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CrieunduKalis Ha MCXOJHbIE MaTEPHANIBl |~~~ - - s
[TapameTpsl Metonst MeTtoauku
KOHTPOJIS UCIIBITAHUN
HaumeHoBaHue
nokasaresiei Kkade-
CTBa:
1.1 Onucanue BusyanbHbli; COII-KO-14-102
[®PBILT. 1,
c.1184
1.2 [ToATMHHOCTB:
- TIIMOEHKIIaMH T BDXX, Pasnen «ITommuH-
['® PBII, ToMm 2, | HOCTB»
2.2.29 OCII Pb 2045-20
BOXX/JIM/I, Pasnen «Ilommun-
['® PBII, Tom 2, | HOCTB»
2.2.29 OCII Pb 2045-20
- MeThpopMHHA BOXX Paznen «Ilommmn-
THAPOXJIOPUL ['® PBII, Tom 2, | HOCTBY

1.3 OnHOPOAHOCTD
Macchbl

1. 4 Cpennss mac-
ca

2.2.29

Y ®-cnekrpo-
dboTomeTpHus,
[®PBII, Tom 1,
2.2.25

I'd PHII, Tom 1,
2.9.5

[To meToMKe
I'do PBII, Tom 1,
2.9.5

®CIT Pb 2045-20

Paznen «Ilomnun-

HOCTB)
®CIT Pb 2045-20

Paznen «Onnopon-
HOCTb Macchbl»
®CII Pb 2045-20
Paznen «Cpennss
macca»

®CII Pb 2045-20

Tabnerku oBaJbHBIE, O€IOro IBETa, C
JIBOSKOBBINTYKJIOW ~ NOBEPXHOCTBIO, C
pa3JeMTeIbHON PUCKON C OJIHOM CTO-
POHBI M C pa3/IeIUTEIbHON PHCKOH H
norotunaMu «G» u «F», HAaHECEHHBIMH
110 pa3Hble CTOPOHBI OT PHCKH, C APYroM
CTOPOHBI

A. BpeMs yiep)XUBaHUsI OCHOBHOT'O IHKa
Ha XpoMaTorpamMme HCIIBITYEMOro pac-
TBOpA, MOJYYEHHOH IpPHU KOJHYECTBEH-
HOM OIpeJeNIeHHH, JIOJDKHO COOTBETCT-
BOBaTh BpEMEHHM Y/JCP)KUBaHHs IHKa
riaMbeHKIIaMiIa Ha XpoMarorpaMMme pac-
tBopa A CO riubenkiaMuaa

b. CriekTp OCHOBHOI'O IHKa Ha XpOMaTo-
rpamMMe HCIBITYEMOIO pacTBOpa J0JDKEH
COOTBETCTBOBATh CIIEKTPY IJIMOEHKIIa-
MHJa Ha XpoMaTorpamme pacTtBopa A
CO riubeHKIaMHK/1a, MOJYYEHHOHR € 10-
MOIIBIO JMOJAHO-MaTPUYHOIO JETEKTOpa
IpH KOJMYECTBEHHOM OIIPEIE/ICHHH B
o6mactu ot 210 HM 10 400 HM.

B. Bpems yaep)kuBaHHs OCHOBHOTO ITHKa
Ha XpoMaTrorpamMme HCIIBITYEMOro pac-
TBOpa, IOJIyYEHHOH IPH KOJMYECTBEH-
HOM oOIpeJeleHHH MeThOopMHHA THIpO-
XJIOpH/A, J0JDKHO COOTBETCTBOBATh Bpe-
MEHHM yIEpXKHUBaHHUs IHKa MeTPOpPMHHA
THAPOXJIOPHIA HAa Xpomarorpamme pac-
tBopa A CO merdhopmHHA THAPOXJIOPH-
Ja.

I'. Y®-cnekTpbl NOIJIOMEHUs HCIBITYe-
moro pactBopa u pactBopa CO merdop-
MHHA 'HIPOXJIOPH/IA, IPUTOTOBIEHHBIX B
pasuene «PacTBopeHne», B 001aCTH OT
210 um g0 300 HM JOJKHBI COOTBETCT-
BOBATh.

18/20 ue Gonee £ 5 %
2/20 ue 6onee = 10 %

Ot 570 mr 1o 630 mr
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Ne [TapameTtpsl Mertoabl Mertoauku Kpurepuu npuemieMoctu
n/n KOHTPOJIS UCIIBITAHUH
1.5 PactBOpenue:
- TIMOEHKIIaMHU T ['® PBII, Tom 1, | Paznen «PactBope- | Q =85 %
293; TOPBII, | Hue»
TOM 2, 2.2.29 OCIIT Pb 2045-20
- MmeThopMHHA ['® PBII, tom 1, | Paznen «PactBope- | Q=85%
THIPOXJIOPHI 2.93,2.225 HHUE
®CII Pb 2045-20
1.6 ComyTcTBYy1O-
M€ TIPUMECH:
rIIMOeHKIIaMHuIa: ['® PBII, Tom 2, | Paznen «Conytet-
2.2.29 BYIOIIIME [TPUMECH )
@CII Pb 2045-20
- IpuMech A He 6onee 1,0 %
- mobast HeuIeH- He 6o1ee 0,2 %
TUUIIHPOBAaHHAS
IPUMECH

