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FTOCYJQAPCTBEHHB A CTAHAAPT POCCHHCKON ®EAEPALLM M
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Jara epenenmn 199E—07—01

1 OBJACTL IPHMEHEHMA

HacToauwHil cTalBapT vCTaHARTMERET HOMEHEIATYRY MOKIIATENeH KIYecTRa MeHEePATOROR PaaMo VK-
AMA0E (Aa0ee — reHepaTopoR) mna MefHUHHCKHY H TeXHHYeCKHXN Henel, BUouasMbX B TexHHYeckns
sagauma (T3) Ha HavIHO-HCCIeIOBATENBCKHE H ONETHO-KOHCTPpYRTopCcKHe pabotw (HHP u OKP), megn-
Ko-TexHHveckue Tpebopanua (MTT), a Tak®e B CTAHOAPTEL, TexHH4eckHe vonosHa (TY) H kapTel TexHi-
YECKOD YPORHA M KAYeCTsa Npoavkudd (KY) Ha redHeparop.

2 HOPMATHBHLIE CChLTKH

B wacTosmies CTAHIAPTE HCNOTEIOBAHK CCLUTKH HA CASTYIDUIHE CTANIAPTEL

FOCT 2700289 Hates#HocTs B TexHuke. DeHOBHBIE NOHATHA, TEPMHHLL H QMpeneienm

OCT 1291659 TpaucnopTHpoBaHHE PAIHOAKTHEHEX BELLECTH. TepMHHEl H onpeasaeHit

FOCT 1548481 ManydeHHs HOHHIHPYROWIHE H WX HiMepeHid. TepMuHbl H onpeneienis

MOCT 16327—88 KOMMIEKTH VIAKOBOYHEE TPAHCMOPTHRIE T4 PAIHOAKTHEHMLIX peinects. Oduine
TeXHHUYECKHe TpedoEaHH

3 ONPEIETEHHA

B vacroames CTAHIAPTE NPHMEHAKT CASIVEMLIHE TEPMHHE ¢ COOTEETCTEVIOILIMMH OTIPE IS TeHHAMH.

3.1 lenepatop paTHOMYENWIOE — TEXHHUYECKOE VCTPOIICTEO, COTepMallee pagHoHyICTHAHVIO mapy'' W
NOIBOIAIGLES BRUIETATE J0YePHIN PaaHOHVICTHI.

3.2 Teeparop MEIHUHHCKHA — reqdeparop, MO3IBETHOMIMAA BREIENHTE A0depHHE paaHoHyEINE B BHIe
apuMAlEBETAYECKH MPHEMASMOrD (I COBMECTHMOID ¢ HHUM) NPenapata 108 NpEMeHeHHd sin vivos?' &
METHLIHHE.

3.3 lNedeparop TeXHHYLCKHH — reHepatop, NOSBTHELHA BLIISTHTE J0MePHHA paIHOHYEIHI B BHOS
APEIapaTa, MOKASATENH KOTOPOTO VIOWISTEOPHIOT Ledfs NpUMeHeHHsS B HAVES (KPOME MeIMiMibLl) M
TEXHHEKR.

34 CocTapHee 9acTH redepaTtopa’

341 CenapHpvioliad CHCTEMA — CHCTEMA, COIePRalnd palHoHVICTHANYIO [apy, HMewllns GO0 |
BRXOT B 00SCnetMBnNad B COBOEYVTIHOCTH © HCXOOHBEMH XHMHYECKHMH B2UIECTEIMH OTIeNeHHe Jodep-
HEND PRIHOMYEIHIA 0T MATEPHHCKOMD B BILIE NPLOApaTa ¢ TpedveMBIMH XapakKTepHCTHKAMM.

U Panmsosy i HaHAR DapE — MATEPHHCKRA 1 2092 pH i PRusoHy KT, HEXMIAIASCE B THHASM ECKDN PalikLE-
THBHOM PEBHOBECHN,

2 MNpusenenne Npenapari cnocoboM «in vivos — BBEISHNE TPETIPaTE SHTEPLILHEIM KW NAPEHEPL bHLM Y-
TeM B OPTAHHIM  4eIoBeKE.

