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FOCT P 565283—2012
Mpeancnosue

Llenu n npuHumnel ctaHgaptusauum B Poccuiickon deaepauumn ycradosneHbl degepanbHbiM 3aKOHOM
oT 27 pekabpsa 2002 r. Ne 184-d3 «O TexXHMYECKOM perynupoBaHumy, a npasuna npuMeHeHUst HauuoHarnb-
HbIX cTaHaapToB Poccuiickon degepauun — FOCT P 1.0—2004 «CtanpgapTtusauus B Poccuiickoin degepa-
uumn. OCHOBHbIE NONOXEHUA

CeepgeHus 0O cTaHaapTe

1 PASPABOTAH ®epepanbHbiM rocyaapCTBEHHbIM OIOMKETHBIM yupexaeHuem «Bcepoccuiickuin ro-
CyaapCTBEHHbIM LIeHTp kavecTBa M CTaHAapTM3auUMM NEKapCTBEHHbIX CPEACTB ANA KUBOTHLIX U KOPMOBY»
(®IrBY «BrHKWM»)

2 BHECEH TexHu4yeckum komuteTom no craHaaptusaumm TK 454 «OxpaHa »U3HU 1 340pOBbSA HUBOT-
HbIX W BETEPUHAPHO-CaHnTapHasi 6e30MacHOCTbL NPOAYKTOB XXMBOTHOTO MPONCXOXKAEHUS U KOPMOBY

3 YTBEPXXOEH ¥ BBEOEH B JEWCTBME Mpukaszom deaepanbHOro areHTcTea no TeXHUYECKOMY pe-
ryNUpOBaHUIO U MeTponorun ot 29 Honbpa 2012 r. Ne 1457-ct

4 BBEJIEH BMEPBbIE

UHbopmauus 06 uMeHeHUsX K HacmosweMy cmaHOapmy nybrukyemcs 8 exe200H0 u3dasaeMom
UHhOPpMaUUOHHOM yKaszamene «HauuoHanbHble cmaH0apmbl», @ mekcm u3MeHeHull U nonpasok — e exe-
Mecs4HO u3dasaeMbiX UHGOPMAUUOHHbIX ykazamensax «HauyuornanbHble cmaHOapmbl». B cnydae nepe-
cMompa (3ameHbl) unu OMMEHbl Hacmosawieeo cmaHO0apma coomeemcmeyrouee ysedomrneHue 6ydem
onybnuKkosaHo 6 exemecs4yHo usdasaemMoM UHGPOPMAYUOHHOM ykazamere «HauyuoHanbHbie cmaHlapmbiy.
Coomeemecmeyrowas UHopMayus, yeedomneHue u mexKcmbl pasmewiaomes makxe 6 UHhopMauUoHHOU
cucmeme obuweeo nonb3oeaHus — Ha oghuyuaribHoMm calime ®edeparibHO20 azeHimemea o MexXHUYeCKoMy
pezyriuposaHuUio U MemMpoIoauU 8 cemu lHmepHem

© CtaHgapTtuHdgopm, 2014

Hacroswmin ctaHaapT He MOXET ObiTb MOMHOCTLIO MMM YaCTUYHO BOCNPOU3BEAEH, TUPAXMPOBAH M
pacnpoCTpaHeH B kayecTBe opuuManbHOro usganus G6es paspelieHus deaepanbHOro areHTCTa no TexXHMU-
YECKOMY PErysiMpoBaHnio U METPOSIOMMK
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HALULMWOHANBbHBIN CTAHOAPT POCCUMNCKOWN ®PELEPALUUMN

BAKLHbI NPOTUB BELWWEHCTBA XXBOTHbIX MHAKTUBUPOBAHHbIE
TexHUyeckue ycrnoBus

Inactivated vaccines against rabies of animals.
Specifications

Data BBegeHna—2014—01—01
1 ObnacTb NpUMEHeHus1

Hacroswuin ctanpapT pacnpocTpaHseTcss Ha WHaKTUBUPOBAHHbLIE MUOMUNU3UPOBAHHLIE U XXUAKUE
BaKUMHbI MPOTMB OeLueHCTBA XMBOTHLIX (ganee — BakUWHbI), NpeAHasHa4YeHHble ANS NPOMUNAKTUYECKON
MMMYHM3aLMN BOCNPUMMUMBBIX K GELLEHCTBY XXUBOTHBIX.

MpumedaHwua

1 MIHakTMBMpOBaHHbIE BaKLMHEI NPOTMB BeLUeHCTBa XUBOTHLIX NPeACTaBnAloT coboi rOMOreHHytlo Maccy WHaKTU-
BMPOBaHHOrO WTaMMa BUpyca GelueHcTBa, NMMoUnu3npoBaHHOro B 3alUMTHOW cpefe, NMBo CycneH3uto UHaKTUBMPO-
BaHHOro WTaMMma Bupyca GelleHcTBa, COPOUPOBAHHOIO Ha M’MAPOOKACH aniOMUHWUS UMW L PYruX af bloBaHTax.

2 BaKkuuHbI cofepXaT aTTeHyMpoBaBHHbIE (PUKCMPOBaHHbIE WTaMMbl BUpyca belleHCTBa —NepBOro reHoTuna.

2 HopmaTtuBHbI€ CChINKU

B HacTosLWweM cTaHgapTe NCNonb3oBaHbl HOPMAaTUBHBLIE CCbINKU HA cneayluwme ctaHaapThbl:

FOCT P NCO 7864-2009 Urnbl MHBEKLUMOHHbLIE OAHOKPATHOIO NPUMEHEHUS CTEPUNbHbIE

FOCT P MCO 7886-1-2009 LLUNpuubl MHBEKUMOHHbIE OAHOKPATHOrO NMPUMEHEHNA CTEpUrbHbIE. YacTb
1. LUnpuubl AN py4HOro MCMONb30BaAHUSA

FOCT P 51314-99 Konna4ku aniOMWHWEBLIE U KOMOMHMPOBAHHLIE ANSA YKYNOPKU NEKapCTBEHHbIX
cpeacts. ObLyMe TeXHUYecKkue ycrnoBus

