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Technical requirements and methods of control

MKC 11.220
OKCTY 9382

Jlarta BBenenna 01.01.90

Hacrogammuit cranmapt pactipocTpaHsaeTcsa Ha BAKIIMHY IIPOTUB OOTYIM3MAa HOPOK, M3TOTOBICHHYIO U3
KyapTypsl mrramma Cl. botulinum tuna C-anbdha, THAKTUBUPOBAHHYIO (POPMATIMHOM 1 OCAKISHHYIO ajIio-
MOKAJIMEBBIMHU KBACIIaMH ¥ IIpeTHa3HAYeHHYIO U TPOITaKTHIECKON UMMYHHI3aIIN HOPOXK.

1. TEXHUYECKUE TPEBOBAHUA

ITo dusuxo-xmMUIecCKUM U UMMYHOOMOIOTMUECKUM CBOMCTBAM BaKIIMHA JOJDKHA COOTBETCTBOBATH
TpeGOBaHUAM U HOpMaM, yKa3aHHBLIM B Tabi. 1.

Tao6nmma 1

HaumMeHoBaHMe 1MOKAa3aTest XapaKTCpI/ICTI/IKa 1 HOpMa

1. BuemHuit Bum CycrieH3ms cepoBaTo-6e/IoTo 1IBeTa, IIoCe OTCTanBaHW Ha JHE (akoHa
BBITAAACT PHIXIIBIA OCATOK CBETIO-CEPOTO IIBeTa, JIeTKO pa3bUBaIOIIHAICS IIpr
BCTPSAXUBAHUM B TOMOTCHHYIO B3Bech. He moITycKaeTcsl HaWIMe TIpUMECEit,
IJIECEHW, Hepa3OUBIIMXCS XJIOIBEB, TPEIIMH (HIaKOHOB

2. KoHIlleHTpast BOJAOPOTHBIX 7,0—7,2
uoHoB (pH)
3. TUIMYHOCTH MUKPOQDIOPEI B Mmaskax, okpalleHHbIX 110 I'pamy, kpymssie (4,6 x 0,8—1,2 MKM) rpaMio-

JOXUTEbHBIC TATOYKK ¢ 3aKPYIVICHHBIMU KOHITAMU, OBAJbHEBIC CITOPHI WA
ITAJIOUKM CO CIIOPOIt, MEIOIINe XapaKTepHYyIo (hopMy TeHHUCHON pakeTKI

4. CrepWwIbHOCTD B moceBax m3 BaKIIMHBI Ha MMMTATENBHBIX CpelaX He AODKHO OBITH pocTa
faxTepradbHON U IpUOKOBOM MUKPOQDIOPHL

5. Bes3BpemHOCTB IMonkoxXHOE BBelcHNE BAKIIMHBL HEJIBIM MBIIIAM B 03¢ 1 cM? 1 MOpCKUM
CBMHKAM B 03¢ 2 cM°> He JIOJDKHO BBI3BIBATH UX 3a00JIeBaHUI U THOEIU B
TeueHne 10 cyT HaGMIOACHUS

6. VIMMyHOTE€HHasl aKTUBHOCTb Hosa BakumHEL B Konmmuectse 0,071—0,21 cM3 mpenoxpaHseT or rubenn
50 % GembIx MBILICH IIpy BBeAeHIN UM depes 21 cyr 10 AJIM Goryamieckoro
tokcnHa Turma C, mpu tubenu 60 %—100 % HeBaKIIMHUPOBAHHBEIX (KOHT-
PONBHBIX) KUBOTHBIX, KOTOPBIM BRBOJSAT TOKCUH B jo3e 1,0 IJIM

HU3znaame oduumanbHOE IlepeneuaTka BocCHpelmeHa
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2. METOJIbI UCIIBITAHU

2.1. Otdop npod

2.1.1. JInsa mmpoBepKM KavyecTBa BaKIIMHBI IIPOTHUB OOTYIM3Ma HOPOK M3 PA3HBIX MECT KaXION ceprun
ot6uparT 20 hrakoHOB, U3 KOTOPHIX 10 UCITONB3YIOT LIS IIPOBEAEHUS UCIIBITaHys, a 10 — XpaHAT B apXul-
B€ TOCYTApCTBEHHOIO KOHTPOJIEpA B IIPEAeIaxX CpoKa FOTHOCTH IIpeliapara.

