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MpeancnoBue

1 PASPABOTAH ®epgepanbHbIM rocyaapcTBeHHbIM 610Ke THBIM yupexaeHueM «BcepoccuiAickuin rocy-
AapcTBeHHbIN LieHTp KavecTBa U cTaHaapTU3aunm NekapcTBEHHLIX CPeACTB AJIS XKUBOTHBIX M KOpMOB» (PIBY
«BMMHKW»)

2 BHECEH TexHuuyeckum komutetom TK 454 «OxpaHa XWU3HW 1N 300POBbS XKUBOTHBLIX U BeTepuHap-
Ho-caHuUTapHas 6e30nacHOCTb NPOAYKTOB XUBOTHOrO MPOUCXOXAEHUA U KOPMOB»

3 YTBEPXXAEHVBBEJEH B IENCTBWE Mpukazom ®eaepanbHOro areHTCTBa Mo TEXHUIECKoMy pery-
NUPOBaHUIO U MeTponorumn oT 29 Hosbps 2012 1. Ne 1425-cT

4 BBEAEH BMNEPBbIE

lMpasuna npumeHeHusi Hacmosiwe2o cmaHdapma ycmaroenersl 8 FOCT P 1.0—2012 (pasden 8).
UHopmayus 06 usMeHeHUsIX K HacmosiueMy cmaHdapmy nybrnukyemcsi 8 eXxe200HOM (110 COCMOSHUK Ha
1 aAHBaps1 mekyuwe20 200a) UHhopmaylloHHOM yKkazamene «HauyuoHanbHbie cmaHlapmbl», a ohuyuanbHbIl
meKcm uaMeHeHUl U NornpasoK — 8 eXeMeCs4YHOM UH(hOpMaUUOHHOM yKaszamene «HayuoHarbHble cmaH-
Oapmei». B ciiyuae nepecmompa (3amMeHsbl) U 0mmeHbl Hacmosiuje2o cmaroapma coomeemcemeayloujee yse-
OomrieHue b6ydem onybnuxKosaHo 6 bnuxaluwieM 8bifyCKe eXeMeCsYHo20 UHGHOPMaUUOHHO20 yKazamens
«HauyuoHanbHbie cmaHdapmely. Coomeemcmeytow,asi UHghopmayusi, yeedoMiieHue U meKcmbi pasmeujarom-
€5 makke 8 UHgopMayUuoHHoU cucmeme obuwezo nonb3osaHusi — Ha oguyuansHoMm calime PedeparnbHo20
azeHmMcmea 1o mexHU4YeCKoMy peaynuposaHuio U Memponoauu 8 cemu lHmepHem (gost.ru)

© CraHaapTuHgopMm, 2014

HacToswuit cTaHgapT He MOXET BbiTb NOMHOCTLIO UM YAaCTUYHO BOCNPOU3BeeH, TUPaXXMPOBaH U pac-
npocTpaHeH B kavyecTBe oduLmansHoro nsaaHus 6es paspeluenus deaepansbHOro areHTCTBa MO TEXHUYECKO-
My perynupoBaHuMio U MeTposiorum
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HAUMWOHANbHBIN CTAHAOAPT POCCUUCKOW OGEAEPALUMUMU

BAKUMHbI NPOTUB BELUEHCTBA XXUBOTHbIX XKUBbLIE

TexHu4eckue ycnosus

Live vaccine against rabies of animals. Specification

Lata BBegeHna — 2014—01—01

1 O6nacTb NpUMeHeHus

HacTtosawwui CTaHAapT pacnpocTpaHAeTCA Ha XXMBble BaKUMHBI NPOTUB GeLleHCTBa XMBOTHBIX 418 oparib-
HOTo NpUuMeHeHnsA B Bnae npumMmaHokK (nanee —_ BaKLI,I/IHbI), npeaHasHa4eHHble AnA npocbmnak'rmqecmﬁl nMMy-
HU3aln BOCNPUMMYNBBIX K 66LIJeHCTBy XXMUBOTHbBIX.

MpumedvaHunsn

1 XvBble BakyUHbI NPOTUB GELLEHCTBA XUBOTHBIX NPeACTaBNsoT COOOM NPpUMaHKy, NpVBeKaTenbHyo Ansa AMKMX
NMOTOSAHbBIX, B KOTOPYIO NoMeLeH Brinctep (MakeTuk) ¢ cycneH3vel aTTeHyMpoBaHHOro LuTamMma Brpyca 6ewencrea, nmbo
CycCrneH3uns Bupyca BHeCeHa HenocpeacTBEeHHO B NPUMaHKY.

2 BakuuHbl cofepxat aTTeHyMpOoBaHHble PUKCUPOBaHHbIE LWTaMMbl BUpYyca 6ewweHctsa 1-ro cepotuna.

2 HopmaTuBHbIe CCbINKU

B HacToALWweM cTaHaapTe UCNOSb30BaHbl HOPMaTUBHbBIE CCISIKU Ha criegyowwne cTaHaapThl:

FOCT P NCO 7864—2009 Wrnbl MHbEKLMOHHBIE OAHOKPATHOrO NPUMEHEHUA CTEPUNbHbLIE

FOCT P NCO 7886-1—2009 LUnpuubl UHBEKUWNOHHbIE OAHOKPATHOrO MNPUMEHEHUA CTepusibHbIE.
YacTb 1. LUnpurLbl Ana py4HOro UCNoNb30BaHUs.

