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Mpepucnosue

1 PASBPABOTAH ®epepasibHbIM rOCYAapCTBEHHLIM GHMKETHLIM YyupexaeHuem «Bcepoccuiickuii
rocyfjapCTBeHHbI LleHTp kauecTBa 1 cTaHAapTU3aLnn NekapCTBEHHbIX CPeACTB /15 XUBOTHbLIX Y KOPMOB»
(®rBY «BIMHKW»)

2 BHECEH TexHunyeckum KOMUTETOM Mo cTaHgapTusauumn TK 454 «OxpaHa XU3HU 1 30,0P0BbS XUBOT-
HbIX 1 BETEPUHAPHO-CaHMTapHas 6e30MacHOCTb NPOAYKTOB XUBOTHOIO NPOUCXOXAEHUSA 1 KOPMOB>»

3 YTBEPXJEH W BBEJEH B AEVCTBWE [pukasom deaepansHOro areHTCTsa Mo TEXHUYECKOMY
perynnpoBaHuto n metTponoruy ot 8 Hosi6ps 2013 r. No 1528-cT

4 BBEJEH BMNEPBbIE

MpaBvna NpMMeHeHUs HacTosLWero cradgapTa ycTaHosneHwsl B FTOCT P 1.0—2012 (pa3gen 8).
MHdopmaunsa 06 M3MEHeHUsaX K HacToaweMy cTaHaapTy ny6nnkyeTcss B rofoBoM (MO COCTOSHUIO Ha
laHBaps TekyLllero roga) MHopMaLnoHHOM yKasaTesne «HaunoHanbHble CTaHAapThi», a ouynanbHbIi
TeKCT U3MEHEHWI 1 NONPAaBOK — B €XeMeCca4yHo n3gaBaeMoM MHhopMaLMOHHOM yka3aTene «HaymoHanb-
Hble CTaHgapThi». Bcnyyae nepewoTpa (3aMeHbl) UM 0TMeHbl HACTOALLEro cTaHjapTa cooTBe TCTBY-
owee ysefomneHve 6ygeT onyb6/MKOBaHO B GankalilleM BbiMyCKe eXeMeCSAYHOro WHgopmalMoHHOro
yKaszaTena «HaunoHanbHble cTanfapTbi». CoOTBeTCTBYOWAasa MHdopMauus, ysefoMNeHne N TeKCTbl
pasmMellalTCcsa Takke B MHDOPMAaLMOHHOW cucTeMe 06Lero noibL30BaHNs — Ha oduumanbHOM cainTe
defepasbHOro areHTCcTBa MO0 TEeXHUYECKOMY perynvpoBaHuio M MeTponorun B ceTu VHTepHeT
(www.gost.ru)
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HacTosiuii cTaHAapT He MOXeT GbITb MNO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MpocTpaHeH B kayecTBe ohuLManbHOro nsganus 6e3 paspelleHus ®efepanbHOro areHTCTBa No TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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HALULMWOHANbHBLIN CTAHAOAPT POCCUNCKOMWN PELEPALUNMN

Cpe,qCTBa ieKapCTBeHHbIE 014 BETEePUHApPHOro npuMeHeHns

BAKLUMHbI NPOTVB BNUPYCHOW FrEMOPPATMYECKOW BOME3HN KPOJIMKOB
TKAHEBbBIE NHAKTVBUPOBAHHbIE

TexHnyeckne ycnosus

Biological medicine remedies (or veterinary use.
Vaccines againsta virus hemorrhagic disease ofrabbits tissue inactivated. Specifications

fataBBegeHns — 2015—07—01

1 O6nacTb NpUMeEHeHNS

HacTosawuii cTaHgapT pacnpoCcTpaHaeTcsl Ha TKAHEBbIE MHAKTVBMPOBAHHbIE BaKLVHbI MPOTUB BUPYCHO
remopparuyeckoii 60/1e3H1 KPOSIMKOB (fanee — BaKLMWHbI), NpeAHa3HauYeHHble 47151 NpoduiakTMYecKoii uMmy-
HU3aLM1 BOCMPUMMUMBBIX K TeMOpparnyeckoii 60/1€3HU XUBOTHBIX.

MpumeuaHuns
1 BakuuHbl NpeAcTaBAAOT CO60/ MHAKTUBUPOBAHHYIO CYCMEeH3NI0 NMeYeHn KPONKOB, MHDULMPOBAHHbBIX BUPYCOM

remopparumyeckoit 601e3HN KPOINKOB C 8 bIOBAHTOM.
2 BcocTaB BakU/WH MOTYT BXOAUTb Pa3/inyHble WITaMMbl BUPYyCa reMopparmyeckoin 601e3Hn KpOSIMKOB.