FOCT P 51652-2000 CnupT 3TUMOBbIA PEKTUPUKOBAHHBIA U3 NULLEBOrO Cbipbsl. TexHU4Yeckue ycno-
BUSA

FOCT P 52682—2006 Cpeacrea nekapCTBEHHbIE ANSl BETEPUHAPHOIO NPUMEHEHUsi. TepMUHbI 1 onpe-
AenexHus

FOCT P 52683—-2006 Cpeactea nekapCTBEHHbIE AN BETEPUHAPHOIO NPUMEHEHUA. YNakoBka, Mapku-
poBKa, TPAHCNOPTUPOBAHWE U XPaHEHUE

FOCT P 54063-2010 CpeacTBa nekapcTBEHHbIE ANA BETEPUMHAPHOIO NpuMeHeHus. Metoabl onpeae-
neHusi 6e3BpeaHOCTH

FOCT P 52684—-2006 Cpeacrea nekapCTBEHHbIE ANl BETEPUHAPHOTO NpUuMeHeHus. Npasuna npuem-
Ku, meToabl otbopa npo6

FOCT 12.0.004-90 Cucrtema craHgapros 6e3onacHoctu Tpyaa. OpraHu3auus obyveHus 6e3onacHo-
¢t Tpyaa. Obme nonoxeHus

FOCT 12.1.004-91 Cucrema cranaaptoB Ge3sonacHoctu Tpyaa. lNMoxapHas GesonacHocTb. Obume
TpeboBaHua

FOCT 12.1.005-88 Cucrema crangaptoB 6e3onacHoctu tpyaa. Obume CaHUTApHO-TUTMEHUYEecKUe
TpeboBaHusA k Bo3ayxy paGoueii 30HbI.

rOCT 12.1.008-76 Cucrema cranaaprtoB 6esonacHoctu Tpyaa. buonornyeckas besonacHoctb. O6-
wme TpeboBaHus.

FOCT 12.2.003-91 Cucrema craHgaprtoB 6esonacHoctu Tpyaa. O6opyaosaHue npou3BoACTBEHHOE.
Ob6wue TpeboBaHusa 6e3onacHOCTH

FOCT 12.3.002-75 Cucrema craHaapToB 6esonacHocTu Tpyaa. Mpouecchl Npou3BoACTBEHHbIE. O6-
wue TpeboBaHuA 6e3onacHoOCTU

FOCT 12.4.011-89 Cucrtema crangaptoB 6esonacHoctn Tpyaa. CpeacrBa 3awmtbl paboTaioLLmx.
O6wue TpeboBaHuA u knaccudukaums

FOCT 17.2.3.02-78 OxpaHna npupogbl. ATMocdepa. Mpasuna ycTaHOBNEHWUS AONYCTUMbIX BbIOPOCOB
BPEAHbIX BELLECTB NPOMbILLIIEHHBIMU NPEANPUATUAMN

FOCT 5556-81 Bata MeaMLMHCKas TMrpockonnyeckas. TexHu4eckue ycroBus

FOCT 6709-72 Boga aucrunnuposaHHas. TexHuyeckne ycnosus

MspaHne ocpuumnancHoe 1
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FOCT 9142-90 Awmku n3 roppmpoBaHHOIO KapToHa. ObLme TEXHUYECKUE YCIOBUSA

FOCT 9293—74 A30T razoo6pasHbiil U XXUakuin. TeXHM4eckue ycroBus.

FOCT 10157—79 AproH razoo6pasHbiit U XXuakui. TeXHUYECKUe yCnoBuUsl.

OCT 12301-2006 Kopobku u3 kaptoHa, bymaru u KoMOGMHUPOBaHHbLIX MaTepuanos. Obwme TexHuye-
CKue ycnoBwusi

FOCT 12303-80 Mauku U3 kapToHa, Gymaru U KOMOMHMPOBAHHBLIX MaTepuanoB. O6LWMe TeXHUYECKUE
ycnosus

FOCT 14192-96 MapkupoBka rpy3oB

FOCT 17206-96 Arap Mukpobuonorudeckuii. TexHu4eckme ycrnoBus

FOCT 21241-89 MNuHueTbl MeauuuHckue. Obme TexHuieckne TpeboBaHns U MeTOA bl UCNbITaHWUM

FOCT 22967-90 LLUnpuubl MEAULIMHCKME UHBEKLIMOHHBIE MHOFOKPATHOTO NMpUMEHeHUsA. ObLme TexHu-
yeckue TpeboBaHUA M METOAbI UCTIbITAHUI

FOCT 24061—2012 Cpeacrea nekapcrBeHHble Guonornyeckue nMounuanpoBaHHbie ANA BETEpUHap-
HOro npumeHeHusi. Metoa onpeaeneHns MaccoBOW A0NM Briaru

FOCT 25336-82 lNocyna u obopyaosaHme nabopatopHble CTEKNAHHbIE. TUnbl, OCHOBHbLIE NapamMeTpbl
1 pasmepbl

[OCT 25377-82 Urnbl MHLEKLMOHHLIE MHOTOKPATHOIO NPUMEHEHUs. TeXHUYECKME yCrnoBua

FOCT 27785-2012 Cpeacrea nekapcrBeHHble buonormyeckue nuounnuanpoBaHHbie ANA BETEpUHap-
HOro npumeHeHus. Metoa onpegeneHua kucropoaa Bo dnakoHax

FOCT 28083-2012 Cpeacrea nekapcrBeHHble Guonornyeckme nuounuanpoBaHHble ANsl BeTepuHap-
HOro npumeHeHusi. MeTtoz KOHTpOns BakyyMa B amnynax u onakoHax

FOCT 28085—-2013 Cpeacrea nekapcrBeHHble Guonormyeckue ansi BETEPUHAPHOro npuMmeHeHus. Me-
T0A 6aKTEepMONOrMYecKoro KOHTPONs CTEPUNLHOCTU

FOCT 29230-91 (MCO 835-4-81) MNMocyna naboparopHas creknsiHHasi. [MuneTtkn rpagyvpoBaHHbLIE.
Yactb 4. NvuneTku BbliAYyBHbIE

