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M EXTOCYAAPCTBEHH b W CTAHOAPT

BAKUMHA MPOTNB BOTY/TN3MA HOPOK

TexHuuyeckue TpeGOBaHI/IFI N MEeToAbl KOHTPONA roCT

Vaccine for mink botulism.

28087-89

Technical requirements and methods of control

MKC W.220
OKCTY 9382

Jata BBeneHus 01.01.90

HacToswwuin cTaHgapT pacnpoCcTpaHAeTcs Ha BakUWHY NPOTUB 60TYN13Ma HOPOK, U3rOTOB/IEHHYIO M3
KynbTypbl wtammMa Cl. botulinum Trna C-anba, UHAKTUBMPOBAHHYIO (DOPMaIMHOM U OCXKAEHHYIO anto-
MOKa/IMeBbIMM KBACL,AMM U MpeAHa3HauYeHHY0 419 NPO(MUIaKTUYeCKO NMMYHM3aLMU HOPOK.

1. TEXHWYECKWME TPEBOBAHNA

Mo PU3NKO-XUMUYECKUM 1 UMMYHOBMONOTMYECKIUM CBOKCTBaM BaKLMHA [0/KHA COOTBETCTBOBATH
TpeGoBaHWAM 1 HOpMaM, YKa3aHHbIM B Tabn. 1

HavmMeHoBaHWe nokasartenu

1. BHewHwuii Bug

2. KoOHUeHTpauus BOAOPOAHbLIX
noHos (pH)

3. TUNUYHOCTb MUKPOMIOPSI

4. CTepunbHOCTb

5. bes3BpefHOCTb

6. VIMMyHOreHHas aKTUBHOCTb

M maHHe oduumnanbHoe

Tabnuya |

XapaKTepucTnka 1 HopHa

CycneH3us ccpoBaro-6¢noro LBeTa, nocne 0TCTanBaHUs Ha AHe (hiakoHa
BbINaZaeT PbIX/blii 0CaZ0K CBET/I0-CEPOro LBeTa, Nerko paséuearowniics npu
BCTPAXMBAHWM B FOMOTEHHYI0 B3BeCb. HC [OMyCKaeTcs Haauume npumeceil,
naeceHu, HepasbUBLUHXEs X/I0MbeB, TPEWUH (h1aKOHOB

7.0-7.2

B maskax, okpalleHHbIX N0 paHy, KpynHble (4.6 *0.8—1.2 MKM) rpamsio-
NOXWTeNbHble NaNoYKN C 3aKPYrNeHHbIMU KOHLAMW, 0BajlbHble CMOpbl MW
nanoyky co Cropoi, umetoLme XapakTepHyto pOpMy TEHHUCHON paKeTKu

B nocesax M3 BaKLMHbI Ha NuUTaTenbHbIX CPefax HC AO/KHO 6bITb pocTa
6aKkTepuanbHOW 1 rpubKOBOA MUKPODIOPBI

MoakoxHoe BBeAeHWe BaKLUHbI 6enbiM Mbilwam B fo3e | cM3 1 MOpCKUM
CBMHKaM B f03e 2 CM3 HC JO/KHO BbI3blBaTb MX 3aboneBaHus u rubenn B
TeyeHue 10 cyT HabnwoaeHUn

[lo3a BakuuHbl B KonmyecTBe 0.071—0.21 cm3 npegoxpaHseT OT rmubenu
50 % 6enblx Mbllleil Npu BBegeHUN UM Yepe3 21 cyT 10 AJIM 60Tynnyeekoro
TokcuHa Tuna C, npu rubenn 60 56—100 % HCBaKUMHUPOBAHHbLIX (KOHT-
PO/IbHbIX) XXWBOTHbIX, KOTOPbIM BBOAAT TOKCUH B foze 1.0 A/IM

Mepeneyatka BoCMpeLleHa
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2. METOfbl UCMbITAHUN

2.1. Ot6op npob

2.1.1. [na npoBepKn KayecTsBa BakUMHbI NPOTWB BOTYNM3Ma MOPOK M3 Pa3HbIX MECT KaXzol cepum
oTompatoT 20 (pNakoHOB, 13 KOTOPbIX 10 MCMONL3YIOT 419 NPOBEAEHUA UCMbITaHWSA, @ 10 —XpaHAT B apxu-
Be rocyJapCTBeHHOro KOHTPO/epa B npefienax cpoka rogHoCTV npenapara.

