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Hactosmui CTAMIAPT PACNOCTPAHAETCH HA (epMedTHEE npena-
parT amHAocyOHTHAMN 1 3K, NpelnazHaqveddEil 108 NPHMEHEHHH B HH-
BOTHOROACTRE B KauecTae AoOEBKH K KopMaM, KEoMOHKOopMaw, B npe-
MHKCHl, & TAK&E H ADYIHX OTPARCAAN, rie AeofiXoiks THAPMIH3 Kpax-
M ACD RS AL X l:ll.'EIII_'TEZIH INELE

“|.I'E'|]H|Z:I-':i‘l' npeaAcTaARARET cofob r|.:|'|1-n-|;:}:nnut|1-n;.jii MOPOUIDKR, TOAV-
Yaen Ll BEHCVILHBAHHEM Ha DAriR. M TEM b By I'_}[[FH'H{E" H\-..'JI':I'I.FJ.E,IT]:-
HOA AHIKOCTH mpi  cayiusdos  wvasTiseposasun BAC, sobtilis,

WraMMpd KOTOROMD 07 HB HMETH DAIpeliEHHe W NpPpHEMeHeHdn, YT-
fepHACHHOR B VCTAHOBRAEHHOM NMOPAIKE.

1. TEXHHYECKME TPEBOBAHRMHA

1.1, Tlpenapat amuaocyirdand T3x goased OHTb H3T0TOBJIEH B
COOTHETCTEHH ¢ TpeDoRaHHAMI HACTDAWIErD CTAHAAPTA MO TEXHOIO-
FHYECKOMY PEFAAMENTY, YTECDKICHHOMY B VCTAHOBNEHHOM DO[HULKe,

| 2. XapaKTePHCTHEH

1.2.1. Das narotosnenud npenaparta amuaocySruanm '3x npeme-
HAKT CHpbe H BCADMOraTeNbHBIE MATEPHAAB B COOTBETCTEMH C Tex-
HOAG LAY el B M F"E'I"l-'rl.".ll'l,'![-l'l'ﬂ'rl

E kauecrse HanoawumTenell MCnods3IViOT, COJb NOBADSHHYID (HILe-
pyir mo TOCT 13830, wen xHupueckn ocamaennwfi mo MOCT B253,
Il.-|1r}-:1'r kyKypyaavw no DOCT 14176,

1.2.2, B aapdcHMOCTH OT aMUAGIATHYECHON BETHEHOCTH NMpenapar
AMHACCYOTHAMK 3% munvekawt gayx rpynn: T g T

H:l_.".ﬂl'lll DMUMD o

*

Mepeneuaria BOCHpERIEHA

i€ Hagarenwcreo cramaapros, 1990
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C. 2 TOCT 2383500

[.23. Dar npHMeHedns B KauecTse Ao0aBKA K EOpMaM HCOOAL-
3YIOT npenapar Bropoft rpynnsy.

1.24 [lo ®HIHKO-XHMHYeCKHM H OHOJOTHYECKEM TOK3ZATEARM
npenapar aMmuaocyOTHARH T3x aoamed cooTsetcTsosate Tpebosa-
HHEM, YEA3AHHEM B Talauue,

Hopua ass rfyoi

| T = _ S S $

HI“EHWHHHE NEEGISTSER 1 I“ITM FHIJEEE
1 11
BREeUTHKER BRI K OBET iTopoltioE OT cEETAG-DE-
| EROrD 00 CRCTRO-EOpHY:
HEBAEG ITo FOCT 20264.1

Macooban aons OCTATEE OOC-
A NpPOCEHBAHHA RAR OjeRapa-
T3 € HANOJTNHTETE Wi Mo TOCT 20264.1

MEANM A COALEY ROEEPEHHOH
M3 CHTE H3I APOAOIOHROA CETEM
Ne 025, %, me Goages . L AT

MyKoRt KyeypyasoR sa cume
H3 MposaaogAol ceted M 06T,

9. He Goaee 2.0
Macrcopas gonA ®JICH ZO4 .

NFERANATE ¢ HANOAHATEANME; ITo I'OCT 20264.1
METOM B OALE OoBApeREOA, 1

o He Boaee B0
MVEOH EVEvpyasof, S, e

Doses 15,0
AMBENCNETHEECKAR  ANTHENOCTE I|

(ACH, easr K== 100 GO = G Ma MOCT 200644
[poTeomTEReCKaR AKTABHOCTE ]

