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Mpeaucnosue

Llenn, ocHOBHbIE MPUHLIMMEI 1 OCHOBHOM NOPAAOK NpoBeaeHust paboT No MeXrocyAapCcTBeHHOW CTaH-
Aaptusaummn yctaHosneHol FOCT 1.0—92 «MexrocyaapcTBeHHas cuctema ctaHgapTusauun. OCHOBHble
nonoxexua» n NOCT 1.2—2009 «MexrocyaapcTseHHas cucTema cTaHgapTuaumn. CTaHaapTbl MEXrocy-
AapcTBeHHble, Npasuia n pekoMeHaaunn No MexrocyaapcTBeHHON cTanaapTusaunu. Mpasuna paspaboTky,
MPUHATUA, NPUMeHEeHUs1, OBHOBNEHUS U OTMEHbI»

CBefeHuUs o cTaHgapTe

1 PASBPABOTAH ®eaepanbHbiM rocyaapcTBeHHBIM B610pke THBIM yupexaeHueM «Bcepoccuiickuia rocy-
[apcTBeHHbIN LleHTp kavecTBa U cTaHAapTU3aUUKM NeKapCTBEHHbIX CPeACTB ANSA XUBOTHBIX U KOPMOB»
(®reY «BMrHKW») n depepansHbIM KaseHHbIM NpeanpuaTnem «Ctaepononbckas 6uodabpuka» (PKM «Ctas-
pononbckaa 6uodabpukar)

2 BHECEH ®eaepanbHbiM areHTCTBOM N0 TEXHUYECKOMY perynupoBaHuio U metponorun (PocctaH-
AapT)

3 NPUHAT MexrocygapCTBeHHBIM COBETOM MO CTaHAApTU3aLUUKW, METPONorMM U cepTudukaumn
(npoTokon ot 18 uoHa 2015 r. Ne 47)

3a npuHaTUe Nporonocosanu:

KpaTkoe HaumeHoBaHUE CTpaHb! Kop crpaHbl CokpalleHHOe HauMeHOBaHWEe HALMOHANBHOTO OpraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHgapTu3aumum
Apmennn AM MwuHakoHomukn Pecnybnuku Apmenuns
Benapycb BY occtangapt Pecnybnukn benapyce
Kuprmans KG KbiprolactaHgapT
Poccus RU Poccranpgapt

4 MNpwukazom PefepanbHOro areHTCTBa Mo TEXHUYECKOMY perynMpoBaHuio n metpornorim ot 31 aBrycta
2015 r. Ne 1218-cT mexrocyaapcTBeHHbln cTaHgapT TOCT 33262—2015 BBeadeH B AeCTBME B KayecTBe
HaunoHanbHoro ctaHgapTa Poccuinckon ®egepaunn ¢ 1 uons 2016 r.

5 BBEJEH BMEPBbIE

UHepopmayus 0b usmeHeHUsIX K Hacmosiwemy cmarOGapmy nybrukyemcsi 8 exxe200HOM UHGHOpMayUoH-
HOM yka3zamene «HayuoHarnbHble cmaHOapmbi», @ MEKCM UBMEHEHUU U NOMNpagoK — 8 eXXeMeCsHHOM UHGOop-
MayUOHHOM yKasamerne «HauuoHanbHble cmaHOapmbi». B criyvae nepecmMompa (3aMeHbl) unu OmMeHs!
Hacmosieao cmaHOapma coomeemcmayroujee ysedomneHue 6ydem orybriuKO8aHO 8 EXeMeCsSYHOM
UHGbopMayUOHHOM yKazamerne «HayuoHarnbHble cmaHOapmel». Coomeemcmeyowias UHhopMayus, yse-
domIieHUe U meKCMbi pa3mMeLarmcesi make 8 UH(hopMayUOHHOU cucmeme 06Le20 Nofb308aHUs — Ha oghu-
yuansHom catime ®edepanibHO20 azeHmMcmea o MexXHUYECKoMy peaynuposaHuro U Mempornoauu 8 cemu
NHmepHem

© CtaHgapTuHdopm, 2015

B Poccuiickoin denepaunm HacTOALWMIA CTaHAapT He MOXeT ObITb NONMHOCTBIO UMM YaCTUYHO BOCNPOU3Be-
AeH, TUpaXnpoBaH 1 pacnpocTpaHeH B kayecTBe oduLmnanbHoro nagaHusa 6es paspelerHus degeparnsHoro
areHTcTBa No TEXHUYECKOMY peryrnmpoBaHuio U MeTposiorum
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M E XTOGCUYAAPG CTUBETUHHUB H# C TAHAAPT

CpepcTBa nekapcTBeHHbIe ANA BeTePUMHAPHOTo NpUuMeHeHus!
BAKLUWHA NMPOTUB TPUXOPUTO3A KPYMHOIO POATOINO CKOTA «JTT®-130»
TexHu4eckue ycrnoBus

Medicine remedies for veterinary use. Vaccine against cattle trichophytosis «LTF-130».
Specifications

Darta BBegeHnsa — 2016—07—01

1 O6nacTb NpUMeHeHus1

HacToawuin ctaHgapT pacnpocTpaHsaeTcs Ha BakLMHY MPOTUB TpUxodutosa KpynHoro poraTtoro ckota
«NTP-130» (nanee — BakuuHa), NpegHasHa4YeHHY0 Ana NponnakTMKA 1 Tepanum Tpuxontosa KpyrnHoro
poraToro ckoTa.

