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Mpeaucnosue

Llenun, ocHoBHbIE MPUHLMMNEl 1 OCHOBHOW NOPSIAOK NpoBeAeHUst paboT No MeXrocyaapCTBEHHOW CTaH-
Aaptusauum yctaHosneHbl FOCT 1.0—2015 «MexrocygapctBeHHas cuctema ctaHaapTusaunm. OCHOBHble
nonoxeHua» nFOCT 1.2—2015 «MexrocyaapcTseHHas cucteMa ctaHaapTusauuu. CTaHaapThl Mexrocyaap-
CTBEHHble, MpaBua U pekoMeHaaLnm No MexrocyaapcTBeHHOW cTaHAapTu3auuu. MNpaeuna paspa6oTku, npu-
HATWSA, OBHOBMNEHUS N OTMEHbI»

CBefeHUsA O cTaHpapTe

1 PASPABOTAH ®epepanbHbiM BlogxkeTHbIM  yupexaeHuem «BcepoccUiAcKUin rocyaapCTBeHHbIN
LleHTp KavecTBa 1 cTaHAapTU3aLMuU NTeKapCTBEHHbIX CPEeACTB AN XUBOTHBIX U kopmoB» (PIBY «BMHKW»)

2 BHECEH ®efepanbHbIM areHTCTBOM MO TEXHUYECKOMY PErynimpoBaHuio U MeTporiormm

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTW3auumM, MeTponorun u cepTudukaumm (Npo-
Tokon oT 27 uona 2016 r. Ne 89-IT)

3a npuHATUe NPOoronocoBarnu:

KpaTkoe HaumeHoBaHue cTpaHbl Kon ctpaHbl no CoKpaLLleHHOE HAMMEHOBAHWE HALMOHANBHOTO opraHa
no MK (MCO 3166) 004—97 MK (UCO 3166) 004—97 no cTaHgapTu3auum
ApmeHus AM MwuHakoHoMuku Pecny6nvku Apmenns
Benapycb BY locctanpapt Pecnybnukn benapycb
Kuprunsums KG Kbipreisctangapr
Poccus RU Poccrangapt

4 lMpukaszoMm PefepanbHOro areHTcTBa No TEXHUYECKOMY PErYIMPOBaHMIO U METPOSIOMUK OT 8 CeHTADPS
2016 r. Ne 1096-ct mexrocygapcTBeHHbld cTaHgapt MOCT 33871—2016 BeBeaeH B AeiAcCTBUE B KavecTBe
HauwnoHanbHoro ctaHgapta Poccuiickon ®enepaumm ¢ 1 sHsaps 2018 r.

5 BBEJEH BIMEPBbIE

UHpopmayust 06 usmeHeHUsIX K Hacmosiuemy cmarnOapmy rybruKyemcs 8 exxe200HOM UHGOPMaUUOH-
HoM ykazamerie « HayuoHaneHble cmaHOapmei», a mekecm U3MeHeHUl U r1ofpasoK — 8 eXXeMeCsIHHOM UHGop-
MayuoHHOM ykazamerne «HaluuoHanbHbie cmaHdapmbl». B criydae nepecmMompa (3ameHbl) unu OmmMeHbl
Hacmosuwezo cmaHOapma coomeemcmeyroujee ysedomneHue bydem onybruUKOBaHO 8 eXeMeCSYHOM
UHGbopMayUOHHOM yKaszamerne «HauuoHanbHble cmaHdapmei». Coomeemcemsyiowas uHgopmayus, yse-
doMrieHUe U meKcmbl pasMmeljaromesi makxe 8 UHghopMayUoHHOU cucmeme obujezo nosb3oeaHusi — Ha ogu-
yuaneHom catime @edepasibHO20 azeHmMcmea 10 MEexXHUYECKOMY peayniuposaHuio U Memporioa2uu 8 cemu
WHmepHem (www.gost.ru)

© CraHpapTuHdpopm, 2016

B Poccunckon ®eaepanmm HacToAWMIA cTaHAAPT He MOXKET BbiTb NOMTHOCTLIO UMK YaCTUYHO BOCNIPOU3-
BeAEH, TMpaXXMpoBaH M pacnpocTpaHeH B kadecTee ocduLmanbHoro nsaaHua 6es paspelerua degepanbHoro
areHTCTBa No TeXHUYECKOMY PerynupoBaHuio U MeTpPonorm
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M E XTOC CY.APG CTUBEUHTHUBbB # CTAHDAOLAPT