2.1.2. TIpo6ni, HaIlpaBiIsieMble B apXUB, OIEUATHIBAIOT M CHAOXAIOT MOKYMEHTOM YCTAaHOBJICHHON
(hOpPMEI ¢ yKazaHUeM:

HauMeHOBaHUs OMOIIpenapara;

IaThl M3TOTOBIICHNS,

HOMepa Cepuu;

HOMepa KOHTPOJIS;

nIaTel oTOOpa Ipoo;

obbeMa cepuu;

CpOKa TOTHOCTH;

0003HAUEHNI HACTOSIIETO CTAHAAPTA;

IOKHOCTH Y IIOATIMCH JIUIIA, OTOOpABIIETO IIPOOY.

2.2. OmnpepnejieHue BHEINHETO BHAA

BHewrnwmit Bun onpenensioT Bu3yarsHO. Kaxnerit hrakoH ¢ BaKIMHON BCTPSIXHUBAIOT, IIPOCMATPIBA-
10T B IIPOXOMSIIEM CBETe X OJHOBPEMEHHO IIPOBEPSIIOT TePMETHYHOCTH YKYIIOPKU, HAJIM4YME TPEIIMH U
TIPaBIIBHOCTD STUKETHPOBAHUA.

2.3. OnpeneneHne KOHIEHTPAIMU BoaopoaAnbXx noHos (pH)

st TIpoBeIeHMS MCTIBITAHUS VCITONB3YIOT Ba (hjlaKOHA ¢ BaKLIMHOIA.

KoHIeHTpao BOTOpOTHBIX MOHOB BAKLIMHEL OTIPEAEIITIOT JIEKTPOMETPHYECKIM METOIOM, TIPUME-
HSS TTOTeHITMOMETPEHL. IIOpSmoK onpeneeHns — B COOTBETCTBUU C IPABWIAMM, HPIIOXKEHHBIMA K IIPU-
oopy.

2.4. OmnpenejieHrne THNIUIHOCTH MUKPOGIOPHI

CyIIHOCTD METOAA 3aKITI0UAETCS B OMPEACTIEHUN TUITMIHOCTH MHUKPOGIOPHI IIPH MHUKPOCKOIIMYIEC-
KOM HCCIIeOBAHUM OKPAIIEHHBIX Ma3KOB M3 BaKIIMHBI.

2.4.1. Anmaparypa U MaTepHaJIbI

Muxkpockorr 61uonoTHYeCKU ¢ UMMEPCUOHHOM cucTeMoit o HT/I.

Crexia ipeamernsie 1o TOCT 9284.

Macno ummepcronnoe o 'OCT 13739.

Habop 6akTepmomornIecKux Kpacok.

2.4.2. IlposeneHue MCIBITAHUSI

Mazku ToTOBSAT Ha IIPeIMETHBIX CTEKIIaX 13 3 (PIIaKOHOB ¢ BaKIIMHOM. Ma3Kku okpalluuBaloT 1o I'pamy
Y IIPOCMATPMBAKOT IIOA UMMEPCUOHHOM CUCTEMOM MMKPOCKOIIA.

2.4.3. O6paborka pe3yaLTaToB

Hamurune rpaMionoXuTeIbHBIX ITATOYEK ¢ 3aKPYIIICHHBIMY KOHLIAMM, OBAJIBHBIX CITOP WIH ITajIoYekK
€O cIIopolt B ¢hopMe TEHHUCHON PaKeTKH CBHJIETEIBLCTBYET O TUITMYHOCTH AAHHON MUKPOGIOPHL.

2.5. Onpenenienne CTEPUILHOCTH

CyIHOCTh METONA 3aKII0YACTCA B OIPEHCIICHUHA OTCYTCTBHS POCTa GakTepHATIBbHON M IpHOKOBOIA
MUKPOGIOPHL B ITOCEBAX M3 BAKIIMHBL HA ITMTATEIbLHbIE CPEIbL.

2.5.1. Ammapatypa, marepuaibsl 1 peaktubsl — 1o T'OCT 28085.

2.5.2. TlpoBeneHye UCITBITAHUA

st onpemeieHusT CTEPIIBHOCTH MCIIoNb3yIoT 10 dhirakoHoB ¢ BakuuHOIL. Ilepen nmpoegeHMeM Mc-
MIBITAHUS (IAKOHBI ¢ BAKIIMHOM BCTPSAXUBAIOT IO ITOJIYYeHUS TOMOTEHHON B3BECH.

HcribTanve MpoOBOMAT IyTeM TIOceBa M3 Kaxmoro ¢iakoHa mo 1,0 cM3 BaKIMHEL B 3 MPOGHPKU C
MIIB, MIIA, MIIIIB nox Ba3elMHOBBIM MaciioM, arapoM Ca6ypo wiu Yameka u 1o 2,0 cm3 B ABa d1ako-
Ha ¢ MIIBb u MIIIIB nox Ba3eIMHOBBEIM MacJIOM.

