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BHPYCEAKLUHHA MPOTHEB TPAHCMHCCHEHOTO
TACTPOIHTEPHTA CBHHER [TT3] K¥YALTYPANLHAR
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wirdl vaccine, Techrical eeqinréments and test methods ICT C3B 5158—85)

OECTY 9k54

Cpor gedcrams ¢ 01.04.88
Ao 01.01.93

Hacobinmogexwe cTangapTa NpecRegyercs Ao JaKkoy

HacTommpil cTAHIAPT PAacOpOCTPAHAETCH HA BHPVCBAKUKHY npo-
THE TPAHCMHCCHBHODD FACTPOSHTEPHTA CBHHEH, HITOTORJACHHYE) W3
ABHPYAeHTHOTD INTEMMa BHpyca T[S, BHpallenHoro B KyasType KAe-
TOK B NOABEPrHYTOro cyOJHMAUHOHHOMY BHCYWHBAHHKY, NPEAHAIHA-
YeHHYED OJ8 HMMYHHIAHMH CYNOPOCHEX CBMHOMATOK B NVHKTAX, He-
Onaronoayursx no Tr3.

CrangapT moarocTeir cooteTcTeyer CT C3B 5158—85.

1. TEXHHYECHHE TPEEDBAHHEA

1.1. Bupycrakunsa mo ceouM Przmgeckny B BMMyRofHoTOrHwec-
KHM cBORCTBAM AOMMMA COOTBCTCTBOBATL XAPAKTEPHETHKAM ©H HOp-
MaM, VKazapiuEM B rabawue.

HAawmseipaais iGLpanTesdA HANAETEHLTEEA o LT

fh g = B A L, —

I. Bueuinnd nig

2 Maawupe  mocToposHel
NpHMECH, [RAECCHA, TREULRH
frrakoE0n

3. Maccopan LoMA RAAEH,

4. PacTeopRMOCTL

B, Konramunagns  daxve-
'|'|na.|1!-.|-|-|_1|=| B CpNGRGnod MAk-

padnogoit

e e

Cyxas aMophHas MACCH CHETAO-EeITOTD LBETA
He aonverseres

15—

Mpn  aofamAewir  GUARCIOTRYSCKOND? DACTEODA
EEZKOHHE ZONAHE PACTBOPATLLA B ToueHAe |—2 MHE
B PABHOMEDHYI B3BeCE 083 XA0MNEEE H HOMOAHOB

WCCEN BAKUENG Na THTATENBNGE opeiu ZondKeb
ObTE el pOCTE MEEPOGAIODE TOCH: BhIEPEHBEHHE
npa Tempepatype (I7X0.5)°C, wa arape Cabypo
npd Tewnepatyvpe (22+2)°C 8 teyenme |4 asch

Higanwe ofpkiunarsnas

Nepefeyatua BoCApCYBMNE
@ HM3zgarenscTeo crangaprToe, 19687
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I
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. 2 TOCT ITi47—B6

[T podoivenue
FIHHH!MHﬁHHi NCEGNETEAN xﬂpﬁi_:'"PHI{THl:ﬂ H Hl}pHi
- T — o]
£, Hudexnroudas axTeE- 10 ,
gocTe B THTpAx mo TLLIgp. .
e O A
7. BeappeaHocTh BHVTpHMELEIHO: BREZCHEE BAKUHAN [HHA0e =S
1:! B offiuewe 2 ocw®  nolcsBEEaM  Maceoft I
2 OEr He A0AMHD BMAMBATE HE 3alojekaHiEs # TH-
fent B oTewense 14 EReR
B HumMyiporesinan  axvee- IMpogeRT 380IATH OOPOCAT-COCYHMOE, ROAYYEHHRX
HOCTE Mp0AR0S TEER RO 0T BRAKARMBPODANMLY CUNROMATON, AOARER OuTs e
T AE seEHee T

1. METOROBL MCILITAHME

21. OrSop npob

2.1.1. dam nposefedns HCOWMTAHAA OT Hamaofd cepur othupamr
25 paakoHoR, 15 HCROALIVIOT JAH SHANA3H, 3 ALCHTH XPAHAT 8 apiu-
BE TOCYIAPCTECHHOTO EOHTpOJepa B Tewenne 18 Mec,

2.1.2, dPrakous, NpelHasHAYCHHHE IR XPAHEeHHN, CONPOBOMIAKT
AOKYMPHTOM ¢ VHA3AHHEM!

