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M E KT O0OCVY 1APCT BEHH B H CTAHIADPT

BAKIIHHA NPOTHE BOTYJIHIMA HOPOK

Texumqeckne TpeGOBANEA W METOIM KONTPOAA rocT
28087—89

Waccine for miink Sotulsm:
Technical requirermeents and methods of conirol

MKC 11.220
OKCTY 9352

Mata snenennsa 01.001.90

Hactosim i cTalIaApT pACIPOCTPANAETCA HA BAKUAHY MPOTHE SOTYIHIMA HOPOK, HATOTOEIEHHYR B3
KYABTYPE WmaMya Cl botulinum tHna C-anedda, WHAKTHBHPORIHEYD HOPMATHHOM W OCAISHHYRY 18-
MOKLTHERLIMH KBACUAMM W OPe1HaTHaue VIS 118 npofuiakTHYec Kol MMMy HRHHN HOpPoK.

l. TEXHHYECKHME TPEEOBAHHHA

o pHaKo-XHMHYeCKHM B HMMYHODHOIOrHYECKHM CEONCTEAM BAKLMHA 10/HA COOTRETCTROBATE
Trﬁﬂﬁnnﬂlllﬂl!\i W HOPMIM, VEASAHHLIM & Tabm. 1.

Tatawma |

Huanmenosawne nokataren Kilrl‘."ih.li.'[!lll.':l'lll-iu. H HOpMa

1. BHcomsHWA BHI CyvcneH3na cepoeaTo-BeAoro HASTL, OOCAC OTCTAHBAHWA Ha BHe aakoHa
BEIMATHET PEINAE A OCAA0K CRCTIG-CEPOro UEETA, NErko patiM eI HACE pH
RCTPAXHEIHKN B TOMOICHHYID BIRECR. He JonycKaeres Hake&dde npuseced,
NICceHn, HOPAIHRBAIMNCH XI0NLEE, TPEIOHE QUakoHOE

2. KoHuewTpanesa BOLOPOLHEIX To—-72
woHon (pHJ

3. TunuuHOCTE MEKpopaopes B sazkax, okpamcHHex no Fpasy, epynssie (46 « 08— 1,2 ks ) rpasng-
NOHRTEARHEE TATGIKE ¢ IKPYTACHHEMY KOHUAME, DEATLHLIC CROPE WITH

NATOUMEKH CO CIEGpal, HMEH DIHE XapakTepHYRY II'.I-:!IFIM}' TCHHUCHOH PaAKCTKMW

4, CTepHALHOCTE B noceeax W3 BAKUNHE HE NUTATEALHLY Cpelax He Jolade GuTeE pocTa
GaxTepHaneHoll 1 TpRGEO RO Mukpoihaope

5. EL"JII-|'.IL".'.IHI.'I~.".IL Moakokyos BECOCHHS BAEUWHEL Geass Muiuas 5 3oae | o MOPCEHN
CEMHKaM. B 803¢ 2 oM He DO0EHG BHIEBITE X dalonceasps w rualean B

TeacHue |0 ey malnwaon e

f. HsMsyHOTCHHEA ZETHBHOCTE Aoz EaknuMe- 8 xomevectae 0.071—0,21 e’ npenoxpasnact or rufenn
50 % Gemwx Mewed npe secacHnK uM gcpezx 21 cvr 10 A1M GoTynuuecsoro
ToEcHH: tHRa O, opu rudean 60 %—100 % HeBakUMHWPOBAHHEY {KOHE-
POALHEIX) KHEOTHEIX, KOTOPRM BEOAAT TOECHH B acae |0 OJIM

Hiaaune opHusaILHOE IMepenesaTEa BOCHpediena

L HagarenwcTeo cTaniapton, 1989
£ Craumapranchpops 2007
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C. 2 I'OCT 28087549

2. METO/Abl HCIIBITAHMH

1.1. Oriop npod

2,11, 18 npopepky KAMeCTEA BAKIHHE OPOTHE DOTYIMIMA HOPOK M3 PaIHBY MECT KaxI0il cepHn
oThrpanT 20 duakodos, 13 KoTopeX 1 ACNOALIVIOT A4 NPoBSIeHad HCNBITanma, a [ — XpaHdaT B apxu-
BE TOCYVAAPCTBHEHHOND KOHTPOIEPA B MPeJenay cpokd TOIHOCTH NPenipaTa.