2 HopmaTuBHbIE CCbIJIKN

B HacTofWweMm cTaHfapTe UCNO/b30BaHbl HOPMATUBHbLIE CCbIJIKU HA cneaytoLme cTaHaapThl:

FOCT 12.0.004—90 Cuctema cTtaHfapToB 6e3onacHocTy Tpyga. OpraHusauums obyyeHus 6esonac-
HocTu TpyAa. ObLue NnonoxeHus

FOCT 12.1.004—91 CucTema cTaHAapToB 6e3onacHocTu Tpyaa. [MoxapHaa 6e3onacHocTb. O6uue
TpeboBaHus

FOCT 12.1.005—88 Cuctema cTaHgapToB 6e3onacHocTv Tpyaa. Ob6uime caHUTapHO-TMrneHnveckme
TpeboBaHNs KBO34yXy paboyeii 30Hbl

FOCT 12.1.008—76 Cuctema cTaHgapToB 6e3onacHocTu Tpyaa. buonornyeckass 6e30MacHOCTb.
O6uwue TpeboBaHNs

FOCT 12.2.003—91 CucTtema ctaHAapToB 6e3onacHocTu Tpyga. O6opyaoBaHve Npou3BOACTBEHHOE.
O6wume TpeboBaHna 6e3onacHOCTU

FOCT 12.3.002—75 CucTtema cTaHgapToB 6esonacHocTu Tpyga. [lpoueccbl NpPOU3BOACTBEHHbLIE.
O6wume TpeboBaHMa 6e30nacHOCTU

FOCT 12.4.011—89 CucTtema cTaHgapToB 6e3onacHocTv Tpyga. CpeacTBa 3alwvTbl paboTalLmX.
Ob6uwue TpeboBaHuA u knaccndukaumns

FOCT 17.2.3.02—78 OxpaHa npupogbl. ATMocchepa. MNpaBunia ycTaHOBMNEHUA ONYCTUMbIX BbIGPOCOB
Bpe/HbIX BELECTB NMPOMbILLIEHHLIMU NPEANPUATUAMMN

FOCT 4328— 77 PeakTuBbl. HaTpusa ruipooKucCh. TexHMyeckune ycnosus

FOCT ISO 7218—2011 MwukKpo6MonorMs NULEBbLIX MPOAYKTOB U KOPMOB A1 XMBOTHbIX. ObLme Tpe-
60BaHUA 1 pekomMmeHaaL M No MMKPO6GUOIOrMYeCcKUM ucciefoBaHnsaM

FOCT 9142—90 AwmMKM U3 roopmMpoBaHHOro KapToHa. ObLme TexHUYeckne ycrosus

FOCT 12301—2006 Kopob6ku n3 kapToHa, bymarn n KOM6UHMPOBaHHbIX MaTtepunanos. O6Line TeXHU-
Yyeckue ycnosus

N3paHne opuymnansHoe
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FOCT 12303—80 [Maukm 13 kapToHa, 6ymarn  KOMOMHMPOBaHHbIX MaTtepunanos. O6Lme TeXHUYeckne
ycnosus

FOCT 14192—96 Mapkunposka rpy3os

FOCT NCO/M3K 1702S—2009 O6ume TpeboBaHNs K KOMNETEHTHOCTM UCMbITATENbHbIX U Kanmbpo-
BOYHbIX nabopaTopuii

FOCT 18300—87 CnupT 3TUI0BbIN PeKTUUKOBaHHbI. TeXHUYECKMe yCnoBus

FOCT 19569—89 CTtepunmnsatopbl napoBble MeguLmHckme. O6Lme TexHuyeckme TpeboBaHusa U MeTo-
[bl UCMbITaHUA

FOCT 22967—90 LUnpuubl MeANLUHCKME NHBEKLNOHHbIE MHOTOKPATHOIO NpuMeHeHus. ObLmne TexHu-
yeckne TpeboBaHUs 1 METOAb! UCNbITaHUI

FOCT 25377—82 Wrnbl UHBbEKLMOHHbIE MHOTOKPATHOrO NPUMEHEHNA. TeXHNYecKne ycnosmsa

FOCT 28085—2013 CpepcTtBa /lekapcTBEHHble Guosornyeckne Ans BETEPUHAPHOTO NPUMEHEHNS.
MeTog 6aKTepnMonornyeckoro KOHTPOAS CTEPUNLHOCTH

FOCT 29230—91 (MCO 835-4—81) lNocyga nabopaTopHas cTeknsHHas. [neTkn rpagynpoBaHHbIe.
YacTb 4. NuneTku BblayBHbIE

FOCT ISO 7864—2011 Wr/ibl MHbEKUWOHHBbIE OAHOKPATHOIO NMPUMEHEHUSA CTEPU/IbHbIE

FOCT ISO 7886-1—2011 LUnpuLbl MHbEKLMOHHbIE OA4HOKPATHOTO MPUMEHEHUA CTepusibHble. YacTb 1
LLinpuLbl 418 pyYHOro UCNO/1b30BaHNsA

FOCT P 51314—99 Konnauky antoMUHUEBbIE U KOMOWHMPOBAHHbIE A1 YKYMOPKU NIEKAPCTBEHHbIX
cpefcTs. ObLMe TeXHUYECKNe YCroBus

FOCT P 52683—2006 CpopacTBa /iekapCTBEHHbIE A5 BETEPUHAPHOIO NPUMEHEHUSA. YNakoBka, Map-
KMpOBKa. TpaHCNOPTMPOBaHUE U XpaHeHne

FOCT P 52684—2006 CpepcTtBanekapCTBEHHbIE 4/19 BETepUHAPHOro NnpuMeHeHus. MNpasunanpuem-
Ku. MeToAbl 0T60pa Npob

FOCT P 54063—2010 CpepacTBa siekapCTBEHHbIE 419 BETEPUHAPHOIO NpuMeHeHus. MeToabl onpe-
AenexHvs 6e3spefHOCTH