2 HopMaTUBHbIe CCbINKK

B HacTosiLieM cTaHgapTe UCMOoNb30BaHbl HOPMaTMUBHBIE CCLINIKU Ha cneaylolimMe MexrocyaapcTBeHHble
cTaHaapThl:

FOCT 12.0.004—90 Cuctema ctaHgapToB 6esonacHocTy Tpyaa. OpraHusauna obyyveHusa 6esonacHoc-
™" Tpyaa. Obwme nonoxeHnst

FOCT 12.1.005—88 Cuctema ctangapToB besonacHocTy Tpyaa. Obwme caHUTapHo-rurueHudeckune
TpeboBaHuMsa K BO34yXy paboyen 30HbI

FOCT 12.1.008—76 Cuctema craHgapToB 6GesonacHocTu Tpyaa. Buonoruveckas 6esonacHoOCTb.
O6wue TpeboBaHus

FOCT 12.2.003—91 Cuctema ctaHaapToB 6e3onacHocTu Tpyaa. ObopyaoBaHne NponsBoACTBEHHOE.
O6uwwme TpeboBaHus besonacHoCcTH

FOCT 12.3.002—75 Cuctema craHgaptoB 6e3onacHocTu Tpyaa. lNpouecchl NpoN3BOACTBEHHbLIE.
O6wue TpeboBaHUs Ge3onacHOCTH

FOCT 12.4.011—89 Cuctema ctaHaaptoB GesonacHocTu Tpyaa. Cpeactsa 3almtbl paboTarowmx.
O6wue TpeboBaHus n knaccudukaums

FOCT 17.2.3.02—78 OxpaHa npupoasl. ATMocdepa. MNpasuna ycTaHoBNEeHUs 4ONYCTUMBIX BbIGPOCOB
BpeAHbIX BELLECTB NPOMBbILLNIEHHBIMUY NMPEANPUATUAMUN

FOCT 6672—75 CTekna nOKpoBHbIE Ansi MUKponpenapaTos. TexHU4YecKue ycrioBust

FOCT 6709—72 Boga anctunnupoBaHHasl. TexHu4yeckue ycnosus

FOCT IS0 7218—2011 Mukpo6uonorusa nuwesbiX NpoayKTOB U KOPMOB AJ1S1 XKUBOTHbIX. O6wne Tpebo-
BaHWUA 1 peKoMeHaaLnn No MUKpoBMOoNorMyeckum UccrneaoBaHusm

FOCT 1SO 7864—2011 Urnbl MHbEKUMOHHBIE OAHOKPATHOIO NPUMEHEHUs CTEpUrbHbIe

FOCT IS0 7886-1—2011 LUnpuubl MHbEKLUWOHHBIE OQHOKPATHOIO NPpUMeHeHUs1 cTepunbHble. HYacTb 1.
Wnpuub! 41181 pyYHOTo UCMOMb30BaHUA

FOCT 9142—90 Awwmku n3 rochpupoBaHHoro kaptoHa. ObLuue TexHuyeckue ycnosust

FOCT 9284—75 Crekna npeaMeTHbIe ANs MUKponpenapaToB. TexHU4eckue ycrnoBsus

FOCT 10733—79 Yacbl Hapy4Hble U KapMaHHble MexaHudeckue . ObLmne TexHuYeckre ycroBus

FOCT 12301—2006 Kopo6ku U3 kapToHa, ByMars v KoMGUHUPOBaHHbIX MaTepuanos. O6LLmne TeXHUYec-
Kue ycnoeus

U3paHune opmumansHoe
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FOCT 12303—80 Mauku U3 kapToHa, Gymaru u KOMEGUHUPOBaHHBIX MaTepuanos. O6Lue TexHU4eckue
ycrnoBus

FOCT 14192—96 MapkupoBka rpy3oB

FOCT UCO/M3K 17025—2009 O6Lme TpeGoBaHUA K KOMNETEHTHOCTU UCNbITATENbLHBIX U KaNMbpoBoY-
HbIX nabopaTopuit

FOCT 17768—90 CpeacTBanekapcTBeHHbIE. YNaKoBKa, MapkupoBKa, TpaHCNopTUpoBaHue uxpaHeHue

FOCT 18300—87 CnupT 3TUMOBbIM pekTUdUKOBaHHbIN. TexHuueckue ycnosust*

FOCT 21240—89 Ckanbnenuun Hoxvn MmeauuuHckue . Obwmne TexHndeckue TpeboBaHUA U MeToabl UCTbI-
TaHWi

FOCT 24061—2012 Cpeacta nekapcrBeHHble 6uonoruyeckme NnModunmanpoBaHHbie Ans BeTepuHap-
HOro NpuMeHeHUsA. MeTog onpeaeneHusi MaccoBOM AONMMW BNaru

FOCT 25336—82 MNocyaa 1 06opyaoBaHue nabopatopHble CTekIsiHHbIE. TuMbl, OCHOBHbIE NapameTpbl
1 pasmepbl

FOCT 28085—2013 CpeactBa nekapcTBeHHble 6uonormyeckme ANns BeTEpUHApPHOro MpUMEHeHUs .
MeToa 6aKTepMoNorM4eckoro KOHTPONA CTEPUNLHOCTU

FOCT 29112—91 Cpeabl nUTaTenbHble NAOTHbIE (ANA BeTepuHapHbIX uenen). Oblme TexHu4eckue
yCcrnoBus

FOCT 29230—91 (MCO 835-4—81) Nocyna nabopaTopHana cTeknsiHHasA. [neTkn rpagymMpoBaHHble.
YacTb 4. MuneTkn BbiAYBHbIE

FOCT 29251—91 (MCO 835-2—84) MNocyna nabopaTtopHas creknaHHas. BiopeTku. Yacts 1. Obwme
TpeboBaHusa

FOCT 31926—2013 CpeactBa nekapcTBeHHbIE Anisl BeTepuHapHoro npuMmeHeHus. Metoael onpeaene-
HWsa 6e3BpeaHoCTH

FOCT 31929—2013 CpeacTtBa nekapcTBeHHble ANsl BeTepuHapHOro npuMmeHeHus. MNpasuna npnemku,
meToabl oT6opa npob

MpwumeyaHun e — Mpn NONb30BaHWM HACTOSILLMM CTAHAAPTOM LenecoobpasHo NPoBEpUTL AEWCTBUE CCbINOY-
HbIX CTaHOAPTOB B MHMOPMALMOHHOW cucTeme o6Llero nonb3oBaHus — Ha oduumanbHoMm cante PegepanbHOro
areHTCTBa MO TEXHUYECKOMY PEryrIMPOBaHNIO U METPONorMu B ceTu IHTEpHeT nnu no exerogHomMy MHGQOPMauMOHHOMY
ykasarenio «HaumoHanbHble CTaHAapThI», KOTOPLIV ONYGNMKOBaH NO COCTOSHMIO Ha 1 IHBaPSI TEKYLWEro roAa, v Mo Bbinyc-
KaM exemMeca4HOro MHopMaLMoHHOro ykasatens « HaunmonaneHble cTaHgapTbi» 3@ TEKYLMI roA. ECcnm CCbinoyHbIN CTaH-
4apT 3amMeHeH (M3MEeHEH), TO MPY NOJIb30BAHUW HACTOSIWMM CTaHAAPTOM criedyeT PyKOBOACTBOBATLCS 3aMEHSIOLMUM
(M3ameHeHHbIM) cTaHgapToM. ECriv cebinovHblii cTaHAapT OTMEHeH 6e3 3ameHbl, TO NMoJIoXeHne, B KOTOPOM AaHa CCbirnka Ha
Hero, NPYMEHSIETCS B YAaCTW, HE 3aTparnBatoemn 3Ty CCbINKY.

