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HAUUWOHANbHBIWN CTAHOAPT POCCUMUCKOW @®EDJEPALWUMN

CpeacTBa nekapcTBeHHbIe ANA BETEePMHAPHOTro NpUMeHeHUs

BAKLMHBLI NPOTUB BUPYCHOW MTEMOPPAIMYECKOW BOJNIE3HU KPOJIUKOB
TKAHEBbIE UHAKTUBUPOBAHHbBIE

TexHU4ecKue ycnoBus

Biological medicine remedies for veterinary use.
Vaccines against a virus hemorrhagic disease of rabbits tissue inactivated. Specifications

DaTta BBegeHnsa — 2015—07—01

1 O6nacTb NpUMeHeHus

HacToswmii cTaHaapT pacnpocTpaHAeTcs Ha TkaHeBble MHAKTUBMPOBAHHLIE BAKLIMHBI POTUB BUPYCHOM
remopparuJeckoil 6onesHu KpoNUKoB (danee — BakUMHbI), NpeAHas3Ha4YeHHbIe AN NPodUIakTUYecKoh UMMy-
HU3ALIN BOCTIPUUMYMBLIX K FeMOPParnieckoin 60ne3HN XUBOTHBIX.

MpumevaHus

1 BakumHbl NpeacTaensitoT co60 MHAKTUBMPOBAHHYIO CYCNEH3UIO NMEYEHWU KPOMNMKOB, MHMLMPOBAHHLIX BUPYCOM
remMopparm4eckoli 60nea3Hu KPONMKOB € A bIOBAHTOM.

2 B cocTaB BaKkuMH MOryT BXOAUTb Pa3fnnyHble WTaMMbl BUpYCa reMopparm4eckon 60nesHm Kponmkos.

2 HopmatmBHble CCbINKU

B HacTosllLeM cTaHaapTe UCMOoNb30BaHbl HOPMATUBHBIE CChINKU Ha crneaytowme cTaHaapThl:

FOCT 12.0.004—90 Cuctema ctaHaapToB GesonacHocTu Tpyaa. OpraHusauna obyyeHusa 6esonac-
HocTu Tpyaa. Obuwue nonoxeHns

FOCT 12.1.004—91 Cuctema ctaHaapToB 6esonacHocTu Tpyaa. MoxapHasa 6esonacHocTe. O6wme
TpeboBaHusA

FOCT 12.1.005—88 Cuctema ctaHgapToB GesonacHocTu Tpyaa. O6wmne caHATapHO-TUrneHudyeckue
TpeboBaHus k BO3AyXy paboyeit 30HbI

FOCT 12.1.008—76 Cuctema cTtangapToB 6GesonacHocTu Tpyada. buonorvdeckass 6esonacHOCTb.
O6wue TpeboBaHus

FOCT 12.2.003—91 Cuctema cTaHgapToB 6ezonacHocTu Tpyaa. ObopyaosaHue Npon3BoACcTBEHHOE.
O6uwme TpeboBaHus besonacHOCTH

FOCT 12.3.002—75 Cuctema craHgapToB bHesonacHoctu Tpypaa. [lNMpouecchl Npon3BoACTBEHHbIE.
O6wwme TpeboBaHus besonacHOCTH

FOCT 12.4.011—89 Cuctema ctaHaapToB GesonacHocTy Tpyaa. CpeacTBa 3awuTel paboTaowmx.
O6wue TpeboBaHUs u knaccudukaums

FOCT 17.2.3.02—78 OxpaHa npupoasl. ATmoccepa. Mpasuna ycTaHoOBNEHUA 40NYCTUMBIX BbIGpOCOB
BpeAHbIX BELLECTB NPOMBbILLSIEHHBIMU MPEANPUATUAMUN

FOCT 4328—77 PeakTuBbl. HaTpua rugpookuck. TexHuueckue ycrosus

FOCT ISO 7218—2011 Mukpo6uonorus nuiLeBbIX NPOAYyKTOB U KOPMOB AN XUBOTHLIX. ObLne Tpe-
60BaHUS 1 peKoMeHAaLMK Mo MUKPOBUOMOrMYeCKUM ccneaoBaHUAM

FOCT 9142—90 SAwmku us roppupoBaHHoro kaptoHa. ObLme TexHuIeckue ycnosus

FOCT 12301—2006 KopoGku 13 kapToHa, Gymarn u kom6uHMpoBaHHbIX MaTepuanos. Oblmne TexHu-
Yyeckue ycrnosusi

Uzpanne odbmumansHoe
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FOCT 12303—80 Mauku n3 kapToHa, GyMmaru n KoMGMHUPOBaHHLIX MaTepuanos. O6LWme TexHuIeckne
yCnoBus

FOCT 14192—96 MapkupoBKa rpysoB

FOCT NCO/MAK 17025—2009 O6wwme TpeboBaHUa K KOMNETEHTHOCTU UCTIbITaTeNbHbIX U Kanubpo-
BOYHbIX TabopaTtopuin

