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MEKTIOCY I APCTBEHNHBIM CTAHIAPT

BAKLIMHA KHBASL CYXASl [IPOTHE POXKH CBUHEIL
W3 ITAMMA BP-2

Texumueckne yesonus rocr
2833389

Vaceine agast eysipelas from VR2.
Specifications

MKC 11220
OKIT 933415

Slara saesenns 01.07.90

HACTORUIGH CTalapT ACTIpOCTPANACTES Ha XHBYIO CYXYI0 BAKLIMY TPOTHI POXH CHMHEH 13 ITaAa
BP-2, NpeICTABMIOWYIO | COGOl  KOMUEHTPHPOBIHIYIO AHBYO KAWTYPY KIKINHHORO  WITIA
(Erysipelothrix insidiosa) BP-2, pasueneitiio b Caxapos0-TefIToH-Ke TiHOBON cpeie a Kuui-ocipar-
HOM Gypepe, MOTBEPTHYTYIO CYGTIMALMHOHONY BHEYLIMBIHIIO 1t MDETIISAINNYIO 15 TPOQHIKTH-
HeCKOI MMMYWISIILMI CHNEH TIPOTHD JAMHOTO 0TEENHL

1. TEXHUMECKME TPEGOBAHMS

1.1, BaKII JOAHA HITOTOIATLCH b COOTHETCTIN ¢ TPeGORIISNI HACTORUICFO CTANIIPTa 10
TEAHOIOIECKIN IPINLIAN, YFDEPAIHILN B YCTAHOIEHHON FIOPHIKE

1.2. Xapaxvepucruxn

121 Bakiniia 1o GIIECKING i HMMHOGHOTOTHNECKIN CHONCTEIN JOIAINA COOTTETIORATS
NAPAKTEPHETHRM H HODMA, YKASAHHLIM § TAOIMLE.
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PSAONPATL OT FUGAH He Meiee § ANBOTHBX NOCHE HOTKOAHOTO HX
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13, Yuaxoma

131 BaTepuatsiyio KITYpY, passeleniyio cpetol sweyumsag w3 pacsera 1:50 — 1150 k
Becy GAKTEPULTLNON MaCCH, PACHICOBMIAIOT 10 2 CAC B CTEPILILIME (MIIKOIM BAGETINOCTHIO 20 Cr 3
ADOTa 115 TeKAPCTBEHbX CPEACTS 1 HOMBEPEAOT THOMHLON cytke. [10Ce STOFD (MAKOHS ¢ KIKIIAHOIH
‘HKPABAIOT PEIORLIMI HPOGKANH U KIKATRLIOT &TIOMIIEBLENH KOATKastH. TIpi acomar zomye-
Kaerca norpeunocts =3 %

132, aaxonst ¢ cyxoll sakimoll yKiaausaoT 1o 20—40 W B KaPTOWMME KODOOKH M0
TOCT 12301 ¢ paste mTensssni neperoposKav, oBeCTESH SO HTOTHIKIOCTL I LEAOCTHOCT
aaxonOR. B KIKIVIO KOPOGKY IKTATEOT NACTARICHHE 110 TPIHMEHEHIIO TAKIIHILL H HOMED VIIAKOD-
e

133 Kopoi ¢ sasanisioll ynakoswsaior s aouarse suunkat o FOCT 10131 Maceoit Gpyrro we.
Gace 20 K, KOTOPHIE MPit COGIOAEIII YCIONi! TPAIICTIOPTIPOBAHILA 1 XPAIEHIA LOTXIN OGeCneAITE:
CONpAIIOCTS RpeTpaTa. BHYIPS KAAIOND ALIMKS IKIAIMIAIOT KONTPOTMMIA THCT C VKGSAHEN HIHNE-
HOBAHIS STOTONMTES, HANNEHOKUIS BIKLII, KOTSECTI (MIAKONOD M 103 MPSI3paTa 1 ALKe,
HOMEPS Cepi, AT VIAKOBKH, HOMEPA IIH (HNILTII YIAKOBLINKA,

14 Mapurponka

141 Ha (b1akost HCMuBIENON KPACKOH HAHOCAT HANMEHORIMIHE TIDeApHATILI-HIOTOBMTET,
JAMENGEAIR TPEAPAT, HONCD CePHI  HOMEP FOKONTPOIA, HAITIICh <[0LeH 10 . . .