2.1.2. Tpo6bl, HanpasfsemMble B apxvB, OMEYaTbIBAIOT U CHAGXAlOT JOKYMEHTOM YCTaHOB/IEHHOW
(hOpMbI C YKa3aHueM:

HauMeHOoBaHWs Buonpenapara;

[iaTbl U3rOTOB/EHNS:

HOMepa cepuu;

HOMepa KOHTPONS;

[atbl oT60pa Npoo;

06bemMa cepuu;

CpoKa rogHocTu;

0003HaYeHNA HACTOALLEro CTaHAapTa;

[OMKHOCTU 1 NOAMNMCK Nnua, 0TobpaBLLIEro npooy.

2.2. OnpefeneHve BHELLHEro Buaa

BHelwHWA BUA onpefenstoT Bu3yanbHO. Kaxablii (hnakoH C BaKLMHOW BCTPAXMBAIOT, NpoCcMaTpuBa-
0T B MPOXOAALLEM CBETE W OAHOBPEMEHHO MPOBEPAIOT FePMETUYHOCTb YKYMOPKW, Hann4yne TPewwuH K
NPaBUNbHOCTb ATUKETUPOBAHUS.

2.3. OnpegeneHve KOHLUEHTpaLuy BOAOPOAHbIX MoHOB (pH)

[HA npoBefjeHns UCMbITaHUA UCMOMb3YHOT fiBa (/lakoHa C BaKLMHOIA.

KOHUEeHTpaumIo BOAOPOAHbLIX MOHOB BaKLMHbI ONPeSenatoT 3/1eKTPOMETPUYECKUM METOLOM, NpuMe-
HAA MOTEHLUMOMETPLI. MopAAOK onpefeneHnss —B COOTBETCTBUM C MpaBuiaMu, MPUNOXEHHBIMU K MPpU-
6opy.

2.4. OnpegeneHve TUMUYHOCTU MUKPOMIOPLI

CyLHOCTb MeTOAa 3aK/Y4aeTcs B ONpeAeneHnn TUMUYHOCTM MUKPOMAOPbI NMPY MUKPOCKOMMYeC-
KOM WCCNefoBaHNN OKPaLLEHHbLIX Ma3KoB U3 BaKLMHbI.

2.4.1. Annapatypa U martepuansl

MuKpockon 610N0rMYecknii ¢ UMMEPCUOHHONM cucTemoli no HTA,.

Crekna npegmeTHble no MOCT 9284.

Macno nmmepcuoHHoe no MOCT 13739.

Habop 6aKTepnonornyecknx Kpacok.

2.4.2. TlpoBefeHNe UCMbITaHUA

Masku roToBaT Ha NpegMeTHbIX CTeknax 13 3 PAakoHOB C BaKLMHOM. Ma3sku okpalimsatoT rno I'pamy
1 NPOCMATPMBAIOT MOJL MMMEPCUOHHOW CUCTEMOW MUKPOCKOMa.

2.4.3. O6paboTKa pe3y/nbTaToB

Hanunune rpaMnonoxuTesibHbIX Manoyek ¢ 3aKpPyrieHHbIMU KOHL MW, 0BaSibHbIX CMOP WKW Masioyek
CO cnopoit B hopmMe TEHHWUCHOW pakeTKU CBUAETENLCTBYET O TUMMYHOCTW AaHHOW MUKPOGOpLI.

2.5. OnpegeneHune cTepunbHOCTU

CyLWHOCTb MeToAa 3aKIH4aeTcs B ONPeAeneHnn OTCYTCTBUSA poCTa GakTepuasibHON W rpubKoBOiA
MUKPOQ/IOpbl B NOCEBAX W3 BaKLWMHbLI HA MUTaTENbHbIE Cpesbl.

2.5.1. Annapatypa, matepuanbl 1 peaktnssl —no MOCT 28085.

2.5.2. TlpoBefeHWe UCMbITaHUA

[nsa onpegeneHns cTepunbHOCTM Mcnonb3ytoT 10 hnakoHOB ¢ BakuMHOIA. MNMepes npoBefeHMEM Uc-
MbITaHWA (PN1AKOHbI C BaKLMHOW BCTPAXMBAIOT 4O MOMYYEHUSt TOMOTEHHOI B3BeCK.

