JAEKJIAPAIIMSA O COOTBETCTBHUHA

JEKJAPAHT, IPHHEMAIOIUH AEKJAPAITHIO O COOTBETCTBHH

AO "Canoghu Poccua™

Ceedenusn o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyua Pedeparvrou Hanozoeot cysichvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OIF'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenechon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanonbiii oupexmop Monic O.A.

Hoesepenioe auyo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3ASABJISET, UTO
Rexapcmeennoe cpedcmeo: Ipcedypun, kancynei 200 mz 14 wm., ynaxosxu auelixogble konmypubie (2), nauxu

xapmounwie, PY Ne IT N012447/01 om 12.08.2011 (dama 3amenvt 17.04.2017) ewdaro Carnoghu-Asenmuc Oparc,
cepust H1532, napmus 21924 ynaxoeox, 200ex 0o 31.08.2024, npoussoocmea Heachapm fuocon, Ppanyus,
Delpharm Dijon, 6, Boulevard de I 'Europe, 21800, Quetigny, France, koo OKIT[]2 21.20.10.116, ko0 TH B3]
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085351459 om 24.10.2019

COOTBETCTBYET TPEBOBAHHAM
T N012447/01-120811 usm. Ne 1-2

JEKJAPAIIUSA ITPHHATA HA OCHOBAHUH
npomoxon ucnuimanuii Ne 33150 om 06.11.2019 HJ/T 000 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC FR.®M08.C53261 om 07.11.2019

ZIATA [IPHHSTHS NEKJIAPAIIVH 07.11.2019
JEKJIAPAIIS IRNCTBUTEJIBHA JIO 31.08.2024
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=" CBEJEHMS O PETUCTPALIH

OPTAH 110 CEPTU®HKAITAH, 3APEI'ICTPHPOBABIIHI1 AEKJIAPAIIHIO

RA.RU.11OMO8 OPTAH IT0 CEPTH®HKALIHH ITPONYKIIHH OBLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pe.

JTEKJAPAIIMS O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU J-FR.®PM08.A.43324/19
JATA PETUCTPALIAH 07.11.2019
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Ceprudukar anannsa a cooTeercrang

Delpharm

6, Boulevard de L’Europe
21800 QUETIGNY-France
Ten: 03 80 48 30 30

®akc: 03 8046 36 17

‘Onncanne npoaykra 3pcedypan 200 Mr kanc Gamncrep 28G VT RU
K

O NpOHNyKTa 41507 Kon 3akayuka 592586

IHomep cepun H1532 Howmep cepun H1532

3aka3ynKa

(Cpok ronHocTs Apryer 2024 Hlata npon3soncrea 11 Centabpn 2019

MNokazarens Hopna PesynbTat

OITHCAHHE

Omucanue Teepavie xenamunosme kancyne Ne 1, COOTBETCTBVET

COCTOAILNE H3 KOPITYCA XKENTOro OBETa H
KDBIETKY KenToro ipeta. Conepkumoe
KanCynN ~ NOPOIIOK KEATOro LBeTa.

NOJJINHHOCTH

Wnenrupukauns uudypoxcasuaa (TCX) nonoxurennrmii pe3yasTaT NOJIOKHTENBHLIf pe3ynbTaT

KauecTBeHHan peakuis Ha TIONOMHTENbHELI PE3YNLTAT NONOKHTENLHb i pe3yNibTaT

Hudypokcasuaa

TECTBI

Cpeanss Macca copepxuMoro Ot 344 r no 380 mr 361 Mr

OTknoHeRHe OT cpeanelt Maccesl (5a 20 <=2 0

kancyn): + 7,5 %

TIJIOHEHHE OT CpeaHed Macck (Ha 20 O 0

katicynm): + 15 %

PacnamaemocTs <=30 Muu 7 MHH
ukpobHonormieckas yucrota: TAMC  <=1000 KOE/r <10 KOE/r
ukpobuonoruyeckas yucrora; TYMC <=100 KOE/r <10 KOE/r

Escherichia coli : orcyrersyer/r Cootserctayer CooTtBeTcTBYyeT

[KOIMYECTBEHHOE

ONPEAEJEHHUE

Coneprxanne Hudypokcasuga / YO 190 - 210 mr/xancyna 202 mr/kancyna

Cepruduxar coorsercraitn

Hacrosmim nozreepxaaem, uto NPOH3BOACTBO 3TOl CEPHH BLINONHANOCH B COOTBETCTBHH ¢ TpeGorannamu GMP 4
COOTBETCTBYET NONOMEHHAM IPUMEHHMOTO PETHCTPAUHOHHOND YHOCTOBEPEHHA

CTaTyc BhiycKa MPHHATO
HlaTa 17 OkTabps 2019 - 11:51
Toanucano H3abenr Iosenon - ynonromouernoe mumo

CepTHuxaT anann3a yTeepxacH B 31EKTPOHHOM BHIe




Delpharm

6, Boulevard de I'E: =g= .
21800 QUETIGNY - France Certificate of Analysis
LM L S and Conformance

Fax : 03 80 46 36 17

4 Description : ERCEFURYL 200MG 28G VT RU )
Code : 41507 Customer code 1 592586
Batch number : HI1532 Customer Batchn® :  HI1532
Expiry date : August 2024 Manufacturing date : 11 September 2019

\_ v,
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
Microblal 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% <=2 o




4 Description : ERCEFURYL 200MG 28G VT RU

Code 1 41507 Customer code : 592586
Batch number : HI532 Customer Barchn® :  HI1532
Expiry date ¢ August 2024 Manofacturing date : 11 September 2019

\_

Uniformity of mass (on 20 cap) : +/- 15% 0 o

Disintegration time <=30 min 7 min

ASSAY

Nifuroxazide .C.ontent/ uv - _190 to 216 .rrl_g/ca_p;ule e —— 202 mg/cap-s;

Certificate of conformance

EEET L L T R T e TR T ke

e

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

\.
Decision
[ Decision ; A - Accepted
Date 17 October 2019 - 11:51 AM
Name Isabelle CHOVELON Qualified person

\_

This certificate of analysis has been electronical ly signed from a validated LIMS