A KOHEPETHAA COBOEYVIIHOCTE COCTABHEIY HACTeR ONPeIsiqeTed SaepHO-{HAMMECKHMHA CRBORCTEMH NPHMEHAEMOE

B FeHEpATORE PAIHOHVEIHAHON MEPE, KOHCTPYEUMEH MeHEpATORE M TEXHINECKHMH CPeICTEMI PAIHEIHOHHOL
sanTel e DOCT [6327

Haaanme odmumsinmoe
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3.4.2 TpaHcrnopTHaA CHCTEMA — CHCTEMA, TPEAHATHAYMEHHAA ANE THCTAHUHOHHOIG MOIB0IA K Cerapi-
PYIOILEH CHCTEME HCXOIHBIXY XHMHUYSCKHX BeIUecTs M AT AHCTAHUWOHHOINO OTBOLA OT CenapupyloLie
CHCTEMEI BRUIENEHHOTD JOYepHETD PATHOHYEIIHIA B BHOE Npenapara.

343 CHeTeMa repMeTH3aldy — CHCTEMA, HCKTIOMAIILAA TTPOHMKHOBEHHE PATHOAKTHEHOTO BEUECTRA
H3 TEHEPATORa B OKPVHAKRWYID CpeIy OpY ero XpaHeHHH, TPAHCTIOPTHPOBAHHH" W 3KCIUTYVATALMH B
KOTHYECTEAX, MPERLILTAWIIMX YCTAHORIEHHBIE HOPMIL B TEYCHHE BPEMEHH, HE TIPEBLINANILETD HATHAYEH-
MBI pecypc.

344 PagvauHoHHAA 321UHTA — CHCTEMA, APeIHAZHAYMSHHAA TS NPeIoThPAleHHd WIH YMEHLIIEHHA
A0 VETAHORTEHHEIX HOPM BOIICACTEHA HOHHIHPYIOIWETD HITYHEHHA HA DHONOTHYECKHe DDBEKTEL.

345 Oxpansas tapa — o [OCT 12916,

35 NMepudeprueckan CHCTEMA — KOMIVIEKC TEXHHYECKHX CPEICTE, NMpelHaiHadeHHLA 1A obecneye-
HHMSH MAKCHMAIBROTO YA006CTEA W De30NACHOCTH NOSBIOBATENA NPH IKCIITYATALHH TeHePaToa.

3.6 Hwioman == no NOCT 153454,

37 Crapropsid HYEIHI — HVETHI, IPpUMeHAeMEN B KAYeCTBe MHLLESHH ITPH oDVNeHHH He R TpoHasMH
HIH MyYEAMH JapeHHBIY YacTHL 18 MOIYYeHHA MATEPHHCKOND PATHOHVEIMIG ¢ TPebveMBIMH TEXHH-
YECKHMH XaPaKTepHCTHEIMM.

4 HOMEHKJIATYPA MTOKAZATEINER KAYECTBA

4.1 HosenknaTyvpa nokazamelell KauecTEd reHepaTopon H XAPaKTepHIVEMEIE HMH CROICTED NpHBCICH L
B Tagnaue 1.

Tabawwa |

HansMeHOBAHHE NOKDEATENN K9eCTED Hansenosanne AAPRETE PHEFEMIFDE CHOHTTH

I Mosaaareny @a3Ease N

1.l Cootsctorane NPCriapaETy '.I'[!I'I:‘EHIIH-LI.HHHM. YOTHHOBRICHHEM  H Kauecrso npenapaTa
lZIIIi].F}Mi].Bi.L'I]IL‘j:IHH:'II CTHTEH.‘-G“ H TCXHMHCCKHX ".'L'.'.IU]!-I-IJ'E?.'II

1.2 Brixos gosepHero puamoHy L e K THEHOCTE PADOTE TEHEDETO L
1.3 Bpems  mid OCVIMPCTRISHHS  OJHOID  UHEL  BeUeaeHud | OoepatuesocTs padors © OBy HMes
{3 POBAH MR ) BOYCPHETD PEUTHOHY ETRAA {penaperra) MPABMA, YCTRHORTEHHEY [1]