WcnbiTaHve NpoBOASAT NyTeM MoceBa M3 Kaxaoro nakoHa no 1.0 cM3 BakLMHbI B 3 Mpo6upKu ¢
MMB. MMA, MIMNMB nog Ba3ennHOBbLIM MacsioM, arapoMm Cabypo unu Yaneka u no 2.0 cM3 B ABa prako-
Ha ¢ MIMB n MIMB nog Base/IMHOBLIM MAc/IOM.

Yepes 20 cyT MHKYOMPOBaHUA 13 NMOCEBOB BO (hlakOHAX MPOBOAAT MEPECEB Ha BCe BbllLeyKa3aHHble
cpegpbl.

2.5.3. O6paboTKa pe3y/nbTaToB

OTcyTCTBME pocTa 6akTepuanbHOR 1 rprbKOBOA MUKPOMIOPBI B NOCEBax BaKLMHbI Ha NUTaTeNbHbIX
cpefiax rocne ux BblAEPXWBaHNS B TepmMocTaTe B TedeHue 35 CyT 1 B nepecesax B TeveHue 15cyT npu T1eM-
nepatype (37 £0.5) *C. gna cpegpl Cabypo unn Yaneka npu (22 i 1) *C, cBUAETENLCTBYET O CTEPUIBHOCTHN
BaKLMHbI.
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2.6. OnpegeneHve 6e3BpefHOCTH

CyLLHOCTb MeTOa 3aK/YaeTCsa B ONpefeneHun peakummn y nabopaTopHbIX XMUBOTHbLIX Ha BBEEHUe
BaKLMWHbI B TeCT-03€.

2.6.1. Annapatypa ¥ maTtepuabl

LLnpuubl BmecTumocTbio 2 1 5cm3 no MOCT 22967.

Mrnbl HbeKUMOHHbIE No MTOCT 25377*.

®naKoHbl CTEK/AHHbIE BMECTUMOCTbIO 200 cM3.

MnNeTKn CTeKNAHHbIE MepHble BMecTUMOCTbIO |, 5 1 10 cm3.

2.6.2. ToarotoBka K WUCMbITaHUIO

[ns npoBefeHus mcnbiTaHMs Ucnonb3ytoT 10 hnakoHOB € BaKLUHOW. M3 kaXxaoro hnakoHa nocne
TLWATENbHOTO BCTPAXMBaHMS 0TOMpaldT no 5—10 cm3 BaKUWMHbI B CTEPUNIbHON (hakoH, 06beanHss
npoo6bl.

2.6.3. [poseaeHue nCNbITaHUA

[ns onpegeneHns 6e3BpegHOCTU BaKLMHbI UCMOMb3YIOT GenbiX Mblleld XMUBOW Maccoii 18—20 1 u
MOPCKUX CBMHOK X1BOW Maccoit 350—400 r. [lecATun 6enbiM Mblllam BaKLMHY BBOAAT MNOAKOXHO B 06/1ac-
TW CAVHBI N0 1cM3 M NATA MOPCKMM CBMHKaM MOAKOXHO B 06/1aCTV XMBOTA N0 2 CM3,

2.6.4. O6paboTKa pe3ynbTaToB

BakumnHy cuutatoT 6e3BpefHoOiA, ecnu B TedeHue 10 CcyT nocne ee BBEAEHWS HE HACTynaeT rubenb nm
3aboneBaHMe XMBOTHbIX. [lonycKaeTca Ha MecTe BBeAEHWS BaKLMHbl 06pa3oBaHue NpunyxaocTy.

2.7. OnpepgeneHne UMMYHOTEHHOW aKTUBHOCTM

CyLHOCTb MeTOo/a 3aK/yvaeTcs B OMpeaeneHuy cneunnyeckon akTUBHOCTW BaKLMWHbI B CpaBHe-
HUW C pedepeHc-npenapaToMm.

2.7.1. Annapatypa ¥ peaxkTuBbl

Wnpuubl BMectumocTbio | cm3no TOCT 22967.

