®ENEPANIBHOE ArEHTCTBO

No TEXHUYECKOMY PErYNIUPOBAHUIO U METPONOTUKN

HALUMOHANBbHBLIN rocTtP
CTAHOAPT
POCCUUCKOMN 54064—
OEOQEPALUMN 2010

BAKLUUHbI NMPOTUB CAJIbMOHEIJE3A
KXUBOTHbLIX XUBbIE

O6wme TexHUYECKUe ycrnoBus

WsnaHne ohmumansHoe

Mocksa
CraHgapTuHdpopm
2011


https://meganorm.ru/mega_doc/dop_fire/tematicheskiy_vypusk_iz_praktiki_nalogovogo_konsultirovaniya/0/postanovlenie_fas_moskovskogo_okruga_ot_03_09_2007_10_09.html

FOCT P 54064—2010

NpeaucnoBue

Llenn n npuHumnbl ctaHgaptusauuu B Poccuitckon ®epepaunn yctaHoBneHbl deaepanbHbiM 3aKOHOM
oT 27 pekabpsi 2002 r. Ne 184-d3 «O TeXHU4ECKOM perynMpoBaHnuny, a npasuna npMmMeHeH1s HaunoHarnbHbIX
craHaapToB Poccuiickon deaepaumm — MOCT P 1.0—2004 «CtaHaapTtusauua B Poccuitickoin depepauun.
OCHOBHbIE NONOXEHNUS»

CBeaeHun o cTaHaapTe

1 PA3SPABOTAH ®enepanbHeiM rocyfapCcTBEHHBIM yupexxaeHueM «Bcepoccuinckunin rocyaapcTBeHHbIN
LleHTp kauecTBa 1 cTaHAapTU3auUnW NekapcTBEHHbLIX CPEACTB ANA XUBOTHBIX 1 KOpMoB» (PIY «BMHKW»)

2 BHECEH TexHu4yeckum komuteToM o ctaHgaptusauumn TK 454 «OxpaHa X13H1 1 300pOoBbs XKUBOT-
HbIX U BeTEpUHaApHO-CaHWUTapHasa 6e30nacHOCTb NPOAYKTOB XMBOTHOTO NPOUCXOXAEHUS 1 KOPMOB»

3 YTBEPXXAEH 1 BBEQEH B QEMCTBUE Mpukasom deaepansHOro areHTcTsa no TeXHUYeckomy pe-
rynuposaHuto U meTtponorun ot 30 Hoabps 2010 r. Ne 700-ct

4 BBEAEH BNEPBbIE

UHpopmMayus 06 usMeHeHUSAX K HacmosileMy cmaHdapmy rybnukyemcs 8 exe2o00Ho u30agaeMoM UH-
popmMayUoHHOM yKkazamerne «HayuoHanbHbie cmaHOapmbi», @ MeKcm USMeHeHUl U rofnpasoK — 8 exeMe-
CAYHO U3BasaeMbix UHHOPMaUUOHHBIX yKkasamensx «HayuoHanbHble cmaHdapmei». B criydae nepecmMompa
(3aMeHbi) Unu ommeHs! Hacmosiweao cmardapma coomeemcemeayioujee yeedomrerHue bydem onybrukoeaHo
8 eXXeMecsIYHO u3BasaeMoM UHGhopMaUUOHHOM yKazamene «HayuoHanebHbie cmaHdapmely. Coomeememesy-
roujast uHghopmayus, ysedomrieHUe U meKCcmbi pazMmeuaomces makxke 8 UHgopmMayuoHHol cucmeme obuje2o
ronb3o8aHus — Ha oguyuarnsHoM calime ®edeparibHO20 azeHmMemea 1o MEeXHUYeCKoMy pe2yrupoeaHuio U
memporoauu e cemu ViHmepHem

© CraHgapTtuHgopm, 2011

HacToswuii ctaHaapT He MOXeT BbITb MOMHOCTLIO UK YaCTUYHO BOCMPOU3BEAEH, TUPaXKMPOBaH U pac-
NpocTpaHeH B KadecTse oumLMansHoro nsaaHns 6es paspelueHns deaepansHOrc areHTCTBa Mo TEXHUYECKo-
MY PerynmpoBaHuic 1 MeTposiorm
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HAUUWOHANBbHBIA CTAHOAPT POCCUNUCKOWN ®EOAEPALUMU

BAKUUHbI NPOTUB CAJNIbMOHENIE3A XXUBOTHbIX XKUBbIE

OGLwWune TexHU4eckue ycnoBus

Live vaccines against salmonellosis of animals. General specifications

Oarta BBegeHna — 2012—01—01

1 O6nacTb NpMMeHeHusA

Hacroswuia cTaHaAapT pacnpocTpaHAeTCA Ha XUBble BakKUWHbl NPOTUB CanbMoHeNnNne3a XUBOTHbLIX (p,a-
nee — BaKLI,I/IHbI), npegHasHaveHHble anA ﬂpO(t)I/IﬂaKTI/I‘-IeCKOI7I MMMYyHU3aunMm BOCNPUNMHNUBBIX XKUBOTHbIX.

MpumevaHwus

1 BakuuHbl npeacTaBnsioT coboN B3BECh XMBbIX KNETOK aTTeHYMPOBaHHbIX LWTAMMOB CanbMOHEN B 3aWUTHON
cpeae, MMotunUanmpoBaHHbIX Mo BaKyyMOM.

2 BakuuHbl cogepxaT aTTeHyMpoBaHHble LWTAaMMbl CarlbMOHEN CeponorMieckux BapuaHToB (ganee — cepoBa-
pbl), COOTBETCTBYIOLMNE STUONOTMYECKOW CTPYKTYpeE CanbMOHErNNesa y XMBOTHbIX AaHHOIo BUAA.

3 B cocTae BakuMH NPOTUB carnbMOHenne3a Tenat BxoasT ceposapbl Salmonella dublin n Salmonella typhimurium,
canbmoHennesa ceuHel — Salmonella choleraesuis n Salmonella typhimurium, osey n Bogonnasarowen NTULbI —
Salmonella typhimurium.

2 HopmaTtuBHbIe CCbINKKN

B HacTosilem cTaHgapTe UCMONb30BaHbl HOPMATUBHBIE CChINKW Ha cneaytowne cTaHaapThl:

rOCT P NCO 7886-1—2009 LWnpuubl MHBLEKUUOHHBIE OAHOKPATHOrO MNPUMEHEHUA CTepunbHbIe.
YacTb 1. Wnpuubl Anst py4Horo UCNonbL3oBaHUA

FOCT P 50460—92 3Hak cooTBETCTBUA NpU 0bsizaTenbHon cepTudukaumn. Popma, pasmepbl U TEXHU-
yeckune TpebosaHuA

FOCT P 51314—99 Konna4ku anioMuHUEBble U KOMBWHUPOBaHHbIE ANA YKYNOPKU NeKapcTBEHHbIX
cpeacts. ObWwme TexHU4Yeckme ycrnoBust

FOCT P 52683—2006 Cpeactsa nekapCTBEHHbIE AfA XKUBOTHBIX. YMaKoBKa, MapKMpoBsKa, TpaHcnopTu-
poBaHWe 1 XxpaHeHue

FOCT P 52684—2006 CpeacTsa nekapCTBeHHbIe Anst XXUBOTHBLIX. Mpasuna npuemku, meTtoael otbopa
npo6

FOCT P 54063—2010 CpepactBea fiekapcTBeHHble ANs1 XKUBOTHBIX. MeToabl onpeaeneHns 6esspeaHOCTU

FOCT 12.0.004—90 Cuctema cTaHgapToB 6e3onacHocTu Tpyaa. OpraHunsaumns obyyeHusa besonacHoc-
™ Tpyaa. O6lwme nonoxeHns

FOCT 12.1.004—91 Cucrema ctaHgapToB GesonacHoct Tpyaa. MoxapHas 6e3onacHoctb. Obwue
TpeboBaHus

FOCT 12.1.005—88 Cuctema cTaHaapToB 6esonacHocTu Tpyaa. Obwue caHuTapHo-rurmeHn4eckne
TpeboBaHuA K BO3AyXy paboveit 30HbI

FOCT 12.1.008—76 Cuctema craHgapTtoB GesonacHocTu Tpyaa. Buonoruyeckas 6e3onacHoCTb.
O6wwme TpeboBaHua

FOCT 12.2.003-91 Cuctema ctaHgaptoB 6esonacHocTu Tpyaa. ObopyaosaHue npoussoacTBEHHOE.
O6wme TpeboBaHna 6esonacHOCTU

WU3spanune ocbmumnansHoe
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MOCT 12.3.002—75 Cuctema craHgapToB 6e3onacHocTu Tpyda. lMpouecchbl NPOU3BOACTBEHHbLIE.
Obwue TpeboBaHMs 6e3onacHoOCTU

FMOCT 12.4.011—89 Cuctema craHaapToB bezonacHocTu Tpyaa. Cpeactsa 3awmtbl paboTaroLyux.
O6wwne TpeboBaHMs 1 krnaccudmkaums

FOCT 17.0.0.01—76 Cwucrema cTaHgapToB B obracTv oxpaHbl MpUpodbl U YIydLEeHUs NCMoNb30BaHUs
npupoaHbIX pecypcoB. OCHOBHbIE NOMOXEHUS