CpeactBa nekapcTBeHHbIe ANA BeTePUHAPHOTo NpUMeHeHUs

BAKLUHbI NPOTUB BUPYCHbIX BONE3HEN XXMBOTHbIX

MeTop onpefeneHnA akTMBHOCTU B peakuuu remarrmiotudauum (PTA)

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

HNara sBegeHns — 2018—01—01

1 O6nacTb NpUMeHeHuA

HacToswuia ctaHaapT pacnpocTpaHAeTCa Ha BakLMHBI NPOTUB BUPYCHBIX GoneaHel XXMBOTHLIX U ycTa-
HaBMMBaeT MeTo onpeAeneHna akTUBHOCTU B peakLmn reMarriioTMHaLuu.

Mpwnmeyanne—Merog MoxeT 6biTb NCNONB30BaH ANA 06HAPYXEHUSA U NAEHTUMKALMN BUPYCOB.

2 HopmaTMBHbIe CCbINKU

B HacToswem cTaHgapTe UCMONb30BaHbl HOPMATMBHbIE CChINKM Ha criedyowmne MeXrocyqapcTBeHHbIe
cTaHaapThl:

rOCT OIML R 76-1—2011 locyaapcTBeHHas cucteMa obecneyeHns equHCTBa usMepeHuid. Becol Heas-
ToMaTuYeckoro gencteus. Yactb 1. MeTponornyeckue 1 TexHudeckne TpebosaHus. UcnbitaHus

FOCT 975—88 Mioko3a KpucTannuyeckas rugpartHas. TexHuieckue ycnoBus

FOCT 1770—74 (MCO 1042—83, NCO 4788—80) lNocyaa MepHas nabopaTopHasi CTEKNAHHAsA.
LnnuHapel, MeH3ypku, konbbl, npobupku. O6Lwme TexHu4eckne ycroBus

FOCT 3145—84 Yacbl MexaHW4ecK1e ¢ curHanbHbIM YCTponcTBoM. ObLme TexHuyeckne ycnosus

FOCT 4233—77 PeaktuBbl. HaTpuit XxnopucTblid. TexHU4eckne ycnosust

FOCT 6038—79 Peaktusbl. D-rnioko3a. TexHnyeckue ycrnosus

FOCT ISO 7864—2011 Urnbl MHbEKLUOHHBIE OOHOKPATHOTO MPUMEHEHUS CTEPUTbHBIE

FOCT ISO 7886-1—2011 LUnpuLbl MHBEKLMOHHbIE OAHOKPATHOrO NPUMEHEHUst cTepunbHble. YacTb 1.
LWnpurupel 4N py4YHOro NCNoSb30BaHNUs

FOCT 6709—72 Boga avctunnmpoBaHHas. TexHU4eckme ycrnosus

FOCT 22280—76 PeakTusbl. HaTpuin IMMOHHOKUCIBIA 5,5-BoaHbIA. TexHn4eckne ycrnoBus

FOCT 22967—90 Wnpuubl MeguunHCKMe NHBEKUNOHHBIE MHOMOKpaTHOro npumMeHeHus. ObLumMe TexHU-
yeckue TpeboBaHMSA U MeTOAbl NCMbITAHWIA

FOCT 25336—82 NMocyaa n obopyaosaHue nabopaTopHble CTeKNsAHHbIE. TUMbI, OCHOBHLIE NapamMeTphbl U
pasmepbl

FOCT 25377—2015 WUrnbl NHBbEKLMOHHbIE MHOTOKPATHOIO NpUMeHeHust. TexHU4eckne ycrnoBus

FOCT 29230—91 (UNCO 835-4—81) Mocyaa nabopaTopHas cTeknsHHas. MuneTkn rpagyMpoBaHHbIe.
YacTb 4. MNuneTku BbIAYBHbIE

