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1 PA3SPABOTAH ®epepanbHbIiM rocyapCTBEHHbIM GI0AKETHLIM yupexaeHnem «Bcepoccuiickuii rocy-
[apCTBEHHbIN LIeHTp KayecTBa 1 cCTaHAapTM3aL MmN NeKapCTBEHHbIX CPEACTB A/15 XXUBOTHbIX 1 KOPMOB» (PIBY
«BIHKW»)

2 BHECEH TexHuyeckum komutetom TK 454 «OxpaHa »XU3HW U 300pOBbs XUBOTHLIX U BeTepuHap-
HO-caHuTapHas 6e30nacHOCTb MPOAYKTOB XMBOTHOMO NPOUCXOXAEHNSA N KOPMOB»

3 YTBEPXJEH W BBEJIEH BEWCTBUE Mpukasom ®efepanbHOro areHTcTea No TEXHUYECKOMY pery-
NMPOBaHNIO N MeTposiornn ot 29 Hos6ps 2012 r. No 1425-cT

4 BBEJEH BMNEPBbIE

MpaBuna NnpUMeEHeHMa HacTOosWero craHgapTa ycTaHoBneHbl B TOCT P 1.0—2012 (pa3gen 8).
WNHdopmauymsa 06 n3mMeHeHUsAX K HacT oS eMy cTaHgap Ty NybnmxyeTcs B eXerofgHoMm (Mo COCTOSHUIO Ha
laHBaps TekyLllero roga) MHMOPMaLOHHOM yKasaTesne «HaunoHasibHble CTaH4apTbi». a ouunanbHbIi
TEeKCT W3MEHEHW N NONPaBOK — B €XeMeCAYHOM MHDOPMAaLMOHHOM yKasaTene «HaunoHanbHble cTaH-
JapThbi». Bcnyyae nepecMoTpa (3amMeHbl) MM 0T MEHblHAC T OALLEero CTaHAapTa cooTBe TCTBYOLLeeyBe-
foMneHne 6ygeT ony6/MKOBaHO B GavKailieM BblIMYCKe eXeMeCsAYHOro MHMOoPMaLnoHHOI0 ykasaTens
«HauvoHanbHble cTaHgapThi». CooTBeTCTBYLWas HopMauus, ysejoMneHne 1 TeKCT bl pasMeLtanT-
CA TakKxe B MH(POpMaLMOHHOR cucTeme 06LLLEr0 NONb30BaHNA — Ha oduLmanbHoM caiTe defepasnbHOro
areHTCTBaNo TeXHNYECKOMY pPeryimpoBaHuio ¥ MeTposiorum B ceTu VIHTepHeT (gost.ru)
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HacTosiuii cTaHAapT He MOXeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro nsganus 6e3 paspelleHus ®efepasibHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

BAKUWHbI MPOTUB BELWWEHCTBA XVBOTHbIX XVBbIE

TexHnyeckne ycnosus

Live vaccine against rabies of animals. Specification

Jata eBefeHns — 2014—01—01

1 O6nacTb NPpUMMeEHEHNA

HacToswuii ctTaHfapT pacnpocTpaHAaeTCs Ha XXMBble BaKLUHbI NPOTUB GELIEHCTBA XMBOTHbIX /151 Opasib-
HOro npumMeHeHna B BUAe NpuMaHoOK (,u,anee — BaKLl,l/IHbI), npegHasHa4eHHble Ans I'IpOCbVII'IaKTVILIeCKOVI NMMy-
HuU3aunm BOCNPUNMUYMBLIX K 6€LLIEHCTBy XNBOTHbIX.

MpumevaHuns

1 )XuBble BaKLMHbI NPOTUB GELIEHCTBA XWBOTHbLIX NPEACTABNAT CO60M NpUMaHKy, NpuBAEKaTeNbHYIO AN ANKNX
NN0TOSAHbIX, B KOTOPYIO NOMeLLEeH 6McTep (NakeTuk)c cycneHsneil aTTeHynpoBaHHOro WTamma Bupyca 6eleHcTsa, 6o
CyCneH3us Bupyca BHeceHa HenocpeACcTBEHHO B MPUMaHKy.

2 BakuuHbl cogepxart aTTeHympoBaHHble (hKCUpOBaHHbIe WTammbl Bupyca 6elleHcTea 1-ro cepotuna.

2 HopmaTuBHbIE CCbIJIKK

B HacToAwem cTaHfapTe UCMO/Ib30BaHbl HOPMaTUBHbLIE CCbIJIKU Ha cneaytoLme cTaHAapThbl:

FOCT P NCO 7864—2009 Wrnbl MHBLEKLMOHHbIE O4HOKPATHOrO NPUMEHEHNS CTepunbHbIe

FOCT P NCO 7886-1—2009 Lnpuubl MHBbEKUNOHHbIE OAHOKPATHOro MPUMEHEHUS CTepu/ibHbIE.
Yactb 1. lWnpuusl N8 pyyHOro Ucnosib3oBaHus.

FOCT P 52683—2006 CpepacTBa /ieKkapCTBEHHbIE AN1A BETEPUHAPHOro NpYMEeHeHuns. Ynakoska, map-
KMpOBKa. TPAHCMOPTUPOBAHNE U XpaHeHne

FOCT 12.0.004—90 CucTtema cTaHgapToB 6e3onacHocTv Tpyga. OpraHusaums obyyeHus 6esonac-
HocTu Tpyaa. ObLwue nonoxeHns

FOCT 12.1.004—91 CwucTtema cTaHgapToB 6e3onacHocTu Tpyga. MNoxapHasa 6e3onacHocTb. O6wme
TpeboBaHus

FOCT 12.1.005—88 CucTtema ctaHgapToB 6e3onacHocTv Tpyga. Ob6Llne caHuTapHO-TUrMeHnyeckne
TpeboBaHUs K BO34YyXY paboyeii 30Hsbl.