3 YcnoBusa BbINONHEHUA UCNbITaHUN U TpeGoBaHMA 6e30NacHOCTU

3.1 YcnoBusA BbINONTHEHUSA UCNbITAHUN

3.1.1 O6wue TpeboBaHNa NPoBeAEeHUA MUKPOBMONOrMyeckoro aHanusa u paboTbl ¢ MUKpoOOpraHmama-
mu Il — IV rpynn natorenHHoctn — no FOCT ISO 7218.

3.1.2 Obwume TpeboBaHusa k nomelleHnaMm — no FOCT ISO 7218.

3.1.3 TpeboBaHusa k nepcoHany — noFOCT ISO 7218, TOCT NCO/M3K 17025.

K npoBeaeHuUto NCbITaHWn AONYCKaTCA KBanMULMpoBaHHbIe COTPYAHUKU, UMeloLme onbiT paboTel ¢
MuKpoopraHuamamu [l — 1V rpynn naToreHHoCTH, N3y4nBLLNE METOANKM MUKPoBUoormyeckux paboT.

3.2 Tpe6oBaHus 6eszonacHocTU

3.21 Mo ©OGwuonornyeckon 6Ge3onacHOCTW BaKuMHa [AOMXKHAa COOTBETCTBOBaTb TpeboBaHWAM
roCT 12.1.008.

3.2.2 KpaboTe no nponsBoacTBY BakLMHbI 4OMYCKaTCA Niua, npoLleawve obyyeHue rno 6esonacHocTu
TpyAa B cooTBeTCTBUM ¢ TpeboaHnamu FTOCT 12.0.004.

3.2.3 OpraHusauusa npolecca NPOUM3BOACTBA BaKUMHbI JO/MKHa COOTBETCTBOBaTb TpeboBaHMAM
FOCT 12.3.002, nponssoacTBeHHoe obopyaosaHue — MFOCT 12.2.003.

3.2.4 Cpeactea 3awmthl paboTtawowmx — no NOCT 12.4.011, Bo3gyx pabodel 30HbI JOIDKEH COOT-
BeTcTBOBaThL TpebosaHuam FOCT 12.1.005.

* B Poccuiickon ®egepauum genctyet FTOCT P 55878—2013 «CnupT 3TUNOBbIA TEXHUYECKUIA FMOPONU3HBINA pek-
TUDUKOBAHHBIN. TEXHNYECKUE YCIOBUSA».

2
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3.2.5 KoHTponb 3a BbiOpocamu BO BHELLHIOW cpeay [AOMKeH COooTBeTCTBOBaTh TpeBoBaHWUAM
rOCT17.2.3.02.

3.2.6 O6es3apaxuBaHue BakUMHbI C UCTEKLLMM CPOKOM ro4HOCTW, CEPUIA, He BblAepXKaBLLMX KOHTPOb-
HbIX UCMbITAHUA, @ TaKKe BakunHbI, OCTaBLLEeNCs BO (hriakoHax nocrie UcnblTaHui, NPOBOASAT aBTOKIIaBUPOBa-
HWeMm B TeyeHue 1 4 npu Temnepatype (126 + 2) °C u gaBnenumn 1,5 atm (151,99 klMa unu 1,5 krc/cm?2).
YTurnusaums o6e3sapakeHHON BakUMHbI He TpebyeT cneuumansHbIX Mep 6e3onacHocTU.

4 TexHMYecKue TpeboBaHUA

4.1 BakuuHa npegctaBnsieT coboi nMonM3npoBaHHY0 Maccy aTTeHyMpoBaHHON KynbTypbl rpuba
Trichophyton verrucosum T®-130 1 Br'HKW ¢ 3awuntHon caxapo3o-kenaTuHoBon cpeon.

4.2 BakuuHa gosmkHa cooTBETCTBOBaTh TpeboBaHNAM HacTosILLero cTaHaapTa U Npon3BoAUTLCS MO Tex-
HOMOrM4YeCcKoMY pernamMeHTy NponsBoAcTBa.

4.3 lNonokasaTensiM ka4ecTBa BakLuMHa AO/TKHA COOTBETCTBOBATL TPeb6OBaHWUSM U HOPMaM, yKasaHHbIM
B Tabnuue 1.

Ta6nuuya 1
HaumeHoBaHWe nokasaTtens Xapakrepuctuka u Hopma

BHewHunii Bug v uget MopwncTasn cyxas macca ot ceporo o 6exeBoro LBeTa
Hanuune noCTopoHHel Nnpumecy, MU3BMeHeHne KOHCUC-

TEeHUMK, HApyLLeHWe LenNOCTHOCTM U YKYNOPKU (hNakoHOB He ponyckaetcsi
MaccoBasi gons snamv, % 1,0—4,0
Bpemsi pecycneH3npoBaHus, MUH 2—4
KoHTamnHauus 6aktepuansHoOi U NOCTOPOHHEN rpub-

HOM MUKpOIOpOW He ponyckaetcs
O6Lwwas KOHUEHTpaUWsA MUKPOKOHUAWIA B pa3BeaeHHOM

BaKuuHe, MiH/cM® 30—60
KoHueHTpaums KW3HEeCnoCOOHbIX MWKPOKOHWAUNA B

pasBegeHHON BakuuHe, MnH/om® 20—60
be3epeaHoCTb: s
- Ha Genbix Mblwax B TecT-go3e 0,1 cM” unm HormkHa 6biTh 6e3speaHon

- MOPCKMX CBMHKax B TecT-go3e 0,5 cm®, unm
- Kponvkax B TecT-goae 1,0 cm®

VIMMyHOreHHasi akTUBHOCTb JornxHa 6bITb UMMYHOTEHHO

4.4 dacosaHue u nuocdpunusauun

4.4.1 BakuuHy pacdacosbiBatoT no 2—10 cm3 (012 1040 103) B CTEPUNBHBIE CTEKMSAHHBIE UMW MONUMEP-
Hble chriakoHbl COOTBETCTBYOLWWEN BMeCTUMOCTU. PacdacoBaHHyI0 BakuMHY 3amMopaXuBaloT U NMMounnsnpy-
toT MNocne nuodunusaunn hnakoHbl YKYNOpUBaOT Pe3UHOBLIMU NpobkamMu 1 06XuMaloT antoMUHUEBBIMUA
Konnaykamu.