FOCT 17.2.3.02—78 OxpaHa npupogbl. ATMocdepa. [NpaBnna ycTaHOBNEHUs JOMYCTUMBIX BbIOPOCOB
BpeAHbIX BELLECTB NPOMBILLNIEHHBIMW MPEANPUATUSIMI

FOCT 3164—78 Macno BasenuHoBoe MeanLnHckoe. TexHnyeckne ycrnosua

FOCT 6709—72 Bopga AnctunnuposaHHas. TexHu4ecke ycrnosus

FOCT 9142—90 Awwmkn 13 rodpupoBaHHOro kKapToHa. ObLme TexH1nYeckne ycnosus

FOCT 9293—74 A30T razoobpasHblii 1 XUOKUA. TexXHU4eckue ycrosus

MOCT 12301—2006 Kopobku 13 kapToHa, Bymari n kombMHUpoBaHHBIX MaTepuanos. ObLwme TexHuyec-
Kue yCrioBus

FOCT 12303—80 [MMaykn 13 kapToHa, bymarn U KOMGUHUPOBaHHBLIX MaTepuanos. ObLme TexHU4Yeckne
ycnoBus

OCT 14192—96 MapkupoBka rpysos

FOCT 16280—2002 Arap nuwesoi. TexHnyeckne ycnosus

FOCT 17206—96 Arap mukpobuonormieckuin. TexHuieckne ycrnosus

FOCT 20730—75 lMutaTenbHble cpepbl. BynboH MACO-NenToHHbIA (ANA BETepUHapHbIX Lenen). TexHu-
YyecKue yCrioBus

FOCT 22967—90 LUnpuubl MEANLMHCKAE MHBEKLMOHHBIE MHOTOKPATHOIO NpuMeHeHus. OBLmMe TexHK-
yeckme TpeboBaHUs U MeToAbl UCTIbITaHNIA

FOCT 24061—89 [Mpenapatbl buonorudeckne cyxue. Metog onpeaeneHns BNaxHoOCTn

FOCT 25046—81 Wrnbl UHBEKUMOHHBIE OHOKPAaTHOro NpuMeHeHusa. OCHOBHbIE pasMepbl. TexHudeckue
TpebosaHusa. MeToabl UcnbITaHUiA

FOCT 25336—82 [Mocyaa n obopyaoBaHue nabopaTopHble CTEKNsIHHBbIE. TUMbI, OCHOBHBLIE NapameTpbl U
pasmepbl

FOCT 25377—82 WUrnbl HBbEKUNOHHBIE MHOTOKPATHOro NpUMeHeHUs1. TexHuJyeckne ycnoBus

FOCT 27785—88 TMpenapatbl 6uonornyeckne cyxme. Metog onpegeneHnst Kucrnopoga Bo rakoHax ¢
npenapaTom

FOCT 28083—89 [Mpenapartbl 6uonoruyeckne. Metoa KOHTPONs Bakyyma B aMmnynax v crakoHax

FOCT 29112—91 Cpegbl nuTatenbHble NMNOTHbIE (ANS BeTepUHapHbIX Lenen). Oblwme TexHudeckue
ycnosus

FOCT 29230—91 (MCO 835-4—81) Mocyga nabopatopHasi cTeknsAHHas. MNuneTkn rpagyvpoBaHHbIe.
YacTb 4. [NuneTkn BblgyBHEBIE

MpumedyaHue—pn NonNbL3OBaHNM HACTOAWMM CTaHAAPTOM LenecoobpasHo NpoBepUTb AENCTBME CCbINoY-
HblX CTaHZApPTOB B WHMOPMAaLMOHHOW cuUCTeMe OOLero nonb3oBaHus — Ha oduumnansHom canTte PegepanbHOro
areHTCTBa No TEXHWYECKOMY PEryriMpoBaHuio U METPONOMMU B CETU MIHTEPHET Uin No eXerogHo n3gaBsaeMoMy uHgopma-
LMOHHOMY yKa3aTento «HaunoHanbHble cTaHgapThl», KOTOPbLIN OnyGrvkoBaH Mo COCTOSIHUIO Ha 1 iIHBaps TEKyLLEero roaa, u
Nno COOTBETCTBYIOWMM E€XEMECAYHO M3gaBaemMbiM UHPOPMALMOHHLIM yKasaTensiM, onybrnukoBaHHbIM B TEKYLLEM rogy.
Ecnun ccbinoyHbili cTaHaapT 3ameHeH (M3MEHeH), TO MW NOMNb30BaHWN HACTOAWMM CTaH4apTOM CriegyeT PyKOBOACTBO-
BaTbCs 3aMEHSIOLLMM (M3MEHEHHbIM) CTaHa4apToM. ECnu cebiNouHbIN CTaHgapT OTMEHEH 6e3 3aMeHbl, TO NMONMOXEHWUE, B KO-
TOPOM AaHa CCblfika Ha HEero, NMPUMEHSIETCS B 1YacTy, He 3aTparvBatoWwen 3Ty CCbIMKy.

3 TepMuHbI 1 onpeaeneHus

B HacTosiLem cTaHaapTe NpMMeHeHbI CreayoLne TepMUHBI C COOTBETCTRYIOLLUMA ONpeaeneHusiMu:

3.1 BakuuHa xuBas: NmmyHobuonormyeckuic npenapar, Nony4aemblii U3 XMBbIX OcabrneHHbIX aTTe-
HYMPOBaHHLIX LUTAMMOB MUKPOOPraHU3MoB, Bo3byauTenein 6onesHen X1BOTHBIX U YeroBeka.

3.2 atTteHyauus: VckyccTBeHHOe CTONKoe ocriabneHne n nsmeHeHue NaToreHHOCTN U BUPYIIEHTHOCTH
B036yauTenen nHgekLMoHHbIX 6onesHel.

3.3 BakuuHauus: [NprMeHeHWe BaKUMHbI 418 NpeaynpexaeHns MHMEKLMOHHON BonesHu.

3.4 nuodunusauma: MeToq BbiCylUMBaHUS BUOMOrMYECKUX OOHLEKTOB B 3aMOPOXKEHHOM COCTOSIHAM
nog, BakyymMoM.

3.5 BupyneHTHocTb: CTeneHb NatoreHHoCcTn (6one3HeTBOPHOCTH) MUKPOOPTraHN3MOB.

3.6 wramMMm (BakUMHHBLIN): [eHeTn4ecku ogHopoaHas NonynsauMs MUKPOOPTraHU3MOB C NMOCTOSAHHBIMMU,
HacneaCcTBEHHO 3aKpenneHHbIMU CBONCTBaMM.

2
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3.7 cepua BakuuHbl: OnpegeneHHoe KONMYECTBO BaKLMHbI, U3rOTOBINEHHON 32 OAWUH TEXHOMOTMYE KNI
LMK B OAHNX NPOU3BOACTBEHHbIX YCITOBUSAX U3 OOHON PACNNOAK/ WTaMMa, CMeLLAHHOW € 3aLUUTHOM cpeaon B
04HOWN eMKOCTK, pacchacoBaHHON B OQHOPOAHYIO Tapy, BbICYLLEHHOM B 04HOM cybrMmaLMoHHOM annapare, oa-
HOPOAHON NO NokasaTensam Ka4ecTsa, Nosy4YnsLLeri CBOM HOMEpP cepun U 0POPMIEeHHOM JOKYMEHTOM O Kavec-
TBeE.

3.8 mukpobuonoruyeckas yncrora: OTCyTCTBME B MONYNSALMM LUITAMMA MUKPOOPTraHU3MOB APYruX BU-
AoB (TUNoB, cepoBapoB).

3.9 puccoumauma: lNossneHne B MONynsuunM WTamma MUKPOOPraHU3MOB WM3MEHEHHBIX KIeTOYHbIX
dopm.

3.10 ©6e3BpegHoOCTb (BakuuHbI): OTCYyTCTBME BPeaHbIX 4S5 OpraHn3mMa nocnegcTBuii MeCTHOro 1 06-
LLlero xapakTepa rnocre BeeeHns BaKLMHbI.

3.11 peakToreHHOCTb (BaKLMHbI): CrOCOBHOCTb XMBbLIX BaKLMH Bbi3biBaTb NPV BBeAEHWUN He3Hauu-
TerbHY peakumio MeCTHOTo U obLLero Xxapaktepa (0Te4HOCTb, BONe3HeHHOCTb, KpaTKOBPEMEHHOE NOBEILLIe-
HWe TemnepaTtypbl 1 ap.).

3.12

[03a NeKapcTBEHHOro cpeacTBa ANA XUBOTHbIX: OnpedeneHHoe KOMMYECTBO NeKapcTBEHHOTO
cpeacTsa Ons XKMUBOTHBIX, BBOAVMOrO B OPraHuaM >KMBOTHOTO.
[FTOCT P 52682—2006, ctatba 21]

3.13

netanbHas 003a NeKapCTBEHHOro CPeAcTBa AN XUBOTHBLIX: Konn4yecTso NekapCTBEHHOro cpefl-
CTBa A7 XMBOTHbIX, NPUBOAALLIEE XUBOTHOE, AN NeYeHNA KOTOPOro AaHHoe CPeACTBO nNpeAHasHayYeHo, K
netansbHoOMy ucxoay.