FOCT 12.1.008—76 Cuctema cTaHZapToB 6e3onacHocTu Tpyaa. Buonormyeckas 6e30MacHOCTb.
Ob6wme TpeboBaHMS.

FOCT 12.2.003—91 CucTema cTaHAapToB 6e3onacHocTu Tpyga. O6opyaoBaH/e NPpou3BOACTBEHHOE.
O6uwue TpeboBaHnsa 6e3onacHoCTH

FOCT 12.3.002—75 Cuctema cTaHgaptoB 6e3onacHocTu Tpygda. lpoueccbl Npou3BOACTBEHHbLIE.
O6uwue TpeboBaHusA 6e3onacHoCTh

FOCT 12.4.011—89 CucTtema cTaHgapToB 6e3onacHocTv Tpyda. CpeacTtsa 3alwuTbl padboTaloLmx.

O6wume TpeboBaHMA 1 knaccuunkaumsa
FOCT 17.2.3.02—78 OxpaHa npupogbl. ATmocgepa. [paBuna ycTtaHOBAEHUS AOMYCTUMbIX BbIOpOCOB

Bpe/HbIX BELLECTB MPOMbILLNEHHBIMU NPEeANPUATUAMN
FOCT 2603— 79 AueTOH. TexHu4Yeckue ycnosus

M3paHne ouynanbHoe
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FOCT 8074—82 MUKPOCKOMbI MHCTPYMEHTa/IbHbIE. TUrbl, OCHOBHbIE MapaMeTpbl N pas3mepbl. TexHU-
yeckne TpeboBaHus.

FOCT 9142—90 Awmkn U3 rodhpupoBaHHOro kaptoHa. O6Lne TeXHUYeckue ycnoBus

FOCT 12301—2006 Kopob6ku u3 KapToHa, 6ymarn n KoMGMHUPOBaHHbLIX MaTepnanos. Obwmne TexHu-
YyecKue ycnosus.

FOCT 12303—80 [Maukn 13 kapToHa, 6ymarn n KOMOMHMPOBaHHbIX MaTtepunanos. O6Lme TeXHUYeckne
ycnosus

FOCT 14192—96 MapkupoBKa rpy3os

FOCT 22967—90 LWnpuubl MegnLMHCKNE NHBEKLNOHHbIE MHOTOKPATHOIO NpUMeHeHns. ObLmne TexXH-
yeckne TpeboBaHUS 1 METOAbI UCTIbITAHWIA

FOCT 25336—82E T[locyga n obopyaoBaHve nabopaTtopHble CTEKNSHHbIE. TuMbl, OCHOBHbIE NapaMeT-
pbl 1 pa3mepsbl

FOCT 25377—82 Wrnbl UHBbEKLMOHHbIE MHOTOKPATHOTO NPUMEHeHUs. TexHnyeckne ycnosns

FOCT 29230—91 [lNocyaa nabopaTopHas cTeknsHHas. MNuneTku rpagynpoBaHHble. YacTb 4. MuneTku
BblAyBHblE

FOCT 31926—2013 CpepcrBanekapcTBeVHbIeA1 BETEPUHAPHOIO NpUMeHeHns. MeTobl onpegerne-
HUA 6e3BpeaHOCTN

FOCT 31929—2013 CpepcTtBaiekapCTBeHHbIe 419 BETEPUHAPHOro NpuMeHeHus. MNMpasuna npmemku,
MeToAbl 0T60pa Npob

NMpumeuvaHune - Mpn NONb30BAHUM HACTOSILLUM CTAHAAPTOM Lie/lecoo6pasHo NPoBEPUTL AENCTBUE CChINOY-
HbIX CTaHAApPTOB B WH(OPMAaLMOHHOW cucTeMe 06LEero nosib30BaHNA — Ha oduunanbHOM caiiTe ®PefepanbHOro
areHTCTBa N0 TEXHUYECKOMY PerysiMpoBaHuio 1 METPONOTUK B CETU VIHTEPHET MU NO €XerogHoOMy UH(OPMaLMOHHOMY
ykasaTeno «HaunoHanbHble CTaHAapPTbI», KOTOPbI/ ONY6GAMKOBaH MO COCTOAHUIO HAa 1 AHBaPSA TeKyLLero roga, 1 no Bbinyc-
Kam exXXeMecs4HOro MHPOPMaLMOHHOTO yKkasaTens «HaloHanbHble cTaHAaPTbI» 3a TEKYLWWIA rof. EC/iM 3aMeHeH CCblfioy-
HbI CTaHAapT, Ha KOTopbIli AaHa HeAaTUPOBAHHAS CCbiNka, TO PEKOMEHAYeTCS UCMNO/b30BaTh feiCTBYOLY0 BEPCUIO
3TOro CTaHAapTa C y4eTOM BCeX BHECEHHbIX B JaHHYH0 BEPCUIO M3MEHEHWIA. ECIM 3aMeHEH CChINIOYHbIA CTaHAapT, Ha KOTo-
pblii AaHa faTupoBaHHas CCbifika, TO PeKOMeHyeTCs UCMNO0/Ib30BaTb BEPCUIO 3TOTO CTaHAApTa C yKa3aHHbIM BblilUe rof0M
yTBEpPXAEHUS (NpUHATUSA). ECNn nocne yTBEPXAEHUS HACTOSILLEro cTaHAapTa B CCbI/TOYHbIA CTaHAAPT, Ha KOTOPbI AaHa
[aTMPOBaHHaA CCbl/IKa, BHECEHO N3MEHEeHMe, 3aTparuBatoLLee nosoXxeHne, Ha KOTOpoe faHa CCbifKa, TO 3TO NOJIOXEHNE
peKoMeHayeTcs NpUMeHsATL6€3 yueTa aHHOT0 U3MEHeHNs. ECIN CCbINOYHbIV cCTaHAaPT OTMEHEH 6e3 3aMeHbl, TO NOSIoXe-
HWe. B KOTOPOM JaHa CCbI/IKa Ha Hero, pekoMeHAyeTCs NPUMEHATb B 4acTu, He 3aTparnuBatoLLeil aTy cebisiky.

