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Jlata BBeieHHA C: BBOAWTCH B3aMEH! JleAcThyes-a0. [pitadna; akTyanuiains
21.084 2040 . CMNC-KO-14-0277/1-02 | Gecepouno
ot 24.01.2020 r,
ININKJIA3ZHU /]
Gliclazidum
GLICLAZIDE
Kontpoas kauecrsa no H/L Pb 1734C-2016
Cocrasua Cornacosajan Yreepana

Jlonskunocts: xumik 11 kareropun

JomwnoceTs: Hayatbiuk OKK

JIOMKHOCTE: 3aM. TCHEPATLHOTO JH-
peKTopa no

HO®: M.B.KyxopeHko

[Toanuee: v

HO®: T(B.barypol

IMoanuce:

IMoanuce: G

lara: 15,09 (2020

Jlara: 1£ 09 020

Nlata: 12.09 2020,

JHomxnoeTs: mukpodnonor 1l karero-
pHu

JlonkuocTs: 3aM. kadaruuuka AJl

HO®: B.O.Pathmkosd

HO®D: HA Manuirugd

[Toanucs: < [Moanmce: 4 ,Y/,/'
Jlata: 1509 20202 Jata: (8. 09 2020 s

Honsknocts: Hasansumk MBJ1

HO®D: C.B.IN'onpgkosa |,

Moanues: /¢ '

Nata: {6.09 2820

Jommnocts: Havansunk OCuP

HO®D: O.A.bpe
ﬂonnucﬂ:‘%

Jlara: 16,09 2010,

JlonmHocTs: HavansHuk O3_—"2

HOD: B.B.Jlarorypc%
[Toanucs:

Hara: {7 .09 2020 :
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Crieunpukaiig Ha HCXOIHBIE MATEPHAIILI An mpnﬂbuh]ﬂﬂ C-KO-14-0277/1-03
M—mmﬁ

Ne [Tapametpsi Metoas! Meroankn Kpurepnu npuemMjiemMocTi
n/n KOHTPOJIA HCTILITAHMI
1 [Tpumenenne IMmknazna, Tabrerkn 80 mr
[Muknazma MR, Tabnetkn ¢ mo-
AMPUUMPOBAHHEIM  BLICBODOK1E-
Huem 30 mr
2 Haumenosanne no-
Ka3aTenei KavecTna:
2.1 Onucanne Busyanbusiii: COI-KO-14-102 besbtit man mouTH 6kl nopo-

(cpoiicTRa)

2.2 lMoanmuuoCcTs
(naenTudmkains)
UK-cnexrp

2.3 ConyrcTryioume
NPHMECH:

- ipuMmecs F

- HecnetHPHIMPO-
BAHHBIE TTPHMECH

- CYMMa npHMecei,
kpome npumecy F
2.4 [Mpumecs B

2.5 Tawensie metal-
bl

2.6 TloTeps B Macce
TIPH BBHICYIIHBAHKY

2.7 Cynudarnas 30-
na

2.8 Ocraroynoe Ko-
NUHECTBO OpraHuye-
CKMX PacTBOpHTE-
NeH;

- ATHIaleTar

- N\N-aumerna-
dopmamun

2.9 Konuuecrsennoe
ornpeeneHue

OPBIL oM 1,511

' PEIL tom 1,
2224

e

I'® PB 1L, Tom 2,

- ———

I'd PBIL tom 2,
2.2.29

I'® PBIL tom |,
2438,

meron F

I'd PB I, vom 2,

-

['®PEIIL tom 1,
24.14

['®PEIL tom 1,
2424

['® Ph 11, Tom 2.
2.2.20

Pasnen «lloanuu-
HOCTH (naeHTHGu-
Kalus )»

HJ1PB 1734C-2016

Pazzaen «Conyrer-
BYIOIUIMC TIPHMECH »
HJI PB 1734C-2016

Pasnen «llpumecs
B»

HJI PB 1734C-2016
Paznen «Tamennie
METALABI»

HJT Pb 1734C-2016
Paszaen «[Toreps B
Macce MpH BhICY TN~
BaHUH»

HJI PB 1734C-2016
Pasznen «Cymndar-
Has 3074

HJ1 PB 1734C-2016
Pasnen «Ocratoy-
HOE KOJIHYECTBO Op-
FAHWYECKHX PacTBO-
puTEnein

HJI Pb 1734C-2016

Paznen «Konuyecr-
BEHHOE Onpenene-
HHE»

HJ1 Pk 1734C-2016

[IOK.

[IpakTHHecKH HEPacTBOPHM B
BOJC, JICTKOPACTBOPHM B MCTH-
JICHXJIOPHIIE, YMEPEHHO pPacTBo-
PHM B allCTOHC, MATOPACTBOPHM
B 96 % cnnpre

MK-crniekTp nponyckasus Uenbl-
TYyeMOro ofpasia J0mKeH CooT-
BETCTBOBATL CNEKTPY Mponyc-
kauus CO mmrasuna  (EP
CRS) uam cnexrpy, npeacras-
JICHHOMY Ha puc. |

He domee 0,1 %
He Gonee 0,10 %
He donee 0,2 %

He Bonee 2 ppm

He 6osee 0,001 % (10 ppm)

He 6osee 0,25 %

He tonee 0.1 %

I'®PEILToM2,54

He Gonee 2500 ppm
He Gonee 880 ppm

He menee 99.0 % wu ne Gonee
101,0 % B nepecuere Ha cyxoe
BEIIECTRO
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Creundkanmns Ha HCXOIHBIC MATCPHATL An "ﬂﬂlﬂflﬂhﬂbﬂn‘ [-KO-14-0277/1-03
Crp. 3 w3 3
PW
N IMapamerps Meroasi Metoanku Kputepun npuemiemocti
n/n KOHTPOIS MCTIbITaH it
2.10 Mukpobuono- | F'® PhII, Tom 1, Metoanka npuros- | FTOPBIL tom 1, 5.1.4
FHYCCKAs HHCTOTA: 2.6.12,2.6.13 HOCTH
- obuiee KOIHYECTRO AM-12-0277/1
aspodos (OKA) [Tporokon sannaa- 10° KOE/r
- o011ee KOIH4eCTRO 1HH
rpudos (OKI') MMV-MH-12-1530 | 10° KOE/r
- Escherichia coli Oreyrerame s | ¢
3 Or6op npod - B cooTseTcTBHM CO -
CTaHIapTHOM ofepa-
IHHOHHOH npoteay-
poi:
COTI-KO-14-057,
COI1-KO-12-024
4 | O6BeM KOHTPOIIb- - - All: 3001
HO# poOkI MBJI: 20,0 r
S Yenorus XpaHeHus -~ - B sammunieHHoM 0T cBeTa M Ria-
M MECTE NpH Temmeparype He
soune 25 °C
6 | Cpok roanoctv -~ - S ner
7 | Ynakorka - - [TonuaTHICHOBBIE MELIKH, BIO-
KeHHBIC B KapToHHBle Gapaba-
Hbl, @ TAKKC APYIHE BHILI yra-
KOBKH, o0ecreynBaloume Kaye-
CTBO ChIPbY Ha [POTHACHHI
CpPOKa rOJIHOCTH.
8 Warotosurens - - Shandong Keyuan Pharmaceuti-
cal Co., Ltd., Knrai
9 Kon = = 120197