[FTOCT P 52682—2006, ctaTtbsa 22]

3.14 MUHUManbHas netanbHan 403a NEeKapCTBEHHOro cpeacTBa ANA XUBOTHLIX (DLM): [Nosa ne-
KapCTBEHHOro cpefcTBa, codepallaa MUHUMansHoe KonuyecTso Bo3byauTens, BeidbiBarowee rmbens 95 %
B3ATLIX ANS ONbiTa JTabopaTOPHBIX XXUBOTHLIX 32 (PMKCUPOBaHHLIN Nepuoa BpeMeHu.

3.15 cmepTenbHas 4o3a KOHTPONLHOrO WITaMMa Bo36yauTensa canbMmoHennesa: ogtutposaHHas
[03a KOHTPOMbHOrO BUPYMEHTHOrO Wwramma, Boisbisatowas 100 %-Hyto rubenb nabopaTopHbIX XXUBOTHBIX.

3.16 UMMYHOreHHOCTb (BaKuuHbI): CnocobHOCTb BakUMHbl BbI3bIBATb Y BaKLUMHUPOBaHHBIX 0coGen
hopMupoBaHne cOCTOSIHUS HEBOCTIPUMMYUBOCTH K MHGPEKLUMOHHOW GONesHN.

3.17 KonoHusi MUKpoopraHusma: [1oTOMCTBO OAHOW MUKPOGHOWM KNeTkn Ha TBepAow nUTaTenbHOn
cpege.

3.18 perugpatauusi: Metoa BeiBegeH st NTMoUIM3nNpoBaHHbIX KyNbTYp MUKPOOPraHU3MOB U3 COCTOR-
HUS aHabuosa ¢ Lenbio BOCCTAHOBMEHUSI UX XKU3HEAESTeNbHOCTY.

3.19 ceponoru4yeckuit BapuaHT: TakcoHoMuueckas eauMHuua 6aktepuin poga Salmonella, umetowas
onpeneneHHylo aHTUrEeHHYH CTPYKTYPY.

4 TexHuyeckue TpeboBaHuA

4.1 BakumHbl AOMKHBI COOTBETCTBOBaTL TPEBOBaAHUAM HACTOsILLEro cTaHAapTa U U3roTaBnnBaTbCA B CO-
OTBETCTBUWN C TEXHOMNOTMYECKUMI perimaMmeHTamMmu Npon3BoACTBa, YTBEPXKAESHHBIMWN B YCTaHOBIIEHHOM NopaaKe
opraHvsaumnen-nponssoanTenem.

4.2 BakumHbl N0 U3UKO-XUMUYECKUM, MOPGONOrMYecKUM, KynbTypanbHbiM, 6uonorn4eckum cBoit-
CTBaM [O/KHbI COOTBETCTBOBaTbL TPpebOBaHUAM U HOPMaM, YkazaHHbIM B Tabnuue 1.

Tabnwuuya 1

HanmeHoBaHuwe nokasartens XapakTepucTuka ¥ Hopma
BHelwHuii BUA 1 LuBET Cyxasi nopuctass macca 6enoro wnv cBeTno-ceporo
useTa
Hanwuune nocTtopoHHen npumecwu, Mnecenu, TPeLmH He pgonyckaetcs
amnyn, nakoHOB, U3MEHEeHMe LBeTa N KOHCMCTeHLMM
BaKUMHbI
Bpewms pervapatauyum, MuH 2—3
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Okonyaxue mabnuupb! 1

HaumeHosanue nokasatens XapakTepucTuka u Hopma
MaccoBasi gonsi Bnamvm, % 1—3
Hanuune Bakyyma B amnynax HonxeH 6biTb Bakyym
Hanuuue kucnopopga Bo cnakoHax ¢ a3otom, %, He 6o-
nee 1
YucToTa n TMIMYHOCTL pocTa Mocee Ha MIMA, MIMB, MIMMNB, cpeay 3Hpo v arap Ca-

6Ypo AOMXEH AaBaTh TUMNWUYHLIA POCT BaKLUMHHOIO LITaM-
ma. PocT nocTtopoHHen MMKpodhnopbl He ornyckaeTcst

KonuuecTeo xuBbIx GakTepuii B 1 cM® BakumHbl, %, He

meHee 40
besBpegHoOCTL HonxHa 6biTb GeaspegHa
VIMMyHOreHHasa akTUBHOCTb [lonxHa 6bITb UMMYHOTEHHOW

Mpwumeyanune—MMNA— maco-nenToHHbIN arap; MMNB — msico-nenToHHbIN BynboH; MIMNMB — Msico-nenToH-
HbI NeYeHo4HbIN 6ynboH (cpeaa Kutt-Tapouum).

4.3 dacoBaHue u nuocpunusauus

BakuuHy pacdacoBbiBalOT B CTEpUIIbHbIE aMiyrbl Uin cTepunbHble hnakoHbl. BakTepuanbHyto KynbTy-
Py, pasBefeHHyto cpeioi BbicyliMBaHus, pacdacoBbiBatoT no 1—4 cm3 B aMnynbl unuv no 4 cM3 Bo bnakoHbl
BMecTUMocTbto 10 cM3 1 noaeepratoT NnodunbHoM cyluke. Mocne okoHYaHNA NMnodunusauum aMnynbl 3anau-
BatoT NoA BaKyyMoM, hriakoHbl 3anonHaoT azoToM ocoboit unctotel no FOCT 9293, ykynopuBatoT CTEPUNbHbLI-
MW pe3nMHOBLIMU NPoBKaMu 1 0BXMMatoT antoMUHUEBLIMU Konnaykamu no FOCT P 51314.

4.4 YnakoBblBaHUe U MapKupoBaHue

4.4.1 Ha amnynebl (bnakoHbl) ¢ BaKUMHOW HaknemBaoT 3TUKETKY C yKasaHueM:

- opraHu3aLWn-Npon3BoaMTENs 1 ee aapeca;

- HasBaHWA BaKLMHbI,

- YyMcna 0o3 BakuuMHel B amnyne (dpnakoHe);

- HOMepa cepuu;

- Cpoka rogHocTu (Mecsua 1 roga);

- YCIOBUN XpaHeHNs.

Ha atukeTky MoxeT BbITb HaHeceHa AononHUTebHas MHopMaLus.

4.4.2 Avnynbl (cbnakoHbl) ¢ BakuuHoh (10—50 wWT.) ynakoBbIBAOT B KapTOHHbIE KOPOBKA Mo
FOCT 12301 unu naukn no FTOCT 12303 ¢ Hanu4MeM rHesa Unn neperopoaok, obecrnednsaroLLnX UX Henoa-
BMXHOCTb U LLenocTHOCTb. B kaxayto kopoBKy (nauky) BKNaabiBaoT MHCTPYKLMIO NO MPUMEHEHNIO.

4.4.3 Ha kopoBKy (nayky) ¢ BakLMHON HaKNenBatoT 3TUKETKY C yKasaHueM:

- HAMMEHOBaHUS U TOBAPHOrO 3HaKa opraH13aLUn-NPon3BoAnNTenNs;

- agpeca 1 TenedoHa opraHu3alnn-NPoU3BoAUTENS;

- HasBaHWsA BaKLMHbI;

- yicna amnyn (dpnakoHoB) B kopobke (nauke);

- yncna aos B amnyne (dbnakoHe);

- HOMepa cepuu;

- AaTbl M3roToBMeHUs (Mecsilia 1 roaa);

- CpoKa rogHocTu (Mecsila 1 roga);

- YCNOBWIA XpaHeHNs;

- crnocoba npumeHeHns;

- 0603HaYeHNa HacTosALero cTaHdapTa;

- WTpuxkoda (Npw Hammuum);

- 3Haka cooTtBeTcTBMA No FOCT P 50460;

- HOMEpa rocyaapCTBEHHOM perncTpaumu;

- Hagnueu: «ns BeTeprMHapHOro NpUMeHeHUsI».
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4.4.4 Kopobku (nadvkn) c BakLMHON YNakoBbIBaIOT B ALLUMKN N3 ropprpoBaHHoro kapToHa no FOCT 9142
1nu gpyrue aHanornyHele, obecnevrsaoLme COXpaHHOCTb BakLHbI MPW TpaHcnopTupoBaHnuu. Macca 6pyTTo
Awmka — He 6onee 20 kr.

B kaxabli AWUK BKNaAbIBaOT YeThipe-NaTb 3K3EMMNIAPOB UHCTPYKLMKU NO NPUMEHEHUIO 1 YNaKOBOYHbIN
FINCT € yKasaHuem:

- OpraHnsauMn-npon3BoanTens;

- TOProBOro HasBaHUsA BakUMHbI;

- ynicna Kkopobok (navek) B ALLMKE;

- HoMepa cepuu;

- hamunum Unn Homepa ynaxkosLLUKa.

4.4.5 Ha kaxgoe rpysoBoe MecTo (SILLUMK) HAHOCAT TpaHCMOPTHYIO Mapkuposky no FOCT 14192 ¢ ykasa-
HUEeM MaHWUNYNsLMOHHBIX 3HaKoB: «Xpynkoe. OcTopoxHo», « OrpaHnyeHne Temnepatypel», «Bepx, He KaHTo-
BaTb».

