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Mpeaucnosue

Llenn, OCHOBHbIE MPUHLMMNBI U OCHOBHOW NOPSAOK NPOBEeAeHUs paboT No MeXrocyaapCTBEHHOMN CTaH-
aaptudauun ycraHosneHsl TOCT 1.0—2015 «MexrocyaapcreeHHas cucrema craHgaprtusauum. OCHOBHblE
nonoxeHus» n FOCT 1.2—2015 «MexxrocygapcreeHHasa cucrema craHgaprusayum. CtaHgaprbl Mexrocyaap-
CTBEHHbIE, NMPaBua n peKOMeHAaLUu1mn Mo MeXXrocyaapCTBEHHON CTaHAapTu3auuu. MNpasuna paspaboTku, npu-
HATKSA, OBHOBNEHNA U OTMEHbI»

CBefneHus o ctaHpgapTe

1 PASPABEOTAH Bcepoccuinckum rocyaapCTBeHHbIM heaepanbHbiM OI0KETHBIM yupexaeHuem «Bce-
POCCUIACKUIA rOCYAapCTBEHHbIN LIeHTp kayecTBa M CTaHAapTU3aUMM NeKapCTBEHHbIX CPEACTB AMNS XXMBOTHbIX
n kopmoB» (PrBY «BMMHKN») n degepanbHbiM ka3eHHbIM npeanpusitueMm «Ctaespononbckas 6uodadbpuka»
(PKM «Craspononbckas Guocabpukar)

2 BHECEH deaepanbHbIM areHTCTBOM MO TEXHUYECKOMY PEryrnmpoBaHuio 1 MeTponorum Poccuinckon
$enepauum

3 MPUHAT MexrocyaapCTBeHHbIM COBETOM NO CTaHAApTM3auuu, METPONorum U ceptudukauyum (npo-
TOKON OT 28 noHA 2016 r. Ne 49-2016)

3a NpUHATUE NPOroNocoBanm:;

KpaTkoe HaumeHoBaHWe cTpaHbl Ko crpaHbl no CokpalljeHHoe HaumeHoBaHWe HaLMOHanbHOro
no MK (MCO 3166) 004—97 MK (MCO 3166) 004—97 opraHa Mo cTaHgapTusaLuum
ApMeHus AM MwuHakoHOMUKK Pecnybnuku ApMeHus
Benapycb BY loccranpgapt Pecnybnukn Benapycb
Kupruams KG KblprelactaHgapT
Poccus RU Poccranpapt
TaaXukucTaH TJ TagXukcTaHgapT

4 Mpukasom PegepansHOro areHTCTBa Mo TEXHUYECKOMY PETYNMPOBAHUIO U METPONOrMK OT 1 ceHTABpSA
2016 r. Ne 1020-cT mexrocyaapcTBeHHbln ctaHaapT FOCT 33821—2016 BBeaeH B A4eliCTBME B KAYECTBE Ha-
LUnoHansHoro craHgapra Poccuiickon ®egepauun ¢ 1 aueapsa 2018 r.

5 BBEJEH BrEPBbIE

Unpopmayus 06 USMEHEHUSX K Hacmoswemy cmaHOapmy nybnukyemcs e exe200HOM UHgopMayu-
OHHOM yka3amene «HayuoHanbHble cmaH8apmbi», a MEeKCm USMEHEHUl U ronpasoK — 6 eXeMeCIYHOM
UHGbOpMaLUUOHHOM yKaszamene «HauuoHaneHbie cmaHdapmbi». B criydae nepecmompa (3ameHbl) uiu om-
MeHbl Hacmosweeo cmaHdapma coomesememasytowjee yeedomneHue 6ydem onybnukoeaHo 8 eXXeMeCsIYHOM
UHGbopMaLUOHHOM yKa3amerne «HayuoHanbHble cmaHdapmbl». Coomeememeyrowias uHgopmayus, yeeoom-
NIeHUe U meKcmMbl pasmeLaromes maike 8 UHopmauyUuoHHOU cucmeme obuieao nosib30eaHuss — Ha oghu-
YuanbHom caiime ®edeparnbHO20 azeHmemea no MexHU4YEeCKOMY peaynuposaHuro U Memposioz2uu 8 cemu
UnmepHem (www.gost.ru)

© CraHgaptuHdopm, 2016

B Poccuiickon degepaummn HaCTOALWMIA CTAHAAPT HE MOXET ObITb MONMHOCTbLIO UNN YACTUYHO BOCMPOMU3-
BEleH, TUPAXXNPOBAH M PaCcnpOCTPaHEH B kKa4yeCcTBe ochmLmanbHOro n3ganus 6es paspelueHus degepansHoro
areHTCTBa NO TEXHUYECKOMY PEryNIMPOBAHMIO U METPONOrUU
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M EXTOGCY.AAPCTBETUHTHTUB #” C TAHAAPT

CpencTea nekapCTBeHHbIE ANsi BeTePUHAPHOIO NpUMEHeHUst
BAKLUMHA NPOTMB NrPUNNA NTULU MHAKTUBUPOBAHHAA SMYINbIrMPOBAHHASA

TexHU4YEeCKue ycrnoBus

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

Dara BBegeHnsa — 2018—01—01

1 ObnacTb NpUMeHeHUs1

Hacroawmin ctaHgapT pacnpoCTPaHAETCA Ha WHAKTUBUPOBAHHYIO 3MYMbIMPOBAHHYIO BAKLMHY MPOTUB
rpunna ntuy (ganee — BakUMHA), MPeAHA3HAYEHHYIO AN NPOUNAKTUHECKON UMMYHU3ALUUN NTUL,.