142, Ha X0pobiy ¢ IAKONAMM HAKIHIRIOT ITUKCTKY, 12 KOTOPOIl YKIIEOT:

MAIMEHOTAIIE 1 TOUAPIIL 3K NPOAPHATHA-HOTORTEN:

HOMEP G 1 HONCp FOCKOTPOA;

KOIWHECTBO (LIAKOHOB b KOPOOKE:

oGLeM Bk b0 drakone:

Koniecruo 103 80 (aKore,

OBLex: PACTIOPHTEA, s KOTOPON HYXIHO PACTHOPITS COIEPKIIMOE OTHORO (aKOHa;

sy wsrorowtenus (vecs, roa);

epox romocT;

03y K

Vo xpaneis;

OBoaEIE HACTORMETD CTaIAPTA

143 Ha KaXi10¢ IDYS080€ MECTO HHOCHT TPAHCIIOPTIYIO MApKIpOBKY 10 TOCT 14192 ¢ yiasautnen
AQIIYAAUHOII1X 31aK0R +XPYTIKOE, OCTOpOHOs, «EepetOT HATPRQ»  PCAYTIDEAITEILIYI0 NALICE
<Buonpenaparis».

144, Mapkaposka, XapaxTepusyionias Aaiisie 08 YIAKOBINOI TPOIYKIIH, TOTAHA COTEPAITE:

HAHMENOBIE GHOTIDETAPATA, €10 KOTHIECTSO 1 AUIMKE:

pok roHoc;
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veroms xpaenis;

‘oBo3mateHe ACTORLLETO CTalAIpTa.

‘ConMeweHHE TRAHCOPTHOR MAPKHPOSKI W NAPKHPORKI, XADIKTEPHSYIOIEH AAHHSE 06 YTIIKORAH-
HOM MpOAYKIIMM, Ha O3HOW CTOPONE TPAIICHIOPTHON TAPH He AOMCKIETCH.

1. TpeGOmass GEI0MACHOCTH, TpOMSBOICTERHHON CANUTADHILH CAIHTAPIIO-TPOTHBOITIAENEC
KOTO_ pesiiiig BTOTIAION 5 COOTBETCTIMM © MPANLIANI TENHHKH DEI0NACHOCTH, NPOMSHOICTOCNNON
CANMTADHI M CAHMTIPHO-TIPOTHBOSMIWAEMAIECKOTD PEXINA 1A MPEATIDHATA 110 TPOIBOICTEY GAKTe-
PHIILIX 1 BHPYCILX TpeRapaToR, yTRepAeHILAG Mintapanos CCCP it npagiiaMin GeonaciocT,
HOMSBOACTEHHOI CAHITAPHK, OXPANHO-KADIHTHHIORO H BETEPIIHPHO-CAHITIPHOTD PEAINOD Ha 1D
mpusTaY GuotonHecKoil nposLeHocTIt Focarponpos CCCP, YTHepXIEHIMMA § CTaHORIEIIOM
nopsiake.

2. IPMEMKA

2.1, Kakuas cepist sasiinmss 10 GHTS TPHHATA (TPOBEPENa) 13 IDEATPHATHM-ISIOTORNTESE
FocyIapCTBENINLIM KONTPOEpOM BCECOI0IINOTO TOCYIAPCTIEINOTD HaYiHO-KONTPOTLION MHCTITYTA -
‘repnapusx npenaparos Focarporposa CCCP.