212, Mpotw, HanpapigeMele B apxie, ONeYaTLIBawT H cHaDKaT JOKYMEHTOM YCTAaHODTEHHON
(POpML ¢ VEAZAHHEMW:

HAHMEHOBAHHA BHONPenapara;

JATH HITOTORTEHHA,

HOMEDE CEPHM,

HOMEDS KOHTPONA]

AaTe oThopa npod;

OOLENd CEPHH]

CPOKA TONHOCTH,

oB0IHAYEHHA HACTOAUIET] CTAHIAPTS,

OOTTHHOCTH M MOANTHCHA THIA, oTobpasero nposy.

1.2, Onpenciense BNEMHErD BH1a

BrewmHil nHa onpelendaoT BAIyaiie, Kaknsil Gurakod ¢ BaKuHHol BCTPAXHBLIOT, NPoCcMaTpHEa-
0T B OPONCAHIIEM COETe H OQHOBPEMEHHD MPOBSPAINT FePMETHYHOCTE YEVIIORKN, HATHSHE TPeuine i
NPABHIBHOCTE FTHKETHPOBATHE,

1.3, Onpeienende KOHISHTPINNH BOIOPOIHEY Honos (pH)

Jns nposedeHHa HCNBITAHEA HCNONLIYIOT 03 GNAKoH: ¢ BAKIHHOH.

KoHueHTRALH I BOIGPOAHEY HOHOE BAKLHHB ONPeIeTHmT WeKTROMETPHYECKHM METOLOM, IIPHAe-
Haa noreHuHoveTprl. [opajok onpejenedHds — B COOTBETCTAHH C NPABHIAME, NPHIOKEHHLIME K OpH-
Dopy.

2.4. OnpexenenHe THIHEHOCTH MHKPOGAODE

CYWHOCTE METOIA FAKNYARTCA B ONpele]eHdy THIHYHOCTH MHKPOQROPE TP MEKPOCKONTHYec-
KOM HCCALIOBAHMH OKEIMUEHHEIR MATKOR H3 BAKUHHEL.

241, Annaparypa U MaTepHaTkl

Mukpockon GHoONOrHuecKHil ¢ HMMepcHoRol cHeresmol no HTA.

Crexna npensveTHiie o [CHCT 9284,

Macno wvdepcnonaoe no NOCT 13739,

HaGop GakTepHodoriUeckiX KPacok.

242 lpopegenne WCOBTAHHA

Madky roToBaT Ha NpeIMeTHRY cTeknax 1 3 duakonos ¢ pakuHHoi. Masks oxpawipast no [pasy
H MPOCMATPH BT 00 HMMEPCHOHHOH CHCTeMOH MEKPOCKOND.

243, ObpaboTka peaviLTaTos

Hanuume rpaMniofosiTelLHbY TATOMEE © HWKPYIISHHLIMH KOHUAMM, OBANIEHEX CIIOP WIH NLTOMEK
CO CHopPoi & duopse TeHHHCHON PAKETEH CHHASTENLCTEYVET O THITHYHOCTH JAHHOH MHKPO0I0PEL.

2.5, Onpenenenne CTEPpHILIOCTH

CYUHOCTE METOIA 3AKMIOMAETCH B ONPEefEieHrH OTCVTCTEHA POCTa DAKTePHANLHOH H rPHOEOBOIN
MHEPOMIOPE B NOCEBAX H3 BAKIHHLEL HA TTHTATEARHLIE CPelkl,

251, AnnapaTypa, MaTEPHATL W peakTHin — no FOCT 280835,

25.2. [Npopegenne WCNLITAHHA

Jor onpegeneHua cTepUALHOCTH HenoakayT 10 duakenon ¢ sakuwioi. [lepen nposengines He-
MEATAHKEA (UIAKOHE ¢ BAKITHHOH BCTPAXMELIOT 00 MOTy4eHHA MOMOre HHOH BInecu.