2 HopMmaTuBHbIe CCbINKU

B HacToswem ctaHgapTe UCnofnb30BaHbl HOPMATUBHBLIE CCbINIKM Ha CreayloLmue MeXrocyaapcTBeHHbIe
cTaHaapThbl:

FOCT 12.0.004—90 Cucrema craHpgapToB 6e3onacHocTu Tpyaa. OpraHusaums oOyveHus 6esonacHo-
cTu Tpyaa. ObLume nonoxeHus

FOCT 12.1.005—88 Cucrema craHaaptos GesonacHoctu Tpyda. OGLme CaHWUTapHO-TMIMeHn4Yeckue
TpeGoBaHusA K BO3AYyXy paboyeii 30HbI

OCT 12.1.008—76 Cucrema craHgaptoB Ge3onacHOCTM Tpyaa. buonormyeckana Ge3onacHOCTb.
O6wwe TpeboBaHusA

OCT 12.2.003—91 Cucrema craHgaptoB 6e3onacHocTu Tpyaa. OGopyaoBaHue nNpou3BOACTBEHHOE.
O6wue TpeboBaHMsA 6Ge30MacHOCTK

FOCT 12.3.002—2014 Cwucrema craHgaptoe GesonacHocTu Tpyaa. MNpoueccbl Npou3BOACTBEHHbBIE.
O6wue TpeboBaHMsa 6e30MacHOCTH

FOCT 12.4.011—89 Cuctema ctaHgaptoB Ge3onacHoctu Tpyaa. Cpeacrsa 3awmTbl pabGoTaoLmx.
O6Lme TpeboBaHus u knaccuukayms

FOCT 17.2.3.02—2014 MMpaBuna ycTaHOBNEHUA AONYCTUMbIX BbIGPOCOB 3arpA3HAIOLMX BELLECTB Npo-
MbILLUMEHHBIMW NPEANPUATUSAMU

FOCT 1770—74 (MCO 1042—83, NCO 4788—80) MNocyna mepHas nabopaTopHas CTEKMsiHHas.
LiunuHapsbl, MeH3YpKU, konbbl, npobupku. ObLLmMe TEXHNYECKne yCnoBUs

FOCT 6709—72 Boaa auctunnupoBaHHas. TexHM4eckne ycnosusa

FOCT ISO 7218—2015 MukpoGuronorusi NMLEeBbIX NPOAYKTOB U KOPMOB AN XUBOTHbIX. ObLMe Tpe-
6oBaHuMs 1 pekomMeHAaL MW No MUKPOBMONOrMYeckuM MCCNEA0BaHUSAM

FOCT ISO 7864—2011 Urnbl UHBEKLUMOHHbIE OQHOKPATHOTO NPUMEHEHUS CTEPUSIbHbLIE

FOCT ISO 7886-1—2011 LUnpuubl MHBEKLMOHHbBIE OAHOKPATHOFO NPUMEHEHUA CTepunbHble. YacTb 1.
LLnpuupl ANs py4HOro MCNosib30BaHUsA

FOCT 9142—2014 Awmkn n3 roppupoBaHHOIO KapToHa. Obwme TeXHUYeCckue ycnoBus

FOCT 10028—81 BMUCKO3MMETpPbI KanumnapHble CTEKNSAHHbIE. TeXHuYeckue ycnosus

FOCT 10733—98 Yacbl Hapy4Hble U KapMaHHbIe MexaHuveckue. ObLume TexHUIEeCcKkue ycrnoBsua

FOCT 12301—2006 KopoGku u3 kaptoHa, bymarun n KOMOMHUPOBAHHLIX MaTepuanos. Ob6Lue TexXHU-
yeckne ycnosus

U3pgaHue ocdouumanbHoe
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MOCT 12303—80 MMayku u3 KapToHa, Bymaru u KoMGUHMPOBaHHbLIX Matepuanos. ObLue TexHu4eckme
ycrnoBus

MOCT 14192—96 MapkupoBka rpysos

MOCT NCO/M3K 17025—2009 O6Liue TpeboBaHUs K KOMNETEHTHOCTU UCNbITATENBHBIX M KAaNUBPOBOY-
HbIx nabopartopuii

MOCT 17768—90 Cpeacrea nekapcTeeHHble. YNakoBka, MapkupoBKa, TPAHCOPTUPOBAHNE U XpaHEHNe

FOCT 18300—87* CnupT STUMNOBLIA PEKTUUKOBAHHBIN TEXHUYECKUI. TEXHMYECKNE YCIOBUS

OCT 22280—76 PeakTtuBbl. HaTpuiti TIMMOHHOKMCABIN 5,5-BOAHbIN. TEXHUYECKUEe YCrOBUs

FOCT 25336—82 Mocyaa u obopyaoBaHue nabopaTopHble CTEKNSAHHbIE. TUMbl, OCHOBHbIE NapamMeTpbl
u pasmepbl

FOCT 28085—2013 Cpeacrsa riekapcTBEHHbIE Bruonornyeckne ans BETePUHaAPHOro npuMeHeHuns. Me-
TOZ OaKTEPUONOrMYECKOro KOHTPOMSA CTEPUIIbHOCTH

FOCT 29230—91 (UNCO 835-4—81) Mocyna nabopatopHasa cTeknsaHHas. MMuneTkn rpagyupoBaHHbIe.
YacTb 4. MnuneTkun BblgyBHbIE

MOCT 31926—-2013 CpeacrBa NeKapCTBEHHbIE AN BETEPUHAPHOIO npuMeHeHus. Metogel onpeae-
neHus 6e3BpegHOCTH

MOCT 31929—2013 CpeacrtBa nekapCTBEHHbIE ANA BETEPUHAPHOTO NPUMEHEHUA. MNMpaBuna Npuemku,
MeToAabl oT6opa npo6

MpumedvyaHue — [pu Nonb3oBaHUKN HACTOALLUM CTAHAAPTOM LienecoobpasHo NpoBepUTh AEeNCTBUE CCbINOY-
HbIX CTaHAaPTOB B MHGOPMAaLMOHHOI cucTeMe obLLero nonb3oBaHUs — Ha oduLnansHoM cainTe PefepanbHOro areHT-
CTBa MO TEXHUYECKOMY PEryrimpoBaHuto 1 METPONorun B CeTU MIHTEPHET UNK NO eXeroqHOMy UHOPMaLIMOHHOMY yKasa-
Tento «HaunoHanbHele CTanAapThI», KOTOPbIA ONy6NMKoBaH No COCTOSHWIO Ha 1 AHBapsA TeKyLero rofa, u no Beinyckam
€XEMECAYHOro MHPOPMaLIMOHHOTO ykasaTens «HaluoHarnbHbele CTaHaapThl» 3a TeKYLUI rof. Ecnun cebinoyHblin cTaiaapT
3aMeHeH (M3MeHeH), TO Npu Nonb3oBaHUU HAaCTOSALLUM CTaHAapTOM crefyeT PyKOBOACTBOBATLCS 3aMeHSIOLLNUM (M3MEeHeH-
HBIM) CTaHAAPTOM. Ecnun cchlfoyHblif cTaHfapT OTMEHEH 6e3 3aMeHbl, TO MooXeHne, B KOTOPOM AaHa Cehinka Ha Hero,
NPUMEHSETCA B YacTU, He 3aTparnBatoLLen Ty CChINKY.