- CyMMa IIpUMecCeH,
3a UCKJIFOYEHHEM
puMecH A
MeT(hopMUHa r'H-
poxJiopuza:

- mobast HeuJieH-
TU(QULEPOBAaHHAS
IPUMECH

- CyMMa IpumMecen
1.7 OnHOpOIHOCTH
JIO3UPOBAHHBIX
€AMHUIL:

- IIHOeHKITaMU T

- MeThOopMHHA
THAPOXJIOPHUT

1.8 * 'epmeTnu-
HOCTb KOHTYPHBIX
SYEHKOBBIX yIaKo-
BOK

1.9 KosnnyecTBeH-
HOE OIpeeIICHHE:
- ITMOeHKIIaMHU 1

['® PB I, Tom 2,
2.2.29

['®d PBII, Tom 2,
2.2.29;

I'® PBEII, Tom 1,
2.9.40 meTon
IpSIMOTO OIpe-
JIeJICHUS
[®PBII Tom 1,
2.9.40, pacuér-
HO-BECOBOM Me-
TOM

['® PB I, Tom 2,
2.2.29

Paznen «Comyter-
BYIOLIIHE TPUMECH»
@CII Pb 2045-20

Paznen «Onnopon-
HOCTb JJO3UPOBaH-
HBIX €IMHHII»

®CII Pb 2045-20

COII-KO-14-157

Paznen «Komuue-
CTBEHHOE oIpe/ie-
JIEHHE»

OCII PB 2045-20

He 6onee 0,5 %

He 6omee 0,1 %

He 60mee 0,5 %

AV <15,0%

AV <15,0 %

JloJKHBI OBITH T€pMETHYHBI

Ot 4,5 Mr 5o 5,5 Mr, cunTtas Ha cpel-
HIOIO Maccy OJIHOH TabyieTKu

&

. Crp.3u3z4
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Ne [TapameTpsr Mertob! Mertoauku Kpurepuu npuemnemoctu
n/n KOHTPOJIS MCIIBITAHUN
- MeThOopMHHa ['® PBII, Tom 2, | Paznen «Komuuect- | Ot 450,0 mr mo 550,0 mr, cunras Ha
THJIPOXJIOPUL 2.2.29 BEHHOE ompejere- CPEeIHIOI0 Maccy OJIHOH TabJIeTKH
HHE»
®CII Pb 2045-20
1.10 Muxpobuo- |I'® PBII, Tom 1, | Metonuka npuron- | '@ PBII, Tom 1, 5.1.4
Joruyeckas ync- | 2.6.12,2.6.13 HOCTH
TOTAa: AM-12-0341
[Iporokon Banua-
HH
MMV-MU-12-1172
- o01ree Kouye-
CTBO a3po00B
(OKA) 10° KOE/r
- of1ee KosHye-
CTBO IrpHOOB
(OKTI) 10* KOE/r
- Escherichia coli OtcytcTBHE B | T
2 Ot60p npo6 - B cootBeTcTBHM CO -
CTaHIapTHOM onepa-
LIMOHHOM TpoLe1y-
poi:
COII-KO-14-057,
COI1-KO-12-024
3 O6beM KOH- - - Jlst mpoBeIeHUS UCTIBITAHUH:
TPOJIBLHOH MPOOHI AJL: 25 6nucrepos; MBJI: 4 6nuctepa
Apxus: 14 61ucTepos.
4 YcnoBus xpaHe- - - B 3ammimeHHOM OT cBeTa U BJIaru Mec-
HUS Te, pu Temieparype He Boie 30 °C
5 Cpok rogHocTH ~ - 3 rona
6 YnakoBka - COIT-KO-14-102 | ITo 10 TabneTok B KOHTYpHOU SYEHKO-
Bo# ynakoBke. [Io 100 kOHTypHBIX
SYEHKOBBIX YIIaKOBOK ITOMENIAIOT B
TPEXCJIONHBIN KOHTEHHEpP B 2 psija ¢
TPEXCIIONHON NMPpOKIaaKoM. J[eBATh
TPEXCIIOWHBIX KOHTEHHEPOB YIIaKOBbI-
BAaIOT B [IATHUCIIOWHBIA HAPY)KHBIA KOH-
TEHHED.
7 MapkupoBka BusyanbHsrit COII-KO-14-102 | CornacHo nmpujaraeMoMy MakeTy rpa-
¢dudeckoro opopmieHus.
8 H3roroBurenn - - Sun Pharmaceutical Industries Ltd, Un-
TSI
9 Kon - - 120271

* lononuutensHoe TpeboBanre OAO «B3MITy.





