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Mpeancnosue

Llenun, ocHoBHbIe NPUHLMMBLI U OCHOBHOW NOPAACK NpoBeAeHUs1 paboT No MeXrocyaapCTBEHHOW CTaH-
AapTtusaumm yctaHosneHol MOCT 1.0—92 «MexrocyaapcTBeHHasi cucteMa craHgapTusaumn. OCHOBHble
nonoxeHua» n FOCT 1.2—2009 «MexrocynapcTBeHHasi cuctema ctaHgapTusaumn. CtaHaapTbl MEXrocy-
AapcTBeHHble, NpaBuna n pexoMeHaaLnn No MeXrocyaapcTBEHHON cTaHAapTuaauuu. Mpasuna paspaboTky,
NPUHATUA, NPUMEHEHWSA, OGHOBEHUSI U OTMEHbI»

CBepneHus o cTaHaapTe

1 PASPABOTAH ®epaepansHbiM GlogxeTHbIM yupexaeHuem «Bcepoccuiickuil rocyapCTBeHHbIN
LleHTp kayecTBa U cTaHAapTU3aLUN NEKapCTBEHHbIX CPEACTB AnS XKUBOTHLIX U KOPMOB» (PIBY «BMHKW»)

2 BHECEH ®epaepanbHbIM areHTCTBOM NO TEXHUYECKOMY perynupoBaHuio U metponorn (Pocctan-
AapT)

3 NMPUHAT MexrocyaapcTBEHHbIM COBETOM MO CTaHAapTM3auuu, MeTponorMM U cepTudUKaumm
(npoTokon o1 18 noHa 2015 r. Ne 47)

3a NPUHATUE NporonocoBanu:

KpaTtkoe HaumeHoBaHWe CTpaHbl Kop ctpaHbi CokpallieHHOe HauMEHOBaHWe HaLUOHANbHOrO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTuaauumn
Apmenns AM MwunskoHomukm Pecny6nukn Apmenns
KasaxcraH KZ loccranpapt Pecny6nukn KazaxcraH
Kupruswms KG Kbipreiactangapt
Poccus RU Poccrangapt

4 TMpukasom PeaepanbHOro areHTCTBa No TeXHUYECKoMy peryrinposaHuto u metponorum ot 31 aBrycra
2015 r. Ne 1219-cT mexrocyaapcTBeHHblin cTaHgapt FTOCT 33275—2015 BBeadeH B AeCTBUE B KayecTBe
HauuoHansHoro ctaHgapTa Poccninckon ®egepaunn ¢ 1 uona 2016 .

5 BBEJEH BMNEPBbIE

UHebopmayus 0b usmeHeHUsIX K Hacmosiwemy cmaHOGapmy nybrukyemcsi 8 exxe200HOM UHGHOpMayUoH-
HOM ykazamerne «HayuoHarnbHble cmaHdapmbi», @ MeKCm USMEeHeHU U U NornpagoK — 8 eXXeMEeCSIYHOM UHGOp-
MalyUuoHHOM yKasamene «HayuoHanbHele cmaHdapmel». B cnydae nepecmMompa (3aMeHbl) Unu OmMMeHbI
Hacmosiwezo cmaHOapma coomeemcmsyroujee ysedomneHue bydem onybriuKOBaHO 8 EXeMeCsHHOM
UHbopMayuoHHOM yKkazamerne «HauyuoHanbHble cmaHOapmei». Coomeemcmeyiolas UHhopMalus, yee-
domrieHUe U meKcmel pa3mMewaromces makxe 8 UHhopMayUoHHOU cucmemMe obLyezo nob308aHuUss — Ha ohu-
yuansHom calime @edepanbHo20 azeHmMcmesa o MexHU4eCKoMy peaynuposaHulo U Memporoauu e cemu
UHmMepHem

© CraHgapTuHgpopm, 2016

B Poccuiickoin Penepanmm HacToALLMIA CTaHAAPT HE MOXET ObITb MOMHOCTbHO UMM YacTUYHO BOCNPOU3BE-
OeH, TUPaXXUPOoBaH U pacnpocTpaHeH B KavecTBe oduumnanbHoro nsaaHns 6es paspelueHus ®egepanbHoro
areHTCTBa No TEXHUYECKOMY perynmpoBaHuio 1 MeTponormm
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M E XTITOGCVYAOAPTCTU BEUHH HU B H# C TAHAOAPT

CpepcTBa nekapcTBeHHbIe ANA BETEPUHAPHOTO NPpUMEHEeHUs!
BAKLIMHbI NPOTUB OCNbl NTUL
TexHu4eckue ycnosus

Biological medicine remedies for veterinary use. Vaccines against fowl pox. Specifications

HOarta BBegeHna — 2016—07—01

1 O6nacTb NnpMMeHeHus

HacTosiluin cTaHAapT pacnpocTpaHaeTcs Ha BakuvHbl NPOTMB OCMbl MTULL {(Aanee — BaKUMHLI), npea-
HasHaveHHble AN NPOPUIAKTUYECKON UMMYHU3aLMM NTAL,.

2 HopmaTuBHbIe CCbIFNKK

B HacTosiLleM cTaHgapTe UCMOoNb30BaHbl HOPMaTUBHBIE CCbINIKU Ha CrieaYIoLMe MeXrocyAapCTBEHHbIe
cTaHaapThl:

FOCT 12.0.004—90 Cuctema cTanaapToB 6esonacHocTu Tpyaa. OpraHusaums o6yveHus 6esonacHoc-
T Tpyaa. Obwume nonoxeHus

FOCT 12.1.005—88 Cuctema ctaHgapToB He3onacHocTu Tpyda. Obwme caHUTapHO-TUrMeHnYeckue
TpeboBaHns K BO3AYXYy paboyeit 30Hbl

FOCT 12.1.008—76 Cuctema craHgapToB GesonacHocTu Tpyda. Buonorvyeckas 6e3onacHOCTb.
O6wue TpeboBaHus

FOCT 12.2.003—91 CucTtema cTangapToB 6e3onacHocTu Tpyaa. ObopyaoBaHne NponsBoACTBEHHOE.
O6LWue TpeboBaHUsA 6e30MacHOCTU

FOCT 12.3.002—75 Cuctema cTtaHgapToB 6esonacHoctu Tpyaa. lMpouecchl NPOU3BOACTBEHHBIE.
O6wue TpeboBaHusA 6e3onacHOCTU

FOCT 12.4.011—89 Cwuctema ctaHaapToB 6esonacHocTu Tpyaa. CpeacTtsa 3alwuthl paboTaroLwmx.
O6wue TpeboBaHus 1 knaccudukaums

FOCT 17.2.3.02—2014 TMMpasuna ycTaHOBNEHUs AONYCTUMbIX BbIGPOCOB 3arps3HSIOWMX BelecTB
NPOMBILLNIEHHBIMW NPeaNPUATAAMNA

FOCT ISO 7218—2011 Mwukpo6Bronors NULLeBbIX NPOAYKTOB 1 KOPMOB AMS XKUBOTHbIX. Obwme Tpe-
60BaHUs U pekoMeHaaLMmM Mo MUKPOBUONorMYeckuM nccnegoBaHuam

FOCT ISO 7864—2011 Wrnbl UHBbEKUMOHHbIE OQHOKPATHOrO MPUMEHEHNSA CTEPUITbHBIE

[OCT ISO 7886-1—2011 LUnpuubl MHBEKLMOHHbIE OAHOKPATHOMO NPUMEHEHNs CTepunbHbie. YacTb 1.
LLnpuubl 415t pyYHOTO UCMOML30BAaHUS

