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Mpepncnosue

Llenn, oCHOBHbIE NMPUHLUMBLI U OCHOBHOW MOPSAOK NPOBeAEeHUA paboT Mo MEXrocyfapCTBEHHOM CTaH-
fapTtusaunn yctaHosneHol TOCT 1.0—2015 «MexrocygapcteeHHas cucrema craHgaptusauun. OCHOBHble
nonoxexua» n FOCT 1.2—2015 «MexrocyfapcrBeHHas cucteMa ctaHgaptusaunn. CtaHgaptel Mexrocygap-
CTBEHHbIE. MpaBuia U pekoMeHAaL MmN No MeXrocyaapCcTBEHHOW cTaHaapTusaumn. Mpasuna pa3paboTku, npu-
HATUS,, OGHOBIEHUS N OTMEHbI»

CBefieHnsa o ctaHjapTe

1 PA3PABOTAH BcepoccuiickumM rocyapcTBeHHbIM hegepasibHbiM B0MKeTHbIM yupexaeHnem «Bce-
POCCUICKMIA rocyfapCTBeHHbI LieHTp KauyecTBa U cTaHAapTM3aummn NekapCTBEHHbIX CPeACTB AN XUBOTHbLIX
n kopmoB» (PrbY «BMHKW») n ®egepanbHbiM KaseHHbIM npeanpustuem «CTaBponosibckas 6uodabpukar»

(®KMN «CTtaBpononbckas 6uocabprkar)

2 BHECEH degepanbHbiM areHTCTBOM MO TEXHWYECKOMY PerysimpoBaHuio 1 meTposnorum Poccuiickoi
Pepepauuu

3 MPUHAT MexrocygapCTBeHHbIM COBETOM MO CTaHAapTu3auun, MeTposiormm n ceptudukauum (Mpo-
TOKON OT 28 utoHa 2016 . No49-2016)

3a NpuHATHME NporosocoBasin:

KpaTkoe HanMeHoBaHue cTpaHbl Kopa cTpaHbl no CokpalyeHHOe HauMeHOBaHWe HaynoHanbHOro
no MK (MCO 3166) 004 - 97 MK(UWCO 3168> 004 —97 opraHa no ctaHgaprtusauumn
ApmeHus AM MWH3KOHOMMKI Pecny6imkm ApMeHus
Benapycb BY locctaHgapT Pecny6nnkn benapych
Kvpruzus KG KblprbisctaHaapt
Poccua RU PoccraHpapt
TapkukucTaH T TapxukcTaHaapT

4 Tpukasom ®efepasnbHOro areHTCTBa No TEXHMYECKOMY PEry/IMpoBaHuio U MeTposorny ot 1 ceHTabps
2016 r. Ne 1020-cT mexrocyfapcTBeHHbI ctaHgapT MOCT 33821—2016 BBefeH B AeliCTBME B KayecTBe Ha-
LUMoHanbHoro ctaHaapTa Poccuiickoli ®epepauun ¢ 1 aHBapst 2018 r.

5 BBEJEH BINEPBbIE

MHdopmauma 06 n3MeHeHUsX K HacTosweMy cTaHgapTy ny6nnkyeTca B Bxorof)lOm nHgpopmaum-
OHHOM YyKazaTene «HauuoHanbHble CTaHfapThi», @ TeKCT W3/eHeHWin N NoNpaBoOK — B €XeMeCAYHOM
MHOPMaLMOHHOM yKa3aTene «HaunmoHasnbHble cCTaHAapTbi». B cnyyae nepecmoTpa (3aMeHbl) Uam oT-
MEHbl HACTOALLEro CTaHjapTa CoOTBeTCTBYLee yBeJoMIeHne byaeT ony6/IMKOBAHO B eXeMeCsA4YHOM
MH(OPMAaLMOHHOM YKa3aTerne «HaunoHanbHble cTaHgapThi». CoOTBETCTBYOLWAas MHhopmaums, yseoM-
fIeHVe 1 TeKCTbl pasMellalnTCcs Takke B MH(hopMaLMoHHON cucTeme o6LLero nonb3oBaHna — Ha odu-
uranbHoM caiiTe ®PefepanbHOro areHTCTBa M0 TEeXHWYEeCKOMY PeryimpoBaHnio 1 MeTposoruy B ceTu
MHTepHeT (Wmv.gost.ru)

© CraHgapTuHdopm. 2016

B Poccuiickoii ®efepaunn HaCTOSILWMIA CTaHAAPT HE MOXET GblTb MOIHOCTHIO MM YACTUYHO BOCMPOM3-
BEeAEH, TPaXMPOBaH 1 pacnpocTpaHeH B KauecTBe 0huLMabHOIo n3gaHusa 6e3 paspelieHns degepasbHOro
areHTCTBa Mo TEXHUUYECKOMY perysiMpoBaHuio 1 MeTposiorum
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M E X T OCUY A4 APCTUBEHH®bB 7 CTAHAOAPT

CpepacTBa /ieKapCTBEHHbIE /1 BETEPUHAPHOTO NPUMEHEHNA
BAKUWHA NMPOTWB Ir'PUMMNA NTUL, NHAKTUBNPOBAHHAA 3MY/IbIMPOBAHHAA

TexHu4yeckume ycnosus

Medicine remedies for veterinary use. Vaccine against avian influenza inactivated, emulsion. Specifications

[Jara BBegeHns — 2018—01—01

1 O6nacTb NpMMeHeHUs

HacTosAwwmit ctaHaapT pacnpocTpaHaeTcsl Ha MHAKTUBUPOBAHHYH 3MY/IbIMPOBaHHYIO BaKLMHY NPOTWB
rpunna nTuy (fanee — BakuuHa), NpeAHA3HAYEHHYIO A1 NPOIUNAKTNYECKO UMMYHU3ALMN NTHLL.