3 TpeboBaHus 6e3o0nacHOCTU

3.1 Mo 6uonoruyeckoit 6Ge3onacHOCTM NPOM3BOACTBO AOSMKHO COOTBETCTBOBATH TpeboBaHMAM
MOCT 12.1.008.

3.2 OpraHu3aums Npou3BOACTBEHHOIO NpoLuecca — B COOTBETCTBUU ¢ TpeboBanuamu MOCT 12.3.002,
a npou3BoacTBeHHOe obopyaoBaHue — B cooTBeTcTBUM ¢ TOCT 12.2.003.

3.3 TpeboeaHus k 06y4eHuto nepcoHana 6esonacHoctTu Tpyaa — no NOCT 12.0.004.

3.4 Cpeactsa 3awmTbl padotatowmx — no MOCT 12.4.011, Bo3ayx paboyeri 30Hbl AOMKEH COOTBETCTBO-
BaTb TpebGoaHuam MOCT 12.1.005.

3.5 KoHTponb 3a BbIGpOCaMu BO BHELLHIO cpeay — B coorBeTcTBumn ¢ FOCT 17.2.3.02.

3.6 BakumHy, He BbiAEPXaBLUYIO KOHTPOTbHbIE UCNLITAHUS, C UCTEKLLUM CPOKOM FOAHOCTH, a TaKkxke Bak-
LMHY, OCTaBLUYIOCA BO (hflakoOHaX NOCAeE UCNbITaHWii, 06e33apaXxMBaloT aBToknasMpoBaHuem B TeyeHue 1 4
npu Temnepatype (126 + 2) °C u aasnenuu (1,5 + 0,1) atm (151,99 kMa unm 1,5 kre/cm?) n yTUNM3UpYIoT.

4 TexHuueckue TpeboBaHUA

4.1 BakuuHa npegcraenser cobon BOAHO-MACHSAHYIO 9MYINbCUI0 MHAKTUBMPOBAHHON KYNLTYPbl NPOM3-
BOJCTBEHHOrO LLUTaMMa BUpYca rpunna ntuy.

4.2 BakuuHa fomkHa COOTBETCTBOBATL TPEeOOBAHMAIM HACTOSALLIETO CTaHAapTa U NPOU3BOAMTLCA MO TEX-
HOJIOTU4ECKOMY pernamMeHTy, yTBEPKAEHHOMY OpraHusaumen-npon3soauTeneM B Nopaake, AenCTByIOLLIEM HA
TeppuTOpUM rocyaapcTBa, NPUHABLUIErO CTaHAapT.

4.3 Mo nokasarensM ka4eCTBa BaKLUMHA A0IDKHA COOTBETCTBOBATL TPEOOBAHUAM U HOPMAaM, YKa3aHHLIM
B Tabnuue 1.

* B Poccuiickot ®epepauyun peiicteyet MOCT P 55878—2013 «CnupT 3TUNOBLIA TEXHUYECKUA UL PONU3HbINA
pPeKTUPUKOBAHHBINA. TEXHUYECKUE YCNOBUSAY.

2
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Tabnuuya 1
HaumeHoBaHWe nokasaTens XapakTepucTuka 1 Hopma

BHeLHW BUA OgHopogHasi aMynbcua 6enoro unu Hernoro ¢ po3oBbIM
OTTeHKOM LBeTa. [pn XpaHeHUW fonycKkaeTca He3aHaqYnTemb-
HOe paccrioeHne aMyrbCcuU, OAHOPOAHOCTL KOTOPOW BOC-
CTaHaBnMBaeTCA Npu B3GanTbIBaHUK

Hannune nocTopoHHUX NpuMecel, TpeluH dnako- He ponyckaetcs

HOB, HapyLLeHWe MapKWpOBKM

CrepunbHocTb HomkHa BbiTb cTepunbHon

CTabunbHOCTb aMYbCUH: 10

BbICOTa BepXHeil Npo3paqHoi dppakuum, %, He Gonee

KuHemaTuyeckas BA3KOCTb, MM2/c, He Gonee 200

MornHoTa nHaKkTUBaLum Bupyc, BxogaLwunii B cocTas BakUuUHbI, AoMmKeH 6biTb non-

HOCTbHO UHaKTUBUpOBaH

BeaBpeaHocTb HomxHa 6biTb 6e3BpegHa

AHTUreHHas aKTMBHOCTE:

TUTP aHTUTen K Bupycy M1 vyepes 21—28 cyT nocne
UMMyHM3aLumn y 90 % nNpuBMTLIX LbINNAT:

B PTTA, log, He Hitxe 6,0

B NDA [JomxeH npeBbIaTe MUHUMaNbHOE NONOXUTENbHOE 3Ha-
YeHue B ABa 1 Gonee pasa

MpuMeyvaHusa

1 Ml — rpunn nTuy.

2 PTTA — peakuus TOPMOXEHWSA reMarrnioTuHaLuu.
3 NOA — UMMYHOEPMEHTHBIR aHanus.

4.4 YnakoBka

4.4.1 ®acoBaHue

4.4.1.1 BakumHy pacdacossiBaiot no 10, 20, 50, 100 u 200 cm3 B CTEPUNbHBIE CTEKMAHHBLIE UAW NOMK-
MepHbl€ prakoHbl. PriakOHbI YKYMOPUBAIOT CTEPUITbHLIMU PE3UHOBLIMU NPODKaMU U 3aKaTbLIBAIOT aniOMUHU-
€BbIMU KOnMnaykamu.