3 TepMWHbI 1 onpefeneHns

B HAcCTOsIWEM CTaHAapTe NPUMEHeHb! Ciefyolime TepMUHbl C COOTBETCTBYIOLMMU ONpeAeieHUAMM:

3.1 xwuBas BakuuMHa: ViIMMyHo6Uonoruyeckuii npenapar, nosly4yaemblii 3 X1BbIX 0C/1ab/eHHbIX aTTEeHY-
MPOBaHHBIX LUTAMMOB MVUKPOOPraHW3MOB, BO36yAnTe el 601e3Hel XUBOTHbIX 1 YENTOBEKA.

3.2 BakuuHauusa: NpuMeHeHne BaKLUHbI 415 NpeaynpexaeHns HeKLMOHHOV 601e3HU.

3.3 wTamMMm (BaKUMHHbIW): FeHeTNYeckM oHOPOAHAS MONYNALMS MUKPOOPraHU3MOB C MOCTOSHHLIMM,
Hac/eICTBEHHO 3aKpen/IeHHbIMMU CBONCTBAMU.

3.4 VHEeKUNOHHAas aKTUBHOCTb Ha MblLax: CNoco6HOCThL BaKLMHHONO LUTaMMa Bbi3blBaTh 3a60/1€Ba-
HUe 1 T1Genb Mbileli Npy BHYTPYMO3roBOM BBEAEHUM, BbipakatoLlascs B ieTasbHbIX f03aX.

3.5 MHEeKUNOHHAs aKTUBHOCTb B Ky/IbType K/eToK: CNoCcOGHOCTb BaKLMHHOIO LUTaMMa Bbi3blBaTh
crneyudmyeckme N3MeHeHUs B Ky/ibType KNeTOoK, Bbipaxalowascs B Ky/bTypasbHbIX KNETOUHbIX MHAIEKLNOH-
HbIX 403aX.

3.6 6e3BpeAHOCTb (BakLMHbI): OTCYTCTBUE BPEAHbIX A8 OpraHM3mMa nocneicTBuii MeCTHOTO 1 o6LLe-
ro xapakTepa nocse BBeeHsi BakKLMHbI.

3.7

[,03a /IeKapCTBEHHOro cpe/cTBa /11 BETEPUHAPHOIo npumeHeHus: OnpejesieHHoe Ko/IM4ecTso
NleKapCTBEHHOrO cpefcTBa A1 BEeTePMHAPHOro NPYMEHEHUs, BBOLUMOIO B OPraHn3m XUBOTHOTO.
[FOCT P 52682—2006. pa3gen 2, ctaTbs 21)

3.8

neTanbHasa A03a IeKapCTBEHHOrO CpeACcTBa A1 BeTepMHapHOro npumMeHeHus: KonvyecTso
NleKapCTBEHHOTO CpeACTBa 4/151 BETEPUHAPHOro MPMMEHEHNS, NPUBOASILLEE XUBOTHOE K SlIeTaSlbHOMY
ncxogay.

[FTOCT P 52682—2006. pa3gen 2. ctaTbs 22)
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3.9 cepus BakuUHbI: OnpeaeseHHoe KOJIMYeCTBO BaKLUMHbI, U3TOTOB/IEHHOI 32 OAMH TEXHOMOTMYECKMi
LMK 1 0YOPM/IEHHOM [JOKYMEHTOM 0 KauecTBe.

3.10 AOKYMEHT 0 KauecTBe: [JOKyMeHT, NoATBEPXAaloLLMii COOTBETCTBIE KauecTBa BaKLHbI Tpe6oBa-
HUAM CTaHgapTa.

4 TexHuyeckme TpeboBaHus

4.1 BaKuMWHbI JOMKHLI COOTBETCTBOBATL TPEGOBAHUSIM HACTOSILLErO CTaHAApTa U U3roTaBIuBaThLCs B
COOTBETCTBUM C TEXHOMOTUYECKAMU persiaMmeHTaMmn nNpon3BoACTBa.