2 HopMaTuBHbIE CCbIKM

B HacTosem cTaHAapTe UCMONb30BaHbl HOPMAaTUBHbIE CCbISIKM Ha CriefyloLme MexrocyapcTBeHHble
cTaHjapTbl:

FOCT 12.0.004—90 Cuctema ctaHAapToB 6e3onacHocT Tpyfa. OpraHusauns obyyeHus 6e3onacHo-
cTn Tpyga. O6uwue nonoxeHus

FOCT 12.1.005—88 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. Obuwime caHWTapHO-TUrmeHum4eckne
TpeboBaHMA K BO3A4yXy pabdoyeli 30HbI

FOCT 12.1.008—76 Cwuctema cTaHfapToB 6e3onacHocTu Tpyfda. Buonormuyeckas 6e3onacHOCTb.
O6uwwne TpeboBaHus

FOCT 12.2.003—91 Cuctema cTaHgapToB 6e3onacHocTu Tpyaa. O6opyaosaHne Npou3BOACTBEHHOE.
O6uwwne TpeboBaHusa 6e3onacHOCTH

FOCT 12.3.002—2014 CucTtema cTaHaapToB 6e3onacHoctu Tpyga. [lpoueccbl MpPoM3BOACTBEHHbBIE.
O6wme TpeboBaHMA 6e30nacHOCTH

FOCT 12.4.011—89 Cuctema cTaHgapToB 6Ge3onacHocTu Tpyga. CpeActBa 3alutbl paboTarolimx.
O6uwwe TpeboBaHMA U K1accMrkaums

FOCT 17.2.3.02—2014 [paBuna ycTaHOBMEHNS AONYCTUMbIX BbIGPOCOB 3arpA3HALLWMX BELLLECTB NPo-
MbILLIEHHBIMU NPeANPUATUAMU

FOCT 1770—74 (MCO 1042—83. NCO 4788—80) MNocyga mepHas snabopaTopHas CTeKNsHHas.
LinnuHapsl, MEH3ypku, Konbbl, Npobupkn. ObLme TeXHUYecKne yCcnoBus

FOCT 6709—72 Bopa AuCTuUnMpoBaHHas. TexHUYeckne ycroBus

FOCT ISO 7218—2015 MuvKpo6uonorus nULLEeBbIX MPOAYKTOB U KOPMOB A5 XMBOTHbIX. O6Lune Tpe-
60BaHNA N pekomMeHJauumn No MUKPOBMONOTMYECKUM UCCNef0BaHNAM

FOCT ISO 7864—2011 Wbl UHBEKLNOHHbIE OHOKPATHOIO NPUMEHEHUS CTePU/IbHbIE

FOCT ISO 7886-1—2011 LUnpuLbl NHBEKLNOHHbIE OAHOKPATHOIO NPUMEHEHUs cTepunbHble. YacTb 1.
LLnpuupsl ANa pyYHOro UCNosIb30BaHNs

FOCT 9142—2014 Awwmkn 13 roppupoBaHHOro kaptoHa. ObLMe TeEXHUYECKNe YCoBNs

FOCT 10028—81 BUCKO3UMETPbLI KanuanapHble CTEKISIHHbIE. TEXHUYECKNe yCnoBus

FOCT 10733—98 Yachbl Hapy4yHble U KapMaHHble MexaHuyeckune. ObLLe TeEXHUYeCKne yCcnoBus

FOCT 12301—2006 Kopobku u3 kapToHa, bymarn u KOMOGUHMPOBaHHbLIX MaTepuasnoB. O6Lue TexHu-

vyeckune ycnosus

M3gaHve odmupansHoe
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FOCT 12303—80 MMayku 13 KapToHa, bymarv u KOMOUHNPOBaHHbIX MaTepuanos. ObLme TeXHUYeckne
ycnosus

FOCT 14192—96 MapkunpoBka rpy3os

FOCT NCO/M3K 17025—2009 O6uue TpeboBaH/s K KOMNETEHTHOCTW UCMbITaTENbHbIX U KarMbpoBoY-
HbIX nabopartopuii

FOCT 17768—90 CpefcTBa /iekapCTBEHHbIE. YNaKoBKa, MapKMpoBKa, TPaHCNOpPTUPOBaHNE U XpaHeHne

FOCT 18300—87* CnupT 3TWNOBbI PEKTUXUKOBAHHbIV TEXHUYECKNA. TeXHUYecke ycroBums

FOCT 22280—76 PeakTvBbl. HaTpuini TMMOHHOKMC/bIV 5.5-BOAHbIN. TEXHWYECKNe YyCnoBus

FOCT 25336—82 [Mocyna v 060pyLoBaHne nabopaTopHble CTeK/SAHHbIE. TuMbl, OCHOBHbIE NapameTpbl
1 pasmepsbl

FOCT 28085—2013 CpepcTBa flekapCTBEHHbIe BUonoruyeckme Ans BeTepMHapHoOro npumeHeHus. Me-
TOA 6aKTepUoIOrMyeckoro KOHTPOA CTEPUIBHOCTY

FOCT 29230—91 (MNCO 835-4—81) lNocyna nabopatopHasa cTeknsHHasa. MuneTkn rpagyvpoBaHHble.
YacTb 4. MNMuneTkn BblgyBHbIE

FOCT 31926— 2013 CpepcTtBa NekapCTBEHHble /1 BETEPUHAPHOIO NMpuUMeHeHus. MeTtogpl onpeje-
neHunsa 6e3speHOCTU

FOCT 31929—2013 CpopacTsa fiekapCTBEHHbIE AN BETEPUHAPHOTrO NpuMeHeHus. MNpasuna npuemMku,
meToAbl oT6opa nNpob

MpumevyaHue — [pu NO/b30BAHNN HACTOSILLMM CTAHAAPTOM LieNIecoo6pasHo NPOBEPUTL AeiCTBUE CCblIou-
HbIX CTaHAAPTOB B MHPOPMALIOHHOM cucTeMe O6LLEro Mosb30BaHWA — Ha 0tULMasIbHOM caiite defepasibHOro areHT-
CTBA MO TEXHNYECKOMY PEry/IMPOBaHIIo U METPOSIOTAN B CETU VIHTEPHET U MO eXEeroAHOMy MHCHOPMaLMOHHOMY Ykasa-
Teno «HauuoHasbHble CTaHAapTbI», KOTOPbIV OMy6/IMKOBaH MO COCTOSIHUIO Ha 1 SiHBaPs! TEKYLLIETO rofa, W Mo BbInyckam
EXEeMeCsIHHOr0 MHCHOPMALIMOHHOTO YKasaTens «HaLyoHa IbHble CTaHAaPTbI» 3a TeKYLUWIA rof, EC/M CCbUIoUHbIA CTaHaapT
3aMeHeH (M3MEHEH), TO MpK MOMb30BaHUM HACTOSILLYIM CTaHZAPTOM CrieflyeT PyKOBOACTBOBATLCS 3aMEHSIIOLLIVM (M3MEHEH-
HbIM) CTaHAAPTOM. EC/M CCbUIOYHbIA CTAHAAPT OTMEHEH 6e3 3aMeHbl, TO MOJIOKEHWE, B KOTOPOM AaHa CChbUTKA Ha Hero,
MPUMEHSIETCS B YaCTW, HE 3aTparviBatoLLiel 3Ty CCbUTKy.