FOCT P 52683—2006 CpeacTea nekapCTBeHHblE ANS BETepUHaApHOro NpUMeHeHua. Ynakoska, map-
KMPOBKa, TPaHCMOPTUPOBaHUE U XPaHeHUe

FOCT 12.0.004—90 Cuctema craHgapToB 6esonacHocTu Tpyaa. OpraHusauusa obyyeHus Gesonac-
HocTu Tpyaa. Obwume nonoxeHus

FOCT 12.1.004—91 Cucrtema ctaHaapToB 6esonacHocTu Tpyaa. MoxapHas 6e3onacHocTb. Obuyme
TpeboBaHua

FOCT 12.1.005—88 Cucrema ctaHgapToB 6e3onacHocTu Tpyaa. Obwue caHUTapHO-rMrueHnyeckue
TpeboBaHus k Bo3ayxy paboyei 30HbI.

FOCT 12.1.008—76 Cuctema crtaHgapToB 6GesonacHocTu Tpyaa. Buonoruyeckas 6GesonacHocTb.
O6wwe TpeboBaHus.

FOCT 12.2.003—91 Cuctema craHaapToB GesonacHocTu Tpyaa. ObopyaoBaHue Npon3soAcTBEHHOE.
O6wwe TpeboBaHust 6ezonacHOCTA

FOCT 12.3.002—75 Cucrtema ctaHgaptoB 6esonacHocTn Tpyaa. [lpoueccel Npon3BoACTBEHHLIE.
O6wue TpeboBaHNa GesonacHOCTU

FOCT 12.4.011—89 Cuctema cTaHaapTos GesonacHocTu Tpyaa. CpeAcTBa 3aliuThl paboTalowmx.
O6wwe TpeboBaHMa U KnaccudukaLlms

FOCT 17.2.3.02—78 Oxpana npupodsl. ATMmoccepa. Mpasuna ycTaHoBNEHNs A0NYyCTUMbIX BbIGPOCOB
BpeHbIX BELLECTB NPOMBbILLIIEHHBIMU NPEANPUATAAMN

FOCT 2603—79 AueToH. TexHndeckue ycrosus

WUzpanne opnymnansHoe
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FOCT 8074—82 Mukpockormnbl UHCTpyMeHTanbHble. TUMbl, OCHOBHbIE NMapaMeTpbl U pa3mepbl. TeXHU-
yeckue TpeboBaHuA.

FOCT 9142—90 Awwmkun ns rodpupoBaHHOro kaptToHa. ObLme TexHu4eck1e ycnoBust

FOCT 12301—2006 Kopobku 13 kapToHa, ByMmarn n kombuHupoBaHHbIX MaTepuanos. O6lne TexHu-
yeckue ycrnosus.

FOCT 12303—80 Mauku us kapToHa, 6yMaru n KOMGUHUPOBaHHLIX MaTepuanos. Ob6LmMe TexHu4eckue
YCIoBUA

MOCT 14192—96 Mapk1poBKa rpy3os

MOCT 22967—90 LWnpuLibl MeAULIMHCKNE MHBEKLMOHHBIE MHOrOKpaTHOro npumeHeHusi. Obyme TexHu-
Yyeckue TpeboBaHMA U MeToAbl UCTIbITAaHWUA

FOCT 25336—82E MMocyaa nobopyaosaHue nabopaTopHble CTeKNsAHHbIE. TUNbI, OCHOBHBIE NapameT-
pbl U pasMepbl

FOCT 25377—82 Wrnbl MHbEKLUMOHHBIE MHOrOKPaTHOro NpUMeHeHus. TexHnyeckue ycnosus

FOCT 29230—91 Mocyna nabopaTopHas cTeknaHHas. MNuneTkn rpagyvMpoBaHHbie. YacTts 4. MuneTtkn
BblAYBHbIE

FOCT 31926—2013 CpeactBa nekapcTBeHHble ANA BeTepuHapHoro npuMeHeHusi. Metoabl onpeaene-
H1a 6e3speHOCTU

FOCT 31929—2013 Cpeactea nekapcTBeHHbIE ANA BeTepuHapHoro npumeHeHus. Npasuna npuemku,
MeToabl oT6opa npob6