22 Cepuell mKINIM CIOIYET CHMTATL, GNPEETENNOE KOTHECTIO IPNAPATI, HITOTORIENHOTO 1
HPOUECCE OIHOTD TeXHOTONMHECKOFO LKA NPH OIHOBPEMEHHON BHPALUEII KYTATYPH MPONSBOACT-
HEHHOTO LITANMMA € NOCTEIYIOLIM OIHOBDEMEHHAIN PECYCTIENIHPORIIEN: GIKTEPAHON NACCH 1 OTHON
EMKOCTH, (JCOBIMIEM H BHCYLIMBIIEN 1 OLHOM ANIAPATE, HMEIOLISTO OTANAKOBYIO KOULEHTPALIO.
XBLIX GaKTepUll POk, OOPALIEHHOTD O JOKYMENTON © KiteCThe (IACTIOPTON) ¢ YKAKIHEM

HANMEHORAIIUA TIDCAPUATIL-IrOTORITCE;

RN EHORIIS npenapaTa;

HOMEPO Cepil 1 rocKONTpOS:

i wsrotomen;

PEAVILTATON HCLITAHIA 10 TOKARTERIM KINECTH;

cpoxa ronwocri;

eroht xpaenis;

‘OB0sHAeHMS HICTORIERO CTANIAPTI;

HOMEP: M T BLINIL IOKYMEHTA 0 KaieCTe;

SUCTHOUEHIS 1 HOATCH LA, BHIAVUIETD JOKYNMEHT O KIYECTHe.

2.3, TIpi OpEseteN i BHEUIEFO BHIA W KINECTH YIAKOBKI IPOCATPHIIOT 5Ce (hIaKOHIS Cepii

231, 114 ponepi KaecTia BAKLIOMM 1O IPYTHA NOKISATEAAM FOCYIAPCTICHIMI KOMTPOED 13
PASHADX MECT KXCION epiit A€TST BGOPKY B KohsecTe 0,4 1 (1 — 4HC10 (MIKOHOB 1 CEpHH).

24 Tlpi MOAYICHINN HIeYIONICTROPHTEALIILX PE3VILTITON HCWTANNI XOTA Ghl 1o OIHONY 2
HOKARITEAEH 1POBOAT TIOBTOPHYIO FPOBEPKY KAKIHILL 10 FTOMY TIOKAKITEAIO H3 YABOEHHORO KOTHHeCTIA
‘ODPALON TPRTAPATa, BT 3 JTOM CepI, I 42 YABOEHHOM KOIIIECTIE OIILTHBN KMBOTHBLN T ADYTHX
MarepiL10n. TTpi HEYIOKIETHOPHTEHHLIX PESYAMTATIX TONTOPHON IPONEPK CEPIIO NPENAPATa CHHTIOT
He COOTIEICTBYIOUEH TPEDORAMIIN FOCYIAPCTIEHHOTO CTAITAPTA 1t GPAKYIOT.

25. B cayuae peKiaualn nposepKy OBPALIOB ONPEIENCHIISX Cepii BIKIIMIB TPOBOIT Ha TP~
pHATHH-aOTOBMTE TOCYAAPCTIEIIMIA KONTPOEp IIH BCCCOIOSHMI TOCYIAPCTAEHIIAH HAYHO-KOH-
“TpOLAAIL MHETUTYT etepuapHX npenapaton Tocarponposa CCCP.

3. METO/IBI HCIIBITARMIE

3.1. Ot60p npos.

311, Dxakonst OTGHPIOT 13 AL MeCT yraKoBki. 20 (IIKOHOB HETOTAIYIOT A4 NPOBEEHIA
MenuTaNMS 1 20 (MIAKOHOD XPAHT 1§ APNIBE FOCYIAPCTIRHHOTD KOWTPO1ePa b Tesenie |

312, OOpasIM npenapira, HATPABIAENISE 8 AUHB FOCKONTPOIEPd, OTHATHIION i CHABKAOT
COOTRRTCTAYIOILAN IOKYMEHTON & YKIaIteM: HANMEHORAING MpEMapar, 4Tl IBFOTORIENIA (MECAL,
FO), HOMEPOR CepIUt W TOCKOWTPOIED, AT OT00Pa 1IPOM, ODLLIETO KOTMHECTHA eI YIAKORK,
KOTHECTE 703, 00LENA Cepii, AOTKHOCT H TOIMCH TWia, OTOOPABILETO MPOBY, M 00OIMGHEHIH
FocympeBeNNORD CTaMApTE.