NMpumeyaHu e—Npn NONb30BaHUM HACTOALLMM CTaHAAPTOM Lieriecoobpa3Ho NPOBEPUTL AEHCTBUE CCbINOY-
HBIX CTaHAApTOB B UHOPMALMOHHOW cUCTeMe OBLLEro Nosib3oBaHuss — Ha ouLMarbHOM caiite defleparnibHOro areHT-
CTBa M0 TEXHUYECKOMY PEerynMpoBaHUIO U METPOSIOTUU B CETU MHTEPHET UMM eXerofHo u3gaBaeMoMy ykasaTento «Ha-
LMOHarbHele CTaHAapThI», KOTOPLIA ONyGNUKOBaH NO COCTOSHUIO Ha 1 SHBapA TeKyLUero roaa, u No COOTBETCTBYIOLUM
eXeMecAYHO U3faBaeMbiM MH(OPMaLMOHHLIM YKasaTenaM, onyGnukoBaHHLIM B TeKyLeM rogay. ECnn ccbiNnoyHbIR CTaH-
JapT 3aMeHeH (U3MeHeH), TO Mpu MoSb30BaHUM HACTOSALMM CTaHAAPTOM CriefyeT PyKOBOACTBOBATLCS 3aMEHSIIOLUM
(U3MEeHeHHbIM) cTaHAapToM. Ecni ccbinoYHbIA CTaHAapT OTMeHeH Ge3 3aMeHbl, TO NOMOXeHWe, B KOTOPOM AiaHa cebinka
Ha Hero, NPUMEHAETCA B YacTu, He 3aTparuBatoLLell aTy CCbIrKy.

3 TepMuHbI U onpepeneHns

B HacTosiLeM cTaHgapTe NPMMEHEHbI CMEAYIOLWME TEPMUHLI C COOTBETCTBYIOLLMMU ONPEENEHUAMM:
3.1 BaKuMHa uMHaKTUBMpOBaHHasA: IMMyHOOMONOrMYeCKUin npenapart, nony4yaembii U3 MHAKTUBUPO-
BaHHbIX BaKLUMHHbIX LLITAMMOB MUKPOOPraHU3MOB, BO30yauTenein 6onesHer XMBOTHbIX U YerloBeka.
3.2 BakumHauus: MNpuMeHeHre BakUMHbI ANS NPeaynpexaeHns MHEKLMOHHOW GonesHu.
3.3 wramm (BakUMHHBIA): [eHeTUYECKU OaHOPOAHAA NONMYMAUMA MUKPOOPraHW3MOB C NOCTOSIHHBIMMU,
HacnegCTBEHHO 3aKpenneHHbIMU CBOWCTBAMM.
3.4 cepusa BakuuHbl: OnpejeneHHoe KONM4YecTBO BaKUUHbI, U3rOTOBIIEHHOW 3@ OQUH TEXHOMNOrm4e-
CKWIA UMK B OAHUX NPOU3BOACTBEHHbIX YCMOBUSAX U3 OQHOW pacnfoaku LwraMmma, CMELLaHHOW C 3aLMTHON
cpefon, pacdacoBaHHOW B OAHOPOAHYIO Tapy, BbICYLUEHHOW B OAHOM CyGnuMMauUMOHHOM annapaTe, Of4HO-
poAHOI Mo nokasaTtensamM KadecTBa, NoJyYnBLLEN CBOW HOMEP CEPUM U OCPOPMIEHHOW OOHUM JOKYMEHTOM O
KayecTse.
3.5 6e3BpegHOCTb (BakuMHbI): OTCYTCTBME BpPEAHbIX ANA OpraHn3mMa nocreacTBuii MECTHOro u 06-
LLero xapakrepa nocrie BBe4EHUS BaKLMHbI.
3.6
[03a NeKapCTBEHHOrO cpeacTBa AN BETEPUHAPHOro NpuMeHeHus: OnpeaeneHHoe Konuye-
CTBO NEKapCTBEHHOrO CPEACTBA ANSi BETEPUHAPHOTO NPUMEHEHUS, BBOAWMOIO B OPraHn3M XXUBOTHOTO.
[FTOCT P 52682-2006, pasgen 2, cratbs 21]
3.7
netanbHas A03a fieKapCTBEHHOro CpeAcTBa ANA BETEPUHAPHOIrO NpUMeHeHUus: Konuyectso
NEeKapCTBEHHOrO CPEACTBA AN BETEPUHAPHOTO NPUMEHEHUS, MPUBOASLLEE XUBOTHOE, ANS NEYEHUs KO-
TOPOro AaHHOE CPefiCTBO NpeAHa3Ha4eHo, K NIeTanbHOMY UCXOAY.
[FOCT P 52682-2006, pasaen 2, ctratbs 22]
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3.8 MMMYHOreHHOCTb: CnOCOOHOCTb BaKUMHbI BbI3bIBaTb Y BaKUMHUMPOBaHHbLIX 0cobel ¢hopmupoBa-
HWUE COCTOSIHUSA HEBOCNPUUMYMBOCTU K MHPEKLIMOHHOI GonesHu.
3.9 BoKyMeHT o kauecTBe: [I0KyMeHT, NoATBEPKAAIOLLMI COOTBETCTBME KaUeCTBA BaKUMHbI TpeboBa-

HUSIM cTaHaapra.

4 TexHuueckue TpedboBaHunA

4.1 BakyuHbl AOMKHbI COOTBETCTBOBATL TPEOOBAHMSAM HACTOAILLEr0 CTaHAAapTa M U3roTaBNMBaTLCS B
COOTBETCTBUU C TEXHONOMMYECKMMM PErnameHTamMmu Npou3BoACcTBa.
4.2 BakuuHbl N0 HPUIMKO-XUMUHECKUM U BNONOrMYECKUM CBOWCTBAM AOMKHbI COOTBETCTBOBATL Tpebo-

BaHUSIM M HOPMAaM, YKa3aHHbIM B Tabnuuax 1 um 2.

