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MNpeancnosue

Lienn, oCHOBHbIE NPUHLMMLI 1 OCHOBHOW NOPSAOK NpoBeAeHNst paboT Mo MeXrocyaapcTBeHHON cTaHaap-
Tusauun yctaHosneHsl FOCT 1.0—92 «MexrocyaapcreeHHas cuctema ctaHgaptusaunn. OcCHOBHbIe NONoXe-
Hus»  n  FTOCT 1.2—2009 «MexrocyaapctBeHHas cucTema  cTaHgapTusaumui.  CTaHaapThbl
MeXrocyaapcTBeHHbIE, Npasura u pekomeHAaLmm Nno MexrocyaapcTBeHHoN cTangapTusaumu. MNpasuna pas-
paboTKK, NPUHATUSA, NPUMEHEHUS, OBHOBNEHUS U OTMEHbI»

CBeaeHus o cTaHpapTe

1 PA3SPABOTAH ®eaepanbHbIM rocyapcTBeHHLIM Blopke THHIM yupexxaeHueM «Bcepoccuidckuin rocy-
AapcTBeHHbIN LleHTp kavecTBa 1 cTaHaapTM3aUmmn NekapcTBEHHbIX CPeACTB AN XKUBOTHBIX M KOpMOB» (PIBY
«BIMHKW»)

2 BHECEH ®epeparnbHbIM  areHTCTBOM MO TEXHWYECKOMY peryrnvpoBaHui® W MeTporiorum
(PoccTtangapT)

3 NPUHAT MexrocyaapcTBeHHbIM COBETOM NO CTaHA4apTM3aLMn, MeTporornm n ceptudukauum (npo-
Tokon ot 3 aekabpsa 2012 r. Ne 54-1)
3a NpuHATNE NPorofocoBanu:

KpaTtkoe HaumeHoBaHUe cTpaHbl Kop cTpaHbl CokpalleHHOe HAMMEHOBaHNE HALUMOHANBLHOTO opraHa
no MK (MCO 3166) 004—97 no MK (MUCO 3166) 004—97 no cTaHaapTUsauum
Benapycb BY lNoccranpapt Pecny6nukm benapycb
KasaxcrtaH KZ loccranpgapt Pecnybnvkm Kaszaxcran
Kupruaums KG KbipreiactaHgapt
Pocewnsi RU Poccrangapt
TapKukncTaH TJ TamkukcTaHgapT
Y3bekucran uz YactaHgapT

4 lMpukasom PeaepanbHOro areHTCTBa Mo TEXHUYECKOMY peryfiupoBaHuio U MeTposnorum ot 27 UioHS
2013 r. Ne242-cT BBeAeH B IACTBUE B KAUeCTBE HaLMOHanNbHOro ctaHaapTa Poccuitckon degepaummc 1 uons
2014 r.

5 CraHgapTt nogroTtoBnieH Ha ocHoBe FTOCT P 54064—2010

6 BBE[EH BIMNEPBbIE

UHopmayust 06 usMeHeHUsIX K HacmosiweMy cmaHdapmy nybriukyemcs e exe200HOM UHOpMalUOH-
HOM yKka3zamerne « HayuoHanbHbie cmaH0apmel», @ MEeKCM U3MeHeHUL U rornpasoK — & eXXeMeCs4YHOM UHGOop-
MayuoHHOM yka3zamene «HauuoHanbHbie cmaHOapmei». B crniydae nepecmompa (3aMeHbi) Unu OmMMeHb!
Hacmosiwe2o cmaHdapma coomeemcmesyloujee ysedomneHue 6ydem onybnuKogaHO 8 eXeMEeCSYHOM
UHhopMayUOHHOM yKa3zamersie «HauyuoHanbHble cmaHOapmei». Coomeemcemesyiowas UHhopMmayusi, yee-
domrieHue U meKcmbl pasMeuaromcs makxe 8 UHGhopMayUoHHoOU cucmeme obuie2o nonb308aHUa — Ha oghu-
yuaneHom calime ®edepallbHO20 azeHmMcmea o MeXHUYECKOMy pezayniuposaHuu u Memposioasuu & cemu
UHmepHem

© CraHpaptuHgopm, 2014

B Poccuiickoi degepaumm HacToAWwmnin cTaHOapT He MOXeT 6bITb NOMHOCTLIO UMM YACTUYHO BOCnpousse-
AeH, TUpa>XupoBaH N pacrnpocTpaHeH B Ka4ecTse ocbwumaanoro nsgaHuna 6e3 paspeLweHns depgepansHoro
areHTcTBa Nno TeEXHUYECKoMyY perynnpoBaHnio U MeTponorun
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M E XTTOGCY.DAPT CTHBTEUHHUB # CTAHDIAAPT

BAKLUWHbI NPOTUB CANIbMOHENNE3A XXUBOTHbIX >KUBbIE
O6Lue TexHMYECKUE YCrOBUA

Live vaccine against salmonellosis of animals. General specifications

DNaTta BBegenna — 2014—07—01
1 O6nacTb NnpYMeHeHus1

HacToawwit cTaHaapT pacnpocTpaHsAeTcA Ha XWUBble BakUMHbBI NMPOTUB callbMOHeNnesa >XUBOTHbIX
(nanee — BaKUWHBbI), NpeaHasHa4YeHHble AN NpodUnakTUHeCcKon UMMYHU3aLMU BOCTIPUMMYMBBIX )KUBOTHBIX.

MpumeuvaHuns

1 BakumHbl npeacTaensitoT cobol B3BECH XUBbIX KNETOK aTTeHYMPOBaHHbIX LWTAMMOB CarlbMOHEN B 3alWUTHON
cpeae, NMoUNManNpPoBaHHbIX MO BAKYYMOM.

2 BakuuHbl cogepxaTt aTTeHyMpPOBaHHbIe LWTaMMbl CanbMOHErN Cepornormyecknx BapnaHToB (4anee — cepoBa-
pbl), COOTBETCTBYIOLLME STUONOMMYECKON CTPYKTYpPE CarlbMOHeNnesa y >KMBOTHbIX 4aHHOro BUAA.

3 B cocrae BakuuH NpoTMB canbMOoHennesa TensiT BXoasiT cepoBapbl Salmonella dublin v Salmonella typhimurium,
canbmoHennesa ceuHen — Salmonella choleraesuis v Salmonella typhimurium, oBey W BogonnasBatolen NTU-
ubl — Salmonella typhimurium.

2 HopmaTuBHbIe CCbINKU

B HacTosilieM cTaHgapTe UCNOoNb30BaHbl HOPMAaTUBHBIE CChINKW Ha criefylolme cTaHAapTh:

FOCT 12.0.004—90 Cuctema cTaHaapToB 6esonacHocTu Tpyaa. OpraHuzaums obyyveHnsa 6esonacHoc-
T Tpyaa. ObLMe NonoxeHus

FOCT 12.1.004—91 Cuctema cTaHaapToB GesonacHocTu Tpyaa. MNoxapHas 6e3onacHocTb. O6wume
TpeboBarns

FOCT 12.1.005—88 Cuctema craHgapToB 6esonacHocTu Tpyaa. O6lime caHuTapHO-TMrueHuYeckue
TpeboBaHWA K BO3ayXy paboyein 30HbI

FOCT 12.1.008—76 Cuctema craHaapToB OesonacHocTu TpyAa. Buonornueckas 6es3onacHoCTb.
O61ume TpeboBaHus

FOCT 12.2.003—91 Cuctema ctaHaapToB 6esonacHocTu Tpyaa. ObopyaosaHue NpousBoACTBEHHOE.
O61umne TpeboBaHua 6e3onacHOCTH

FOCT 12.3.002—75 Cuctema craHgapToB 6esonacHocTu Tpyaa. [Mpouecchbl Npon3BoACTBEHHbIE.
O6uwwue TpeboBaHUa 6esonacHOCTH

FOCT 12.4.011—89 Cuctema ctaHaaptoB GesonacHocTy Tpyaa. Cpeactsa sawuTbl paboTarowmx.
O6wwe TpeboBaHus 1 knaccndpukaLms

FOCT 17.0.0.01—76 Cuctema cTraHgapTOB B 0611acT oXpaHbl IPUPOALI U YNYYLLIEHNS UCNONb30BaHUS
npupoaHbIX pecypcoB. OCHOBHbIE NOJIOXKEHUA

FOCT 17.2.3.02—78 OxpaHa npupoabl. ATmocdepa. Mpasuna yctaHOBNeHUs1 4ONYCTUMBIX BbIGPOCOB
BpeAHbIX BELUECTB MPOMbILLIIEHHLIMWU NPeANPUATUAMU

FOCT 3164—78 Macno BasenuHoBoe meauLnHckoe. TexHUnYecKkue ycnosus

FOCT 6709—72 Boga guctunnunposaHHaga. TexHudyeckue ycrnosus

FOCT 9142—90 Awmkn n3 rocppupoBaHHoro kapToHa. ObLme TexHUYecKue ycriosusi

FOCT 9293—74 As30T razoo6pasHbliii v XKnakuin. TexHu4eckue yCrnoBus

FOCT 12301—2006 Kopobkuus kapToHa, Gymaru u koM6UHUpoBaHHLIX MaTepuanos. ObLme TexHu4ec-
Kue ycnosus