4.4.6 MapkupoBKa, xapakTepuayroLlas ynakoBaHHyo MpoayKumio, A0KHa codepxaTb cneayrowme 06o-
3HavyeHus:

- OpraHunsauu-Npon3BoanTesNb, ee TOBaPHLIN 3HaK, agpec U TenedoH;

- HasBaHWe BakUMHbI 1 YMCNo KOpoboK (Mavek) B sILLUKE;

- HOMep cepuu;

- CPOK roAHoOCTHK (MecsL, 1 roa);

- YCIOBUA XpaHeHNs;

- Maccy HeTTo;

- Hagnueb: «[na BeTepMHapHOro NpUMeHeHUs».

[JonyckaeTcs HaHeceHWe AoNoNHUTeNbHOU MHOPMaL B MapKUPOBKY, XapaKTepuU3yoLLyto YrnakoBaH-
HYI0 MpoAdyKUuIo.

5 Tpeb6oBaHua 6e3onacHOCTU

5.1 Mo 6uonornyeckoin 6eaonacHOCTU BaKLMHa AOIDKHA COOTBETCTBOBaTL TpeboBaHuam MOCT 12.1.008.

5.2 B npolecce Npou3BoAcTBa BakKUMH HEOOX0ANMO OCYLLECTBNATL KOHTPOSb 3a BbinoniHeHueM Tpebo-
BaHUI obecneveHns noxapHon 6esonacHoctu no NOCT 12.1.004.

5.3 OpraHusauus nponssoACcTBEHHOro npoLuecca — B COOTBETCTBUM ¢ TpebosaHuamu MOCT 12.3.002,
a npousBoAcTBeHHoe obopyaosaHne — B cooTBeTcTBUM ¢ TOCT 12.2.003.

5.4 OBy4eHue nepcoHana mepam 6esonacHocTu — B cooTBeTcTBUMMU ¢ TOCT 12.0.004.

5.5 Cpeactsa 3awmThl paboTatowmx — B cootBeTcTBun ¢ FOCT 12.4.011.

5.6 Bozagyx pabouelt 30Hbl — B cooTBeTCcTBUM ¢ FTOCT 12.1.005.

5.7 KoHTposb 3a BbIGpocaMum BO BHELLHIOW cpeay — B cootBeTcTBUM ¢ FTOCT 17.2.3.02.

5.8 YTunusaumio BakUMH ¢ UCTEKLLIMM CPOKOM roAHOCTU U CEPUI, HE BblAepXKaBLUMX KOHTPOSbHBIX UC-
MbITaHWIA, OCTABLUUXCS NOCIE UCMbITAaHUA, MPOBOAAT NyTEM aBTOKIaBUPOBaHUSA B TeYeHue 14 npu Temnepa-
Type (126 £2) °C v gasneHum 1,5 atm (151,99 kMa wnm 1,5 krc/cm?) ¢ cobniogeHnem TpeGoBaHuUit
FOCT 17.0.0.01 n [1].

6 lNpaBuna npvemMKu

6.1 Kaxpgas cepusi BakUMHEI AomkHa GbiTb NpUHATa (NpoBepeHa) oTAeNomM 61onornyeckoro TeXHOorm-
yeckoro koHTponst (OBTK) opraHunsaumm - npoussoautensi cornacHo NOCT P 52684. MNocne nposBeaeHns KOH-
TPOMS Ha Kaxayto ceputo BakUMHbI 0popMNAT JOKYMEHT O KayecTBe.

6.2 B nokymeHTe O KayecTBe yKasblBaloT:

- OpraHM3auuo-Npon3BoanNTENb;

- HasBaHwe BaKUUHbI;

- HOMep cepuu;

- 4aTy N3roToBneHns (Mecs 1 roa);

- 06BbeM cepun;

- pesynbTaThl UCNBITAHUA BaKLMHBI NO NokasaTensam kavecTsa U 6e30nacHOCTU;

- CPOK rogHoCTH (Mecsiy 1 roa);

- YCIOBUS XPaHEeHUs;

- 0603Ha4eHMe cTaHaapTa;
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- HOMEpP 1 AaTy BblAayn AOKYMEHTa O KauyecTBe;

- 3aKroYeHre 1 NoANMCh Nuua, BbiAasLuero AOKYMEHT O KayecTse.

6.3 [ns koHTpons Ka4yecTBa U 6e30MacHOCTM BaKUMHBI OT KaXKA0M cepun oTéupatoT Beibopky. U3 BbIGOp-
K1 BblgensitoT cpefHiolo Nnpoby B konudecTtse 40 amnyn (dnakoHos). 20 amnyn (nakoHoB) ¢ BaKUWHOW UC-
Nonb3yroT ANs NPOBeAEHNS UCTbITaHWA MO MNoKasaTenam KavecTsa, ykasaHHbIM B Tabnuue 1, a 20 amnyn
(dbnakoHoB) HanpasnstoT B apxuB OBTK. Mpobbl B apxuee XpaHAT B Te4EHUE CpoKka roAHOCTMU.

6.4 ApxvBHble 0BpasLibl MapKUPYOT HaAnNuUChbio: «ApXuMB», onevyaTbiBaloT U CHabXalT AOKYMEHTOM
YCTaHOBMEHHON POpMBI C YKazaHUeM:

- Ha3BaHUA BaKUWHbI;

- HoMepa cepuu;

- AaTbl N3roToBMNeHUs (Mecsy 1 roa);

- aatbl oT6opa npob;

- obbema cepuu;

- yucna otobpaHHbIX 06pasLoB;

- OOMKHOCTU M nognucy nuua, otobpasiiero Npobel;

- cpoka rogHocTu (Mecsil, U roa);

- 0603Ha4YeHNs HacTosILero cTaHaapTa;

- cpoka xpaHeHusi npob B apxuBe.

6.5 Mpw HeyaoBNETBOPUTENBHBIX pe3yfibTaTaxX UCTIbITaHUIA XOTA Gbl N0 0AHOMY U3 NokasaTeneit No Hemy
NpPOBOASAT NOBTOPHbIE UCTBbITAHUSI HA YABOEHHOM KONMMYeCTBe 06pa3sL0B BaKLUMHbBI, B3ATOW OT TOW Xe cepuu, U
Ha YABOEHHOM KOMMYecTBe MaTepuanos U XXUBOTHbIX. PesynbTaTbl NOBTOPHLIX UCTILITAHUA CYUTAIOT OKOHYa-
TeNbHbIMW 1 PacrnpoCTPaHAOT Ha BCIO CEpUIo.

B cnyvyae HeyaoBneTBOPUTENbHBLIX Pe3yrbTaToB MOBTOPHOW NPOBEPKU CEPUI0 BAKLMHBI CYUTALOT HE CO-
OTBETCTBYlOLEN TpeboBaHNAM HacToALWEro cTaHAapTa, ee GpakyloT U YHUUTOXALOT NyTeM aBTOKIMaBUPOBaHUs
B TedeHue 1 4 npu Temnepatype (126 + 2) °C B cooTBeTCTBUM C TpeboBaHuamu [1].

6.6 KoHTponb kadecTBa 1 6€30NacHOCTU BakUMHBI, NOCTYNaKoLWeNn No peknamMaium, NpoBOANUT opraHusa-
LUMA-NpOU3BOAUTENb, @ NPU pasHOrnacusix B oLeHKe KavyecTBa Mexay NpoussoauTenem u notpeburenem KoH-
TpOnb NPOBOAMUT YMOMHOMOYEHHasi opraHnsauus no nopydeHuio cegepanbHOro opraHa UCMOMHUTENLHON
BracTu B 06nacTu cenbCKoro Xo3sncTea.

7 MeTtoabl ucnbiTaHUA

7.1 OnpepgeneHue BHelWHero BUAa, LBeTa, HanU4Yns NOCTOPOHHEN NPpUMECH, NNeceHun, TPEeLUH

c¢onakoHOB (amnyn), U3MEeHeHUs1 KOHCUCTEeHLUU

7.1.1 OnsaonpeaeneHns BHeLWHEro Buaa, LBeTa, Hanuynsi NOCTOPOHHEN NpuMeci, NneceHun, ameHeHnst
KOHCUCTEHLIMK, Han4usl TpELLMH Kaxkayto amnyny (chriakoH) NnpocMaTpyBaloT, O4HOBPEMEHHO NPOBEPSIOT Npa-
BUMbHOCTb MapKUPOBKMU.

7.1.2 Copepxumoe amnynbl (pnakoHa) AOSDKHO NpeacTaBnsTb coboi NopucTyo maccy 6enoro unm
CBeTNOo-ceporo LeeTa. Bo hriakoHax u amnynax He A0MMKHO BbITb NOCTOPOHHEN NPUMECH, NIIECEHU U TPELLIMH.

7.2 OnpepeneHue BpeMeHU perugparauum

7.2.1 Matepuansbl

MuneTkn MepHble BMECTUMOCTbIo 2 1 5 cm3 no FOCT 29230.

PacTBop HaTpus xnopuaa usotoHndeckuin 0,9 %-Heit ¢ pH o1 7,2 oo 7,4 [2] nnu Boaa guctunnupoBaHHasn
no MOCT 6709.