Yepes 20 cyT MTHKYOUPOBAHMS M3 IIOCEBOB BO (PIIAKOHAX IIPOBOMAT IEPECEB Ha BCE BBILICYKA3aHHBIE
Cpensl.

2.5.3. OO6paboTka pe3yJIbTaToB

OTcyTcTBHE POCTa GAKTEPHANBHON M IPUOKOBOM MUKPO(MIIOPH B IIOCEBaX BaKLIMHBI HA ITUTATEIbHBIX
cpelax I0CiIe X BBIIEPXKUBAHMS B TEPMOCTATE B TeUeHUE 35 CYT M B ITepeceBax B TeUeHMeE 15 cyT npu TeM-
nepatype (37 £0,5) °C, ma cpenst Cabypo wmn Yaneka ripu (22 £ 1) °C, cBUOETENBCTBYET O CTEPUILHOCTH
BaKIIMHBEI.
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2.6. Ompenenenne Ge3BPeIHOCTH

CylLIHOCTD METOMA 3aKITI0YAETCS B OIIPENEICHNN PEaKINK Y JJa00OPaTOPHBIX XXKUBOTHBIX HA BBEICHUE
BaKLIMHBI B TECT-TO3€.

2.6.1. Anmaparypa ¥ MarepHaibl

Inpuist BMecTIMocTsIo 2 U 5 cm? o TOCT 22967.

Nt mabsekumonnsie o FOCT 25377,

®JIaKOHBI CTEKIAHHbIE BMecTUMOCTBI0 200 cm3.

IMurreTky CTEKISHHBIE MEPHBIE BMecTUMOCTEIO 1, 5 1 10 cv3.

2.6.2. IloaroroBKa K MCIIBITAHIIO

Jna npoBeaeHNS MCIIBITAHUS UCITONB3YIOT 10 hirakoHOB ¢ BakImHOM. W3 Kaxmoro ¢irakoHa mocie
TIATEJILHOIO BCTPSAXMBAHMS OTOMpPAIOT 1o 5—10 cM3 BaKUMHBI B CTEPWILHON (DIAKOH, OOBEMMHSA
pPOOHL.

2.6.3. IIpoBegeHne MCILITAHUS

Jla onpenesieHnss 6€3BPEMHOCTH BaKIIMHBI MCIIONB3YIOT OebIX MBIIIEH XUBoW Maccoil 18—20 r u
MOPCKHX CBHHOK XmBoit Maccoi 350—400 r. Jdecaru 6exbIM MBIIIaM BaKIIMHY BBOISAT IIOJIKOXHO B 001ac-
TH CIIMHBI 110 1 M3 ¥ IIITM MOPCKMM CBMHKAM ITOAKOXHO B 06JIaCTH KMBOTA 110 2 CMS.

2.6.4. O6paboTKa Pe3y/LTATOB

BaxuuHy cuurator 6e3BpetHOi, eciiu B TeueHue 10 cyT mmociie ee BBeAeHUS He HACTyIaeT rudesb Wik
3a00j1eBaHMe XUBOTHBIX. JIOIIyCKaeTCs Ha MECTE BBEIEHMS BaKLIMHBI 00pa30BaHUE IIPUITYXIIOCTH.

2.7. Onpenenenne HMMYHOT€HHOH AKTHBHOCTH

CyImHOCTh METOMA 3aKITIOYACTCS B OIPENEIICHNH CIIeIM(PUUIecKoil aKTHBHOCTY BaKIIMHBEI B CpaBHe-
HUM ¢ pedepeHc-IpenapaTom.

2.7.1. Armmaparypa ¥ peakTUBBI

HInpuusr BMectMocTsio 1 em3 o TOCT 22967.

Wras masexmmonnasie o N'OCT 25377.

DJ1aKOHBI CTEKITHHEBIE BMecTUMOCTBI0 100 cMm3.

[umeTKN CTEKIITHHEIE MEPHEBIE BMECTHMOCTBIO 5 1 10 cm3,

Pedepenc-mpenapar cyxoit.

Tokcun 6otymmueckuit Tuna C.

2.7.2. TloaroToBKa X MCIBITAHUIO

1t onpeneneHUsT UMMYHOTEHHON aKTMBHOCTH BaKIIMHBI MCITONB3YIOT 10 (hJIaKOHOB C BaKIIMHOM.
OO0BeIMHEHHYIO IIPOo0Y BaKIIMHEL IS UCIIBITAHUS TOTOBMIT 110 II. 2.6.2.