FOCT 18300—87 CnupT aTUNOBLIN PeKTU(UKOBAHHbIA. TeXHU4eckue ycnosus

FOCT 19569—89 CrepunusaTopbl napoBble MeauuuHckue. Obume TexHudeckue TpebosaHUs U MeTo-
bl UCNbITaHWA

FOCT 22967—90 LWnpuubl MEAULMHCKUE UHBEKLIMOHHBIE MHOrOKPaTHOrO NpUMeHeHus1. O6LLme TeXHU-
Yyeckue TpeboBaHUA U MeTOAbI UCTILITAHWUIA

FOCT 25377—82 Wrnbl UHbEKLUUOHHbIE MHOTOKPATHOrO NpUMeHeHns. TexHuveckue ycnosus

FOCT 28085—2013 CpepactBa nekapcTBeHHble Buonorudeckne Ans BeTepuUHapHOro NPUMEHEeHUs.
MeTopn 6aKkTepronornyeckoro KOHTPONst CTePUNLHOCTU

FOCT 29230—91 (MCO 835-4—81) lNocyaa nabopartopHasn cTeknsHHasA. MuneTku rpagynpoBaHHbie.
YacTb 4. MuneTku BbiayBHbIE

FOCT ISO 7864—2011 WUrnbl MHbEKUMOHHbIE OAHOKPATHOro NPUMEHEHNA CTepPUrbHble

FOCT ISO 7886-1—2011 LUnpuLbl MHBLEKLMOHHBIE OAHOKPATHOIO NPUMEHEHNUA CTepUnbHble. YacTb 1.
LUnpuLbl 4nS pyYHOro UCNOMNb30BaHUs

FOCT P 51314—99 Konnayku anioMMHUMEBbIE U KOMBUHUPOBaHHLIE ANA YKYNOPKN NeKapCTBEHHBLIX
cpencts. ObLne TeXHU4eckue ycrioBust

FOCT P 52683—2006 CpeacTtBa nekapCTBEHHbIE AN BeTepUHapHOro NpUMeHeH!Usa. Ynakoska, Map-
KMpPOBKa, TpaHCMopTUPOBaHWE U XpaHeHe

FOCT P 52684—2006 CpepacTtBanekapCTBEHHbIE ANsi BeTepuHapHOro npumeHeHus. Mpasuna npnem-
Kn, MeTobl oT60pa Npob

FOCT P 54063—2010 CpeacTtBa nekapcTBeHHble Ansi BeTepuHapHoro npuMeHeHusa. Metoael onpe-
neneHns 6e3spegHOCTU

MpumedaHune— lNpy NONb30BaHUN HACTOSILLMM CTaHAAPTOM Lenecoobpa3Ho NPOBEpPUTL AENCTBUE CCbINOY-
HbIX CTaHAApTOB B WMH(OPMALMOHHOW CUCTEME O6LEro nonb3oBaHus — Ha odmumansHoM cante PepeparnbHoro
areHTCTBa N0 TEXHWYECKOMY PErynmpoBaHuio U METPONorMu B ceTn NHTEpHET unn no exerogHomy MHAOpMaLMOHHOMY
ykasaTtento «HaunoHaneHble cTaHaapTbl», KOTOPbIM ONYOBNMKOBaH No COCTOAHUIO HAa 1 AHBaPS TEKYLLETo roAa, v no Bbinyc-
KaM eXXeMeCcA4YHOro MHpopmaLMoHHoro ykasarensa « HaunonanbHble CTaHAapThI» 3a TeKywun rog. Ecnv 3ameHeH cebinoy-
HbIA CTaHAApPT, HA KOTOPLIM AaHa HegaTMPOBAHHANA CCbIKa, TO PEKOMEHAYETCSA UCNONb30BaTh AENCTBYIOLLYIO BEPCUIO
3TOro CTaHAapTa C y4eTOM BCEX BHECEHHbIX B AAHHY0 BEPCUI0 M3meHeHWUi. ECnv n3meHeH CChinovHblin cTaHaapT, Ha KoTo-
pbii gaTa gaTMpOoBaHHast CCbinka, TO PeKOMeHAYeTC sl UCMNONb30BaTb BEPCUI0 3TOrO CTaHAAapTa C YKa3aHHbIM Bbile FOA0M
yTBepxaeHusi (NpuHsTUs). Ecnv nocne yTBepxXaeHWs HAaCTOSAWEro cTaHAapTa B CCbINOYHbIN CTAHAAPT, Ha KOTOPbLIA AaHa
OaTMpoBaHHasi CCblNka, BHECEHO N3MEHEHWE, 3aTparBatoLLee NonoXeHne, Ha KOTOPOe AaHa CCbifKa, TO 3TO NONoXeHue
pekoMeHayeTcsi NpuMeHsiTe 6e3 yueta gaHHOro ameHeHust. ECnm cebinoyHbIvi cTaHgapT OTMeHeH 6e3 3ameHbl, To Nonoxe-
HWe, B KOTOPOM AaHa CChINIKa Ha HEro, PEKOMEHAYETCs MPUMEHSITE B YacTu, HE 3aTParnBalowei 3Ty CCbInky.