Ta6nuuya 1-/okasarenu ka4ecTsa NMOQUNU3MPOBAHHBLIX BAKLUH

HaumeHoBaHue nokasarens

XapakrepucTuka u HOpMbl

BHewHuin Bua u uet

FomoreHHasi cyxas nopucrasi macca
KPEMOBOIO LIBETA

Hanuune nocTtopoHHen npumecu, HapyLeHUe KOHCUCTEH-
U1K, HapyweHne LUenoCcTHOCTU amnyn (nakoHOB)

He gonyckaetcsa

Bpems pecycneH3upoBaHusi, MUH, B Npeaenax

1—2

Maccosaa aona snaru, %

1—3

Hanuuue sakyyma B amnynax

HomkeH ObITb Bakyym

Hanu4yue kucnopoaa Bo prakoHax ¢ a3otom, %, He bonee

1

KonTamuHauus 6akrepuanbHomi, rpubHON Mukpodiopon u
MUKOMIazMamm

He aonyckaetcs

MonHoTa UHaKTUBaLUun

Bupyc 6elueHcTBa A0MKEH ObITb NOMHO-
CTbI0 MHAKTUBUPOBAaH

I/ImmyrgoreHHaﬂ aKTUBHOCTb (MHAEKC UMMYHOTEHHOCTH),
ME/cm”, He meHee

1

BesBpeaHOCTb

HomkHa ObiTe 6e3BpegHa

T a6 nwuuya2—Tllokasarenu kKa4ecTBa Xuaknux BakUuH

HaumeHoBaHue nokasarens

XapakrepucTuka u HOpMbl

BHewHWn Bua n uset

F'omoreHHasn B3BECb CBETNO-CEPOro un
PO30BOrO LiBeTa, KOTOpas npu oTcrauBa-
HUM paccnavBaeTcsl ¢ 06pa3oBaHuem
CBETNO-CEeporo ocajka u Npo3payHom Ha-
[0Cai0MHON XXUAKOCTHU

Hanuune nocTopoHHe NpUMecH, HapyLUEHNEe KOHCUCTEH-
LMW, HApyLIEHWe LIeNnoCTHOCTU ammnyn (hnakoHOB)

He ponyckaetcsa

BogopoaHsbii nokasarens, ea. pH

7,305

KoHTamuHauusi 6aktepuansHom, rpuGHON MUKPOhNOpoN u
MUKonnasmamu

He gonyckaetcs

MonHoTa nHakTueBauun

Bupyc OelueHCTBa JOMKEH ObiTb NOJSHO-
CTbI0 MHAKTUBMPOBAH

MMMyHOreHHasi akTUBHOCTb (MHAEKC UMMYHOTE€HHOCTH), ME/
cM’, He MeHee

1

BesBpeaHOCTb

JomkHa 6biTh 6e3BpeaHON

4.3 YnakoBKa U MapKMpoBKa

4.3.1 BakuuHy paccacoBbIBalOT B CTEPUISIbHBIE aMITyNbl UMK CTEPUIbHBIE (PNAKOHBI.

MHAKTUBMPOBAHHYIO BUPYCCOAEPXALLYIO CYCMEH3UI0, PAa3BEAEHHYIO CPEAON BbICYLUMBAHUSA, pacdaco-
BbIBaIOT 110 0,5 — 1,0 CM° B CTEPUIbHBIE aMMyrbl BMECTUMOCTBIO OT 2 0 5 cm unu no 1 — 6 cM® 8o chnako-
Hbl BMECTUMOCTbIO OT 10 g0 20 oM’ u noasepraloT nModunbLHON cyLuke. Mo okoOHYaHuKU nuodunusaumm
amnynbl 3anavBaloT N0z BaKyyMOM MU 3anOMnHSAIOT CTEPUIbHBLIM ra3om (asotom no MOCT 9293 unu apro-
HoMm no FOCT 10157) u 3anauBaioT; pnakoHbl 3anonHal0T asotom no MOCT 9293, ykynopuBaloT cTepunb-
HbIMW PE3UHOBBLIMU NPOBGKaMKU U 0BHMMAIOT anNOMUHUEBBLIMU Konnadkamu no FOCT P 51314.

3
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XKunakyto BakuuHy pacgacossisaiot no 0,5 - 1,0 oM’ B CTEepUINbHbIE amMyIbl BMECTUMOCTbIO OT 2 A0 5
cm>; unu no 1 — 6 cM> BO ¢pnakoHbl BMECTUMOCTBIO OT 10 40 20 cM® . AMNyribl 3ananBatoT; hnakoHbl yKyno-
pPMBAIOT CTEPUNBHBIMU PE3UHOBLIMM NpoBkamn u  O0GXMMAIOT anioMUMHUEBbIMM konnadkamu no FOCT P
51314. fonyckaioTcs gpyrne o6bembl pacacoBku BaKUMHBI MO 3anpocy notpebuteneii.

4 3.2 Ha amnynbl (hnakoHbl) C BaKUMHON HAKNEUBAIOT STUKETKY C yKasaHUEM:

- HAUMEHOBAHMA OPraHU3aLUUu-NPoOU3BOAUTENS;

- HAUMEHOBAHUSA BaKLMHbI;

- HOMepa cepuu;

- Aarbl BbiNycka (Mecaua u roaa);

- cpoka rogHocTtu (Mecsua u roaa);

- KONUYeCcTBa 103 BakKUUHbI B amnyne (donakoHe).

4.3.3 Amnynbl (pnakoHbl) ¢ BakunHON B konuyectse 10 — 50 LIT. yNakoBbLIBAIOT B KAPTOHHbLIE KOPOOKM
no FOCT 12301 unu kapToHHble nadku no MOCT 12303 ¢ HanuumMeM neperopoaok, obecneunBaroLUX MX
HENOABWKHOCTb U LIENOCTHOCTL. B kaxayio kopoOky (navky) BKNaabIBAOT UHCTPYKLMIO MO MPUMEHEHMUIO.