MpunmeyaHune—Ipnnons3o0BaHNU HACTOALLUM CTaHAaPTOM LieriecoobpasHo NpoBepuTb AeNCTBrE
CCbINIOYHBIX CTaHAapTOB B MHGOPMAaLMOHHOK cucTeMe obLero nonb3oBaHua — Ha oduumansHoM cainte de-
AepanbHOoro areHTcTBa No TEXHUYECKOMY perynnpoBaHuio U METpororin B cet MIHTepHeT unm no exxerogHomy
nHpopmaLmoHHomy ykazaTento «HauroHanbHble CTaHAapTbl», KOTOPLIN ONyBNMKOBaH NO COCTOSHMIO Ha 1 SiH-
Baps TeKyLlero roga, 1 no BbinyckaM exxemMecs4HOro MHopMaLMOoHHOro ykasaTenst «HaunoHansHble ctaHgap-
Thi» 3@ TeKyLW Wi roa. Ecnu ccbinodHbii cTaH4apT 3aMeHeH (M3MeHeH), To NPy Nofb30BaHNU HACTOALLMM CTaH-
AapToM criegyeT pyKOBOACTBOBaTbLCS 3aMeHSIOWNM (M3MEHeHHbIM) cTaHgapToM. Ecnuv ceblnoyHblin cTaHgapT
OTMeHeH 6e3 3aMeHbl, TO MoSIokKeHUe, B KOTOPOM AaHa CChifika Ha Hero, MPUMEHSIETCS B 4acTu, He 3aTparunsato-
LN 3Ty CCbIMKY.

U3paHne ocdmumanbHoe
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3 TepMuHBI M onpeaeneHusi

B HacTosileM cTaHgapTe NpMMEHeHbI cneaytolme TepMUHbI ¢ COOTBETCTBYIOLWUMI onpeaeneHUsMn:

3.1 remarrnoTuHaumsa: CrnocobHocTb Bupyca aacopbupoBaTtbCs Ha MOBEPXHOCTU SPUTPOLIUTOB,
COMPOBOXAAOLWANACS UX CKNEUBaHUEM.

3.2 remonu3s 3apuTpouuToB: Pa3pylueHne apuTpoLUTOB KPOBU C BblAENIEHWEM B OKpyXKatoLyto cpegy
remorno6uHa.

4 Metopa onpeaeneHUs akTMBHOCTU B peakuuu remarriioTuHauum

4.1 CywHocTb MeToAa

CyLIJ.HOCTb MeToda 3aKknw4aeTca B cnocobHocTn reMmarrnoTMHAPYHLWNX BUPYCOB arrimioTUHUpoBaTh
3pUTPOLNTLI onpeaeneHHBIX BUAOB XXUBOTHLIX UM YenoBekKa B onpegeneHHoM guanasoHe TeMmnepaTtypbl 1 pH
cpeapl.

MpwumedaHn e — Bua, BoapacT, Non 4OHOPa, KOHLEHTPALMS 3pUTPOLMTOB U TEMMNEPATYPHbIA PEXUM NOCTAHOB-
KV peakumu 3aBuCSiT OT UCCIiedyeMoro Bupyca.

4.2 Annapartypa, peakTuBbl, Nocyaa, Matepuanbl U XXUBOTHbIe

4.2.1 Ons onpegeneHnst akTUBHOCTA B peakuun reMarrioTUMHaLUM NPUMEHSIHOT:

- Becbl HeaBToMaTuyeckoro aencteua no FOCT OIML R 76-1;

- Yacbl MexaHn4Yeckne ¢ curHanbHelM yctpoincteomM no FOCT 3145;

- TepmocTaT, cnocobHbIi nogaepxusats Temnepatypy (37,0 £ 0,5) °C;

- ueHTpudpyry nabopatopHyo;

- pacTBOPbl aHTUCENTUYECKNE;

- pacTsop HaTpus xropuga 0,9 %-Heln nsotoHudeckuin ¢ pH (7,2 + 0,2) ea. pH;

- Body AavctunnuposaHHyto no MOCT 6709;

- HaTpui NMMMOHHOKMCHBIA 3-3amellerHbln no FOCT 22280;

- refnapuH ¢ akTUBHOCTLIO 5 ThiC. EN/cm3;

- rntoko3y no FTOCT 975 unm TOCT 6038;