3 TpeboBaHua 6e3onacHoOCTuU

3.1 Mo 6wuonornyeckoin 6e30MacHOCT NPOM3BOACTBO [AO/DKHO COOTBETCTBOBAaTb TpeboBaHUAM
FOCT 12.1.008.

3.2 OpraHusauusi NPou3BOACTBEHHOIO NpoLecca — B COOTBETCTBUM ¢ TpeboBaHuamu MTOCT 12.3.002.
a npou3BoACTBEHHOE 060pyAoBaHne — B cooTBeTcTBUM ¢ TOCT 12.2.003.

3.3 TpeboBaHusa K 06yyeHnto nepcoHana 6esonacHocT Tpyga — no FOCT 12.0.004.

3.4 Cpepactsa 3awuTthl paboTatowmx — no FOCT 12.4.011, Bo3ayx paboyeit 30HbI JO/MKEH COOTBETCTBO-
BaTb Tpeb6oBaHmam MOCT 12.1.005.

3.5 KoHTposb 3a BbiGpocamy BO BHELLHIOW cpefy — B cooTBeTcTBUM ¢ TOCT 17.2.3.02.

3.6 BakuuHy, HO BblAepXaBLUY KOHTPO/IbHbIE UCMbITAHUS, C UCTEKLLUMM CPOKOM FOAHOCTU, & Takke Bak-
LMHY. OCTaBLUYlOCA BO (h/1lakoHax nocsie ucnbiTaHuii, 06e33apaxunBaloT aBTOKIaBMpPOBaHNEM B TeueHne 14
npu Temnepatype (126 + 2) eC n gaBneHun (1,5 + 0.1) atm (151.99 klMa wnm 1,5 krc/cM2) n yTUAN3NPYIOT.

4 TexHuyeckme TpeboBaHuA

4.1 BakuvHa npegctasnfeT co60li BOAHO-MACSHYI0 3MY/IbCUI0 MHAKTUBMPOBAHHOM KyNbTypbl NPOU3-
BOZACTBEHHOrO LUTaMMa Bupyca rpunna ntu.

4.2 BakuuHa fo/mKHa COOTBETCTBOBATL TPEOOBAHUSAM HACTOALLEro cTaHgapTa U NponM3BoAMTLCSA NO Tex-
HONOrMYecKoMy perfnameHTy, yTBepXAeHHOMY opraHuaaumeli-nponssoguTtenemM B Nopaake, AeicTByoLlemM Ha
TeppuTopumn rocyaapcTsea, NPUHABLLErO cTaHAapT.

4.3 TNo nokasaTensam KayecTBa BakLVHa A0/HKHA COOTBETCTBOBATb TPe60BaHMAM 1 HOpMaM, ykasaHHbIM
B Tabnuue 1.

* B Poccuiickoii ®epepauuymn aeiicteyeT FOCT P 55878—2013 «CnmpT STWIOBbIA TEXHUYECKUIA TAPOU3HBIN
PEKTUCHNKOBAHHBIA. TeXHUYECKME YCIOBUS.
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Tabnuya 1
HavmeHoBaHuMe nokasartens XapaKTepl/lCTMKa n Hopma

BHeLUHW BUA, OpHopoaHas amynbeus 6enoro um 6es10ro ¢ po3oBbIM
OMeHKOM LBeTa. [Npu XpaHeHUM 0MYCKAETCA HE3HAUMTE b-
HOE paccnoeHue 3My/bCN, OAHOPOAHOCTb KOTOPOW BOC-
CTaHaB/MBaETCS Npy B36a/TTbIBaHUM

Hanmuve nocTOpoHHWX MpUMecel, TpewwH dhiako- He ponyckaetca

HOB. HapyLUEH/e MapK1pPOBKY

CrepusbHOCTb [lomkHa 6bITb CTepubHONM

CTabunbHOCTb 3MY/NbCUM: 10

BbICOTa BEPXHEli Npo3payHoii hpakumn. %, He 6onee

KnHemaTnyeckasi BA3KoCTb. MM2C, He 6Gonee 200

MonHoTa nHakTuBaLwn Bupyc, BXOZSALLMIA B COCTaB BaKLMHbI, JO/MKEH ObITb Mos-

HOCTbIO VHAKTMBMPOBAH
Be3BpeaHoCTb [JomxHa 6bITb 6e3BpeaHa

AHTUreHHas aKTVBHOCTb:
TUTP aHTuTen K Bupycy M yepes 21—28 cyT nocne
nvMMyHu3aumm y 90 % NpuBUTBLIX LbIN/IAT:
B PTTA, 1082 He Hxe 6.0
BNDA [JomkeH npeBbILLaTh MUHUMaILHOE MOJIOKUTE bHOE 3Ha-
YyeHvie B ABa V1 bonee pasa

MpumeyaHus

1 M — rpunn nTnu.

2 PTITA— peakums TOPMOXEHWA remarr/iloTuHaLmm.
3 NDA — nvmyHOhEepPMEHTHBIN aHaM3.

4.4 YnakoBka

4.41 dacoBaHHO

4.4.1.1 BakuuHy paccacosbiBatoT no 10. 20. 50. 100 1 200 cm3 B CTepu/ibHblE CTEKISAHHbIE UAWN NOMN-
MepHble hNakoHbl. PakoHbl YKynopuBalT CTEPUIbHBIMU PE3NHOBLIMU NMPO6KaMu 1 3akaTbiBaOT a/loMUHU-
€BbIMU1 KO/IMayKamu.