MpumeyvyaHue — MNpu NONL30BAHNYN HACTOALMM CTaHAaPTOM Lefiecoo6pasHo NpoBepUTh AeiCTBIE CChINOY-
HblX CTaHAapToOB B MH(MOPMAaLUOHHON cucTteme ob6uWero nonb3oBaHWA — Ha oduumanbHoM calite ®epepanbHOro
areHTCTBa N0 TEXHWYECKOMY PerynmpoBaHuio 1 MeTposiornn B ceTn VHTEepHEeT Uaun No exerogHoMy WH(opMaLnoHHOMY
ykasaTtenio «HauunoHanbHble CTaHAapPTbl», KOTOPbI/ ONY6GNKOBAH MO COCTOSHMIO Ha 1 AHBAPA TekyLlero ro4a, v no Bbinyc-
KaMm eXeMeCcsAYHOro MHPOoPMaLMOHHOTO ykasaTens «HalumoHanbHble cTaH4apThl* 3a TeKyLWuii rog. Ecav 3aMeHeH cCblfioy-
Hblli CTaHAAPT, Ha KOTOPbIA AaHa HejaTUpOBaHHASA CCblfKa, TO PEKOMEHAYyeTCs UCMNoNb3oBaTh AeCTBYIOLW Y0 BEpCUio
3TOro cTaHfgapTa c yueTOM BCeX BHECEHHbIX B/JaHHY0 BEPCUI0 U3MEHEHUIA. ECIM M3MEHEH CCbINTOYHbI CTaHAapT, Ha KOTO-
pblii faTa gaTupoBaHHas ccbifka, TO PpEKOMEHAYyeTCs UCNOb30BaTh BEPCHI0 3TOTO CTaHAapTa C ykasaHHbIM Bbllle rO40M
yTBEpXAeHNa (NpuHATUS). EcAn nocne yTBepXAeHUs HacTosLLero cTaHAaapTa a CChbl/I0YHbI CTaHAapT, Ha KOTopbI gaHa
faTupoBaHHas cCbifika, BHECEHO U3MeHeHWe, 3aTparuBalllee NosoXeHne, Ha KOTOpoe AaHa CCbl/ika, TO 3TO NOJIoXEeHNe
pekomeHAyeTCs NPUMeHATb6Ee3 yyeTa JaHHOTro U3MeHeHUs. ECv cCbiNIOYHbI cTaHfapT OTMeHeH 6e33aMeHbl, TO Mo0Xe-
HMe. B KOTOPOM JaHa CCbl/IKa Ha HEro, pekoMeHAyeTCs NPUMEHATbL B YacTu, He 3aTparuBatoLeil 3Ty CCbiKy.

3 TepmuHbl 1 onpepeneHus

B HacToslleM cTaHAapTe NPUMEHEHbI CeflyloLime TepMUHbI C COOTBETCTBYIOLMMU OnpeseeHUsaMU:
31

BaKLMHa MHAKTUBMpPOBaHHasi: IMMyHo6Monoruyeckuii npenapart, nofyyaemblii U3 MHaAKTUBUPOBAH-
HbIX BAKLMHHbIX LUTAMMOB MUKPOOPraHn3mMoB, BO36yauTenei 60ne3Heli XMBOTHBIX U YeloBeKa.
[FOCT P 55283—2012. nyHkT 3.1]

3.2 BakuumHaumsa: NprMeHeHve BakLyWHbI 4718 npeaynpexaeHns MHEKLMOHHON 601e3HN.

3.3 wTamm (BakKuMHHbIN): FeHeTn4yeckn ogHopoAHasa NonyasymMs MUKPOOPraHM3MOB C MOCTOSHHLIMU,
HacneACTBEHHO 3aKpen/IeHHbIMU CBONCTBAMM.

3.4 cepus BakuuHbI: OnpefeneHHoe KOJIMYeCcTBO BaKLUHbI, M3rOTOB/IEHHOW 3a 0AVH TEXHOIOTUYECKUIA
LMK 1 0hOPMIEHHON fLOKYMEHTOM O KayecTBe.

3.5 6e3BpeAHOCTb (BakumMHbl): OTCYTCTBME BPEeAHbIX A1 OpraHu3Ma nocneacTBuUiA MECTHOro 1 obLe-
ro xapaktepa nocne BBeAeHNs BaKLWHbI.
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A03a /IeKapCTBEHHOIO cpeacTBa A1 BETEPUHAPHOIo NpUMeHeHnaA: Onpep,eneHHoe KONn4yecTBo
NeKapCTBEHHOrO cpeacTsa And BeTepnHapHOro npuMmeHeHusa, BBOANMMOIO B OpraHnM3m XXMBOTHOTO.

(FTOCT P 52682—2006. cTaTtbs 21]

3.7

netanbHas Ao03a /1IeKapCTBEHHOro cpeacTBa A1 BETEPUHapPHOro npumMeHeHunsa: KonnvyecTso
NekKapCTBEHHOro cpeacTBa A/ BETEPUHAPHOIo NpuMeHeHus, npusoasuiee XXMBoTHoe, ANid ne4eHna KoTo-
poro gaHHoe cpeaCcTBO NpeaHasHa4vYeHo, K ieTa/ibHOMY ucxoay.

[FTOCT P 52682—2006. cTaTbs 22]

3.8 MMMYHOreHHOCTb (BakUWHbI): CNOCOOGHOCTb BaKUMHbI BbI3biBaTb Y BaKLMHMPOBAHHbIX 0co6el
dhopMuMpoBaHue COCTOSTHUS HEBOCMPUNMUYMNBOCTM K MH(DEKLMOHHOM 60N1E3HN.