- Hatpun xnopuctolin no FOCT 4233;

- KOnoGbl MepHble pasnuyHon BMecTtumocTn no MOCT 1770;

- NpobuMpKM BaKyyMHble ANA B3ATUS KPOBU C aHTUKOArymsiHTOM;

- WNpULbI UHBEKLUOHHBIE OAHOKPATHOrO NpuMeHeHus1 ctepunbHble no FOCT ISO 7886-1 BMeCTUMOCTbIO
1 cM3 MK WINPULLLI MHOTOKPaTHOTO NpuMeHeHus no FTOCT 22967;

- UMbl UHBEKLUWOHHBIE OAHOKPATHOro NpuMeHeHns ctepunbHble no FOCT ISO 7864 unu urnbl MHOrokpar-
Horo npumeHeHust no FOCT 25377;

- npobupku cteknsiHHble no FTOCT 25336;

- NUNETKN CTEKNAHHbIE rpagynpoBaHHble BbiayBHble no FOCT 29230 smecTumocTbio 1, 5 1 10 em3;

- MUKpOAO3aTOopbl aBTOMaTU4ECKNEe NepeMeHHoro obbeMa;

- wraTtme gns npobupok;

- NnaHwWweT ANs UMMYHOBUONMOTMYEeCcKUX peakuuis;

- KUBOTHBIX:

- MeTyXoB;

- ubInnAT;

- Kyp;

- Mblwen benbix;

- KpbIC 6enbiX;

- CBWHOK MOPCKMX;

- KpOI KOB;

- MOpOCHT;

- oBel,;

- Tensr.

[1pwnmedanne—[Ina npoBeaeHns nccrneaoBaHNn MOTYT UCNONb30BATLCSH APYINe XUBOTHbIE-A0HOPbI.

4.2.2 [lonyckaeTcs NnpUMMeHeHne Apyrux cpeacTB U3MepeHnin C METPOSIOMMUYECKUMWN XapaKTepucTkamu,
a TalKke peakTMBOB, NOCYAbLI U MaTepuasnos Mo Ka4yecTBY He HUXKe yKasaHHbIX.

2
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4.3 MoproTtoBKa K UccnepoBaHUIo

4.3.1 MpuroTtoBneHue pacTBOPOB aHTUKOArYNSAHTOB

4.3.1.1 MpuroToBneHne pacTeopa NMMOHHOKUCIIONO HaTpusi

[ns npurotosnenus 200 cM3 pacTeopa 5 I HAaTPUS MUMOHHOKUCIIONO 3-3aMeLLIEHHOMO BHOCSIT B MEPHYIO
KonBy n aosoasT obbem pacteopa 0,9 %-HbIM M30TOHMYECKUM PAcTBOPOM Xnopuaa HaTpusa 4o 200 cms.

Cpok xpaHeHusi pacTeopa npu Temnepatype ot 2 °C go 8 °C He 6onee 1 mec.

4.3.1.2 MpuroTosneHve pacteopa Anscesepa

B mepHol konbe pacTBopsatoT 24,6 r rnoko3sbl, 9,6 r HATPUS IMMOHHOKUCTIOTO 3-3aMeLleHHoro 1 5,04 r
HaTpus XnopucToro B 1,2 AM3 ANCTUNIMPOBAHHON BOABI.

Cpok xpaHeHusi pacTeopa npu Temnepatype o1 2 °C go 8 °C He bonee 3 mec.

4.3.2 MNMpurotoBneHue 0,9 %-Horo NU30TOHUYECKOrO pacTBOpa Xnopuaa HaTpus

B mepHolt konbe pacTeopsatoT 9 r xopuaa HaTpusi, AoBoas obbeM pacTBopa BOAON ANs UHBbEKLUMA A0
1 am3, PacTeop UnbTPYIOT, pasnuBaroT B CTEKNAHHBIE (MonuMepHble) donakoHsl no 100 1 250 cm3 u cTepunu-
sytoT nputemnepatype 110 °C — 120 °C B TeyeHne 15—20 MuH unu Teky4mm napom npu remnepatype 100 °C
B TeueHune 30 MunH. pH pacTtBopa nocne crepunusauun ot 5,0 o 7,0 ea. pH.