U3spanne opmynanbHoe
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FOCT 12303—80 Mauku us kapToHa, Gymaru n KoMOGUHUPOBaHHLIX MaTepuanos. O6LMe TeXHUYeckne
ycrnosusa

rOCT 14192—96 MapkupoBka rpy3oB

rOCT 16280—2002 Arap nuileBoil. TexHu4eckue ycnosus

FOCT 17206—96 Arap mukpobuonorniyecknin. TexHnyeckue ycrnosust

FOCT 20730—75 TMurtaTenbHble cpeabl. BynboH MACO-NENTOHHBIN (AN BeTepUHapHbIX Lenen). TexHu-
yeckue ycnosusi

FOCT 22967—90 LUnpuubl MeAMLUHCKAE MHBEKLMOHHBIE MHOTOKPaTHOrO NpuMeHeHusl. ObLme TexHN-
yeckne TpeboBaHUA U METOALI UCTIBITAHUA

FOCT 24061—89 [Mpenapatbl 6uonorudeckue cyxume. Metog onpeageneHus BNaXKHOCTK

FOCT 24861—91 (MCO 7886—84) LUnpuLbl MHbEKUNOHHBIE OAHOKPATHOMO MPUMEHEHUS

FOCT 25046—81 Wrnbl MHbeKUMOHHbIE OAHOKPATHOMO NpUMeHeHnA. OCHOBHLbIE pasMepbl. TexHuvec-
kune TpebosaHus. MeToabl UCNbITAHWIA

FOCT 25336—82 lMocyaa v o6opyanoBaHune nabopaTopHble CTeKNAHHbIE. TUMbI, OCHOBHLIE NapameTphbl
1 paamepbl

FOCT 25377—82 Wrmnbl MHBbEKLUUOHHBIE MHOTOKPATHOMO NPUMEHEHUA. TeXHUYecKkue ycnosus

FOCT 27785—88 [MpenapaTbl 6uonoruyeckue cyxue. Metog onpegenenunsa kucropoga Bo hnakoHax ¢
npenapaTom

rOCT 28083—89 [lMpenapaTtbl buonoruyeckue. Metog KOHTPONSA Bakyyma B amnynax 1 donakoHax

FOCT 29112—91 Cpegapbl nuTaTenbHble NAOTHBIE (ANs BeTepuHapHbiX uenei). O6lme TexHudeckue
ycnosus

rOCT 29230—91 (MCO 835-4—81) lNocyna nabopaTtopHan cTeknAHHas. [NuneTkn rpagyvpoBaHHble.
YacTb 4. MNuneTky BbIAYBHLIE

FOCT 31926—2013 CpeacTtBa fiekapcTBEHHbIE AN BETepuHapHoro npumeHeHusi. Metogel onpeaene-
HuA 6e3BpeaHOCTN

FOCT 31929—2013 CpepacTBa NekapcTBeHHbIE ANsl BeTepuHapHOro npuMmeHeHus. MNpasuna npnemku,
MeToabl oTbopa Npob

[MpwnmeyaHune— [py NonbL30BaHUN HACTOALWMM CTaHAAPTOM LienecoobpasHo NPOBEPUTL AEWCTBUE CCbINOM-
HbIX CTaHOApTOB B WHMOPMALMOHHOW cucTemMe o6Wwero nonb3oBaHusi —Ha oduumanbHoM cante PegepanbHOro
areHTCTBa No TEXHUYECKOMY PEryniMpoBaHuIo U METPONorMu B ceTu MHTepHeT nnmn no exerogHomy uHgopmaLuuoHHOMY
ykasatenio « HaunoHanbHble cTaHAapTbl», KOTOPbLIN ONyGrMKOBaH NO COCTOAHUIO Ha 1 AHBaPS TEKYLWEro roaa, 1 Nno Bbinyc-
KaM exeMeca4HOro MHMopMaLMOHHOro ykasaTtensi « HaumoHanbHble CTaHAapThI» 3a TEKYLWMIN roa. ECnm cCbINoyHbIN CTaH-
0apT 3aMeHeH (M3MeHeH), TO Npu NONb30BaHWM HACTOSILLMM CTaHAAPTOM cnegyeT pyKOBOACTBOBATLCS 3aMEHSIIOLUM
(n3MeHeHHbIM) cTaHgapToM. Ecnu cebinouHblvi cTaHaapT OTMeHeH 6e3 3aMeHbl, TO NONOXEHUe, B KOTOPOM AaHa CCbifnka Ha
Hero, NPYMEHAETCS B YacTu, He 3aTparmBatoLLLen 3Ty CCbINKy.

3 TepMuWHbI M onpeaeneHus

B HacTosilLeM cTaHgapTe NpUMeHeHbl crefyoLlne TepMUHEI C COOTBETCTBYIOLUMK onpeaeneHnaMun:

3.1 BakuuHa xuBasa: VMMmyHoGK1onornyeckunii npenapar, Nosy4aemblii U3 XKUBbIX ocnabneHHbIX aTTe-
HYWPOBaHHbLIX LUTAMMOB MUKPOOPTraHN3MOB, BO3byauTenei 6onesHeln XXMBOTHBIX U YenoBeka.

3.2 aTtTeHyauma: VckyccTBeHHoe cTolKoe ocnabneHune n nsMeHeHne NaToreHHOCTN U BUPYNEHTHOCTU
B036yauUTENe MH(EKLNOHHBIX GONesHeNr.

3.3 BakuuHauua: MNpumeHeHWe BaKLMHbI ANs NpeaynpexaeHns nHhekLUMOHHON BonesHn.

3.4 nuodmnusauua: MeToa BbiCyLIMBaHUSI BUONOrM4EcKNX 0O BLEKTOB B 3aMOPOXEHHOM COCTOSHUN
noA BakyymMom.

3.5 BUpyneHTHocTb: CTeneHb NaToreHHocTU (6oNe3HeTBOPHOCTIN) MUKPOOPraHN3MOB.

3.6 wramMm (BaKUUHHbIW): [eHeTu4eckn ogHOPOAHAaNA NOoNynALMsS MUKPOOPTraHU3MOB C NOCTOAHHBIMU,
HacneacTBEHHO 3aKpeneHHbIMU CBOMCTBaMMU.

3.7 cepus BakuuHbl: OnpegeneHHoe KOMMYECTBO BaKLMHbI, U3rOTOBNEHHOW 3@ OQUH TeXHOnorn4ec-
KW LMK B OAHUX MPON3BOACTBEHHbBIX YCIOBUSX U3 OOHON pacnnoaku wramma, cMellaHHoM ¢ 3allMTHON cpe-
AON B OOHOW eMKoCTW, pactacoBaHHOW B OLHOPOAHYH Tapy, BbICYLUIEHHOW B OAHOM Cy6nMMaLMOHHOM
annapaTte, 04HOPOAHON MO NnokasaTensm kadecTsa, Nnony4YnBLLEl CBOW HOMep cepun 1 0pOPMIIEHHOR JOKY-
MEHTOM O Ka4yecTBe.

3.8 MuKpoGuonoruyeckasn uymctora: OTCYTCTBME B MOMynNsAUMM WTaMMa MUKPOOPraHU3MOB ApYrnx
BMAOB (TUMOB, CEpPOBapOB).

3.9 auccoumnaumsn: lNossneHve B NOMynAUMM WTaMMa MUKPOOPTraHW3MOB U3MEHEHHBIX KIeTOYHbIX
dopm.

2
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3.10 6e3BpepHoCcTb (BakuMHbI): OTCYTCTBUE BpeaHbIX AN OpraHu3ma MnocneacTBuii MEcTHOro u
obLero xapakTepa nocre sBefeHNs BakLWHBbI.

3.11 peakToreHHOCTb (BakLMHbI): CnocoBHOCTL XWBbIX BaKLWH Bbi3biBaTb NPY BBEAEHUW HEe3Hauu-
TENbHYO peakumio MecTHOro Unn obLero xapaktepa (0TeYHOCTb, 60Me3HeHHOCTb, KpaTKoOBpeMeHHOe NoBbI-
LeHWe TemnepaTypbl 1 4p.).

3.12 pos3a NekapCTBEHHOro cpeAcTBa ANA BeTepuHapHoro npumeHeHusa: OnpegdeneHHoe Komnu-
YeCcTBO NleKapCTBEHHOro CpeAcTBa A1 BEeTepUHAPHOro NpMeHeHus, BBOAUMOro B OpraHnM3M XXMBOTHOTO.

3.13 netanbHanA [03aNeKkapCTBEHHOro cpeAcTBa ANA BeTepMHapHoOro npuMeHeHus: Konunyectso
nekapCTBEHHOro CpeacTBa ANs BETEPUHAPHOTO NPUMEHEHNS, NPUBOASLLEE XKUBOTHOE, NSl NIeYEHUs1 KOTOPOro
AaHHOe CPeACTBO NpedHasHaveHo, K neTanbHOMY Ncxoay.

3.14 MMHUManbHaA netanbHaA [03a NeKapcTBEHHOro cpeacTBa ANA BeTepMHapHOro npuMeHe-
Husa (DLM): [03a nekapCTBEHHOro cpeacTBa, codepkalasi MUHAManeHoe KonM4ecTBo BO3byaUTENS, Bbl3bl-
BatoLee rnbenb 95 % B3ATLIX 4N15 OMbiTa MabopaTOPHBIX KMBOTHBIX 3@ (OMKCMPOBAaHHbIA Neprog BPeMeHH.