HaHMEeHOBAHKA BHOnpenapaTa;

OaTh HATOTOBAEHHE:

HOMEPa CEpIH;

HOMEPA KOHTPOJA;

Aate orbopa npols;

ofllero KoandecTRa YNAKOBOSHEX €RHHHLL

ofbEMa CepHH;

CpOKA TOAHOCTH)

Af03IHAYEHHA HACTORMIETD CTAHAApPTA;

AOAMHOCTH H NOINHCH Aunud, oreGpasmero opoby,

22 OnpeaedceHde BHEWHKero ®BH4Y48, ULBETa H Ha-
AHYHE NOCTOpOMHeR nNpHMecH

HNas copegedAcHHf BHELIHErg BEJI3Z, HAJNHYHA NOCTOPOHHEeR npHMe-
CH, MACCEHH, TPelWHH (IAKOHOB, HIMEHEHHA KOHCHCTCHURH KAy L
(hIaKOH ¢ BAKUHHOA TWATEARHO NPOCMATPHBANT NPH OHEBHOM CBET(,

2.3, Oupepnenenne maccoso goan saarn no TOCT 24061 —80,

24 OnpelleNenNHe pACTBOPHMOCTH

CyimHocTh METOLd 3AKNOYAETCR B onpefeneHdd BpEMeHH, Heolxo-
IHMOTO AAA NOJHOTO pacTRopedAs Axoduauzata B pasHoM  ofbeMe
COOTBETCTEYIOMErD PAcTBOPRTENA.

2.4.1. Annapatype u MaTeptaas

las npopedeHHA HCOMTAHHA NPHMOCHAKOT,

TACH
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FroCT Ir47r—86 C. 3

WApHIE  HEBeKUHOHHHe  BsecrHMocTeis 20 em? no TOCT
18137—77;

KAHHWIH HHBEKBIHOHH B,

pacteop GHIACAOTHYLCKHA,

2.4.2. [Iposededue ucnmTanus

B otkputHA daakon o AMopHARIHPOBAHHEM DPENAPATOM NpH 110-
MO HHBRERUHORHOMO WNpHLS 2BO0AT PHIHOAOTHYECKHA pactROp B
paBHOM ofibeMe OT HCXOOROTO obbemMa nNpenapaTta Ao .-':IHIJIZI:IHJIHEI-H.]J.HH.

4.3, Ofipafiorka pesyabTaros

].-.IPI.'!I'.IHFHT rocae BCTPRXHBAHWA ADAMCH MOMTHCTEDG PAaCTBOPHTRECR

B Tewexde | —2 MuH.
25, Onpeneaesse EKOHTaMHHalLWKE DaKTepHadb
Hon 1 rpubkoBoR mHkpodAopoOR

C.!,l':lll_Hlfli.!Th METONE JARAHNAETCHE B BIPEIEAEHHH DOLTE ﬁﬂﬂTE‘FI-I-IﬂI H

:I‘]]I.-Ilﬁﬂ-ﬂ B nNocepax pus III,llI]ﬁ HEHI].H'HI:I Ha MTHTATEARLHEE EJ:I'E,H,I:IT..
25.1. Annaparypa 1 smaTepuatsi

Jlasn npoBEleREN HCTBITAMHA [PAMEHTIOT:
TEPMOCTAT ¢ TeMnepaTypoll marpesa (22+2)°C w (37x0,5)°C;
prakony sMectHMocTsi 100 cmd;

MAMETHH MepHWe BMecTHMOCTEID 1, 2 B 5 cw? no TOCT 20292—74;

pacTeop JHIHOIOrHYeCKHN;

byabon waco-nenroEkuid (MIIB) no TOCT 20730—75;

Gyvabod maco-nenToRksfi nevenounudl (MIIMB) non eazeannosrm
MacaoM;

arap saco-neprounkf (MITA);

arap Calypo.

2.5.2, Mpogedenue ucnsiranus

Hana npopegenus HeneTankws Oepyt He meHee 5 duaxonos. Conep-
WHMOE KEa#aore QaakoRa pacTteopfAnT B 10—12 cM? cTepiabHOro
franoyioruweckore pactsopa. Hz namnporo daaxona Gepyr no 0.5 cm?
H AGN2107T ROCERN He Menee YeM B JBe NpoSHPER © KAMAOH NHTATENR-
ROl cpenoil W arapos Calyvpo. [Teratenside cpeil ¢ MOCEBAMH HH-
KyGupyior npr remnepatype (37+£05)°C, a arap Cafivpo npn temne-
patype (22+2)°C B Tevende 14 1gHed.

26, Onpenenersne HHPEKUHOHHOH AXTHBHOCTH

CYWHorTh MeToAa 3aKNNYASTCA B ONpPefeJeHHH THTPA BaKUHHH
Ha OCHOBAHHH BRIEBACMOID EHTONATHYCCKOND ,'I.E!‘ﬁ:ETﬂE{H B EVIALTYPE
KAETOK W BuvRcyenaw TLO . ..