3 TepMuHBI 1 onpeaeneHns

B HacTosALLEeM CTaHAapTe NpMMeHeHbl criedytoLle TEPMUHBI C COOTBETCTBYIOLMMU onpeaeneHnaMn:
3.1

BaKUMHa MHaKTUBUpoBaHHaA: MIMMyHobuonoruyeckuin npenapar, Nony4aemMblil U3 MHaKTMBUPOBaH-
HbIX BAKLIMHHBIX LUITAMMOB MUKPOOPTraHU3MOB, BO3ByanTenen 6onesHen XX1NBOTHbIX U Yenoseka.
[FOCT P 55283—2012, nyHkT 3.1]

3.2 BakuyuHauus: NpumeHeHWe BakLMHbI ANsi NpeaynpexaeHus UHpeKkLMoHHoN 6onesHu.

3.3 wraMm (BaKUUHHbIN): MeHeTn4eckn oaHopoaHas Nonynaumnsa MMKPOOPraHM3MoB C MOCTOSIHHBIMNA,
HacneacTBEHHO 3aKpenneHHbIMU CBOMCTBaMN.

3.4 cepus BakuMHbI: OnpeaeneHHoe KoNM4ecTBO BakLMHbI, U3roTOBMEHHOW 3a 0A4UH TEXHOOMMYECKUiA
LMK 1 0¢pOpMNEHHON JOKYMEHTOM O Ka4yecTBe.

3.5 6e3BpeAHOCTb (BakuuHbI): OTCYTCTBME BpeAHbIX 4151 OpraHM3Ma nocreacTBUiA MecTHOro 1 obLe-
ro xapakrepa nocne BBegeHus BakLuHbI.
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3.6

[03a NekapcTBEHHOro cpeAcTBa AN BeTepuHapHoro npuMmeHeHuA: OnpeaeneHHoe KONMYecTBO
NeKapCTBEHHOTO CpeacTBa Anst BEeTepUHAPHOTO NPUMEHEHNS, BBOAUMOTO B OPraHU3M XXUBOTHOTO.
[FOCT P 52682—20086, ctatbs 21]

3.7

nertanbHaA Ao3a NekapcTBeHHOro cpeAcTBa ANsl BeTepuHapHoro npuMmeHeHus: KonunyecTtso
neKapCTBEHHOIo cpeacTBa ANs BeTepMHapHOro NpUMeHeHus1, NpuBoAasiLLee XMBOTHOE, A1 NeYeHns KoTo-
poro AaHHoe CpeAcTBO NpeAHa3HavYeHo, K etanbHOMy Ucxoay.

[FOCT P 52682—2006, cTaTbs 22]

3.8 MMMyHoreHHocTb (BaKLMHbI): CnocobHOCTb BakUMHbI Bbi3biBaTb Y BaKLMHUPOBAHHBIX 0cobeln
hopmMnpoBaHne COCTOAHNA HEBOCTPUUMHNBOCTU K MH(DEKLMOHHON BonesHM.

3.9 peakuus remarrnoTuHauuu; PIFA: MeToanka KonNMYeCcTBEHHOrO U KaYeCTBEHHOro onpeaeneHus
BMpYyca, OCHOBaHHas Ha CMOCOBHOCTN HEKOTOPbIX BUPYCOB arrfioTUHNPOBAaTb 3pUTPOLMTEI onpeaerieHHoro
BUAA XUBOTHOO UK YeroBeka.

3.10 poKyMeHT o kavecTBe: [JoOKyMeHT, NoATBEPKAAloLLMIA COOTBETCTBME KavyecTBa BakLuuHbI TpeboBa-
HWsIM CTaHdapTa.

4 TexHunyeckue TpeboBaHUs

4.1 BakuMHbl JOMKHBI COOTBETCTBOBATL TpeGOBaHI/IHM Hactodauwero ctaHgapTa U U3rotasnmBaTbCAa B
COOTBETCTBUN C TEXHONMOIMYEeCKUMUN pernamMmeHTamMmm npons3soacTea.

4.2 BakuMHbl Mo PU3MKO-XUMUYECKUM 1 VIMMyHO6VIOﬂOI'VI‘-IeCKVIM CBOWCTBaM AOSMKHBI COOTBETCTBOBATL
TpEGOBaHI/IﬂM M HOpMaMm, ykasaHHbIM B Tabnuue 1.

Tabnwuuya 1
HaumeHoBaHue nokasarens XapakrepucTuka u Hopma

BHewHuii BUa n uBet CycneH3nsi cepo-KOPUYHEBOTO MITUM CBETNO-PO30BOIo
LBeTa C pbiXnbiM ocagkom, oGpa3yolwmmes Ha gaHe dna-
KOHa MpU XpaHeHUW, KOTOpbIN nerko pasbusaetcsi npu
B36anTbIBaHMM B FOMOreHHYI0 B3BECb

Hanuuve noctopoHHel npumecu, M3mMeHeHWe UBeTa, He ponyckaetcs

HapyweHne LenocTHOCTU amnyn (¢nakoHoB)

