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rocCT
Texuhuickme yeRombka
Hlood serwm of ma=e an fonl {B%MWF) 232?5—?3.

Specilicativs

iMocTanosnosmesn FocyaopcTacssoro koswrersa CCCP mo crongopram ot 20 centab.
pa 1978 r. He 15348 cpou pehcTEMA yoTako s e
€ 01.07. 1979 r.

Aa 0107, 1984 r,
HecobRogetne CTANAAPTE APECHEAYETCH No JAKCHY

HarTosuui  craniapr  paclpocTPaHderes Hn ChBOPOTKY KPOBH
mepetlax kodud (K], nonyaaemyn of 3J0poBLX EHBOTHRX 3 —
I2-reTHero BOIPACTH, NPeAHAINS4CHEYN 400 HOBWIDEHER  NJ0A0RH-
TOCTH RO ACHeHE OSCOiuiiy ¥ CENbCKOXOIRACTHENLX MIBOTHHX H
OVIHEX 3BEPEii. -

1. TEAHHYECKHE TPEGOEAHHA

I.1. Cupoporis KpopH #Hepebex ®o0wa J0AMHAZ COOTBCTCTROBATE
TPCOORAHKAM MACTORNWTD  CTRNARPTE H HIrOTOBAATLCR 0O TCXHOO-
PIH, VIBEPAACHHON B YCTAHORICHHOM NOpRAKE,

1.2, Cwpoporka Kpompn Mepefuy Kola 0o uaiso-xiMigecknm
HOOHOJOUHMECKAM DORASATENAM AOVENE  COOTBETCTROBATL  TpedoRa-
WEHM 1 AOpMEM, YEGI2HANM B T200. 1, :

TaGanua 1

HammcsosanEe ROKLIITEAS XapaxTepHcTEKa 1 HopMa
Boeiasl bng MMpospospas EEAKMITE © HE3HIUITeALHLM
CEARORELM OCIARDM Ha AHE (riekous
1=er CosuMoHIE-HeATUE ¢ HEpOCEORITHM OT-
| TLHEOM -
Haoueire  npemeceil,  naccekn, He gonycraeica
S BliLeB, TEOMEFEE I

Higanke afuyHANEHOE flepencuarsa EacApEEjess
® Nepensdasie rogbpe 1980 2 ¢ Hoaneweauen M T,
yreepmadeanp & oxrafipe [580 o (HYD 1—I98] 2.).

& Hagarenscrao ctanaaproa, 1981
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Mpodoaseene rada, |

Huumepannmng NoeaaaTesq RAPAKTEPHCTHEER W (IOpMA

e —— oK T

':TE'[I'“HH!I'H':TI:- Tlocenw ma CooLHAIERRED CEAaE ADNHHEE
CLTORATECE CTODILABHEME B TeudtHHE 10 aaek

BUASQHBARHE B TEPMOCTITE TPH TEMICpa-
TYpe IT—38°C B opH TeMnepaType N—QHE?EC

AKTHRHOCTL MY ¢ AHHEDR L]
. e} n ]l wa, ke nepes
BesspepBoC s Beampenma B Toer gooe

1. NPABHAA MPHEMHEM

2.1. CuBoporky kposy ®epefux ko0wWA  OPHHAMEIOT  CEPHAMH.
Ceprefi ewnrgior onpeaeneasoe  roanuvectsnd CHKEK, cmewannoe w
JAKOHCEPEHPOBAHHOE B OAHOA eMEOCTH, npodguisTpoBannoe, (aco-
BAHHOE BO gﬁEE{DIIH, ofoaHAYEHHOE OIHHM HOMEPOM, BHAYULEHHOH
oaHofl AaTofl B COMPOBMGKAAEMOe OLHHM JZOKYMEHTOM O Kadecine.