3.15 cmepTenbHas [03a KOHTPOMNbHOrO WTaMMa Bo36yauTensi canbMoHennesa: oaTtuTposaH-
Hasi 4032 KOHTPOIbHOTO BUPYIIEHTHOrO LUTaMMa, BeiabiBatoLas 100 %-Hyto rnberns nabopaTopHbLIX KUBOTHBIX.

3.16 MMMyHOreHHOCTb (BaKUMHbI): CnocoBHOCTb BaKLMHbI BbI3bIBaTh Y BakLMHUPOBaHHLIX ocobel
dopmMnpoBaHne COCTOSIHNSA HEBOCTPUUMYNBOCTU K MHIDEKLMOHHON BonesHN.

3.17 KonoHus MUKpoopraHuama: MoTOMCTBO OAHOW MUKPOBHOM KMETKM Ha TBepOOoW NUTaTesNbHOWN
cpege.

3.18 perunpgpartauusn: Metog BbiBegeHUNA NMMOMDUNMNUPOBAHHBIX KYNbTYP MUKPOOPraHU3MOB 13 COCTOSI-
HUSA aHabno3a ¢ Lebio BOCCTaHOBNEHUS UX XKU3HeaesATelbHOCT L.

3.19 ceponoruveckuit BapuaHT: TakcoHoMuyeckas eanHuua bakTepuii poga Salmonella, imetowwas
onpeaeneHHyo aHTUreHHYI0 CTPYKTYPY.

4 TexHunueckue TpeboBaHUA

4.1 BakuMWHbl OMKHbI COOTBETCTBOBATb TPeboBaHMsAM HacTosILero cTaHgapTa U M3roTaBnNMBaThes B
COOTBETCTBMUN C TEXHOMOTMHECKUMU PernaMeHTamMun Npon3BoACTBa, YTBEPXKAESHHbIMU OpraHn3aumein-nponsso-
antenem.

4.2 BakuuHbl Mo OU3MKO-XUMUYECKUM, MOPMDOMOrMHEcKUM, KynbTypasnbHbIM, B1UoMornyeckum ceoit-
CTBaM AO0J/DKHBI COOTBETCTBOBaTL TPEGOBaHMAM 1 HOpMaM, ykazaHHbIM B Tabnuue 1.

Tabnuuya 1
HaumeHoBaHue nokasartens Xapakrepuctuka u Hopma
BHewHui Bua v uset Cyxas nopuctasi macca 6enoro nnm
CBETIO-CEPOro LBeTa
Hanvyve nocTOpoHHEW npvmecw, NineceHu, TPeLMH amnyn, He ponyckaetcs
bNakoHOB, U3MEHEHUe LiBeTa U KOHCUCTEHLUUM BaKLUUHbI
Bpewms perngparauyum, MuH 2—3
Maccoeas gons Bnaru, % 1—3
Hannuyve Bakyyma B amnynax HorxeH ObITb BakyyM
Hanuuune kncnopoga Bo nakoHax ¢ asotom, %, He Gonee 1
YuctoTa u TMNMYHOCTL pocTa Moces Ha MIA, MIMB, MIMMNB, cpeay 3HAo n

arap Cabypo pormkeH gaBaTb TMNUYHBIA POCT
BaKUMHHOIO wWTamMmMa. PoCT NocTOpOHHEW MUK-

podpriopbl He gonyckaeTcs

KonuuecTtBo xuBbix 6akTepuii B 1 om® BaKLUWHbI, %, HE MeHee 40
BesspegHocTb HomxHa 6biTb 6e3BpegHa
MMMyHOreHHas akTMBHOCTb JorkHa 6bITb UMMYHOTEHHON

MpnmeyaHne—MINA — msAco-nenToHHbIN arap; MIMNb — mMsAco-nenToHHbIR 6ynboH; MIMMNB — msico-nenToH-
HbIVi NeYeHoYHbIN BynboH (cpeaa KutT-Tapouum).
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4.3 ®acoBaHue u nuocpunmsayma

BakuuHy pacthacoBbiBatoT B CTEpUITbHBIE aMMySibl U cTepurbHble dhnakoHbl. BakTepunanbHyto KynbTy-
py, passefeHHyo cpeaoit BelcyluMBaHuUs, pacacoBbiBatoT no 1—4 cm3 B amnynbl i no 4 cm3 8o pnakoHs
BMecTUMOCTbio 10 cM3 1 noaBepratoT NModunbHON cyLuke. Mocne okoHYaHUsA NMOU3aLMK amny bl 3anan-
BaOT 104 BaKyyMoM, (bnakoHbl 3anonHsa0T a3oToM ocoboin unctoTbl no FOCT 9293, ykynopuBeatoT CTepUIbHbI-
MW pe31HOBBLIMI MPOBKaMK 1 0BXNMAaLOT antoMUHUEBbLIMU KoNMavkaMm 4N YKYNOPKX EKAPCTBEHHbIX CPEACTB.

4.4 YnakoBbiBaHWe U1 MapKupoBaHue

4.4.1 Haamnynbl (priakoHbl) C BaKLMHOW HAKNEeMBaoT 3TUKETKY C yKasaHneMm:

- opraHu3aLumu — NPouU3BOAUTENS U ee agpeca;

- Ha3BaHuWsA BakuMHbI;

- Yyucna Aos3 BakuuHel B amnyne (dpnakoHe);

- Homepa cepuu;

- CpoKa rogHocTu (MecsiLa urogay);

- YCIOBUM XpaHeHNs.

Ha aTukeTky MmoxeT ObITb HaHeceHa AoNoNHUTEeNbHaa uHpopmauma.

4.4.2 Amnynesl (dnakoHsl) ¢ BakuuHou (10—50 wT.) ynakoseiBatoT B KapToHHbIE Kopobkn no FTOCT 12301
unn navkn no FOCT 12303 ¢ HanuuneM rHesa UM Neperopoack, obecneunBaroLLMX UX HEMOABWKHOCTb U
LenocTHocTb. B kaxayto KopobKy (nayky) BKNaabiBaloT MHCTPYKLMIO MO MPUMEHEHUIO.

4.4.3 Ha kopobky (nayky) c BakLMHON HaKNenMBalT 3TUKETKY C yKazaHUeMm:

- HAUMEHOBAHWA N TOBAPHOTO 3HaKa OpraHW3aUMu-Npou3BoaUTeENs;

- agpeca v TenedoHa opraHusaLn-npousBoanTenNs;

- Ha3BaHWsA BakUMHbI;

- Yyncna amnyn (chnakoHoB) B KOpobke (navke);

- yucrna aos B amnyne (hnakoxe);

- HOMepa cepuu;

- JaTbl U3rOTOBMNEHUNA (Mecala nroga);

- cpoka rogHocTu (Mecsiia urogay);

- YCNOBUA XpaHeHNs;

- cnocoba npumeHeHus:;

- 0603HaYeHUs HAaCTOALErO CTaHAapTa;

- WTpux-koga (Npu Hanmuun);

- MHbopMaLMK 0 NOATBEPKAEHNN COOTBETCTBUSA;

- HOMepa rocyjapCTBEHHO perncTpauum B COOTBETCTBUMU C NOPSIAKOM, AENCTBYIOWNM Ha TeppuTopumn
rocygapcTsa, NpuHSBLLIEro cTaHaapT;

- Hagnucu: «[4ns BeTepuHapHOro MPUMEHeHUs».

4.4.4 Kopobku (nayku) c BakLMHOM yrakoBbIBaKOT B ALLMKN U3 rodpupoBaHHoro kaptoHa no FOCT 9142
Wnn apyrue aHanoruyHble, obecnevmsarolLme COXpaHHOCTb BaKLMHBI Npu TpaHcnopTupoBaHun. Macca 6pyTTo
swmka He 6onee 20 kr.

B kaxablii ALWKMK BKaAbIBaOT YeTbIpe-NATb S3K3EMMIISIPOB UHCTPYKLMM MO NPUMEHEHNIO U YNaKOBOYHBIN
FIACT C yKa3aHuem:

- OpraHn3aLuu-Npon3BoANTEnNs;

- TOProBOro Ha3BaHWs BaKLUHbI;

- yncna kopobok (nayek) B SLLKKe;

- Homepa cepuu;

- hammnnuum unu HoMepa ynakosLMKa.

4.4.5 Ha kaxpoe rpy3oBoe MecTo (SALWMK) HAHOCAT TpaHCnopTHYH0 Mapknposky no FOCT 14192 ¢ ykasa-
HUEeM MaHUNYNSALUMOHHBIX 3HAKOB: «Xpynkoe. OCTopoXHO», « OrpaHuyeHne TeMnepaTypbl», «Bepx, He KaHTo-
BaTby.

4.4.6 MapkupoBka, XapakTepusyrowas ynakoBaHHY MpoAykumio, AOSMKHA codepXaTb clegyroliune
0603HavYeHus:

- OpraHn3aLMo-NPON3BOANTENb, €€ TOBapPHbIA 3HaK, agpec U TenedoH;

- Ha3BaHWe BaKLMWHbI 1 Yncio Kopobok (navek) B ALLMKe;

- HoMep cepuu;

- CPOK rogHoOCTN (MecaL, 1 roa);

- YCNOBWS XpaHeHWs;

- Maccy HeTTo;

- Hagnucb: «[Ans BeTepuHapHoro NpUMeHeHns» .
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[JonyckaeTcs HaHeceHWe AONONHUTENbHON UHAOPMALLMN B MAPKUPOBKY, XapaKTepU3YIoLLYHO ynakoBaH-
HYt0 MpoayKLuto.