BogopoaHbiii nokasarens, eg. pH 7,2—7,8

CTepunbHOCTb HomxHbl 6bITE CTEPUNBHBIMK

AHTUreHHasi akTUBHOCTb, TUTP logz, HE MeHee 7,0

BesBpeaHoCTb B TecT-go3e 3,0 cm® HomxHbl 6biTb 6e3BpeaHbIMK

MMMyHOreHHasi akTMBHOCTb HomkHbl 66ITE UMMYHOTE€HHBIMK

4.3 YnakoBKa U MapKUpOBKa

4.3.1 BakuuHy pacdacoBbiBaloT no 1—5 cm® B cTepunbHble amnynbl unu no 2—20 cM3 B cTepunbHele
¢nakoHbl COOTBETCTBYIOLLE BMECTUMOCTU. AMNYNnbl 3anausatoT, a ¢hnakoHbl YKYNnopusaoT CTEpUnbHbIMA
pe3uHOBLIMU NpobKaMu 1 oBXxXUMatoT antoMUHUeBbIMU konnadkamu no FOCT P 51314.

4.3.2 Haamnynbl ((pnakoHbl) C BAKLMHOW HaKNeUBaloT 3TUKETKY € yKasaHUeM:

- HaumeHoBaHWS OpraHU3auuKM-NPOU3BOANTENS U ee aapeca;

- HaumeHOBaHMS BaKUUHbI;

- KonuyecTBa 03 BaKLMHbI B amnyne (cpnakoHe);

- HoMmepa cepuu;

- fAaTbl BeiNycka (Mecsiua u roga);

- Cpoka rogHocTu (MecsiLa v roaa);

- YCINOBWIA XpaHeHWs!;

- Hagnucu: «ns BeTepuHapHOro NpUMEHeHUs» .
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Ha aTuKeTKy MOXeT BbITb HaHeceHa AononHUTeNbHaa UHdopmaLms.

4.3.3 Amnynbl (pnakoHbl) ¢ BaKLIMHOM yNakoBbIBaKOT B KapTOHHbIE kopobku no FTOCT 12301 unm kapToH-
Hble nadvku no FOCT 12303 unu 6ancTepbl U3 TOAUCTUPONA C HaNMYMeM riesa unv neperopodok, obecnevunsa-
OLLMX MX HENOABWMXKHOCTb W LLeNoCTHOCTb. B kaxayro KopobKy (mauky) BKNMagbiBarT MHCTPYKUMIO MO
NMPUMEHEHUIO.

4.3.4 Ha kopobky (nayky) c BakLMHOI HaKensaloT 3TUKETKY C yKazaHUeM:

- HauMeHOBaHWSA BaKLMHbI;

- NekapcTBeHHON hopMbI;

- HauMeHOBaHWS opraHn3aunn-NpPonu3BoaANTENS, ee agpeca, TenedoHa n TOBapHOro 3HakKa;

- KonudecTBa amnyn (chnakoHOB) B KOpobKe (Madke);

- KonuyecTBa 403 B amnyne (dnakoHe);

- HoMepa cepuu;

- AaTbl BeINycka (Mecsua v roga);

- CpoKa rogHocTu (Mecsua uroga);

- YCMOBWUA XpaHeHus;

- cnocoba npuMeHeHNst;

- 0b0o3HaYveHWs HacToALero cTaH4apTa;

- WTpUX-Koaa;

- WHdpopMaLK O NOATBEPXKAEHNU COOTBETCTBUS;

- HOMepa perncTpaLroHHOro yaA0CTOBEPEHUS;

- Hagnucu: «Ana BeTepnHapHoOro NpUMeHeHus».

4.3.5 KopoGku (naykum) ¢ BaKLMHON yNaKkoBbIBaOT B ALLMKA U3 rocppuposaHHoro kaptoHa ne FOCT 9142
WNn gpyrue aHanornyHele, obecneunsaroLyie COXpaHHOCTb BakLMHEI P TpaHCnopTUpoBaHuu. Macca 6pyTTo
Awmka — He Gonee 15 kr.

B kaxabli ALLMK BKNaObIBAIOT YeTblpe—ATb 3K3eMMNSPOB UHCTPYKLMU MO NPUMEHEHWIO U YNAKOBOUYHbIA
TIACT C yKasaHnem:

- HaUMeHOBaHWA OpraHN3aunnM-NPOMU3BOANTENS;

- HauMeHOBaHWA BaKLMHbI;

- HoMepa cepuu;

- cpoka rogHocTu;

- KonunyecTBa KOPOBOK (Navek) B ALLMKE;

- thamunum nnu HoMepa ynakosLUmKa.

N pun™meyaHune— [lonyckaeTcs He BKNaabIBaTh YNAKOBOYHbIA MUCT B TPAHCMOPTHYIO Tapy.

4.3.6 Ha kaxaoe rpy3oBoe MecTo (ALWNK) HAHOCAT TpaHCNopTHYI0 Mapkuposky no FOCT 14192 ¢ ykasa-
HUeM MaHuUMynsILMOHHBIX 3HaKkoB: «Xpynkoe. OcTopoxHo», «OrpaHnyeHne Temnepartypbl», «Bepx, He kaH-
TOBaTby.