3.9 peakuyua romarrnotTuHaumu; PrA: MeTtogmka KO/IMYECTBEHHOrO U KaYeCTBEHHOro onpeaeneHus
BMpYCa, OCHOBaHHas Ha CNOCOGHOCTM HEKOTOPbIX BMPYCOB arrMioTUHUPOBATb 3PUTPOLMUTLI ONpeaeneHHOro

BuAa XNBOTHOIO Mnn YenoBeka.

3.10 AOKYMeHT o KauecTBe: [lokyMeHT, NoATBEPXAaloLLnii COOTBETCTBIE KauecTBa BakLHbI Tpe6oBa-

HUSIM cTaHgapTa.

4 TexHunyeckue TpeboBaHus

4.1 BakKuuHbl f0NXHblI COOTBETCTBOBATL Tpe6OBaHVIHM HacCTodAlero ctaHgapta U U3rotaessimBatbCAa B
COOTBETCTBUN C TEXHONIOTMYECKUMUN pernaMmeHTaMmm nponsBoacTBea.
4.2 BakKuuHbl no CI)I/IBI/IKO-XMMI/NGCKMM n I/IMMyHOGMO!'IOFI/NeCKMM cBoiicTBam A0J/1XHbI COOTBETCTBOBATb

Tpe6oBaHUAM 1 HOpMaM, ykasaHHbIM BTabnuue 1
Ta6nuya 1

HanmeHoBaHue nokasarens

BHeWwHUi Bug n uset

Hanuune nocTopoHHeil npumecu, U3MeHeHne LBeTa,
HapylweHue LenocTHoCTn amnyn (h1akoHoB)

BofopoAHblil nokasaTens, eq. pH
CTepuibHOCTb

AHTUTEHHas aKTUBHOCTb, TUTP log.,, He MeHee
Bes3spegHocTb B TecT-g03€e 3,0 cmj

IMMyHOreHHast akTUBHOCTb

4.3 YnakoBKa 1 MapKnpoBKa

XapakrepucTvka n Hopka

CycneH3ns cepo-KOPUYHEBOTO MW CBET/0-PO30BOrO
LuBeTa C pbIX/bIM 0cajkoM, o6pasylwmnmcsa Ha aHe dna-
KOHa NpW XpaHeHWW, KOTOPbIA nerko pas6uBaeTcs npu
B36anTbiBAHUN B TOMOreHHY0 B3BeCb

He ponyckaeTcs

7.2—7.8
[O0MKHbI 6bITb CTEPUNBHBIMU
7.0
[omkHbl 6bITb 6e3BpeagHbIMYN

L0/KHbI 6bITb UMMYHOTEHHBIMU

4.3.1 BakuwuHy pactacoBbiBaloT Mo 1—5 cM3 B cTepusbHble amnysbl UM no 2—20 cM3B CTepPUIbHbIE
dh1akoHbl COOTBETCTBYIOLE BMECTUMOCTM. AMMY bl 3anavBaloT, a hN1akoHbl YKYNopuBaloT CTEPUIbHBIMU
pe3VHOBbLIMU NPO6KaMU 1 06XMMAtOT atoMUHUEBBLIMI Konnadkamu no FOCT P 51314.

4.3.2 Haamnynbl (h1akoHbl) C BaKLUHO HakenBatT 3TUKETKY C yKasaHUEM:

- HaMMeHOBaHWA opraHusauun-npou3BoANTENA U ee ajpeca:

- HanMmeHOoBaHUA BaKUWHbI;

- KOMM4YecTBa [,03 BakLVHbI B amnyne (akoHe):

- HOMepa cepuu;

- Aatbl BbiNycka (Mecaua uroga);

- Cpoka rogHocTtu (Mmecsaua v roga);

- YC/IOBUiA XpaHeHus;

- Hagnucu: «[ina BeTeprHapHOro NPUMEHEHU».
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Ha aTukeTky MOXeT 6bITb HaHeCeHa AoNoIHUTeNbHAaA MHopMaLus.

4.3.3 Amnynbl (dp1akoHbl) C BaKLUMHOW yNakoBbIBaKOT B KAPTOHHbIE kOpobku no FTOCT 12301 unm kapToH-
Hble nayku no FOCT 12303 unun 6ancTepbl U3 NOANCTUPOA C HANIMYMEM THE3[ WM Neperoposok, obecneumsa-
IOWMX WX HEMNOABMXHOCTb W LEe/IOCTHOCTb. B Kaxayto Kopobky (mauky) BKIagblBalOT WMHCTPYKUMIO MO
NPUMEHEHNI0.

4.3.4 Hakopo6bky (nayky) ¢ BaKLMHON HaKemBatT 3TUKETKY C yka3aHneMm:

- HaMMeHOBaHMUSA BaKUVHbI:

- NeKapCTBEHHO (hopMbl.

- HavMeHOBaHUSA OpraHn3auun-NponsBoAuTens, ee agpeca, TenedoHa 1 TOBapHOro 3Haka,;

- KonmyecTBa amnyn (pa1akoHOB) B KOpOOke (nayke);

- Ko/nnyecTBa f,03 B amnysie (dhakoHe);

- HOMmepa cepuu;

- [aTbl Bbinycka (Mecsaua v roga);

- CpokKa rogHoctu (Mecsaua v roga):

- YCNOBWIA XpaHeHus:

- cnocoba nprMeHeHus;

- 0603HauYeHnsa HacTosALLEero CTaHAapTa,;

- WTPUX-KOAa;
NHopmaL i 0 NOATBEPXAEHNN COOTBETCTBUS;

- HOMepa perucTpauroHHOro y0CTOBEPEHNS,;

- Hagnucu: «[lna BeTepuHapHOro NPUMEHEHUSI».