4.3.4 Ha kopoOKy ¢ BaKLUMHON HAKNEUBAIOT 3TUKETKY C YKa3aHUEM:

- HAUMEHOBAHUSA BaKLUMHbI;

- HAVMEHOBAHUA OPraHN3aLUMKU-NPOU3BOAUTENSA, ee aapeca, TenedoHa U TOBAPHOIO 3HAKa;

- HOMepa cepuu;

- Aatbl Bbinycka (mecsua u roga);

- HOMEpa PErMCTPALMOHHOTO YA 0CTOBEPEHUS;

- Cpoka roaHocTu (Mecsua u roaa);

- cnocoba NnpuMeHeHus;

- KOMM4YecTBa 03 B KOPoOke (nadke);

- chbopmbl BbINyCKa;

- YCNOBUW XPaHEHUS;

- Haanuou: «[Ana BeTepUHapHOro NPUMEHEHUAY;

- LUTPUX-KOAa;

- 3HaKa COOTBETCTBUA,

- 0003Ha4YeHNA HACTOALLEero CTaHaapTa.

4.3.5 KopoOku ¢ BakUMHOM ynakoBbIBAKOT B ALMKU U3 roppupoBaHHOro kaptoHa no MOCT 9142 wnu
Apyrie aHanoruyHble, o6ecrneymBaloLLue COXpPaHHOCTb BaKLUHbLI NpU TpaHcnopTupoBaHuu. Macca 6pyTTo
Awmka He Gonee 20 kr.

B kaablii ALUMK BKNAAbLIBAIOT Y€TbIpe—NATh 9K3EMNNSIPOB MHCTPYKUUMU NO NPUMEHEHUIO W YNAKOBOY-
HbIl IUCT C yKa3aHUeMm:

- HAUMEHOBaHMA N aapeca OpraHnM3auun-NPoOU3BOAUTENS;

- HAUMEHOBAHUSA BaKLMHbI;

- HOMepa cepuu;

- AaTbl BbINyCKa;

- CpOKa rofiHOCTH;

- KOnu4ecTBa KOpobokK (navek) B ALLMKE;

- hamunum unu Homepa ynakosLumKa.

4.3.6 Ha kaxxgoe rpy3oBoe MecTo (SILLMK) HAHOCAT TPAHCNOPTHYIO MapkupoBky no MOCT 14192 ¢ yka-
3aHMEM MaHUMYMALMOHHBIX 3HAKOB: «Xpynkoe. OCTOpOXHO», «OrpaHuy4eHne TemnepaTypbl», «Bepx».

4.3.7 MapkupoBka, XapakTepusyioLan ynakoBaHHYIO NMPOAYKLUMIO, AOMKHA coaepaTb cneayloLime
AaHHbIE:

- HAUMEHOBAaHNE OpraHn3aUun-NPoOU3BOAUTENS, €€ TOBApHbIN 3HAK, aapec u TenedoH;

- HAMMEHOBaHNE BaKUMHbLI U KONU4ECTBO KOPOOOK (Navek) B siLLMKe;

- HOMep cepum;

- AaTy BbINYCKA;

- CpOK rogHOCTH (Mecauy U roa);

- YCNOBUS XpPaHEHUA U NePeBO3KH;

- Maccy HeTTo;

- HaaNUCb: «[1NA BETEPUHAPHOTO NPUMEHEHUSI».

JonyckaeTcsa HaHeceHne AOMNOMHUTENLHON MHAOPMAaUUM B MApPKUPOBKY, XapaKTEPU3YIOLLYIO YNakKo-
BaHHYIO NPOAYKLMIO.
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5 TpeboBaHua 6e30nacHOCTH

5.1 Mo OGwuonornyeckon 6GE30NaCHOCTW BakuWHA [OMkHa cooTBeTcTBOBaThL TpeboBanuam [OCT
12.1.008.

5.2 B npouecce nponw3BoAcTBa BaKUWH HEOOXOAMMO OCYLLECTBMATL KOHTPOSb 3a BbINOSIHEHWEM Tpe-
6oBaHuit obecneveHus noxapHoun 6eszonacHocTu no FOCT 12.1.004.

5.3 Mpou3BOACTBEHHDIA NPOLECC AOMKEH ObITb OPraHM3oBaH B COOTBETCTBUU C TpebosaHuammu MOCT
12.3.002, a npon3BoACTBEHHOE 060PYA0BAHUE AOIMKHO cooTBeTCTBOBaTL FOCT 12.2.003.

5.4 OBby4yeHue nepcoHana mepam 6e30MacHOCTU OMKHO BbiTk OpraHn3oBaHo B cooTBeTcTBUU G TOCT
12.0.004.

5.5 CpeacrtBa 3awmThl paboTaloLmx 40MKHLI COOTBETCTBOBaTL TpebGosaHuam MOCT 12.4.011.

5.6 Bo3ayx paboyern 30Hbl JOSDKEH COOTBETCTBOBATL TpebosaHusim MOCT 12.1.005.

5.7 KoHTponb 3a BbIOpOCamu BO BHELLHIOIO Cpefly AOIMKeH OblTb OpraHu3oBaH B COOTBETCTBUM C TOCT
17.2.3.02.

5.8 YTunusaumio BakuMH C UCTEKLIMM CPOKOM FOAHOCTU U CEPUid, HE BblAEpXaBLUMX KOHTPOSbHbIX UC-
MbITaHUIA, OCTABLUMXCA MOCMNEe UCNbITAHUIA, MPOBOAAT NYTEM KUNsYeHus B TedyeHue 30 MMH UnM aBTOKNaBM-
poBaHusi B Te4yeHue 15 mun npu gaesnenun (0,11 + 0,2) MMa ¢ cobnogeHnemM Tpebosanuin [1].

6 MpaBuna npuemku

6.1 Kaxxgasa cepusi BakUMHbI JOMKHA ObITb NMPUHATA (MPOBEPEHA) OTAENOM, OTBEYAKOLUMM 38 KOHTPOIb
KayecTBa NPOAYKUMKM opraHusauuu-npoussoautens, cornacHo FOCT P 52684. Mocne npoBeaeHUSA KOHTPO-
NS Ha KaXAYH0 Cepuio BaKLUMHbI 0OPOPMIIAIOT JOKYMEHT O Ka4ecTBe.