5 Tpeb6oBaHusa 6e3onacHOCTH

5.1 Mo 6Guonorndeckoil GesonacHOCTW BakUWHa [OOMKHA COOTBETCTBOBaTb TpeboBaHMsAM
rocCT 12.1.008.

5.2 B npoLecce Npon3BoacTBa BaKUMH HEOBX0AMMO OCYLLECTBNATL KOHTPOMb 3a BbiNONHeHneM Tpebo-
BaHuWi oBecneveHus noxapHoi 6esonacHocTnno FOCT 12.1.004.

5.3 OpraHunzaums NpoM3BOACTBEHHOTO NpoLiecca — B cooTBeTcTBUM ¢ Tpebosanuamum FTOCT 12.3.002,
a npousBoacTeeHHoe obopyaosaHme — B cootBeTcTBUM ¢ TOCT 12.2.003.

5.4 OBy4eHve nepcoHana mepam 6esonacHocTM — B cooTBeTCcTBUM ¢ TOCT 12.0.004.

5.5 Cpepfcrtsa 3awmThl paboTatownx — B cooTBeTcTBUM ¢ TOCT 12.4.011.

5.6 Bosagyxpaboueli 3oHbl — B cootBeTCcTBUM ¢ TOCT 12.1.005.

5.6 KoHTponb 3a Bbibpocamum Bo BHeLLHO cpegy — B cooTBeTcTBUM ¢ FOCT 17.2.3.02.

5.7 YTunusauumio BakuMH C UICTEKLLUM CPOKOM ro4HOCTU U CEPUIA, HE BbiAePXKaBLUMX KOHTPOMNbHbBIX UCMbI-
TaHWA, OCTaBLUMXCA NOCHEe UCTILITAaHWUIA, NPOBOAAT NyTEM aBTOKNaBMPOBaHUSA B TeueHue 14 npu Temnepatype
(126 + 2) °C v pasnenun 1,5 atm (151,99 kMaunn 1,5 krc/cm2) ¢ cobntoaeHnem TpebosaHuii FTOCT 17.0.0.01.

6 lMpaBunanpueMKu

6.1 Kaxgas cepus BakLMHbI 4OMKHA BbITh NPUHSATA (MpoBepeHa) oTAeNnoM 61Uonornyeckoro TeXHoONoru-
yeckoro koHTponsa (OBTK) opraHnzauun — npounssoautens cornacHo MOCT 31929. Mocne npoBeaeHNA KOH-
TPOMA Ha KaXxayto cepuio BakLMHbI 0cpopMAatoT AOKYMEHT O KavecTse.

6.2 B gokymeHTe 0 KayecTBe yKasblBaloT:

- OpraHn3aLu-NPON3BoANTENb;

- HasBaHue BakUNHbI;

- HOMep cepuu;

- AaTy U3roToBneHUs (MecsL 1 roa);

- obbem cepuu;

- pesynbTaThl UCMBITAHWUA BaKLMHbBI MO NokasaTenam kadecTsa n 6e30nacHoCTU;

- CPOK rogHoCTU (MecsiL, U roa);

- YCNOBUS XpaHEeHWS;

- 06o3HaveHWe cTaHaapTa;

- HOMep 1 AaTy Bblga4yM JOKYMEHTa O KavyecTBe;

- 3akroYeHme U No4nuch Nuua, BelaaBsLUero OKYMEHT O KavecTBse.

6.3 [ns KoHTpons kavectsa 1 6e30NacHOCTY BaKLMHBI OT KaXXa0oi cepun oTbupatoT BeIGOpPKyY. M3 BbIOOP-
KV BbIAE NS0T cpeaHioto Npoby B konuyecTtse 40 amnyn (dnakoHos). 20 amnyn (cbnakoHOB) C BaKLMHON UCNOSb-
3y10T A4S NPOBEeAEHWA UCMbITaHWSA NO NokasaTensaM kavyecTBa, ykasaHHblM B Tabnuue 1, a 20 amnyn (pnakoHoB)
HanpasnsawoT B apxus OBTK. MNpobbl B apxu1Be XpaHsT B TEYEHNE CPOKa rO4HOCTM.

6.4 ApxuBHble 06pasLbl MapKAPYOT HaANUCLIO: «APXMBY, OMeYaTbIBalOT U CHabXatoT OKYMEHTOM ycTa-
HOBITEHHOW POPMBI C YKa3zaHNeMm:

- Ha3BaHWsA BaKLUHbI;

- Homepa cepun;

- faTbl U3roTOBMNEHUNA (MeCsL, U rof);

- Aatbl oT6opa Npob;

- obbema cepuu;

- yncna oTobpaHHbIX 06pasLoB;

- JOJPKHOCTU U noAnucK nuua otobpasiuero npobbl;

- cpoKa rogHocTu (MecsiLL uroq);

- 0603HavYeHMs HacToALLEero cTaHaapTa,;

- cpoka XpaHeHus npob B apxuee.

6.5 lMpvHeyaoBNeTBOPUTENbHBIX pe3yrnbTaTax UCMbITaHUA XoTs Bbl o 0AHOMY M3 MoKasaTesei no Hemy
MPOBOASAT NOBTOPHbIE UCMbITAHWUSA Ha YABOEHHOM KONUYeCTBe 06pasLIOoB BakLMHbI, B3ATON OT TO XKe Cepun M Ha
YABOEHHOM KOMNUYEeCTBE MaTepuarnos 1 KNBOTHLIX. Pe3yrbTaTbl MOBTOPHbLIX UCTIbITAHWUIA CHATAOT OKOHYaTEe b-
HbIMU U PacrpoOCTPaHAIT Ha BCIO CEPUIO.
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B cnyvae Hey10BNeTBOPUTENbHBIX Pe3yNbTaToB NOBTOPHOMN MPOBEPKM CEPUI0 BAKLIMHbI CYATAIOT HEe COOT-
BeTCTBYlOLWEN TpeboBaHUSIM HACTOALLEro CTaHAapTa, ee bpakyloT U YHUUTOXaIOT MyTEM aBTOKIaBUPOBaHUS B
TeuveHue 14 npu Temnepatype (126 + 2) °C B cOOTBETCTBUM C TpeOOBAHMAMM, AEACTBYIOLLIMMUN HA TEPPUTOPUN
rocyaapcTea, NpUHSIBLLEro cTaHaapT.

6.6 KoHTponb kayecTBa M 6e30nacHOCTUN BaKUMHbI, MOCTYNAOLLEN NO peknamaLim, NpoBoauT opraHusa-
UMA-NPOU3BOAUTESb, @ NPU PasHOMAacUAX B OLLEHKE kauecTBa Mexay NpoussoauTenem n notpebutenem KoH-
TPONb NPOBOAAT B NOpSAKe, yCTaHOBINEHHOM Ha TEpPUTOPUM rocyaapcTBa, MPUHSBLLENO CTaHAAPT.

7 MeTtoabl ucnbiTaHNsA

7.1 OnpeaeneHue BHelWHero BUAa, LBeTa, HaNnU4YUA NOCTOPOHHEN NPUMecH, NNeceHu, TpeLuH
cdonakoHoB (amnyn), U3MeHEeHUA KOHCUCTEHLIUMU

7.1.1 OnsonpegeneHnsi BHeLWWHEro BMAa, LBeTa, Hann4yusi TOCTOPOHHER MPUMeCH, NeceHn, U3MeHeHust
KOHCMCTEHLNM, Hanu4ns TpeLLMH Kaxkayto aMmnyny (cpriakoH) npocmaTtpuyBatoT, O4HOBPEMEHHO NPOBEPSAOT Npa-
BUITbHOCTb MapKUpOBKM.

7.1.2 Cogepxumoe amnynbl (cpnakoHa) AOMKHO NpeAcTaBnsaATb cobol nopucTyo Maccy 6enoro unu
cBeTno-ceporo Lugeta. Bo orniakoHax n amnynax He A0MKHO BbITb MOCTOPOHHEN NPUMECH, MITECEHN U TPELLIUH.

7.2 OnpepeneHve BpeMeHU perugparalum
7.2.1 Martepuansl

MuneTkn MepHble BMECTUMOCTbIo 2 M 5 cm3 no FTOCT 29230.

PacTteop HaTpus xropuga usotoHudeckuin 0,9 %-Holn c pH o1 7,2 00 7,4 B cooTBeTCTBMM ¢ DapMakoneen,
OEeNCTBYIOWENn Ha TeppuTopuu rocyaapcTsa, NPUHSABLUEro crtaHdapT, WU Boda AUCTUANUPOBaHHasA no
rOCT 6709.

7.2.2 MNMpoBeaeHUe UCNbITaHUA

[ns onpegeneHnsa BpeMeHu perngpartaunn B Tpu amnynel ((hrnakoHa) ¢ cyxon BakUMHOW BHOCSIT pacTBOp
HaTpus xnopuaa nsotoHudeckni 0,9 %-Hblid UNM AUCTUNNMPOBaHHYIO BoAy B 06beme, COOTBETCTBYOLLEM 06 b-
emy BaKLUMHbI 40 BbicywnBaHusl. MNocne atoro amnynbl (pnakoHbl) OCTOPOXHO B36anTbIBatOT U HabnogatoT 3a
pacTBOpPeHMEM BakLuHbI. B TeueHne 2—3 MuH B amnyne gofkHa o6pa3sosaTbcsl paBHOMepHas B3Bech 6enoro
nnu cBeTno-ceporo Lpeta 6e3 KOMoYKOB, Xnonbes U ocagka. Ecnu o6pasubl BakLMHBI MIIOX0 pacTBOPAKOTCSA
U cogepXkaT Xnombs, TO BakUUHY 6pakyoT.