4.4.1.2 TorpelwHoCcTb )acoBaHMA B 3aBUCUMOCTU OT 06beMa BaKLMHbI COCTABNSAET:

- ns oAHOro cprakoHa, coaepxaiyero ot 10 40 20 cM3 BKMIOUNTENBHO, + 5 %, ANs AecATU PnakoHOB
11,6 %;

- ANs 0gHOro (hnakoHa, cogepxkawero ot 50 go 100 cm3 BKIIOUUTENBHO, + 3 %, ANst AECATU dnakoHoB
10,9 %;

- ANnAa ogHoro donakoHa, cogepxatyero 200 cm3, £ 1,5 %, ona gecatn pnakoHos £ 0,5 %.

4.4.2 ®nakoHbl ¢ BaKUMHOII B pacdacoske 10 u 20 cm® ynakosbIBalT B KapToHHbIE no MOCT 12301
UNKU NONUCTUPONOBbIE KOPOOKM MK nayvku u3 kaptoHa no MOCT 12303 ¢ pasgenuTenbHbIMU NEPeropoakamu,
obecneymBatoLLMMN COXPaHHOCTb BaKLMHbI NPU TPaHCMOPTMPOBaHUK. B kaxzayto KopoBKy (nayky) ¢ BaKLMHO
BKMaAblBaKOT MHCTPYKLMIO NO NPUMEHEHMIO.

n pumMmevYyaHne — KOpO6KVI N nadvku ana BTOpVIHHOI?I YNaKoBKU MOTYT ObITb U3rOTOBMEHBI U3 Apyroro Matepuana,
o6ecr|et-maa|ou4ero COXPaHHOCTbL BaKUMHBI.

4.4.3 Kopobku (naukn) C BaKLMHONM, a TakKe PriakoHbl C BaKLMHOM B pacdacoske 50, 100 u 200 cm3
yMaKkoBbIBAKT B ALLMKM U3 roppupoBaHHOro kaptoHa no MOCT 9142, obecnevnBaroLme COXPaHHOCTb BaKLU-
Hbl NPU TPAHCNOPTUPOBAHUMN,

Macca 6pyTT0 AmkoB — He Bonee 15 kr.

4.4.4 B kaxablii LUK BKMNAAbIBAKOT YEThIPE-NATh 9K3EMMNNAPOB MHCTPYKLMUW MO NPUMEHEHMIO U yNaKo-
BOYHbIN JIUCT C yKa3aHUEM:

- HAUMEHOBaHUA OpraHU3auun-NPOU3BOAUTENS;

- HAUMEHOBAaHUS BaKLUMHBI;
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- yucna Kkopo6ok (nayek, (pnakoHOB) B SILLMKE;
- HOMepa cepuu;

- AaTbl YNaKoBKMK;

- hamunuu unNu HoMepa ynakoBLLMKA.

MpumevaHune — [onyckaeTcs He BKIafbiBaTh YNaKOBOYHbIA NUCT B TPAHCNOPTHYIO YNaKOBKY.

4.5 MapkupoBka

4.5.1 Kaxgaa ynakoBoyHasi equHuLa AomkHa UMETb MApKMPOBKY, XapaKkTepusyioLLyio BaKLMHY U OTBe-
vaiouyyto Tpe60BaHUsIM HOPMATUBHbLIX JOKYMEHTOB, I NCTBYIOLLIMX HA TEPPUTOPUU FOCY1apCTBA, NPUHABLLETO
CcTaHzapr.

4.5.2 Ha cnakoHbl ¢ BakLmHOM, conepkaime 10 n 20 cM3, HaKNEeNBAIOT STUKETKU C YKa3aHUeM:

- HAUMEHOBaHUA U/UNK TOBAPHOIO 3HaKa opraHM3aLun-NPon3BoOANTENs;

- HAUMEHOBaHUS BaKLMHBI;

- o6bema BaKLMHbI BO pnakoHe, cMmS;

- 4yucna A03 BakUMHbI BO (hnakoHe;

- NeKkapCcTBeHHON POPMbI;

- HOMepa cepuu;

- Aatbl Bbinycka (Mecsua, roaa);

- cpoka rogHoCTH (Mecsaua, roaa);

- 0603Ha4YeHNA HACTOALLIErO CTaHAApTa;

- Haanucu: «Ansa BETEPUHAPHOIO NPUMEHEHUSY.

4.5.3 Ha chnakoHax ¢ BakuuHOWM, coaepxawmx 50, 100 n 200 cM3, 1ONONHUTENBLHO YKa3bIBAIOT:

- HOMep perncTpauUoOHHOIO YAOCTOBEPEHUS;

- CNoco6 npumMeHeHus;

- YCNOBMSA OTNYCKA;

- YCNOBUA XpaHEHUs;

- LUTPMXOBOM KOA (NpY Hanu4um);

- UHPOPMaLUIO O MOATBEPKAEHUN COOTBETCTBUA.

MpuMedyaHue — Ha STUKETKY MOXET BbiTb HAHeCeHa JONONHUTENbHASA UHGOPMaLUS.

4.5.4 Ha kopo6ku (naykn) ¢ BaKUMHOW HAHOCAT MapKUPOBKY C yKa3aHUeM:
- HAMMEHOBAHMUS W/UNK TOBAPHOTO 3HaKa OPraHM3aLuu-nNPoOU3BOANTENSA, €€ aapeca (B TOM YUCIE CTPaHbl);
- HAUMEHOBaHUS BaKLUMWHbI;

- 06Lema BaKLWHBI BO (DNakoHe, CMS;

- yucna A03 BakLMHbI BO (hnakoHe;

- NEKapCTBEHHON POPMBbI;

- HOMepa cepuu;

- AaTbl BbiNycka (Mecsaua, roga);

- CpoKa rogHocTu (Mecsaua, roga);

- 0003HaYeHMs HACTOALLErO CTaHAapTa;

- HOMepa PEerncTPaLMoOHHOrO YA0CTOBEPEHNUS;

- cnocofBa NpUMeHeHus;

- yucna hnakoHOB B KOpoOke (nauyke);

- YCNOBUI OTMYCKA,

- YCIOBUIN XPaHEHWS,

- LUTPMXOBOTO KoAa (Npu Hanmuuu);

- MHopMaLUK O NOATBEPKAEHUN COOTBETCTBUSA;

- Haanuecw: «[ns BeTEPUHAPHOTO NPUMEHEHUSY.