MpwumedaHune— Mpu NONbL30BaHMKM HACTOSALWNM CTAHAAPTOM LLENecoobpasHo NPOBEPUTL AENCTBUE CCINOY-
HbIX CTaHAapToB B WMHMOPMaUMOHHON cucTeme obuero nonb3oBaHusi —Ha oduumansHoM cante degepanbHOro
areHTCTBa Mo TEXHUUECKOMY PEryfiMpoBaHnio 1 MeTPONOrMK B CeT VIHTEPHET UIN MO EXErogHOMY MH(OPMAaLMOHHOMY
ykazartenio « HaumoHanbHble cTaHgapTbi», KOTOPbIN ONyGNMKOBaH MO COCTOSIHUIO Ha 1 IHBaps! TEKYLLEro roAa, U o Bbinyc-
Kam eXXeMeCsiHHOro MHOPMaLMOHHOTO ykasaTens « HaunoHanbHble CTaHAapTbI» 3a TEKyLMIA rog. Ecrnn 3ameHeH ceblnoy-
HbI CTaHAAPT, HA KOTOPLIN AaHa HEAATMPOBAHHAA CCbINKa, TO PEKOMEHAYETCSI MCMONb30BaTh ASUCTBYIOLLYI0O BEPCUIO
3TOro CTaHAapTa C y4eTOM BCeX BHECEHHbIX B AaHHYI0 BEPCUIO n3MeHeHuin. Ecriv 3ameHeH CChIIoYHbIN CTaHaapT, HAa KOTO-
pbIii AaHa 4aTUPOBaHHas Cebinka, TO PEKOMEHAYETCA UCNoNb30BaTh BEPCUIO 3TOFO CTaHAAPTa C YKa3aHHbIM BbiLLE FO40M
yTBepxaeHus (MpuHsitns). Ecnn nocne yreepxaeHns HaCTOSALWEro CTaHAapTa B CCbINIOYHbIA CTAHAAPT, HA KOTOPbIM AaHa
AaTnpoBaHHas! CChiNka, BHECEHO U3MEHEHNE, 3aTparMBalowwee NoNoXeHne, Ha KOTOPOE AaHa CCbISNKa, TO 3TO NONOXeHue
pekomMeHayeTcs NPUMeHsATh 6e3 yueTa 4aHHOro M3MeHeHust. ECriv cebinovHbii cTaHaapT oTMeHeH 6e3 3ameHbl, TO Nonoxe-
HWe, B KOTOPOM JaHa CCbifKa Ha HEro, PeKOMeHAYEeTCS NMPUMEHSITL B YaCTW, He 3aTparueaiowwei 3Ty CCbInky.

3 TepMuHbI M onpeneneHus

B HacTosiLeM cTaHAapTe NpMMeEHeHbI CeayoLle TEPMUHLI C COOTBETCTBYOLNUMN ONpeaeneHNaMU:

3.1 )uBas BakuMHa: VimmyHobronormieckuii npenapar, nony4yaemMblil U3 XKMBbIX 0CNabneHHbIX aTTeHy-
MPOBaHHbIX LUTAMMOB MUKPOOPraH1M3MoB, BO30yaunTenel 6onesHen XXMBOTHBIX 1 YenoBeka.

3.2 BakuuHauua: NpuMeHeHWe BakLMHbI ANg npeaynpexaeHnst MHheKUMoHHOM 6onesHn.

3.3 wraMm (BaKUUHHBIN): MeHeTUYecKkn ogHopoaHas Nonynsauns MAUKPOOPraHU3MOB C MOCTOAHHBIMMA,
HacneacTBEHHO 3aKpenneHHbIMU CBOCTBaMN.

3.4 MHd(eKLMOHHaA aKTUBHOCTbL Ha Mbllax: CnocoBHOCTb BaKLMHHOMO LUTaMMa Bbl3biBaTh 3abonesa-
HWe 1 rbenb MbILLER NP BHYTPUMO3rOBOM BBEAEHUM, BbipakatoLwasacs B NeTanbHbIX 403aX.

3.5 MHd(eKLMOHHaA aKTUBHOCTb B KyNbType knetok: CrnocobHOCTb BaKUMHHOMO LWITaMMa BbI3bIBaTb
cneundudeckne USMEHEHNN B KynbType KINeTOoK, BbipaxatoLasicsl B KynbTyparnbHbIX KNeTOYHbIX UHeKLNOH-
HbIX J03aXx.

3.6 6e3BpeAHOCTL (BakuuHbI): OTCYTCTBWE BpeAHbIX /151 OpraHM3Ma nocrneacTsuil MecTHoro 1 obLe-
ro Xxapakrepa nocne BBegeHus BakLuHbI.

3.7

£03a NeKapCTBEHHOro cpeAcTBa ANA BeTepUHapHoro npumeHeHus: OnpegeneHHoe Konm4ecTBo
NeKkapcTBEHHOro cpeAcTBa ANS BETEPUHAPHOrO NPUMeHeHNUs1, BBOAUMOrO B OpraHiaM XXUBOTHOTO.
[FOCT P 52682—20086, pasgen 2, ctaTbsi 21]

3.8

neranbHas A4o03a NeKapcTBeHHOro CpeAcTBa ANA BeTepPUHApPHOro npuMeHeHuUs: KonnyecTso
MeKkapcTBEeHHOro cpeacTBa A1 BEeTePUMHaPHOro NPUMeHeHNs, NpMBoasiLLee XUBOTHOE K NeTanbHOMY
ncxoay.

[FOCT P 52682—2006, pasaen 2, ctaTtba 22]
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3.9 cepwus BakuUuHbI: OnpegeneHHoe KoNMYecTBO BakLMHbI, U3rOTOBMNEHHOM 3a 04MH TEXHOOTMYECKUIA
LMKIT U 0hOpMITEHHON OKYMEHTOM O KavecTBe.

3.10 aokyMeHT o kavecTBe: [JOKyMeHT, NOATBEPKAAOLLMNIA COOTBETCTBME KauecTBa BaKLUHEI TpeboBa-
HUAM cTaHaapTa.

4 TexHuuecKue TpeboBaHUA

4.1 BakuuHbl 4OSDKHBI COOTBETCTBOBATL TPeOOBaHUAM HacTOsLLEro cTaHgapTa U M3roTaBNMBaTLCA B
COOTBETCTBUM C TEXHOMOrMYECKUMU pernameHTamn NpousBoAcTBa.