2.2 Kampan cepua CHE aonsia OmTh NpHHATA HAa DPegnpHi-
THH-HATOTOBKTENE MOCYAAPCTEEHHBIM KORTpONepoM Beecowsuoro rocy-
AapCTHEHAOTD HAYYHO-KOHTPOARHOIO HHCTHTYTA BETEPHHAPHEX Npe-
napatos Muanucteperea cenncrore xossacTea CCCPR,

2.3, Jlan KOHTPOAR KAYECTBa CLIBOPOTKH KpoBn mMepefux kobha
OT Kamiofl cepun npenapara otbupawT Bulopky & pasmepe:

or cepri go 1MW egnmmg dacoskn — 1%, wo ne wenes 4 doa-
HHRB; .

or cepun cedime 1000 enwung  docoskn — 0,.5%, 5o we MeHeo

10 aavoHos,
A Ipr moaysendn HEYIOBIETROPHTENLHKWY PEIYALTATOR HCOH-

TaKHf X0TA Ol No OAHOMY H3 TOKa3aTeaell nmo HeMy NPOBORAT Mo7,
BTOPHE e WCNETAHHA Az yApoenwoll sufopre, otobpannodl oT Tof e
cepap CHE. [Mpr stom yABaNBAKWT KOONIECTBO HCNWTAHHA No HHH{-
,u.uu}; NOKAIATENH.

eIFALTATE MOBTOPHEX NCNHTAHEA PAcHpocTpaHAKT Ha  BCIO
CePHD.

2.5, KonTpoas KauecTBa onpedeneH¥ol cepHH CHBOPOTEH No Tpe-
GopaHio NOTpeGHTels NPOBOJANT TOCYAAPCTBEHHLA KOHTPOAED  Ha
OpeAnpHATHR-RaroToBNTe e an Beeconsuwil rocynapoTeennsn Hayl-
HO-KOHTPOABHEIA HHCTHTYT BETEPUHAPHEX npenapatos MunncTepersa
ceibekoro xosaicrea CCCP.

3, METOAL WMCNLITAHWA

3.1. Meron otfopa npof
3.1.1. ®aakorm oT6HPaOT W3 PAIKHY MecT yrakopkd. TMososuny
hAaKOHoB HCOOABIVIOT A8 ARAJH3E, 8 NONOBHHY OCTABAAKT B apxe-
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BE rocyaapeteesoro koutponeps, Kamawf doakon, npesnasnaten-
WL 1A8 XpAHeHHA, A0MMEH WMETh INTaMI C OTMETKON «apXADs,

3.2, /LA onpefencHHA BREMNEFD BHAA, LEETE, HAJHYIS WK OTCYT-
CTHHSA MEeXaHH4YCCKOH NPHMECH, (IECEHH, XIONBER, NOMYTHEHAS 0 OCal-
Kd AIEKOHE € CHBOPOTROR NPOCMATPHBAIOT B OpoNOLRUlEM coe-
Te, BCTPAXHBAA H MePEROpayNBaT BHHI BpofiKkami,

33 Onpefencuue cTepHIBHOCTH

3.3.1. Annapargpa, Matepuass u peaxruan

Tepmocrar ¢ Temneparypoil narpess 37—38°C.

ABTOKJIAE,

Mpotnprn crexaauneue no TOCT 10515—75.

denakons BMECTHMOCTH 200 M. )

Gaug aojsnan.

lopenka razopas.

Tenetkn pMectumoctuie 10 g,

ITuneTkn nacreposckue.

Bopoukn crexaannue,

ITpofikn paTHo-Mapiente.

TuALTPE GyMaRAbE.

IMenton cyxoi hepmentatusumi no FOCT 13805—76.

Arap wmukpofuonorusecknii no UOCT 17206—7] man apyrof
Mukpofiosorngeckui arap,

d3CHHH MeanuHacErl no DOCT 35828—72.