MorpelwHocTb hacoBaHUA B 3aBUCUMOCTU OT 06bema cocTaBnsieT ANs OAHON YNakoBOYHOW eAUHULIbI,
coaepxawen:

- 2—5 cm3 BKNtoY. — 8 %, ANA AeCATU YNaKOBOYHBIX eAuHUL — 2,5 %;

- 5—10 cm? Bknou. — 5 %, ANSA AeCATU YNakoBOYHLIX eauHUL, — 1,6 %.

4.5 YnakoBka

4.5.1 ®nakoHbl ¢ BAKLUMHOW YNakoBbIBAOT B KApTOHHbIE kopobku no FTOCT 12301 nnuv naykn ns kapToHa
no MOCT 12303, nnu nonucTuponoBble KOpoOkn ¢ pasgenuTenibHbIMU Neperopogkamu, obecneynsaowmmMm
COXPaHHOCTb BaKLUMHbI NP TPaHCMOPTUPOBaHUW. B kaxayo kopobky (Mauvky) BKknaabiBalT UHCTPYKLUIO NO
NPUMEHEHUIO BakLUHbI.

MpwuMeyaHwu e — BakuyHa moxeT GbITb yNakoBaHa B KOMIINEKTE ¢ pa3baButenem Ansi BaKUMH NPOTUB AepMa-
TOMTO30B XUBOTHLIX B 0O6bemMe, COOTBETCTBYIOLWEM YNCNY 403 BaKLUMUHbI BO (OI1akoHe.
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4.5.2 Kopobku (nayku) ¢ BaKLMHOW YNakoBbIBaIOT B ALWMKA U3 rochpupoBaHHoro kaptoHa no FOCT 9142
unu apyrue awukn, obecrneynsatoLLme CoXpaHHOCTb BaKLMHBI NPU TPaHCNIOPTUPOBaHUA. B kaxxabiv Awmk Bkna-
AblBaOT YNAKOBOYHBINA [TUCT € YKasaHueM:

- HauMeHOBaHUS opraHUsaLU-NPON3BOANTENS;

HauMeHOBaHUA BaKLUUHbI;
yucna kopobok B ALLMKE;
HoMepa cepuu;

- HoMepa unu paMmunnn ynakosLLmMKa.

Macca AawWwumKoB ¢ BakLMHOMN AorkHa BbiTb He 6onee 15 kr. flonyckaeTcst 0TNYCK BakLUHBI NOTPeGUTento B
KopobGkax.

4.6 MapkupoBka

4.6.1 Kaxpgas ynakoBovHas eavMHULa A0MKHA UMETb MapKUPOBKY, XapaKTepusyioLLyo BakLUHY U OTBe-
yawoLyo TpebosaHUSM HOPMaTUBHBIX AOKYMEHTOB, AENCTBYOLWMX Ha TePPUTOPUN rOCyAapcTBa, MPUHABLLErO
cTaHpaapr.

4.6.2 Ha dnakoHbl C BaKLMHOM HaKNenBaT 3TUKETKY C YKazaHUeM:

- HaUMEHOBaHWSA N TOBApHOIo 3HaKa OpraHU3auun-NPoOU3BOAUTENS;

- HaumeHOBaHWs BaKLUUHbI;

- ob6bemMa BaKkUMHbI BO hriakoHe;

- 4yucna aos BakuMHbI BO (hriakoHe;

- NekapcTBeHHOW (hopMbl;

- HoMmepa cepuu;

- daTbl BbINyCKa;

- cpoka rogHocTu;

- 0603HaveHNs HacTosLIero cTaHAapTa;

- Hagnucu «[ns BeTepuHapHOro NPUMEHEHNA.

[MpwnM™eyaHn e — Ha atukerky MoxeT GbiTb HaHECEHa AONONHUTENbHast UHopMauus.

4.6.3 Ha kopobku (Mauku) ¢ BaKLUMHOW HAHOCAT UHDOPMALMIO C YKasaHUEM:

- HauMeHOBaHWs 1 TOBAPHOIO 3HaKa opraHU3aLUMn-Nnpon3BoAnTENs, ee agpeca (B TOM YMCIie CTPpaHbl);
- HaUMEHOBaHWS BaKUMHDI;

- obbema BakU/HEI BO dhniakoHe;

- yucna Ao3 BakLMHbI BO (hnakoHe;

- nexkapcTBeHHOW (hopMbl;

- HoMepa cepuu;

- [daTbl BbINyCKa,;

- cpoka rogHocTy;

- 0603HaYeHUs HacTosALLEero cTaHAapTa;

- HOMepa perncTpaLUoHHOro yA0CTOBEPEHUS;

- cnocoba npuMeHeHus;

- yucna hnakoHoB B kopobke (nayke);

- YCNOBUI OTNYyCKa;

- YCNOBUIA XpaHeHus:;

- LUITPUXOBOIO KOAA;

- uHdopmaLum o NOATBEPKAEHUN COOTBETCTBUSA;

- Haanucu «[nsa BeTepuHapHOro NpUMeHeHNUs».

4.6.4 Ha swmku c BaKUMHON (TPaHCMOPTHYIO Tapy) HaKNeuBaroT 3TUKETKY, Ha KOTOPON yKasblBatoT:
- HaMMEHOBaHWe W TOBApPHBIWA 3HaK OpraHU3aunMu-npon3BoaUTenNs, ee agpec (B TOM YiCne CTpaHy);
- HauMeHOBaHWe BaKLMHBDI;

- HOMep cepuu;

- pdaTy BbINycka;

- CPOKTroHOCTW;

- 4yucno kopobok (navek) B siLuKe;

- YCroBUS XpaHeHUs! U TpaHCNOPTUPOBaHUS;

- 0bo3HauveHune HacTosLLero cTaHaapTa;

- Haanucb «[Nsi BETepUHapHOro NPUMEHEHUN» .
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46.5 Ha kaxaylo eavHULY TPaHCNOPTHOW Tapbl (ALWWK) HAHOCAT TPAHCMOPTHYIO MapKUPOBKY MO
FOCT 14192 ¢ ykaszaHnMeMm MaHUNYNALUNOHHBIX 3HaKOB: «Xpynkoe. OcTopoxHOo», «[pegensl TemnepaTypbly,
«Bepx».