MpumedaHue — MapkupoBka MOXET cogepxaTb JOMOMHUTENBHYIO MHOpMaLMLO.

4.5.5 Ha Awmku ¢ BakKUMHON (TPAHCMOPTHYIO YNaKOBKY) HAKNEUBAIOT STUKETKY, HA KOTOPON YKa3bIBaIOT:
- HAUMEHOBAaHWE U/UNW TOBAPHbII 3HAK OpraHM3auMu-NPOM3BOANTENS, ee agpec (B TOM UMCHe CTPaHY);
- HaUMeHOBaHue BaKLUHbI;

- HOMEp cepuum;

- Aarty Bblnycka (Mecs, rog);

- CPOK roaHOCTU (Mecsu, roa);
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- YMCno KopobokK (navek unu bnakoHOB) B ALLUKE;

- YCINOBUA XPaHEHUA U TPAHCNOPTUPOBAHUS;

- maccy 6pyTTO;

- HaAnUCk: «[nNA BETEPMHAPHOIO NPUMEHEHUSY.

4.5.6 Ha kaxgblil ALMK HAHOCAT TPAHCMNOPTHYIO MapkupoBky no MOCT 14192 ¢ ykazaHUEM MaHUMyns-
LMOHHbIX 3HAKOB: «Xpynkoe. OCTOpoXXHO», «lMpeaensbl Temnepartypbl», «Bepx».

4.5.7 CoBMeLLeHWe TPaHCMOPTHON MapPKUPOBKU U MapKUPOBKU, XapaKkTepuayioLlei AaHHble 06 ynako-
BaHHOM MPOAYKLUMKU, HA OQHON CTOPOHE TPAHCMOPTHON YNAKOBKM HE JOMYCKAETCS.

5 lMpaBsuna npuemMkun

5.1 Kaxxgas cepus BakLMHbI AOMKHA BbITk NPUHATa (NPOBEPeHa) B OpraHu3aLmmn-npou3BoauTene otae-
1I0M, OTBEYAIOLLMM 3@ KOHTPOMb KayecTBa roTOBOM nNpoaykumm, B cooteetcTaumn ¢ FOCT 31929.

5.2 Kaxgyto cepuio BakUMHbI CHaBXaKT JOKYMEHTOM O Ka4eCTBE, B KOTOPOM YKa3blBaloT:
HauMeHOBaHWe opraHn3aLun-NnPon3BOAUTENS, €€ aApeC U TOBApPHbIA 3HAK;

HauMEHOBaHWE BaKUWHBI;

- HOMEp cepuu;

- HOMEp KOHTPOnNS;

- 4aTy Npou3BoACTBa (YMCO, MECSL, TOA);

- 06bem cepun (B eanHMLAx o0bema unu LWTyKax);

- pesyneTaTkl UCMBITAHWUI MO NOKA3aTENAM Ka4ecTBa;

- CPOK rogHocTn (Mecsu, roa);

- 0603Ha4YeHNe HACTOSALLIEro CTaHaapTa;

- HOMEp U AaTy BblAa4u AOKYMEHTa O Ka4eCTBe;

- 3aKIIOYEHUE U MIUYHYIO MOANUCH YNOMTHOMOYMEHHOMO NULA, BbiAABLUETO AOKYMEHT O KayecTBe.

5.3 OnA KOHTpOMNSA KayecTBa BaKUMHbI OT KaXaou cepum OTOMpaloT BbIGOPKY B COOTBETCTBUM C
MOCT 31929. OT60p BLIGOPKM ANS KOHTPONS Ka4eCTBa M CO34aHUS apXuBa NPOBOAAT MOCNE NPOBEPKU Ka-
YecTBa YKYNopku U MapkupoBku. M3 cepun otbupatot 40 hnakoHOB ¢ BakKUMHOW, paccdacoBaHHON no 10 u
20 cm3, 1 o wecTb hnakoHoB B pacdacoeke no 50,100 u 200 cm3. MonoBuHy hNakOHOB UCMONb3YIOT AMNS
NPOBEAEHUS KOHTPOMNSA Ka4eCTBa, @ BTOPYIO NONMOBUHY NPU NONYYEHUU NONOXUTENbLHLIX PE3YNLTATOB UCTLITA-
HWA NO MOKasaTensam KavyecrBa HaNPaBNAT B apXMB OTAENA, OTBEYAIOLLErO 3a KOHTPOSb Ka4ecTBa roToBOW
NPOAYKLMU OpPraHM3aLun-NnpousBoOAUTENS.

5.4 ApxuBHble NPOObLI MapPKUPYIOT HAANUCLIO «APXMBY U CHabXaIOT JOKYMEHTOM C yKa3aHMEM:

- HAUMEHOBaHUS OPraHN3aUUu-NPOU3BOANTENS;

- HAUMEHOBAaHUsA BaKLUHbI;

- HoMepa cepuu;

- Aatbl Bbinycka (Mecsiya, roga);

- aatbl otbopa npoo;

- obbema cepuu (B eauHMLIaX 0GbeMa UMK LWITYKAX);

- yucna oTobpaHHbIX Npoo;

- AOIDKHOCTU U FIMYHOI NOANMCYU nuua, oto6pasLuero npobbl;

- Cpoka rogHocTu (Mecsaua, roaa);

- 0003Ha4YeHUs1 HACTOSILLIErO CTaHAapTa.

5.5 Tpu HeyaOBNETBOPUTENbHbLIX PE3ynbraTtax UCTIbITAHUI XOTA Obl N0 OAHOMY U3 MOKa3aTenen NPoBo-
AAT NOBTOPHbIE UCTILITAHUSI MO 3TOMY NOKA3AaTENIO Ha YABOEHHOM KonuyecTse Npo6 BakLUMHbI, OTOOPaHHBIX OT
TOW M€ Cepuu M Ha YABOEHHOM KOMUUYECTBE MATEPUanoB W XMBOTHbIX. Pe3ynsTaTbl MOBTOPHOMO UCMLITAHUA
CYUTAIOTCA OKOHYATENbHLIMU U PACNPOCTPAHAIOTCA HA BCIO CEPUIO.

