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Crp. 1 m3a3

Jlata BBeieHna c:
« 18 » 09 2018r.

BeoawuTcs B3aMeH:
CIIC-KO-14-0139/1-05
or 16.02.2018 r.

Jeicrsyer no: 6/0

IMpuunna:
AKTYaTH3aIMA

MET®OPMHUHA I'HIPOXJIOPU L

Metformini hydrochloridum

METFORMIN HYDROCHLORIDE
H/I Pb 1275C-2018

Cocrasu

Coraacosaian

Yreepana

JIOMKHOCTE: HAYANTBHHK CEKTOpa
BXOJHOI'O KOHTPOJIA

JonmxnocTs: HavansHnk OKK

JIOmKHOCTD: 3aM. NEHEPAITBLHOTO JMPEKTOpa

no Ka4ecTy &)

HO®: H.H. Kotopa

[Moanuce:

HOD: o.s.3mﬁ, Yy /A
Moanuch: L

HOD: T.B(ﬁnypo_(: é /%
Moanwues:

Hara: /2 [’%

Hara: /¥ 29 /4 (£

Hava: o972

JIOJIKHOCTD: 3aM. HavanbHuka AJl

HO®: H A. Mansirusa

Moanwce: A s

Jara: /sy 29 /78 7

JlomwxnocTs: Hadansauk MBJ1

HO®D: C.B. I'on 7

Moanucy: (/o

Nara: w o02/4 7~

JlomxHocTs: HavanbHHK OCHP

HO®: O.B. IN'ocnoasisud

IMoanuce:

Jlata: /3 09778 [

JIOMKHOCTE: HAYANILH 3 ﬂ
HO®: B.B. Jlatorypcimi / /
TMoanucs: v/

Jlara: sy oAz [




4 |

—QAO «B3MII»

Cnenntbuxat@ ‘ﬁﬁr

W.{...
2H2eMAARD

CIIC-KO-14-0139/1-06

Crp.2mu33

Ne
n/n

IMapamerpsl KoRTpOAR

MeToas:

Kpurepun npuemiemocTn

[Ipumenenue

Metdhopmun, TabaeTKH MOKpbIThiE 0607104-
ko# 500 mr, 850 mr u 1000 mr

Merdopmun Jlour 500, TabneTku ¢ MOJIH-
duuuposanHbIM BhicBoGONIeHHEM 500 Mr
Metdopmun Jlonr 750, TabneTku ¢ MOJIH-
¢puumpoBanHbIM BbicBOGOKAEHHEM 750 M
Merdopmun Jlour 1000, Tabnerku ¢ MOJIH-
duumposanHbM BeicBobOMIeHHeM 1000 Mr

(5]

AHanu3upyemble noxKasarejin
Ka4ecrsa:
2.1 Onucanue (cBoitcTna)

2.2 MNommHHOCTh (MAeHTHOH-
Kaius):

A. Temneparypa rniaBjieHus
B. UK — cnextp

C. TCX

D. KauectBennas peaxkuus
E. Peakuns (a) Ha XJIOpHIbI

2.3 llpo3paunocTs pacTopa
2.4 IIseTHOCTH pacTBOpa

2.5 Ilpumecs F

2.6 ConyTcTBYIOIINE NPHMECH:
- npuMmecs A

- HeeneuupuumpoBanHbie
MpPHMECH

- CyMMa npuMeceH

2.7 lNotepsa B Macce npH
BBICYIIHBAHHUH

2.8 Cynsarnas 30na

2.9 Ocrarounbie KOMHYECTBa
OpPraHuyecKHX pacTBOPHTENCH:

Busyanwasiii, ['® PB 11,
Tom 1, 5.11

OPBIL Tom 1,2.2.14
FOPBIL Tom 1,2.2.24

'O PBHIL Tom 1, 2.2.27

B coorsercTeun ¢ HJ{
Pb
I'®d PBII, Tom 2, 2.3.1

FT'OPBILtom 1,2.2.1
IO PBIL Tom 1,2.2.2,
meron Il

'® PHII Tom 2, 2.2.29
I'® PB I, Tom 2, 2.2.29

I'®PBII, Tom 2,2.2.32

'O PBILTom 1,2.4.14
I'®PBII tom 1, 2.4.24,
2.2.28

Benbie win noyuTH Gesbie KpHCTALIbI,

Jlerko pacTBOpPHM B BOJIE, MATIO PACTBOPHM B
96 % crnupTe, MPAKTHYECKH HEPACTBOPHM B
AlETOHE H METH/ICHXJIOPHIIE.