4.2 BakuuHbl N0 U3NKO-XUMUYECKUM U BUOIOrMYECKUM CBOMCTBaM AOIMKHbI COOTBETCTBOBATL Tpebo-
BaHUSAM M HOpMaMm, ykasaHHbIM B Tabnuue 1.

Ta6bnuuyai
HaumeHosanue nokasatens Xapakrepuctuka u HopMmbl
BHewHun Bug v uBet MpvmaHka-6pukeT OT CBETNO-KOPUYHEBOTO A0 TEM-
HO-KOPUYHEBOIO LBeTa

3anax Cneunduyeckuin NpUBNeKaTenbHbI A1 MIIOTOAAHbIX
MHdeKunoHHas aKTMBHOCT:
Ha MbILLaX, He MeHee 1080 N /emd
B kynbType knetok BHK-21, e menee 1089 Kk /em®
ANs BakumHbl 3 wrtamma TC-80 B KynbType KIeTok

BHK-21, He meHee 10*0 KK f5o/em®
BesspegHocTb HonxHa 6biTb 6e3BpeaHon

MpumeyaHune—IJ— neranbHas ao3a; KKNl — kyneTypanbHas kneTouHasi MHheKUMoHHasi 4o3a.

4.3 YnakoBKa U MapKupoBKa

4.3.1 BakuuHy pacdacosbiBatloT B 6nMcTepbl (NONUMEpPHbIe NakeTbl U Ap.), KOTOPbIE MOMeLLaoT B Npu-
MaHKy-6puKeT, TG0 BHOCAT HENMoCpeACTBEHHO B NPUMaHKY.

4.3.2 MpumaHkn-6pnkeTbl ynakoBbIBalOT B kapTOHHble kopobku no FOCT 12301 unu nadku no
rOCT 12303 c Hanun4nem neperopoaok. B kaxayto kopobKy (Navky) BKNaablBatoT UHCTPYKLUKO NO NPUMEHEHUIO.

[JonyckaeTcsa ucnonob3oBaTh Apyrie BUAbI ynakoBku, o6ecneunBaoLlmne cCoxpaHHOCTb, Ka4ecTBO, Henoa-
BUXKHOCTb U LIeNTOCTHOCTL BaKLMH MPW TPAaHCMIOPTUPOBAHUU U XpaHEHUM B TEYEHME BCErO CPOKa roAHOCTH.

4.3.3 Ha kopobKy c BaKkLUMHOWM HaKENBaoT STUKETKY C yKazaHUEM:

- HauMEeHOBaHWA BaKLUWHBI;

- HauMeHOBaHWA opraHu3alun-NnponsBoanNTeNs, aapeca, TenedoHa n ToBapHOro 3HaKa;

- HOMepa cepuu;

- [AaTbl BbINycka (Mecsua v roga);

- cpoka rogHocTu (Mecsila v roga);

- HOMepa perucTpauluoHHOro YAoCTOBEpPEHUs:;

- WITPUX-KOAa;

- 3HaKka CoOTBETCTBUS;

- cnocoba npumeHeHus;

- KonuyecTsa 403 B kopobke (navke);

- bopMbI BbINYCKA;

- YCNoBWIA OTMycKa;

- YCINOBWIA XpaHeHs;

- Hagnucu: «ns BeTepuHapHoOro NPUMEHEHUs».

4.3.4 Kopobku ¢ BakLMHOW YyNakoBbIBAIOT B ALLMKM U3 rodpupoBaHHoro kaptoHa no FOCT 9142 unu apy-
rme aHanorudHble, obecneunBarowwme CoOXpaHHOCTb BaKLMHbLI NpU TpaHcnopTUpoBaHun. Macca 6pyTTo awm-
ka — He 6onee 20 kr.

B kaxabiIvi ALLMK BKIMaAbIBAOT YeTbipe-NATb 3K3€MNASIPOB UHCTPYKLIMK NO NPUMEHEHWIO 1 YNaKOBOYHBIN
JIACT C yKa3aHuem:

- HauMeHOBaHus U aApeca opraHn3aLMn-nNpon3BoaANTenNs;

- HauMEeHOBaHWs BaKLUMHBI;

- HOMepa cepuu;
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- AaTbl BbINyCKa;
CpoKa rogHocCTH;
Konu4ecTBa KOpobOoK (Nayek) B SALLMKeE;

- YCNOBWI XpaHeHWs!;

- chamunum nnu HoMepa ynakosLLmKa.

4.3.5 Ha kaxgoe rpy3oBoe MecTo (SILLIUK) HAHOCAT TpaHCMopTHYI0 Mapknposky no MOCT 14192 ¢ ykasa-
HWEM MaHUNYMALMOHHBIX 3HAKOB: « OrpaHuyeHne TeMnepaTtypbl», «Bepx».

4.3.6 MapkupoBka, xapaKkTepusytoLlas ynakosaHHyo NpoAyKLMIo, A0MKHa coaepXaTb cneayrowme aaH-
Hble:

- HaumeHoBaHWe OpraHn3aLun-NPOU3BOANTESS, €e TOBapPHbLIA 3HaK, agpec U TenedoH;

- HaumeHoBaHWe BaKLMHbI 1 KONMMYECTBO KOPOBOK (Mayek) B sLLuKe;

- HOMep cepuu;

- OaTy BbiNycka;

- CPOKrogHocTu (MecsiL, 1 roa);

- YCNOBWUS XpaHeHWs1 N NepeBO3KY;

- Maccy HeTTo;

- Hagnuck: «4ns BeTepMHapHOro NpUMeHeHUs».