3.3.2, Nudeproara K ucrisTanumw

lotoBaT B cooTBETeTBHN ¢ AcHCTEYOWLEH peUEnTYpOl  MAcomen-
rofntd arap (MITA) c© 05% rookoaw, wmaconenTomneifi  Gyawow
{MIIB) B cooteevcTenn ¢ Tpebosawnsmy TOCT 20730—75 ¢ 0,59%
raokodu, arap Calypo, MACODENTOHHMA — NEYeNoMHEHR LT
(MIMIB) noa mazemumonkin Maciom. Cpelw paanHBawT B npofinpEH
ng 5—7 s AR aspolHuy o 10—I12 ma ana  anaspolHBX  EYABTYD;
B (prakonsl — He mesmee 2/3 suicoTh (aaxona. [lpoGepks v daako-
Hbl 3EKPHBAKT BATHO-MAPNCALIMH OPOOKAMH H NEPraMenTHEMI Koa-
MAYKAME | CTEPRANSYIOT B asTOKNage B Tedenwe 30 Muw  npw
0,15 MITA. Cpenn aoasinn OHTL CTEpHALHEMI,

3.3.3. Hposedenue ucnmranus

[loces chpopotky KpoBd KepefuX KoObA TPOHIBOART HI Ka®-
Aoro oTobpaunore Aas wenktasin daaxona CHE,

Mpi sekphiTHA QAIKOROR KONDAYKH H TOPIRIWKN TILATEALHO OpO-
thpawT Batofl, caovesHol TO%-HEM 3THIAOBWM COHPTOM, HAH OOH-
F4WT HE NJEMEHH Ta3opol TOPEJAKH WAH COHPTORKH., AJK0MHHHeRHEe
KOAMAMKH CHUMAKOT METAANHYECKHM KPIOUKoM, npodaamiEpons HHEM
Ha TAamcxd ropeaxn, doayerimo npoTexate M CTePANHIOBAHHOH
Hraod. CHROPOTKY KPOBH Mepefmx KOOuA Gepyr cTepiisHOl nHner-
KoMl wan WOPHIEM B CTEPHALHBI  VCAOBHAX & CTEPHALHEIX  OOHCAX
HAH YHHBEPCANLHEYX HACTONBHBIX DaKTEpHUNAAHX KaMmepax),

KoAHeecTBO NOCEBHOrD Marteplana poamue OuTh: AR Hocaego-
BAHHA Ha a»pobm 8 npobuprax — 0.3 ma, so duakonax — 1—2 ma;
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AAR HCCAEACBAHHA Ha aHaspoim B npoGupkax — 1 wma, Bo Quako-
Hax — 5 M.

JLas HONTpoam  CTePHABHOCTH Cped o ACKIOYEHIN  KOHTAMINA-
NHH X MHKPOACPOR 0 HEPHOA (100 CEOE 1 HHEYGRLHE  GUHOBPCRET-
o ¢ Npofiprose B paERenaMI, na KoTopue J:IUEEF[HJ:-‘I Hpofiu Clo-
POTEIL, 0 TEPMUCTAT CTA0AT RONTPOIENLE Upodn  cpea (s goceson
1a HHX).

jl|m||:itt;:m| TR BT BLACPHHRAWT B TCPMOCTaTe Rpi TeMIepa-
Type 37 38", o oo cpeaii Catypo npn 20—-22°C u reuenne 10 gned,

PraviLmare yUNTERIOT CORKEANCEI0 OCMOTPOM, 4 B Caydse  ppo-
PACTAHNY CPUisl UPHMCHAIOT MHEPOCKOHIRYECKOC HOCICADHINNE,