FOCT 6709—72 Boga anctunnupoBaHHas. TexHu4eckne ycnosus

FOCT 9142—90 Awwmkn 13 roppupoBaHHoro kapToHa. ObLne TeXHUYEecKNe yCrnosus

FOCT 10733—79 Yacbl Hapy4Hble 1 KapMmaHHble MexaHudeckue. ObLyme TexH1n4ecKkne ycrnosus

FOCT 12301—2006 Kopobku 13 kapToHa, Gymaru n KoMbMHMpoBaHHbIX Matepuanos. Oblme TexHu-
yeckue ycrosus

FOCT 12303—80 Mauku 13 kapToHa, ByMaru n KombuHUPOBaHHbIX MaTepuanos. O6Lme TexHuyeckue
ycroBust

FOCT 14192—96 MapkupoBka rpysos

W3panve opmumnansHoe
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FOCTUNCO/MIK 17025—2011 O6wme TpebGoBaHMsi K KOMNETEHTHOCTM UCTIbITaTeNbHBIX U KanubpoBoy-
HbIX naboparopui

FOCT17768—90 CpepnctBaniekapcTBeHHbIE. YNakoBka, MapKUpoBKa, TPaHCMopTUPOBaHNE UXpaHeHue

FOCT 22967—90 LUNpuLbl MeAULIMHCKUE UHBEKLIMOHHbIE MHOFOKPaTHOro NnpumeHeHus. Obwme TexHu-
yeckue Tpe6GoBaHus U METOAbI UCTILITAHUIA

FOCT 25336—82 lMocyaa 1 o6opyaosaHue nabopatopHble CTEKNAHHBIE. TUNbI, OCHOBHBIE NapameTpbl
1 pasmepsl

FOCT 25377—82 Wrnbl UHbEKLMOHHbIE MHOTOKpaTHOro NpuMeHeHus. TexHuyeckne ycnosus

FOCT28083—2012 CpeacTBa nekapcTBeHHble Guonoruyeckme NMounmanpoBaHHble Ans BeTepuHap-
Horo npumeHeHusi. MeToa KOHTpPOIs BakyyMa B amnynax v coriakoHax

FOCT 28085—2013 CpegcTBa nekapcTBeHHble 6uonormyeckne. Metoa 6akTepuonornyeckoro

KOHTPONS CTepPUIbLHOCTU
FOCT 29230—91 lMocyaa nabopatopHas cteknaHHasA. NuneTku rpagyupoBaHHble. YacTts 4. MNMunetku
BblOyBHbIE

FOCT 31926—2013 CpeacTBa nekapcTBEHHbIE ANA BeTepuHapHoro npuMmeHeHus. Metoasl onpegene-
HWA 6esBpegHOCTH

FOCT 31929—2013 CpeqacTBa NekapcTBEHHbIE ANA BeTepuHapHOoro npuMmeHeHust. MNpasuna npuemku,
mMeToabl oTbopa Npob

MpwnmeyaHue— py NoNb30BaHMKU HACTOSILMM CTAHAAPTOM LenecoobpasHo NPoBRepUTL AENCTBUE CChINOY-
HbIX CTaHOAPTOB B MHOPMALMOHHOW cuUCTEME OOLEero nonb3oBaHus — Ha oduumanbsHoM cante degepanbHOro
areHTCTBa MO TEXHUYECKOMY PENYIIMPOBAHUIO U METPONOTMU B CeTU VNHTEPHET Mnun no exerogHomy MHOPMaUMOHHOMY
yKkasaTenio «HauuoHarnbHble CTaHAaPThI», KOTOPBIN OMyBNMKOBaH NO COCTOAHMIO HA 1 AHBAPS TEKYLWEro roga, 1 No Beinyc-
KaM exeMecs4HOro MHopMaLMOHHOro ykasartens « HaumonanbHble cTaHAapTbi» 3a TEKyLWMIA rof. ECnm cCbinoyHbIn CTaH-
0apT 3amMeHeH (M3MeHeH), TO NPY NONb30BaHUM HACTOSILLMM CTaHAAPTOM cnefdyeT PyKOBOACTBOBATLCS 3aMEHSIIOWUM
(n3ameHeHHbIM) cTaHgapToM. Ecnm cebinouHbii cTaHgapT oTMeHeH 63 3ameHbl, TO MONoXeHne, B KOTOPOM AaHa CCbiNka Ha
Hero, NPMMEHAETCA B 4acTyW, He 3aTParmBaloLLemn 3Ty CCbINKY.

3 TepMuHBI, onpeaeneHust U COKpaLeHNs

3.1 B HacTosilwem cTaHdapTe NpUMeHeHbl cneayolmne TePMUHBI C COOTBETCTBYIOLMMU onpedene-
HUAMU:

3.1.1 CN®-amM6puoHbl [ubinnaral: 3m6puorbl [ubinnsTal, cBobogHble OT cneundUdeckux naTo-
reHHbIX MUKPOOPraHN3MOB.

3.1.2 atTreHyMpoBaHHbIN WTamMMm: LLiTamMm naTtoreHHOro MuUkpoopraHuama, nogasepriminca nobomy
BO3AEUCTBUIO, MOMHOCTbIO NNWEHHBIN BUPYNEHTHOCTU NUGO COXPaHWMBLUUIA OCTATOMHYH BUPYNEHTHOCTb,
CMoco6HbIN BbI3biBaTb (hopMUPOBaAHUE UMMYHUTETA Y XKUBOTHBLIX.

3.1.3 peBepcuGenbHOCTb WTaMMa: CnocoBHOCTL WTaMma aTTeHYMPOBaHHOMO MUKPOoOpraHvusma
K BO3BpaTy BUPYIEHTHOCTH.

3.2 B HacTosileM cTaHAapTe NpUMeHeHb! crieaytoLmne cokpaleHns:

ana solond 50 %-Hasn amBproHanbHaa MHEKLMOHHAA A03a ANA KyPUHBIX 3MGPUOHOB.

mna S0’ 50 %-Hast HEKLMOHHAA A03a ANA LbINNAT.

MUP — nonumepasHas LenHasa peakums.

NPA — nmmyHobepMeHTHbIN aHanua.

PTI'A — peakuust TOpMOXeHUsA reMarrfioTUuHauun.

XAO — xopuoannaHToucHas 06ono4ka aM6p1oOHOB.

4 TexHuueckme TpeboBaHUA

4.1 BakuuHbl NpeacTaBnaoT coboit NModUnNU3npoBaHHbIA roMoreHaT XopuoarniaHTOUCHBLIX 060no4eK
ClMN®-3M6pUoHOB Kyp UM NMMoUNU3MpOBaHHYIO CYCNIEH3UIO KYTbTYPbl KNETOK KyPUHBLIX 3MOPUOHOB, UHULK-
pOBaHHbIX aTTeHYMPOBaHHbLIM LUTAMMOM BUpyca OCrbl MTUL, C 3aLLUTHON Cpeioi.

B cocTaB BaKLMH BXOAAT aTTEHYUPOBaHHbIE FeHETUMECKM CTabUMbHbIE BAKLMHHbIE LUITAMMBbI, KOTOpbIE He
obnapaloT 0CcTaToO4HON BUPYIIEHTHOCTLIO MPY BHYTPUKOXXHOM BBEAEHUM NTULE, He 06YCroBNMBaoT BUPYCOHO-
CUTEeNbCTBO U BUPYCOBLIAENEHUe, a Takke He 06naaatot peBepcubenbHOCTLIO.

4.2 BakuuHbl JOSDKHBI COOTBETCTBOBaTL TpeboBaHUAM HacTosilero craHgapTa U NpovM3BOAUTLCH B
COOTBETCTBUM C TEXHOMNOrMYECKUMM PErNaMeHTamMmn Npon3BoACTBa.