[onyckaeTcsi HaHeceHWe JOMONHUTENbHON MHOPMaLIMKU B MapKUPOBKY, XapakTepu3ayowyto ynakoBaH-
HYI0 NPOAYKLMIO.

5 Tpe6oBaHus 6e3onacHoCTH

5.1 Mo ©6uonornyeckor 6Ges3onacHOCTM BakuuHa AOMKHA COOTBETCTBOBATb TpeboBaHuAM
rOCT 12.1.008.

5.2 BnpoLecce Npon3BoACcTBa BakLMH OCYLLIECTBASIOT KOHTPOSb 3a BbINOMHeHneM TpeboBaHui obecne-
YeHus noxapHon 6esonacHocT no FOCT 12.1.004.

5.3 Mpon3BoACTBEHHLIA MpoLecc AoMKeH ObiTb OpraHUM3oBaH B COOTBETCTBUM C TpeboBaHUsMU
FOCT 12.3.002, a npousBoacTBeHHOE 06opyaoBaHue aomkHo cooTBeTcTBOBaTL FOCT 12.2.003.

5.4 Oby4yeHue nepcoHana mepam 6e3onacHOCTU AOMKHO 6bITb OpraHW30BaHO B COOTBETCTBUU C
FOCT 12.0.004.

5.5 CpepcTBa 3almThl paboTaroLlwmx oMKHbI cCooTBETCTBOBaTL TpeboaHuam FTOCT 12.4.011.

5.6 Bosayx pabodelt 30HbI 4OSKeH cooTBeTcTBOBaTL TpebosaHuam FOCT 12.1.005.

5.7 KoHTponb 3a BbIGpocaMu BO BHELWHOW cpedy AofmkeH GbiTb OpraHM3oBaH B COOTBETCTBUM C
rOCT 17.2.3.02.

5.8 YTunusaumio BakLMH C UCTEKLLNUM CPOKOM roAHOCTU U CEPUIA, HE BblAEP KaBLUUX KOHTPOMbHBIX UCTbI-
TaHWM, OCTaBLUNXCSA NOCE UCTBITaHUA, TPOBOAAT NyTEM KUNAYEHUs B TeueHne 30 MUH v aBTOKNaBUpOBaHUA
B TeyveHune 15 muH npu gasneHun (0,11 = 0,2) MMa c cobnioaeHnem TpebosaHuii [1].

6 lMpaBunanpuemkun

6.1 Kaxgas cepus BakUMHbI AOMKHA BbITb NpUHATA (NpoBepeHa) 0TAENOM, OTBEYAKOLLMM 33 KOHTPOMb
KayecTBa npoayKunn opraHusauum-nponasoautens, cornacHo FOCT 31929. MNocne npoBeAeHUs KOHTPOIS Ha
Kaykayro cepuio BakUMHbI 0popMAsiOT AOKYMEHT O KavecTse.

6.2 B pokymeHTe 0 kavecTBe yKasblBaloT:

- HauMeHoBaHue opraHN3aunun-NPOU3BOAUTENS;

- HaumeHoBaHWe BaKLMHbI;

- HOMep cepuu;

- [AaTy U3roToBneHus (Mecau 1 roa);

- obbeM cepuu;

- pesynbTaTbl UCNbITAHUA BaKUMHbI NO NoKasaTensiM Ka4yecTBa;

- CpoKrogHocTu (Mecau 1 roa);

- YCNoOBWUSA XpaHeHUs;

- obo3HaveHue cTaHaapTa;

- HOMep 1 AaTy Bblgavyn AOKYMEHTa O KauecTBe;

- 3aKnoveHue 1 noanNUCh YNOoNHOMOYEHHOTO N1LA, BbiAaBLIEro OKYMEHT O KayecTBe.

6.3 [na KOHTpPONA Ka4yecTBa BakUUHbI OT KaXaoh cepumn oTbupaioT BbIGopKy B konudectse 80 npuma-
HOK-6pukeToB. 40 NpUMaHOK-6PUKETOB UCMOMbL3YIOT AN NPOBEAEHUS UCNBITAHUS MO NOKa3aTesM KauecTBa,

4
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yKkasaHHbIM B Tabnuue 1, a 40 npuMaHok-GpUKeTOB HanpaBnaloT B apXnB oTAeNa, 0TBEYaIOLLEro 3a KOHTPOSIb
KavecTBa NpoAyKLMM OpraHn3aLuM-NnponssoanTens.

ApxvBHbIe 06pasLibl XpaHAT B apX1Be B TeUEHWE CpoKa roAHOCTU COrnacHo pasaeny 8.

6.4 ApxuBHble 06pasLbl MapKUPYHT HAAMUCKI «APXMBY, OMeYaTbiBatoT U cHabXaloT AOKYMEHTOM C yKa-
3aHUeM:

- HauMEeHOBaHWA BaKLMHbI;

- HoMepa cepuu;

- AaTbl Beinycka (Mecsua U roga);

- paTtbl oT60pa 06pasuoB;

- obbema cepuu;

- Konuyectsa 0TO6paHHbIX 06pasLOoB;

- OOJPKHOCTUM M noanucu nuua, otobpasluero obpasupl;

- cpoka rogHocTu (Mecsiua u roga);

- 0603HaYeHMs HacTosALWero cTaHaapTa;

- cpoka xpaHeHus obpasLoB B apXuBse.