3.2, Ompeeacune mueumero wuza

321, Oupeserchie SHeWNETO BIA, LBETA; WATHUMSA TIOCTOPOINEIL NDUMECH, TACCEIH, CIEAON
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OTTaMANIS, TP (IIKOHOB C BIKLMHON NPOBOTAT HYATINO 5 TPONOIAUIEN CETE, OTHOBPENCHHO
(DAXOMAL IPOBEPAIOT Ha TPOHOCTS YKYTOPKH 1 NPIBIILHOCT, ITHKETHPOLIH.

3.3. Onpeneaeune pacraopuocte

331, Peaxriuu, varepuana

Pacriop gamonorueckolt ctepiasiai pH 7.0—7.2.

PACTIOpIEE I L1 BAKLMIHLL KO Yo 143 Uiravsaa BP-2 1pOTHS PO coeit

Iinern necrmoioctio 2.5 1 10 ew’ o FOCT 29169, TOCT 29227—-TOCT 29230.

332, Mpovenene senbranin

Tl onpeeaenit PACTBOPHNOCTH § 3 IaKoA € cyXoll BIKIMHON BHOCHT puIMOROTMIECKIE
PACTHOP I CHEIHATLMI PICTHOPHTE [ KIKUNIM 1 OOLENE, COOTHETCTIYIOULEN ODLENY BAKIINM
10 BLCYUIMBIIS, 0CE UerD (hIAKONM ICTPAXHOT. B TeieHie He Gouiee |3 MMM AOTXI OOPAIONITCH
PaBHoMepHas BIBEC, 6e3 IO, KOMOUKON I OCALIG.

3.4 Onpeseseie accosoft aomm wiark — 10 FOCT 24061

3.5, Onpeacaeitie KONTAMIAN  [OCTOPONNEI MIKpOBIOPOIl 1 TURINHOCTI pOCTa — 10
roCT 25085,

35.1. Onpesesenne KoTammmaiwn nocroporsieR yaukpodtopoit — 10 FOCT 28085

352 Onpesesenne TunmoCTH pocra — 1o FOCT 28085 ¢ ToNO-THelMeN, YK HiLKe.

Uepes 2448 4 pocra sauA uTaMM OGPt Ha MITA GecuneThise, npOSpatILE, T1AIKHE
Kon0n 1a MITB uepes 24 1 — pasoepHOe HONyTHEHHe

(OLHOBPENMeN1i0 TPOBOIST MIHKPOCKOTINO NGO 13 CYCTIHSHN KK, OKPAILEHHLX 10 [pasoy.
B MAtKax 10K LTl TONKIC, MPAMIAC LN CIGTKA HIOTHYTIAE N10UKI WTansea BP-2, OKpALIEIIE
IpaNTOTOKITELO.

3.6. Oupeneaeime Komnenrrpausm Xusuix Gaxrepuit

361, Aunaparypa, atepuaiu, peaxTis

Tepuocrar ¢ resmeparypoit narpesa 36 °C — 37 °C.

Sauas Nerpu 1o TOCT 25336,

Arap aco-nermomuai nesenougi pH 7.0-7.4.

‘Arap Xorrunrepa pH 7.0—7.4.

Muneru no FOCT 29169, FOCT 29227-FOCT 29230.

Tpobupi crexasmie no TOCT 2533,

PACTHOpHTE 115 WKL AHBOI CYNOH 13 WiTavsea BP-2.

umoronumeckatt pactaop crepwuit pH 7.0-7..