Cpean B npolnprax o PAAKOBAX BOKHEL DUTUBATBCR  CICPEL-
HEMI,

J4 OnpejedcHie aKTHRNOCTH

34,1, Hocyda, marepuaas b peasruas

Hpamigpi prectamocte P00 1 150 4a,

Tlnnetin precTiMocTer: 1 M,

| thneTkn nacTepopekne,

Koatu ppecTHMOocTRe | J,

342 Nodeoroara & gonwrann

ARTHRHOCTE CHBOPUTEH POkl &epedmy Rodud AMCOpAKT B Mu-
WHHL X COHBENLAX (M. 2.},

MHH.[HH.‘HI EOMHIINE MITHNTMAEN L KON HYCC T l'[J!!H_.:LL]TEH]JJIIHI’I:}
FOPROHD, COLEPIAMCIOcR B PAsSBCACHHOM  NPCIapate, CoocofHoe
uepesd 72 4 MOCAC MOIKGEHAOTS BEEACHNH BHIBATL He MCHCE  40M Y
G0% nenomopodpeaws (nehauminney) caMmor Conay Mumen 1 Bos-
pacte 17—23 aweir, Maceoi 70— r sunoe yoeapmenne porosE T
M OTEPETHE BJaTANWILY,

Concpsamoe 0TOOpARNEY A0 HenWTanua aokonon CHRE  oMme-
WHBAOT B KOA0C BMECTHMOCTIO | 0.

Ian cnpencaenun THTpa COHKK v | ma curopoTke  JofasanoT
(UIHONOTHICCKINE PUCTROD B KOANMECTBE, YRalandHos B taba. 2.

. TaGanuwa 2

Divweds it J' UiGea ifilenio JI| Ll ipanis-

R TR TUERT BTN T FOCHUC U HUTS i o i L
LK, P TG, ROT {',M-:E PACTHORG, EdTupridl [t Y PoLTEOpE, Kool

sl | BERS] Cee [T B e | S
a0 1& [ Gy H 20 47
100 ) L 140 a5 Gl G
120 23 200 3y [ 280 5t
140 ar a0 43 |, 300 0

NMpumeszane Tlps wooSXogHWOCTH PA3IBEICIHA MYOAOAR AT,
{ Hamenennan penasuna, Ham, N 1),
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343, Mpoaedespe yensiranus

Ana onpegeneran aKTHRHOCTH CHEBOPOTKN Na KaMioe pajsene-
Hie fepyTroo 5 Geawx mumed, [Tpenapar noanesnT BHOVCKY Q4R
MPaKTHYCCKOrD NPAMEHERMA TPH aKTHEHOCTH ero He menee 100 s.e v,
v 344, Otpafiorka peagastarcs :

THTP CHBOPOTHH COOTBETCTBYCT NPEANOJATAEMOMY ML B CAY-
Yae FEHOTO YBCARYCHHR MATEN (NOACKHTEILHIA  PeAKUHA  OUEHH-
BAETCH OT DAHOID A0 TPCX KPECTOB) He MeHEe UeM ¥ TpeX NI TATH
MELIEH, BIRTHY ANA HCNHTANHA,

35. Onpefensenyne GeappeIHOCTH

Marte Geawm mumam Maccodl no 1820 r MoIKoMED, B 06AACTE
COHHE, BROAAT o (L5 M1 WCNETYEMOR CHBODOTHH KpoBH Wepefox
KOOBI; Tpes MOPCKAM CBHHEaM Maccol no 350=—400 r — no T M.
3a mwpoTHEMN Habaptawr 10 ared, Bee MUBOTHHE J0MKHL OCTA-

BATHCA MHBHMH H KIHHHIECKA 300POBEIMA.
|

4. ¥MANOBKA, MAPKHPOBHA, TRAHCNOPTHPOBAHME M XPAHEHME

4.1. CupopoTky EpoRs Mepefux Kofwn dacyior no 200 w1 B
CTEpHNBHEE HIAKO0HN, KOTOPHC YKYNOPHBAIOT PEINHOBHME npobka-
MH H OBKATHEAIOT, METANAHUSCKIME KOATATKaAMH.