6.2 B fokymeHTe 0 kauecTBe yKasblBaloT:

- HAaUMEHOBaHWE OpraHn3aLun-NPoOu3BoAUTENS;

- HAUMEHOBaHWE BaKLMHbI;

- HOMEp cepuu;

- AaTy M3rotoBneHua (Mecau u rog);

- 06bem cepuu;

- pe3ynbTaTtbl UCMbITAHMA BaKLMHBLI NO NOKa3aTeNAM Ka4yecrTBa;

- CPOK rogHoCTH (Mecsay u roa);

- YCNOBUS XPaHEHUS;

- 0603Ha4YeHne CTaHAapTa;

- HOMEp U AaTy Bbi1a4mn JOKYMEHTA O KayecTse;

- 3aKMOYEHNE U NOANUCH YNOMHOMOYEHHOrO NULA, BbIAABLLETO AOKYMEHT O KAYeCTBe.

6.3 [na KOHTpONs KayecTBa BaKUMHbLI OT Ka)xaon cepum oTOMpaloT BbIGOPKY B konuyectee 40 amnyn
(dbnakoHoB). 20 amnyn (chnakoHOB) C BAKUMHON MCNONbL3YIOT ANA NPOBEAEHUS UCTbITAHUSA NO NoKasaTenam
KavecTBa, yKkasaHHbIM B Tabnuue 1 unu 2, a 20 amnyn (hnakoHOB) HANPABASAIOT B apXUB OTAENA, OTBEYalo-
LLero 3a KOHTPONb Ka4eCTBa NPoAYKLMUM OpraHn3auun-npousBoauTens.

ApxuBHble 00pasLbl XpaHsiT B apXUBe B TEYEHWE CpOKa FrOIHOCTM COrnacHo pasaeny 8.

6.4 ApxuBHble 00pa3sLbl MAPKUPYIOT HAAMUCLIO «APXMBY», OMEYaTbiBAIOT U CHAGXKAIOT JOKYMEHTOM C
yKasaHuem:

- HAUMEHOBAHUS BaKLWHbI,

- HOMepa cepuu;

- Aatbl Bbinycka (MecsiL, v roa);

- aatbl oTOopa 06pasLoB;

- obbema cepuu;

- Konu4yecTtBa oTobpaHHbIX 06pa3LoB;

- AOIMKHOCTW M noanucu nuua otobpaswiero o6pasupl;

- Cpoka rogHocTu (Mecsaua u roaa);

- 0603HaYeHUs HACTOSILLIErO CTaHAapTa;

- CpOKa XpaHeHus 00pasLoB B apxuBee.

6.5 [pu HeyaOBNETBOPUTENLHLIX Pe3ynbTatax UCMbITaHMI XOTA Obl N0 OAHOMY U3 nokasarenen, no
HEeMY NPOBOAST NMOBTOPHBbIE UCTbLITAHWS HA YABOEHHOM KonuyecTBe 00pa3sLOB BaKLMHbI, B3SITOM OT TOW e
Cepuu U Ha YABOEHHOM KOMUYECTBE MATEPUanoB W XUBOTHLIX. Pe3ynbTaTbl NOBTOPHBLIX UCTILITAHUIA CHUTa-
10T OKOHYAaTENbHLIMU U PACNPOCTPAHSAIOT HA BCIO CEPUIO.

B cnyyae HeyOBNETBOPUTENBLHLIX PE3YNbTAaTOB MOBTOPHOW NPOBEPKU, CEPUI0 BAKLMHbLI CYUTAIOT HE
COOTBETCTBYIOLLEH TpebOBaHUAM HACTOSILLErO CTaHAapTa, ee OpakyloT U YHUHTOXKAKOT CornacHo 5.8.

6.6 KoHTponb kayecTBa BaKUWHbI, MOCTYNAOLWWEN No peknamaumu, NpoOBOAUT OpraHu3aumsi — Npou3Bo-

5
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JuTenb, a NPU pasHOrnacusax B OLIEHKE KAYeCTBa MeXay Npou3BoaAUTENEM W NOTpeGUTENneM, KOHTPOb Npo-
BOAMUT OPraHu3aLuns, ynonHoMOYeHHasi cheepasbHbiM OPraHOM UCTIOSHUTESIBHOM BACTH.

7 Metoabl UCNbITaHUA

7.1 OnpeaeneHue BHELWHEro BUAA, LIBETA, HanM4usl MOCTOPOHHEN NPUMECH, HapyLUeHWUs LeNOCTHOCTH
(Hanuune TpewwH) amnyn ((PNaKoHOB), UIMEHEHUSI KOHCUCTEHLIUM MPOBOAAT BU3YanbHO, OAHOBPEMEHHO
npoBepsAs NPaBUIIbHOCTb MapPKUPOBKMN.

7.2 Onpeaenenlune pH NpoBOAAT B COOTBETCTBUM C [2] M UHCTPYKUMEN No 3kcnnyaTtauuu npubopa (pH-
MeTp).

7.3 Onpepenenue BpeMeHU pecycneH3upoBaHus

7.3.1 MaTepuanbl n peakTuBbl

MuneTku rpagyMpoBaHHbIE BMECTUMOCTBIO 2 U 5 cm® no FOCT 29230.

Pacteop Hatpus xnopuaa 0,9 %-Hbii n3otoHuyeckun ot 7,2 no 7,4 ea. pH no [3] unn soaa ancrun-
nuposaHHana no NOCT 6709.

7.3.2 NpoBeaeHue onpeaeneHus

[ns onpeaeneHus BpEMEeHU peCyCneH3MpoBaHUA B TpU aMmnynbl ((onakoHa) ¢ Cyx0on BakLUMHON BHOCAT
pactBop HaTpua xnopuaa 0,9 %-Hblit U3OTOHUYECKMIA UMW AUCTUNNIMPOBAHHYIO BOAY B o6beme, COOTBETCT-
BytoLLLEM 06beMY BakLMHbI 40 BbiCyluMBaHuA. [ocne aroro amnynbl (bnakoHbl) BCTPAXMBAIOT U HabniogaloT
3a pecycrneH3MpoBaHUeEM BakuuHbl. B TeueHne 1 — 2 muH B amnyne JormkHa 00pa3oBaTbCA paBHOMEpHas
B3BeCb 6enoro unu cBeTno-ceporo ugeta 6e3 xnonbeB U ocagka. Ecnu BakuuHa nnoxo pacTtBopseTcs unm
COAEPXKUT XII0MbS, TO BaKUUHY GpakyioT.