Mrnbl nHbEKUMOHHbIE no TOCT 25377.

D 1aKOHbI CTEKNSAHHbIe BMeCTUMOCTbIO 100 cm3.

[MUNeTKn CTEKNAHHbIE MepHble BMeCTUMOCTbIO 5 1 10 cm3,

PethepeHc-npenapaT CyXoil.

TokcuH 6oTynmueckuii Trna C.

2.7.2. TIofAroToBKa K MCMbITAHNIO

[ns onpefeneHns MMMYHOTeHHOW aKTMBHOCTW BaKLMHbI MCMONb3yHT 10 p1IakOHOB C BaKLMHOM.
O6beAnHEHHYO NPO6Y BaKLWHbI A1 UCNbITaHWA rOTOBAT Mo n. 2.6.2.

2.7.3. TlpoBegeHne UcnbiTaHWUs

VIMMYHOreHHYH0 aKTMBHOCTb BaKLMHbI ONpeenistoT Ha 6e/biX MbIlax XuBoin maccoin 18—20 r B na-
pannenbHOM OMbiTe B CPaBHEHWW C pethepeHc-npenaparTom.

PethepeHc-npenapaT npeAcTaBnseT co60i Cyxyto BakLMHY NPOTUB 60TyIM3Ma HOPOK, (hacoBaHHY0 B
amny/ibl Mo 2 cM3, C OMpeAeneHHON UMMYHOTEHHOETbHO.

BakuunHy n pedepeHc-npenapaT BBOAAT OLHOKPATHO MOAKOXHO ABYM rpynnam 6e/biX Mbllleld no
40 ronos B Kaxgoi rpynne. OgHy rpynny 6enbIxX Mbillei BaKLMHUPYIOT NCMbITYEMOW BaKLMHON, a BTOPYHO
rpynny pedepeHc-npenapaToM. Mbiweii 06enx rpynn uMmmyHusupytoT gozamu 0.05; 0,1; 0,2 n 0,4 cm3, uc-
nonb3ys no 10 GenbiX MbIWER Ha KaXayt 403y UCNbITYEMON BaKUWHbI U petepeHc-npenapara.

Uepes 21 cyT nocnie BaKLMHaLUM XMBOTHbIM 06eMX rpynn BBOAAT MNOAKOXHO 60TYANYECKMIA TOKCHH
Tuna C Bgose 10 4/IM. OAHOBPEMEHHO TOKCUH BBOAAT 5 KOHTPO/bHbLIM G€/1bIM MbilLaM TaKOi e XM1BOM
maccoii B fo3e no 1/4J/1IM. KOTOpbIM He BBOAMMACL MCMbITyeMas BakLuHa 1 petepeHc-npenapar. Pesynb-
TaTbl YYMTbIBAKOT B TeyeHne 120 4 ¢ MOMeHTa BBeLeHWUA TOKCUHa.

2.7.4. O6paboTKa pe3ynbTaToB

MofcumnTLIBAKOT NO KaXKAOM [03€ B FPYMMe XMUBOTHbIX, BaKLMHUPYEMbIX UCTILITYEMOI Cepueid BaKLU-
Hbl. 1 TPynmne XWBOTHbIX, MPUBUTLIX pedhepeHC-NpenapaToM. OTHOLLIEHUE KOMMYECTBA BbDKMBLUMNX XXMNBOT-
HbIX K UX YWCAY, B3ATOMY A1 OMbITA.

3HayeHMs OTHOLLEHUI A CYMMUPYIOT MO KaXKAoi rpynne OTAenbHO.

Mo cymMe OTHOLLIEHMIA No Tabn. 2 HaXOAAT L03Yy UCMbITYEMOI CEpUM BaKLUHbI 1 403y pedepeHc-npe-
napata, npefoxpaHsatowmx ot rndenn 50 % BaKLMOHUPOBaHHbLIX GENbIX MbILLER, a TakKe NPUBUBOYHYIO
[03y Ans HOPOK.