2
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4.3 To nokasaTensiM kayecTBa BaKLMHbI AOIDKHBI COOTBETCTBOBATL TpeboBaHUAM U HOpMaM, yKasaH-
HbIM B Tabnuue 1.

Tabnuua 1
HaumeHoBaHuWe nokasarens Xapaktepuctuku u HOpMbl
BHewHur Bug n uBet Cyxas ogHopoaHas nopuctasa macca 6exeBoro
useta
Hanuuyre nocTopoHHen NpumMmecu, M3meHeHne LUBeTa, Hapy- He ponyckaetcs
LeHre LenocTHOCTM amnyn (pnakoHOB)
MaccoBas gons Bnary, %, He bonee 5
Bpewms pecycneHsnpoBaHms, MuH 1—5
Hanuune Bakyyma B amnynax HormkeH 6bITb Bakyym
KoHTamuHauus 6akrepransHol 1 rpnbHon MUkpodnopon He ponyckaeTtcs
KoHTamuHauus Mykonnasmamm He ponyckaeTtcs
KoHTaMuHaLmsa NOCTOPOHHUMY BUPYCaMu He ponyckaeTtca
besBpeagHoCTb [onxHel ObiTb 6e3BpeaHLIMU
VHMeKUNOHHas akTBHOCTb, HE MEHEe:
- Ans 3M6pPOHOB 5,51g 31 3
50/cm
- UbINNAT 501g M‘uso/cm3
MIMMyHOreHHasi akTMBHOCTb AonxHbl 66ITb UMMYHOTEHHBIMY

4.4 ®acoBaHue U nModunusayuma

Bupyccogepaluyro cycrneHaunto (roMoreHaT) ¢ 3alWuTHON cpeaoi pacdacosbiBaoT no 1—5 cm® B cTe-
PUNbHbIE amMny bl Uy no 2—20 cm® B cTepurbHble hNakoHbl COOTBETCTBYIOLLE BMECTUMOCTH, 3aMOpauBa-
0T U NNOOUANSUPYIOT.

Mocne nuodunusaumm aMmnysel 3ananmearoT No4 BakyyMoM, hrakoHbl yKYNopuBakoT CTEPUNbHBIMN pe3u-
HOBbIMA I'IpOGKaMI/I 1 0BKMMatOT aNtoMUHMEBBIMW KONTNaYKamu.

4.5 YnakoBKka

4.5.1 ®nakoHbl (@aMnysibl) ¢ BaKUMHAMM YNaKoBbIBaKOT B kapTOHHbIE kopobku no FTOCT 12301 unu navku
nskaptoHano FOCT 12303, unu 6nucTepbl N3 NOANCTUPONA C HANUYNEM FHe3A UK Neperopoaok, obecneunsa-
FOLLMX COXPaHHOCTb BaKUMH NpU TpaHcnopTupoBaHuu. B kaxayro kopobky (nauky, 6nuctep) BknaabiBaloT
WHCTPYKLUUIC NO NPUMEHEHNIO BaKLNH.

MpuMeyaHu e — BakuuHbl MOTYT BbiTb yrakoBaHbl B KOMNMEKTe ¢ pa3baBuTenem ans BakUMH NPOTUB OCMbI
nTuy B 06beme, COOTBETCTBYIOLLEM YNCNY A03 BAKUMHBI BO (ONakoHe.

4.5.2 Kopobku (nayku, 6nmctepsbl) ¢ BaKLMHON YNAKOBLIBAIOT B ALLMKN U3 robpupoBaHHOro KapToHa no
FOCT 9142 unu gpyrne aHanorMdHele, obecneymBatoLlme COXpaHHOCTb BakUMHBLI NpU TPaAHCMOPTUPOBaHUN.
B kaxablli SILLMK BKNaAbIBAOT YeThIpe-NsiTh IKIEMMIISIPOB UHCTPYKLIUM MO NPUMEHEHUIO U YTAKOBOYHBIA NACT
C yKasaHueMm:

- HaMMeHOoBaHWs opraHu3aLun-NPoUsBoaUTENS;

- HAMMEeHOBaHWsI BaKLMHbI;

- yucna kopobok (Mavek, brIMCcTepoB) B ALLKKE;

- HOMepa cepuu;

- CpOKa rogHOCTY;

- (hamunum unn Homepa ynaxkosLUUKa.

M pumeyaHn e— [JonyckaeTcs He BKNaAbIBaTb YNAKOBOYHBIW NUCT B TPAHCMOPTHYIO Tapy.

Macca AluKoB ¢ BakLMHOW AokHa ObITb He bonee 15 kr.
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4.6 MapkupoBka

4.6.1 Kaxgasa ynakoBouHasi eAMHuLa A0/MKHa UMETb MapKUPOBKY, XapaKTepuayioLLyto BakLMHY U OTBe-
yawoLyto TpeboBaHUSM HOPMATUBHBIX AOKYMEHTOB, AENCTBYIOLLMX HA TEPPUTOPUN rOCYAapCTBa, MPUHABLLENO
cTaHgapr.

4.6.2 Ha dnakoHbl (aMnynbl) ¢ BaKLUMHON HAHOCAT MapKUPOBKY € yKasaHUeM:

- HAUMEHOBaHWSA 1 TOBAPHOTO 3HaKa opraHu3auMu-NnpoussoavTens;

- HaUMeHOBaHNS BaKLMHbI;

- Yyucna Aos BakuMHbl BO ¢priakoHe (amnyne);

- 06beMa BakuMHbI Bo priakoHe (amnyrne);

- NO3MPOBKM (CoaepKaHnUs BUpyca B BaKLUHaNbLHOW fo3e);

- HoMepa cepuu;

- AaTbl BeiNycka (MecsiLa uroaay);

- cpoka rogHocTu (Mecsiua n roga);

- YCNOBWUIA XpaHeHus:;

- Hagnuew: «[Ans BeTepuHapHOro NPUMEeHeHNUs».

Ha aTunkeTKy MmoxeT ObITb HaHeceHa AononHUTeNbHas MHpopmauus.

4.6.3 Hakopobky (nauky, 6rnmcrep) ¢ BakUMHOWM HAHOCAT UHDOPMALIMIO C yKasaHUeM:

- HaUMEeHOBaHNS BaKLMHbI;

- HaMMEeHOoBaHWA opraHU3aLUn-NPoOUsBOAUTENS, ee aapeca, TenedoHa U TOBApHOro 3HaKa (B TOM Yuicne
CTpaHhbl);

- NekapcTBEHHOW (hopMblI;

- yncna cnakoHoB (amnyn) B kopobke (Nadke, bnuctepe);

- o6bema BakUMHbI BO priakoHe (amnyrne);

- yucna Jo3s Bo cnakoHe (amnyne);

- OO3MPOBKU (CogepKaHns BUpyca B BakUUHanbHom gose);

- HOMepa cepuu;

- Aathbl BbiNycka (Mecsiua 1roga);

- cpoka rogHocTu (Mecsua nroga);

- YCNOBUA XpaHeHus;

- YCIOBUA OTNYyCKA;

- cnocoba nprMeHeHus;

- 0603HavYeHMs HacTosALero cTaHAapTa;

- LWITpUXKOAA;

- HdopMaLMM 0 NOATBEPKOAEHUN COOTBETCTBUS;

- HOMepa perncTpaLnoHHOro yA0CTOBEPEHUS!;

- Hagnuecu: «Ans BeTepuHapHOro NPUMEHeHUs»

4.6.4 Ha xaxaylo eauHuLy TpaHCMOpTHOW Tapbl (SILUMK) HAHOCAT TPaHCMOPTHYIG MapKUpoBKY MO
FOCT 14192 c ykazaHWeM MaHUMYNALMOHHBIX 3HaKoB: «Xpynkoe. OcTopoxHo», «Mpeaensl TemnepaTtypbl»,
«Bepx».