7.4 Onpeaenexne maccoson gonu snaru — no FOCT 24061.

7.5 Onpenenexnne Hanuuus Bakyyma B amnynax — no FOCT 28083, kucnopoga u asota Bo ¢hnakoHax
—no MOCT 27785.

7.6 OnpegeneHne KOHTaMUHaLMu 6akTepuanbHON, rPUOHON MUKPOMIOPOI U MUKONFIa3MaMu

7.6.1 OnpegeneHne KOHTaMMHaL UM GakTepuanbLHON U rPU6HON MUKpod nopon

Ons onpeaeneHns KOHTaMuHauuu OakTepuanbHOW M rpubHOM MUKPO(IOPOM UCTONBL3YIOT TPU amny-
nbl (hbnakoHa). MoceB NPOBOAAT M3 Kaxkgomn npobbl B cooTBETCTBUM C [4] 1 TOCT 28085.

7.6.2 OnpegeneHne KOHTaMUHALUU MUKOMNasmamm

7.6.2.1 OnpefeneHne KOHTaMMHaLUMn MMKkonnasmaMu nposoasT B cooteetcTaun ¢ FOCT 28085.

7.6.2.2 KOHTamMyHaUMO MUKONNazMaMm Takke onpeaensaloT MeToA0M NOAMMEPa3HON LENHOW peakumu
(MUP) ¢ noMoLUblO TECT-CUCTEM ANS BbiIBNEHWUA Bo3OyauTenein mukonnasmosa. Metoa MOXET UCNONb3O-
BaTbCA KaK anbTepHaTUBHbIN.

7.7 OnpepeneHue NOMHOTLI UHAKTUBALMK BUPYca GeleHcTBa

7.7.1 MaTepuanbl n peakTuBbl

Mbiwu 6enble KMMHM4ecku 310poBble maccon 8 — 10 T.

Urnbl uHbekumnoHHele no MOCT 25377 u FOCT P UCO 7864.

MuneTku BMecTUMOcTbio 1 1 10 cm® no FOCT 29230.

Mpo6upku no FTOCT 25336.

CnupT 9TMNOBBINA pekTudukoBaHHbiii no FOCT P 51652.

Wnpuubl no FOCT 22967 unn FTOCT P UCO 7886-1.

7.7.2 NMpoBeaeHue onpeaeneHun

Coaepxumoe Tpex hnakoHOB C BaKLMHOW 0OBLEAUHSIOT B OAHON €MKOCTU U BBOAAT UHTpaLepebpanb-
HO gecsaTu mbiwam no 0,03 cM°. 32 HUBOTHBIMM BeAyT HabniogeHue 14 cyT.

7.7.3 OueHka pe3ynbTaToB

BakunHa cuuTaeTcs NOMHOCTLIO UHAKTUBUPOBAHHOM, ECNU BCE MbILLK OCTaIOTCA XMUBLIMU U 340POBLIMU
B TeYeHWe Bcero cpoka HabnioaeHusi. [lonyckaetca rmbenb He 6onee ABYX XMBOTHLIX B TEYEHUE NEPBbIX
NATU CYTOK NOCre MHOKyNAuuMu. Mo3r normbLumx Mblen UccneayiotT MeTtoagoM UMMYHOdNyopecLeHUUmn ¢
Lienblo UCKITIOYEHMS Hanuuust Bupyca belueHcTBa B Matepuane.

7.8 OnpegeneHue UMMYHOr€HHOM aKTUBHOCTU BaKLMHbI

MIMMYHOrEeHHYI0 aKTUBHOCTb BaKLMHbI ONpeaensior 06beMHbIM METOAO0M Ha 6enbiX Mbilwax, No KOTo-
pomy cpaBHMBaIlOT 50 %-Hoe koHeuHoe pa3BegeHne (KPsp) ucnbityemon BakuuHbl C 50 %-HbIM KOHEYHbIM
pa3BeaeHueM aHTupabuyeckon peepeHC-BaKkLMHbI.

7.8.1 MaTtepuanbl n peakTuBbl

Mbim 6enble knMHUYeCku 3gopoBbie maccon 10 — 12 .

OTpacneBoi CTaHAApTHbIii 0OpaseL, UMMYHOT€HHOCTU aHTUpPabu4eckon BakKUWHbLI (aHTupabudeckas
pedepeHc-BakumHa).

Pedepenc-lutamm CVS ¢hukcmpoBaHHOro Bupyca GeLueHcrsa.

Barta rurpockonu4yeckasa no NOCT 5556.
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Urmel nHbeKkynoHHkle no NOCT P I/ICO 7864.

MUNeTkM BMECTUMOCTBIO 1 1 10 cm® o FOCT 29230.

MuHueTbl meguuuHckue no NOCT 21241.

Mpo6upkn no MOCT 25336.

CnunpT 3TMNOBbLIM pekTUdUKoBaHHbIN 96° no MOCT P 51652,

LWnpuubl no FOCT 22967 unn FTOCT P NCO 7886-1.

®PnakoHbl CTEKNAHHbIE.

PactBop HaTtpus xrnopuga 0,9 %-Hbiii M30TOHU4ECKUi no [3].

7.8.2 NMpoBeaeHue onpeaeneHus

PedepeHc-BakLMHy BOCCTaHABNUBAKOT 40 NEPBOHAYANBLHOIO 06bema CTepUILHON AUCTUNNNPOBAHHON
BOZOWA.

M3 nenbiTyemoit BakumHbl U pedepeHC-BaKLMHbl 4enaoT YeTbipe nocne,qOBaTeanble 5-kpaTHble pas-
BeaeHusi —1:5;1:25;1:125 1 1 : 625. Kaxgoe passegeHue BBOAAT N0 0,5 cM BHYTPUBPIOLINHHO 10 — 12
MbILLAM ABYKPATHO C HeAenbHbIM UHTEPBANOM.