7.2.2 MNMpoBepeHUe UCNbITaHUA

[nsa onpeaeneHnsi BpeMeHu permaparauun B Tpyu amnyrbl (¢hriakoHa) ¢ CyXon BaKLMHOW BHOCST pacTBOp
HaTpusa xropuaa n3oToHnYeckui 0,9 %-Hblil UNU AUCTUNNMPOBaHHYIO BoAY B 06beMe, COOTBETCTRYIOLLEM 06b-
€My BakUMHbI 0 BbicyweaHusl. Mocne atoro amnynel (briakoHbl) OCTOPOXHO B36aNTbIBaloT U HabnogaloT 3a
pacTBopeHneM BakUMHbI. B TeyeHne 2—3 MuH B amnyne AomkHa 06pasoBaTbCa paBHOMepHast B3aBeck 6enoro
nnu ceeTno-ceporo LeeTa 6e3 KOMOUKOB, XIonbeB U ocagka. Ecnv obpasubl BakUMHBI NIOX0 pacTBOPSAOTCA
UN cofepkat XMonbsi, To BakuuHy bpakyloT.

7.3 OnpeaeneHne MaccoBOMW A0ONW BNaru

OnpeneneHne maccosoi gonu snarm — no NOCT 24061.
MaccoBag aong snar AomkHa 6biTb oT 1 % A0 3 %.
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7.4 OnpepeneHue HanU4UsA BakyyMa B amnyrnax ¢ Cyxoi BaKLlMHOM, KUcropoaa U azota Bo
cdonakoHax

7.4.1 Hanuuune Bakyyma B amnynax onpegenstot no FOCT 28083.

7.4.2 Hanwnume kucnopoaa 1 aszoTa Bo dhriakoHax ¢ cyxon BakuuHol onpegensitot no FOCT 27785.

Bo donakoHax gomkHo BbITb HanuM4Me asoTa Npu coaepXaHun kucriopoda He 6onee 1 %.

7.5 OnpepgeneHue YNCTOTbI U TUMUYHOCTU pocTa

7.5.1 Annapatypa 1 marepuanbl

Cpega OHgo no [3].

Cpepa Cabypo no [4] unu FTOCT 29112.

Msico-nenToHHbIl arap (MIMA) no FTOCT 29112.

Cpega Kutt-Tapouun (MIIE).

TepmocTaT ¢ TeMmnepatypoi Harpesa 37 °C—38 °C un 20 °C—24 °C.

MUneTkn MepHble BMecTUMocTbio 1,2 1 5 emB no FOCT 29230.

Mpo6upkn cteknsaHHble no FTOCT 25336.

Yawkwn Metpu no FOCT 25336.

Arap Mukpoburonorudeckuid no FOCT 17206.

Arap nuwesoin no FOCT 16280.

BynboH mMaco-nenToHHeIN no FTOCT 20730.

Macno BasenuHosoe MeauumHckoe no FOCT 3164.

PacTteop HaTpusa xnopuaa nsotoHndeckuin 0,9 %-Holil cTepunbHbld ¢ pH oT 7,2 o 7,4 no [2] unu Boaa
avuctunnuposaHHas no FOCT 6709.

7.5.2 MNpoBeneHUe UCNbITaHUA

Ans ncnbITaHns NPUMEHSIOT NATL amnyn (hNakoHOB) € BakLMHON. BakunHy B kaxxaon amnyne (dpnakoHe)
pernapaTupytoT B 4—5 cm3 cTepunbHoro nsotoHudeckoro 0,9 %-Horo pacTeopa HaTpusa Xnopuaa 1 Npou3Bso-
asaT noces no 0,1 cm3 B3BecK BakyuHel Ha MMA, MIMB, MMAMB noa BazenuMHOBLIM Macnom 1 arap Cabypo B Tpu
NpobupKM ¢ Kaxxaon cpedoi. 3acesatoT B Tpu-yeTbipe Yawku ¢ MIMNA no Opuransckomy v cpegoin dHao. Moce-
Bbl B Npoburpkax BblaepxusatoT B TeweHune 10 cyT npu temnepatype 37 °C—38 °C, noceBbl Ha Yawkax — 1 cyT,
Ha cpege Cabypo npu Temnepatype 20 °C—22 °C — go 10 cyT.

7.5.3 YdeT pe3ynbTaToB

Ha nutaTtenbHbIX cpefax AormKeH 6biTb TUMWYHBIA POCT BakUMHHOIO wtamma — Ha MIMA vn cpeage SHao
yepes 24 4 AoMmKHbI BbipacTu beclBeTHbIe, Npo3payHble, rMaakue, Kpyrible KonoHuu B S-cpopme, Ha MIMB ve-
pe3 16—18 4 gomkHo 6bITb paBHOMEpPHOe NoMyTHeHue. Mpu 3ToM BakuuHa He AOMKHA coaepKaTb NOCTOPOH-
HUX MUKPOGOB 1 rpUboB.

7.6 Onpe,qenel-me Konu4iecTBa XXUBbIX canbMmoHenn

7.6.1 [ins onpeaeneHnst KONMYeCTBa XUBbIX CallbMOHENN NPUMEHSIIOT annapaTypy, nocyay U Matepua-
nbl, ykasaHHble B 4.5.1, 3a UCKlOYeHMEM Ba3enUMHOBOrO mMacna u TepMmocTata ¢ TemnepaTypoi Harpesa
20 °C—24°C.

7.6.2 ina onpefeneHns KONMYeCTBa XMBLIX KNeToK B 1 cM3 BakUMHLI cofiepXrumoe Tpex amnyr (dpnako-
HOB) C CyXO# BaKUuuHOW pa3soaaT ctepusibHbIM 0,9 %-HbIM U30TOHUYECKUM PacTBOPOM HaTpua xsiopuaa no
7.2.1 po nepBoHayanbHoro obbema. lNMyTeM gecaTUKpaTHLIX pa3BeaeHUIn FOTOBSAT KOHEYHYIO KOHLEHTpaLuio
1000 MUKpoGHBIX kneTok B 1 cM3, U3 aToro passedeHus 3acesatoT no 0,1 cm® (100 MUKPOBHLIX KNeToK) B Tpu
yawku NeTpu ¢ Maco-NenToHHbIM arapoM. [1is IPUroTOBNEHNUA KaXA0ro pasBeAeHUst UCNONb3YHOT OTAENbHYO
cTepusbHyio nuneTky. MNpurotosneHve passeaeHUin 0gHON NUNETKO He AonycKaeTcsl.

Yawukun nepen sacesoM noacylumsaiot B Tepmoctate 30—40 muH. MNMoceBbl MHKYOUPYIOT Npu Temnepary-
pe 37 °C—38 °C B TeueHue 24—36 4, nocne Yyero NOACHUTLIBAIOT KONMUYECTBO BLIPOCLLMX KOMIOHWIA 1 onpeae-
NAOT KOHLEHTPaLUIo (Y1Co) XuBbiX GakTepuii B 1 cm® BakumHbl X no popmyne

P P10
x=%-10.108, (1)

rae P — Konn4ecTBO KOMIOHUIA BO BCeX Yallikax U3 passegeHus 10-8;
q — 4nCno vallek ¢ passeaeHuem 10-8;
P, — KONMWYEeCTBO KOJOHWIA BO BCEX Yallikax U3 pasBeaeHus 10~ 9;
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g, — uvcro yallek ¢ passeaeHuem 10-9;
10 — nepepacyeT KonM4YecTBa XUBLIX 6akTepuit Ha 1 cm3;
108 — cTeneHb pasBeeHNs BaKLUHbI.

Ons onpeeneHnst KOHLEHTPALIMM XKMBbIX CaflbMOHENN B BakLMHE NOACHUTHIBAIOT BbIPOCLUME KOMTOHUK
Ha MITA B yalLKax no KaxaoMy passefieHUIo, NoNyYeHHble NokasaTenn CYMMUPYIOT U AENAT Ha YACNO Yaluek,
onpeaensas cpegHee KOMMYECTBO XMBbIX 6akTepuil ANA Kaxaoro passeaeHus, cogepxatumxca 8 0,1 cm3. 3a-
TeM cpefHue nokasaTenu Mo KaXXaoMy passefeHUo CYMMUPYIOT U AeNSIT Ha YUCIIO UCTILITYEMbIX pa3BeaeHUi
(aBa), Nony4YeHHoE YNCo YMHOXAIOT Ha cTeneHb passeaeHus (108) U NonyYeHHbI NokasaTenb yBeNMUNBaoT
B 10 pas, onpeaenss KoNMMYeCTBO XMBbLIX canbMoHenn 8 1 cM3 BakUMHbL. Yaluku ¢ 30HaMKU CNNOLWHOro pocTa
KynbTypbl yUeTy He noanexar.

7.6.3 Mocne onpeaeneHns KONMYECTBa XUBLIX canbMOHEN paccUUTLIBalOT Konnvectso Ao3 B 1 cm®
BaKLMHbI, KOTOPOE YCTaHaBNMBaloT MyTeM AefeHUs KONMYEecTBa XUBLIX canbMoHenn B 1 cM3 BakuUuHbI Ha Ko-
NIMYECTBO XUBbIX canbMoHen (MNpAa), COCTaBNSAWMX OAHY UMMYHUSUPYIOLLYIO A03Y, ANA AaHHOW BaKUMHBI.