4.2 BakumWHbl N0 (PU3UKO-XMMUYECKUM W 6MONOTUYECKAM CBOMCTBAM AO/MKHBI COOTBETCTBOBATL TPEGO-
BaHWSIM U HOPMaM, yKa3aHHbIM B Tabnmue 1.

faénuwuyal

HavmeHoBaHve nokasarens XapakTepucTmka 1 HopMbl

BHewHUM Bua 1 UBeT MprmaHka-6pukeT 0T CBET/I0-KOPUYHEBOIO A0 TEM-

HO-KOPWYHEBOrO LBeTa

3anax Cneundnyecknii npuenekaTebHblil ANS NA0TOAAHbLIX
WNHbekynoHHaa akTMBHOCTb;
Ha Mblllax, He MeHee 10co1fun /cm3
B Ky/ibType knetok BHK-21, He meHee 1060KKMNA50cm3
ANS BaKUMHbI U3 wTamma TC-80 B KynbType KneTok
BHK-21. He MeHee 104 0KKWA,.nW'ecm3
6e3BpefHOCTb [omkHa 6bITb 6e3BpeaHOi

MpumeyvyaHune — NI — netanbHaa gosa; KK —kynbTypanbHaa knetoyHas MHpekumoHHas gosa.

4.3 YnakoBKa U MapKupoBKa

4.3.1 BakuuHy paccacosbiBaloT B 611cTepbl (NOAMMeEpPHbIe NakeTbl U Ap.). KOTOPble NOMeLLaloT B Npu-
MaHKy-6puKeT. NM60 BHOCAT HENOCPECTBEHHO B NPUMaHKY.

4.3.2 TpyMaHKn-6puKeTbl YyNakoBbIBAlOT B KapTOHHble kopobku no FOCT 12301 wnu nauykm no
FOCT 12303 c HannumneM neperopofok. B kaxayto Kopobky (nauky) BKnagbiBaloT MHCTPYKLMIO MO MPUMEHEHWIO.

[onyckaeTca ncnonb3osartb fpyrne Bubl ynakosku, obecrneyvsaroLyme COXpaHHOCTb, KA4eCTBO, Hemnog-
BWXHOCTb 1 LLe/IOCTHOCTb BakLVH Npy TPAHCNOPTMPOBaHUN U XpPaHEHWIN B TEYEHVE BCEr0 CPOKa roAHOCTH.

4.3.3 Ha Kopo6Ky C BaKLMHOI HaKNenBawT 3TUKETKY C yKazaHUeM:

HaMMeHOBaHUA BaKLWHbI;
HavMeHOoBaHus opraHnsaLn-npon3BoAnTens, agpeca, TenedoHa n TOBapHOro 3HaKa;
Homepa cepuu;

AaTbl BbiNycka (Mecsua v roga);

cpoka rogHocTu (Mecsaua v roga);

HOMepa PerncTpaLMoHHOro YA0CTOBEPEHWS:

LITPUX-KOAA,;

3HaKa COOTBETCTBUS;

cnocoba npuMeHeHus;

KonuyecTBa 03 B KOPobke (nauke);

dhopmbI BbINyCKa;

YCNOBUIA OTNyCKa;

YCNOBUIA XpaHeHus;

Hagnucu; «ns BeTepuHapHOro NpUMEHeHUs».

4.3.4 Kopo6ku C BakLMHO yNnakoBbIBAKT B ALLUKM U3 TOhprpOBaHHOro kapToHa no FOCT 9142 unu gpy-
rve aHasiornMyHble, obecneynBaoLLne COXpaHHOCTb BakLUHbI NPU TpaHCNopTMpoBaHun. Macca 6pyTTo Awm-
Ka — He 6onee 20 kr.

B KaxAblil AWKK BKNaAbIBAOT YeTbipe-NsaTb 3K3eMNAAPOB UHCTPYKLMW MO MPUMEHEHWIO U YNAaKOBOYHbII
JINCT C yKa3aHnem:

HaMMeHOBaHMA 1 agpeca opraHu3aLun-NnPoN3BoOANTENS;
HaMMEHOBaHUS BaKLVHbI;
HoMepa cepuu:
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- [aTbl BbINycKa;

- CpoKa rogHocTH;

- KonmnyecTBa KOPOOOK (Nayek) B ALLMKE;

- YCNOBWIA XpaHEeHUS;

- hamMmnuy UM HoMepa ynakoBLLmKa.

4.3.5 Hakaxpgoe rpy3oBoe MecTo (1K) HAHOCAT TPaHCMOPTHY0 MapknpoBky no FOCT 14192 c yka3sa-
HVYEeM MaHUNYNAUNOHHbIX 3HAKOB; «OrpaHuYeHne TeMnepartypbl», «Bepx».

4.3.6 MapknpoBKa, XapakTepu3ytoLas ynakoBaHHyo NpoAyKLMio, AO/HKHA COAepXaTb cneaytoLime gaH-
Hble:

- HaMmeHOBaHWe opraHM3aLn-Npon3BoANTENS, ee TOBAPHbIN 3HaK, aapec 1 TenedoH;

- HaumeHOBaHWe BaKLVHbI 1 KOSIMYEeCTBO KOPOOOK (Nayek) B ALLUKE;

- HOMep cepuu;

- [aTy BbINycka,;

- cpokrogHocTu (Mecs, 1 rog).

- YC/OBUSA XPaHEHUS N NePEBO3KN;

- Maccy HeTTo;

- Hagnucb; «[lna BeTepuHapHOro NPUMeHeHNs».

[LonyckaeTcsi HaHeCeHNe [ONOTHUTENbHOW MH(OPMAaLMM B MapKMPOBKY, XapakTepun3yoLLyto ynakoBaH-
HYI0 NPOAYKLMIO.