42. Ha xamnwi#i duakon c npenapatron CIKEK makiensamwT aTH-
KETEY HAH HeCMEBaeMOf kpackof no tpadapery HEHOCAT —CHELYIO-
mipe ofO3HAYEHHA o

HEHMEHOBAHAC NPEINPHATHR-HATOTORHTEAR W £ro ToBapHuf 3HAK,

HAHMEHOBAHNE OpenapaTa;

KONAYECTRG CHBOPOTEH, MJA:

HOMED CEpHM;

HOMED TOCYIAPCTEEHHOrO KOHTPOAN;

AKTHBHOCTL, M.e./MA;

TATy HArOTORAEHAN;

EPOK TOAHOCTH;

VCAOBHA XPAHEHHA:

OB0IFANERAE HACTORMETD CTARIAPTA.

43. QnawpRd ¢ CHBOPOTHONR YHOAKOBWBAKT B ACDEBAHHHE, da-
HEPHLIE WAK MOAHCTHPONORWE RILHKH Maccoll 6pyTTo He Godee 20 r,
HMEWne Reperapoird, ofecnevneanlliie HeNOOBHMEOCTE H UEAOCT-
HOCTH (hAaKOHOR. ' _

BryTph Ka®ioro SMAKA BRIAZWBAIT HACTARTEHHE NO TPHMEHE-
HAw npenapara CAK o KORTPONBHER JTRET ¢ YEaZaHHeM:

HAHMEHOBAHHA Npenapara:

EOMTHYSCTEA NPENApaTa b AMHKE,

HOMEDA CEPHE; '

OATH yNaEoBKI;

HOMEPE HAH aMHANE YIAKOBIIHKA, ' i
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4.4, Kawgyio  Tpavcnoprivie  eanumiy  mapknpyior na DOCT
1419277 ¢ ykasanHes CAEAVWIIAX AOTOMANTEARHBX JLEH X

NANMEROBAHER TPEANPHATHA-EOCTEOIIMKA W re aIpecd;

HAMMEHOBAHNA OpFadisagi-noTpeduTe a 0 e afpeca;

KOVIHQECTBA AEKOHOE B ALLHKE;

HOMEDPA CEpHUH;

AATH HATOTOBJCHHA;

VCIOBHIE XpaHeHHT;

Maccu GHpyTTO;

CHOKA THAHOCTH,

of02HaAYCHEA HACTOAWIETD CTAHAAPTA.

Ha ®amIHi ALHKE HaNOoCATCR NpeIynpeldTeIbiMe 0a N

sbuonpenapate=, «Qeropoiin, cTekaos, «bepeyn oT saMapami-
BAHHA § NEPErPEBas.

4.5, Cupoporky kpoRyg #epefux Kol Xpa#uaT B MOMCLLCHHH
Bies ,ﬂ_ﬂt’?‘ﬂ& cEeTa nmpH TeMucpatype 2—10°C,

4.6, CUBOpOTEY KpopH #epedwx ®ofbln TPaHCHOPTHRYIOT  BCeMA
BHAaMH TpascnopTa npy Temnepatype 2— 1070,

Honycxkaeren tpancnopTHposanue CHE  npu  Tesncpatype  He
pume 20°C. [Mpw 3ToM CpoK  TPAHCNOPTHPOBAHHA HE OOJIKEH npe-
BHINATE 10 CyT.

§. TAPAHTHH H3roTOEMTENSR

5.1. HarotoBuTens rapaETHpPYeT cOOTBETCTBHE CHBOPOTKY  KpODH
wepelws Kol TpeBOBARKAM HACTOAULErD CTAHRapTa npi cofamme:
HEA NOTPeOTeReM YOAORHA TPANCHOPTHpOBAANA o Xpaneins, Papan-
THRHE cpoK XPAaHCHNA CHBOPOTHU KpoBH wepefwy kofu: — 1.5 ro-
Ia ¢ MOMEHTA HATOTORJACHHTA.