1.4 Muorokpatsocts  Beaemsedns  (amoumposanin)  gosepaerd Pecype redeparopa
PROMOHYERLA (Npenapata)

2 KoHCTPYKTHBEHERE TH0OKAKITEIH

2| labapurasc pasMeps KOsk THOU TS KOHCTPYKLHH

2.2 Maces reneparopa Pucxon smarepuans npe HAorORIeHHE.
VaoGeTao TpaHcnOpTHROBE

3 Mokazareny HaISEHOCTH

31 Beposteocrs Oes0TRaIHON paforl Besorsaanocrs (DOCT 27.002)

3.2 Huzuwauennnil pecype (HF) Aonropespocts (FOCT 270025

4 MNokasarenn SKOHOMHOTD HCHOITEIOBLHHA CLPRH

4.1 ¥aenbHbll pECXO0 METEPHHCKOTD PAUIHOHYEARDA FEOHOMHOE HCNOIbIOBAHEE Chiphd

4.2 ¥oenbHlE pacXOd CRTTOROIT PROEOHY KT FEOHOMHDE WOTO B HEIHEE CLIPhH

5 Dprodosmeueckni NokaETeqL

5.1 ¥ownme no nepeye s HER [eHepETome! Jerkocte ® vooBCTED  3KCTIAVETALIMM
I W E Pl TOp

O SCTCTHMECKHE TIOKAETEIN
6.1 PauwosateHocTs  opMel redepaTopa W sneseHToR  nepud CooreereTene  popMel reseparopa M
ipeprteckol CHCTeME FEEMEHTOR  Tepaepryeckoil CHOTEMEI
ONTHMANBHOMY YAOBRISTBEOPEHHKY MOT]R-
DMTENBCKHY CBOACTR. HX SCTSTHYLCKOD
BOCIPHATHE

' Man repepatopon, KOHCTPYKUKRA KOTOPEX NPEIVCMATPHBAST TPRHCTIOPTHPOMLHEE.
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HanseHoB ERE NOESTITET KINECTRD

HansueHosanHe xapaeTe PHEFEMOMNE CROHCTH

6.2 KosgadunenT  CTeTHMHOCTH  VIEAKOBEM o MAPKHPOBOMHEN DCTeTHNCCckos BOCnpHATHE

Hagnuwceiit’

T [Morazaresy TEXHOOOMHYHOCTH

7.1 Tpyaoesrocts sarorowieHud (1) Konusuecrso v ypoBeHs xBanmpusaimm

AATPAMCHHO T TPVILE

7.2 ¥aensHas MaTepHaIOcMEOCTh

Pacxon
VKLU

METCEDHATEA HI COMHHEDOY Dpo-

7.3 I'hm'.rup-l{u-:: HCTHUTR M HHE KOHCTRYEITHOHHBIE MATEPHILTOE

Yueusmenue TPYAOCMEDCTH  HANOTIEEE -
HHH NEHEpErTOm

8 MNokaarean TpadcEopTabeanHos T

1 Cpemnns
THOPIT I BAH AR

TPYAOCMEDOCTE  MOONTOBEH ITHCPHTOPE K TEEIHC

CpoaHas  JaTpaTda TPYEA  pM O
BEACHHOM YPOBHE KB EALHE ACion-
HHTEARH B MEXEHIIAUHE NPoUecca

8.2 Kosdepmuwest tpascnoprafensHocm’

TpancnoprafenbHOCTL

O [Mokaareas CTAHIaPTHELLRN B YRR

0.1 KosdupruweHT npUMecHSEMoCTH YHEQHUHPOBAHHLLY 3000Me HTOE
[E:m]

Baanmosame HREMOCTE | PEMOHT A0 -
HOCTE

10 TMarteHTHO-NPABOBEE NOKEEATETI
10,1 Mokasarens naredtrod suerors (T o)

MarenTHas vucroTa TCHERETODE l[_."'JL'II!I
crocnha THREY T HHEAE IIpE T na
OTHOIEHHE K OIpeicicHHBIM CTREHAM

10.2 Mokasarens narerriod wers ()

CTensHn JELLIHTREI [EEITEHTAMHA H

HETOPCENME CHILCTCNBCTEBRMEA

1T SkooormyeckHe MoKLIETEH
T PapmoasTHenoe 3arpsideHie IOBEPEHOCTH MeHEPETOPa, YiaKko
BOMHOTO kosMitackTs Tpadcnopraoro (YET) win oxpaunoil taps

Henpepsiuenme HOpM,  YCTEHOBIEHHEIX
aokysentamn [ 2], [3]