4.3.7 MapkvpoBKa, XxapakTepusylowas ynakoBaHHYIO MpoAyKuuio, OOIDKHa codepXaTb cnegylolwue
AaHHble:

- HauMmeHOBaHWe opraHu3auun-NPousBOANTENS, ee TOBapHbIA 3HaK, agpec U TenedoH;

- HauMmeHoBaHWe BaKUMHbI;

- KONM4YecTBO KOPObOK (Navek) B ALLUKe;

- HOMep cepuu;

- Aarty Bbinycka (MecsiL, 1 roa);

- CPOKrogHOCTU (MecsiL, U roa);

- YCIIOBUSI XpaHeHWsl 1 NepeBo3Ku;

- Hagnucb: «[nsA BeTepuHapHOro NPUMEHEHUs».

[onyckaeTcsl HaHeceHWe AOMONHUTENbHON HOPMaLUN B MapKUPOBKY, XapakTepusytoLLyto ynakoBaH-
HYI0 NPOAYKLMIO.

5 Tpe6oBaHua 6e30nNacHOCTHU

5.1 Mo ©6uonoruyeckoid 6Ge3onacHOCTU BaKUMHA OOMKHA COOTBETCTBOBaTb  TpeBGoBaHUAM
rMoCT 12.1.008.

5.2 B npouecce Npon3BoACTBa BaKLWUH HEOBX0AMMO OCYLLECTBAATL KOHTPOSb 32 BbINOSIHEHUEM Tpebo-
BaHWiA obecneyeHunsa noxapHoil 6esonacHoct no FCOCT 12.1.004.

5.3 lNpon3soAcTBEHHbIA Npouecc A0MKeH OblTb OpraHu3oBaH B COOTBETCTBUM C TpeboBaHUaAMM
FOCT 12.3.002, a npoussoAcTBeHHOe 060pyaoBaHuMe AoMkHO cooTBeTcTBoBaTh FOCT 12.2.003.
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5.4 O6y4yeHve nepcoHana mepam 6e30nNacHOCTU AOMMKHO ObITb OpraHNM3oBaHO B COOTBETCTBUM C
FOCT 12.0.004.

5.5 Cpeactsa 3awwmTbl paboTaowmnx omKHbI cCOOTBETCTBOBaTL TpeboBaHusam MOCT 12.4.011.

5.6 Bo3ayx pabouelt 30Hbl gomkeH cooTBeTCTBOBaThL TpebosaHuam FOCT 12.1.005.

5.7 KoHTponb 3a BbIGpocaMu BO BHELUHIOK cpefy AOIDKeH ObiTb OpraHu3oBaH B COOTBETCTBUWN C
roCcT 17.2.3.02.

5.8 YTuUnusauuio BakLMH C UCTEKLLMM CPOKOM FOHOCTU, CEPUIA, He BblAEPKaBLLMX KOHTPOMBHbLIX UCMbI-
TaHuWi, a Takke briakoHOB C BAaKLIMHOM M APYIMX MaTepuarnos N UHCTPYMEHTOB, OCTaBLUMXCS NOCHe UCMbITaHWUNA,
NPOBOASAT NyTeM aBTOKMaBUpoBaHWsi B TeueHne 1 4 npu Temnepatype (126 £2) °C 1 gasneHun 1,5 at™
(151,99 kMa unu 1,5 kre/em?) ¢ cobntogeHnem Tpe6GosaHuia [1].

6 lNpaBuna nprvemMkKu

6.1 Kaxgas cepus BakLMHbI OMMKHA ObITb NPUHATA (MpoBeEpeHa) 0TAerloM, OTBeYatoLlUM 32 KOHTPOrb
KayecTBa NpoayKuMu opraHusaumu-npoussoautens, cornacHo NOCT P 52684. Nocne npoBeeHUA KOHTpONA
Ha KaXxay'to cepuio BakLHbl 0hopMNSAI0T AOKYMEHT O KayecTBe.

6.2 B aokymeHTe o Ka4yecTBe yKasblBaloT:

- HanMeHoBaHWe opraHn3aunM-Npor3BoaNTENS;

- HaMMeHoBaHWe BaKLU/HbI;

- HOoMep cepuu;

- [aTy U3roTosneHns (MecaL, uroa);

- ob6bem cepuu;

- pesynbTaThbl UCNbITAHWUA BakLMHBI NO NokasaTensamM kKayecTsa 1 6e3onacHoCTy;

- CpoKrogHocTu (MecsiL, 1 rog);

- YCMOBUA XpaHeHus;

- ofo3HaveHne HacTosILero cTaHaapTa;

- HOMep 1 AaTy BblAayn AOKYMEHTa O Ka4ecTBe;

- 3aKnoYeHne 1 noanunch ynosHOMOYEHHOro LA, BelAaBLuero JOKYMEHT O KayecTse.