[lo wereueknn YKa3aHHOTO CPOKa  CHBOPOTKY KpoBil  Kepoduy
Kofis MOABEPramT REnmTanme. TIpn YOTAHOBJISHHH AKTHRHOCTH  He
nEme 80 M. e B | Ma cTepRARNan W Gesspeanas copus CHK somer
OHTH HENOALIOBAHD B TEYCHHE YCTHPOX MeCTLen.,

Poxastop 8. C. Bafwuxd
Texuwueckedi peaaxrop . K. U podfiwredn
Koppestop 3. 8B, Murmi

Codne o Baf, WA Mome. & mew, MRES 05 oz 040 yo-@an a0 Tup. SO0 Llees 3 man.

Crpatdia =304 ¢ TToueras [lararmsctas crangapran, Maocena, 0-307, [Iesonpecsedckal oep . o 3.
EALEACIEAY  THEOrpapEA  MEaleTeascTea  oTawgapion, ya. Musgayro, (204, 3us 308
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Hamerenwe N ¥ TOCT 20275—78 CwBopoika Kposd mepedwx wodua {CHK).
Vexnndeckne yeaoana

Nocranosaerwem [ocyaapcraensore womuréra CCCT po crasgapram or 26.08.86
J8 2487 cpox seenenMa ycrasmoBaen
¢ 01.01.87

Moig wausesosanpeM cTaHiapTs Npoctasirte keas OKTT 95 H264,
Mo BoeMy TEKCTY CTANAIPTI FAMEHNTH eANNUUY. ALT Ba CMY.

(Mpodoawenne ca. ¢ 280)

{Tpodoanenue usmenenun x FOCT 2327578}

[Tynxr 2.3, 3aMenAT: cNOBa: «eOHHHU dacoBku» Ha wpmakouos» (2 pasa).

Nyrxr 3.1.], 3aMeRnTe cA0BO; <YN2HOBKA® HA <YNIKOBOMHHEX eLHHNL,

Myuxr 3.3.1. 3aMednte ccwaks: TOCT 10515—756 ma TOCT 25336—82, TOCT
17206—71 wa TOCT 17206—84, TOCT 3582—72 wa TOCT 3582—84.

[Myuxt 3.4.4 nonoawsTs cAcRamMi:; «JlnR PWPaMeHHA AKTHEHOCTH B HHTepHAlHo-
naawnibix epdAutax (HE/cw®) nokasateds rosmanorponsof akTHEHOCTH CHBOPOTKE
kposH epefux koluwa B MUINIHEX eanHAnax (M. e/cw?) pedsT xa xozdbduurent
2.3 H IIII].T:I"-IHHJT JEKTHREHOCTE B HH'I"E.'PEH'ILE.D]{E.HI:HHI Sl HHHUaxX»,

Myurt 4.3. 3aMeHnTh CAOBD: «YNAHOBHH® HA <YNAKOBLBAHHAR,

(UYC Ne 11 1986 r.)

K OHTP. 2K3 |
Tnumgﬂ 3 l‘. Dl_:jl‘ 23275—78 CHIIIPEIII'IPBIII‘IHPI&EI“ mﬂu.'r x!‘[EH(I{]'.

*,--l_'n:pntmi':il,lw » Aeficreue Tlocramosaeswem PocyaspcTaeRNGro (TeTa
+ CCCP no cramxapras or 27.05.87 M 1713 d ﬂ.“ ay -
N . ©  Hara ssepennn 01.11,87

o BeeMy TeKCTY CTAHAAPTA 3AMEHHTH NMNHUM: MA Ha o, A Ha ;. -
Myuktw 2.2, 2.5, Samenprs cnoss: «Munncreperso  ce - a
CCCP ua «locarponpon CCCPs o anexoro. xosxherea -

ITysxr 4.1 nonoawdts chosawmu: eflonyckaerca norpewHocTs npu qmmsaﬂu:i
L

+3 4,
(HYC Ne 8 1987 1)