4.6.6 HaHeceHue TpaHCMOPTHON MapKUPOBKA U MAPKUPOBKA, XapaKTePU3YIoLLIEA YITaKOBAHHYO NPOAYK-
LMo, Ha OQHOW CTOPOHE TPaHCMOPTHOM Tapbl He 4ONYCKaeTCA.

5 MpaBuna npuemMkm

5.1 Kaxpaas cepus BakuMHbI 4OMKHA BbITb NPUHATA (NPOBEpeHa) B opraHnsauMu-npoussoauTene otae-
oM, oTBeYaloLW MM 3a NpoBeieHne KOHTPONA KadecTsa Npoaykuun, B cootBeTcTBum ¢ FOCT 31929.

5.2 Cepwuei BakUMHbI CHUTAIOT onpeaeneHHoe KoNMYecTBO BakLMHbI, MPOM3BeAeHHoe 3a OOUH TeXHOSO-
rmyeckui LMk u ocbopmMrieHHoe ogHUM OKYMEHTOM O KavecTBe.

5.3 B gokyMeHTe 0O KauecTBse yKasblBaloT:

- HaumeHoBaHWe opraHu3auun-NPon3BOaAUTENS;

- HauMeHoBaHWe BaKLUWHbI;

- HOMep cepuu;

- paTy nsroTtosrieHus (Mecsau, roa);

- 06bem cepun B eAnHULAX 0GBEMA UNU LITYKAX;

- pesynbTaTbl UCNIBITAHUSA NO NOKa3aTeNAM Ka4ecTBa;

- cpokrogHocTu (Mecsiu, roa);

- YCNOBWA XpaHEHUs;

- 0603HaveHWe HacToALero cTaHaapTa;

- HOMep 1 AaTy BblAa4yn 4OKYMEHTa O KavecTBe;

- 3aknoveHne U NoAnuch YNoHOMOYEHHOTO NLA, BblAaBLUEro OKYMEHT O KayecTse.

5.4 [lna koHTponA kavecTBa BaKUMHbI OT KaXaow cepun oTbupaloT BbIBOPKY B COOTBETCTBUU C
FOCT 31929. U3 BbIGopKM BLIAENAIOT cpeaHioo Npoby B konuyecTtse 40 dnakoHoB. 20 ¢hnakoHOB ¢ BaKUMHOM
UCMOMNb3YOT ANA NPOBEASHUS UCNbITAHWUA NO NOKa3aTeNAM Ka4yecTBa, ykazaHHbIM B Tabnuue 1, a 20 pnakoHoB
rnocrie nosny4YyeHnsl NONOXUTENbHBIX Pe3yNbTaToB UCMbITaHUIA NO NoKa3aTensiM kauecTsa, HanpaBnAoT B apXvs
oTAena, oTBeYaloLLero 3a KOHTPOSb Ka4ecTBa roTOBOW NpoAyKLUMKW opraHusauur-npoussoautens. Mpo6bl xpa-
HAT B apXMBe B TEUYEHNE CPoKa rOAHOCTM.

5.5 ApxuBHble NPOGEI MapKNPYIOT HAANUCHIO «APXMBY», ONEYaTLIBAIOT U CHAGXKaloT AOKYMEHTOM C yKa-
3aHMeM:

- HaMMeHOBaHWs OpraHN3aLUn-NPON3BOAUTENS;

- HaMMEeHOBaHMWS BaKLUMHbI;

- HoMepa cepuu;

- paTbl Bbinycka (Mecsila u roga);

- paTtbl 0T60pa nNpob;

- obbema cepuu;

- yucna oTobpaHHbIX Npob;

- OOMKHOCTW 1 noanucn nnua, otobpasLero npobbl;

- cpoka rogHocTu (Mecdua uroga);

- 0603Ha4YeHMs HacTosILLIEero cTaHAapTa;

- CpoKa XpaHeHusi Npob B apxumBe.

5.6 lMpu HeyaoBRNeTBOPUTENbHBIX pe3yfibTaTax UCNbITaHW XoTA Obl NO 0AHOMY U3 NoKasaTenel NpoBo-
[T MOBTOPHbIE UCTILITAHKSA NO 3TOMY MoKasaTesio Ha YABOEHHOM KonnyecTse Npob BakuMHbI, 0TO6paHHLIX OT
TOW Xe cepun, U Ha yABOEHHOM KONMYeCTBE MaTepuarsioB U KMBOTHbIX. PesynbTaTbl NOBTOPHOrG UCNbITaHUA
CUMTAOT OKOHYATENbHbLIMU N PACNPOCTPAHSAOT Ha BCHO CEPULD.

B cnyyae HeyooBNeTBOpPUTENbHBIX PE3ybTaToB MOBTOPHOMO UCMLITAHUSI CEPUI0 BaKLMHBI CUMTAlOT He
COOTBETCTBYIOLEN TpeboBaHUSAM HaCTosILLero cTaHaapTa, ee 6pakyroT M YHUYTOXKalT B COOTBETCTBUMC 3.2.6.