5 Tpeb6oBaHua 6e3onacHoCcTH

5.1 Mo 6uonornyeckoi 6Ge3onacHOCTM BaKyMHa [O/DKHAa COOTBETCTBOBATb  TpeboBaHMAM
FOCT 12.1.008.

5.2 Bnpouecce Npon3BoACTBa BaKLVH OCYLLECTB/IAKT KOHTPO/Ib 32 BbINO/IHEHNEM TpeboBaHuii obecne-
YeHust noxapHol 6esonacHocTu no FOCT 12.1.004.

5.3 Mpou3BOACTBEHHbI Npouecc AO/MKeH ObiTb OpraHu3oBaH B COOTBETCTBUMM C TpebGoBaHMAMMK
FOCT 12.3.002. a npon3BOACTBEHHOE 060pyA0BaHMe f0/MKHO cooTBeTcTBOBaThL TOCT 12.2.003.

5.4 O6y4yeHne nepcoHana Mepam 6€30MaCHOCTU [O/DKHO 6biTb OpPraHNW3oBaHO B COOTBETCTBUM C
FOCT 12.0.004.

5.5 CpepacTtBa 3awmTbl paboTalLyx 40/KHb COOTBETCTBOBATL TpeboBaHnsam MOCT 12.4.011.

5.6 Bosgyx paboueii 30HbI JO/TKEH COOTBETCTBOBATL TpeboBaHusm FOCT 12.1.005.

5.7 KoHTponb 3a BblGpOCamMy BO BHELIHKOW Cpefy AO0/KEeH ObiTb OpraHM3oBaH B COOTBETCTBUM C
FOCT 17.2.3.02.

5.8 YTunusauuio BakuMH C UCTEKLUUM CPOKOM FOAHOCTMW U CEPUIA, HE BblepXaBLUNX KOHTPO/bHbIX UCMbI-
TaHWii. 0CTaBLUMXCA NOC/E UCTbITAHWA, MPOBOAAT NyTEM KMMsAYeHUs B TeyeHne 30 MVH Uiy aBTOK/1aBMpOBaHns
B TeyeHune 15 muH npu gasnexunn (0.11 + 0,2) MMNa c cob6nogeHnem Tpe6osaHuii [1].

6 MpaBwia Npuemku

6.1 Kaxpas cepus BakLUHbI Ao/HKHA ObiTb NpUHATA (NPOBEPEHA) OTAE/I0OM, OTBEYAOLUM 3a KOHTPO/b
KayecTBa NpoAyKumnmn opraHmsayuum-nponssoantens, cornacHo FOCT 31929. Nocre npoBefeHUs KOHTPOS Ha
KaXayto Cepuio BakLMHbl OQOPMASAIT JOKYMEHT O KayecTBe.

6.2 B[AOKYMeHTe 0 KayeCTBe yKa3blBaloT:

- HaumeHOoBaHWe opraHn3auun-nNpPon3BoANTENS;

- HaumeHOBaHMWe BaKLUMHbI;

- HOMep cepuu;

- [JaTy U3roToBfieHns (Mecsu u rog);

- 06Bbem cepuu;

- pesynbTartbl UCMbITAHUA BAKLWHBI MO NOKa3aTesiaM KayecTBa;

- CpPOKrogHocTu (mecaw, nroa);

- YC/I0BUSI XpaHEeHWs;

- 0603HauveHve cTaHaapTa,;

- HOMep v gaTy BblAaun JOKYMEHTa O KayecTBe;

- 3aK/oYeHre 1 noAnNnch YnosITHOMOYEHHOr0 /LA, BblgaBLUero fJOKYMEHT O KayecTse.

6.3 [ln5 KOHTpPONA kayecTBa BakUMHbI OT KaxAoi cepumn oTbmpatoT BbIGOPKY B konnyectse 80 npuma-
HOK-6pukeToB. 40 NPpMMaHOK-6pPNKETOB NCNOb3YIOT A1 NPOBEAEHNS UCTbITAHUA MO NoKasaTeNnsaM kavyecTsa,

4
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ykasaHHbIM B Tabnuue 1, a 40 npumaHOK-6pMKeTOB HanpaBsaoT B apxvs OTAeNa, 0TBeYaloLero 3a KOHTpo/b
KayecTBa NpoayKuumn opraHnsaLum-npon3BoanTens.

ApXM1BHble 06pa3sLbl XpaHAT B apxmBe B TEYEHNe CPpoKa rofHOCTW COrnacHo pasgeny 8.

6.4 ApxuBHble 06pasLibl MapKUPYIOT HAAMUCBIO «ApPXMB», ONeYaTbiBaloT M CHabXalT 4OKyMEHTOM C yKa-
3aHuem:

HaMMeHOBaHNA BaKLUHbI:
HoMepa cepuu;

[aTbl BblNycka (Mecsiua uroaa);

Aartbl oT6opa 06pasLos;

ob6bema cepun;

- Ko/imyecTBa 0TO6GpaHHbIX 06pasLoB:

- [O/MKHOCTU M MOANWCK NnLa, oTobpasLuero obpasubl;

cpoka rogHocTu (Mecsiua v roga);

0603HauYeHNa HacToALWEero cTaHAapTa;

CpOKa XxpaHeHus 06pa3LLoB B apxuBe.