OpHa UMMYHU3MpYIoLLas [03a COAEPXUT XKUBbLIX MUKPOBHbLIX KNeToK:

- 1 Mnpg — ANs BakUMHbI MPOTUB canbMoHennesa TensaT u3 aTTeHyMpoBaHHoro wramma CanbmoHenna
ay6nuH Ne 6;

- 1 MNpAa — ANsi BaKUWHbI MPOTUB canbMOHeNe3a MofoAHsAKa KpYNHOro poratoro ckoTta rnpu napeHTe-
parnsHOM cnocobe BBeAeHUS;

- 100 Mnpa — Ans BakUUHbI MPOTUB canbMOHeNNesa MofogHsaKa KpynHoro poratoro ckota npu nepo-
panbHOM cnocobe BBeAeHUs;

- 2 MNp4 — A5 CYXOW XXMBOW BakLMHBI NPOTUB CanbMOHenNnesa Boaonnasaollei NTuLbl;

- 1 Mnpg — ons 6uBaneHTHOW BakUMHBI MPOTUB CafbMoOHenNesa CBUHeN U3 aTTeHyMPOBaHHbIX LUTaM-
moB CanbmoHenna Tucgpumypuym Ne 3 n CanbmoHenna xonepaecyvc Ne 9;

- 0,5 Mnpg — ANs Cyxon >XMBOW BaKUMHLI NPOTUB canbMoHesnsiesa CBUHEN U3 CyrnpeccopHOro peseptaH-
Ta CanbmoHenna xonepaecyunc Ne 9;

- 0,45 Mnpa — 4Nsi CYXOM XXUBOWM BakLUMHBI NPOTUB canbMoHennesa cBuHen us wramma TC-177;

- 2 MNp4 — ANA BaKUMHbI NPOTUB canbMoHeNnesa oBeLl.

7.7 OnpepeneHue 6e3BpegHOCTU

O6wue TpeboraHus no onpegenexHuo 6esspeaHoctu — no FOCT P 54063.

7.7.1 Annapatypa u MaTepuanbl

MuneTkn rpagympoBaHHble BblayBHbIE BMecTUMocTbio 1,5 n 10 em® no MOCT 29230.

Mpobupkn cteknsHHblie no FOCT 25336.

PactBop HaTpusi xnopuaa u3oToHndeckuin 0,9 %-Hoih no [2].

LWnpuubl BMectumocTbio 1 1 2 cm3 no FOCT 22967 unu TOCT P UCO 7886-1.

Urnel nhbekumoHHble no FOCT 25377 unu TOCT 25046.

Mbiwm 6ensle Mmaccod 16—18 1.

Mopckue cBuHkM maccon 300—350 r.

Ontuyeckuin ctangapT myTHocTu MTMCK um. Tapacesuya [5].

7.7.2 TNpoBeaeHue UCNbITaHUA

7.7.2.1 BakuuHa NpoTYB casrlbMOHesne3a TensT U3 aTTeHyupoBaHHoro Wwramma CanbmoHenna ayo6nuH Ne 6

Ona vcnbiTaHKs UCNONb3yOT CMECh BaKUWHBI M3 ABYX aMMysl.

Cyxylo BakUuuHy pasBogsT crepunbHbiM 0,9 %-HbIM M30TOHUYECKUM PacTBOPOM HaTpUA xnopuaa Ao KoH-
LeHTpaunm 2 MiH MUKPOBHBIX KNeTok B 1 cM3 No onTu4yeckoMy cTaHaapTy MyTHOCTU M BBOAAT AecaTu Genbim
MbILam NOAKOXHO B 06nacTb CnuHbl B Ao3e 1 MAH MUKPOGHLIX KNeTok, B o6beme 0,5 cm3.

BakuuHy cuuTaioT 6e3BpeaHoi, ecnu us aecati 6enbix Mblwwen B TedeHne 10 cyT ocTaloTCA XUBbIMUA HE
MeHee BOCbMU.

7.7.2.2 BakuuHa npoTuB canbMoHennesa MonoaHaka KpynHoro poratoro ckota

Ana ucnbiTaHus UCNONb3YOT CMECh BaKLUWHBI U3 ABYX aMMys.

Cyxyto BakuuHy pa3BogsiT ctepunbHbIM 0,9 %-HblM U30TOHUYECKUM PacTBOPOM HaTPUA XNopuaa A0 KOH-
LeHTpaunn 2 MITH MUKPOGHBIX KNeTok B 1 cM3 No onNTU4eckoMy CTaHaapTy MyTHOCTU U BBOOAT AeCATU 6enbim
MblLLaM NOAKOXHO B 06nacTb cnuHbl B Ao3e 1 MIH MUKPOBHLIX KNeTok, B o6beme 0,5 cmd.

BakuuHy cunTaioT 6e3BpeaHoi, ecnu u3 aecatn 6enbix Mbllwei B TedeHre 10 cyT ocTaloTCs UBbIMU He
MeHee BOCbMW.

7.7.2.3 BakuuHa kvBasi cyxasi NnpoTUB canbMoHennesa sogonnasaolen NTuubl

Ana ucnbiTaHUs UCNONb3YIOT CMeCb BakUWHBI U3 ABYX aMnyn.
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Cyxylo BakUMHY pasBoasiT CTepurbHbLIM (hpU3MoNorMieckumM pacTBopoM A0 KOHLEeHTpauum 20 MIH MUK-
pobHbIX KNEeToK B 1 cM3 No onNTUYecKoMy CTaHaapTy MyTHOCTU M BBOAST AeCATH GenbiM MblLLiaM MOAKOXHO B 06-
NacTb cNUHLI B Ao3e 10 MAH MUKPOBHLIX KNeTok, B o6bemMe 0,5 cMm3.

BakuuHy cuuTaroT Ge3speHom, ecnn U3 aecat 6enbix Mbllei B TedeHue 10 cyT ocTaloTCA XMBbLIMU He
MeHee BOCbMMU.

7.7.2.4 BuBaneHTHaA BakLUMHa NPOTUB canbMOHeNne3a CBUHEN U3 aTTeHyMpoBaHHbIX WTaMmMos Canb-
MoHenna Tucumypuym Ne 3 u CanbMoHenna xonepaecync Ne 9

Ana ucnbiTaHMa NCNONb3YIOT CMeCch BakUMHbI U3 ABYX amnyrn (hnakoHoB).

Cyxyto BaKUMHY pa3BoaAT CTEPUIbHBIM (hr3MONOrMieckuM pacTBOPOM A0 KOHLIEHTpaLmum 2 MIH MUKPOG-
HbIX KNeTok B 1 cM3 No ONTUYECKOMY CTaHAapTy MyTHOCTU U BBOAAT AecATU 6enbiM MblliaM NOAKOXHO B 06-
nacTb CNUHLI B A03e 1 MAH MUKPOBHBIX KNeTok, B o6beme 0,5 cmB.

BakuuHy cuntatoT 6e3spegHon, ecnu us gecaty b6enbix Meblwein B TedyeHne 10 CyT ocTaloTCa XUBLIMU He
MeHee BOCbMMU.

7.7.2.5 BakuuHa XkuBas cyxasi NIpOTUB carnbMOoHernesa cBUHeN U3 CynpeccopHoro peseptaHTa Cansmo-
Henna xonepaecyuc Ne 9

Ana ucnbiTaHna UCNONb3yT CMeCh BakLMHbI U3 ABYX aMmnyn (hnakoHoB).

Cyxyto BakUMHy pasBoasaT CTEPUIIbHLIM PAcTBOPOM A0 KOHLEHTPaLMMU 1 MAH MUKPOGHBIX kreTok B 1 cm3
no ONTUYECKOMY CTaHAApTy MYyTHOCTU M BBOAAT AecsiTy 6enbiM MbllaM NoAKoXHO B 06MacTb CvHLI B 03€
0,5 MNH MUKPOBHBIX KNeTok, B o6beme 0,5 cm®.

BakuuHy cuntatoT 6e3speaHon, ecnu us gecaty 6enbix Melwen B TedeHue 10 CyT ocTaloTCs XXUBLIMA He
MeHee BOCbMW.

7.7.2.6 BakuuHa npoTuB canbMoHennesa oseL,

Onsa vcnbiTaHna UCNoNb3yT CMeCh BakLMHbI U3 ABYX aMmnyn (hnakoHoB).

Cyxyto BaKkUMHY passogaT cTepuiibHbIM U30ToHUYeckuM 0,9 %-HblM pacTBOPOM HaTpUA Xropuaa Ao KoH-
LieHTpaummn 20 MIH MUKPOGHBIX KNeToK B 1 cM3 Mo onTuYeckoMy cTaHaapTy MyTHOCTU U BBOAAT AeCATH GenbiM
MbILLAM MOAKOXHO B 061acTb cnuHbI B A03e 10 MITH MUKPOBHBIX KNeToK, B o6beme 0,5 cmd.

BakuuHy cuuTatoT 6e3BpeaHon, ecnu u3 gecaty 6enbix Mblllei B TedeHue 10 cyT oCTaloTCA XUBLIMU He
MeHee BOCbMU.