Cpok xpaHeHusi pacTeopa npu temnepatype ot 2 °C go 8 °C He bonee 1 roga.

4.3.3 MpurotoBneHue 1 %-Ho cycneH3UM 3pUTPOLIUTOB

4.3.3.1 3abop kposu

KpoBb 6epyT, cobnogas npasuna aHTUCENTUKA Y 300POBbIX XKMBOTHbIX M3 61aronony4HbIX no MHbeKLm-
OHHbIM 601e3HSAM NYHKTOB BbipaLuveaHus. Kposb 6epyT LWNpuLaMmm 04HOKPaTHOro 1M MHOTOKPaTHOTo NpuMe-
HeHVWs 13 cepdua B3pocrblX 1abopaTopHbIX XUBOTHBIX, U3 SAPEMHON BEHbl Y KPYMHbLIX XWUBOTHBIX, U3
MoAKPbILLIOBOW BeHbl NeTyxoB. KpoBb nepeHocaT B Npobupku ¢ aHTUkoarynsaHtamu. Kposb MoXHoO 6paThb B
BaKyyMHble MPOBUPKM C aHTUKOATYNSIHTOM.

AHTUKoarynsiHTel 4o6aBnsoT B MPOOMPKY (MNK WNPUL) Nepes B3ATUEM KPOBW U3 pacyeTa: pacTBopa
AVMOHHOKUCIIONO HAaTPUS N KPOBM — B COOTHOLLEHMM 1:2; pacTBop AnbceBepa U KpoBu — B cOOoTHOLWEeHUN 1:1
COOTBETCTBEHHO.

MenapuH UCMonbaytoT 13 pacyeTa 0,2 cM3 KMAKOro renapuHa (C akTMBHOCTbIO 5 Thic. Ef/em3) unn 0,2 mr
cyxoro renapuHa Ha 100 cm3 kpoBw.

OpUTPOLNTLI C pacTBOPaMUN aHTUKOAryIstHTOB MOXHO XpaHUTb Npu TeMnepaTtype ot 2 °C o4 °C go nosis-
NeHus NPU3HaKoB remonunaa.

4.3.3.2 TpuroToBsrieHne cycneHsnn apuTpoLnToB

[ns nony4yeHns CycneHsum apuTpoLnToB nx 3a 2—4 4 A0 UICNonb3oBaHUsi 0TMbIBaOT 0,9 %-HbIM U30TOHU-
YeckuM pacTBopoM Xxropuaa HaTpusa. O6paboTky noBTOpAT 3—4 pasa, Kaxablid pas ocaxgas spUTPOLUTDI
LeHTpudyruposannem no 10 muH npu 1,5—2 Toic. 06/MuUH. Mocne nocnegHero oTMbIBaHUSI HagocagouYHast
XMUAKOCTb AoMmkHa 6biTb GecuseTHOM M nNpospavHoil. N3 ocagka 3pUTPOUUTOB, KOTOPLIA MPUHUMAIOT 3a
100 %-Hyt0 cycneH3uio, FOTOBAT CYCNEH3WI0 COOTBETCTBYIOLLER kKoHUeHTpauun (Yawle 1 %-Hoi) Ha 0,9 %-Hom
N30TOHUYECKOM pacTBOpe Xnopuaa HaTpus.

Ans nonyyeHnsa 1 %-Hon cycneHsnn cMeLLnBatoT 04HY YacTb (Mo o6bemy) ocanka sputTpouuTos ¢ 99 vac-
TaMn 0,9 %-HOro N30TOHNYECKOro pacTeopa Xrnopuaa HaTpusl.

KoHueHTpauuns cycrneHsnm 3puTpoLMTOB 3aBUCUT OT BUpPYCa, C KOTOPbLIM CTaBUTCH peakLusl.

XpaHAT NPUroTOBEHHYIO CYCMEeH3UI0 3puTPoLIUTOB Npu Temnepatype oT 2 °C go 8 °C go nossneHua npu-
3HaKoOB remosM3sa 3pUTPOLUTOB.