6.5 MMpv Heya0BNETBOPUTENbHbIX pe3yibTaTax UCMbITaHWi XoTA Obl N0 0AHOMY U3 NOKasaTenei no Hemy
NPOBOAAT NOBTOPHbIE UCMbITAHWSA HA YABOEHHOM Ko/MMyecTBe 06pa3LoB BakLMHbI, B3ATON OT TOI Xe cepuu, 1
Ha y[IBOEHHOM KO/IMYeCTBE MaTepuasioB 1 XMBOTHbIX. Pe3ynbTaTbl NOBTOPHbLIX UCMbITAHWA CYATAIOT OKOHYa-
TeNbHbIMW 1 PACMPOCTPAHAIOT Ha BCIO CEPUIO.

Bcnyyae Hey,0BNETBOPUTE/IbHLIX PE3YbTATOB NOBTOPHOW NPOBEPKM CEPUI0 BaKLMHbI CHMTAIOT HE COOT-
BeTCTBYlOLLEl Tpeb0oBaHNSAM HACTOALLEro CTaHAapTa, ee 6pakytoT U YHUUTOXalT CornacHo 5.8.

6.6 KOHTpO/b kauecTBa BaKLVHbI, NOCTYNatLein no peknaMmawum, NnpoBoAUT OpraHn3aLns-npons3Boam-
TeNb, a Npu pasHornacKax B OLEHKe kayecTBa Mexay Npous3BoanTenem n notpebutenem, KOHTPOb NPOBOAUT
opraHu3sauus, ynosiHoMmovyeHHas hegepanbHbIM OpraHoM UCMONHWUTENbHON B1ACTY.

7 MeTopabl UCnbliTaHNA

7.1 OnpejeneHve BHELWHEro BUAA, LBeTa, 3anaxa

[ns onpefieNeHns BHELIHEro Bua, LiBeTa 6puUKeTbI-NPUMaHKV NPOCMaTPUBAKOT BU3yasibHO, 3anax onpe-
OENSH0T OpraHoNenTUUECKM.

7.2 OnpepeneHve MHPEKLMOHHOK akTUBHOCTUN

OnpegeneHne NHMEKLNOHHON aKTUBHOCTW BaKLMHbI NPOBOAAT MYyTEM TUTPOBaHMSA BaKLVHHOIO BUpyca B
KyNbType KNeToK UKW Ha 6enbiX MblLlax.

7.2.1 OnpepeneHne MHPEKLMOHHOM aKTUBHOCTU BaKLMH Ha 6ebiX Mblllax

7.2.1.1 Martepuansl N peakTuBbl:

- MbIWy 6enble KMMHNYeCkn 340poBble maccor 9—11 ;

- NUNETKN rpagynpoBaHHble BMecTUMocTbio 1,0—10,0 cm3no FOCT 29230;

- NpobupkmM cTekNsAHHble 6akTepronornyeckme no FOCT 25336;

- pacTBOp HaTpus xnopuga nsotoHunyeckuin 0,9 %-Holii no (2);

- WNpuLbl MHbeKUMoHHbIe no FTOCT 22967 nnn TOCT P UCO 7886-1,

- UMbl UHBbEKUMOHHbIE N0 FTOCT 25377 unu FOCT P CO 7864.

7.2.1.2 TlpoBefeHVe onpefeneHns

Tpu 6prKeTa-NpMMaHKM pa3sMopaxuBalT Npu KOMHATHOI TemnepaTtype, BbIHUMAKT U3 HUX 6ncTepbl
(nakeTbl), U3 KOTOPbIX CTEPUNILHO U3B/IEKAIOT BUPYCHYIO CYCMEH3NI0 1 06beANHAIT ee B OAHON eMKoCTu. U3
CMecu roToBAT nocfiegoBartesibHble AecAaTuKpaTHble passegeHus ot 10“1 40 10-7 Ha ctepusibHoM 0,9 %-HoM
M30TOHNYECKOM pacTBOpe HATPUA X/T0pUAa, UCNOMb3YS /15 KaX40ro passBefeHns oTAe/bHY0 NUneTky.

B cnyyae ecnu BakunHa BHeCEHa HEMOCPEACTBEHHO B NpUMaHKy, Tpy Npobbl npenapaTta n3MenbyainT B
CTepubHOI thapthopoBoii cTynke, oT6mpatoT 1.0 r aHannsmpyemoin npo6bl, KOTopyto cycneHanpytoT B 9.0 cm3
ctepunbHoro 0.9 %-Horo M30TOHWYECKOro pacTBopa Hatpus xnopuga. pH 7,2—7,4, nonyyaa passefeHue
Bupyca 10 1, M3 KOTOPOro roToBAT flecATukpaTHble passegeHus ¢ 10 2no 10 '7 Ha ctepusiibHoM 0,9 %-HoM un3o-
TOHMYECKOM pacTBOpe HaTpusa X1opuaa.

Kaxpoe passegeHne HaumHasa ¢ 10 7 (HaMMeHbLIero) BBOAAT NHTpalepebpanbHo B o6beme 0.03 cm3
6enbiM MbilwaM. Bpemsi HabnoaeHUsA 3a XUBOTHbIMU 14 cyT (ans wtamma TC-80 — 21 cyT). Cneundpuyeckoi
cunTaeTcs rmbesnb Mblllel He paHee YeM Ha NATble CYTKM MOC/e 3apaxeHuns C XxapakTepHON KNMHUYECKOW Kap-
TUHO.
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7.2.1.3 Y4eT pe3ynbtatos
MofcunTbIBAKOT KONNYECTBO NMOMMBLLMX U BbDKMBLUNX XXMBOTHBIX A1 KaXA0r0 passefeHus. TUTp supyca
paccunTbiBaloT no metoay Puaa v MeHua.