112 3arpsiadeHEocTE MOBEPRHOCTH redepaTopa, YT wan oxpaunoi]
TUPE TOKCHYHEIMI B IECTBAMN

I"ttll[l‘l_‘l.'.hllutl{liil_' HOPM, YCTAHORTCHHELK]
ILUIH TORCHYHLLY BCLICCTH

113 AkTHBHOCTE MHETEPHHCEOTD POAHOHYENHIA B TEXHIGAONHMCCERY
OTROHAN HE CHOHHEFLY TIPSRLY ELL A

!-"'HH,I.IHIJILHI{I-IH.II HiHl

OKPY B KLY I Sy

HArY 2KE

12 Tlokazarenn palMEEaoHHeH DEI0nacHoCTH
121 DMepMeTHyHOCTE FeHEpaTopa

{:UHFHHHl}C?b TEPMETHUHHOCTH B OTCMCHHE
HEZHAYCHHOM pocypoa

12.2 PanmaumoHHAR }'I."I"I.'IIi"IHI!'I.'I"L".I'b N JEMHTHEE CHOECTEA KOHCT
PYEMAOHRDID MATCRHLE ICHEPETOR

CrocobHocTs oo NPAHATE PEULHEALHOH EY A
}"L_I'liil'il'-ll'l BOCTE W JAMHTHEE  CBROMACTEL
L8| DI HOCTE fifn kit HEl TOBCPXHOCTH

FEHEPITOPE

13 CannmapHO-rHrieHHHeCKn i KT L
1230 XuMHYEckas U KOPPITHOHHAT CTORKOCTh

BoamomHorm: .'-.1IIﬂ['E!II'.FI-HTHﬁIﬁ IERIKTH-
BHIEHH, DT1H I'[-IiH!HIJIIH M li.'fl."l.'I'I-L'II1.-IHII.II'1I!II

I s MeddusHCKHY MeHEPATOPOL.

HoMnm rexmuueckux  reneparopos. TeXHHUECKHE  VOIDBEHH HE  TCHEPATOPEl OOCLEKHE CONCEATE  PAAHA
LHOHHO-XHMHMECKHE XAPAKTEPHCTHEN SIIEET.

' Tonkko AR TPEHCNOPTHRYEMELY TeHEPATOPOR,

M DUeHHBIETCR SKCTEPTHEM IYTEM.

oMpusensor  ass gosispausentas: 0 — 439 CTAUMOHAPHEX TeHEpITOpoE; | — 438 TPaHCHOPTHPYEM

ICHCPETOPNE.

&} ..U.L'ZI-HI'—]('JL"B’.LI.HHJ H CTEPHAM I HE DPUMCHAKDT TS BEO LAH MECOTHUAHCKRER MCHEPATOPOE

4.2 AndasdTHBi nepeyers MOKAZATENeH Ka4ecTsa NPHUEEISH B MPHAIOESHHH A,
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5 IPHMEHAEMOCTb ITOKAZATEINEH KAYECTBA

31 NpHseHgeMOCTE MOKATITENeH KadecTsa redeparopos, BETOYEHHEX &8 T3 wa HHUP, T3 na OKP.
MTT, cramzapred, TY w KY, npuseaena 6 tTabauue 2.

laGnnwa 2

Homep
AORALATENN (10 T3 va HHF Crananpre T3 wn OKP TY K.Y MTT
rabamge |
I.1 b - + : -
1.2 t + d t $
1.3 + {+) + + + $
[.4 ¥ t * t t ¥
21 (+] {+) + + ‘ -
22 {+] i+ + + + $
KR [+ b + + g :
32 i+ + - + 3 +
4.1 [+] + (<) + b (+)
42 i(+] 4 (] — + (+)
L | (4] {+}) 4 {+3) [+ +
bl — — =] L+ J [
b2 — — [+ {+} d i+
T — — - — ¢ i+
7.2 - — + — + {+]
1.3 — — % [+ b i+
| - — - j 1 -
8.2 {+) — %] L+ d [
9. - — + — k —
11 (+] — (4] — F (+]
1.2 {+1 — () — b {4+
1.1 b - } k -
) ¢ - } k .
1.3 ¢ - ; k i+
1.X.1 + 4 } + £
122 b + f k +
13.1 b - i 3 -