([IC). eafr, He menes 5.0 456 Mo TOCT M264.2
BeagpeanocTe B TeCT-No3e Besnpeges i Ilo n. 3.2
Maccopas posa nopapesnod

conm, %, ne Goace | -— 0.0 Mo a 3.0

1.2,5. Tipenapat xopollo pacTpopHM B BOAE, HO JonycKaeTcd BM-
Nag¢HHe B OCAT0K HEPACTEOPHMOND HAMOJIHHTENA.

1.2.6. Tpefosagrus GeaonacHocTi

|.2.6.1, Tlpenapat amuaoccyOTHAHH [3x HIroTOBIAKT B COOTBET-
CTEHH € DpPaPHAaMH Oe30NACHOCTH AMA NPOHIBOACTE MHKPOOHONOrH-
qecKOoR NpOMBILIASHHOCTH.

1.26.2, NMpenapar ampnocybtaann [3x mano ToKcHYeH, OTHOCHT-
e K 3-My Kiaccy onacsoetd mo MY 2399—81, yreepmaenuuy Mu-
HHcTepeTROM agpasooxpanenus CCLCP,

I'IHCI{ 5 noagyxe pabouedt sonst — 1 Mriu®,

[Mpenapar ofgagaet corafmM pasjipamawiinMd  JefAcTBHEM HA
KOWY H CAHIHCTYH oboA0uKy ¥ YVECTBHTEABHKIX K HeMY JAHLL
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FOCT 23635—%90 C. 3

[.2.6.3. Tlpenapar amvnocyGreaun [3x #e sapusoonacen. [lpu
KOHUeHTpawad to SN r/M* a3pueop He HabawaaeTcs.

1.2.64. Pafouse nowenenns weolxojinmo obopyviosath obumend-
MEHHOH BEHTHIAURER A cHCTeMON nwaeyfopxn,

Texnonoruveckoe obopyiosanne Aoamuo GuiTh repMeTHIHPOBAHO,
MECTA MRJEEHISNeHHR CHAOMEHE MECTHHMH BHTAMHKMA YCTpoidcT-
BAMH,

1.2.6.5. Jliuma, KOHTAKTHPYWOLIHE ¢ NPENapaToM, ANDEHH OHTh
ofecneyetn COEUOfeAON H HBAMBHIVANLHEMH CPEACTBAMH IALULTH
B COOTBETCTRHH © OTPACAEBHIMH HODMAMH M NepHOAHYECKH NoIBEp-
FaTeCd MELHUHHCKHM OCMOTPaN.

3. MapekupopKa

Mapruposka — no N'OCT 26142,

4. ¥nakoska

Ynarowka —no FOCT 26142 co  chenymolliM  AonodseHHesM:
Kasiod vHaKopouHo# €IHEHLE NpenapaTa, OpeJHasRaveiorc JaR
KOJIXO308 ¥ COBXO30B, NPAKAANHBAETCH HHCTPYRLUHA (HacTabjeude)
N0 ero TPHMeHeHHID,

2, NTPHEMEA

2.1. IMpuemra — no TOCT 20264.0,

2.2. B voocToBepeHHE O KadecTBe VHaswsaeTca dakthueckoe co-
AepwanMe nmopapeduoll conw Aas npenapata Il rpynom, mcnoabiye-
MOTo B KOMOHKOPMOBOH NPOMEILAEREOCTH.

2.3, DesppesHocTh B TECT-I0dé OOpPelenAeTca n Hawiofl Aecatof
NapTiH npenapara, NpeiNasHAYeHHOD OO MHDOTHOBOLCTDA. [IpH
HU.']'F-."'H'_'HHH HE:.".;H]HHE'['E-Ilp“'l’EthHH}E 1]23}'.‘|h’l’ﬂ.'l’ﬂﬂ HCHRETAdHHER HEFEED-
IAT B OPHEMO-CAATOUHME 10 DOAYYEHHR NONOMHTEARHBIX peayibTa-
TOB HA TPeX NapTHAX.