6.3 [Ons koHTpona Kayectsa M Oe3onacHOCTM BaKUMHbI OT KaXKAOW cepun oTbupatT BblGopky no
FOCTP 52684 B konnyecTse 40 amnyn (dnakoHos). 20 amnys (bnakoHOB) € BaKLMHOW UCNOMb3YHOT 4115 MpoBe-
AeHWSA UCMbITaHWA No NoKkasaTensM KavecTsa, ykasaHHbIM B Tabnuue 1, a 20 amnyn (cbnakoHOB) HanpasnsiloT B
apxvB oTAerna, oTBeYaloLero 3a KOHTPOIIb KayecTBa NpoAyKLuM opraHusauuu-npounssogutens. Mpobbl Bakuu-
Hbl 418 XpaHeHna B apXxuBe HanpasnAloT nocne NpoBepku Kavyectsa. BakuuHy xpaHAT B apxuse B TeveHue
cpoka rogHocCTw.

6.4 ApxusHble Npobbl MapKUPYIOT HAAMUCLIO KAPXUBY, ONEeYaTbIBaOT U CHABXarT AOKYMEHTOM C yKasa-
HUeMm:

- HauMeHOBaHWS BaKUMHbI;

- HOMepa cepuu;

- paTbl Bbinycka (Mecsiua n roga);

- Oatbl oTOopa nNpob;

- obbema cepuu;

- Konu4ecTBa 0TOOGpaHHbIX Npob;

- BOIDKHOCTU 1 noanucy nuua, otobpasLuero Nnpoobhl;

- cpoka rogHocTu (Mecsiua 1 roga);

- 0603HavYeHust HacTosLero cTaHAapTa;

- cpoka xpaHeHusi npob B apxuBe.

6.5 lMpuHeyaoBNeTBOPUTENbHBIX pe3ynbTaTax UCMbITaHUA XOTA Gbl N0 OAHOMY U3 NoKasaTenemn no Hemy
NpoBOAAT NOBTOPHbLIE UCNbLITAHUS Ha YABOEHHOM KonuvecTBe Npob obpasLoB BaKLUHbI, B3ITOW OT TON Xe
cepun 1 Ha yABOEHHOM KONUYeCTBe MaTepUanoB U XUBOTHLIX. Pe3ynbTaTbl NOBTOPHBIX UCTILITAHUIA CHATAIOT
OKOHYaTeNbHBIMU U PacNPOCTPaHSIIOT Ha BCIO CEPUI0.

B cnyvae HeyA0BNETBOPUTENbHBIX pe3yNbTaToB NOBTOPHON NPOBEPKN CEPUI0 BAKLIMHBLI CYMTAIOT HE COOT-
BETCTBYlOLEN TpeboBaHUAM HACTOsILLEro cTaHaapTa, ee GpakyloT U YHUHTOXAIOT cornacHo 5.8.

6.6 KoHTponb kauecTBa BakUMHBI, MOCTYNatowWwen No peknamMauun, NpoBoaUT OpraHM3aLua-Nnpoussoau-
Tenb, a npu pasHornacuax B oLeHKe kadyecTsa Mexay npoussogutenemM u notpebutenem KOHTpONbL NPoBOAUT
opraHusaums, ynonHomodeHHaa peaepanbHbIM OpraHoM UCNONHUTENbHOM BNacTu.
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7 MeTtoabl ucnbiTaHns

7.1 YcnoBusi BbINONMHEHUA UCNBITaAHUIA

7.1.1 O6wwe TpeboBaHWA NPoBeAEHNA MUKPOBUONOrMYECcKOro aHanuaa u paboTbl ¢ MUKPOOPraHUama-
mu rpynn natoreHHocTu lll—IV — no FOCT ISO 7218.

7.1.2 Obwume TpeboBaHMsA K MTOMELLEHMAM ANns nposeaeHus nccnegosaHuin — no FOCT ISO 7218.

7.1.3 TpebosaHus k nepcoHany — no FOCT ISO 7218, TOCT UCO/M3K 17025, [1].

K npoBeaeHuWio UcnbITaHWiA 4oNyCKaoTCs KBanMuunpoBaHHble COTPYAHUKA, UMEtoLLMe onbIT paboTbl ¢
MUKpoopraHnamamu rpynn natoreHHocTu [HI—IV, nsyumslumne metoamkmn mnkpobronormyecknx pabort.

7.2 OnpegeneHune BHelLLHero Buaa, LseTa, Hanuyumusa NoCTOPOHHEN NPUMECU, HapyLIeHWs! LLeoCTHOCTH
(Hanu4re TpewunH) amnyn (dbnakoHOB) NPOBOANAT BU3YaribHO, O4HOBPEMEHHO NPOoBe PSS NPaBUIbHOCTb MapKu-
POBKMW.

7.3 OnpegeneHne pH npoBogsT B cCOOTBETCTBUM C [2] unu [3] M MHCTPYKLMEN No akcnnyaTaummn npubopa
(pH-meTp).

7.4 OnpepeneHue cTepuUnbLHOCTU

OnpegeneHune cTepUNbLHOCTM NMPOBOAST B COOTBETCTBUN ¢ TpeboBaHuamn FTOCT 28085.

7.5 OnpepeneHune 6e3BpefHOCTH

O6Lwwe TpeboBaHNsA no onpegeneHunto besspeaHoctn — no FTOCT P 54063.