7.2.2 OnpepeneHne MHPEKLMOHHOM aKTUBHOCTU BakKLUH B Ky/IbType KNeToK

7.2.2.1 MaTepuasbl N peakTuBbl:
- KynbTypa kneTok BHK-21,
nutaTtenbHasa cpega AMEM (MoaunduumuposaHHas cpega Arna);

- aMbpuoHanbHas CbIBOPOTKA KPOBW KPYMHOrO POraTtoro ckota Ans KynbTyp KNeTok:

- MAaHLWeTbl NOSIMCTUPOIOBbIE 96-NTYHOUHbIE A/15 KY/IbTYP KNEeTOoK,;

- CO02-nHkybaTtop;

- nNpobupku cTeknsHHble no FOCT 25336;

- aueToH no F'OCT 2603;

- nuneTkn BmectumocTbto 1,0; 2.0 n 10.0 cm3no FOCT 29230;

- MUMNETKM aBTOMaTnyeckne ¢ HakOHeYHKamMmn BMecTUmMocTbio 0.02—0.2 cm3;

- pacTBOp HaTpusA xaopuaa M30ToHMYeckunii 0.9 %-Hblii no (2);

- hnyopecuupyoLnii aHTUpabUYeckunii rnobynmnH;

- NIIOMUHECLLEHTHbIV MHBEPTMPOBaHHbIM Mukpockon no FOCT 8074.

7.2.2 2 TloaroTtoBKa K UCnblTaHWIO

a) lMoaroToBka nnaHweT

[na npoBefeHnsa ucnbiTaHA B IYHKN 96-TYHOUYHOTO niaHweTa BHOCAT CYCMNEeH3nI0 Ky/ibTypbl KNETOK B
nuTaTenbHoi cpese ¢ fobasneHnem 10 %-Holi aMOGPMOHaNbLHO CbIBOPOTKY KPOBY KPYMHOTO pOraToro ckoTta B
o6beme 0.1 cm3 ¢ KoHueHTpauueit (1—2) x 10s kneTok/cM3. MNaHLWeTbl HAaKPbIBAKOT KPbILIKOA 1 MoMeLLalT B
C 02-uHkyb6aTop npu Temnepartype 37 X 15 %-Hbim cogepxaHuem C 02 Ha 18— 24 u. Mocne uHkybaLlmm nnax-
LweTbl NpocMaTprBaloT B MIHBEPTUPOBAHHOM MUKpPOCKONe, UCNoNb3ys ANA fanbHeliweli paboTbl TONbKO Te. B
NYHKax KOTOPbIX 06pa3oBasiCs POBHbI MOHOC/IOM KETOK.

6) MopgroTtoBka 06pa3LLOB BaKLUHbI

Tpu 6pukeTa pasmopaxuBatoT Npu KOMHaTHOV TemnepaTtype, BbIHUMAKT U3 HUX 6MCTepbl (NakeTbl), 13
KOTOPbIX CTEPU/IbHO N3BNEKAKT BUPYCHYIO CYCMEH3UI0 M 06beUHAIOT ee B O4HOI eMKOCTU. M3 cMecu roToBAT
nocnenoBaTesibHble AecATUKpaTHbIe pa3BeaeHns oT 10'1a0 10 7, Ha nuTaTenbHol cpege AMEM. ncnonb3ys
[ONA KaxJ0ro passefeHns oTAe/bHY0 NMUMNeTKY.

Ecnvn BupycHas cycneHsmns BHeceHa HenocpeCcTBEHHO B MPUMaHKy, TO Tpy Npo6bl Nnpenapara niMmesnbya-
10T B CTEPW/IbHOM thapdopoBoii CTynke, 0TOMpaT nabopaTopHyto npoby maccoii 1.0T. KOTOpPYIo CyCNeH3npyoT
B 9.0 cm3 nutatensHoi cpeabl JMEM. pH 7.2—7.4, nonyyasn passefexuve Bupyca 10-1. ©3 KOTOpPOro rotoBAT
JecsATukpaTHble pa3seaeHuns ¢ 10”2 no 10"7 Ha nuTaTenbHoli cpese AMEM.

7.2.2.3 TpoBefeHve ncnbiTaHns

M3 nyHoK nnaHwweTa yaansaooT pocToBylo cpefy. Kaxaoe passefeHune BakUHbl, HAUMHasA C HanbonbLiero
(10"7) BHOCAT B 06beMe 0,1 cM3B YeTbIpe IYHKN NnaHweTa c 06pa3oBaBLUMMCA MOHOC/I0eM KNeToK (He MeHee
4yeM B YeTbIpe KOHTPOJIbHbIE STYHKN BHOCAT cpedy [IMEM), nocne yero nnaHLWweTbl HaKPbIBAKOT KPbILLKOW M nome-
watT C02-nHkyb6atop npu Temnepatype 37 X #n 5 %-HbiM cogepxaHuem C02 Ha 48—72 4. o OKOHYaHUK
NHKY6aLuv XXNAKOCTb U3 TYHOK NaHwweTa yAansaioT M BHOCAT B Kaxayto no 0.05 cm380 %-Horo aueToHa, oxnax-
[eHHOoro Ao MuHyc 20 X . Yepe3 2—5 MWH aueToH yAansioT W BbICYLUMBAIOT NAaHWeTbl NP KOMHATHOM
TemnepaTtype B TeyeHne 20—30 MUH.