4.6.5 MapkupoBka, xapakTepusytoLLas ynakoBaHHY0 B TPAHCMOPTHYIO Tapy NpoayKUMio, oMMKHA coaep-
XaTb cneaylowme gaHHbIe:

- HauMeHoBaHWe OpraHM3auun-NPoOUsBOAUTENSA, ee TOBapHLIN 3HaK, agpec (B TOM 4YUCre CTpaHy),
TenedoH;

- HaUMEeHOBaHWe BaKLUMHbI;

- yncno kopobok (Nayek, 6rMcTepoB) B AALLMKE;

- HOMep cepuu;

- AaTy BeiNycka (Mecs nroa);

- CPOK rogHoCTU (MecsiLL U roa);

- YCOBUA XpaHeHWs U TPaHCNIOPTUPOBaHUS;

- Hagnueb: «[4nNa BeTepuHapHOro NpUMeEHeHUs.

5 Tpe6oBaHua 6e3onacHOCTH

5.1 Mo 6uonornyeckoii 6GesomacHOCTW BakuWHa [OSXKHA COOTBETCTBOBATb  TpeBGoBaHWUAM
roCT 12.1.008.

5.2 K paboTe no Npon3BoACTBY BaKLMHEI AoMycKaloTca nuua, npolueawmne o6ydeHne no 6esonacHocTu
TpyAa B cooTBeTCTBUM € TpeboBaHuamn TOCT 12.0.004.

4



rocCT 33275—2015

5.3 OpraHuzauus npouecca MNPOU3BOACTBA BaKUMHbI JOMMKHA COOTBETCTBOBaTb TpeGoBaHUAM
FOCT 12.3.002, npoussoacteeHHoe obopyaosaHue — FOCT 12.2.003.

5.4 CpeacTea 3awmTtbl paboTtaowux —no FOCT 12.4.011, Bo3gyx pabGoudeit 30HbI JOIMKEH COOT-
BeTcTBOBaTh Tpe6GoBaHusam FOCT 12.1.005.

5.5 KoHTponb 3a BbIbpocaMu BO BHELWHIO cpedy AoikeH 6biTb opraHM3oBaH B COOTBETCTBUM C
rocT17.2.3.02.

5.6 Ob6e3zapaxuBaHue BakLWH C UCTEKLIMM CPOKOM FOAHOCTU, CEPUIA, HE BblAEPKaBLUMX KOHTPOIbHBIX
UCMbITaHUI, a Talke (PNakoHoB (ammys) ¢ BaKUMHOW WU APYrMX MaTepuarnoB U UHCTPYMEHTOB, OCTaBLLMXCS
rnocrie UCnblTaHU, NPOBOAAT NyTEM aBTOKNaBUPOBaHUA B TedeHue 14 npu Temnepatype (126 + 2) °Cugasne-
HAM 1,5 aT™ (151,99 kMa unm 1,5 Kre/cm2) n yTUAN3NpYIoT.

6 lMpaBuna npuemMkun

6.1 Kaxgaa cepus BakuuHbl gomkHa 6bITb NpuHATa (NpoBepeHa) B opraHuWsauuu-npoussoauTene
oTAeriom, oTBeYatoLWnM 3a NpoBeeHue KOHTPONA KavecTsa npoaykuun, B cooteeTcTBUM ¢ FTOCT 31929.

6.2 Cepueil BakLMHbI cHMTalOT onpedeneHHoe KONMYeCTBO BaKUMHbI, MPOU3BeaeHHOE 3a OAUH TEXHO-
NOTNYECKNA LUK N odbopMIeHHOE 0AHUM AOKYMEHTOM O KayecTBe.

6.3 B ookymeHTe o KauecTBe yKasbiBaloT:

- HaMMeHOBaHWe opraHN3aLUn-NPON3BOAUTENS;

- HAUMEeHOBaHWe BaKLUMWHbI;

- HoMep cepuu;

- AaTy M3roToBNEeHNs (41cno, mecsl, roa);

- 06beM cepum B egnHMLAX 06beMa UK WITyKax;

- pesynbTaTbl UCMbITaHUA NO NOKa3aTeNAM Ka4ecTBa;

- CpOK rogHocTN (MecsaL, uroa);

- YCNOBUSA XpaHEHWS;

- 0603HauYeHne HacToALIero cTaHAapTa;

- HOMep 1 AaTy Bbijauym JOKYMEHTa O KauecTBe;

- 3aK/o4eHme U NoANUCh YNOoSIHOMOYEHHOIo NLa, BbiAaBLUero AOKYyMEHT O KayecTBe.

6.4 [na koHTpons KayecTBa BaKUMHbI OT Kaxaon cepun oTbupaloT BbIOOPKY B COOTBETCTBUU C
FOCT 31929. U3 BbIbOpKM BbIAENAOT cpegHioto Npoby B konudecTtse 40 dnakoHoB (amnyn). 20 ¢nakoHoB
(amnyn) c BaKLMHOW UCMONb3YI0T ANS NPoBeAeHUs UCNbITaHUSA MO NokasaTeNsaM Ka4yecTBa, ykasaHHbIM B Tabnu-
ue 1, a 20 onakoHOB (amnyn) nocne NpoBeAeHWs UCTbITaHW NO NoKasaTessiM KayecTBa HanNpasnAwT B apXvB
oTaena, OTBeYaloLLEero 3a KOHTPOJSIb Ka4ecTBa roTOBOW NPOAYKLMU OpraHn3aLmM1u-nponsBoanTens.

6.5 ApxuBHbIe NPO6bLI MAPKUPYIOT HAANUCHLIO «APXMB» U CHaGXaloT AOKYMEHTOM C yKasaHueMm:

- HAMMEHOBAaHUS OpPraHN3aLUN-NPOU3BOAUTENST;

- HAMMEHOBAaHUSA BaKLMHbI;

- Homepa cepun;

- faTbl U3roToBNEeHUs (Yicna, Mecsua u roaa);

- aatbl 0TOopa nNpob;

- o6bema cepuu;

- yucna otobpaHHbIX NPo6;

- DOSMKHOCTM U NoANMCHU Nnua, oTobpasiuero Nnpobbi;

- cpoka rogHocTu (Mecsiua nroga);

- 0603Ha4YeHMs HacToALEero cTaHAapTa;

- cpoka XxpaHeHus Nnpob B apxuBe.

6.6 lNMpu HeynoBneTBOpUTENbHBIX pe3yfbTaTax UCTIbITaHWUI XOTA Obl N0 0AHOMY U3 NoKasaTenel Nposo-
AAT NOBTOPHbIE UCTIbITAHUSI N0 3TOMY NMoKasaTento Ha YABOEHHOM KonnvecTse Npob BakLUMHbI, 0TOBPaHHON OT
TOW e cepuu, U Ha yABOEHHOM KONUYEeCTBE MaTepuanoB 1 XMBOTHBIX. PesynbTaTbl NOBTOPHOIO UCMbITaHWUA
CUNTAIOT OKOHYaTeNbHbLIMU U PAacrpOCTPaHSAIOT Ha BCIO CEPUIO.

6.7 B cnyyae HeyQoBNeTBOPUTENbHBIX Pe3yfbTaToB MOBTOPHOrO UCMLITAHUS CEPUID BaKLUHbI CHUTa-
0T He cooTBeTCTBYOLEe TpeboBaHUSIM HacTosILLEero cTaHaapTa, ee 6pakyloT U YHUNTOXAIOT B COOTBETCTBUM
c5.6.
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7 MeToabl UCnbITaHUN

7.1 YcnoBuA BbINONMHEHUA UCNbITaHUN

7.1.1 O6wuwe TpeboBaHuUs NpoBedeHUst MUKPOBUOMOrMYecKkoro aHanusa u paboTel ¢ MUKPOOPraHuaMa-
mu lll—IV rpynn natoreHHocTn — no FOCT ISO 7218.