4.4.1.2 TorpelwHoCTb hacoBaHUs B 3aBUCUMOCTH OT 06beMa BakLMHbl COCTaB/AET:

-ANA ogHoro dhnakoHa, cogepxauwero ot 10 4o 20 cm3 BKIOUUTENBHO. + 5 %, AnA fgecATn akoHOB
+1,6 %;

- 4N ofgHoro pnakoHa, cogepxallero oT 50 go 100 cm3 BKOUNTENBHO, + 3 %. ANSA AecsATU (/lakoHOB
+0.9 %;

- NS ofHOro hnakoHa, cogepxatyero 200 cm3. £ 1.5 %. ansa gecatu dpnakoHos + 0.5 %.

4.4.2 dnakoHbl ¢ BakuvHoli B pacgacoBke 10 1 20 cm3 ynakoBbiBaloT B kapToHHble no FOCT 12301
MU NONNCTUPO/IOBbIE KOPOOKN MK Naykyn u3 kaptoHa no MFOCT 12303 ¢ pa3genuTenbHbIMU Neperopoakamu,
o6ecneyrBaloLL MMM COXPaHHOCTb BaKLMHbI NpU TpaHCNOPTUPOBaHMK. B kaxayto KOpoOKy (nauky) ¢ BaKLMHOM
BKNaAbIBAOT VHCTPYKLMIO MO NPUMEHEHMUIO.

MpumeuyaHne — KopoBGKY 1 MauKM A5 BTOPUYHOI YNaKoBKW MOTYT 6bITh M3rOTOB/EHbI U3 APYroro Matepuana,
06ECNEeUMBAIOLLETO COXPAHHOCTb BaKLWHBI.

4.4.3 Kopobku (mauku) c BaKLMHOM, a Takke dpakoHbl C BakuuHoi B pacdacoske 50. 100 n 200 cm3
ynakoBbIBaOT B AWMKN 13 rodpuposBaHHOro kaptoHa no FOCT 9142. obecneunsatoLie COXPaHHOCTb BaKLu-
Hbl NPV TPAHCNOPTUPOBAHUN.

Macca 6pyTTOo AWNKOB — He 6onee 15 k.

4.4.4 B kaxblli AWVK BKNabIBAOT YeTbipe-NATb 3K3EMMIAPOB UHCTPYKLUM NO NPUMEHEHUIO 1 YNako-
BOUYHbIA /TUCT C yKa3aHneMm:

- HAVMEHOBaHUS OpraHn3auun-NPon3BoOANTENS;

- HAVMEeHOBaHWA BaKLVHbI;
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- yncna KopoboK (S1lavok, (hJ1akoHOB) B ALLMKE;
- HoMepa cepuu;

- AaTbl YNakoBKK;

- hamMmnum Unn Homepa ynakoBLUMKa.

MpumevyaHne — JonyckaeTcs He BKIaAbIBaTb YNakoBOYHbINM /IACT B TPAHCMOPTHYHO YMaKoBKy.
4.5 Mapkuposka

4.5.1 Kaxpgas ynakoBouyHas efuHuLa AO/HKHA MMETb MapKWpPOBKY, XapakTepusyoLyto BakLuHy 1 oTee-
yawowyo TpeboBaHUSIM HOPMATUBHbIX OKYMEHTOB, AEACTBYIOLLNX HA TEPPUTOPUN FrOCyapCTBa, NPUHSABLLIETO
cTaHgjapr.

4.5.2 Ha dhnakoHbl C BakunHOM, cogepxatyme 10 n 20 cm3, HaknenBatloT 3TUKETKU C yKasaHNEM:

- HaMMeHoBaHWA /1y TOBAPHOro 3HaKa opraHv3aln-Nnpon3BoanTens;

- HaMMeHOoBaHWA BakLHbI;

- o6bema BakLMHbl BO dofiakoHe, CM3;

- yucna [o3 BakuMHbl BO (hriakoHe;

- NlekapCTBEHHOI hopMbl;

- HoMepa cepuu;

- fatbl Bbinycka (Mecsua, roga);

- cpoka rogHocTu (Mecsiua, roga),

- 0603HaYeHNA HACTOALLEro cTaHjapTa,;

* Hagnucy,; «[1ns BeTepuHapHOro NpUMeEHeHNsa».

4.5.3 Ha dpnakoHax ¢ BakuuHoli, cogepxatymx 50. 100 1 200 cm3, 4ONOSTHUTENBHO YKa3blBaKOT:

- HOMep perncTpaLnoHHOro ya0CToBepeHus;

- cNOCco6 NPUMEHEeHHUS;

- YC/I0BUA OTNYCKa,;

- YC/I0BUA XpaHeHus;

- LWUTPUXOBOI KoA (Npu HaNu4mny);

- UHdopMaLMIO O NMOATBEPXKAEHNN COOTBETCTBYUSA.

MpumeyaHne — Ha3TUKETKY MOXET ObITb HAHECEHA AOMOMHUTEIbHAs MHAopMaLKS.

4.5.4 Ha kopo6ku (navku) c BaKLMHOMA HAHOCAT MapKMpPOBKY C yKasaHuewM;
- HaMMeHOBaHWA WM TOBapPHOro 3Haka opraHn3aLunm-nponssBoanTens, ce agpeca (B TOM Yucne CTpaHbl);
- HaMMeHOBaHWA BaKLMHbI:

- 06beMa BaKLMHbI BO dofiakoHe, CM3;

* yncna o3 BakuMHbl BO (hriakoHe;

- NlekapCTBEHHOI hopMbl:

- HoMepa cepuu;

- fAatbl Bbinycka (Mecsua, roga);

- cpoka rogHocTu (Mecsiua, roga),

- 0603HaYeHNA HACTOALLEro cTaHfapTa;

- HOMepa perncTpaLnoHHOro y40CTOBEPEHMS;

- cnocob6a npuMeHeHus;

- yucna pnakoHOB B KOPO6Ke (Mauyke);

- YCNOBWIA OTNYyCKa;

- YCNOBWIA XpaHeHwus;

- LUTPUXOBOrO Koga (npu Hanuuum);

- UHdhOpMaLMKM O NOATBEPXAEHNN COOTBETCTBUS;

- Hagnuen. «[ns BeTepuHapHoOro NPUMeHeHUs».