7.3 OnpepeneHue MaccoBoOMn A0NU BNaru

OnpepeneHve maccoson gonuenarn — no NOCT 24061.
MaccoBas aons Bnarv 4osmkHa obitb o7 1 % a0 3 %.

7.4 OnpepeneHue HaNU4YUA BaKyyMa B aMnynax ¢ Cyxou BakLLMHOM, KUcnopopa v azoTa Bo ¢hnako-
Hax

7.4.1 Hanwuune Bakyyma B amnynax onpegensiot no FOCT 28083.

7.4.2 Hanwuuwme kucnopoga v asoTta Bo priakoHax ¢ cyxou BakuuHom onpegenstot no FOCT 27785.

Bo cbnakoHax A4ormKkHO ObITb Hanu4uMe asoTa nNpu cogepxaHuu kucnopoga He 6onee 1 %.

7.5 OnpegeneHue YUCTOTbI U TUNUYHOCTU pocTa

7.5.1 Annapatypa u MaTepuanbl

Cpena OHpo.

Cpepaa Cabypo NOCT 29112 unum B cooTBeTCTBUM ¢ Dapmakoneei, AeACTBYIOLLEN Ha TeppUTOpUM rocy-
AapcTea, NpUHSsBLLIEro cTaHaapT.

MsiconentoHHbi arap (MIMA) no FOCT 29112.

Cpepa Kutt-Tapouum (MIMMB).

TepmocTart ¢ Temnepartypoi Harpea 37 °C—38 °C n 20 °C—24 °C.

MuneTkn MepHbie BMecTUMocThbio 1,2 n5 em3 no FOCT 29230.

Mpobupku cteknsaHHbie no FOCT 25336.

Yawku Metpnno FOCT 25336.

Arap mukpobuonorudeckuia no FOCT 17206.

Arap nuwesorino FOCT 16280.

BynboH msiconenToHHbIn no FTOCT 20730.

Macno BasenuHoBoe MmeauLuHckoe no FOCT 3164.



rocT 31927—2012

PacTBop HaTpus xnopuaa usotoHudecknin 0,9 %-Hblin cTepunbHbld ¢ pH 0T 7,2 00 7,4 B COOTBETCTBUM C
dapmakoneei, AeACTBYOLWEN Ha TeppUTOPMM rocyaapcTsa, NPUHSABLLEro CTaHAapT, UK Boga AUCTUNINPO-
BaHHasino FOCT 6709.

7.5.2 lMpoBeaeHUe UCNbITaHUA

Ons ncnbiTaHua NPUMEHSIIOT NATL amnys (h1akoHoOB) € BakLMHOW. BakuyHy B kaxxgon amnyne (dprnakoHe)
pernapaTupytoT B 4—5 cM3 cTepunibHOro n3oToHudeckoro 0,9 %-Horo pacTeopa HaTpWA XNopuaa v Mpon3BoasT
noces no 0,1 cm3 B3Becu BakUmMHbLI Ha MIMA, MIMB, MMNMB noa BasenvnHoBLIM MacioM v arap Cabypo B Tpu npo-
BUpKM ¢ Kaxkaol cpedoi. 3acesaloT B Tpu-yeTbipe Yaluku ¢ MIMA no JpuransckomMy 1 cpegoi 3Hao. Mocesbl B
npobupkax BblgepxusatoT B TeveHune 10 cyT npun Temnepatype 37 °C—38 °C, noceBbl Ha Yalikax — 1 cyT, Ha
cpepne Cabypo npu Temnepatype 20 °C—22 °C — go 10 cyT.

7.5.3 Yyert pesynbtaTtoB

Ha nutaTenbHbIX cpedax AomKkeH 6biTb TUMUYHBIA POCT BakUMHHOrO WwWtamma — Ha MIMA v cpeae dHgo
yepes 24 4 foSKHbI BbipacTu 6ecLBeTHble, Tpo3payHble, Fnagkue, Kpyrible KonoHuu B S-chopme, Ha MMNB yepes
16—18 4 AoMKHO BbITb paBHOMepHOe MoMyTHeHMe. [Npu 3TOM BakuuHa He JoMKHa cogepKaTb NOCTOPOHHMX
MUKPOBOB 1 rprboB.

7.6 Onpep,eneHue Konn4yecTBa XUBbIX CanlbMOHennn

7.6.1 [Ons onpedeneHus KONMYeCTBa XMBbIX CarlbMOHeN MPUMEeHSIOT annaparypy, nocyay 1 matepua-
nbl, yKkasaHHble B 4.5.1, 3a UCKMOYeHeM Ba3eNMHOBOrO Macna W TepMocTaTa ¢ TeMnepaTtypoil Harpesa
20°C—24°C.

7.6.2 [ins onpeaeneHuns KONMUeCcTBa XUBLIX KNeToK B 1 cM3 BaKLMHBI CoAepXMMoe Tpex amnyn (dnako-
HOB) C CyXOW BakLMHOW pasBoaaT cTepuibHblM 0,9 %-HbIM M30TOHUYECKUM pacTBOPOM HaTpusa xnopuaa no
7.2.1 po nepsoHavansHoro obvema. NyTem AecATUKPATHLIX Pa3BeAeHUA rOTOBAT KOHEYHYIO KOHLEHTpaLuUo
1000 MUKpoBHBIX kneTok B 1 cM3, 13 aToro passeaeruns sacesaroT no 0,1 cm3 (100 MUKPOBHBIX KNETOK) B TpU
Yawku MeTpun ¢ MACo-NenTOHHLIM arapoM. [ins npuroToBneHns KaXxaoro pa3seaeHna UCNob3yoT OTASNbHYO
cTepunbHyto nuneTky. MpuroToBrneHne passegeHWin 0AHON NUNETKOW He AOoMNYCKaeTCA.

Yawwuk1 neped 3aceBom noacyLumsaoT B TepmoctaTte 30—40 MuH. MoceBbl MHKYBUPYIOT Npyu TemnepaTty-
pe 37 °C—38 °C B TeveHue 24—36 4, Mocne 4ero NoACHUTLIBAIOT KONUYECTBO BbIPOCLUMX KONOHUIA U onpeaens-
10T KOHLIEHTpaLnio (41Cno) XmBbix BakTepui B 1 cM3 BakLMHEI X No chopmyne

P P10 (1)
X=% 10108,

roe P — KONMYeCTBO KOSIOHUIA BO BCeX Yallkax U3 passeaeHus 10-3;
g — umcrio yallek ¢ passefeHvuem 10-8;
P, — KONMYeCTBO KOMOHM BO BCEX Yallikax U3 passeeHus 10-9;
G4 — 4MCNo Yalliek ¢ passefeHneM 10-9;
10 — nepepacyeT KonMyecTBa XuBbIX 6akTepuii Ha 1 cm3;
108 — cTeneHb pasBeAeHUs BaKLMHBDI.

[Lnsi onpeaeneHnst KOHUEHTPALMM XUBbIX CarlbMOHE NN B BaKLMHE NOACYNTHIBAOT BLIPOCLUME KONTIOHUM HA
MIA B yawKax no KaxaoMmy pasBefeHu o, NMoJlyYeHHble NnokasaTenM CyMMUPYIOT U AeNsiT Ha YACTIO Yallek,
onpeaensis cpeaHee KoNMYECTBO KUBBIX 6aKTepuin Ans KaxKaoro passegeHns, cogepxaiumxcss 0,1 cm3. 3atem
cpefHu1e nokasatenu no KaxxaoMy passeeHu o CyMMUPYIOT U AENAT Ha YUMCIIO UCTILITYEMbIX pa3BeieHW (aBa),
NOMyYeHHoe YNCIO YMHOXAIOT Ha cTeneHb passedeHus (108) u nonyyeHHbI NokasaTenbs yBenMuMBaloT B
10 pas, onpeaenss KOMMYECTBO XUBLIX canbMoHesn B 1 cM3 BakumHbL. Yallkv ¢ 30HamMu CIOLWHOro pocTa
KynbTypbl y4eTy He Noanexar.

7.6.3 Mocne onpeaeneHns KONMYECTBA XXMBbLIX CaNbMOHENT PacCUUTLIBAIOT KONM4ecTso Ao3 B 1 cm3
BaKLMHbI, KOTOPOE YCTaHaBMNMUBAIOT NyTeM eNeHUs KONMMYECTBa XKMBLIX canbMOoHenN B 1 cM3 BaKLMHbI HA KONW-
YECTBO XUBLIX CafbMOHENN (MNp4), COCTaBNSOLNX OAHY UMMYHU3UPYIOLLIYIO [03Y, 4TS AaHHOW BaKUMHbI.

