iIeKapCTBEHHbIE A1 BETEPUHAPHOIO NPUMEHEHNS, BaKUMHbI NPOTUB BUPYCHbIX
60n1€e3HeN XUBOTHbIX, aKTMBHOCTb, peakuma remarrioTmHaynun. reMmosin3 apnuTpounToB

Pepaktop A.3. Nonosa
TexHunueckuii pegaktop B.H. Mpycakosa
Koppekrop /1.C. JlbiceHko
KomnbloTepHas Bepctka J1.A. Kpyrosoii

CpaHo B Habop 12.09.2016 MoanucaHo B nevatb 14 09.2016. ®opmart 60'/,. FapHutypa Apuan.
Yen. neu. n. 0,93. Yu.-naa. n. 0.70. Tupax 3l aa 33k. 2153.
MoATroTOBNEHO HA OCHOBE 3/1EKTPOHHO BEpPCUN, NpejocTaB/NeHHOl pa3paboTyMkom cTaHjapTa.

M3paHo n otnevyataHo Bo ®IrYM «CTNHAAPTUH®OPM* 123995 MockBa, paHaTHbIil nep.. 4.
WMW.90st1nl0.ru info@ gostinlo.ru
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