7.1.2 O6wue TpeboBaHus K noMelleHmnam — no FOCT ISO 7218.

7.1.3 TpeboBaHusa k nepcoHany — noFOCT ISO 7218, TOCT UICO/M3K 17025.

K npoBeaeHunio UcnbITaHWin AOMYCKAOTCA KBanMULUMpoBaHHble COTPYAHUKA, UMetoLLme onblT paboTkl ¢
MuKpoopraHuamamu Ill—IV rpynn naToreHHOCTU, U3y4MBLUME METOAMKU BbIMOTHEHUSI MUKPOGUONOrMyeckux
paboT.

7.2 CpepcTBa M3MepeHus, annapartypa, MaTepuanbl, peakTMBbI M nocyaa

7.2.1 OAns npoBeAeHWs UCMbITAHUIA BaKLMH UCNOSb3YIOT:

- Yyacbl HapyyHble no FTOCT 10733 unun cekyHaomep;

- TepmocTaT, cnocobHbl nogaepxusaTb Temnepatypy (37,0 = 0,5) °C;

- OBOCKOM;

- TuTpatop obbemMoMeTpudeckUin AN onpedeneHns snarv no Kapny duwepy;

- UHBEKTOP UronbHbIA NepdopupyroLLero Tuna;

- UbInnaT Bo3pacta 1—4 Mec;

- CM®-ubinnaT B Bo3pacTte 15 cyT;

- CIM®-3MBpUOHBI Kyp CEMU-, ECATUCYTOYHON MHKYDaLUK;

- LUTaMM BMpYyca OcCrbl KyP BUPYEHTHBIN C UH(EKLMOHHOM akTUBHOCTbLIO He MeHee 4,4 Ig[] 3%

- Habopbl AnarHocTnyeckue Ansa noctaHoskn MOA n PTIA 4ns BbisiBNEHNs B CbIBOPOTKAaX KPOBU LibINASAT
Hanu4nsl aHTUTES K BUpycaM;

- TecT-cucTeMbl Ans noctaHosku MUP;

- pacTBOP aHTUCENTUYECKUIA;

- pacTBop HaTtpusi xnopuga 0,9 %-Hblh nsoToHn4deckuii c pH (7,0 + 0,2) unu pazbasutens Anst Cyxux Bak-
LMH NPOTMB OCnbl NTUL,;

- Bogy gnctunnunposaHHyto no FOCT 6709;

- napaduH CTEePUNbHEIN;

- LWNpULBI MHBEKUNOHHbIE OAHOKPaTHOro NpuMeHeHus ctepunbHble o MOCT ISO 7886-1 BMECTUMOCTLIO
1 cM3 UNn WNPULLLI MHOroKpaTHOro NpuMeHeHus no FOCT 22967,

- UrNbl UHBEKLNOHHbIE OAHOKPaTHOrO NpUMeHeHUst ctepubHble No FOCT ISO 7864 unu urnbl MHOrokparT-
Horo npumeHeHusi no FOCT 25377,

- Nnpobupkun cteknsiHHble Nno FTOCT 25336;

- NUNETKN CTEKMSAHHbIE rpagyMpoBaHHble BblgyBHble no FOCT 29230 BmectuMocTbto 1, 51 10 cm3;

- hnakoHbl NEHULUIINTNHOBIE;

- WTaTUB AN NPobupok.

7.2.2 YxasaHHasB7.2.1nTuua gormkHa 6blTb paHee He UIMMYHWU3MPOBaHa BakLMHAMU NPOTUB OCMbl NTUL.

7.2.3 JonyckaeTcsa npuMeHeHue Apyrux CpeacTs N3MepeHnin C MeTPONOrMYeCcKUMU XapakTepucTukamu,
a Takxke annapaTtypbl, MaTepuanos, peakTMBOB U NOCYAbl N0 KA4eCTBY He HUXKe yKasaHHbIX.

7.3 OnpepeneHve BHellHero Buaa

[na onpeaeneHns BHeWHero Buaa Bee hnakoHbl (aMnynbl) ¢ BaKLMHON NPOCMaTPUBAKOT BU3YasbHO.
Hanuune MexaHW4Yeckol NpuMecu v Apyrux NOCTOPOHHUX BKMOYEHUI NPOBEPSIIOT B PECYCNEH3NPOBaHHOMN
BakuUuHe. dnakoHkl (@amnysibl) ¢ pecycrneH3upoBaHHON BakLMHON BCTPAXMBAIOT U NpoCcMaTpUBatoT B NPOXoas-
wem ceete. OQHOBPEMEHHO MPOBEPSIOT NPOYHOCTL YKYMOPKW, LEMNOCTHOCTL (hriakoHOB U NPaBUALHOCTL
MapKUPOBKM.

7.4 OnpepeneHue MaccoBOM A0NKM BNaru

Maccosyto gonio snarnonpegensiot no FOCT 24061 unu c npuMeHeHMeM aBToMaTu4eckoro obopyaosa-
HUA TUNa o6 beMomeTpudeckoro TuTpatopa. OnpeaeneHne MaccoBoOW A0NM BNarv NpoBoaaT B COOTBETCTBUM C
WHCTPYKLMEN K npubopy.

7.5 OnpepeneHue BakyyMa B aMnynax
OnpeaeneHue HanUuunsa Bakyyma B amnynax nposoaat no FOCT 28083.

* MoaxoaawWwmMM LUTAMMOM CIY>XWUT BUPYNEHTHBIN WTamMm Bupyca ocnbl NTuL «KyunHckwmiiy . flaHHas nichopmaumn se-
nAeTca pekomeHgyemon n npueeaeHa Ans yao6etea nonb3oBareneii HACTOALWEro cTaHaapTa.

6
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7.6 OnpepeneHue BpeMeHU pecycneH3upoBaHuA

7.6.1 MNpoBepeHue ucnbiTaHUA

Ona onpegeneHns BpeMeHN PecycneH3npoBaHus B Tpy dnakoHa (amnysbl) ¢ NMounnsnpoBaHHon
BaKLMHON BHOCAT pa3baBuTenb AN XKUBbIX CYXUX BaKUMH NPOTUB OCTbI NTUL, UY AUCTUNNIMPOBaHHYo BoAy,
nnn 0,9 %-Hbll pacTBOp HaTPUA Xropuaa U30TOHUYECKUA B o6bemMe, COOTBETCTBYIOLEM 06beMy BakUMHbI
40 nnocnnmaaun. PnakoHbl BCTPAXMBAIOT U oNpeaensitioT BpeMsi pecycreH3npoBaHus BakLHbI C MOMOLLbHO
Hapy4dHbIx Yyacos no FOCT 10733 unun cekynaomepa.

7.6.2 O6paboTka pe3ynbTaToB

Copepxummoe hnakoHOB (aMmnyn) 4oMKHO pecycneH3npoBaThes B TeueHne oT 1 4o 5 MuH ¢ 06pasoBaHu-
€M roMoreHHow B3Becu.

7.7 OnpepeneHue KOHTaMUHaLUU GakTepuanbHON U rPUGHON MUKpodnopon

OnpepeneHne KoHTaMUHaLMKM GakTepuanbHoi U rPMBHOM MUKPODIIOPO NPOBOAAT B COOTBETCTBUU C
TpeboBaHusamn FTOCT 28085.