2.7.3. TlpoBemeHVEe MCIIBITAHUS

VIMMYHOT€HHYI0 aKTUBHOCTb BaKLIMHEI OIIPENEIISIOT Ha GeJIBIX MBIIIAaX XMUBOI Maccoit 18—20 r B ma-
DAJUIESIFHOM OITBITE B CPaBHEHUM ¢ pedepeHC-IIPEIIapaToM.

PedepeHc-mipenapaT npeacTaBIsaeT Co00M CYyXYIO BAKIIMHY IIPOTUB OOTY/IN3Ma HOPOK, HacOBAHHYIO B
AMITYJIEL TIO 2 cM3, C OIIpeleIeHHO MMMYHOTEHHOCTHIO.

BaxuuHy u pedepeHc-TIperiapar BBOIAT OJHOKPATHO ITOIKOXKHO JBYM IPYIIIaM GeIbIX MBIIIEH 110
40 rooB B kaxnoy rpymie. OgHy rpymiry OeIbIX MBI BAKITMHUPYIOT UCIIBITYEMO BaKIIMHOM, a BTOPYIO
IpyILy pecbepeHc-IIpenapaToM. MBleit 06e1x IPyIII IMMYHU3UPYIOT Ho3aMu 0,035; 0,1; 0,2 u 0,4 cm3, uc-
To163ys 110 10 GesIBIX MEBITIeN Ha KaXIyio 03y UCIBITYeMOM BaKIIMHEI U pedepeHc-IpeIrapara.

Yepes 21 cyT nocie BaKLIMHALIMK XUBOTHEIM 00€MX TPYIIIT BBOMAT ITOAKOXHO OOTYINIECKUM TOKCUH
Tuna C B moze 10 JIJIM. OgHOBpeMEHHO TOKCUH BBOMIST 5 KOHTPOJBLHBIM O€JIBIM MBIIIIAM TaKOM Xe XUBOH
Maccoit B mo3e mmo 1 IJIM, KxoTOopsIM He BBOAWIACH MCIIBITYeMas BaKIIMHA U pedepeHc-Ipenapar. Pe3ynb-
TaThl YYUTHIBAIOT B TeueHUe 120 4 ¢ MOMEHTa BBEACHUS TOKCUHA.

2.7.4. O6paboTKa pe3y/IbTaToB

TToocunTEIBAIOT 110 KAXIOH 103€ B TPYIIIIE XUBOTHBIX, BAKITMHUPYEMEIX MCIIBITYEMOM Cepueil BaKIIM-
HBI, U IPYIIIE XUBOTHBIX, IIPUBUTHIX pedhepeHC-TIIperrapaToM, OTHOIIEHE KOJINYECTBA BEIKUBIIINX KIBOT-
HBIX K MX YUCITY, B3ITOMY IJIS OTIBITA.

3HaueHUS OTHOUIECHUN CYMMUPYIOT II0 KaXAO IPYIIIe OTAEILHO.

ITo cymme oTHOLIEHMI 110 TalJI. 2 HAXOTAT JO3Y UCIIBITYEMOM CepUU BaKIIMHEL ¥ 103y pedepeHc-Ipe-
rapara, IpeqoXpaHsIomux ot rubemu 50 % BaKIIMOHUPOBAHHBIX GEIBIX MBIIIEH, a TAKXKE IIPUBUBOYHYIO
O3y IJI1 HOPOK.

* T'OCT 25377—82 gmetictByeT Tonbko Ha Teppuropun Poccuiickoit @enepanmu (3nech u gasee).
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Tabauma 2

Jlo3a BaKIIMHBI, [IpeoXpaHsomas oT rudenu 50 %
CyMMa OTHOIICHH I BaKIMHUPOBAHHBIX G€JIbIX MBIILEH, cM3 Jl03a BaXIIMHHI I HOPOK, cM3
(pacuer o Merony KepGepa-Aimapuna)

0,21
0,20 2,0
0,18

0,17

0,15 1,5
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093 1,0
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PesynbraT KOHTPOJISA CUMTAIOT HOCTOBEPHBIM, €C/IM CyMMa OTHOINEHUM, ITOJIyYeHHAs B IPYIINE XKHU-
BOTHBIX, BAKIIMOHUPOBAHHEIX pedepeHC-TIperapaToM, HaxoauTcs B npenpenax 2,3—2,7. Eciou sta cymma
OTHOIIIEHUI HE COOTBETCTBYET YKA3aHHEIM IIpeHeaM, IIPOBOIIT KOHTPOJIb UCIIBITYEMO CEPUH BaKIIMHBI
Ha TAKOM Xe KOTMYECTBe OEsIBIX MEIIIEH.