5.6 B cnyyae HeyaOBNETBOPUTENBHLIX PE3YNLTaTOB NOBTOPHOTO UCNLITAHUA CEPUIO BAKLIMHBLI CHUTAIOT HE
COOTBETCTBYIOLLEN TPpeOOBaHMSAM HACTOALLErO CTaHAapTa, ee GpakyioT U YHUYTOXAIOT B COOTBETCTBUM C 3.2.6.

6 MeTtoabl UCcnbITaHUN

6.1 YcnoBusa npoBeAeHUs UCNbITAHUN

6.1.1 Obwwme TpeboBaHUs NpoBeaAEHUA MUKPOOUONOrMHECKOro aHanusa u paborbl C MUKPOOPraHu3ama-
mu lll—IV rpynn natoreHHoctn — no MOCT ISO 7218.
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6.1.2 TpebosaHus k nepcoHany — no NOCT NCO/M3K 17025.
K nposeaeHuio uCnbITaHWiA JOMyCcKalTCa KBanupuUMpPOBaHHbLIE COTPYAHMKM, UMEKOLLME OMbIT paboTkl C
MuKpoopraHnamamu lll—IV rpynn naroreHHoCTu, U3y4uBLLME METOAMKM BbIMOMHEHUA MUKPOOMONOrMYeckmx pador.

6.2 CpeacTBa u3MepeHUN, peakTuBbl, NOCyAa, MaTepuanbl U XXUBOTHbIE

6.2.1 MNpwu NpoBeAEHUU UCTLITAHMIA NCMONbL3YIOT CreayoLue CpeacTBa UBMEPEHNIA, peaKkTUBLI, MOCYAY,
mMarepuarnbl 1 XXUBOTHbIX:

- Yyacbl Hapy4Hble U KapMaHHble mexaHnyeckue no NOCT 10733 unu cekyHaoMep;

- TepmocTar ¢ Temneparypon Harpesa (37,0 £ 0,5) °C;

- XON0AUIbHUK ObITOBOM;

- UeHTpudpyra nabopaTopHasi CO CKOPOCThLIO BpaLleHust potopa He meHee 4000 06/MUH;

- UMUNMHAPLI CTEKNsIHHbIE MepHble no TOCT 1770;

- NPOBMPKN LEHTPUPYXKHbIE CTEKIAHHBIE BbICOTON 9—10 CM U agnameTpom 2 CMm;

- BaHs BoasiHas ¢ TemnepaTypou Harpeea 56 °C;

- OBOCKOT;

- KonBbl cTeknsiHHbIEe MepHble no MOCT 1770;

- BUCKO3UMETPbI CTEKNsAHHbIE cepun BHXK, BIMK-2 unu BHXXT no MOCT 10028;

- LWNpUUbl MHBbEKLMOHHbIe no MOCT ISO 7886-1;

- UMbl UHBEKLUMOHHbIE OgHOKpaTHOro npuMeHeHus no NOCT ISO 7864;

- NnpoBupku cTeknsHHble no MFOCT 25336;

- LWTaTUBbLI 4N NPOBUPOK;

- PnakoHbl CTEKNAHHBIE;

- MUNETKM CTEKNSAHHbIE rpagynpoBaHHbIe pasnMyHon BMecTumMocTu no MOCT 29230;

- MUMNETKWN OAHOKaHamnbHbIE U MHOTOKaHamnbHbIE PasnnyHoro ooLema;

- HAKOHEYHUKU ANA NUNeTok;

- NNACTUHbI U3 OPraHUYECcKOro CTekna ¢ nyHkaMmu Ans NOCTaHOBKW peakuuu remarrniotuiagum (PrA);

- NNaHLWeTbl NONMCTUPONOBbLIE 96-NyHOYHbIE ¢ U-00pa3sHbiM 4HOM;

- BOAy AuctunnupoaHHyto no MOCT 6709;

- pactBop HaTpua xnopuga 0,9 %-Hbil U30TOHUYECKUN;

- CNUPT 3TUNOBbIN pekTudukoBaHHbli No MOCT 18300, 70 %-HbIN pacTBop;

- HAaTPUIN NMMOHHOKUCTIbINA 3-3ameLleHHbIn no FTOCT 22280, 3 %-HbI pacTeop;

- Habop AnSA BbIABNEHUSA aHTUTEN K BUPYCY rpunna Ny, UMMYHOEPMEHTHLIM METOZI0M;

- Habop ansa naeHTudmkayum BupycoB 6onesHu Holokacna u rpunna nruu;

- 1,0 %-Hasa cycneH3us SpUTPOLIUTOB NETYXA;

- 5,0 %-Has cycneH3us apuTpoLMTOB NETyXa;

- aMbpuoHbl Kyp 9—10 cyT BO3pacTa, Nony4YeHHble U3 X03alCTB, BNarononyyHbIX NO BUPYCHbIM Gones-
HAM nTuL unn Crd-smO6puoHbl (CBOGOAHBIE OT NATOrEHHON hropbl);

- NETYXO0B-JOHOPOB CTapLue 6 Mec;

- ybinnaTr 25—45 cyt Bo3pacra, ClMN®d unu nonyveHHbIX U3 X03sMCTB, 6naronony4HbIX Mo OCTPbIM UHAEK-
LIMOHHBLIM DONEe3HAM NTUL,.

6.2.2 JlonyckaeTcs npuMeHeHue Apyrmx CPeacTB U3BMEPEHUI C METPONOrMYECKUMU XapakTEPUCTUKAMM,
a TalKke peakTUBOB, NOCYAbl U MAaTEPUANoB MO KAYECTBY HE HUXE YKa3aHHbIX.