MpumeyaHue — MapKMPOBKA MOXET COLEPXKATb AOMOHUTEBbHYIO MHGIOPMALIMIO.

4.5.5 Ha Awumkn ¢ BakuMHON (TpaHCNOPTHYIO YNaKoBKY) HaKNenBarT 3TUKETKY, Ha KOTOPOI yKa3blBatoT:
- HaMMeHoBaHWe U/1an ToBapHbI 3HaK OpraHn3aLMn-NPoN3BOANTENSA, ee agpec (B TOM YKUCe CTpaHy);
- HaVMeHOoBaHWe BaKLUWHbI;

- HoOMep cepuy;

- fAarty Bbinycka (mecsu, rog);

- CPOK rogHocTy (MecsiL, rof);
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- 4ncNo Kopobok (Mayvek v hakoHOB) B SALLUKE;

- YCNOBUSA XpaHeHUsa U TpaHCNopTUPOBaHUS;

- Maccy 6pyTTO;

- HaAnucb: «/1ns BeTepuHapHOro NpUMeEHeHN».

4.5.6 Ha kaxgplii AWK HAHOCAT TPaHCNOPTHY0 MapkupoBKy no TOCT 14192 ¢ yka3aHWeM MaHunyns-
LIMOHHbIX 3HaKoB: «Xpynkoe. OCTOPOXHO». «[pefesibl TeMnepaTypbl». «Bepx».

4.5.7 CoBMeLLeHNe TPaHCNOPTHOW MapKUPOBKMA M MapKMpPOBKM, XapakTepusyloLeid gaHHble 06 ynako-
BaHHOI NPOAYKLMW, HA OAHOI CTOPOHE TPaHCNOPTHOW ynakoBK/ He AonyckaeTcs.

5 MpaBuna npuemkun

5.1 Kaxpas cepvs BakLVHbI AO/MKHa 6bITb NpUHATA (NPOBEPeEHa) B opraHu3auun-npon3soavTene otae-
IOM. OTBEYalLLMM 3a KOHTPO/Ib KayecTBa roToBOW npoAykummn, B cooteeTcTBum ¢ NOCT 31929.

5.2 Kaxayto cepuio BakLMHbI CHabxaloT JOKYMEHTOM O KayecTBe, B KOTOPOM YKa3blBaloT;

- HaVMeHoBaHVe opraHu3aLun-NPov3BOANTENSA, ee aapec U TOBaPHbINA 3HaK;

- HaVMeHOoBaHVe BaKLWHbI;

- HOMep cepuu;

- HOMep KOHTPONS;

- paTty npov3BoAacTBa (4Mcno, Mecsu, rog):

- 06beM cepun (B eAnHMULAX 06bemMa un WTykKax);

- pesynbTaTbl UCMbITAHUIA NO MOKa3aTeNam KayecTsa,;

- CPOK rogHocTun (Mecsy, rog):

- 0603HaYeHNe HacTOSILLEro CTaHAapTa;

- HOMep ¥ JaTy Bblgauun JOKyMeHTa O KayecTBe;

- 3aK/I0YEHNE U TNYHYI0 NOAMNWCH YNOJTHOMOYEHHOTO NMLA, BblAaBLUIEro JOKYMEHT O KayecTBe.

5.3 [N KOHTpONA KavyecTBa BakUWHbl OT Kaxpgol cepun 0T6MpaloT BbIGOPKY B COOTBETCTBUM C
FOCT 31929. OT60p BbLIGOPKM ANA KOHTPO/IA KayecTBa U CO3[aHUS apxvMBa NPOBOAAT Moc/ie NpPOBEpPKN Ka-
yecTBa YKYNnopku U MapkupoBku. U3 cepum otoupatoT 40 chnakoHOB C BakuMHONM, pacdacoBaHHON no 10 u
20 cM3, 1 no wecTb hnakoHoB B pacdacoske no 50.100 n 200 cm3. MoN0BMHY h1aKOHOB UCNONbL3YIOT A1
npoBefeHNs KOHTPO/IA KayecTBa, a BTOPYIO NOSIOBUHY NPU NOSTyYEHUN NOMOXUTESIbHLIX PE3Y/bTaTOB UCTbITa-
HMA N0 nokasaTesisAiM KayecTBa Hanmpas/iAlOT B apxvB OTAefNa, OTBevalollero 3a KOHTPO/ib kayecTBa roToBoiA
NpoAyKU1Y opraHu3auum-nponssoguTens.

5.4 ApxuBHblE NPO6LI MapKUPYOT HAANNCBID «APXMB» N CHaGXatoT OKYMEHTOM C yKa3aHUeM;

- HAUMEHOBaHUA OpraHM3alMn-NPon3BoANTENS;

- HaMMeHOoBaHWA BaKLVHbI;

- HoMepa cepuu:

- AaTtbl Bbinycka (Mecsua, roga);

- faTbl oTbopa npob;

- o6bema cepuy (B eguHMULaX 06bema Unn LWTYKax);

- yncna oTobpaHHbIX NPoo;

- AO/HKHOCTU U IMYHOI noAnucy nnua, oTobpasLuero npoobbl;

- Cpoka rogHocTtu (Mecsaua, roga);

- 0603HaYeHNs HacTosLLero ctaHaapTa.

5.5 Tpun Hey[0BNETBOPUTENbHBIX pe3ynbTaTax UCMbITaHUA XOTA 6Gbl N0 OAHOMY U3 Mokasartesnei NpoBo-
AT NOBTOPHbIE MCMbITAHWA N0 3TOMY NokKa3aTesllo Ha YABOEHHOM KonnyecTse Npob BakuMHbl, 0TOGPaHHbIX OT
TOI Xe cepun 1 Ha yABOEHHOM KOMMYEeCTBE MaTepuasioB W XMBOTHbIX. Pe3ynbTarbl NOBTOPHOrO MCMNbITaHUA
CUATAIOTCA OKOHYATE/IbHBIMU N PACMPOCTPAHAITCA Ha BCIO CEpUIo.