Baxuuny cumTaoT akTMBHOM, eciu omHokpatHas W/, mwig 6enbix Mbimeil cocrasiaser 0,071—
0,21 cm3 mmpu tubemt 60 % —100 % KOHTPOJIBHBIX XUBOTHBIX. YKA3aHHBIE JO3bl BAKIMH COOTBETCTBYIOT
IPUBMBOYHBIM J03aM BAKIIMH JUTS HOPOK B KONMUYeCTBe oT 1 10 2 cm3.

TIpumep omnpemeeHIS UMMYHOTEHHON aKTMBHOCTH BaKLIMHBI IIPUBEACH B IPWIOKEHUH.
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IIPHJIOXEHUE
Cnpagounoe

B T1a6n. 3 1 4 npuBeIeHB JAHHBIC 110 YYETY PE3YABTATOB OMBITA IO TPYIIIaM XUBOTHBIX, BAKITAHUPYEMBIX MCITBI-
TyeMOIi cepueii BaKITMHBI, W JXMBOTHBIX, IPUBUTHIX pedepeHC-IIpernapaToM.

Tabnuima 3
. N KomryecTBo MBIIIICi, OtHoneHHe
Jlo3a ucnpITye MO KomruecTBo MbIlIIeii B . Cymma
BBDXKUBILMX TTOCIIC BBDKHMBIIHMX MBIIIEH K
CEpHH BAaKIUHBI, CM OTIBITE OTHOIICHUH
3apaKEHHS YUCHY B3SITBIX B OIBIT
0,05 10 5 0,5
0,1 10 6 0,6 2.8
0,2 10 7 0,7 ’
0,4 10 10 1,0
Taobnuima 4
Jo3a . KonuyecTBO MBILIEH, OtHolIeHHE
KomryecTtBo MpHrei . CymMma
pedepeHc-nipenapara, BEDKUBILHX ITOCJIE BBDKMBIIHMX MBIIIEH K .
3 B OIIBITE OTHONICHHUA
cM 3apakeHUs YUCHY B3SITBIX B OIBIT
0,05 10 1 0,1
0,1 10 3 0,3 54
0,2 10 10 1,0 ’
0,4 10 10 1,0

Ucnons3yst cyMMy OTHOIIEHUI YCIa BBLKABIINX XUBOTHBIX K YUCTY KUBOTHBIX, B3SITHIX JUISI OITBITA 1O KaXXI0%H
TpYIITIe, IO TabJl. 2 OIPENENSIOT 3HaYeHIE O3Bl UCITHITYeMOM Cepri BaKITMHEBL U pedepeHc-TIperapara.

B aHHOM IIpuMepe pedpepeHc-IIpenapar 3ammimaeT 50 % MMMYHU3MPOBAaHHBIX XXUBOTHBIX B 1o3e 0,1 cM3, a 1c-
IBITyeMas cepus BakKIMHBI — B 1103¢ 0,082 cM3. B mpuBeieHHOM IIpUMepe /1033 UCIIBITYeMOI BAKITMHEL [UIST HOPOK Oy-

NET COCTABIATH 1 cM3.
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NHPOPMAIIMOHHBLIE TAHHBIE

. PABPABOTAH U BHECEH TIocarponpomom CCCP

. YTBEPXK/EH U BBEJIEH B JEVICTBUE ITocranosnennem Focynapersennoro komurera CCCP o

crangapram ot 31.03.89 Ne 916

. Crangapt noanoctoio coorsercreyer CT COB 6282—88
. BBEJIEH BIIEPBBIE
. CCBUIOYHBIE HOPMATUBHO-TEXHUYECKHUE TOKYMEHTbBI

O6o3Hayenne HTJI, Ha KOTOpBIH JaHA CCHUIKA Homep nyHkra
T'OCT 9284—75 2.4.1
roCT 13739—78 2.4.1
T'OCT 22967—90 26.1,2.7.1
I'OCT 25377—82 2.6.1,2.7.1
T'OCT 28085—89 2.5.1

6. OrpannyeHne CPoKa HEHCTBUA CHATO MO NPOTOROay Ne 4—93 MeXrocylapCTBEHHOIO COBETA MO CTAH-

nmaprmsanui, Merposornu U ceprudukamnu (MUYC 4—94)

7. NIEPEU3JJAHHME. Maii 2007 r.

Penakrop M.H. Maxcumosa
Texauueckuit pegakrop H.C. Ipuwanosa
Koppexrop E.M. Kanycmuna
KowmmblotepHas Bepctka H.A. Hanelixunoii
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