Yepes cemb CyTOK MOCre BTOPOR BaKu,MHauuu MbILLIaM uHTpauepebpanbHo BBOAAT no 0,03 oM’ pede-
peHc-utamma CVS B gose 5 — 50 I11s5,/0,03 cm’ (paboyee passeaeHue supyca). [lo3y Bupyca paccuutbiBa-
0T COrMacHo pesynbTataM npeaBapuTenbHOro TUTPOBaHUA. [ns onpeaenexdusa dakrmieckon A03bl BUpYyca,
MCNONb3yeMon npu 3apa>KeHmu u3 pabouero passBefeHus BUpyca AenaloT Tpu nocnegosartenbHbix 10-
KpaTHbIX passedeHns (10 107, 10™) u BBOAAT KKAOE (Bkniovan paboyee passeageHue) 4ecATU HeBaKUK-
HUPOBAHHLIM MbilLaM. 3a 3apa)|(eHHbIMI/I JXMBOTHbIMM Habnoaator 14 cyT.

7.8.3 O6paboTka pe3ynbTaTtoB

YKMBOTHbIX, NaBLUUX B TEYEHME MEPBbLIX NSATU CYTOK, HE Y4UTLIBAIOT. TUTP BMPYCa M KOHEYHOE pa3Be-
ZAeHne BakumHbl, npegoxpansowee 50 % MbllLel 0T 3apaxeHun netanbHou go3on supyca (KPsp), paccun-
TbiBaOT N0 MeToay Puaa u Menua unu Kepbepa.

MHAEKC MMMYHOT€HHOCTU UCTbITYEMOM BakuuHbl WA, ME/CM PacCUMTLIBAIOT OTHOCUTENBLHO pede-
peHC-BaKUMHbI M0 dopmyne:

1 = é Y, 1)
B
r,u,e A — obpatHas senuunHa KPso MCNbITYEMOI BaKUMHbI;
— obpaTHas BenuunHa KPsy pedhepeHc-BakUMHbI;
Y — UIHAEKC UMMYHOreHHOCTU pedepeHC-BaKLUMHbI, ME/cm®.
7.9 OnpepgeneHue 6e3BpeaHOCTH
Obwue TpebGoBaHus no onpeaeneHuto besppegHoctn — no FOCT P 54063.
7.9.1 Marepuanbl U peaKTUBbI
Bata rurpockonu4yeckasa no NOCT 5556.
Wrnbl nHbeKUUOHHbIE o FTOCT 25377 unu TOCT P UCO 7864.
Mbiwn Genble KNMMHMYECKU 310poBbIE Maccoi 10 — 12 T.
MuHueTbl meguumnHckue no FOCT 21241.
luneTkn rpagynmpoBaHHbI€ BMECTUMOCTBLIO 1 1 10 cm®no FOCT 29230.
CnunpT 3TMNOBLIN pekTUdukoBaHblii no FOCT P 51652.
Lnpuubl no FOCT 22967 unu FOCT P NCO 7886-1.
draKkoHbl CTEKMAHHbIE.

7.9.2 NMpoBeneHue onpeaeneHns

Coaepxumoe Tpex priakoHOB ¢ BaKUMHON 0O6LEAUHAIOT B OAHOW €MKOCTU 1 BBOAAT no 0,5 cMm°® B 06-
nacTb CHbI NOAKOXHO AECATU Mblwam. 3a XUBOTHbIMMW BeAYT HabnoaeHne B TeyeHue 14 Gyr.

7.9.3 O6paboTka pe3ynbLTaToB

BakuynHa cyntaetca 6e3BpeaHoii, eCrnm B TEYEHUE BCEro Cpoka HabnioaeHusi BaKLMHMPOBAHHLIE XKK-
BOTHbI€ OCTAIOTCH XMBbLIMU U KIMHUYECKN 340POBbIMMU.

8 XpaHeHue 1 TpaHcnopTUpOBaHue

8.1 BaKuMHbI XpaHAT B 3aKpPbITOM, CyXOM, TEMHOM NMOMELLIEHU B YNaKkoBKe npou3BoauTens. Temnepa-
Typa XpaHeHus BakuuH oT 2 °C go 8 °C B Te4YeHue Cpoka rogHOCTMU.

8.2 CpoOK rogHOCTU XUAKOW BaKUMHbI — OAMH rog C AaTbl BbiNyCKa, TIMOMUNN3UPOBAHHOW BaKUMHbI —
ABa roga. [aton u3rotoBneHus nMounmuanpoBaHHbIX BakLMH CYMTAIOT AaTy OKOHYaHUA npouecca nuodu-
nusaumun. 0aToil M3roTOBMEHMA XXUAKUX BAKUMH CUMTAIOT AaTy pacdacosku. [JaTol BbiMycKa BaKLMHbI CHU-
TaloT AaTy NOANMCAHWUA 4 OKYMEHTa O kayecTse.

8.3 BakuuWHbl TPaHCNOPTUPYIOT BCEMU BUAAMM TpaHcnopTa B cooTBeTcTBumn ¢ FTOCT P 52683.
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Bubnuorpadusa

[1]1 CN 1.3.2322-2008

[2] TocynapcteeHHasa dapmakones Xl usgaxue,
Bbin. 1, ctp. 113

[3] FocyaapcTBeHHasa papmakonea X usganue, crp.
442

[4] TocymapcteeHHas dapmakones Xl wusgaHue,
BbIM. 2, cTp. 187

BesonacHocTe paboTbl ¢ MukpoopraHusamamu Il n
IV rpynn natoreHHoCTu (onacHocTM) U BO3OyauTe-
nsamu napasuTtapHbix 6onesHen

OnpeaenexHne pH

PactBop Hatpua xnopuaga 0,9 % W30TOHUYECKUI
AN8 MHBbEKUMIA

MeToabl MUKPOGUONOrMYECKOro UCTLITAHUS Nekap-
CTBEHHbIX CPEACTB. MCnbITaHne Ha CTEPUNBHOCTL
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