6 MeToab! ncnbiTaHUM

6.1 CpepncTBO U3MepeHUA, annapaTtypa, Matepuansbl, peakTUBbl U Nocyaa
6.1.1 Ana npoBeAeHUs UCMbITaHN BakUMHbI UCMONb3YIOT:

- Yacbl Hapy4Hble unu cekyHgomep rno FOCT 10733;

- Kamepy cyeTHyto [opsieBa;
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- Mblweit 6enbix 6ecnopoaHbix Maccon ot 20 A0 25 T UM MOPCKUX CBUHOK Maccoi oT 300 ao 350 T, unu
KponukoB Maccon o1 2,0 0o 2,5 kr, unn TensaTt Bo3pacTta oT 1 40 4 mec;

- WTaMM BUPYNEHTHbIN (KOHTpOsIbHBIA) T. verrucosum 153;

- cnupT aTuUnoBkIn pekTudukosaHHbIn no FOCT 18300;

- 0,9 %-HbIN pacTBOP HATPUA Xnopuaa nsotToHnyveckni ¢ pH (7,0 +£0,2) unu pasbasuTens 4nsa BakUMH Npo-
TUB AepPMaTO(PUTO30B XKUBOTHBIX;

- BoAy auctunnuposaHHyto no FOCT 6709;

- cycno-arap noFOCT 29112;

- WNpULbl UHBEKLMOHHBIE OAHOKPaTHOro NpUMeHeHua ctepunbHble no MOCT ISO 7886-1 BmecTu-
mocTbio 115 cms;

- UrNbl UHBEKUNOHHBIE 0AHOKpaTHOTO NpumMeHeHua no FOCT ISO 7864;

- ckanbnens no FOCT 21240 unu MeTannn4eckyo WeTKy, unu Haxaa4dHyro 6ymary, unm ckanbnens;

- npobupku cTeknsaHHble no FTOCT 25336;

- nakoHbl cTeknAHHbIe no MOCT 25336 ¢ npuTepToit Npobko BMecTUumocTbio 200 cm3;

- NWNETKU CTeKNSHHBbIE rpaaynpoBaHHbIe BblayBHbIE No FOCT 29230 BmecTumocTbio 1, 5 1 10 cm3,

- nuneTku MacTepa;

- 6ropetkn no FOCT 29251;

- CcTekna nokpoBHbIe AN Mukponpenapartos no FOCT 6672;

- CTeKkna npeaMeTHble ANa MukponpenapaTos no FOCT 9284;

- wTaTtnBe Ana npobupok.

6.1.2 YkaszaHHble B 6.1.1 XX1BOTHbIE AOMXKHbI ObITb paHee He UMMYHU3UPOBaHHLIMA BaKLMHaMU NPOTUB
nepmaTouTO30B XKUBOTHBIX, He BONEBLLIMMU TPUXOPUTO3OM U HE UMEKLLIMMU NPU3HAKoB 3aboneBaHusa K
MOMEHTY UCMbITaHMS.

6.1.3 [onyckaeTcs npUuMeHeHne ApYroro cpeacTsa U3MepeHusi C MeTPOSorMieckUMm XapakTepucTuka-
MW, a TaKKe annapaTypbl, Matepuarnos, peakTUBOB U NOCYAbl MO Ka4eCTBY HE HUXKe YKasaHHbIX.

6.2 OnpegeneHue BHeLWHero Buaa

[ns onpegeneHus BHelWHero suaa Bce niakoHbl ¢ BaKUMHOW NpocMaTtpuBatoT BusyansHo. Hanuune
MEeXaHWYECKON NPUMECU U APYrMX NOCTOPOHHUX BKIMIOYEHUI MPOBEPAIOT B PECYCNeH3UPOBaHHON BaKLMHE.
dnakoHbl ¢ pecycrneH3npoBaHHO N BaKLMHON BCTPAXMBAIOT U NPOCMaTPUBALOT B Npoxoasiuem ceeTe. OgHoBpe-
MEHHO NPOBEPSIFOT MPOYHOCTL YKYMOPKU, LENOCTHOCTL (hNakoHOB U NPaBUIIbHOCTb MapKUPOBKU.

6.3 OnpepgeneHue BpeMeHU pecycneH3nupoBaHua

6.3.1 MNpoBeaeHue UcNbITaHUA

[nsi onpedeneHns BpeMeHn pecycrneH3npoBaHuns B Tpu donakoHa ¢ mmounmuanpoBaHHON BakLIMHOMA BHO-
CAT ANCTUNNMPOBaHHYo Boay unin 0,9 %-Hbl N30TOHUYECKMIA pacTBOp HaTpus Xropuaa, v pasdasutens anst
BaKLMH NPOTMB AepmMaTonTO30B XNBOTHBIX B 06beMe, COOTBETCTBYOLWEM 06beMy BaKLUHbI 40 NModunusa-
Luun. PnakoHbl BCTPAXMBAIOT M ONpeaenaioT BpeMsi pecyCcrneH3MpoBaHns BakLHbI C MOMOLLLIO HapyYHbIX YacoB
nnu cekyHgomepa no FOCT 10733.

6.3.2 ObpaboTka pe3ynbTaToB

Coaepxumoe briakoHOB JOIHKHO PECyCneH3npoBaThes B TedeHne 2—4 M1H ¢ 0bpasoBaHMeM roMoreH-
HOW B3BECMH.

6.4 OnpepeneHue MaccoBOM 40NU BRaru

Maccosyto gonto Bnaru onpegensitot no FOCT 24061.

6.5 OnpegeneHne HanU4Us KOHTaMUMHAaLUMU NOCTOPOHHEN MUKPOBHOI U rpUGHOI MUkpodnopon
OnpegeneHne HanMuMa KOHTaMUHaL MK BakLHbl nposoasT no FTOCT 28085.

6.6 OnpepeneHue o6Lweln KOHLEHTPaLUU MUKPOKOHMUAUIA

6.6.1 MNpoBeaeHUe ucnbiTaHUA

O6LUyto KOHLEHTPaL N0 MUKPOKOHUANIA ONpedenstoT B Tpex chiakoHax ¢ BakLMHON NyTeM 1X nogcyeTta B
kamepe FopsieBa. BakLuHy pa3soasT CTepunbHO U3 pacyeTa oaHa aosa B 5,0 cm® pasGasutens. Mocne Twa-
TeNbLHOro NepemelLMBaHns BakLMHYy HabupatoT nuneTkol Mactepa v 3anonHsT 06e ceTku kamepbl Fopsiesa.
MoacyeT NposodAT B NATK GonbLUMX KBagpaTax KaXKO4oW CeTKM KaMmepbl: YeThlpex YrioBbIX U LeHTparbHOM.
Ecnunmexagy 3HaueHusiMu, nony4eHHbIMU B 06eunx ceTkax, HabntogaroT pasHuly 6onee yem 30 MUKPOKOHUAWA,
TO BHOBb 3aMNOMHAKT Kamepy 1 NPoBOAAT NOBTOPHLIA NOACYET YMCNa MUKPOKOHUAWIA. Mpu noacHeTe MUKPOKO-
HUAWA parMeHTel MULLENWA He YYNTbIBAIOT.