OpaHa MMMYHU3MpYIoLLIasa 403a COAEPXKUT XUBBIX MUKPOBHbIX KIETOK:

- 1 Mnpg — ANA BaKUUHBI NPOTUB carnbMOHeNesa TeNsT U3 aTTeHyMpoBaHHOro WtamMa CanbMoHenna
Ay6nuH Ne 6;

-1 Mnpa — ANA BaKUMHbI NPOTUB carbMOHeNNesa MOMNoAHsiKa KpyrnHOro poratoro ckoTa npu napeHTe-
panbHoMm cnocobe BBeeHNS,

- 100 Mnpa — Ans BaKUMHbI NPOTUB canbMOHese3a MOMoAHAKa KpYNHOro poraToro ckota npu nepo-
panbHoM cnocobe BBeeHUs;

- 2 MNnpA, — ANA CyXOW XXMBOW BaKLMHbI MPOTUB canbMoHennesa BogonnasatoLein nTuubl;
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- 1 Mnpg — ans 6uBaneHTHON BaKLMHbI MPOTUB CarbMOHenNes3a CBUHE U3 aTTEHYMPOBaHHbIX LUITaMMOB
CanbmoHenna TudumMypuym Ne 3 u CanbmoHerna xonepaecymc Ne 9;

- 0,5 Mnpa — Ans cyxol X1BO M BaKLMHbI MPOTUB canbMOHENNe3a CBUHEeN U3 CYNpeccopHOro peBepTaH-
Ta CanbMoHenna xonepaecyunc Ne 9;

- 0,45 Mnpa — Ans cyxom K1BOW BaKLMHbI NPOTYB canbMoHesesa cBuHen us wramma TC-177;

- 2 Mnp4 — 4NS BaKUMHBI NPOTUB canbMOHeresa osel,.

7.7 OnpepeneHne 6e3BpeHOCTU
O6wue TpeboBaHus no onpegeneHuto besspegHoctTn — no FOCT 31926.
7.7.1 Annapartypa u MaTepuansl

MuneTku rpaayvpoBaHHbIe BblaYBHbLIE BMECTUMOCTbIO 1,5 1 10 cM3 no FOCT 29230.

Mpo6upku cTeknsaHHble no FTOCT 25336.

PacTsop HaTpus xnopuaa nsotoHunyeckun 0,9 %-Hblin B cooTBETCTBUM ¢ DapMakoneei, JencTByoWwen Ha
TeppuUTopuUn rocyaapcTea, MPUHSBLLEro CTaHAapT.

LWnpwuubl BMecTUMocTbo 112 cm3 no FOCT 22967 unu FTOCT 24861.

Wrnbl nHbekunoHHble no FTOCT 25377 unuFTOCT 25046.

Mbiwu 6enble maccoin 16—18r.

Mopckue ceuHkM macconn 300—350r.

OnTuyeckuii ctangapT myTHocT TMCK M. Tapacesuya B cooTBeTCTBUM C Papmakoneen, 4eNCcTBYoLWen
Ha TeppUTOPUM rocyaapcTea, NPUHSBLUEro cTaHaapT.

7.7.2 MNpoBeaeHUe UCNbITaHUs

7.7.2.1 BakuuHa npoTUB canbMoHennesa TensT U3 atTeHymposaHHoro wramma Salmonella dublin Ne 6

[ns ncnbITaHUsA UCMonb3yT CMeCh BakLMHbI U3 ABYX aMnyr.

Cyxyto BakuuHy pa3sogaT cTepuribHelM 0,9 %-HbIM U3OTOHUYECKM PACTBOPOM HaTPUA Xropuaa A0 KOH-
LeHTPaLMM 2 MAH MUKPOBHLIX KNeToK B 1 cM3 Mo ONTUYECKOMY cTaHAapTy MyTHOCTU U BBOAAT AecATU BenbiM
MBILLIAM NOAKOXHO B 0611aCTh CINHLI B A03e 1 MITH MUKPOBHBIX KNeTok, B 06beme 0,5 cm3,

BakuuHy cumTatoT 6e3BpegHon, ecnu ns gecat 6enbix Mbllweit B TedyeHue 10 CyTOoK 0CcTaloTCs XKUBbIMU HE
MeHee BOCbMU.

7.7.2.2 BakuuHa NpoTMB caribMOHesnnesa MorogHsika KpynHoro poraToro ckoTa

[ns ncnbiTaHns UCMosfb3YT CMeCb BaKLUMHbI U3 ABYX aMMy/.

Cyxyto BakUMHY pa3BogsT cTepuibHbIM 0,9 %-HbIM U30TOHUYECKUM PAacTBOPOM HaTPUA Xnopuaa Ao KoH-
LIeHTPaLMN 2 MIH MUKPOBHLIX KNeToK B 1 cM3 o onTMyeckoMy cTaHaapTy MyTHOCTU U BBOAAT AecATH GenbiM
MbILLAM MOAKOXHO B 061aCThb CrIUHBI B 403€ 1 MIH MUKPOBHLIX KNeTok, B o6beme 0,5 cm3.

BakuuHy cuuTaloT 6e3BpeHON, ecniv U3 AecAaTn benbix Mbllien B TedeHne 10 CyToK 0cTaloTCA XUBbIMU HE
MeHee BOCbMMU.

7.7.2.3 BakuuHa XuBasi cyxasl MpOTUB calibMOHe Ie3a BogonnasatoLwen NTuLbl

[1ng ucnbITaHUst UCMOSb3YIOT CMECh BaKUMHbI U3 ABYX aMny’i.

Cyxy'o BakUUHY pasBoaaT CTEPUITbHBIM (hU3MONOrMYeckuM pacTBOPOM A0 KOHUeHTpauun 20 MAH MUK-
POBHBIX KNeTok B 1 cM3 10 ONTUYECKOMY CTaHAapTy MyTHOCTU M BBOAAT AeCATU 6efbiM Mbilam NOAKOXHO B
o6nacTb cnuHbl B 103€ 10 MITH MUKPOGHBIX KIeTok, B 06beme 0,5 cm3.

BakuuHy cuuTatoT 6€3BpeqHON, ecnv U3 AecATu 6enbix Mbilei B TedeHue 10 CyTOoK 0CcTaloTCA XUBLIMU He
MeHee BOCbMU.

7.7.2.4 buBaneHTHas BakuuMHa NPOTUB cafbMOHenne3a CBUHEW W3 aTTeHYUPOBaHHbIX LWTaMMOB
Salmonella typhimurium Ne 3 u Salmonella choleraesuis Ne 9

[1na ucnbITaHUst UICMONb3YHOT CMECb BaKLUMHbI M3 ABYX amnysn (hnakoHOB).

Cyxy1o BakUMHY pa3BoasaT CTEPUIbHBIM (hU3MOSIOrMYecKkMM pacTBOPOM A0 KOHUEHTPaLu1 2 MitH MUKPO6-
HbIX KNeTok B 1 cM3 No onTUYeckoMy ctaHaapTy MyTHOCTU U BBOAAT AECATU GebiM MbiluaM MOAKOXHO B
06nacTb CMUHLI B 403€ 1 MIH MUKPOBHLIX KNeTok, B ob6beme 0,5 cm3.

BakuuHy cuuTaloT 6€38pegHOM, ecniv U3 aecAaTu 6enbix Mbllwen B TedeHue 10 CyTOK OCTaloTCs XXUBBIMU He
MeHee BOCbMW.

7.7.2.5 BakuuHa >XuBasi cyxasl NpOTUB callbMOHessiesa CBWHEN U3 CYNpeccopHOro pesepTaHTa
Salmonella choleraesuis Ne 9

[ns ucnblTaHns UCMosb3YHT CMECh BaKLUMHbI M3 ABYX amnyn (hnakoHoB).

CyXy!o BaKUMHY pa3BoasiT CTEPUITbHBIM PaCTBOPOM 10 KOHLEHTpaLWK 1 MITH MUKPOBHBIX KneTok B 1 cm3
no onTU4ecKOMy cTaHAapTy MYTHOCTU U BBOAAT AecATM OenbiM Mblliam NOAKOXHO B 06nacTb CNUHLI B Ao3e
0,5 MIH MUKPOBHBLIX KeTok, B o6beme 0,5 cm3.

8
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BakumuHy cuutatoT 6e38peHoN, ecnv us aecatn 6enbix Mbllen B TeyeHue 10 CyTOK OCTaloTCs XXUBbIMU HE
MeHee BOCbMU.

7.7.2.6 BakuuHa nNpoTuB canbMoHennesa osel,

Ana ncneiTaHua UCNonb3yloT CMeCch BakLUHBI U3 AABYX aMnyr ((prnakoHOoB).

Cyxyto BakUMHY pa3BogsT CTepubHbIM M3oToHUYeckuM 0,9 %-HblM pacTBOPOM HaTpusl xrnopuaa Ao KoH-
LeHTpaLmm 20 MAH MAKPOBHLIX kneTok B 1 cM3 No onTudeckoMy cTaHaapTy MyTHOCTM 1 BBOAAT AecATM 6enbiM
MbiLLIaM NOAKOXHO B 061aCTb CNMHLI B A03e 10 MIH MUKPOBHLIX KNeTok, B o6beme 0,5 cm3.

BakuuHy cuuTaioT 6e3speqHoNn, ecnu u3 aecAatn 6enbiX Mblllei B TedeHue 10 CyTOK OCTaloTCs XKUBbIMU HE
MeHee BOCbMU.

7.7.2.7 BakuuHa nNpoTUB canbMoHennesa ceBuHen us wramma TC-177

Ana ucneiTaHna Cnonb3yoT CMeCh BaKLMHbI U3 BYX (priakoHOB.