6.5 MpuHeyaoBNeTBOPUTENbHBIX pe3ynbTaTaxX UCTbITaHWI XOTSA 6bl N0 OAHOMY U3 NOKasaTenen no Hemy
MPOBOAST NOBTOPHbLIE NCNBITAHUS Ha YABOEHHOM KoNM4ecTBe 06pasLoB BakUMHbI, B3ATOW OT TOM e Cepun, 1
Ha yABOEHHOM KONMYecTBe MaTepuanoB U KMBOTHbIX. Pe3ynbTaTbl NOBTOPHbIX UCMLITAHWUIA CHUTAKOT OKOHYa-
TeNbHLIMW 1 PacnpOCTPaHSAOT Ha BCIO CEpUIo.

B cnyyae HeyaoBNeTBOPUTESIbHBIX PE3YbTaTOB NOBTOPHON NPOBEPKM CEPUI0 BAKLMHBI CHUTAIOT HE COOT-
BETCTBYHOLLEN TpeBoBaHUAM HaCTOSILLEro CTaHAapTa, ee 6pakyioT U YHUUTOXAIOT cornacHo 5.8.

6.6 KoHTponb kavecTBa BaKUMHbI, MOCTyMNatoLWen No peknamaummn, NpoBoAuT opraHusalusa-Nnpon3soau-
Telb, @ NPU PasHornacusx B oLeHKe KayecTsa Mexay npoussogutenem unotpebutenem, KOHTPonNb NpoBoANT
opraHusaLus, ynonHomodyeHHas deaepanbHbiM OpraHoM UCTIONHUTENBHONM BNacTU.

7 MeToabl UCnbITaHUA

7.1 OnpepgeneHue BHelLHEro BUAa, LBeTa, 3anaxa

ans onpejgeneHna BHelWHero siaa, LuBeta GpMKeTbI-I'IpIAMaHKVI npocmMaTpuBaroT BU3yanbHO, 3anaxonpe-
OenAT opraHonenTu4YecKn.

7.2 OnpeaeneHue NUHEKLNOHHOW aKTUBHOCTU

OnpegeneHne NHEKLUOHHON aKTUBHOCTW BaKLMHbBI NMPOBOAAT nyTem TMuTpoBaHUA BaKLUMHHOIO BUpyCa B
KynbType KneToK unn Ha 6enbIX MblLax.

7.2.1 OnpepeneHue UHGEKLUOHHON aKTUBHOCTU BaKLMH Ha 6enbix Mbilwax

7.2.1.1 MaTepuanbl n peakTuBbl:

- MblWwK Benble KNMHUYecKkn 3gopoBble maccon 9—11r;

- MUNeTkn rpagynpoBaHHble BMecTuMocTbio 1,0—10,0 cm3 no MOCT 29230;

- Npobupkm cTeknsiHHble 6akTepuonoruyeckme no FOCT 25336;

- pacTBOp HaTpus Xxropuaa nsotoHndecknii 0,9 %-Heli no [2];

- Wnpuubl UHbeKUMOHHbIe o FTOCT 22967 unn FOCT P UCO 7886-1;

- Urnbl nHbeKuuoHHble no FTOCT 25377 unnFTOCT P UCO 7864.

7.2.1.2 lMpoeeaeHune onpedeneHuns

Tpu GprkeTa-NpUMMaHKM pasMopaxuBatoT NpY KOMHaTHOW TeMnepaTtype, BeIHUMAIOT U3 HUX 6nuctepsbl
(nakeTbl), N3 KOTOPbIX CTEPUIBHO U3BEKAOT BUPYCHYIO CyCNeH3uio U obbeanHsIoT ee B 0aHO eMKocTu. U3
CMecH roTOBAT nocneaoBaTtenbHeIe AecaTukpaTHele passeaeHus ot 10-1 go 10~7 Ha ctepunbHom 0,9 %-Hom
N30TOHNYECKOM PacTBOPE HATPMSA XNopuaa, UCToNb3ys AN KaxA0ro passedeHus OTAENbHYIO NMUNeTKY.

B cny4ae ecnu BakUMHa BHeceHa HenocpeACcTBEHHO B NPUMaHKy, TPy Npobbl NpenapaTta nsMens4atoT B
cTepunbHoi hapdoposoil cTynke, oT6MpatoT 1,0 r aHanMaMpyemoii npobbl , KOTopyto cycneHampytoT B 9,0 cm3
ctepunsHoro 0,9 %-Horo M3oToHUYeCKoro pacTeopa HaTpusa xnopuaa, pH 7,2—7,4, nonyyasa passeaeHue
Bupyca 10~1, us kotToporo roToBAT gecaTUkpaTHbIe passeaeHus ¢ 10~2 no 10~7 Ha cTepunbHoM 0,9 %-HOM U30-
TOHWYECKOM pacTBOpe HaTpus xnopuaa.