6
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6.6.2 O6paboTka pe3ynbLTaToB
O6Wyto KOHLEHTpaLMio MUKPOKOHWUANIA B pasBedeHHo BakLUuHe X, MiH/cMm3, paccuuTeiBatoT no dop-
myne

_ X 3
X 002 10°. 5, 1)
roe X — cpegHeapudMeTAHECKO. YACTIO MUKPOKOHUANIA NO ABYM ceTkam kaMmepbl FopsieBa, WrT.;
0,02 — o6bem 3anonHeHna kamepsl Fopsiea, MM3;
103 — nepecyeT 06beMa BakLUHbI Ha 1 cMm3;
5 — NoCTOsAHHbIN KO3hPULIMEHT, yUUTbIBAIOLLMIA CTENEHb pa3BeAeHUst BAKLMHDI.
3a okoHYaTeNbHbIN pe3ynbTaT NpUHUMAateT cpeaHeapudmeTUdeckoe 3HaveHue Mo Tpem driakoHaMm.

6.7 OnpeaeneHne KOHLEHTPaLUU XU3HECNOCOGHBLIX MUKPOKOHUANN

6.7.1 lMpoBeaeHUe UCNbITAHUNA

KoHLeHTpaLuio Xun3HecnocoBHBIX MUKPOKOHWUAWI onpeaensioT B Tpex ¢hnakoHax ¢ BaKLMHOM, NOAroToB-
neHHonno 6.6.1.

UcneiTanusa nposoadaTt yepes 30—60 MUH nocne pecycneHsupoaHns. Ha kaxabin cpriakoH 6epyT nsaTb
NpoBUPOK, B KaXKAyto 13 KOTOPBIX GIOpeTKOM NN NMneTKo BHOCAT Nno 4,5 cm3 pasbasutens. CogepxumMoe dna-
KOHa C pecycneH3npoBaHHON BakUMHON TWaTeNbHO NepeMeLllnBaroT BCTpAXMBaAHUEM, 3aTEM HOBOWM NUNETKON
oT6upatoT 0,5 cm3 pecycneH3MpoBaHHOM BaKLWHBI, NePeHOCAT B NepByto NpoGUpKy U NepeMeLInBatoT, 3aTeM U3
nepsoli npobupku 6epyT 0,5 cM3 NoNyYeHHON B3BECU U TEPEHOCAT BO BTOPYH NPOBUPKY U T. 4., TO €CTb FOTOBAT
psia nocnegosaTernbHbIX passeaeHuin ot 101 go 10-5. U3 natoit npo6upku nuneTkoin oT6upatoT 1,0 cm? B3Becu
v 3aceBatoT B ABe yalku Metpu no 0,5 cm® B kaxayto. Moces K3 Kaxaoro nakoHa AenatT B TpexX NOBTop-
HOCT$IX, TO €CTb NO WecTb Yawek MeTpu Ha kaxabl i hnakoH. Jlerkum nokavumsaHueM Yallek 3aceHHyH BakLMHY
pacnpegensoT paBHOMEPHO MO NOBEPXHOCTU NUTaTeNbHOW cpeabl. 3aceaHHbIe Yallkiu NOMeLLaT B TepMo-
cTat npu Temnepatype (26 + 1) °C. Yncno BbIPOCLUMX KOMOHWUIA NOACHUTBIBAIOT HA 7—12 cyT.

6.7.2 O6paboTka pe3ynbTaToB

KoHUeHTpauuio X13HecnocoGHbIX MUKPOKOHUAWIA B pa3BeAeHHON BakumMHe Y, MIH/CM3, paccuuTbiBatoT
no chopmyne

Y=2.105.5, 2
6-05

roe Zn — YMCMO KOMOHWI, BBIPOCLUMX B LWECTU YallKax, WT.;

6 — 4Mcno 3acesiHHbIX Yallek;

0,5 — o6beM 3aceBaeMoil CycrneHsuu, cms;
105 — cTeneHb pasBeaeHNs BakUMHBI;

5 — nepecyeT Ha 0aHY UMMYHU3VPYIOLLYIO 403y, paBHYH 1 cm3.

3a okoH4aTenbHbIN pe3ynbTaT NPUHUMatoT cpeaHeapudmMeTUIecKoe 3HaueH1e no Tpem prnakoHaMm.

K koHUYy cpoka rogHoCTM JoMyCcKaeTCs CHUXKEHUE KOHLEHTpaL MM XN3HecnocobHbIX MUKPOKOHUANA A0
10 MIIH/CM3, YTO COOTBETCTBYET MUHUMATBHOW UMMYHU3MPYIOLLEI 403€ BaKLMHbI.

6.8 OnpegeneHne 6e3BpegHOCTU

6.8.1 O6wwne NpuHLMNLI ncnbiTaHusa 6esspeaHocT — no FOCT 31926.

6.8.2 MopgrotoBKa K UCNbITAHUKO

Onsa npoBeeHWst UCTbITaHNA BaKLMHY pa3BoaaT Ao paboyero passeaeHust M3 pacdeTa ogHa 4o3a BakLm-
Hbl B 1 cm® pas6asuTens. FoToBAT 06beanHeHHyo Npoby BakUMHbI M3 Tpex dhlakoHOB, 0TOMPas U3 KaXaoro
paBHble 0ObEMbI BaKLUHBbI.

6.8.3 lNMpoBeaeHune ncnbiTaHUA

BakuuHy 13 o6beanHeHHoN Npobbl BBOAAT NOAKOXKHO B 06nacTk crnnHbl 10 6enbivm mbituam 8 aose 0,1 cm3
UMK LIECTN MOPCKUM CBUHKaM BHYTPUMBILLEYHO C HApY>XHOM cTopoHbI Geapa B acse 0,5 cM3, unu Tpem Kponu-
KaM BHYTPUMbILLEYHO C HapYXHOW cTopoHbl Gegpa B Aose 1,0 cm3. HabGnropaloT 3a )UBOTHLIMU B TeveHue
10 cyTok.