5.6 B cniyyae Hey[0BNETBOPUTE/bHBIX PE3YNbTATOB MOBTOPHOIO WUCMbITAHWA CePUI0 BakLMHbI CYHATAIOT He
COOTBETCTBYHOLLEN TPebOBaHNSIM HACTOSLLErO CTaHAapTa, ee 6PakyoT U YHUUTOXAKT B COOTBETCTBUM C 3.2.6.

6 MeToAabl UcnbiTaHuUi

6.1 YcnoBus npoBeAeHWs UCnbiTaHui

6.1.1 O6wwne TpeboBaHMA NPOBEAEHUA MUKPOBMONOrMYECKOro aHannsa 1 paboTbl C MUKpOOpraHnsmMa-
Mu ll—IV rpynn natoreHHoctn — no FOCT ISO 7218.
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6.1.2 Tpe6oBaHusa K nepcoHany — no NOCT NCO/M3K 17025.
K npoBeaeHWio UCMbITaHW AONYCKAIOTCA KBaNMULMPOBaHHbIE COTPYAHUKW, UMeloLme OnbIT paboTsl C
Myikpooprasuamamu [ll—IV rpynn naToreHHoOCTH, N3yUmBLLKE METOAMKMN BbINOSHEHNA MUKPOOMONOTNYECKNX paboT.

6.2 CpejacTBa U3MepeHuii, peakTuBbl, Nocyaa, MaTepuasbl U XUBOTHbIE

6.2.1 TMpu npoBeAeHUN UCNbITAHWA NCNONb3YIOT CneayioLe cpeacTBa USMepeHnii, peakTuBbl, nocyay,
martepuasnbl N XNBOTHbIX:
- Yacbl HapyyHble 1 KapMaHHble MmexaHunyeckme no FOCT 10733 wan cekyHaomep;
- TepmocTar ¢ Temnepartypoi Harpesa (37,0 + 0,5) °C;
X0/104WTbHUK GbITOBOWA,
- ueHTpudpyra naboparopHas Co CKOPOCTbIO BpalleHns potopa He meHee 4000 06/MuH;
LUNNHAPLI CTEKNAHHbIE MepHble no FTOCT 1770;
Npo6VpPKN LEeHTPUYXHbIE CTEKNSAHHbIE BbiCOTON 9—10 CM 1 AnameTpoMm 2 CMm;
6aHa BoAsHasA ¢ Temnepatypoii Harpesa 56 °C;
* oBoOCKoOM,
K0/16bl CTeKNsAHHbIe MepHble no TOCT 1770;
BUCKO3MMETPbI CTeKNsAHHbIE cepun BHXK, BIMK-2 nnam BHXT no FOCT 10028;
LwnNpuLbl MHbEKLMOHHbIe no FTOCT I1SO 7886-1;
UMbl UHBEKLNOHHbIE OAHOKPATHOro npuMmeHeHusa no FOCT ISO 7864;
npo6upkun cTeknsaHHble no FOCT 25336;
LITaTVBbI 471 NPOBUPOK;
h1aKoHbI CTEKNSAHHbIE;
NUNETKN CTEKNSHHbIE TPafyupoBaHHble pasnnyHoli BMmectuMmocTt no FOCT 29230;
nMNeTKN OAHOKaHa/IbHble Y MHOrOKaHa lbHble pa3/IMyHOro 06bLema;
HaKOHEeYHVKV A5 MUNEeTOK;
NNacTHbI U3 OPraHNYecKoro cTekna ¢ JiyHkamm A1s NoCTaHoBKW peakuun remarrnioTuHaumm (PrA);
naaHWweTbl NoIMCTUPONOBbIE 96-TyHOUHbIE ¢ U-06pasHbIiM AHOM;
BOAY AuUCTUNIMpoBaHHyto no NOCT 6709;
pactBop HaTpus xsopuaa 0.9 %-Hbllii U30TOHUYECKNIA;
CNUPT 3TWIO0BLIN pekTudmkoBaHHbIi no FOCT 18300, 70 %-Hblil pacTBop.
HaTPWIA TMMOHHOKUCLINA 3-3ameLLeHHbli no TOCT 22280. 3 %-Hblii pacTeop;
Habop A5 BbISABNEHUSA aHTUTEN K BUPYCY rpunna NTul, UMMYHO(EePMEHTHLIM MeTOA0M;
Habop ANns naeHTudnkaummn Bupycos 60one3Hn Holokacna v rpynna Ny,
-1,0 %-nana cycrneH3ns apuTpoLnTOB netyxa;
- 5,0 %-Has cycrneHs3nsa s3puTpoLmTOB neTyxa;
-aMbpuoHbl Kyp 9— 10 cyT BO3pacTa, NosyvyeHHble U3 X03AiCTB, 61arononyyHbIX Mo BUPYCHbIM 60nes3-
HAM NTUL i CMNd-aM6proHbI (CBOGOHLIE OT NATOreHHOW hopbl);
- NeTyxoB-[,OMOPOB cTapLue 6 Mec;
- ubInaAT 25— 45 cyT Bo3pacTta. CM® nam NoNyyveHHbIX U3 X035MCTB, 61aronosyyHbIX N0 OCTPbIM MH(EK-
LIMOHHbIM 60NE3HAM NTULL.
6.2.2 [lonyckaeTcs NpyMeHeHve Apyrnx cpefcTB U3MepeHnii C MeTpoIorMyeckuMmn xapakrepucTmkamu,
a TaKKe peaxkTUBOB, MOCYAbl N MATEPUasIOB MO KAYeCTBY HE HUXE YKasaHHbIX.

6.3 ONpoAo/eHNOo BHELWHEro BMUAa, Hanmuns NOCTOPOHHUX NpUMeceii, HapylleHne LLeoCTHOCTH
N yKYynopkun dn1akoHoB

[na onpepeneHuns BHeLWHEro BMAa, Ha/IMuns MOCTOPOHHMX NPUMeCceN, TPeLH Kaxabli qhiakoH ¢ Bak-
LMHOI 13 BbIGOPKM No 5.3 npocmaTtprBaloT B NPOXoAsLEM CBETE NMpy B36aNTbiBaHWU, NepeBopaymBas Npoo6-
KOW BHM3. OHOBPEMEHHO MPOBEPSAOT NPOYHOCTb YKYNOPKU Y NPaBUIbHOCTb MapKVpOBKY.