Menpmanie npoBoaaT nyTeM Oocesd BT kamnoro dguakoda no 10 cu® sakupiel 5 3 npodupru o
MI1E, MITA, MIINE nog saseriiossy Mactos, arapos Cafvpo win Yanesa u no 2,0 cv® & ama doako-
Ha ¢ MIb u MINb moa pazetHHOBLEIM MACTOM.

Yepes 20 cvT HUKYDHPOBAHHA M3 TIOCEROR GO (QIAKOHAX NPORGIAT Oepecel Hi Bee BRILeVKAIAHHEIR
CPeILl.

233, ObpaboTka peayibTaToR

Oreyrerene pocTta DakTepHaakHeH B rpHOKOBOH MHEPOQUIOPE B MOCERAN BAKIHHL Ha MATATENLHLIX
Cpedax Moche HY BLUIePAHEAHHA B TePMOCTATE B TEMeHHe 35 cvT 1 B nepecenax B Tevenne 15 ovT npy TeM-
neparype (37 + 0,3) "C, nna cpenwl Cabypo vy Yanexa npu (22 + 1) °C, coMOeTeALCTBYET O CTEPHALHOCTH
GAKLHH L
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2.6, Ounpegenennc HeIBpeiocTH

CVIIHOCTL MeTOIA BKTNMASTCH § ONpejeleHd PEakie ¥ 1ab0partopHely EHBOTHLIX HA BheTeHHe
BAKIHHEL B TECT-10058.

26 1. AnnapaTypa ¥ MaTepHaikl

Wnpuusl BMecTAMoCTE0 2 M 3 cu? no MOCT 22967,

Hraw uieesuvonise no FOCT 25377,

PIAKOHEL CTEKIANHEE BMECTHMOCTEID 200 cx’.

[MHDeTEH CTEKIAHHLIE MEPHEIE BMECTHMOCTLI0 1, 5 1 10 cw®.

262 [logaroToBka K HCHBITAHE KD

Ana npokefeHHA HCOBITAHKE HCenoaLIvieT 10 daakonos ¢ sakuHHol. M3 kaxioro duoakona nocne
TIATENEHOND BCTPANHMBANWSA OTOHpaeT no 5—10 ewm? makuuuel B crepunsioll (poakon, O6LeIUHss
MpoaL.

263 [lponenerye HCNLITAHWA
Adna onpegenensan GesppeIdocTH BAKIMHL HMCTIOILIYVIOT DENLIX MBLIel KHEOH Maccol 15201 1

MOPCEHY CRHHOK RUEOH Maccoi 350400 r, decati Gelily MelllanM EEIHHY BEOIAT NOJEOEHO B 0T -
TH ciHni o1 eM? | DATH MOPCKHM CBHEKAM NOAKOAND B 0GI4CTH HHRoTa 0o 2 om?.

264 O0paboTka pesvisETATOR

BakuMuy cCuHTART Ge3npeliod, ecni B Tedenue [0 C¥T NOCNe ee BEEIEHNHA HE HACTYIIAET FHOENL HAH
wboaesane KHBOTHLIY. JIONYCKAETCA Ha MECTe BReIeHHA BAKUHHL 0DpaIoBaHEe ApHOVIIOCTH.

L.7. OnpegeneHne HMMyHOTEHION AKTHENOCTA

CVIIHOCTE MEeTOAa JAEIUASTCA B ONpeJeieHHH cnedHpHYeckol aKTHBHOCTH BAKLHHLE B CPanHe-
HHH © pedicperc-TperapaTon.