4.3.5 Kopo6ku (nayku) ¢ BaKLMHOWM yNakoBbIBaOT B ALLMKM U3 TODpUPOBaHHOrO kapToHa no FOCT 9142
Wn gpyrue aHanornyHele, obecneymsaroLlme COXPaHHOCTb BaKLMHbI MPY TpaHCnopTupoBaHun. Macca 6pyTTo
AwmnkKa — He 6onee 15 kr.

B kaxabli AWK BKNaAbIBAKOT YETbIpe—NATb 3K3eMNASAPOB UHCTPYKLMW N0 NPUMEHEHUIO Y YNaKOBOYHbIi
JINCT C yKasaHvem:

- HaMMeHOBaHUSA OpraH13aLMn-Npon3BoaAuTens;

- HaMmeHOBaHMWA BaKLVHbI;

- HOMepa cepuu;

- CpoKa rogHocTH,

- KonmnyecTBa KOPO6OK (Nayek) B ALLMKE;

- thamunumn nnm Homepa ynakosLymka.

MpumeuyaHune — [onyckaeTcs He BKNafblBaTb YNAKOBOYHbIA JIMCT B TPAHCMOPTHYIO Tapy.

4.3.6 Hakaxpoe rpy3oBoe MecTo (LLMK) HARHOCAT TPAHCMOPTHY MapkupoBky no FOCT 14192 c yka3sa-
HVEeM MaHUNYNAUUOHHbLIX 3HaKOB: «Xpynkoe. OCTOPOXHO». «OrpaHuyeHne temnepaTypbl». «Bepx, He KaH-
TOBaTb».

4.3.7 MapkupoBka, XxapakTepusylolas yrnakoBaHHY0 MpoAyKUMIO, LOJ/KHA COoAepXaTb crefyloLive
OaHHble:
HanmeHOBaHWe opraHM3aLn-Nnpon3BoanNTeNs, ee TOBapHbIN 3HaK, agpec 1 TenedoH;
- HaumeHoBaHMe BaKLUMHbI;
- KOIMYecTBO KOPOOBOK (Nayek) B ALLMKe:
- HOMep cepum:
- Aary Bbinycka (mecsu, v roa);
- CpoOKrogHocTu (Mmecaw, nroa);
YC/IOBUA XPaHEHNA 1 NePeBO3KY;
Hagnucek: «[1na BeTepuHapHoro NpUMeHeHusa».

JlonyckaeTca HaHeceHne [ONOTHUTENbHOW MHOPMaLMU B MapKMPOBKY, XapakTepun3yoLLyto ynakoBaH-
HY0 NPOAYKLNIO.

5 TpeboBaHua 6e30nacHOCTU

5.1 Mo 6uonornyeckoli 6Ge30NacHOCTM  BakyMHA [O/KHA  COOTBETCTBOBATb  TPeBGOBaHUSIM
FOCT 12.1.008.

5.2 B npouecce npon3BoAcTBa BakLH HE06X0AMMO OCYLLEeCTBASATb KOHTPO/Ib 38 BbIMO/IHEHMEM TPpe6o-
BaHWii 06ecneyeHus noxapHoii 6esonacHocTy no FOCT 12.1.004.

5.3 lMpoun3BOACTBEHHbIA Mpouecc Ao/keH ObiTb OpraHn3oBaH B COOTBETCTBMM C TpeboBaHUAMMU
FOCT 12.3.002. a npon3BOACTBEHHOE 060pYyA0BaHME A0/KHO cooTBeTcTBOBaTL MOCT 12.2.003.
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5.4 O6yyeHue nepcoHana mepam 6e30MNacHOCTU AO/MHKHO ObiTb OpraHW3oBaHO B COOTBETCTBUM C
FOCT 12.0.004.

5.5 CpepacTBa 3aluTbl paboTaloLnmx 4O/MKHbI COOTBETCTBOBaTL TpeboBaHuam MOCT 12.4.011.

5.6 Bo3pgyx paboueli 30HbI fO/MKEH COOTBETCTBOBaThL TpeboBaHnsam TOCT 12.1.005.

5.7 KoHTponb 3a Bbl6pocamy BO BHELUHIO cpefy AO/DKeH 6biTb OpraHuM3oBaH B COOTBETCTBUU C
FOCT 17.2.3.02.

5.8 YTunusaumio BakUMH C UCTEKLLMM CPOKOM FOAHOCTU, CEPUIA, HE BblAEPXABLUNX KOHTPOJIbHbIX UCTbI-
TaHWii. a Takxe p/1aKOHOB C BaKLMHOW MAPYrMX MaTepuasnioB M MHCTPYMEHTOB, OCTaBLUMXCS MOC/e UCTbITaHWi,
NpoBOAAT MyTeM aBTOKNaBMpoBaHUA B TeueHne 1 4 npu Temnepartype (126+2)°C u gasneHun 1,5 atm
(151.99 kMa nnu 1.5 krc/cm2) c cobnogeHnem TpeboBaHuii [1].

6 [lNpaBuna npuemku

6.1 Kaxpgas cepus BaKUMHbI A0/DKHA ObITb NPUHATA (MPOBEPEHa) OTAEI0M, OTBEYAaIOLMM 38 KOHTPO/b
KayecTBa Npoaykunu opraHusauuu-npounssoantens, cornacHo NOCT P 52684. Nocne npoBefeHnss KOHTPO/IA
Ha KaXXayto cepuio BakLnHbl 0pOpMASAIOT OKYMEHT O KauecTBe.