7.5.1 Marepuansl, nocyaa, peakTUBbI U XKMBOTHbIe

Wrnbl nHbeKLMOHHbIE MHOTroKpaTHOro npumeHeHus no FOCT 25377 unnFTOCT ISO 7864.

Wnpuubl no FTOCT 22967 unn FOCT ISO 7886-1.

Ctepunusatop napoBoi meguumHekun no FOCT 19569.

dnakoHbl CTEKMSIHHbIE.

MuneTku cTekNsiHHblE rpagyupoBaHHblie no FOCT 29230.

CnupT 3TUNOBLIN pekTudukoBaHHbIA no FTOCT 18300.

Kponuku cTaplie 4ByXMECSAYHOro BO3pacTa Maccon cabille 2,5 Kr, He BakLMHUPOBaHHbIe NPOTUB reMop-
parnyeckoi 60ne3Hn KPOMKOB.

[onyckaeTcst NpUMeHATL Apyrue MaTepuarsl, Nocyay U peakTuBbl C TEXHUYECKUMU XapaKkTepucTukamm
He XyXXe BbllleyKasaHHbIX.

7.5.2 MNpoBeaeHUe UcnbITaHUA

Coaepxummoe NATK briakoHoB (aMnyI) ¢ BakLMHOM 06beAUHAOT, NepeMeLUnBatoT U BBOAAT TPEM Kponu-
Kam BHYTpuMbIweyHo no 3,0 cm3. 3a xMBOTHLIMU HabNodatoT B TedeHue 10 cyT.

7.5.3 O6paboTka pe3ynbTaToB

BakuuHy cuntatoT 6e3BpegHON, eCnn OHa He Bbi3blBaeT rnbenu unu sabonesaHns KpOIMKOB, a Takke
N3MEHEeHUI HeKPOTNYECKOro XapakTepa Ha MecTe BBeAeHWUs B Te4eHue cpoka HabnoaeHus.

7.6 OnpepeneHue aHTUreHHOM aKTUBHOCTU

7.6.1 Annapatypa u MaTepuanbl

MuneTku cTeknsiHHbIE rpagynpoBaHHbie no FOCT 29230.

MnaHweT Ans MMyHomnorudeckux peakuuin (c U-o6pasHbiM gHOM).

PactBop HaTpusi xnopuaa nsotoHndeckui 0,9 %-Hoiin no [4].

SApuTtpounTsl Yenoseka rpynnsl 0 (1), 1 %-Hasa B3seck B 0,9 %-HOM pacTBOpe HaTpus Xnopuaa.

Hatpusa ruapookuck no FOCT 4328.

ABTOMaTUYECKUE NUMNETKN HOMUHAaMNbHOW BMecTUMOocTbio oT 0,01 ao 1,0 cm3.

[onyckaeTcs NPUMeHATbL APYTyIo annapartypy U Matepuarsbl C TEXHUHECKUMUN XapaKTepUCTUKAMU He XyXKe
BbllLIEyKa3aHHbIX.

7.6.2 MNpoBeaeHue onpeaeneHus

KoHTpOrb aHTUreHHoM akTMBHOCTU MPOBOAAT B peakuun reMarrniotuHaummn (PrA).

[nsa noctaHosku PI'A roToBAT ABYKpaTHbIe passeAeHusa BakunHbI oT 1:2 o 1:4096. C aTol Lienbio BO Bce
NYHKX NNaHwWweTa ogHoro psiaa pasnueatoT 0,9 %-Hblll pacTBOp HaTpuUA xnopuaa no 0,05 cM3. B nepByto NyHKY
nraHweTa BHOCAT 06beM BakUUWHBI, paBHbIiA 0,05 cM3, TpexkpaTHo nuneTupytoT 1 nepeHocat 0,05 cm3 Bo BTO-
pyro NyHky u T. a. U3 nocnegHeid nyHku yaansioT 0,05 cm3 BakUMHBI U NEPEHOCAT B EMKOCTb, COAepKaLLlyio
2 %-HblA pacTBOpP HaTpUsl TNAPOOKACK Uy Moboro apyroro AesnHpeKTaHTa.

Mocne pa3BeaeHNs BakLMHBI BO BCe NYHKM BHOCAT No 0,05 cm3 1 %-Hol cycneHsnn 3puTpoLuToB YenoBe-
ka. MnaHweT BCTPAXUBAIOT U OCTaBNSAIOT NPU KOMHATHOW TemnepaTtype 18 °C—20 °C. YueT peakuum npoBoasT
yepes 60—90 MyH. KoHTponem apuTpoumnTOB Ha CMIOHTaHHYHO reMarriioTUHaLMIO CryXXaT ABe JTYHKU C 3pUTpo-
untamu n 0,9 %-HbiM pacTBOPOM HaTpus XJlopuaa (B paBHbIX 06bemax).

6
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7.6.3 O6paboTka pe3ynbTaToB

PrA oLeHMBaOT NONOXNUTENBHO MPY OCE4aHUM 3PUTPOLNTOB B BUAE XOPOLLO BbIPAXKEHHOTO «30HTUKaY, a
oTpuLaTensHO — B BUAE «MYroBKW». 3a TUTP BUpYCa NpUHUMatoT ero Hanbonbluee pasBefeHue, fatollee Yert-
KO BbIP@XXEHHYLo arrMoTUHALMIO B BUAE «30HTUKaY.