6.8.4 O6paboTka pe3ynbTaToB

BakuuHy cumTatoT 6e3BpeaHON, eCrnin BCE XXMUBOTHbIE OCTAIOTCS XUBLIMU LU KMMHUYECKA 300POBBLIMA B
TeuyeHue cpoka HabnoaeHus.
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6.9 OnpepeneHue MMMYHOreHHOM aKTUBHOCTH

6.9.1 MoaroToBKa K UCNILITAHUIO

BakuuHy pecycneHanpytoT 0,9 %-HbiM pacTBOPOM HaTpUs Xnopuaa U3oTOHNYECKOTo UM CTEPUNBHBLIM
pasBaBuTenem Ans BakLUH NPOTUB AepMaTodUTO30B XKUBOTHBIX M3 pacdeTa odHa go3a BakuuHbl B 1,0 cm3
pasbaBuTens.

6.9.2 MNpoBeaeHUe UcNbITaHUA

MpoBepKy MMMYHOTE€HHOW aKTUBHOCTM NPOBOAAT OAMH pas B WWECTb MecsLeB Ha MOPCKUX CBUHKaX 1iuv
TensTax.

6.9.2.1 lNpoBepka UMMYHOreHHON aKTUBHOCTU HA MOPCKMUX CBUHKAX

BakuuHy BBoAsAT 10 MOPCKUM CBUHKAM BHYTPUMbILLEYHO C HApYXXHOI cTopoHbl 6eapa B o6beme 0,1 cm®
(wepcTb Ha MecTe UHBEKLMMN He BbICTpuratoT, a obpabaTeiBatoT 70%-HbIM 3TaHonoM). Hepes 10—14 cyT nHbek-
LMo MOBTOPSAIIOT B TOM e Ao3se B begpeHHble MblLLbl ApYroi koHeuHocTH. Yepes 20—30 cyT nocne BTOpon
NHBEKUMU 10 ONBITHBIX (MMMYHU3UPOBaHHBLIX) 1 10 KOHTPOMbHBIX (HEUMMYHU3NPOBAHHBIX) )KUBOTHbBIX 3apaka-
10T FOMOreHU3NPOBaHHOW BUPYNEHTHON KyNbTYpPO KOHTPOMbHOro wramma 7. verrucosum 153 HakoxHo B
NOACHUYHO-KpeCTLOBYI0 06nacTb. LLlepcTb Ha MecTe anniukauun KynbTypbl NpeaBapyUTenbHO BEICTPUTaoT Ha
nnowaan 3 x 3 cM U KOXy ckapudnLMPYIOT MeTarIM4eCKON LWEeTKOW UNu HaxkaadHoin 6ymaroi, unu ckanbne-
nem. 3apaxatowasa aosa KynbTypbl — 5 x 108 MukpokoHuauin. Cpok Ha6noaeHus 3a OnbITHBLIMA KUBOTHbI-
MU — 20—25 cyT.

6.9.2.2 lNpoBepka UMMYHOre€HHOW aKTUBHOCTU Ha TensiTax

BakuuHy BBOAAT ABaXAbl NATU TENSATaM BHYTPUMBbILLEYHO B 06M1acTb AroAUYHbIX MbILLL, B TPOUNakTu-
yeckou gose 1,0 cm3 ¢ untepsanom 10—14 cyt. Y Tenar yepes 10—14 cyT nocne BTOPOA UHBLEKLIUM Ha MecTe
BBeAeHNsi BaKLWMHBI Ha MOBEPXHOCTU KOXM AoSDKHA 06pa3zoBaTbes cneunduieckas okanMsoBaHHasi KOpodka.
CnycTts 1 Mec nocre BTOPOA MHBEKLUMW NSITb ONMbITHBIX (MIMMYHU3MPOBaHHBIX) U ABYX KOHTPOJbHbLIX (HEUMMYHU-
3MpPOBaHHbIX) TEmNAT 3apaXalwT FOMOTreHU3MPOBAHHOW BUPYIIEHTHON KyNbTYpOW KOHTPOSBLHOIO LuTamma
T. verrucosum 153, BblpalleHHoi B TeyeHue 20—30 cyT, nyTeM BTUpaHUs B NpeBapuTenbHO BblCTPUKEHHbIN
U ckapuMLMPOBaHHBIA YY4aCTOK KOXM Nrowaapio 5x 5 cm B Aose 5 x 108 MnH MukpokoHuawnin. Habnoaexue
3a XXUBOTHBIMM BeAyT B TeueHune 30—35 cyT.

6.9.3 O6pab6oTka pe3ynbraToB

BakuuHy cunTaloT BbidepXKaBLUER NCMbITaHWS, ecnu nocine 3apaxeHus n3 10 MMMYHU3MPOBaHHbBIX MOpP-
CKMX CBUHOK BOCEeMb He 3abonenn Teonxogutosom, npu ycriosum 3aboneBaHnsa BCeX KOHTPOSIbHBIX XUBOTHBIX;
13 NSTU UMMYHU3UPOBAaHHbIX TENSAT HE AOMKHbI 326071eTh YeThIpe Npu ycrnosun 3abonesaHnsa BCeX HEUMMYHU-
3MPOBaHHbIX XUBOTHBIX. KnnHnka 3abonesaHus gorkHa 6blTb noaTeBepkaeHa nabopaTopHbIM UcceaoBa-
HWEeM NaTonorM4yeckoro MaTepuana n3 aKcnepuMeHTanbHOro o4ara: MUKpOCKONNA 1 BblaeneHne cybkynbTypbl
rpuba Trichophyton verrucosum. Cy6KynbTypy BblaeneHHoro rpuba Trichophyton verrucosum BbiceBaloT
YKOJITOM Ha cycrio-arap B Yalkax [eTpu napannensHo ¢ KOHTPOMbHLIM WTaMMoM T. verrucosum 153, KoTopbIi
6bIfT MICNONb30BaH AN 3apaXeHus, B Lenax noaTBepKaeHNs MX MOEHTUYHOCTH.

7 TpaHcnopTUpOBaHWe U XpaHeHue

7.1 BakuuHy TpaHCnopTUpyT BCeMU Buaamu TpaHcnopTa B cooTseTcTBUM ¢ FTOCT 17768.

7.2 BakumHy XpaHAT B CyXoM TEMHOM MecTe npu TemnepaType oT 2 °C go 8 °C B npefdenax cpoka roa-
HOCTM.

7.3 CpokrogHocTu BakLuHbI 18 Mec ¢ AaThl Bbinycka. [JaTol Bbinycka BakLMHbBI cCUMTa0T 4aTy noanvca-
HUA JOKYMEHTa o KadecTBe. [laToi U3roTOBMEH WS BaKUMHBI CUATAIOT AaTy hacoBaHus.
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