362, Moaroronka x wemranio

Toross npoby, cocroaiyio 13 3 (pAakowoR ¢ wakaummol. TPenspar 1o (MAKOHIX PISBOAT 10
EPHONAYATLIIOND 06EMA CTEPILTLIL (BHIHOIOTINIECKIIN PACTEOPOM LT PACTROPHTENEM A1 BKIIIEL
W DepenocaT cotepinoe 3 UaKONOB B | (KO, TTeA U3 MO OTIETLHMMH HHTETKAH TOTOMT
PASBCHIR BAKIHIHLL (HSHOTOTIECK M PACTIOPOM W1 pacTsopiTesen o1 10”10 10”5 § npodupax,
5 KOTOPH BHOCHT 10 4,5 CAr’ HHOOTHIECKOND PACTBOPA Wik PACTBOPHTE. JATeM b NEPIYIO NPODHPKY
HOGAIISOT 0,5 CAF CYCIIHSHM BIKIIHHL, TIEKLH IEPMEIIIOT ¢ IONOLILO HHIETH, OTOHpAOT 0,5 e’
W IePeHOCST B0 BTOPYIO IpOGHPKY i 7. 1. Ha KEXIOE PASBIEHHE HCTIOTLSYIOT OTIEAIYIO THIETKY.

363, Mpovereime senbtanics

JLia wemrass npusiensior 3 pasenesns saki: 10-°, 107, 10-". M3 kakaoro passeneiss
HPOBOLAT oGet 10 0,1 CAr' Ha NOBEPXHOCTS NIEO-EMTONHORD HEUEHOTHORD Arapa ik argpa Xorne-
1Epa 1 3 AIIKAX, MPABIPHTETINO BLTEPAAINOTO MpH Texmeparype 36 °C—37 °C b edere 24 4. Hocenst
MHKYGHPYIOT 1D TeNmiepaType 35 “C—-36 °C 1 Teventne 48—72 4, OCI HerD MOACHHTMKIOT KOTHIECTHO
‘BMPOCUIY KOOHMI 1 SAUIKAX 110 KaXA0MY Passerenso. TI0nyei e NOKATEIN CYMMMPYIOT 1 ZeIAT
1 KOIWCCTHO SallieK, OMPEAEIS CPeiee KOMMECTIO AHBIX DAKTEPHH /UL KIKIOO PASBEIENHS,
conepanuxGs 1 0,1 Ch’, 3atens cpeae NOKIRTENN 110 KAXIONY PAACHINO yBeamor 1 10 pis,
YA KOIHIECTHO MIHKPOSHLIN KASTOK AIHOTD PA3BEeHIH KLU TTOCHE STOTD 10BALISIOT CTOTHKO
HYIeH, KIKOD TOKIKITE CAETIHHOTO PASHELEHIS, MOVt KOWLEHTPAILD MHKPOOHIX KIETOK HeCTe-
AYEMOIL BRI TIO OIHONY PAIBEAEHIID. JATEM BMBOIIT CPEHION KOWIEHTPIILINO MIKPOSHIX KIETOK
51 OM" BIKINNM, CIOKHD PESYILTATH TPEX BTN PASberell 1 PASIETI 10X 1 3

KOTMUECTOO 107 BAKLMI CTAMAIIHBOT IYTEN YMHOXEHHS NOKISATEIA KOTHIECTER KB G-
Tepuih B [ O BAKINL 1A 0GLeN BIKUAM 5O (MIIKOHE W ACIEHHE PENIKTATA Ha 200 M (01HA
MAYHISHDY IO 705 1 Cuiel COOTBETCTBYET 200 MM KB GAKTepIIL POXH).

KowueHTpaLs »atbuox GaxTepuit poxsn i | G’ Cyxol BAKINNM A0TKIA T He enee | \pIL
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3.7, Ompeaeaeune Gesspemocrn

371, Matepuas, peaxniunst

lnpiust crexammise ectiniocno 1 ex’ o TOCT 22967

M winekuoniiee o FOCT 25377% wau apyrve.

Tavnons narisic, CrepuLC.

TTpodku sario-apressie o FOCT 22379,

Iners wepusie mecninoersio S it 10 e’ 10 TOCT 29169, FOCT 29227—FOCT 29230,

Tpobipiu creciaminse 1o FOCT 25336,

DaKos CTeKnIMME CTEpHILIME BECTINOCTLO 100 e,

usiooreiecknit pacruop crepiursinai pH 7.0—7.2.

