JEKJIAPAIINSA O COOTBETCTBHUH

JEKJAPAHT, MPHHAMAIONIMI JEKJAPAIIHIO O COOTBETCTBHA

AC "Canoghu Poccua”

Ceedenun o pezucmpayuu opzanusayuu: Mescpationnan uncnexyun @edeparoroti Harozoeou caysicbor No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 9. 22. Tenepon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepansnuiii oupexmop Monxc O.A.

Jlosepennoe auyo: Cmenanoe C.C., dosepernocme 6/n om 01.12.2017

3ASIBIISIET, UTO

Aexapcmaennoe cpedcmso. Ipcediypun, kancynst 200 m2 14 wm., ynaxosku sueiikosvie koumypruie (1), nauxu
xapmonnvie, PY Ne IT N012447/01 om 12.08.2011 (0ama 3amenvt 17.04.2017) evidano Canogpu-Asenmuc Ppanc,
cepun H1670, napmus 24192 ynaxosox, 200en 00 31.08.2024, npoussodcmea LHengpapm Juoicon, Pparyus,
Delpharm Dijon, 6, Boulevard de | 'Europe, 21800, Quetigny, France, xo0 OKIIJ2 21.20.10.116, xoo TH B3]
3004900002, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085353206 om 12.11.2019

COOTBETCTBYET TPEBOBAHUSM

ITN012447/01-120811 usm. Ne 1-2

JEKJAPAITAA IPHHSITA HA OCHOBAHHH

npomoxon ucnstmanuii Ne 35680 om 22.11.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC FR.®M08.C55629 om 22.11.2019

JIATA HPHLIL-IHTI/IH JEKJIAPAITMM 22.11.2019
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e CBEJIEHUSI O PETUCTPAITUHA

OPI'AH 10 CEPTH®HKAL(UH, 3SAPETUCTPHPOBABIIHI JEKJAPALIHIO

RA.RU.119PM08 OPI'4H 110 CEPTHOHKALIHH TTPOIYKIIMH OFL[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH IJEHTP KOHTPOJIA KAHECTBA",

aopec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. I, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim. oykx.pe.
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Ceprudnkar aHa/IH3a H COOTBeTCTBHS

Delpharm

6, Boulevard de L’Europe
21800 QUETIGNY -France
Ten: 03 8048 30 30

®axc: 03 8046 36 17

Onncanne nposykra  Ipcedypun 200 mr kanc 6nrctep N 14 RU

Koa npoayxra 242424 Kopn 3axasunxa 592597
Homep cepun H1670 Homep cepun H1670

3aKa3umnKa
CpoK rogHocTH Asryct 2024 Hara nponsogcrea 11 Centabpa 2019
TlokasaTenn Hopma PesyabTaT
OINUCAHUE
Onucanne Teepmpre xenatunonre kancymst Ne 1, COOTBETCTBYET

COCTOAINYE M3 KOPITyCa XeJTOro 1BETa H
KPLILIEYKH KenToro usera. CoaepmxuMoe

KancyJ — NopolNOK XKENTOro 1BETA.
OIJIHHHOCTD
nenThdukauna Hupypokcasuaa (TCX) nonoxuTeNsHLI pesynsTat NONOKUTENBHEIA PE3YNLTAT
[KauecTBeHHaa peakumus Ha TIONOKUTENLHETH pe3yabTaT NIONOMKHTENbHL Pe3yNbTAT
HHGYpOKCa3snaa
TECTEI
CpenHas Macca COOEPKHMOTO 01344 1 1o 380 Mr 361 Mr
OTiIOHeHHE OT cpenHeit maccsl (Ha 20 <=2 0
ancyn): 7,5 %
OtknoHeHHe oT cpeaHel maccel (Ba 20 0 0
karrcyn): + 15 %
acnafaeMocTh <=30 mMuA 7 MHH
HkpobHonoruueckad yucrora: TAMC  <=1000 KOE/r <10 KOE/r
nkpobHonoruaeckan ynctora: TYMC <=100 KOE/r <10 KOE/r
scherichia coli : oTcyreTByeT/I CooTBeTcTBYET CooTteeTcTRYET
KOJIHMYECTBEHHOE
MPEJENEHUE
Conepaanve mdypokcasuna / Y@ 190 - 210 mr/xancyma 202 mr/xancyna

Cepradnxar coorsercrBHS

HacTosuumM noaTeepsknaem, 4To NPOM3BOACTEO 3TOH CEPUH BEINOARAIOCH B COOTEETCTBHH C Tpebopannamu GMP n
COOTBETCTBYET MONOKEHHAM NPHMEHHMOTO PETHCTPALIMOHHOTO yAOCTOBEPEHHS

CraTtyc Brinycka TPUHATO
aTa 28 Oxrabps 2019 -10:00
[Moanucano Raissa DJENTCHEU - ynonHoModeHHOE JHLO

CepTudukar aHanu3a yTeepIeH B 3NEKTPOHHOM BHIAE
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Delpharm
6, Boulevard de 'Europe =g= -
21800 QUETIGNY - France Certificate of Analysis

Tél : 03 80 48 30 30
Fax : 03 80 46 36 17 and Conformance

( Description : ERCEFURYL 200MG 14 GEL. VT RU )
Code 1 242424 Customer code T 592597
Batch number : H1670 Customer Batchn® :  HI1670
Expiry date 1 August 2024 Manufacturing date : 11 September 2019

\. /
TESTS SPECIFICATIONS RESULTS
CHARACTERIZATION
Organoleptic Characters Capsule size n°1 constitued by ochre Complies

yellow, opaque body and cap containing a
yellow powder

IDENTIFICATION

Nifuroxazide identification / TLC Positive Positive
Nifuroxazide coloured reaction Positive Positive
TESTS

Microbial contamination : TAMC <=1000 CFU/g <10 CFU/g
Microbial contamination : TYMC ==100 CFU/g <10 CFU/g
Escherichia coli : abs/g Complies Complies
Mean mass of content 344 to 380 mg 361 mg
Uniformity of mass (on 20 cap): +/- 7.5% =7 1]




Description : ERCEFURYL 200MG 14 GEL. VT RU
Code D 242424 Customer code t o 592597
Batch number . H1670 Customer Batchn® :  HI1670
Expiry date : August 2024 Manufacturing date : 11 September 2019
o
Uniformity of mass (on 20 cap) : +/- 15% 0 0
<=30 min 7 min

Disintegration time

ASSAY

Nifuroxazide Content / UV 1580 to 210 mg/capsule 202 mg/capsuie

Certificate of conformance

— e N

This batch has been manufactured in compliance with the GMP requirements and with the specifications of the relevant

Marketing Authorization.

e _/
Decision
IWl)el::ision : A - Accepted k
Date 28 October 2019 - 10:00 AM
Name Raissa DIIENTCHEU Qualified person
\_ J

This certificate of analysis has been electronically signed from a validated LIMS
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