Cyxyto BakLMHY pasBoAAT CTEPUIbHBIM U3OTOHUYECKUM 0,9 %-HbIM pacTBOPOM HaTpUsi Xnopuaa Ao KoH-
LeHTpaLmm 3 Mnpa 1 20 MITH MUKPOBHLIX KneTok B 1 cm3 o onTuueckoMy cTaHAapTy MyTHOCTW. BakuuHy, passe-
AEHHYI0 A0 KOHUeHTpauun 20 MnH/cM3 MUKPOBHBLIX KIETOK, BBOAAT AECATU 6efbiM MbillaM MoAKOKHO B
o6nacTb cnuHbl no 0,5 cm3 . BakumHy, passeeHHyI0 40 KOHLeHTpaLmn 3 Mapa/cm3 MUKpOBHBIX KNeTok, BBOASAT
NATU MOPCKUM CBUHKAM NOAKOXHO B 06nacTk xueoTa B o6beme 2 cm3. BakuyHy cuutaloT 6e3speiHoil, ecnm ns
aecatn 6enbix Mblwen B TedeHne 10 CyTOK OCTaloTCs XMBLIMU He MEHee CeMU MbILLe, a U3 NSATU MOPCKUX
CBWHOK BBXKUBAKOT HE MeHee YeThIpeXx.

7.8 OnpeaeneHue UMMYHOreHHOMN aKTUBHOCTHU

7.8.1 [ns npoeaeHUa UCNbITaHUS BakUMH NMPUMEHSIIOT annapartypy, nocyay 1 matepuansl no 7.7.1 ¢
[OMNOMHEeHNeM:
MbiLwK 6enble maccon 14—16r.

7.8.2 MpoBeneHUe UcnbITaHUA

Ans ucneiTaHUa UCNONb3YOT TPU aMny bl N Tpy pnakoHa ¢ BakuuHOW. B kaxxayo amnyny (dpnakoH) ¢
BaKLMHOMN BHOCAT cTepUnbHbIA 0,9 %-HbliA pacTBOp HAaTpusA xnopuaa B 06beme, paBHOM 06beMy 10 BbICyLUMBA-
Hus. Mocne nonHol perngpartauny BakuMHy U3 aMmnyn (cnakoHOB) NEPeHOCAT B CTEPUIbHYIO NPOBGUPKY 1 U3
obLwei Npobbl roTOBAT pa3BeAeHns BakUMHbl B cTepunbHoM 0,9 %-HOM pacTBope HaTpus Xnopuaa ¢ KoHUeH-
Tpauueit xusbix 6akTepuii B 1 cM3, 3aBucALLE OT BUAA BaKLWHDI.

7.8.2.1 BakunHa npoTuUB canbMoHennesa TensT u3 aTTeHynpoBaHHoro wramma Salmonella dublin Ne 6

OnpeageneHne MMMYHOreHHOCT M BaKLMHbI HA MOPCKUX CBUHKaX

[nsi npoBepKN UMMYHOreHHOCTU 0TBUpaloT 20 MOPCKUX CBUHOK, U3 HAX 10 MOPCKUM CBUHKAM BBOASAT Bak-
LMHY NOAKOXHO B 06racTb xuBoTa B Ao3e 100 MIH MUKPOBHLIX KIeTok B obbeme 1 cm3, ocTanbHbIX 10 MOPCKUX
CBMHOK OCTaBMsAOT A1 KOHTPOSSA.

Uepes 14—16 cyTOK BaKLUMHUPOBAHHBIX M KOHTPOMbHBLIX MOPCKUX CBUHOK 3apaXKaloT MOAKOXKHO OTTUTPO-
BaHHOW CMepTeNbHON 0301 KOHTPOBLHOIO (BUPYNEHTHOro) wramma Salmonella dublin Ne 373.

HabntogeHue 3a onbITHEIMK XXKMBOTHBIMU BeAyT B TedeHue 10 cyTok nocrne ruéenu nonoBuHbI KOHTPOSb-
HBIX >KUBOTHBIX.

BakuuWHy cuMTaloT akTMBHOWM MpW BbKMBAHWN HE MeHee BOCbMU OMbITHLIX CBUHOK U rubenu He meHee
BOCbMM KOHTPOSbHbIX KUBOTHBIX.

OnpeaeneHne MMMyHOreHHOW aKTUBHOCTU Ha Henbix MblLLax

10 GenbiX MblLLel BaKLMHUPYIOT NOAKOXKHO B 06M1acTb CNWHLI B A03€e No 1 MIH XuBbIX 6akTepuii B o6beme
0,5 cm3 . Yepes 14—16 CyTOK UMMYHU3MPOBAHHBIX U 10 KOHTPOIbHBIX (HEBAKLMHUPOBAHHBIX) MbILLEA aHano-
TMYHOM MacCChl 3apaXkaloT MOAKOXKHO OTTUTPOBAHHOW CMepTenbHOW 40301 KOHTPOSbHOTO WiTamma Salmonella
dublin Ne 373.

BakuuHa gomkHa npeaoxpaHsaTb oT rmbenu He MeHee BOCbMU U3 10 UMMYHU3UPOBAHHBIX MbiLLEA NPy
rmbenn He MeHee YeM BOCbMMU M3 10 KOHTPOMbHBIX XUBOTHbLIX. CpoK HabnogeHns 3a ONbITHLIMU XKUBOTHbI-
M — 10 cyTok nocrne rmbenn NonoBMHbI MblLLENR B KOHTPOneE.

7.8.2.2 BakunHa npoTUB caribMOHesnesa MosoHsika KpyrnHoro poratoro ckota

OnpeaeneHne UMMyHOreHHOW aKTUBHOCTM Ha2 MOPCKUX CBUHKaX

[ns nposepkn UMMYHOreHHOCTU 0T6UparoT 20 MOPCKNX CBUHOK, U3 HAX 10 MOPCKUM CBUHKaM BBOAAT Bak-
LIMHY NOAKOXHO B 061aCThb XM1BoTa B 103€ 200 MITH MUKPOBHLIX KNEToK B 06beme 1 cM3 , ocTanbHbIX 10 MOPCKUX
CBUHOK OCTaBNAOT 4151 KOHTPONS.

Yepes 14—16 cyTOK BAKLMHUPOBAHHbBIX M KOHTPObHBIX MOPCKUX CBUHOK 3apakaloT MOAKOXHO OTTUTPO-
BaHHOW cMepTenbHOW [030M KOHTPONbHLIX WwWTammos Salmonella dublin Ne 373 w Salmonella typhimurium
Ne 371. Ha kaxxablih cepoBap UCMOSb3YIOT MO NATb OMbITHBIX U KOHTPOMbHBIX XXKUBOTHLIX.

HabniogeHue 3a onNbITHLIMK XXUBOTHLIMU BeAyT B TedeHue 10 cyTok nocne rubenuv nonoBuHbI KOHTPOSb-
HbIX JKUBOTHbIX.
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BakLMHy cuMTaloT akTUBHOW NPUY BbDKMBaHUW He MeHee YeTbipeXx OMNbITHBIX MOPCKUX CBUHOK U rbenu He
MeHee YeTbIpeX KOHTPOSIbHbIX XKUBOTHBIX, 3apaXXeHHbIX KaXbIM LUTAMMOM carnlbMOHenM.

OnpeaeneHne UMMYHOT€HHOM aKTUBHOCTM Ha Benbix MblLLIaxX

20 6enbIX MblLLEeA BaKUUMHUPYIOT MOAKOXHO B 061aCTb CMMHLI B A03€ 2 MITH XUBLIX OakTepuil B obbeme
0,5cm3.

Uepes 14—16 CyTOK UMMYHU3UPOBaHHbLIX U 20 KOHTPOSIbHBIX (HEBAKLMHUPOBAHHLIX) MbILLEA aHanoruy-
HOW MaccChl 3apaXkaloT MOAKOXKHO CMepTeNnbHON A030M BAPYNEHTHbIX WTtaMmoB Salmonella dublin Ne 373 n
Salmonella typhimurium Ne 37 1. Ha kaxabiin cepoBap Ucnosb3yloT o 10 KUBOTHBIX.

BakuuHa gormkHa npeioxpaHaTh OT rubenu He meHee BOCbMU U3 10 UMMYHU3UPOBAHHBIX MbILLEN B KaX-
Jow rpynne npurnbeny He MeHee YeM BOCbMU U3 10 KOHTPOMbLHBIX XXMBOTHLIX. CpoK HabnoAeHWs 3a ONbITHBIMU
XUBOTHbIMU — 10 cyTOK nocne rubéenn NosIOBUHBI MbILLIEN B KOHTpONe.

7.8.2.3 BakuuHaxuBas cyxasi NpOTUB caflbMOHeresa Bogonnasatolen nTuubl

[N npoBepKU UMMYHOTEHHOCTU OTOUPatoT 20 MOPCKUX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOASAT Bak-
LIMHY NOAKOXHO B 06MacTh XMBOTa B 03€ 300 MITH MUKPOBHBIX KNeToK B o6beme 1 cM3 , ocTanbHbIX 10 MOpCKUX
CBUHOK OCTaBISIOT A1 KOHTPONSI.

Yepes 14—16 cyToK BaKUMHUPOBAHHBIX U KOHTPOSbHBIX MOPCKUX CBUHOK 3apaXatoT MOAKOXKHO OTTUTPO-
BaHHOW CMepTenbHON 0301 KOHTPObLHOro Wwramma Salmonella typhimurium Ne 371.

HabntogeHue 3a oNbITHBIMU XKUBOTHBIMU BeAyT B TeueHue 10 cyTok nocre rubenu nonoBUHbI KOHTPOSb-
HbIX )KMBOTHbIX.