Kaxpaoe passeaeHve HaumHas ¢ 10~7 (HaMMeHbLIEro) BBOAAT MHTpauepebpansHo B o6beme 0,03 cm3
6enbimM Mbiwam. BpeMs HabnogeHns 3a XuBoTHbIMA 14 cyT (ans wramma TC-80 — 21 cyT). Cneumnduryeckoi
cunTaeTca rubenb Mblwel He paHee YeM Ha NATbIe CYTKM Mocrie 3apaXkeHUs C XapaKTepHOW KIMHUYECKON Kap-
TUHO.
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7.2.1.3 YyeT pesynoTaTos
MoacunTeIBaOT KONMYECTBO MNOrMOLLNX U BBIXKMBLUMX XXUBOTHBIX ANA KaX4oro passeaeHus. TUTp Bupyca
paccunTbiBaloT no metody Puga n Merua.

7.2.2 OnpepaeneHue UHGPEKLNOHHOW aKTUBHOCTU BakLUH B KyNbType KNeTokK

7.2.2.1 Matepuansl 1 peakTuBsbl:

- KynbTypa knetok BHK-21;

- nutaTenbHas cpega AMEM (moaunduumposaHHan cpeaa Urna);

- 3aMOpuroHarnbHasi CbIBOPOTKA KPOBW KPYMHOrO pOraTtoro ckota Ans KynbTyp KNeTok;

- NNaHWeTbl NONUCTUPONOBLIE 96-NYHOUHBIE ANA KYNbTYP KNETOK;

- CO,-nHkybaTOp;

- npobupku cTeknsaHHble no FOCT 25336;

- auetoHnoMOCT 2603;

- nuneTkv BMecTumocTbio 1,0; 2,0 10,0 cm3 no MOCT 29230;

- NWNeTK1 aBToMAaTUYecKMe C HaKOHEYHUKaMU BMeCTUMOCTbI0 0,02—0,2 cm3;

- pacTBOp HaTpusi xnopuaa nsotoHndecknin 0,9 %-Hoii no [2];

- chnyopecunpyoLWmin aHTupabudeckuia rmobynux;

- NMIOMUHECLEHTHbIN MHBEePTUPOBaHHbIA Mukpockon no FOCT 8074.

7.2.2.2 TloaroToBkKa K UCMbITaHWUIO

a) MoaroToska nnaHweT

[ns npoBeaeHWs UCMBITaHUSA B NYHKM 96-nyHOYHOrO NNaHWeTa BHOCAT CYCNEH3UI0 KyNbTypbl KNETOK B
nuTatensHol cpede ¢ gobasneHnem 10 %-Ho 3MBPUOHANBHON CLIBOPOTKN KPOBW KPYMHOMO POraToro ckoTa B
obbeme 0,1 cm3 ¢ KOHLeHTpaLMei (1—2) x 105 knetow/cm3. MnaHLWeTbl HAKPLIBAIOT KPBILLKOIA W MOMELLIAIoT B
CO,-nHKy6aTop npu TemnepaTtype 37 °C 5 %-HbiM cogepxaHuem CO, Ha 18—24 u. Mocne uHky6aumm nnax-
LIeTbl NPOCMaTPMBalOT B UHBEPTUPOBAHHOM MUKPOCKONe, NCMOoNb3ys ANA AanbHenwen paboTbl TONLKO Te, B
NyHKax KoTopbIX 06pasoBancs POBHbIA MOHOCION KNEeTOK.

6) MoaroTtoBka 06pasLOB BaKLMHbI

Tpu GpukeTa pasmopaxknearoT Npu KOMHaTHOW TeMnepaType, BLIHUMAIOT U3 HAX 6nncTepbl (MakeThbl), U3
KOTOPbIX CTEPULHO U3BMNEKAIOT BUPYCHYIO CYCNEH3UI0 1 06beANHAIOT ee B 0HOIN eMKocTu. U3 cMeck roToBaT
nocneaoBaTenbHble AecaTukpaTHble passeaeHus ot 10~! go 10~7, na nutaTensHoii cpeae AMEM, ucnonessys
ONs1 KaXOoro passegeHuns OTAeNbHYHo MUNeTKy.

Ecnu BupycHas cycneHsuns BHeceHa HernocpeACTBEHHO B NPUMaHKY, TO TP Npobbl npenaparta usmenbya-
0T B CTepunbHoM chapthopoBor CTynke, 0TOupatoT nabopatopHyto npoby maccolt 1,0, KOTOpYH CYCNeH3NpYIoT
B 9,0 cm3 nutaTensHol cpeasl AMEM, pH 7,2—7,4, nonyyasa passeaeHue Bupyca 10~1, U3 kKoTOporo roToBAT
pecsTukpaTHble passeaeHus ¢ 10-2 no 10~7 Ha nuTaTenbHoii cpege AMEM.

7.2.2.3 TpoBeaeHne ncnbITaHus

W3 nyHok nnaHLweTa yaansoT pocToBYlo cpeay. Kaxaoe passeaeHune BakLUMHbI, Ha4nHasA ¢ HaubornbLuero
(10-7) BHocAT B 06beme 0,1 cM3 B YeTbIpe NYHKM NaHLLeTa ¢ 06pasoBaBLIMMC MOHOCIIOEM KNeTok (He MeHee
yeM BYeTbIpe KOHTPOIbHbIE NYHKN BHOCAT cpeay AMEM), nocne yero nnaHweTbl HAaKpbiBaOT KPbILLKOWA U MOMe-
watot CO,-nHKybaTop npu Temnepatype 37 °C u 5 %-Huim cogepxaHnem CO, Ha 48—72 u. Mo okoHYaHuK
MHKY6aLMM KUAKOCTb M3 NYHOK NNaHLeTa yaamnsioT v BHOCAT B Kaxayto no 0,05 cm3 80 %-Horo aLeToHa, oxnax-
AeHHoro Ao mMuHyc 20 °C. Yepes 2—5 MUH aueToH yaansioT U BbICYLUMBAOT NNaHWETbl NPpU KOMHAaTHON
TemnepaTtype B TeveHne 20—30 MuH.