260.1. Annoparypa o Marepuais

Jaf npoBeaeHHA HCOWTAHAA MOPHMEHAKT

TEPMOCTAET © Temmeparypoli narpesa (37+0,5)°C:
MHKpPOCKON;

npobupes no [OCT 25336—82;

COCYARl CTEKNAHHEE AJA PHPAMIHBAHMA KAECTOK H BApYCA;
MHNETER BMecTHMOCTEW | B 10 cm® mo TOCT 20292—74;
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L. 4 FOCT 2714T—86

PACTBOD  PHINOAOTHYSCKH;

Cpeny OOoLIepHHBEE oIy,

KYARTYDY KAETOK,

2.6.2. fodzotoasa K ucnmrasuio

Hs awopransara pakuHue rovosatr go 10~ zecAarukparhbe pas-
EEI[EHHFIE Ha PHIHOJOCHYECKOM pacTeOpe, Ja8 HCNBITAHHR CepHl oThH-
PAKT CBEMYID KYJABTYPY KIeToX B 20 npolHpRax co cOAOWHEM MOHO-
caoek. B CTepnanHBX YVCAOBHAX CPeIy POCTa JaMeHAIT cRewel noa-

depmuBawwed cpenofi. B KamaoM onwre ocTasaswot 4 opoluprd C
HeZADameHol KyanTypoil EieTox.

2.6.3. [Mposedenue ucneTamia

[To gerwpe npofupyy ¢ BOCIPHEMUHDBON KYALTVPOR KACTOK 3apa-
MAKT palbenenuaMy  pakuues ot 107? go 1077, pofapngwr 1 oom®
PasbeleHds BRPYCE H BLLGEPKHBAIOT B TEPMOCTATE NPH TeMOepaType
{A7T=0,6)°C. Tlpr moMowmd MAKPOCKONAE KOHTPOMHPYIOT LHTODATHYeC-
KHe HIMEeHeHHA B HCNBITYEMEX HHQHOMpOBAaHHMX KyaeTypax. Koney-

HHA YUCT KYABTYP KAETOK MPOBOJAAT He paHes YeM wepe: 5 dHell nocae
IApAHEHHH.

26.4. Ofipafiorka peayasiaros

OfpafioTky pe3yABTATOR NPOBOART BEYHCHASHHEM THTPA HEdeRwE-
oHHOCTH no wmeroay Kepfepa wan Prga w Medua.

27. Onpegefenne GesapefHOCTH

2.7.1. CywHocTs MeTOla 3aKN0IALTCH B BMABISHEH PeaKIHH Nog-
CEHHKOB B OTBET HA NAP3ATEPANLHOE BEEICHHE WM YEBOSHHOW A03H
BAKUHKR,

2.7.2. Annaparypa W MOTepua.ab

Jas npoBefeHsA WCAHTAHHA TPHMEHRIOT!

TEPMOMETD AJAR HIMepCHHE TeMOEpATYPH Teaa;

[INPHIM  HEbeKUHOHHEEe BMecTHMocThe |0 ¢m? no [OCT
18134777,

KanmaH HABEKIHOHHBE,

pacTeop QHIHOAOTHYECKHA,

2.7.3. flodeoroaxa K ucnsTanuw

Ha wamnyio cepHir Baknsus GepyT SBYX 240pOBHX AOACBHHKOR
Maccol 20—20 Kr 1 HIMEPRIOT ¥ HAX TeMOepaTypy & Teuesue 8 gxed.
B nens MooHTaRHS AHROGMARIAT BaKUHHHE pacteopawTt |:1 B dusEo-
AOCHYECKOM PACTBOPE ¢ TAKHM pacueToMm, 9ToOH B 2 cM? passeicHus
RAKLINHE cOMepanoct supyca 8 oo3e 2- 10F TLLD sorcu.

2.7.4. Nposedenue HCABTARLUA

das mpoBeneHns ACOHTAHHA IBYM NMOACBHEKAM BROJAT passefe-
HHe BAKUHHB BHYTPHMHIeYHo B noze 2- 10° TLLO . .. 8 obveme
2 em?,

2.7.5. Ofpaforka peayabTaTos

Cepio BaKUHHE CYHTaloT Oeappegnofl, ecan B TedeHde 14 aued
Noc/ie BAaKUHHALUMH KIRHAYeCEHe NPOABACHHA ¥V NPHBHTHX HUBOTHEX
He HalAKWA3AKCE.
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FOCT I7T947—88 C, 5

28 OnpepefenHe HMMYHOTPEHHOCTH

CYWHOCTE METOAR 33KANYAETCA B HCOMTAHHH NOCCBHOTO BHPYCA,
T3 (NpoN3BOACTBEHHOTO WTAMMA), HCAOALAYEMOrO LAd HIrOTOBAE-
HAR BAKUKHL, B ONHTE N0 3&lLKTE NOPOCAT-COCYHOB.

