NEKJAPAIIVISI O COOTBETCTBUM

JEKJAPAHT, IPHHUMAIOIIHWHA JEKJAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenun o peucmpayuu opzarusayuu: Mexcpationnas urcnexyus Pedepanvroti nano2osod cayxctor Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepexas, 0. 22. Tenegpon/parc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvruiii Oupexmop Monxc O.A.

Josepennoe nuyo.: Cmenanos C.C., dogepennocmy 6/n om 01.12.2017

3AABJIAET, UTO

nexapcmeennoe cpedcmeo: Onazun, mabnemxu noxpuimvie naexourol obonouxoi 250 mz 10 wm., ynaxoexu
Avetikogbie xonmyprste (2), nauxu kapmonwsie, PY Ne IT N0O08782 om 31.05.2007 (dama samensi 25.10.2017)
avioano Canogu-Asenmuc parc, cepus IR145, napmun 17768 ynaxoeox, zo0en 0o 31.12.2021,
npouzsoocmea Canogpu-Aeenmuc C.A., Henanus, Sanofi-Aventis S.A., Ctra. C35 La Batlloria a Hostalric, km
63,09 17404 RIELLS I VIABREA (Girona), Spain, xod OKII/]2 21.20.10.171, koo TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085331764 om 26.04.2019

COOTBETCTBYET TPEEOBAHHUAM
IT N008782-310713 uzm. Ne 1-3

JEKJAPAIINA ITIPUHATA HA OCHOBAHHH
npomoxon ucnemanusi Ne 12460 om 08.05.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®PJ140, Cepmugpuxam POCC ES.®dM08.C39613 om 08.05.2019

AATA: OPUHSTHSA TEKJIAPAITAH 08.05.2019
JEKJIAPALIMS JEACTBHUTENLHA O 31.12.2021
f o ik

WIT,

Crenanos C.C.

deraapanm b ©.H.O

CBEJIEHWS O PETUCTPALINH

OPTAH IO CEPTHOWKAIIAH, 3APETHCTPHPOBABIIHI AEKJIAPAITHIO

RA.RU. 11®M08 OPTAH I10 CEPTHOHKALIHH ITPOJVKLIHH OFI{ECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmugburayuu: 115280, POCCHSA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, aeb-

caiim. oyxkx.pe.

NEKJIAPAITHA O COOTBETCTBAU 3APETHCTPHPOBAHA M POCC RU J-ES.®M08.A4.23475/19
A PETMCTPALIMH 08.05.2019

- ﬁ% Kauan E.B.
= 3am. pyxosogutens OC
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SANOFI

Cano¢u-Aserntic C.A.,Ucnanus

Ctra. C35(La Batlloria a Hostalric), km 63,09 [pouze. mnowanka: RIELLS
Tenedon: 938641900 daxkc: 938641950

17404 Riells i Viabrea (GIRONA) SPAIN

CEPTHO®UKAT AHAJIM3A

@jarua TabNeTKH, NOKPBIThIE 000J104K0i#i, 250 MI 6aucrep 2x10 PY

O6wext: RIE 369193 Jara npoussozctea: 25-HB-2019 00:00:00.00
Cepus: 9R145 Hara Hcteuenun cpoka rogHocti: JJEK-2021
Homep cepuu 3akasumka: OF nomep: RR03219001