7.8 OnpepgeneHue KOHTaMUMHaLMKU MUKONIaaMaMu
OnpepeneHne KOHTaMUHALMW MUKOMa3MaMun NPOBOART B COOTBETCTBUM € TpebosaHnamu FTOCT 28085.
7.9 OnpepgeneHne KOHTaMUHaLUM NOCTOPOHHUMU BUpPyCaMu

7.9.1 OnpepeneHne KOHTaMUHaLMWU NOCTOPOHHUMU BUpycamu ¢ ucnonb3osaHuem MNLP

7.9.1.1 lMpoBeaeHue NcnbITaHUA

MpoBepKy KOHTaMMHaLMN BaKLMHbI NOCTOPOHHUMW BUpPYCaMu MPOBOAAT C UCMONb3oBaHMEM MeToaa
MUP no HopMaTMBHLIM AOKYMEHTaM, AeNCTBYIOWMM Ha TeppuTopun rocyaapcTsa, NPUHABLLEro cTaHaapT,
WA C UCMONb30BaHWEM COOTBETCTBYOLLUMX TECT-CUCTEM.

7.9.1.2 ObpaboTka pe3ynbLTaToB

MpoBeaeHHble nccnegosanns metogoM MUP aomkHbI MMeTb oTpyUaTeNbHbIE pe3ynbTaThl, T. €. B BaKUu-
He He OOMKHbI 0BHapyXMBaTbCs hparMeHTbl reHOMOB BUPYCOB HblOKacncKon 6onesHun, nidpekumoHHom byp-
canbHol GonesHu, MHMEKUMOHHOTO BpoHXUTa Kyp, CUHAPOMA CHWKEHUS SNLEHOCKOCTU, UHMEKLUMOHHOro
napuHroTpaxenTa NTuL, MHPEKUMOHHON aHeMUN LbINNAT, MHPEKUNOHHOTO 3HUedanoMneniTa u peosnpycos
nTuL.

7.9.2 OnpepgeneHue KOHTaMUHaLUM NOCTOPOHHUMU BUPYCaMMU C UCNONBb30OBaHUEM UMMYHONOTU-
YeCKUX MeToO0B

7.9.2.1 lNpoBeaeHue ucnbITaHUA

OnpeaeneHne KOHTaMUHaLLMK MOCTOPOHHUMW BUPYCaMN € UCNONb30BaHNEM UMMYHOSOTMYECKUX MeTO-
aos (MPAKPTIA) npoBogaT B criyyae nonyyeHUA NoNoXUTENbHOTo NN cCoMHUTerNbHoro pesynetatanpuLP.

BakuuHy 13 Tpex criakoHOB (amnyr) pecycneHsupyoT no 7.6.1, cogepxumoe cnakoHoB (amnyn) obbe-
anHsaT. BepyTt 15 CMNP-UbINNAT, AeCATb N3 KOTOPLIX BAKLUMHUPYIOT BHYTPUKOXHO B NEPENOHKY Kpbla UHbEK-
TOPOM U OKynsipHO B oBbeme 0,03 cM3 oaHOKPATHO, a MATb LLINAAT OCTaBMSIOT HEeBaKUMHUPOBAHHLIMM
(KOHTpOnbHbIE NTULbI). Yepes 14 cyT OT BakKLIMHNPOBAHHBIX U KOHTPOJIbHBIX NTUL, MOSY4aloT Npobbl CbIBOPOTOK
KPOBM, KOTOpbIE UCCNEeAyoT Ha NPUCYTCTBUE aHTUTEN K NOCTOPOHHUM BUMPYCaM COrMacHO MHCTPYKUUSAM, Npu-
naraemblM K guarHoctTudeckum Habopam.

7.9.2.2 ObpaboTka pe3ynbTaToB

B cbiBOpOTKax KpOBWU BaKLMHUPOBAHHBLIX U KOHTPOMbHBLIX LBINASAT aHTUTENa K NOCTOPOHHUM BUPYCHBLIM
KOHTaMWHaHTaM JOMKHbI OTCYTCTBOBaTb.

7.10 OnpepeneHue 6e3BpegHOCTU

7.10.1 O6wue TpeboBaHusa no onpeaeneHuio 6esspeaHoct — no FOCT 31926.

7.10.2 MpoBeaeHUe UCNbITaHUA

BakuuHy 13 Tpex ¢pnakoHoB (amnyn) pecycneHsupytoT no 7.6.1, cogepxumoe ob6beguHSIOT U BBOAAT
BHYTPUKOXKHO YeTbIpeM LibiNsTam B TP TOUKU NEPENOHKM Kpbifa ¢ NOMOLLbI0 MHBbekTopa. 3a nTuuei Habnoaa-
toT B Te4eHue 21 cyT.

7.10.3 O6paboTKa pe3ynbTaTtoB

Y BCeX UpINAAT Ha MecTe BBeAEeHUs1 AOSDKHA NPOSABNATLCA MECTHaA peakums (y3enkun, ocnuHbl B MecTe
ykona). OTcyTcTBMe 3aboneBaHusl U reHepanusaLmm OCMEeHHOro NPoLecca Ha KoXe U CAM3UCTBIX 060noYkax
pTa 1 BEPXHUX AblXaTeNbHbIX NyTENn, a Takke KOHbIOHKTUBUTA yKkasbiBaeT Ha 6e3BpeAHOCTb BaKLUMHbI.



rocCT 33275—2015

7.11 OnpepeneHue MHPEKLMOHHOW aKTUBHOCTHU

7.11.1 OnpeaeneHne NH(PEKLMOHHON aKTUBHOCTMU Ha KyPUHbIX 3MGpPUOHax

7.11.1.1 TloaroTtoBKa K UCMbITAHWUIO

BakuuHy 13 Tpex chnakoHoB (amnyn) pecycneHaupytoT no 7.6.1, coaepxumoe o6beauHsaoT. U3 06beau-
HeHHo NPobbl rOTOBAT AecATUKpaTHbIE pa3BeAeHus BakUuHel oT 10~ go 10-8, ansiuero 6epyT WwecTb NeHUumn-
NMHOBBIX (hrAaKOHOB UMW NPOBUPOK, B KAXAbIW (YI0) U3 KOTOPBLIX NUNETKoin BHocAT o 4,5 cm® 0,9 %-Horo
pacTBopa HaTpusi xnopuaa usotoHudeckoro. Cogepxumoe cdnakoHa (Mpobupkn) ¢ pecycneH3npoBaHHOW
BaKLMWHOW TLLATeNbHO NepeMeLIMBatoT BCTPAXMBAHWEM, 3aTeM ApYroi nuneTkoin oTéupatoT 0,5 cM3 BakUMHDI,
nepeHocsT B Nepsyto NpobuUpKy 1 NepeMeLurBatoT, 3aTemM U3 nepeoit npobupku 6epyT 0,5 cm® nony4veHHo
B3BECM 1 MEPEHOCAT BO BTOPYH NPOBMpPKY U T. 4.

7.11.1.2 lMNpoeeaeHue UcnbITaHNs

MHdeKUMOHHYI0 aKTUBHOCTb BaKUMHbLI oLeHuBatoT Ha CMd-amBpuoHax. Ana ucnbiTaHWA Kakaoro passe-
AeHWS BaKLMHBI UCTIOMNb3YIOT He MeHee NATU 3MBPUOHOB 1 He MeHee ABYX 3MGPUOHOB UCNONb3YIOT AJ1sl KOHTPO-
ns. 3apakeHue ambproHoB NposoaaT Ha XAO B UCKYCCTBEHHO CO3aaHHY0 (60KOBYIO) BO3AYLUHYIO KaMepy.