A. Ot 222 °C no 226 °C

B. UK-crniexTp npommyckanns HCIbITYeMOro
obpasua coorsercrayer MK-cnexrpy npo-
nmyckauusi CO MeTdopmuHa ruipoxopuaa
(EP CRS) nnu cnexrTpy, nNpeiacTaBieHHOMY
Ha pucyske |

C. Ha xpomarorpamMme HCITBITYEMOTO pac-
TBOpa OOHAPYKHBAETCA OCHOBHOE NATHO,
COOTBETCTBYIOLIEE M0 PACNOIOKEHHIO, [IBe-
TY W pasMepy OCHOBHOMY MATHY Ha Xpoma-
TOrpamme pacTBOpa CPaBHEHHA

D. lNossasiercs po30Boe OKpalIHBAHHE

E. UcnuityeMsiii oOpasen naet peakumio (a)
Ha XJIOPHJIbI

PacTBop 0/KeH ObITh MPO3payHbIM
PactBop nomken 6bITh HecuBETHBIM

He 6osee 0,05 %

He Gonee 0,02 %
He 6onee 0,05 %

He 6onee 0,2 %
He 6onee 0.5 %

He 6onee 0,1 %
TOPBILTom2, 54

- Keuon He 6onee 2170 ppm

- METaHOoJ He Gonee 3000 ppm

2.10 Konnuectsennoe F®PBIL tom 2,2.2.20 |He menee 98,5 % u ue Gonee 101,0 % 8
onpeaeneHue NEPECcUeTe Ha CYX0€E BELIECTBO
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Creundux +1u CI1C-KO-14-0139/1-06
mm]ﬁn Crp.3 n33
Ne IMapamerpsl KoRTpOAA Meronn Kpurepun npuemiemoctu
n/n
* 2.11 Pasmep wacTHu: IF'®PBIL Tom 1,2.9.12,
- Gonee 300 mxm 2.9.38 He Gonee 30 %
- Gonee 160 MM Ot 30 % 2o 60 %
- 6onee 125 Mxm He Gonee 15 %
- MeHee 125 MKkm He Gonee 25 %
2.12 Mukpobuonoruueckas |I'® PBIL, tom 1,2.6.12, [T®PBIL, tom 1,5.1.4
YHCTOTA: 2.6.13
- obmee KonmyecTso a’pobon
(OKA) 10° KOE/r
- obuiee konuyecTBo rpubos
(OKT) 10° KOE/r
- Escherichia coli OtcyrctBue B 1 r
3 O160p npo6 B cooTseTcTBHM CO CTAHAAPTHON OnepalH-
OHHOM npoueaypoii:
COI1-KO-14-057;
COI1-KO-12-024
- O6BemM KOHTPOILHOMH Npo6sl AJl: 80,0 r MBJI: 20,0 r
5 YCnoBus XpaHeHHA B BO3/1yXOHENPOHHIIAEMOM KOHTEHHEpe
6 Cpox roaHocTH S5 ner
7 Ynakoska [TonuaTHACHOBBIE MEIUKH, BIOXKEHHBIE B
noJu3THIeHOBBIe Oapabanbl, a Takke Jpy-
rHe BH/bl YNAKOBKH, obecrnieunBaioune co-
XPaHHOCTh ChIPbS B TEYEHHE CPOKa rOAHO-
CTH
8 Usrorosurens Exemed Pharmaceuticals, Unans
9 Ko 120175

* lononuurensubie Tpebosanns OAO «B3MITy.