271 Annapatypa W peaKTHELD

LWnpuus BMecTaMocTeio | ov® no FOCT 22967,

Hrae uueekunondse no FNOCT 23377,

DuaKone cTekMHHEE pMecTUMoCTRID [0 cut.

[MOeTes CTeIAHHEES MEPHEE BMECTHMOCTLI 5 1 10 em3,

Pedepenc-npenapar cyxofi.

ToxkcHe GOTYIHYeCKAH THTAa C.

272, [NoaroTonka K HCTEITAHH K

A onpesengdid HMMYHOTeHHOH AKTHEHOCTH BAKUHHE HcnonbiviorT 10 duakonon ¢ BakuiHon.
OoLenHeHnye npoly BEKUHHEL U8 ICIETAREA MOTORAT 0o 0. 2.6.2.

2750 [poseserye HCNLITAHKA

HuMyHOre YD aKTHEHOCTE BAKTIHHLD ONPEeJeistioT Ha DeikiX MEILAY KHEOH Maccoil [8=20 r a na-
PANIETLHOM ONBTE B CPABHEHHAH ¢ pedeeHc-MPenapaTonM.

Pethepenc-npenapar NpeacTagndeT cofol CYAYID BAKLUHHEY TPOTHE GOTYTHIMA HOPOK, (hacoBaliym B
aMmyae no 2 cw®, ¢ onpereledHHol HMMYHOTEHHOCTRIO.

Bakumuy W pedepenc-nNpenapar BEOIAT OIHOKDATHO MOTKOKHD OBYM [PYNNas Gensiy Melileid no
4 poston B Kasaod rpynne. Ooay Tpynny Genlax sl el BEKUHHHPYIOT HCMETYe MO FKUHHOH, 3 BTOPYI
CpvIiny pediepenc-npenapatos. Munmeil ofens rpynn sy s sapyior gosasos 0,05 001 0,2 w 0,4 e, ne-
noLaya o 10 Genkiy Melied Ha Kadayio 103y HeNLITy2sM0H BakuHHsl W pede pedc-npenapara.

Yepes 21 cyr nocne BaKUMHALHH XHBOTHEM 0DeHX FPYTIT BEQIAT AOIKGHHO DOTYIHYECKH TOKCHH
Tana C 6 aode 10 LTM. OnpospesdenHO TOKCHH BBOIAT 3 KOHTPOILHEIM DB MBIIIEM TAKOH Xe KHB0H
sMaccol B 103e no 1 M, KOTopeisM He BEOITHNACE HCMBTYEMAA BAKUHHA H pedepedc-npenapar. Pesviib-
TATE VUHTRBAKT B Tederde |20 v ¢ MOMEHTA GREICHHA TOKCHHA.

274, OopaboTka pesviLTaTon

MNooeus TRBAKT MO KUanol 0038  FPYINe XHBOTHLIY, BAKLHHHPYSMBX HCTILITYSMOH cepiel Bakim-
HEL, H TPYINE EHBOTHEY, MPHBHTRX pedepelc-NPenapaToM, OTHOWEHHE KOMTHYECTRA BLUKHBILAY RKHBOT-
HEY K HX YHCTY, BIATOMY A70A ONRTA.

FHAYEHAL OTHOEHAH CYMMHEPYVIOT N0 KERI0H TPYINe oTieinLio.

Mo cysse oTHOMWEHME No Tabn. 2 HaxodgaT 103V HCNHTYeMOH CepHME BAKLMEHE H 103y pedepeHc-Tpe-
napata, NpeloxpadsomEy oT THEean 30 % pakuMolHpoBEIHHLIY Genkix MEBILLEN, 4 TAKKE NPHIHEOHHYI0
OD3Y LA HOPOK.