7.7 OnpegeneHne UMMYHOTFeHHOW aKTUBHOCTHU

7.7.1 MaTtepuanbl 1 XXUBOTHbIe

Ons npoBedeHns onpegeneHns BakLMH NpumeHstoT o6opyaoBaHue n matepuansl no 7.4.1 co cnegyio-
MM AONOSNHEHNEM:

- pacTBOp HaTpus xnopuaa nsotoHudecknin 0,9 %-Heln no [4];

- BUPYEHTHbINA BMPYC remopparm4eckoin 60ne3Hn KponmkoB ¢ MHEKLNOHHON aKTUBHOCTbIO He MeHee
103914 so/en® MM @KTUBHOCTbI0 B PTA Bbile 1:2560.

7.7.2 MNpoBeneHue onpeaeneHus

W3 npo6bl BaKUMHEI, NONy4YeHHol no 7.5.2, ot6upatot 10,0 cm3, 3 koTopbix 5,0 cM3 ocTaBnsOT B HATUB-
HOM Buae, a apyrue 5,0 cm3 passoaaT B 10 pas 0,9 %-HbIM pacTBOPOM HATPUsi XIOpUaa U30TOHUYECKOTO.
HepasseaeHHoON (HaTUBHON) U pa3BedeHHOW B 10 pas BaKUMHON BaKLUHUPYIOT MO YeThIpe KPOuKa BHYTPUMBbI-
LeYHo B 06nacTb BHyTpeHHel cTopoHbl 6eapa no 0,5 cm3. KoHTposbHYO rpynny U3 NATU KpONUKOB OCTaBnsaoT
HeBaKLMHUPOBaHHLIMW U codepxaT oTAeNbHO. Yepes 7 cyT nocne MMMyHU3aLMU BCEX BaKLUHUPOBaHHBIX
(BOCEMb rOMOB) U KOHTPOMbHbLIX (MATbH FOMOB) KPOMMKOB 3apaxatT BHYTpUMbILEYHO B obnacTe 6edpa no
1,0 cM® BUPYNEHTHBLIM BUPYCOM remMopparuyeckoii 6onesHu kponukos B Aoze 1000 J1[,. 3a XUBOTHEIMU BedyT
HabnogeHue B TeveHue 10 cyT.

7.7.3 O6paboTka pe3ynbTaToB

Bce kponuku, BakLMHUpOBaHHbIE Hepa3BeAeHHON BaKUMHONM, A0MKHbI ocTaBaTbest XusbiMu (100 %-Haa
3awmTa). He MeHee ABYX U3 YeTbIpeX KPOMMKOB, UMMYHU3MPOBaHHbBIX BakLMHOWM B pa3segeHun 1:10, AOMKHbI
OCTaTbCsl XNBbIMU. B KOHTPOMBHOM rpynne 4omKHO 3a6oneTb M NOrMBHYTb YeTbIpe U3 MATU XKUBOTHBIX.

MpumeyaHune— OTCyTCTBME Nagexa KPONMKOB NOCMe BakUMHALUMKN HATVBHOWN BaKLMHON CBUAETENBCTBYET O
MOSTHOV MHAKTUBaLMW BUPYCa remopparnyieckoit 6011e3HN KpONUKOB.

8 XpaHeHue u TpaHCNOpTUPOBaHUE

8.1 BakumHbl XpaHAT B 3aKPbITOM, CyXOM, TEMHOM MOMELLIEHNW B YNIaKoBKe Npoussoautens. Temnepary-
pa xpaHeHns BakunH — oT 2 °C ao 8 °C B TeueHune cpoka roaHoCcTu.

3amopaknBaHue BakLyHbI He JONycKaeTCs.

8.2 Cpok rogHocTi BakuMH — 18 Mec ¢ gaTbl Beinycka. [laTo U3roToBnNeHnst BakuMHbI cYATaloT gaTty
pacdacoBku. [laToin BbIMycka BaKUMHbI CHATAIOT AATy NOANUCaHUA JOKYMEHTa O KayecTse.

8.3 BakuuHbl TpaHCNOPTUPYHOT BCEMU BUaamn TpaHcnopTa B cooTeeTcTBM ¢ TOCT P 52683.
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(1]
(2]

(3]
(4]

CI1.3.2322—2008

"ocypapcTBeHHas dap-
makonest Xl usgaxwve,
BbiN. 1, ¢c. 113

OC 42-344 BC—90
"ocypapcTBeHHas dap-
Makonest X nuagaHue,

c. 442

Bubnuorpadua

BesonacHocTb paboTbl ¢ Myukpoopradmamamu Il v IV rpynn natoreHHocTn (onacHocTu) n
BO3OyauTENsMM napasuTapHbiX 6onesHen
Onpegenexne pH

OnpepeneHne KOHUEHTPaLUWN BOAOPOAHbIX MOHOB
Pacteop Hatpus xnopuga 0,9 %-HbIi N30TOHUYECKUI AN NHBEKLUMI
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