6.3 OnpepgeneHue BHEWHero BUAa, HANIMYUA NOCTOPOHHUX NPUMeECei, HapyweHue LeNIoCTHOCTH
U YKYNOpKu (priakoHOB

[lna onpeaeneHnsa BHELLHETO BUAA, HANN4YMsi MOCTOPOHHUX NPUMECEN, TPELUUH KaXabli DnakoH C Bak-
LUMHOM 13 BLIOOPKM N0 5.3 npocMaTpuBaloT B NPOXOASILLEM CBETE Npu B30aNTLIBAHUKU, NepeBopaunBasi npoo-
Ko BHM3. OAHOBPEMEHHO NPOBEPSIOT NPOYHOCTb YKYNOPKU U NPaBUITbHOCTb MapPKMPOBKMN.

6.4 OnpegeneHue CTepuribHOCTHU

CTepunbHOCTL BakUUH onpeaensiot B cootsetcTeum ¢ FOCT 28085.

6.5 OnpepgeneHue CTaOUNbLHOCTU IMYILCUMN

6.5.1 NMpoBeaeHue ucnbiTaHusa
M3 natu ¢hnakoHOB C BaKLMHOI MOCAE WHTEHCUBHOTO B3BanTbiBaHus otéupaior no 10 cm® u rotosAr
o6beauHeHHyio npoby. U3 06beanHeHHol npobbl 0TOMpalot no 10 6M3 1 BHOGAT B TPU LIEHTPUMDYXHbIE Npo-

6
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Gupku. Mpobupku ¢ amynbeueii ueHTpudyrpytot npu 4000 06/MuH B TeyeHue 30 MuH. MNocne 3Toro NMHENKON
M3MEPSAIOT BLICOTY cTOnba npo3pavHol pakumm B BEPXHEN YacTu NpoGUpKN.

6.5.2 O6paboTka pe3ynLTaToB

SMyNbCUIO CYMTAIOT CTaBUIIbHON, €CNK NOCNE LeHTPUYIMPOBaHUS B KaXa0i U3 Tpex npobupok B Npo-
Lecce BU3yarbHOTO KOHTPOMS He 0BHAPYXXEHO HUKAKUX U3MEHEHUI COAEPKMMOTO UMM eCnn BbICOTa cTonba
npo3pavHoi pakuum, chopMmupoBasLLENCA B BEPXHEN YacTu npobupku, He npesbilaeT 10 %.

6.6 OnpeneneHue KMHEMATUYECKON BA3KOCTU

6.6.1 MNpoBegeHue ncnbiTaHUA

KuHemaruyeckyio BA3KOCTb ONPeAEnsoT ¢ NOMOLLbIO BUcko3umetpa no MOCT 10028 no MHCTpyKuum,
NPUNOXEHHOM K Npubopy.

6.6.2 Obpaborka pe3ynbTaTtoB

KuHematuueckas Bs3KOCTb BaKUMHbLI 40MKHA ObiTb HE Gonee 200 Mm2/c.

6.7 OnpegeneHue NOMHOTbI UHAKTUBaLUN

6.7.1 MoaroroBka K UCNbITAHUIO

6.7.1.1 TpuroToBRNeHne CyCneH3nmn apuTpoLMTOB KPOBK NETyXa

Kpoeb netyxa 6epyT u3 noakpbinbLOBOW BeHbl. [OBEPXHOCTb HA MECTe B3ATUA KPOBU NpeaBapuTenb-
HO Ae3nHnumpyloT 70 %-HbiM 3TUNOBLIM CNMPTOM. KpoBb OTOMPAIOT B CTEPUNbHYIO NPOBUPKY € 3 %-HbIM
pacTBOPOM NMMOHHOKUCIOrO HaTpus B 0,9 %-HOM pacTBOpe HATPUA XINOpPUAA M3OTOHMYECKOTO B COOTHOLLIE-
HUM 1:2; Tpu pasa ueHTpUdyrupyloT Npu Yactote BpaweHun potopa 1500 o6/mMuH B Teyenune 10 muH. U3
0CaAKa OTMbITbIX 3PUTPOLIMTOB FOTOBAT 5 %-Hyl0 cycneH3uto Ha 0,9 %-HOM pacTBope HaTpusa xnopuaa uso-
TOHWU4YECKOTO.

6.7.1.2 lNpurotoBneHne o6veanHeHHON NPOosbl BaKLUHLI

M3 Tpex ¢onakoHOB C BAKUMHON OTOMPAIOT paBHble 00bEeMbl BAKLUHBLI U 0OBLEAUHAIOT B OAHOM CTEPUSb-
HOM chnakoHe, TWaTenbHO CMELLMBAIOT U MCNOMNBL3YIOT ANA 3apaXXeHUs 3MOPUOHOB.

MpumevyaHue — W3 cbnakoHos B pacacoBke No 10 cM3 UCMIONBL3YIOT Bce cogepXumoe.

6.7.2 MNMpoBegeHUe UcnbITaHUA

MonHOTY MHaKTUBALUW BUpyca ONpeaensioT METOAOM TPEXKPaTHbIX MOCNEAOBATENbHbIX NACCAKEN
BakUuHbl Ha 9—10 cyT aMOpuoHax kyp. O6beanHEHHYI0 NPo0y BaKUMHbI MHOKYNIUPYIOT B annaHTOUCHYIO No-
noctb 15 ambpuonam B o6beme 0,2 cm3. KOHTPONeM CRyKar NATb He3apaXeHHbIX SMOPUOHOB. OMOPUOHBI
UHKYOUPYIOT B TepMocTaTe B TedeHue 120 4 npu temnepartype (37 £0,5) °C M OTHOCUTENBLHON BRAXHOCTU
60 %—70 % u exxeaHEBHO OBOCKOMNUPUPYIOT. TMBenb sSMOPMOHOB B NepBbIe 24 4 CUMTAIOT HECNEeLMdUYECKON.
Mo okOH4YaHUM MHKYBaLMK SMOPUOHBLI OXNaXKaaroT npu Temneparype ot 2 °C go 8 °C B TedeHue 12 u, acen-
TUYECKM BCKPLIBAIOT, OTOUPAIOT NpoObl 3KCTPpadMOPUOHaNbHOM XWUAKOCTU U UCCNEAYIOT B KanenbHOW peakuuu
remarrniotuHauyun (PTFA) ¢ 5 %-HOn cycneH3nen SpuTpouMTOB MeTyxa. Ecnu pesynbraTt oTpuuarernbHbIi, TO
NPOBOAAT elle ABaA AOMNOMHUTESNBHbIX Nacca)a, UCMOoMb3ys ANA 3apaXeHUsi CMeCb 3KCTPadIMOPUOHAMbHOW
KUAKOCTK, OTOGpaHHYI0 B paBHbIX 00bemax OT Kaxgoro amOpuoHa. Mpu nonoxwutensHon PFA npoBoaAT no-
BTOPHbIN NaccaXk Ha yABOEHHOM Kornu4yecTse 3MOBPMOHOB. Py NOATBEPHAEHUN NONOXUTENBHOTO pesynsrara
PrA paHHyto ceputo Gpakyior.