BakLuHy cuMTaloT akTUBHOW NPU BbDKMBAHUMA HE MEHEe BOCbMMU OMBITHBIX MOPCKMX CBUHOK U TMGenn He
MeHee BOCbMW KOHTPOSbHbIX X KUBOTHBIX.

7.8.2.4 BuBaneHTHasd BakuuHa NPOTUB canbMOHenne3a CBUHEN W3 aTTeHYMPOBaAHHbLIX LWTaMMOB
Salmonella typhimurium Ne 3 n Salmonella choleraesuis N2 9

Onsa npoBepKn UMMYHOTreHHOCTU OTOUpatoT 20 MOPCKMX CBUHOK, U3 HUX 10 MOPCKUM CBUHKaM BBOAAT Bak-
LIMHY MO/KOXHO B 0611aCTh X1BOTA B A03e 200 MITH MUKPOBHBIX KNeTok B o6beme 1cM3, ocTanbHbIX 10 MOpcKuxX
CBUHOK OCTaBNSAOT A5 KOHTPOSS.

Uepes 14—16 cyToK BakLMHNPOBAHHbLIX U KOHTPOSbHBIX MOPCKUX CBUHOK 3apaXkatoT NOAKOXKHO OTTUTPO-
BaHHON CMepTeribHOM [030M KOHTPONbHbIX wWTammoB Salmonella choleraesuis Ne 370 n Salmonella
typhimurium Ne 371. Ha kaxablil cepoBap UCNOb3YHOT MO NATb ONbITHLIX U KOHTPOSbHBIX XKUBOTHbIX.

HabntogeHue 3a onbITHBIMW JKUBOTHBIMK BeAyT B TedeHue 10 cyTok nocne rmbenu nonoBUHbLI KOHTPOIb-
HbIX XXMBOTHbIX.

BakunHy cuMTaloT akTMBHOW NpuW BbXKMBaHNM HE MeHee YeTbipex OMnblTHbIX CBUHOK U rnbenun He MeHee
YeTbIpeX KOHTPOMNbHbIX XKUBOTHBIX, 3apaXKeHHbIX KaXKabIM LUTaMMOM CarlbMOHe .

7.8.2.5 BakuuHa xuBas cyxasi NpoTUB canbMoHerfie3a CBMHEA U3 CYNPEecCopHOro peBepTaHTa
Salmonella choleraesuis Ne 9

OnpegeneHne UMMYHOreHHON akTUBHOCTW HA MOPCKUX CBUHKaX

[ns npoBepKkn UMMyHOreHHOCTN 0TOMpatoT 20 MOPCKMX CBMHOK, U3 HX 10 MOPCKM CBUHKaM BBOAST Bak-
UMHY NoaKoXKHO B oBracTb xueoTa B Ao3e 100 MIH MUKPOGHLIX KNeTok B o6beme 1 cM3, ocTanbHbIX 10 MOPCKUX
CBUHOK OCTaBNSOT A5 KOHTPOIS.

Uepes 14—16 cyT BaKLUMHNPOBAHHBIX 1 KOHTPOSbHBIX MOPCKUX CBUHOK 3apaXaroT MOAKOXKHO OTTUTPOBaH-
HOW cMepTenbHON 40301 KOHTPOMbHOrO WTamMa Salmonella choleraesuis Ne 370.

HabntogeHue 3a onbITHBIMW JKUBOTHBIMW BeAyT B TedeHue 10 cyTok nocne rubenu nonoBuHbI KOHTPOb-
HbIX )XMBOTHbIX.

BakuWHY cunTaloT akTUBHOM NPpU BbKMBAHUM HE MeHee BOCbMU OMbITHLIX CBUHOK U rMbenn He MeHee
BOCbMW KOHTPOMNbHBIX XKUBOTHBbIX.

7.8.2.6 BakuuHa npoTuB canbMoHennesa osey,

OnpegeneHne UMMYHOreHHOCTU BaKLMHBI HA MOPCKUX CBUHKaX

Ans npoBepkn UMMYHOTeHHOCTU 0TBUpPatoT 20 MOPCKUX CBUMHOK, M3 HX 10 MOPCKM CBUHKaM BBOASAT Bak-
LMHY NoaKkoXHo B obnacTu xuneoTa B gose 200 MiH MUKPOGHLIX KeTOoK B 06beme 1 cm3, ocTanbHbIx 10 MOPCKNX
CBUWHOK OCTaBMSIIOT 41151 KOHTPOMS.

Uepes 14—16 cyToK BaKLMHUPOBAHHBIX U KOHTPOMbHBLIX MOPCKUX CBUHOK 3apaxatoT MOAKOXKHO OTTUTPO-
BaHHOW CMepTenbHON O030M KOHTPONBLHOro WTaMmma Salmonella typhimurium Ne 371.

HabntogeHue 3a onbITHBIMW XUBOTHBIMU BeAYyT B TedeHue 10 cyTok nocne rubenu nonoBuHbl KOHTPOb-
HBIX XXMBOTHbIX.

BakuuWHy cunTaloT akTUBHOM NpU BbIXKMBAHUM HE MeHee BOCbMU OMbITHLIX CBUHOK U rmbenn He MeHee
BOCbMW KOHTPOMbHBIX XKUBOTHbIX.

OnpeaeneHne UMMYHOreHHOM akTUBHOCTW Ha BeNbIX MblLLax
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10 6enblX MblLLe BaKLMHUPYIOT MOAKOXKHO B 061aCTU CHBI B A03€ NO 2 MITH XUBLIX GakTepuii B o6beme
0,5 cm3. Yepes 14—16 cyToK MMMYHU3MPOBAHHBIX 1 10 KOHTPOMbHBIX (HEBAKLMHUPOBAHHbIX) MblLLE aHano-
TMYHOM Macchbl 3apaxatoT MOAKOXHO CMepTenbHOW 00301 BUPYNeHTHoro wraMmMa Salmonella typhimurium
Ne 371.

BakuuHa gormkHa npegoxpaHsTb oT rnbenn He meHee BocbMU 13 10 UMMYHU3MPOBAHHbLIX MbILIE Npur
rmbenun He meHee YeM BOCbMU 13 10 KOHTPOMbHBIX XMBOTHLIX. Cpok HaboAeHNs 38 OMNbITHBIMU XKUBOTHbI-
M — 10 cyTok nocne rnbeny NnonoBUHbI MbILLER B KOHTpOTE.

7.8.2.7 BakuuHa npoTuB canlbMoHesnesa caiHen n3 wtamma TC-177

MpoBepka MMMYHOreHHOM aKTUBHOCTW HA MOPCKMX CBUHKAX

[ns npoBepKn UMMyHOreHHOCTU oTBUpatoT 20 MOPCKUX CBUHOK, 13 HAX 10 MOPCKUM CBUHKaM BBOASAT Bak-
LMHY nogkoXHo B obnacTb xumeoTa B 4o3e 300 MiH MUKPOBHBIX KNeTok B 06beme 1 cM3, ocTarnbHbIX 10 MOPCKMX
CBWHOK OCTaBNAOT 4115 KOHTPOrS.

Yepes 16—20 cyTOK BaKLMHUPOBAHHBIX M KOHTPOMbHbIX MOPCKUX CBUHOK 3apaxatoT NoAKOXHO B 061acTb
XMBOTa OTTUTPOBAHHOW CMEPTENIbHON 40301 KOHTporbHoro Wwramma Salmonella choleraesuis Ne 370.

BakuWHy cuMTaloT akTUBHOWM NpY BbKUBAHWUN HE MEHEe BOCbMU OMbITHBLIX CBUHOK 1 rMBenn He meHee
BOCbMMW KOHTPOSIbHbIX XMBOTHbIX B TedeHne 7—10 cyTok. HabnogeHre 3a onbiTHBIMA XUBOTHEIMU BeayT B
TeueHue 10 cyTok nocre rubeny CBNHOK B KOHTPOE.

8 XpaHeHwe ¥ TpaHCNoOpTUpPOBaHNEe

8.1 BakuuHbl XpaHAT B 3aKPbITOM, CYXOM, TEMHOM MOMeLLEHUN B yakoBKe NponssoauTens. Temneparty-
pa xpaHeHus oT 2 °C go 10 °C B npeaenax cpoka rogqHoCTu.

8.2 Cpok rogHoCTV BaKUWH — OAWH rof € AaThbl U3roToBeHus. [JaTon N3roToBneHNs BakUMH CHUTaOT
AaTy oKoHYaHWs npoLiecca NMouInsaumu.

8.3 BakuuHbl TPaHCNOPTUPYIOT BCEMM BUAAMU TPaHCMopTa B COOTBETCTBUMU C AOKYMEHTaMu, AeNCTBYIO-
LWMMW Ha TEpPUTOPUN rocyaapcTBa, NpUHABLUEro cTaHaapT.

9 YkasaHusi N0 NPUMEHEHUIO

9.1 BaKuMHbI NPUMEHSIOT B COOTBETCTBUMN C UHCTPYKLIMSAIMM MO UX MPUMEHEHMIO.,
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YOK 619:616.98:579.852.1:615371:006.354 MKC 11.220

KntoueBble cnoBa: BakuWHa XMBasi, callbMOHEes3 XXUBOTHBIX, aTTeHyVIpOBaHHbIIZ wramm, MMKpOGI/IOJ'IOFI/I-
Yyeckad YncToTa, TUNNMYHOCTb POCTa, 6838pe,D,HOCTb, MMMYHOT€HHOCTb
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