¢ [OCT 25377—82 feiicTBYeT TONbKO Ha TeppuTopumn Poccuiickoii defepanun (3geck u fanee).
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CyMMa OTHOLW eHWN

14
15

1.6

17
18
1.9
2.0
2.1

2.2
2.3
2.4
2,5
2.6
2.7
2.8
2.9
3.0

Pe3ynbTaT KOHTPO/S CYATAOT AOCTOBEPHBIM, €CNM CyMMa OTHOLUEHUIA, MOMly4YeHHas B rpynmne Xu-
BOTHbIX, BaKLIMOHUPOBAHHbLIX petiepeHc-npenapaToM. HaxoAuTcs B npegenax 2,3—2,7. Eciu aTa cymma

[ on BakHMHbI. NpefoxpaHatowan ot ruéenn SO %
BaKLUMHUPOBAHHbIX GeNbiX MbllWei, cM5
(pacuet no metoay Kepbepa-AwmapuHa)

0,21
0,20
0,18

0,17
0,16
0,15
0,14
0.13

0,12
0,11
0.1
0.1
0.093
0.087
0.082
0.075
0.071

Tabnunuya

[lo3a BaKUMHbI .TNS HOPOK, cM1

2.0

15

1.0

2

OTHOLUEHWIN He COOTBETCTBYET YKa3aHHbIM MpeAenam, MPOBOAAT KOHTPO/b UCMLITYEMON CEpUM BaKLVHBI
Ha TaKOM >Xe KOMMYECTBE OENbIX MbILLEN.

BakUWHY CuMTalOT aKTWBHOW, ecnvm ofHOKpaTHas W50 ana 6Genbix Mblweit coctaBnseT 0,071—
0.21 cm3 npn rmbenn 60 % —100 % KOHTPO/bHbLIX XXMBOTHbIX. YKa3aHHble [03bl BaKLUUH COOTBETCTBYIOT
NMPUBMBOYHLIM [03aM BaKLMWH ANf HOPOK B KONMYecTBe OT 140 2 cM3.

Mpumep onpegenexHns VIMMyHOFeHHOVI dKTUBHOCTW BaKLUWHbI NMPUBEAEH B NMPUMTOXEHNN.
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MPNNOXEHWNE

CnpasoyHoe

BTa6n. 3 1 4 npuBefieHbl laHHbIE MO YYETY pe3ynbTaToB OMbITa MO FPYNNam XMBOTHbIX, BaKLWHUPYEMbIX UCMbI-
Tyemoii cepueil BaKUUHbI. U XWBOTHbIX, NPUBUTLIX PCHCPCHC-NpPenapaTom.

[o03a ucnbiTyemoii
cepun MakuMMbl.CM*

0.05
0.1
0.2

0.4

[Loza
pedcpenc-npenapara,
CM»

0.05
0.1
0.2
0.4

KonnuectHa Mbiwweid n
onbITe

10
10
10

10

KonnuectBo Mbliei
1 OKbl re

10
10
10
10

KonnyectBo MULLIEK,
NbDKMBLUMA nocre

bIpXeMnun

~N o ;g

KonnyecTHO MbiLLei,
NbDKMBLIMX Mnocne

3apakeHnsa

1
3
10
10

OTHOLEHVE
BbDKUBLUMX MblLLER K

4ncny B3ATbIX B ONbIT

OTHOLWEHNE
BbDKMBLUUX MbILIEN K

4ucny B3ATbIX B OMbIT

0.1
0.3
1,0
1.0

Ta6bnuuya 3

Cymma

OTHOLLEHNA

2.8

Tabnunya 4

Cymma

OTHOLLIEHWIA

2.4

Mcnonb3ys CyMMy OTHOLIEHUIA Yncna BbDKUBLLMNX XUBOTHBIX K YUCAY XXWUBOTHbIX, B3ATbIX A8 ONbITA N0 KaXA0W
rpynne, no Tabn. 2 onpeaenstoT 3HayeHUe J03bl UCMbITYEMOM Cepun BakLMHbI M pcihCcpcHC-Npcnapara.

B gaHHOM npumepe pchepcHc-npcnapat 3awmuiaet 50 % MMMYHU3MPOBAHHbIX XXUBOTHbLIX B Ao3e 0.1 cm3, a uc-
nbiTyemas cepus BakuuHbl — B f03e 0,082 cm3. B npuBefeHHOM npumepe A03a UCMbITYEMON BaKLUWUHbI ANS HOPOK 6y-

[leT cocTaBnaTtb | cm3,
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