6.4 OnpepeneHne CTEPUIbHOCTH

CTepunbHOCTb BakUWH onpegensaioT B cooTBeTcTBuM ¢ TOCT 28085.

6.5 OnpegeneHne ctabuAbHOCTU IMYyNbCUNK

6.5.1 TlpoBegeHue ucnblTaHUA
M3 nATM h1akoHOB C BaKLMHOV MOC/e MHTEHCUMBHOTO B36asThiBaHMsA 0T6MpatT no 10 cm3 1 roToBaT
06beUHEHHY0 Npoby. 3 06beanHeHHo nNpobbl 0T6MpatoT No 10 cM3 M BHOCAT B TPU LEHTPUGYXHbIE Npo-

6
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6upkn. Mpobupkn ¢ amynbcueii ueHTpudyrupyoT npyu 4000 06/MyH B TedeHne 30 MUH. Mocne 3Toro IMHeKo
N3MepAT BbICOTY CTON6a NPO3payHoi dhpakuuy B BepPXHER YacTu Npo6upku.

6.5.2 O6paboTka pe3ynbTaTos

OMy/IbCUI0 CUMTAOT CTABUNBLHOW, ecv Noc/e LEHTPUGYTMPOBAHUS B KaX Aol U3 Tpex Npobupok B nNpo-
Lecce BU3yaslbHOTO KOHTPO/SA He 06HaPYXEHO HUKaKMX U3MEHEHWI COAEPXUMOro UM ecnun BbicoTa cTonba
npo3payHoin hpakummn, chopMmpoBaBLLEiCS B BEpXHel YacTu Npobupku, He npeBbiwaeT 10 %.

6.6 OnpegeneHne KMHeMaTM4eCcKkoil BA3KOCTH

6.6.1 TpoBefeHue ucnbiTaHUA

KnHemaTuyeckyto BA3KOCTb OnpefensoT ¢ nomMouibio BuckodumeTpa no NOCT 10028 no MHCTPYKUUW,
NPUNOXEHHOW K npnubopy.

6.6.2 O6paboTKa pe3ynbTaToB

KnHemaTtunyeckas BA3KOCTb BaKLMHbI AO/MKHA 6bITb He 60n1ee 200 mMm2/c.

6.7 OnpepeneHne NosIHOTbI MHaKTMBaLUK

6.7.1 TloAroToBKa K UCNbITaHUIO

6.7.1.1 TlpuroToB/ieHME CYCMNEeH3NN 3PUTPOLMTOB KPOBK MeTyxa

KpoBb neTyxa 6epyT M3 NOAKPbINbLOBOM BEHbI. [TOBEPXHOCTb HA MecTe B3ATUS KPOBW NpeABapuTesb-
HO Ae3vHUUMpYT 70 %-HbIM 3TWIOBbLIM CMMPTOM. KpOBb OTOMpAalOT B CTEPUIbHYIO NPOBUPKY € 3 %-HbiM
pacTBOpOM JIMMOHHOKMCIOrO HaTpusa B 0.9 %-nom pactBope HaTpusa Xopuja U30TOHUYECKOro B COOTHOLIEe-
HuM 1:2; Tpu pasa ueHTpudyrupyoT npyu yactote BpaweHus potopa 1500 o6/mMuH B TeueHne 10 mMuH. U3
ocajika OTMbITbIX 3PUTPOLUTOB roTOBAT 5 %-Hyt0 cycneHsnto Ha 0.9 %-HoM pacTBope HaTpusa xaopuga uso-
TOHWYECKOrO.

6.7.1.2 MpurotoBneHne 06beANHEHHOW NPOGbLI BaKLUHbI

M3 Tpex dh1akoHOB C BakKLMHOW OTOMpPalOT paBHble 06beMbI BakLMHbl U 06bEANHAIOT B OAHOM CTEpPUsb-
HOM (hniakoHe, TLaTe/IbHO CMEeLLUNBAOT U UCNOMb3YIOT 418 3apakeHns IMOPUOHOB.

MpumeyvaHne — W3 dpnakoHoB B pacchacoske No 10 cmM3KCMOb3yHT BCE COAEPXMMOE.

6.7.2 TpoBOAOHUE UCNbITAHUA

MoNHOTY WHaKTMBaLMW Bupyca ONpeAenslT MeTOLOM TPeXKPaTHbIX MocnefoBaTeflbHbIX naccaxel
BakUMHbl Ha 9—10 cyT am6puoHax kyp. O6befuHEeHHY0 NPO6Yy BaKLWHbI MHOKY/IMPYIOT B @1/1aHTOWNCHYIO MNO-
noctb 15 ambpuoHam B o6beme 0,2 cm3. KOHTponem cnyxar naTb He3apaXeHHbIX 3MOPUOHOB. DMOPUOHBI
MHKY6UMpYylOT B TepmocTaTe B TeueHue 120 4 npu Temnepatype (37 = 0.5) °C u oTHOCUTENbHOI BAaXHOCTH
60 %—70 % 1 exefHEBHO OBOCKONUPUPYHOT. MM6enb 3MOPUOHOB B NepBble 24 4 cuMTaloT Hecneunguyecko.
Mo okoHYaHUM MHKY6auuyn aMOpPMOHBbI OXNaxgarT npu TemnepaTtype oT 2 °C go 8 BC B TeueHne 12 u. acen-
TUYECKN BCKPbIBAIOT, 0TOMPAOT NPO6bl SKCTPa3MOPUOHANLHOM XUAKOCTU N UCCeayIoT B KanenbHol peakuumn
remarrnotuHaymn (PFA) ¢ 5 %-Holi cycneH3uneli spuTpouuToB netyxa. Ecnu pesynbtaT oTpuuaTtesibHbIi, TO
NpoBOAAT elle ABa AONOJHUTENbHbIX Naccaxa, UCNonb3ys AN 3apaXeHUst CMeCb 3KCTPasaMbproHanbHo
XUAKOCTW, 0TOBPaHHY0 B paBHbIX 06beMax OT Kaxaoro amépuoHa. Mpu nonoxutensHoin PFA npoBoAsT no-
BTOPHbIN Naccax Ha yABOEHHOM Ko/nyecTBe aMOpUOHOB. MNpu NOATBEPXAEHNN NONOXUTENBHOIO pesynbTaTa
PrA paHHyto ceputo 6pakytoT.