3, METOOM AHAJH3A

3.1, Orop npod — no [MOCT 20264.0; meTtoaw anannia — oo [OCT
20264.1, TOCT 20264.2, TOCT 20264.4, [Mopapeanyw coas onpejae-
ARIOT PACHETHRIM NYTEM,

32. Onpesenenue Ge3BpelIHOCTH B TeCcT-HO3e

3.2.1. Annaparypa

Crvnka dapdoposar no FOCT 9147,

Winpue no FOCT 22967,

Hraw arrexunounwe mo FOCT 25377,

Boas adctiaavposaadan no TOCT 6709,

Bg'uara dHasTponaasdan no [NOCT 12026,

3.2.2, Daa onpegeneHs OezBpedHocTH APENapaTa aMHAocyOTHAHE
[3x nATH Mbmmam Maccoll Tega 20—324 r nepopaisio BEOART eXeld-
HEBRO B TeueHHe 5 amefl mo 0.5 cm? pacTeopa ¢ maccopoft goqefi npe-
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C. 4 TOCT 23636—80

napata 05%. ([lpenapar ¢ wanoauuTesem xKykypyIsol myxofl npea-
BAPHTEABHO HAMEJILYANT 10 DOPoWKOOOPA3HOrD COCTOHHMA M (nib-
TPYKIT).

HaGnmaenne NpoioakanT B TEUEHHE QRYX NOCAely WA CyTOK.
[lpenapat cunTaoT GesspednEM, BCAN BCE MEILH OCTAKTCA HHBRIMH,
IMpn rufenan xoTd OB OJHOMO HKHBOTHOMG  MOPOBEPKY TPOBOIAT Ha
YAROEHHOM KoAHYeeTSe smuiwed. [Ipn nosTopeoM onwite B Cayvyae rd-
ﬂ-E‘."Il[ XOTH IEIH OAHOTG HHBOTHOMD RJ'IE'IIFJ]:I.HIT CYHTAKIT HEe COnThETCT=
BYIOUIHM TpefoBaHHAM CTRHIApTH.

4. TPAHCNOPTHPOBAHHE H XPAHEHHE

4.1, TpavcnopTHposasHe H xpaverie — no FOCT 26142,

5. TAPAHTHH HIrOTOBHTEJNH

5.1. HarotosuTenk rapamTHPYET COOTBETCTBHE (PEpMEHTHOrD INpe-
mapate amuaocybreame ['3x TpefoBaHHAM  HACTOAWIEND CTAHJAAPTA
npu cofA0ALHHE YCAOBHE TPaHCTIOPTHPOBAHHA H XPAHEHHA,

5.2, FapanTuisui cpok  XpadenHd nNpemapaTta amuaocyGTHAHH
I3x — 6 mec co AMR ero HATOTORACHHN.
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MOCT 23635—90 C. &

HH®OPMAILHOHHBIE JJIAHHBIE

I. PASPABOTAH H BHECEH MuuMcrepcTBom meawunHckoH npo-
muaeHnocTy CCCP

PAIPABOTYHEKH
PF. B. Karpym, A. B. Fap6ysos, B. M. Jlanpyxana

2, ¥TBEPAKAEH H BBEAEH B JIEHCTBHE MNocranosscunem
Focynaperaennore KomMtera CCCP no ynpaBaenum KauyecTBOM
NPOAYKUHE H cTaugapram or 21.03.90 M 478

3. Cpox nepeol nporeprs — 1995 r,,
NePHOLHYHOCTE NPOBENKH — 5 AET

4, B3AMEH IOCT 23635—79, upome yNAKOBEH, MAPKHPOBKH, Tpakc-
NOPTHPOBAHHA W XPaHeHHH

5. CCBITOYHBIE HOPMATHBHO-TEXHHYECKHE HOK¥MEH-
Thl

Cfioanavense HTH, ma woTopuit _
HaEA GCRUTER 1lomep nyHETE

e

NOCT &709%--72
MOCT 826373
TOCT 9147—8D
MOCT 12026—76
TOCT 1383084
I'OCT 14176—69 I
MOCT HW264.0—74
[OCT 2264, 1—89
IFOCT H264.2—85
TOCT X264 4—80
FOCT 22967 A2
IocCT 2837782
TOCT 26142—81
MY 239981
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