6.2 BAOKyMeHTe 0 KayecCTBe yKa3blBaloT:

HavMeHoBaHue opraHu3auumn-npon3BoanTens;

HavMeHOBaHWe BaKUUHbI:

- HOMep cepuu;

- Jaty usrotossieHus (MecsL, v roa);

06bem cepuu;

- pesynbTaTbl UCMbITAHWA BaKLVHbI NO NOKa3aTenam kavyecTsa 1 6e3onacHocTy;
CpOK rogHocTu (Mecsy, v rog);

YC/0BUSI XPaHEHWS;

0603HaveHve HacTosALWEero cTaHaapTa;

HOMep uaaTy BblAaun LOKYMeHTa O KaYecTBe;

- 3aK/lYyeHne 1 noannch YNnosIHOMOYEHHOrO /LA, BblAABLLEro JOKYMEHT O KaYecTBe.

6.3 [na KOHTPONsA kayecTBa M 6€30MacHOCTM BaKUWHbI OT KaXAol cepun OTOMpatoT BbIGOPKY MO
FOCT P 52684 B konnyecTBe 40 amnyn (dnakoHoB). 20 amnyn (h1akOHOB)C BaKLMHOWN NCMO/b3YIOT 4715 NPOBe-
[eHnA ncnbiTaHsa No nokasaTenNsaM kavyecTsa, ykasaHHbIM B Tabnuue 1, a 20 amnyn (h/1akoHOB) HANpPaBNsAoOT B
apxvB O0TAena, 0TBevaloLLero 3a KOHTPO/Ib KauecTsa NPoAyKLMn opraHnsalmmn-nponssoautens. Mpobsl Bakum-
Hbl 41 XpPaHEeHWUs B apXvuBe Hanpas/AaoT Nocsie NpoBEPKN KayecTBa. BakunHy XpaHAT B apxuBe B TeYeHue
CpoKa rogHocTu.

6.4 ApXMBHble NPO6bI MAPKUPYIOT HAANUCHIO «APXMB», ONeYvaTbiBalOT U CHAGXaloT JOKYMEHTOM C yKa3a-
HVem:

HauMeHOBaHNSA BaKLUWHbI:
- HOMmepa cepuu;

Aarbl Bbinycka (Mecsaua uroga);

LaTbl 0T60pa Npoo;

o6bema cepuu;

Ko/MyecTBa 0TO6paHHbIX NPoob;

- [O/MKHOCTU M NOANWCK Mua, oTobpaBLLero npobsbi:

CpokKa rogHocTu (Mecsila 1 roga);

0603HavYeHna HacTosLero cTaHaapTa:

Cpoka xpaHeHus Npob B apxmee.

6.5 MMpy Hey[OBNETBOPUTENbHbLIX PE3Y/ibTaTax UCMbITaHWi XOTS 6bl N0 0AHOMY U3 NOKasaTesneil no Hemy
NpOBOAST NMOBTOPHbIE UCMbITAHWUA Ha YABOEHHOM KOMMYecTBe Npo6 06pasLoB BakLWHbI, B3SATOW OT TOW Xe
Cepun 1 Ha yABOEHHOM KO/IMYECTBE MaTepuasioB U XMBOTHbLIX. Pe3ysibTaTbl MOBTOPHbIX UCMbITAHWI CUMTaOT
OKOHYaTesIbHbIMU 1 PacnpoCTPaHSIOT Ha BCIO CEPHID.

B cnyyae Hey4,0BNETBOPUTE/bHbIX PE3YbTATOB NOBTOPHO NPOBEPKM CEPUI0 BaKLMHbI CHUTAIOT HE COOT-
BeTCTBYlOLLeli TpebOBaHNAM HACTOALEro cTaHAapTa, ee 6pakyloT U yHUUTOXaKT cornacHo 5.8.

6.6 KOHTpOsb kauecTBa BakLUMHbI, NOCTYNatoLen no peknamawum, NpoBoAUT OpraHn3auns-npon3Boam-
Teflb. a NPV pa3Hornacusax B OLEeHKe kKayecTBa Mexay Npou3BoamTesieM 1 noTpebnuTesiemM KOHTPO/Ib NPOBOAUT
opraHu3auus, ynosiHoMo4YeHHas hegepanbHbIM OpraHoM UCMONHUTENBHON BNacTy.
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7 MeToAbl UcnbiTaHUA

7.1 YcnoBus BbINO/THEHUSA UCTIbITAHWUN

7.1.1 O6uwwue TpeboBaHMa NpoBEfEHUS MUKPOOBMONIOrMYECKOro aHannsa n paboTbl C MUKpOOpraHusmMa-
My rpynn natoreHHocTu [ll—I1V — no FOCT ISO 7218.

7.1.2 O6uwue TpeboBaHUA K NOMELLEHUSM AN NpoBeAeHus nccnegosanuii — no FOCT ISO 7218.

7.1.3 Tpeb6osaHus K nepcoHany — no FOCT ISO 7218, FOCT MCO/M3K17025. [1J.

K npoBegeHunio ncnbiTaHWiin onyckatoTca KBanmuumnpoBaHHbie COTPYAHUKN, UMetoLL e OnbIT paboThbl €
MUKpOOpraHnamamu rpynn natoreHHocTu Hll—IV. nsyumsiime meTogmkn MMKpOGMONornyecknx pabor.