6.7.3 O6paboTka pe3ynLTaToB

Bupyc, BXoasLmii B COCTaB BakLUUHbI, CHATAIOT MHAKTWBUPOBAHHbLIM, €CNU B TEYEHNE NOCNE0BaTENMb-
HbIX naccaxemn rmbenb KypuHbIX SMOPMOHOB OTCYTCTBYET, a KanensHaa PITA — oTpuuarensHas.

6.8 OnpegeneHune 6e3BpeaHOCTU

6.8.1 O6GwWwume NpUHLUUNDbI

O6wue npuHumnel onpegenexnnsa 6esspegHoctn no FOCT 31926.

6.8.2 MpoBegeHue ncnbiTaHus

OBGbeanHeHHYI0 NPoby BakuuHbI BBOAAT 10 ubinnsTaM no 1,0 cM3 NOAKOXHO B AOpPcanbHylo 06nacTb
HKHel TpeTu weun. Cpok HabnoaeHna — 14 cyT.

6.8.3 ObpaboTka pe3ynsraTtoB

BakumHy cuntaior 6e3BpeaHoii, ecnu BCe LbINMATa B TeYeHUe 14 CyT OCTaHYTCA XUBbIMM, 6e3 KnuHu4e-
CKMX Npu3HaKkoB 6onesHun. Mpu BCKPLITUM NTULBI HA MECTE BBEAEHUS BaKLUHbI HE AOMKHO ObITh BbIPaXKEHHON
BOCNanUTENbLHOW peakuyuu.
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6.9 OnpepgeneHue aHTUreHHON aKTUBHOCTU

6.9.1 NMoaroToBKa K UCNbLITAHUIO

MNepen npumeHeHnem PnakoHbl C BaKUMHONW BbigepkuBalor npu temneparype 18 °C—20 °C B TeueHue
8—10 4. [lo BaKUMHaALMK OT UbINAAT NOAYYAIOT CbIBOPOTKY KPOBW, 3aMOPaXKMBAIOT U UCCNEAYIOT €e 3aTeMm
OJHOBPEMEHHO C CbIBOPOTKaMM, 0TOGpaHHbIMU Yepe3 21—28 cyT nocne BakLMHaLUN.

6.9.2 MMpoBeaeHue ucnbiTaHUA

[na npoBeaeHus ucnbiTaHuii UCNONb3ytoT 20 ubinnsaT. O6beanHEHHYI0 NpoDy BaKUMHbI BBOAAT AECATH
ubinnaTam no 0,5 cmM3 NoAKOKHO B AOPCANbHYIO 0BNMACTL HIDKHEN TPETU LLIeN, a ECATL HEBAKLIMHNPOBAHHBIX
UbINAAT OCTaBASIOT B KAYECTBE KOHTPONA.

MpoObl CLIBOPOTKM KPOBU, OTOGPAHHbIE A0 U Yepe3 21—28 cyT nocrne MMMYHU3aLUuKu OT LbINASAT ONbIT-
HOW U KOHTPOMbHOW rPynn, UCCNEAYIOT B peakumn TOpMoxeHus remarrniotuHaumum (PTIFA) ¢ BUpycom rpun-
na tuna A noaruna H5, ucnonb3ya 1 %-Hyi0 B3B€Cb 3PUTOLMTOB NETYXa UITM UMMYHOEPMEHTHbLIN aHanNu3
(UDA). MpeasapuTenbHO NPoGLI NPOrpeBaloT Ha BoAAHON GaHe npu Temneparype 56 °C B TedeHue 30 MuH
ANsi ycTpaHeHus Hecneuuduyeckux UHrMGuTopos.

6.9.3 O6paboTka pe3ynsTaTtoB

BaKuuHy CUMTAIOT aHTUTEHHO aKTUBHOWN, €CNK He MeHee YeM Y 90 % BaKUMHUPOBAHHLIX NTUL TUTP aHTU-
Ten Kk Bupycy rpunna B UPA B aBa n 6onee pasa npeBbILAET MMHMMATIBHOE MONOXUTENbHOE 3HAYeHue, npea-
YCMOTPEHHOE MHCTPYKLUEWH N0 NPUMEHEHUIO UCNONb3YEMOro MarHoCTUYECKOro Habopa.

Tutp anTuten k Bupycy rpunna B PTFA He meHee yem y 90 % BakUMHUPOBAHHBLIX NTUL AOMKEH ObITb
6,0 log, (1:64) u Bblwe.

Y UbINAAT KOHTPONbLHOW rPyNNbl cneuuduyeckue aHTUTENa K BUPYCy rpunna AorkHbl OTCYTCTBOBATD.

7 TpaHcnopTupoBaHWe U XxpaHeHue

7.1 BakuuHy TpaHCNOPTMPYIOT BCEMU Bugamu TpaHcnopra B coorsercteum ¢ FOCT 17768.

7.2 BakuuHy xpaHAT npu Temneparype ot 2 °C ao 8 °C B npegenax cpoka rogHOCTH.

7.3 Cpok rogHoCTH BakuuHbl — 18 Mec ¢ gatbl Bbinycka. [aTton BbiMyCka BakUMHbLI CYUTAIOT AaTy Noa-
nucaHus AOKYMEHTa O KauecTBe.

YOK 619:616.98:578.832:006.354 MKC 11.220

KnioyeBble crosa: rpunn nruu, NOSHOTa MHAKTUBALMK, Ge3BPEAHOCTL, CTEPUIILHOCTb, CTaBUILHOCTL aMYnb-
CWU, @HTUreHHast aKTUBHOCTb
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