PactuopTes, 13 BaKIA KB CYNOH 13 tuTaNAA BP-2.

Mutun Gesie waccoil 17— 15 1.

372, Mposesetie wensrans

Il uemuTanis rorowaT o6uIYI0 oGy w3 S akonon ¢ mpenaparow. CoIEPRINOE KiKioro
(IAKONA PECYCIIEHANPYIOT b CTEPMION QHSHOTONISECKOM PACTHOPS 3T PACTHOPHTETe 11 BAKLIMIS,
OBLex KOTOpX COOTBETCTEYET OGREMY KIKILIIL 10 BHCYLIMBNS. JTeN CYCTENSHIO BAKUMHM 163 BOEX.
pIKONOR NepestoeAT b cTepiILILH raKo

(OF1y10 TpOGY RAKLIIIA PASROAT HMIOIONIIECKINN PACTROPOM HTH PACTIOPHTEAEN A1 1KLL
10 KomuEHTPaII S00—600 ML AU MIKPOGHLLN KIETOK B 1 €’ W BBOIIT HOIKOXHO b OBIACTH LS
20 Gemuon aeaman 10 0,2 o (100 Mk MHKDOGHISX KIETOK).

Bakuany cuaor Gespeanoit, ecait b Tesente 10 cyr HAGHOLeHUS TiepeGOTEET 1 NOTHOHET e Gonee
5 Genax el

3.8. Oupescacune uMMymIOreInON AkTHBOCTH

3.1, Matepuaiu u peaxtises o 1. 37.1

382 Mposeennte uemuans

L1 O EHIS MAMYIHOREHHON AKTIHBHOCTH BAKLHA HCFIOTLYIOT GEMX MLIEH, HAXOTHBILIX-
s n onure o onpezesewiio Gesupenuoct (i 3.6). Yepes 11-12 cyr 10 makummposaniax u 10
KOMTPOIIX GEbix el AILIONTHON MACCH S3PAKAIOT MOIKOAHO CYXOH TAPAKIOUEN KYTLTYPOH
wrava No 149 5OI0YAINTES pOAI Cmel 13 GHOHOIOMIISCKON PACTB0pe B 0% 10 100 [l B 0BLene
o’

[BaKuHia AOTKNA TPEAOXPANATS OT apAKENHS He MeHee § bl 143 10 BIIHPOSAKLX DI
G 10 XONTpOTLIISX il b Tevenie 3—4 cyT.

4. TPAHCIIOPTHPOBAHME M XPAHEHHUE

4.1, TpauCHOpTUPYIOT BIKILHY BCEMI IIIMI TPAHCTIOPTA ¢ COTIOIEHMEM NPISILL TIEpesoioK.
CKOpOOpTALIGA TpY0n it GAraAa, AelICTRYIOLLIX 13 AANHON WIS TMIICTOPTa.

4.2, Basininy XUmyio cyyio 13 utasea BP-2 MpoTID PO CBINcil XPAAT B CYXOM TEMHOM MecTe
npi Tesneparype (4°C—8 °C) £ 2°C.

5. APAHTIH H3TOTOBMTENS

5.1, VATOTOBITeAL Fapai THpYET COOTBETCTRME KLU K0Bof]cyxoft 11 uraseva BP-2 npoTia pot
el TeGOIIHMM HACTOAILETD CTaNAADTA NIpH CODMOEHHI YCOBHH TPAICTIOpTHOLIIIS i XPANEHHS
B TeteHie LIGCTIH MECHEE CO A1 ¢@ AFOTOWIEHI, OXOINANHE NPOLLECC: CyGAUMALHOILIORD BHCYI-
I BIKI CHTAIOT AUTON €0 HSTOTORTEHHS.

“Ha reppimopun Poccuiexol Geacpaun achersyer FOCT 2837782
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010790

3. Crawaapr noamoctuio coorsercayer CT COB 653888
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6. IEPEH3IAHHE. Jlexatpn 2005 r.