7.7.2.7 BakunHa NpoTWB canbMoHennesa cBuHen U3 wramma TC-177

Ons ncnbiTaHUst NCNONb3YIOT CMeCh BakLUMHbI N3 ABYX (PNakoHOB.

Cyxyto BakUHy pasBoaaT cTepuribHbIM N30TOHUYECKUM 0,9 Y%-HbIM pacTBOpOM HaTpUA Xnopuaa Ao KOoH-
LeHTpauun 3 Mpd 1 20 MIH MUKPOBHBLIX KNeTok B 1 cM3 Mo onTu4eckoMy cTaHaapTy MyTHOCTU. BakumnHy, pas-
BeAEHHYIO A0 KOHLeHTpauun 20 MiH/cM® MUKPOGHBLIX KNeToK, BBOAAT AeCATU GenbiM MblliaM NOAKOXHO B
o6nactb cnuHbl Mo 0,5 cm3 . BakuuHy, paseeieHHYIo 10 KoHLeHTpaLum 3 Mrpa/cm® MUKPOBHBIX KNeToK, BBOAAT
MSATU MOPCKUM CBUHKaM MOAKOXHO B 06nacTk xueoTa B o6beMe 2 cm3. BakuuHy cunTtaoT GesspeaHon, ecnu us
aecsit 6enbix Mbiwel B TeueHne 10 cyT ocTaloTCst XKNBLIMUA HE MEHEE CEMU MbILLEN, @ N3 NMATU MOPCKUX CBUHOK
BbDKMBAIOT HE MeHee YeTbIpex.

7.8 OnpepeneHne UMMYHOT€HHOW aKTUBHOCTU

7.8.1 [Ons npoBeaeHWs NCnbITaHNA BakLWH NPUMEHSAIOT annapaTypy, nocyay U maTtepuaneino 7.7.1 ¢ go-
nonHeHMeMm:

MblwKn 6enble maccon 14—16T.

7.8.2 MNMpoBeaeHWe UCNbITaHUA

[Ansa ucnelTaHus UCNonb3yoT TpU amnyrbl Unu Tpu driakoHa ¢ BakuuHon. B kaxayto amnyny (dnakoH) ¢
BaKLUMHON BHOCAT cTepunbHbii 0,9 %-Hbll pacTBOp HaTpusi xnopuga B obbeme, paBHOM 06beMy A0 BbICYLUM-
BaHus. [Nocne nonHon perngpaTauum BakLMHy 13 aMmnyn (briakoHOB) NepeHOCAT B CTEPUITbHYHO MPOBUPKY 1 13
obLwein Npobbl roTOBAT pasBedeHunsi BakunHbI B cTepuiibHom 0,9 %-HOM pacTBOpe HaTpus Xrnopuga ¢ KOHLEeH-
Tpaumeit xkuBbIX 6akTepuii B 1 cm3, 3aBuUcALLEN OT BUAA BaKLUUHbI.

7.8.2.1 BakuyuHa npoTUB canbMoHennesa TenaT U3 aTTeHyuposaHHoro Wwramma CanbmoHenna ay6-
nmH Ne 6

OnpegeneHve UMMYHOrEHHOCTU BaKLMHbI H2 MOPCKMX CBMHKAX

Onsa npoBepKku UMMYHOreHHOCTU 0TBMpatoT 20 MOPCKUX CBUHOK, U3 HX 10 MOPCKM CBMHKaM BBOAST Bak-
LIMHY NOOKOXHO B 06nacTb XuBoTa B Ao3e 100 MIH MUKPOBHBIX KneTok B o6beme 1 cm3, ocTanbHbIX 10 Mop-
CKNX CBMHOK OCTaBNSAOT 4S9 KOHTPOSS.

Yepes 14—16 cyT BaKLMHUPOBAHHBLIX U KOHTPOITbHBLIX MOPCKUX CBUHOK 3apakaloT MOAKOXKHO OTTUTPO-
BaHHOW CMepTenbHOM A0301 KOHTPOMBLHOrO (BUpYNeHTHoro) wramma Salmonella dublin Ne 373.
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HabnogeHue 3a onNbITHBIMW XKMBOTHBEIMU BedyT B TeveHue 10 cyT nocne rubeny nonoBuHLI KOHTPOJSbHbIX
JKMBOTHBIX.

BakunHy cunTaloT akTUBHOWM NpU BEPKUBAHUM HE MEeHee BOCbMU OMbITHBIX CBUHOK U rMbesnn He MeHee
BOCbMW KOHTPOTbHBIX 3KUBOTHbIX.

OnpegeneHve MMMYHOTEHHON akTUBHOCTU Ha GenblX MblLLax

10 6enbix MblLIE A BAKUMHUPYIOT NOAKOXHO B 061acTb CUHLI B Ao3e Mo 1 MIH XuBbIX 6akTepuin B o6beme
0,5 cm® . Yepes 14—16 cyT MMMYHU3MPOBaHHBIX U 10 KOHTPOSbHBIX (HEBAKLMHUPOBaHHLIX) MbILLIEA aHanorny-
HOWM Macchl 3apaxaroT MOAKOXKHO OTTUTPOBAHHOW CMepTenbHOW 030 KOHTPONbHOrO wraMmma Salmonella
dublin Ne 373.

BakumHa gomkHa npeaoxpaHsaTe oT rubenun He MmeHee BocbMy U3 10 UMMYHU3MPOBaHHbLIX MbILLIEN MpW 1~
6enn He MeHee BocbMU U3 10 KOHTPOMbHBLIX KUBOTHBIX. Cpok HabnogeHus 3a ONbITHBIMU XKUBOTHBIMU —
10 cyT nocne rmbenun NosIoBUHbLI MbILLEN B KOHTPOE.

7.8.2.2 BakuuHa NnpoTUB carnbMoHeresa MoSIofHsiKa KpYrnHOro poratoro ckota

OnpeaeneHne NMMYHOT€HHOW akTUBHOCTN HA MOPCKUX CBUHKaX

[ns npoBepku UMMYHOreHHOCTM 0TEUpatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOAST BaK-
LIMHY MOJKOXHO B 0BMacTb ueoTa B Ao3e 200 MIH MUKPOBHLIX KeTok B o6beMe 1 cm3 , ocTanbHbIX 10 Mop-
CKUX CBUHOK OCTaBNAOT ANsl KOHTPOIA.

Uepes 14—16 cyT BakLUMHUPOBAHHBIX N KOHTPOMbHbLIX MOPCKAX CBUHOK 3apakaloT MoAKOXHO OTTUTPO-
BaHHOW CMepTenbHOM A030M KOHTpOsbHbIX WTammoB Salmonella dublin Ne 373 u Salmonella typhimurium
Ne 371. Ha kaxxagblil cepoBap UCNONb3YOT MO MATb OMNbITHBIX Y KOHTPOMbHBIX XXUBOTHBIX.

HabniopgeHue 3a onbITHBIMW XXUBOTHBEIMY BedyT B TeveHue 10 cyT nocne rubeny nonoBUHbI KOHTPOISbHbIX
XUBOTHBIX.

BakuWHy cuMTaloT akTUBHOW MPW BbXKMBAHWN HE MEHEe YeTbipeXx OMbITHbIX MOPCKUX CBUHOK U rmbenn He
MeHee YeTblpex KOHTPOMbHBIX JKUBOTHbBIX, 3apaXKeHHbIX KaXXAbIM LUTaAMMOM CalilbMOHEN.

OnpepgeneHne NMMYHOreHHOW akTUBHOCTW Ha 6efbIX MblLliax

20 BenbiX MblLLER BaKLUMHPYIOT NMOAKOXHO B 0BnacTb CvHbI B 403€ 2 MITH XMBbIX 6akTepuil B obbeme
0,5 cm3,

Uepes 14—16 cyT UMMYHU3NPOBaHHBIX U 20 KOHTPOSbHBLIX (HEBAKLUHUPOBAHHBIX) MbiLIEe aHanorM4Hon
Maccbl 3apaxatT MNOAKOXKHO CMepTenbHOW 0301 BUPYNEHTHbIX wTammoB Salmonella dublin Ne 373 un
Salmonella typhimurium Ne 371. Ha kaxablii ceposap Ucnonb3yoT no 10 XXMBOTHBIX.

BakuuHa gomkHa npegoxpaHaTh oT rnbenn He meHee BocbMr U3 10 UMMYHU3UPOBAHHBIX MbILLEN B KaX-
Aol rpynne npu rméeny He meHee BocbMU U3 10 KOHTPOMbHBIX XXMBOTHBLIX. Cpok HabnoAeHNs 3a ONbITHEIMK
XUBOTHbIMWU — 10 cyT nocne ruéenn NosioBMHLl MeILLEN B KOHTPONe.

7.8.2.3 BakuuHa Xu1Bas cyxas NpPoTUB carbMoHernnesa sogonnasatowein nTuubl

[ns npoBepkM UMMYHOreHHOCTM 0TGUpatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOAAT Bak-
LIMHY NoAKoxHo B o6nacTb xusoTa B Aose 300 MNH MUKPOBHLIX kneTok B o6beme 1 cm3, ocTanbHbIX 10 Mop-
CKUX CBMHOK OCTaBNSItOT ANl KOHTPOSSA.