Mpesmevanus

| B mafnuue 3HOK o+ OIHAMACT MPUMEHREMOCTE NOKEITON, SHAK of +)s — OFPUHMYCHHAR TPUMEHAEMOCT]
IHAK d—3 — HENPHMCHASMOCTE CODTRETCTEYEMUMY NOKLIATeIei,

2 [pusensesocts nosasareaci B rpagax «T3 va HHP: o «Cransapras onpeaeaserca temarxod HHP
COOTEETCTEYRMLEM BHIOM CTAHITMPTE
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MTPHAOKENHE A
{onpaeosrne )

ANGABHTHBIA MEPEYEHB NOKAJATENER KAYECTBA

Tatnwnwma Al

Homep
Halrme sy Ee nokaiaTess KaecTa NOEATITCAH Mgy
Tafnwne 0

AKTHEHOCTE MATCPHHCKOND PAEHOHYETHIL B TEXHOIOMMHECKHY OTXOEEX HE SIHH LY [IPOJLY LN 113
BeportHooTs DEaoTKaIHoi padorsd LR
Bpess 408 OCYILSCTEICHHA DIHOM LHETE BRUBECICHMS (AIHPOBIHNA] TOYEPHEND PEIHOHYICTHIY

{npenapars) 1.3
Braxom gouepHero parsoHyInga 1.2
[abapHTHEE PEEsepbL 2.1
[epMETHYHOCTL MEHEPATOPL 121
JArpaaHeHHOCTE NOBSPEHOCTH reHepatopd, YET man Oxpuasoil Tape TOKCHMHBIMH BElecTEaM 1.2
KoadupuuseHT npHMeHAEMOCTH YHHPHUAPOBAHHLIX JICMCHTOR a1
FooadpusenT TpaHcnopTafesHOCTH 8.2
Foospduse HT SCTETHYHOCTH YIEKOBKM W MAPKHPOBKH HATIHO B2
Macca reneparopa 22
MHOMOEPITHOCTE BEUIENEHNA CUTHHPOEHEA ) J0MEPHEN PRIHOHYEINGE {npenapars) 1.4
Hasnavuennnid pecype 32
MoeTopHOE HCOOARIDEAHNE KOHCTPYEUHOHHLLE Ml TCPHEI0E 7.3
Mokasarens nareHTHOE 3N TE 1.2
[Mogasarens MATEHTHDOE YHCTOTE 1.1
PammaumoHHAR YoTORMHEICTE B SEUIHTHLE CHOMCTRE KOHCTPYELMOH O MATEPHLIEL IeHEPaTOpR 2.2
PuosoaxTHBHOe Jarpsases HEE NOBEPXHOCTH TCHEPETOPE, YIKOBOMHOM KOMIIEET TpELHL'-r[D]:I"EHI:JFn

(¥KT) nan oxpaducit tape 1.1
PausoHunsHOCTE (JOPMEl TEHSPATOPE M 3IEMEHTOR HEPUIPEPHYLCKONR CHCTEMEL i1
CoOTBEETCTERE  NPenapaTd  TPeDOBAHMAM, VOTAHORICHHLEM B apuakoneiines crateax i

TEXHHMECKHY VOIORHAY 1.1
Cpensss TPYVIOeMEOCTE IHHIFOTOBKN MeHEpATOR K TR HCHOFTHROBEH KD &1
Ty aoEMEOCTE WATTTORTEHH 7.1
W ARHEH METEPHLIOE TS 7.2
YieapHe i PO METEPHHOKOND POIHOHYEMEE 4.1
YieARHEI PRCXO CTARTORITT DaUlHOHYIIIA 4.2
VEMAME o EpeseieHHEY TeHEpTOPE 5.1
HHMHHCCKEH B KOPPOSHOHHAR CTORKOCTE 13.1
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JTPHMOKEREE B
{LghaE WD NOE )

BHEITHOIPADHA

] OCMN—=72/87  OcooBHEC ApaBm1d paboTh © PAIHOCAKTHEHEIME BEILSCTELME W APYIHMH HOTOMHHKLMH
2] HPE— Hopmnl paonaunsoEH0i GeionucHoCTH
[3] NETPB—73  [Mpuanyns DesonacHoCTH NPH TPAHCHOPTHPOBIHUY PAITHOAKTHEHELY BEIUECTE
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