6.7.3 Ob6paboTka pe3ynbTaToB

Bupyc, BXOASALWMIA B COCTaB BaKUWHbI, CYATAIOT MHAKTUBMPOBAHHbLIM, €C/IM B TeYeHUe nocnefosarteslb-
HbIX Naccaxel rmbesnb KypuHbIX 3IMGPUOHOB OTCYTCTBYET, a kanenbHas PIFA — oTpuuaTenbHas.

6.8 OnpepenexHvne 6e3BpeaHOCTH

6.8.1 O6wme NpUHLMUNbI

O6Lwwue npuHUMnbLl onpegeneHns 6e3spegHocTy no MOCT 31926.

6.8.2 MNpoBoAOHUE UCNBITAHUSA

O6begnHeHHy0 nNpoby BakuuHbl BBOAAT 10 ubinnatam no 1.0 cM3 NoAKOXHO B fopcasibHyto 0bnactb
HWXHeNn TpeTn weun. Cpok HabnwaeHns — 14 cyr.

6.8.3 Ob6paboTka pe3y/bTaToB

BakumnHy cunTaloT 6e3BpefiHOl, ecnin BCe UbINAATa B TeyeHne 14 cyT oCcTaHyTCs XUBbIMU, 6€3 KNnHUYe-
CKMX NPU3HaKoB 60ne3HW. Mpu BCKPLITAM NTULLbI HA MECTe BBEAEHWSA BaKLUHbI HE JO/HKHO BbiTb BbIPAXEHHOM
BOCMaNnTENbHOWN peakuuu.
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6.9 OnpepeneHne aHTUTEHHO aKTUBHOCTU

6.9.1 MoaroToBKa K UCNbITAHWUIO

Mepen npumeHeHneM hnakoHbl C BaKLMHONM BblAepXusBaloT npn TemnepaTtype 18 °C—20 sC B TeueHune
8—10 u. lo BakuMHaUUM OT LbINAAT NONYy4Yal0T CbIBOPOTKY KPOBW, 3aMOpaXusaloT U UCCNeayloT ee 3areM
O/JHOBPEMEHHO C CbIBOPOTKaMM, 0TO6PaHHbIMK Yepe3 21—28 cyT nocne BakuuHauuu.

6.9.2 MNposegeHne ncnblTaHnA

Lna npoBegeHna ucnbiTaHnii ucnonb3ytoT 20 upinnsaT. O6begnHeHHY0 Npoby BaKUyHbI BBOAAT AeCATU
ubinnAaTam no 0.5 cM3 NOAKOXHO B AOPCasibHY0 061aCTb HUXKHEN TPeTH Wen. a AeCATb HeBaKLMHUPOBaHHbIX
LbIM/IAT OCTaBNAOT B KAYECTBE KOHTPONA.

Mpo6bl CbIBOPOTKM KPOBU, OTOGPaHHbIE A0 U Yepe3 21—28 cyT nocse UMMyHU3auuy OT LbINAAT OnbIT-
HOWM 1 KOHTPOMBLHOW rpynn, uccnegyoT B peakuun TopMoxeHus remarrnoTuHauum (PTTA) ¢ Bupycom rpun-
na Tuna A nogtuna H5, ncnonb3ysa 1 %-Hyto B3BECb IpUTOLMTOB NeTyxa uiv MMMYHOEPMEHTHbIA aHanus
(NDA). MpenBapuTeNLHO NPO6LI NPOrpeBardT Ha BOAAHOW 6aHe npu Temnepatype 56 aC B TeueHue 30 MuH
ANA ycTpaHeHusa Hecneundguyecknx NHrmbmuTopos.

6.9.3 O6paboTka pe3ynbTaToB

BakuuHy cumTaloT aHTUreHHO akTUBHOW, ecnu He meHee YeM y 90 % BakLMHUPOBaHHbIX NTWL, TUTP aHTH-
Ten k supycy rpunna B I®A B aBa 1 60/ee pasa npesbillaeT MUHVMa/IbHOE NOMOXUTENbHOE 3HaYeHne, npes-
YCMOTPEHHOE UHCTPYKLUMEN N0 NMPUMEHEHWNIO NCMONb3YEMOro ANarHoCTUYecKoro Habopa.

Tutp aHTUTEN K Bupycy rpunna B PTFA He MeHee yeM y 90 % BakUMHMPOBAHHBIX MTUL, AO/DKEH ObITh
6.0 log2 (1:64) v BblLe.

Y ubinnar KOHTpOﬂbHOI?I rpynnbl cneumctmqecme aHTuTena K BUMpycy rpunna goJsiXXHbl OTCYyTCTBOBaTb.

7 TpaHcnopTUpoBaHWeE N XpaHeHue

7.1 BakuuHy TpaHCNopTUPYT BCEMU BUAaMN TpaHcnopTta B cootseTcTBun ¢ FOCT 17768.

7.2 BakuuHy xpaHAaT npu Temnepatype ot 2 °C fo 8 rC B npefenax cpoka rogHocTu.

7.3 CpoK rogHocTn BakuMHbl — 18 Mec ¢ gatbl Bbinycka. [aToil BbiMycka BakLUHbI CUATAIOT AaTy noja-
nucaHns fOKYMeHTa O KayecTBse.

YK 619:616.98:578.832:006.354 MKC 11.220

KntoyeBble cnosa: rpunn NTuy, noaHoTa MHakTusauuu, 6e3Bpe,qHOCTb, CTEPUNbHOCTb, CTabunbHOCTb 3MYy/b-
ChN. aHTUreHHasa akKTUBHOCTb
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TexHuueckuii pesaktop B.H. Mpycakosa
KoppekTtop M.W. TMepLumHa
KomnbtoTepHas BepcTka J1.A. Kpyrosoii
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