* [OCT 23377—E2 neficTeyeT ToALKD HA TeppuTtopid Poccufickol Qrepepauns (30ecek W gates).
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TaGanuna 2
Mosa saxumisl, Epeioxpaed o or mbean 50 %
Cymma orHomenni pak e aponnn iy Beass wemed, ca’ Mosy nokusEE 109 HOpoK, o
ipacuet oo werany Kepiepn-Auswapina)
1.4 ih,21
1.5 0,20 2.0
1,6 0,18
1,7 0,17
ik 0,16
1.9 0,15 1.5
2.0 0,14
2,1 0.13
22 a,12
23 L1l
24 0.1
2.3 a.1
2. 0,093 1.0
2.7 (RN
2k 0,082
e 0.075
3.0 0,071

PeayiLTaT KOHTPOAA CHRTAOT A0CTOREPHEM, BCOH CYMMA OTHOIEHHR, TOmyHeHHAR B FPYONE #H-
BOTHLEIX, BAKUHOHHPOBAHHLIY pediepeHc-NIpenapaToM, HaxoduTes B npesenax 2,327, Ecnu a1a cymma
OTHOLEHHH He COOTBETCTRVET YEATAHILIM NPeIeiaM, MPoBeIaT KOHTPONE HCMWMTYEMON CepHul BaKIHIL
Ha TAKOM #e KOAHY2CTRe Dellkly MLILei.

Bagununy cuntaor aktHBuof, ecain odvokpatdas M., s Genwx smuied cocramuer 0,071
0,21 cxm? mpu rufery 600 % — 100 % KoHTPOIEHEY EHBOTHEY. YEA3aHHBe A03H BIKITHH COOTESTCTRYIOT
MPHEHEOMHEIM O03M BAKIHH 18 HopoK & Konmyectee ot | oo 2 cu?,

IMpusep onpegeneHua HMMYHOTEHHOH AKTHEHOCTH BAKIHAL NPUBSIEH B NPIUTOEEHAN.
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Brafn. Iwd NPHBCOCHE DAHHBC [0 YVEICTY PCAVAERTATOE OIBTA 0 IPpYIEas S HEOTHEX
TVeMOH CEpHCH BAKUHHE, B EKNBEOTHEX, NPHEHRTRY I'I-I.'1|:ll."|1-|.'Hl.‘-II|.'|IZ‘I'Ii|[!li.'.'I:'|:IH.

NPHAONERNRE
Chpagosioe

S BAKHHWRPYOMEBIX ACB-

Tatamwupa 3

Do wensryesiofi

3
CEPHH BAKIHEHE, &M

Kaanuecrho smunein s

Eomuaecteo M,

R MBI HE FOC0E

Drromenne
BEOEHNIIHY Maneil

[T

anETe oTHOEeH R
HPHIEI!HII 'IH':.I!.' ASMTEIY = ONET

0,05 10 5 0.5

0,1 1 6 0.6

0,2 10 ? 0.7 2.8

0.4 1 10 1.0

Tatawmona 4

,J_L'l"iil K.tl.'lﬂ'll'll'l!llil LIRR RIR [ L |.-."TIHHI.1ICIIIIL'

peifepete-npenapaTi,

Konaueorsn e

B oarEsTe

HEGKHEII X I

TR ECR RLATRRTR A TR IRELT S 8

Coysrnan

T e

[ 1 IRIPELECH X 'l!li.'.'-.:-' DANTEIN H OITEIT

1,05 I i 0.1

L1 | (L} k! 0.3 ]
0.3 L I L. 2.4
&4 1 i L

Henomssys cysmy oTHOMCHHE UHCNE BREHELAY XHBOTHRIY K YHCHY KRBOTHRN. BIATHY L18 ONETE N0 Kaz1oh
rpynne. no radn. 2 onpeleidioT THATCHEE 103k HCMETYEMOR COpMH BAKUHHE ¥ podicpeHC-NpeRapaTa.

B aasHoM DpisMcpe pedicpeHe-Ipenapar samumact 50 % W yHESHBOBIHH B MiEBoTHR R B g03e 0,1 ca, a we-
NETYEMad CEpia BAKUHHK — B 003 0,082 cx®, B NpUEcacHHOM NPHMEpe 5003 RCABTYCMOH RAKUIHE 108 HOPOK By-

AeT coeTannaTh | cud,
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