3artem B/IYHKM NnaHweTa BHOCAT no 0.05 cm3dnyopecuupytoLero aHTupabuyeckoro rnobynmHa B pabo-
4yeMm pasBefeHUn, NPUroTOBIEHHOM B COOTBETCTBMMN C MHCTPYKLME NO €ro NPYMEHEHWI0, U MHKYGUpYIT npu
Temneparype 37 X B TedeHne 30 MUH. MNnaHweTbl NpombiBatoT Tpu pasa 0.9 %-HbIM 30TOHUYECKUM PacTBoO-
pOM HaTpusi xnopuga v oAuMH pas AUCTUIIMPOBAHHOW BOAON, BbICYLIMBAOT NPU KOMHATHOW Temnepartype v
npocMaTpusBaloT B UHBEPTUPOBAHHOM /TIOMUHECLLEHTHOM MUKpOCKOnNe.

7.2.2.4 Y4yeT nobpaboTka pe3yibTaToB

3a nonoxuTesnbHble NPUHUMALOT JTYHKW, B KOTOPbIX Hab104aeTca XxapakTepHoe 3e/1eHoe UK XenToBsa-
TO-3e/1eHoe cBeYeHne. B KOHTPOIbHbIX IyHKax cneLmdnyeckoro cBeveHns HabnwgaTsca He Ao/MKHO. Moacum-
TbIBAIOT KOMIMYECTBO MOMOXUTE/IbHLIX U OTpuUaTeNbHbIX JIYHOK B KaXAOM pa3sefeHun. TuTp Bupyca
paccuuTbiBaloT No Mmetogy Puga n MeHnua.

7.3 OnpepeneHne 6e3BpefHOCTU

O6wwme TpeboBaHus No onpegeneHunto 6esspegHocTn — no FOCT 31926.
7.3.1 MaTepuasnbl N peakTuBbI

MpuMaHKn-6pUKeTbI C BaKLMHOM.
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Jlnckl nnn cobakm KNMHNYECKN 340p0Bble CEPOHETATUBHbIE K BUPYCY belleHcTBa B Bo3pacTte oT 3 mecpgo
oAHOro roaa.

7.3.2 TpoBegeHne UcnbiTaHUsA

OnpepeneHvie 6e3BpeJHOCTN NPOBOAAT HA TPEX KIMHUYECKM 3[40POBbIX Ncax, necuax uin cobakax B
BO3pacTe OT 3 Mec 10 OAHOT0 roAa, He MeIoLLNX aHTUTeN K BUpycy belueHcTsa. Mepes nposeeHnem ucnbita-
HMSA XXMBOTHbIX BblAEPXMNBAIOT OAHW CYTKM 6e3 KopmneHus. Kaxpoi ocobwu ckapmnausatoT no 10 npuma-
HOK — 6pUKeTOB, NOC/Ie Yero BefyT 3a HUMU HabnogeHve B TeueHne 90 cyT.

7.3.3 Y4eT pe3ynbTartos

BakuuHa cuntaeTcs 6e33pe,qH017|, €C/in BCe NpUMaHKun 6b1nK CbeleHbl, Kancy/ibl pacKkyCaHbl. a XXUBOTHbIE
OoCTaBa/INCb KITMHNYECKN 300POBbIMK B TEHEHNE BCETO CPOKa Ha6ﬂ}0,ﬂ,eHVIFI (90 CyT).

8 XpaHeHue nTpaHcnopTMpoBaHue

8.1 BaKuMHbl XpaHAT B 3aKPbITOM, CyXOM, TEMHOM NOMELLLEeHNN B yNakoBKe npoussoauTensa. Temnepary-
pa xpaHeHus BakuuH oT MuHyc 10 °C go MmuHyc 20 °C (ans BakyuHbl U3 Wtamma TC-80, BHECEHHOI Henocpe-
[ACTBEHHO B NpumaHKy. — 2 °C—=8 °C) B Te4eHune cpoka rogHocTu.

8.2 CpoOK rogHOCTU BakLMH — OAMUH rof ¢ faTbl Bbinycka. [JaToi M3roToBMEHUS BakUWH cUATaloT Aarty
dhopmoBku 6pukeToB. [laTol BbIMyCKa BaKLMHbI CHUTAIOT 4aTy nognucaHnsa 4OKyMeHTa O KayecTBe.

8.3 BakuuHbl TpaHCNOPTUPYIOT BCEMU BUAamMmM TpaHcnopTa B cooTseTcTBum ¢ FOCT P 52683.
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Bunbnvorpadus

(1) Cn 1.3.2322—2008 BesonacHocTb pa6oTbl C MUKpoopraHusmamu I[ll n IV rpynn natoreHHocTu
(onacHocTn) 1 BO36yanTENSIMM NapasntapHbix 60one3He

[2] TocypapcTBeHHas thapmakones. X PacTBop HaTpus xnopuga 0.9 %-Hblii U30TOHNYECKUI AN MHBEKLMIA
n3gaHue, c. 442
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KntoyeBble cnosa: xuBas BakLMHa NpoTuB 6eLleHCTBa XXUBOTHbIX, npumMaHka, aTTeHyVIpOBaHHbIVI wiTamm, Tep-

MWHbI K onpegeneHna, TeXxHmyeckme TpeGOBaHVIFl, Tpe6OBaHVIF| 6e3onacHocCTH, npasuna npnemMkn, MetTodbl Nc-
NblTaHNA. XpaHeHne 1N TpaHcnopTnpoBaHmne
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