281, Annaparypa u marepugast

Jas nposeleH#s HCNBTAHHA NPHMEHTT

WNPHY WRLeEUHONHNEA sMecThwocTeio 5 om® no FOCT 18137—-7T;

KAHKH HHBEKUHONHLE;

ceMb BAKUHHAABHWX 303 NOCepHOro BHpyca TI2 ¢ TuTpoM HE HH-
we 108 TUD,,. . . HCNOABEYEMOro A48 HITOTOBAEHHA BaKUHHN,

3 cu? mupyaentiaoro BApyea TI3, BHIMBAKILIEre ¥ HeIdWHUIEH-
HHIX TOPOCAT MOPTAALHOCTh Beme T0%.

282 [Modeoroska K UCABTAHUNK

TIpH HCNETAHHK WMMYHOrEHHOCTH mocessero supyca TT3 {(npous-
BOACTREHHOID WITaMMa), HCHOALIVEMOTO ANA HITOTOBARHHA BaKMHHE,
NpeIHasHaAYEHHOR 018 NepoPpassiors NpHMeseHnd, TPeM CYNOPOCHEM
CBHHOMATEAM 33 2—3 Hedean Ao O#BAASMOTC ONOPOCa BBOAAT NEpo-
PAALHG © CYXHM KOPMOM eXeINeBHO B Tewedue 7 anedt swpyc TI'3
B nose 107 TILO ... - B KAYECTBE HONTPOAR OCT3BNRAIOT Tpex He-
BEKUHHHPOBAHHEY CHAHOMATOK.

2.8.3. flposedenue wcnbitanus

He nozaues 3 fdeft nocde onopoca 3apamanT He MeAee YeM Mo
10—20 nopocAT-cOCYHOB B HCOHTYEMON H KORTpPOARHOR rpynmax Bsa-
pyrenTREM BHpycoM TI3. [las 37oro KaMaoMy nopoCeHKY BBOLAT
NEPOPaALKO BHPYACHTHHA BHpyc B aose 100 JIO. .. B obvese 3 emd,
B reuvenne 14 aneil emegnesso wabawojawt 3a NOpocATAMH, nDorsb-
WHX AOPOCHT YHRAARKT.

284, OfpaoTea peaygasTares

[MpouenT 33lEHTH HCNETYEMOR FPYNnH NOPOCHT  AHYMHCARIOT 100
PRIHOCTH MEMAY NPOUEHTOM BRMHBAEMOCTH NOPOCAT B HCOETYEeMOR
FPYNNe A OPOHeHTOM REACHBAEMOCTH NOPOCAT B KOHTPOARHOR Tpynne.
BeHBaeMOCT: B KORTPONLHOH Fpynne JoJ#Ha COCTABJIATH He OoJee

S0 .

3. NPOTOHON HCNBTAHMA

Aan wamaod nmpoBepeHHON CepHH BHPYCRAKIHHE COCTABAAIOT Npo-
TOKON HCTBETARNA, KOTOPHA J0AMeH COJepHaTh CAeIVIOUIHE TARHHE!

HAHMCHORAHHE WTaMma pupyca TI'3; ;

HCTIOALIOBAHHHA . METD, :

PE3VJILTAT HCMHTAHHA NOKA3ATEned  KANECTRA;

JA&TY HAMOTORACHHA,

NOANACE JHOA, [NPOBOAHBINETO HCTHTAHHE, 9 -

ofioaHayveHle HACTORLIErO CTadisapTa. B
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C. & FOCT 17147—856

HHOOPMALUHWOHHLE OAHHGIE

1. PAZPABOTAH M BHECEH locarponpomom CCCP

HCMONHHWTENH

K, A, Manaxes, a-p ser. sayk: 3. B, Meawomcowwdl, o-p ser. saye, Jl A, Mefs-
HMHORS, o-p smen, Haye; W W Hecok

2, YTBEPH{OEH M BEEAEH B OEHCTBHE Nocrancenenmas MNocygaper-
sennore wommrera CCCP no crasgapram ot 11 gexabpa 1984 r.
M2 3762

3. BBEQEH BNEPRLIE
4. CCHNOYHLIE HOPMATHEHO-TEXHHYECKHME [ OKYMEHTBI

Ofosnawenis T, wa woropeaft Hionep NYHKETI, O0LNYHETA.
BAHA COMAEL NeQETHLTSENE, TIRRE0ESHTHN
roCT 18137—77 d; 281
Az 261
.I

roCT M392—74
rOCT 20730—75
FOCT 2406180
MOCT 25336—a2
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