7.2 OnpepeneHne BHELWIHero BMAA, LBeTa, Halmumsi NOCTOPOHHEeR NpYMecH, HapyLLUeHNs LeoCTHOCTM
(Hanunune TpelymH) amnyn (h1akoHOB) NPOBOAAT BU3yasibHO, OAHOBPEMEHHO NPOBEPAS NPaBU/IbHOCTb MapPKK-
POBKM.

7.3 OnpegeneHvie pH NpoBoAAT B COOTBETCTBUU C [2] unwm (3] M MHCTPYKLMet no akcnayartauuu npuéopa
(pH-meTp).

7.4 OnpepeneHne CTepuUIbHOCTU

OnpegeneHune CTepUIbHOCTM MPOBOAAT B COOTBETCTBMM € TpebosaHnsamu FOCT 28085.

7.5 OnpepgeneHne 6e3BpeaHOCTH

O6wume TpeboBaHMA No onpegenexHnto 6esspegHocTn — no FOCT P 54063.

7.5.1 Matepwnansbl, nocyna, peakTuBbl NXXNUBOTHbIE

Wrnbl NHBEKLMOHHbIE MHOTOKpaTHOro npumeHeHus no FOCT 25377 nan FOCT I1SO 7864.

Wnpuubl no FOCT 22967 unu FOCT ISO 7886-1.

CTepunusartop napoBoit MeguumnHckuii nofrOCT 19569.

®akoHbl CTEKNAHHBIE.

MuneTkun cTeknsaHHble rpagymposaHHble no FTOCT 29230.

CnupT 3TUNOBbIN pekTndmnkoBaHHbIA no FTOCT 18300.

Kponuku ctaplue ABYXMECAYHOro BO3pacTa Maccoii CBbille 2.5 Kr. He BaKLMHUPOBaHHbIE NPOTVB remMop-
parnyeckoi 60/1e3H1 KPOSIMKOB.

[lonyckaeTcsa NpMMeHATb Apyrve mMaTepuasnbl, NOCYAy U peakTUBbl C TEXHUYECKMMMN XapakTepucTukamm
He Xy>Xe BbllleyKa3aHHbIX.

7.5.2 MNpoBeaeHne UcnbiTaHUA

Copepxumoe Nt o1akoHOB (aMnys)c BakLMHOV 06 beAUHSAIOT, NepeMeLLBaloT Y BBOAAT TPEM KPOU-
Kam BHyTpuMbIWeyHo no 3.0 cm3. 3a XMBOTHbIMK Hab6/1l0AaoT B TedeHue 10 cyT.

7.5.3 O6paboTka pe3ynbTatoB

BakuuHy cuntatoT 6e3BpefHON, ecnim OHa He Bbi3blBaeT rmbenn nnu 3aboneBaHns KPOMKOB, a Takke
N3MEHeHN i HEKPOTNYECKOro XapakTepa Ha MecTe BBe[leHNs B TeueHve cpoka HabngeHuns.

7.6 OnpepeneHne aHTUreHHOW aKTUBHOCTH

7.6.1 Annapatypa un maTepuasbl

MuneTtku cTeknsHHbIe rpagynposBaHHble no FOCT 29230.

MnaHweT N8 MMMyHONOrMYyecknx peakumii (c U-o6pasHbiM AHOM).

PacTBop HaTpusa xnopuga nsotoHnyeckuii 0.9 %-Hbliii no [4].

SputpouunTbl Yenoseka rpynnel O (1), 1%-Has B3Beck B 0.9 %-HOM pacTBOpe HaTpus xopuaa.

Hatpusa rugpookuce no FOCT 4328.

ABTOMaTUYECKME NUNETKN HOMUHA/IbHO BMeCTMMOCTbHo 0T 0.01 go 1,0cm3.

[onyckaeTcs npumeHaTbL Apyryloannaparypy uMatepuas bl C TEXHUYECKUMU XapakTepUCTUKaMm He Xyxe
BbllLeyKa3aHHbIX.

7.6.2 MNpoBeaeHne onpeaeneHns

KOHTpONb aHTUreHHOI akTMBHOCTW NMPOBOAAT B peakuuv remarraotvHaummn (PrA).

[nsa noctaHoBkm PIATOTOBAT ABYKpaTHbIe pa3BefeHns BakunHbl oT 1:2 o 1:4096. C 370 Lie/bio BO BCe
JIYHKM NnaHweTa ogHoro psga pasnusatoT 0,9 %-Hblli pacTBOp HaTpusa xsopuaa no 0.05 cm3. B nepByo NyHKY
nnaHLweTa BHOCAT 06beM BaKUMHbI, paBHbIii 0.05 cM3, TpexkpaTHO NUNeTUpyT u nepeHocsaT 0.05 cm3Bo BTO-
pyto NyHKY 1 T. 4. W3 nocnepHeii nyHku yaanstoT 0,05 cM3 BakUMHbI 1 NEPEHOCAT B EMKOCTb, COAEPXaLLyto
2 %-Hbli1 pacTBOpP HATPWSA MMAPOOKUCH UK N06Oro APYroro AesnHgekTaHTa.