Uepes 14—16 cyT BaKUNHNPOBAHHBLIX N KOHTPOMbHBLIX MOPCKAX CBUHOK 3apaXaloT NOAKOXHO OTTUTPO-
BaHHOW cMepTenbHOM 40301 KOHTPOoMbHOro wraMmma Salmonella typhimurium Ne 371.

HabnogeHue 3a onbITHEIMW XUBOTHBIMMW BedyT B TedeHne 10 cyT nocne rubenn NofoBUHbI KOHTPOSbHBIX
XMUBOTHBIX.

BakuMHy cunTatloT akTUBHOM NpU BEDKMBAHUN HE MEeHee BOCbMM ONMbITHBIX MOPCKUX CBUHOK U rubenu He
MeHee BOCbMU KOHTPOMbHBIX XXUBOTHBIX.

7.8.2.4 buaneHTHasi BakuMHa NPOTUB canbMOHeNnesa CBUHEN U3 aTTeHYUPOBaHHbIX WTamMoB Canb-
mMoHenna Tudmmypuym Ne 3 n CanbmoHenna xonepaecyvc Ne 9

[ns npoBepkM UMMYHOreHHOCTM 0TGUpatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOAAT Bak-
LIHY NoaKoXHo B o6nacTb XueoTa B Ao3e 200 MIH MUKPOBHBLIX KNeTok B o6beme 1 cM3 , ocTanbHbIX 10 Mop-
CKUX CBMHOK OCTaBNsItOT ANl KOHTPOrS.

Uepes 14—16 cyT BaKUNHNPOBAHHBLIX N KOHTPOMbHBLIX MOPCKAX CBUHOK 3apaXaloT MNOAKOXHO OTTUTPO-
BaHHOW CMepTenbHON A030M KOHTPOmMbHbIX wWTammoB Salmonella choleraesuis Ne 370 u Salmonella
typhimurium Ne 371. Ha kaxablin cepoBap UCMNONb3YHT NO NATb OMbITHLIX U KOHTPOSbHBIX XXUBOTHBIX.

HabntogeHue 3a onbITHBIMUW XXUBOTHBIMK BedyT B TedeHWe 10 cyT nocne rubeny nonoBuHbI KOHTPOSbHBIX
KMBOTHBIX.

BakuWHy cunTatoT akTUBHOM NpU BbRKMBAHWN HE MEHEee YeTblpex OMnbITHbIX CBUHOK U rnbenn He meHee
YeTbIpeX KOHTPOMbHBIX XUBOTHbLIX, 3apaXXeHHbIX KaXabIM LUTAMMOM caflbMOHEens.
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7.8.2.5 BakuuHa XuBas cyxas npoTuB carbMoHesnesa cBUHeN 13 cynpeccopHoro peseptaHTa Canbmo-
Henna xonepaecyuc Ne 9

OnpegeneHvne NMMYHOreHHON akTUBHOCTU Ha MOPCKNX CBUHKaX

[ns NnpoBepkM UMMYHOreHHOCTM OTOMpPatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOAAT Bak-
LIMHY NoaKoXkHO B 06nacTb XueoTa B 4o3e 100 MIH MUKPOBHBLIX KNeTok B o6beme 1 cm3 , ocTanbHbIX 10 Mop-
CKUX CBUHOK OCTaBNSOT ANsl KOHTPOIS.

Uepes 14—16 cyT BaKLMHUPOBAHHBLIX W KOHTPOIbHLIX MOPCKUX CBMHOK 3apaXatoT NMOAKOXHO OTTUTPO-
BaHHOW CMepTernbHON 40301 KOHTpoNbHOro Wrtamma Salmonella choleraesuis Ne 370.

HabnogeHue 3a OnNbITHBIMW XKUBOTHBIMM BeAyT B TedeHue 10 cyT nocne rubeny nonoBuHbI KOHTPOMbHBIX
KMBOTHBIX.

BakuuHy cunTaloT akTUBHOW MpW BbXKUBaHWM HEe MeHee BOCbMM OMbITHBIX CBUHOK U rMbenn He MeHee
BOCbMW KOHTPOSbHBIX 3KUBOTHbIX.

7.8.2.6 BakuuHa npoTMB canbMoHennesa ogeLl

OnpegeneHve NMMYyHOreHHOCTW BaKLMHbI Ha MOPCKUX CBUHKaX

[ns npoBepKM UMMYHOreHHOCTM 0TOMpPatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOASIT BaK-
LMHY NoaKoXHo B o6nacTu kusoTa B go3e 200 MIH MUKPOBHLIX KNeTok B o6beme 1 cM3 , ocTanbHbIX 10 Mop-
CKUX CBUHOK OCTaBMSKOT Asi KOHTPOMS.

Uepes 14—16 cyT BakUMHUPOBAHHBIX N KOHTPOMbHBLIX MOPCKUX CBUHOK 3apaKatoT NMOAKOXHO OTTUTPO-
BaHHOW cMepTernbHON 40301 KOHTPOMbHOro WwWrammMa Salmonella typhimurium Ne 371.

HabntogeHue 3a onbITHEIMU KNMBOTHLIMW BeayT B TedeHue 10 cyT nocne ruéenn nonoBUHbI KOHTPOMbHBLIX
KMBOTHBIX.

BakUWHy cuMTaloT akTUBHOWM MpW BbKMBaHUMA HE MeHee BOCbMM OMbITHLIX CBUHOK U rMbenn He meHee
BOCbMW KOHTPOMBHBIX XXUBOTHbIX.

Onpegenexve MMMYHOreHHOM akTUBHOCTW Ha BefbIX MblLiax

10 6enbix MblLIE BaKLMHUPYIOT NOAKOXHO B 0611aCTU CvHBI B 403€ MO 2 MITH XUBLIX bakTepuii B o6beme
0,5 cm3. Yepes 14—16 cyT UMMYHU3UPOBAHHBIX U 10 KOHTPOMBHBIX (HEBAKLMHUPOBAHHLIX) MbILLEA aHanory-
HOW Macchbl 3apaxaroT MOAKOXKHO CMepTenbHOM 40301 BUPYeHTHoro wramma Salmonella typhimurium Ne 371.

BakuuHa gomkHa npeaoxpaHsiTe oT rnbenun He MeHee BocbMU 13 10 UMMYHU3UPOBAHHBIX MbILLIER NPW rU-
6enn He MeHee BOCbMWU U3 10 KOHTPOIbHLIX XUBOTHbLIX. Cpok HabnoaeHUst 3a ONbITHLIMA XUBOTHLIMU —
10 cyT nocne rMbenu NoNoBUHbLI MbILIER B KOHTpONe.

7.8.2.7 BakuuHa npoTuB canbmoHennesa ceuHen us wramma TC-177

MpoBepka MMMYHOreHHON akTUBHOCTU Ha MOPCKMX CBUHKAaX

[na npoBepkM UMMYHOreHHOCTM 0TGMpatoT 20 MOPCKUX CBUHOK, N3 HAX 10 MOPCKUM CBUHKaM BBOASAT Bak-
LIMHY NOJKOXHO B 06MacTb XueoTa B 4o3e 300 MMH MUKPOGHLIX KNeTok B o6beMe 1 cm3 , ocTanbHeIx 10 Mop-
CKNX CBMHOK OCTaBMsitOT ANt KOHTPOIS.

Uepes 16—20 cyT BaKLUMHUPOBAHHBIX MU KOHTPOMbHBIX MOPCKUX CBUHOK 3apaXkaloT NoakoXHO B obnacTtb
KNBOTA OTTUTPOBAHHOW CMEPTENLHON 40301 KOHTPOoNbHOro wrtamma Salmonella choleraesuis Ne 370.

BakuuHy cuMTaloT akTUBHOW NPU BbDKUBAHUM HE MEHee BOCbMU OMbITHBIX CBUHOK U rnbenu He MeHee
BOCbMW KOHTPOMbHbIX XMBOTHLIX B TedeHue 7—10 cyT. HabmogeHune 3a onbITHBIMA XKUBOTHLIMU BEAYT B TeYe-
Hue 10 cyT nocne rubenn CBUHOK B KOHTpOSe.

8 XpaHeHue n TpaHCNOpTUpPOBaHUEe

8.1 BakuWHbI XpaHST B 3aKpbITOM, CYXOM, TEMHOM NMOMELLIEHWM B yakoBKe npounssoautens. Temnepaty-
pa xpaHeHus oT 2 °C go 10 °C B npegenax cpoka rogHocTu.

8.2 Cpok rogHOCTN BakKUMH — OAMH rof ¢ AaTtbl U3roToBrneHus. [laToi N3roToBNeHNA BakUWUH cHUTaloT
haTy OKoHYaHUA npouecca nuodunnsaumn.

8.3 BakuuHbl TpaHCNoOpTUPYIOT BCeMU Buaamm TpaHcnopTa B cootBeTcTBUM ¢ FOCT P 52683.

9 Yka3aHusl NO NPUMEHEHUIO

9.1 BaKkuuHbI MPUMEHSIIOT B COOTBETCTBUN C UHCTPYKLIMSIMU MO NMPUMEHEHUIO, YTBEPXAEHHBIMU B yCTa-
HOBMEHHOM nNopAaakKe.
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