3aTeM B NyHKU NnaHweTa sHocsAT no 0,05 cm3 onyopecumpylolero aHTupabudeckoro rnobynuHa B pa6o-
YeM pasBefeHuu, NPUroTOBIEHHOM B COOTBETCTBUMN C MHCTPYKUMEN MO €ro NPUMEHEHUIO, U UHKYBUPYIOT npn
TemnepaType 37 °C B TedeHune 30 MyH. MNnaHweTbl npoMbiBatoT Tpu pasa 0,9 %-HbIM U30TOHUYECKUM PacTBO-
pOM HaTpusi Xropuaa U 04WH pas AUCTUNNIMPOBaHHON BOAOK, BbICYLUMBAIOT NPU KOMHATHOW TeMnepaType 1
npocMaTpusaloT B UHBEPTUPOBAHHOM JIFOMUHECLLEHTHOM MUKPOCKONe.

7.2.2.4 YyeTnobpaboTka pesynbTaToB

3a nonoxuTenbHble MPUHUMALOT fYHKM, B KOTOPLIX HAbMNoaaeTca xapakTepHoe 3eNeHoe Ui XXenToBa-
TO-3eM1IeHoe cBeYeHWe. B KOHTPonbHbIX NyHKax cneumduyeckoro ceedeHna HabniogaTeca He AomkHo. Moacun-
TbIBAOT KOMMYECTBO MOMOXUTENbHBIX M OTpUUATeNbHbIX NYyHOK B Kaxaom passedeHud. TUTp Bupyca
paccuuTbIBaloT No metoay Puga u Merua.

7.3 OnpepeneHune 6e3BpegHOCTU

O6wue TpeboBaHus No onpegeneHuto 6esspeaHoctu — no FOCT 31926.
7.3.1 Matepuanbl 1 peakTuBbI

MpuyMaHKn-BpUKeTHI C BAKLUHON.
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Iuckl nu cobaku KNMHUYECKU 3A0poBble CepoHeraTuBHbIE K BUPYCY GelueHcTBa B BO3pacTe oT 3mecpo
oaHororoaa.

7.3.2 MNMpoBeaeHUe UCNbITAHUA

OnpeaeneHue 6e3BpeqHOCTM NPOBOAAT Ha TpEX KNMHUYECKU 300POBLIX NUcax, necuax unu cobakax B
BO3pacTe OT 3 MeC 10 OHOIo roa, He UMEIoLNX aHTUTeN K Bupycy belleHcTBa. Mepea npoBeaeHUEM UCbITa-
HUA XKMBOTHBIX BblAepXkuBaloT oaHU cyTku 6e3 kopmneHus. Kaxpoin ocobu ckapmnueatoT no 10 npuma-
HOK — BpUKeTOoB, Nocne Yero BeayT 3a HUMKU HabnoaeHne B TeyeHue 90 cyT.

7.3.3 Yyet pesynbTaToB

BakuuHa cuutaeTcs 6e3speaHON, ecnn Bce NpUMaHku 6bINu cbeeHbl, Kancyrbl packycaHbl, a XKUBOTHbIE
ocTaBanucb KITMHUYECKN 300POBLIMI B TeYeHMe Bcero cpoka HabmoaeHus (90 cyT).

8 XpaHeHue n TpaHCcnopTUpOBaHue

8.1 BakuUMHbI XpaHAT B 3aKPLITOM, CYXOM, TEMHOM NOMeLLeHUI B yrakoBke nponssoauTtens. Temnepary-
pa xpaHeHus BakuuH oT MuHyc 10 °C ao MuHyc 20 °C (ans sakunHbl U3 Wwitamma TC-80, BHeceHHON Henocpe-
ACTBEHHO B npuMaHky, — 2 °C—8 °C) B TeueHune cpoka rogHOCTH.

8.2 Cpok roagHoCTW BakLMH — OAMH roA ¢ AaTthl Bbinycka. [laTo N3roTOBNEHUA BaKUMH cHUTaloT AaTty
dopmoBkM BprKeTOB. [laToi BbinycKa BakUMHbI CHATAIOT AaTy NOANUCaHUA JOKYMEHTA O KadecTse.

8.3 BakuuHbl TpaHCNoOpTUPYHOT BCEMU BUaamm TpaHcnopTa B cooteeTcTBumn ¢ FOCT P 52683.
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Bubnuorpadua

[1] CMN1.3.2322—2008 BesonacHocTe paboTtbl ¢ MukpoopraHuamamu Il v IV rpynn natoreHHoCTM
(onacHocTw) 1 Bo3byanTensamm napasmTapHbix 6orne3Hen

[2] TocynapcTeenHas hapmakones, X Pacteop Hatpus xnopuga 0,9 %-Hbii N30TOHUYECKUI AN MHBEKLNIA
n3gaHue, c. 442
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