[ns 3Toro aM6pUOHBI OBOCKOMUPYHOT U OTMEYAIOT Ha ckopryne rpadUTHLIM KapaHaaLloM rpaHuLy BO3-
AyWwHoN kamepbl 1 6eccocyancTbin ydacTok XAO ¢ 6okoBoI CTOpOoHbI 3MGpuoHa. Ckopnyny aM6puoHa obpaba-
TbIBAIOT a@HTUCENTMYeckuM pacTsopoM. B ckopnyne obpasytoT gBa oTBepcTusi AvameTpom 1—2 Mm
B OTMEYEHHbIX YyvacTkax: O[IHO — CO CTOPOHbl E€CTECTBEHHOW BO3AYLIHOW Kamepbl, Apyroe — cboky
(He noBpexaas npun 3ToM LenocTtHocTb XAQO). SM6proHamM NpuaaoT ropu3oHTanbHoe nonoxeHue, obpawias
BTOpOE OTBEpPCTVE BBEPX. Hepes nepsoe 0TBEPCTHNE B eCTECTBEHHOWN BO3AYLIHON Kamepe 3MBpUoHa KpaTKoB-
PeMeHHO co3dalT oTpulatenbHoe AaBneHue (0TBUpas pesnHoBOW rpylueit okono 0,2 cm3 Bosayxa), uto
B CBOO o4Yepeb NPMBOANUT K NPOHUKHOBEHWIO BO3AyXa Yepes BTopoe oTBepcTue, otcnavesaHuio XAO oT ckop-
nynbl 1 06pasoBaHuUio UCKYCCTBEHHON BO3AYLLHOW kKaMepbl. [lanee B UCKYCCTBEHHYIO BO3AYLUHYH KaMepy BBO-
OST UHBEKUMOHHYIO UMMy (Ha rnybuHy He 6onee 2—3 MM) U BHOCAT onpeaeneHHoe pasBeeHue BakUUHbI B
ob6beme 0,2 cmB. Mocne aToro o6a OTBEPCTUs B CKOPIIyNe 3anmBaloT CTepusibHLIM pacnnaeneHHbIM napadu-
HOM.

WHbunLpoBaHHbIe 3MOPUOHDI B TEHEHME 24 Y COXPaHSIOT B FOPU3OHTaNIbHOM MOSTOXEHUMN.

AHanorn4Hyo ornepaLuio NPOBOAAT U B KOHTPONBLHON rpynne SM6pUOHOB, rae BMECTO pa3BeeHNA Bakum-
Hbl B UCKYCCTBEHHYI0 BO3AYLLIHYI0 kamepy Ha XAO BHOCAT 0,9 %-HbI pacTBOP HATPUA XNTOPpUAA U30TOHUHECKOTO
B o6beme 0,2 cmd,

WHbnumnpoBaHHbIE N KOHTPOMbHLIE 3MBPUOHBI UHKYBUpYIOT Npu Temnepatype (37,0 + 0,5) °C 1 oTHoCcK-
TernbHOW BNaxXHocTn Bosayxa 60 %—70 % B TeyeHne ceMmn CyTOK, eXXeJHEBHO OBOCKOMUPYA.

OMbproHbI, nornbLune B nepeble 36 4 NOCne 3apaXxeHus, cYUTaloT Hecneuuduieck NaBLLMMU U UCKNo-
yalT 13 AanbHenwern paboTbl. OBockonuio aM6PUOHOB, MHKYOUPYeMbIX CBhilLe 36 4, NPOBOAAT eXeAHEeBHO.
Bo Bpemsi npocmoTpa oLeHMUBAaOT cTeneHb pasBUTMS UHKEKLMOHHOTO npolecca, 06yCNoBNEHHOro BaKLMH-
HbIM BMPYCOM OCMbl NTUL,. OnpeaensoT UsMeHeHUs COCyAUCTOro pycra U cTpykTypbl XAO aMBpuoHa (BO3HUK-
HOBEHWE XapaKTepHbIX MATEH UMW Y3eNKOB, UMeloLIMX 6OrbLUYI0 ONTUYECKYIO NAOTHOCTL CPABHUTENbHO C
HopmarnbHol TkaHblo XAO). Mpu HeobxoaMMOCTU KapTUHY BocnanuTeneHoro npouecca XAO Ha MecTe BHece-
HWs1 BUpyccodepXKallero Marepuarna CpaBHUBAlOT C KOHTPOMNeM.

Ha cegbMble cyTkv nocne sapaxeHus aM6puoHbl oxnaxaatoT Ao Temnepatypbl 2 °C—6 °C 1 nposogaT ux
BCKpbITUE, fienasi OTBEPCTME B CKOPJIYNe CO CTOPOHbI OCTPOro KoHUA Arla ¢ Lenbio 06HapyXeHUs NpusHakos
pa3sMHOXeHUs1 BaKLMHHOTO BUpYca ochbl NTUL, B TkaHu XAQ. YcTaHoBNEHHbIE Y 9MBpuoHa ()KUBOTO Unv norve-
Lero) cneuuduyeckue ans Bupyca ocnbl Nty nopaxeHna XAO (nokanusosaHHble Ha MecTe BBeleHUsl MaTe-
pvarna UM reHepanun3oBaHHbIE) CHUTAIOT NOSNOXUTENBHON peakunen.

7.11.1.3 O6paboTka pe3ynbLTaToB

OLeHKY BeNUYNHbI MHEKLIMOHHOM aKTUBHOCTWN BUpYCa OCMbl NTUL, ANsi SMOPUOHOB NPOBOASAT NO MeToay
Kepbepa B Mmoandukauum AluMapuHa.

MpeasapuTenbHO BLIMUCTAOT UHGEKLIMOHHYHO aKTUBHOCTb ANl 3MGPUOHOB B Ao3e Ans uHbekLmumn 0,2 cm3

Ig amﬂsoq2m3 no coopmyne

19 MR 05 o = IgD +d (£L;-0,5), 1)

rae D — passegeHue BaKUMHbI, Bbiabiatowlee 100 %-Hoe cneumnduueckoe nopaxeHue XAO;
d — norapucm KpaTHOCTU pa3BeaeHuUs;
L — oTHoweHwue yncna aM6proHoB, NOrMbLLMX (MopaXeHHbIX) Npu 3apaxeHnn oson D, Kk obwemy vnc-
ny
3apaXXeHHbIX 3TOW 0301 3MOPUOHOB;
i — NopAAKOBLIN HOMEP pa3sBeAeHUs1 BakLMHBI (MUHUMarbHOE pasBeAeHue NPUHUMALOT 3a NepBeoe);
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0,5 — nocTosiHHbIA kKO3 PULMEHT.
BbluncnsitoT MHDEKLMOHHYO akTUBHOCTL Ans aMBpuoHos B 1,0 cmd ig O

lg SVA 50/oW® lg SnA 50/0,2 om®

s0020d MHpEKLNoHHAasa aKTUBHOCTb Ans am6proHoB B 0,2 cm3;
0,7 — NOCTOSAHHBIN KO3 PULIMEHT.

MHekuMoHHas akTUBHOCTb BaKUMHbI 4518 3MOpUOHOB goikHa BbiTb He MeHee 5,5 Ig [

7.11.2 OnpepeneHue UHhEKLUOHHON aKTUBHOCTU Ha LibINASATaxX

7.11.2.1 lNpoBegeHne UcnbITaHUs

BakuuHy nogrotasnueatot no 7.11.1.1, ucnonbsya smecto 0,9 %-Horo pactsopa HaTpusi Xxnopuaa usoTto-
HUYeckoro pasbaBuTeb AN CYXMX BakLH NPOTUB OCMbI NTHUL, passeaeHus rotossT ¢ 10~" go 10~4. ns ucnbl-
TaHUA KKOO0ro passefeHust BakLnHbl (hOpMUPYIOT OMNbITHBLIE TPYMMbI LBIMAAT, @ Takke KOHTPOMbHYHO rpynmny,
CoCTOsILME HE MEHEE YEM U3 YETHIPEX FOSOB.