4.4 MpoBeaeHUe uccnenoBaHUA

B nyHKW NnaHweTa AN UMMYHOSMOTMYECKUX peakLuii BHOCAT Mo 0,25 Mm3 0,9 %-HOro U30TOHUUECKOro
pacTeopa xnopuaa HaTpua U roToBAT ABYKpaTHbIe pa3BeeHusl BakUMHbI (BUpYyca), HaunHasi ¢ 1:2 0o 1:4096 u
Gonee. [1ns 8TOro B NEPBYIO NYHKY aBTOMaTUYECKUM [103aTOPOM BHOCAT 0,25 MM3 BaKLIMHBI (BUpYCa), TP
nepeMeLInBaloT ¢ NOMOLLLIO NUNETKN U NnepeHocsT 0,25 MMS Bo BTOPYIO NYHKY 1 Tak Aanee A0 Heo6Xxoaumoro
passegeHus. Us nocneaHen nyHkn yaansiot 0,25 mm3 pacTBopa B aHTMCENTUYECKMI pacTBop. B kaxayo nyHky
noBasnstoT 0,25 MM3 cycneH3nn 3puTpoLnToB. OIHOBPEMEHHO CTaBSAT KOHTPOIb 3PUTPOLIUTOB HA CNIOHTaH-
HYI0 arrnioTUHaLMIO. NS 3TOro B YeTbipe NyHKM BHOcAT 0,25 Mm3 0,9 %-HOro USOTOHUHECKOro pacTBOpa Xnopu-
Aa Hatpua 1 0,25 Mm3 cycneHsun a3puTpoumToB. MnaHWeT OCTOPOXHO BCTPSIXVUBAIOT U BLIASPXVBAOT Npu
KOMHaTHoMN Temneparype B TedyeHne 1—2 u.

4.5 YyeT pe3ynbTartoB

YyeT pe3ynbTaToB NPOBOASAT, €CNN BO BCEX JNTYHKaX, ACMOJ1b30BaHHbIX AJ19 KOHTPOIA CMOHTaHHOW arrnio-
TUHaUUKN, 3pUTPoLUTBLI Ocenn B BUAE «NYroBKU».
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Peakuuio oLeHNBaT NOMOXKUTENbHO NPU 0cefaHUU 3pUTPOLIMTOB B BUAE BbIPAXXEHHOrO «30HTUKa»,
oTpuLaTenbHC — B BUAE «NYroBKA».

3a aKTMBHOCTb BakLMHbI (BMpyca) NpMHUMaLOT ee Haubornbliee pa3BefeHue, Jarolee YeTKO BblpaXkeH-
HYIO arrnTUHaLWO B BUOe «30HTUKa». AKTUBHOCTb BblpaxatoT B log, (florapudm no oCHoBaHMio 2).

Mpumeyanne— lonyyeHne COMHUTENbHBIX PE3YNLTATOB MOXET ObiTh CBA3AHO C MHANBUAYATNBHLIMWN OCOBEH-
HOCTAIMMW 3PUTPOLMTOB AOHOPOB.

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

KntoueBkle cnosa: cpeacTBa flekapcTBEeHHbIE ANs BeTEPUHAPHOrO MPUMEHeHUs, BaKUWHbI npoTUB BUPYCHbLIX
©0onesHen XNBOTHbIX, aKTUBHOCTb, peakLnsa remarritoTUHaunum, reMonns 3pUTPOLNTOB

Pepaktop A.3. lNornosa
TexHuueckuii pepgaktop B.H. lNpycakosa
Koppekrop J1.C. JisiceHko
KomnbloTepHas BepcTka J/1.A. Kpyaoeoii

CpaHo B Habop 12.09.2016. Mopnucaxo B nevats 14.09.2016. dopmar 60'/. lapHuTtypa Apuan.
Yen. nev. n. 0,93. Yu.-u3g. n. 0,70. Tupax 31 aka. 3ak. 2153.
MoAroToBNEHO Ha OCHOBE SNTEKTPOHHOW BEPCUM, NMPeoCTaBNeHHON pa3paboTuMKom cTanaapTa.

WNapnaHo u otnevartaHo Bo ®IryYMN « CTAHOAPTUH®OPM», 123995 Mockea, 'paHaTHbIi nep., 4.
www.gostinfo.ru info@gostinfo.ru
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