Mocne pa3BefeHVs BakLHbI BO BCE TyHKN BHOCAT N00.05 cmM31%-Holi cycneH3nn apuTpoLuToB YesioBe-
Ka. MnaHweT BCTPAXMBAKOT M OCTaB/SAOT NPU KOMHATHO TemnepaTtype 18 °C—20 ®C. YueT peakuum npoBogsaTt
yepe3 60—90 MUH. KOHTpO/1IeM 3pUTPOLIMTOB Ha CMOHTaHHYI0 remMarritoTUHaLKIo Cyxar ABe JSIYHKU C 3pUTpo-
untamm 1 0,9 %-HbiM pacTBOPOM HaTpMs xnopuaa (B paBHbIX 06bemax).

6
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7.6.3 O6paboTka pe3ynbTaToB

PrAoueH1BatOT NONOXNTENBHO NPY 0CEAAHUN 3PUTPOLIUTOB B BM/,€ XOPOLLO BbIPAXKEHHOI0 «30HTMKa», a
oTpuuaTensHO — B BUAE «MyroBkv». 3a TUTP BUpYca NPUHUMAIOT ero Hambonbluee pasBefeHune, gawllee yet-
KO BbIPaXXEHHYIO arrfloTHALMIO B BUAE «30HTUKa».

7.7 OnpepeneHne UMMYHOTEHHO aKTUBHOCTH

7.7.1 MaTtepunanbl UXXNBOTHblE

[na nposefeHna onpefeneHus BakUMH NPUMEHAIOT 060py0BaHne U Mmatepuansl no 7.4.1 co cnepyto-
LLMM [OMNOSTHEHNEM:

- pacTBop HaTpus xnopuaa nsotoHnyeckuin 0.9 %-Holli no [4];

- BUPYNEHTHbI BUPYC remopparnyeckoli 601e3H1 KpOsIMKOB C MHADEKLMOHHOW aKTUBHOCTbLIO HE MeHee
103014 50dV] unu aktuBHocTblo B PIA Bbiwe 1:2560.

7.7.2 TlpoBefeHve onpegeneHus

M3 npo6bl BakLMHbI, NONy4YeHHol no 7.5.2, otéupatot 10,0 cm3, 13 koTopbix 5.0 cM30CTaBASAT B HATUB-
Hom Buge, a gpyrue 5.0 cm3 pa3sogat B 10 pa3 0.9 %-HbIM pacTBOPOM HaTpus xnopuga U30TOHUYECKOrO.
Hepa3segeHHO (HaTUBHOI) N pa3BefeHHO B 10 pa3 BakLMHOW BaKLMHUPYIOT MO YeTbIpe KPO/IMKa BHYTPUMbI-
LIEYHO B 06/1aCTb BHYTPEHHEN CTOPOHbI 6eapa no 0.5 cM3. KOHTPO/IbHYHO rpynny 13 NsiTU KPOJSIMKOB OCTaBASAOT
HeBaKLUMHMPOBAaHHLIMU U cofepxaT oTAeNbHO. Yepes 7 cyT nocse MMMYHU3aLUUN BCEX BaKLUHUPOBAHHbLIX
(BOCEMb rO/10B) U KOHTPOJIBbHBIX (MATb FO/10B) KPO/IMKOB 3apakalT BHYTPUMbIWEYHO B obnacTb Gedpa no
1.0 cM3BUPY/IEHTHBLIM BUPYCOM remopparmyeckoin 60n1e3Hun kponukos B fo3e 1000 /IAM. 3a XMBOTHbIMY BeAyT
HabnogeHne B TedeHne 10 cyT.

7.7.3 ObpaboTka pe3ynibTatoB

Bce Kponukmn, BakLMHMPOBaHHbIe Hepa3BeAeHHON! BaKLMHOW, fO/MKHbI OCTaBaTbCs XuBbiMK (100 Y%-Has
3awurta). He MeHee fiByx U3 YeTbipex KPOSIMKOB, MMMYHU3NPOBaHHbIX BaKLWHO B pa3segerun 1:10, fOKHbI
0CTaTbCA XMUBbIMU. B KOHTPONLHO rpynne f0/XHO 3a601eTb U NOTMGHYTh YeTbipe U3 NATU XUBOTHBIX.

Mpumeuanne — OTCcyTCTBME Najexa KPOIMKOB NOC/e BaKLWHaLUN HATUBHOW BBKLMHOI cCBUAETEeNbCTBYET O
NONTHOWM MHaKTMBALMK BUpPyca remopparmyeckoit 601e3HN KPOSTNKOB.

8 XpaHeHue v TpaHcnopTupoBaHue

8.1 BakuUuHbI XpaHAT B 3aKPbITOM, CyXOM, TEMHOM NOMELLEeHNY B yNakoBKe npoussoauntens. Temnepary-
pa xpaHeHus BakuMH — oT 2 °C g0 8 'C B TeueHne cpoka rogHoCTH.

3amopaxusaHune BakLHbI He f0NYyCKaeTCs.

8.2 Cpok rogHocT! BakuuMH — 18 mec ¢ gatbl Bbinycka. [LaTtoil N3roToBAEHNA BaKLMHbI CYATAIOT garty
pacchacosku. [laToii Bbinycka BaKkLVHbI CHATAIOT AATy NOANMCAHNS fOKYMEHTa 0 KayecTBe.

8.3 BakKuuHbI TpaHCMoOpTUPYT BCEMU BUAaMuU TpaHcnopTta B cooTseTcTBun ¢ FTOCT P 52683.
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OnpepeneHne KOHUEHTpPaLUU BOAOPOAHbLIX NOHOB
PactBop HaTpusa xnopuga 0.9 %-Hblil U30TOHMYECKWUIA AN UHBEKLNIA
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