PasseaeHus BakumHbl 10-1, 1072, 10-8 1 104 BBOASAT BHYTPUKOXKHO B NEPenoHKY Kpbiila MHbekTopoM. Mpn
3TOM 06bEM BHYTPUKOXKHON UHBEKLMW, BBOAUMOW MHBEKTOPOM ONpeaeneHHoi BMeCTUMOCTH, MPUHUMALOT 3a
po3sy. Peakumnio Ha BBeeHMe BaKLUMHbBI YYUTBIBAIOT C CeAbMbIX — AECAThIX CYTOK. MonoxuTensHas peakums
XapaktepuayeTcs obpasoBaHMeM OCMUH B MecTe yKona.

7.11.2.2 Ob6paboTka pe3ynLTaToB

MHeKUMOHHY0 akTUBHOCTb BakLMHbI AN LBINASAT paccunTeiBatoT no metody Kepbepa B Mogndukaumm
AwmapunHa.

o MpeasapUTensHO BEIMMCTISIOT UH(DEKL MOHHYIO aKTUBHOCTb A4S LBINAT B 403 ANA UHbekunn Igug,, oo
no chopmyne

so/on® MO tdhopmyne
+07, 2
rge lg 3na

50/cm®

19 Whso/nese = 19D + d (£L; = 0,5), (3)

roe D — passeneHue BakLuHbl, BeldbiBatowee 100 %-Hoe cneunduyeckoe nopaxeHne LbinnaT;
d — norapudm KpaTHOCTU pasBeaeHuns;
L — oTHoLWeHWe Ynucna UbINAsT, NopaXXeHHbIX NPY 3apaXkeHU AaHHON 0301, K 06LWEeMy YUCy 3apaXeH-
HbIX 3TON AO30M LbIMAAT;
i — nopAJKoBbIA HOMep pasBedeHuUst BakLHbl (MUHUManNbHoe passedeHne NPUHUMALOT 3a nNepBeoe).
BbIMMCNAOT MHDEKLMOHHYIO aKTUBHOCTb AN ubinnaT B 1,0 emd g UL, soren® MO dopmyne

1
|g VI,U. 50/0M3 = lg MnuSO/p,oae + Ig V: (4)

rae |g Vo065 — MHGEKLMOH IHasl aKTUBHOCTb ANs LLINNAT B A03€ ANS UHbeKUMM;
1 — NOCTOSAHHbIN KO3 DULNEHT;
V — 06bem BHYTPUKOXHOWN UHBbEKLMK (A03a).

UHdbeKuMoHHasA aKTMBHOCTb BaKUMHBI Ans LbINAAT AoSDkHA 6bITh He meHee 5,0 Ig U, s0/omd

7.12 OnpepeneHue UMMYHOreHHOW aKTUBHOCTH

7.12.1 OnpegeneHUue UMMYHOreHHOW aKTUBHOCTU C KOHTPOIbHLIM 3apaXeHUueM

7.12.1.1 MposeneHue UcnbITaHUA

BepyT Tpu cnakoHa (amnyrnbl) ¢ BAaKLUMHOWA N PeCyCneHsnpytoT rno 7.6.1 B COOTBETCTBUM C YKA3aHHbLIM
konuM4ecTBom Ao3. Cogepxumoe pnakoHoB (amnyn) obbeauHsioT. OgHy A03Y BaKLUHbI BBOAAT AECATU LIbINAS-
Tam BHYTPUKOXHO METO0M YKOJIa B NepenoHKy Kpbina. Libinnatam koHTponbHoi rpynnel (10 UupinnaT) aHano-
MYHBIM croco6om NpoeoadaT uHbekuuto 0,9 %-HbIM U30TOHUYECKMM PACcTBOPOM HATPUS Xnopuaa.

Yepes 21 cyT nocne MUMMyHU3aLMnU BCEX LINMAT 3apaXatoT BUPYIIEHTHBIM LUTaMMOM BUpYca OChbl Kyp
METOOM YKOMa B NepenoHKy Kpbisia, B KOTOpoe He BBoAWMAch BakuuHa. Ha npotskeHun 10 cyT 3a nTuuamu
BeayT KMMHUYecKoe HabnoaeHue.

7.12.1.2 O6paboTka pesynbTaToB

BakuuHa cuntaeTca uMMyHoreHHou, ecnny 80 % BaKLMHUPOBAHHBIX MTULL OTCYTCTBYIOT OCMUHBLI HA MecTe
BBEIEHUSI BUPYIIEHTHOTO WTamMma, a B KOHTponbHoW rpynne y 80 % ntuw, o6pasyloTca oCnuHbl Ha MecTe BBe-
OeH1s1 C OTEKOM NpuneraLwen TKaHu.

7.12.2 OnpepeneHue UMMYHOreHHOW aKTUBHOCTU METOZ,0M NOBTOPHOW BakLUHaLUMn

7.12.2.1 lNpoBegeHne ncneiTaHus

BepyT Tpu bnakoHa (amnynbl) ¢ BaKLMHON U pecycrneHsupytoT no 7.6.1 B COOTBETCTBUM C yKa3aHHbIM
KkonudecTBoM Ao3. Coaepxunmoe conakoHos (amnyn) obbeauHsiioT. OgHy A03Y BaKLUUHBI BBOAAT AECATU LbINNs-
TaM BHYTPUKOXXHO METOA0M YKoNa B NeperoHKy Kpbina. [lecatu ubInnsTaMm KOHTPOSbHON rpynbl aHanoru4HbIM
cnoco6om nNpoBoAaT UHbekUMio 0,9 %-HbIM U30TOHUYECKUM PAcTBOPOM XNopuaa HaTpus.
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Uepes 21 cyT nocrne UMMyHMU3aLMM NPOBOAAT NOBTOPHYIO BakLMHALMIO B NOAOMNBITHON N KOHTPOLHON
rpynnax ubinnsT. BakuuHaumio BeIMOMHSAOT OAHOW BaKLMHANbHON O30 BHYTPUKOXHO B NepenoHKy NpoTUBO-
NoNoXHoro Kpbina. Ha npoTtskeHnn 10 cyT 3a NTMUaMM BedyT KNMHUYeckoe HabniogeHue.

7.12.2.2 ObpaboTka pe3ynbTaToB

BakunHa cumutaeTcss UMMyHoreHHon, ecnin y 80 % BakLMHUPOBAHHBIX NTUL, OTCYTCTBYIOT OCMUHbI HA Mec-
Te NOBTOPHOrO BBEAEHMUS BaKUMHbl, @ B KOHTponbHOM rpynne y 80 % nTuu obpasyloTcs OCnuHbl Ha MecTe
BBEAEHWNSA BaKLMHbI.

8 TpaHcnopTupoBaHMe U XpaHeHue

8.1 BakuuHbl TpaHCMoOpTUPYIOT BCeMU Bugamu TpaHcrnopTa B cooTBeTcTBUMM ¢ [TOCT 17768.

8.2 BaKuuHbl XpaHAT B CyXOM, TEMHOM NomeLLeHu1 npu TemnepaTtype oT 2 °C o 8 °C B TeveHne cpoka
rogHOCTH.

8.3 Cpok rogHocTu BakunH — 12 Mec ¢ AaThl Bbinycka. [aTon U3roToBneHUs1 BakuuHbl cHMTaloT gaTy
paccacoBku. [laTol Bblinycka BakLMHbI CHUTAOT AaTy NoAnvMcaHusl Ao0KyMeHTa o KadecTBe.
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KritoueBble cnoBa: cpencTea nekapcCTtBeHHbIe 6uonormuyeckne ans BeTepUHapHOro npuMeHeHuda, BakLUMHbI
npoTnB oCnbl NTUL, I/IHCbeKLI,VIOHHaﬂ aKTUBHOCTb
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