Meton B cooteercTBHH: RIE-MET-00051 v.7.0
Bepcus ceprudukara: 5

TECTBI CIIEHIN®HNKAILIMH PE3VJIbTATBI

XAPAKTEPUCTUKH
Onucanue TabneTkn, mokprITEie 060104KOM, KPYTIOH CootBercTBYET
¢opmel, ¢ rpaBuposkoii «F 250» Ha oaHoii
CTOpOHE.
Iper Ot 6enoro g0 cBeTno-KenTOTO CooTBeTCTBYET
ITOANTMHHOCTD
meTpoHuAasoln (Y @) Makcumym oxono 276,0 oM CoorBercTBYET
MunumyM oxono 240,0 am
Merporraazon (BOXX) CooTBeTcTRYET CooTtBercTByeT
TECTDBI
Cpenuas macca Ot 335 no 370 Mr 349 Mr
OanxoponHOCTH 1O Macce Epp. dapm. 2.9.5 CooTBeTCTBYET
PacnagaeMocThb He 6onee 30 mun 4 MuH
PACTBOPEHHUE
Pactsopupinerocs He menee 70 % 99
METPOHHa301a depe3 45 MUHYT
Q=75 %) (YD)
ITOCTOPOHHHME ITPUMECH
(B3XX)
- Ilpumecs A He 6onee 0,10 % 00,0
- [Ipumecs D He 6onee 0,10 % 00,0
- Kasxnas apyras exunuunas He 6onee 0,10 % CootBercrByer
IIPHMECH
- Cymma npuMeceii uin He 6onee 0,50 % 00,0
NpOAYKTOB Aerpaallid
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SANOFI

Canodm-Asentue C.A. Hcnanus

Ctra. C35(La Batlloria a Hostalric), km 63,09 IIpowse. nnowanxa: RIELLS
Tenegon: 938641900 Pakc: 938641950
17404 Riells i Viabrea (GIRONA) SPAIN

CEPTHO®UKAT AHAJIN3A

@rarun TabneTkH, NOKpuIThIE 0601049K0i, 250 Mr 6anctep 2x10 PY

O6wekT: RIE 369193 Tlata npoussonctsa: 25-AHB-2019 00:00:00.00

Cepus: 9R 145 Jlata ncreuyenus cpoka roguocti: JJEK-2021
HoMep cepuu 3akazunka: OF nomep: RR03219001

Meron B cooreerctaun: RIE-MET-00051 v.7.0

Bepcus ceprudmkara: 5

TECTbBI CIIEHUOUKAILINHA PE3YJIbTATBI
MHKPOBHOJIOTMYECKASL
UUCTOTA
O6wee uncno a3poOHEX He 6onee 10° KOE/r CoorBeTcTBYET
MuKpooprasuzMos (TAMC)
O61iee YHCIO MIECHEBEIX H He 6onee 10 KOE/r
apoxcxeBrX rpubdos (TYMC)
E. coli O1cyrcrue/T
KOJIMYECTBEHHOE
OINPEAEJIEHUNE Ot 237,5 no 262,5 mr 248.4
Mertponuznazon (BOXKX)

JlaHHas cepus NpOHM3BENCHA COOTBETCTBHH C JEHCTBYIOIIMM 1OCEE M C TpeOOBAHMAMH
Hajnexainei npoussoacTseHHol npaktuka {cGMP).

Peluenne ynonnomoueHHoro Jimua: Brimymeno 4-AITP-2019 15:23:34.00

Antonio Martin, ymomHoMOYeHHOE L0

Jlanuziii cepruduxat aHanu3a nposepes LIMS u noanrcan sneKTpoHHO.
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CERTIFICATE OF ANALYSIS

: SANOFI 7

SANOFI AVENTIS S5.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Site: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.50

17404 Riells i Viabrea (GIRONA) SPAIN

FLAGYL 250MG TABCO BL2X10 RU

Item: RIE 369193 Manufacturing date: 25-JAN-2019 00:00:00.00
Batch: 9R145 Expiry date: DEC-2021
Customer batch: OF number: RR03219001

Method reference: RIE-MET=-00051 v.7.0
Certificate version: 5

— .
TESTS SPECIFICATIONS RESULTS
CHARACTERS
. APPEARANCE FILM-COATED, ROUND TABLETS COMPLIES
ENGRAVED F250 ON ONE SIDE
. COLOUR WHITE TO LIGHT-YELLOW COMPLIES
IDENTIFICATICN
. METRONIDRZOLE (UV) MAY NEAR BY 276.0 WM COMPLIES
MIN HEAR BY 240.0 MM
. METRCNIDAZOLE {HPLC) COMELIES COMPLIES
TESTS
. AVERAGE MASS 335 370 MG 349 mg
. UNIFORMITY OF MASS Ph. Eur.:2,9.5 COMPLIES
. DISINTEGRATION NMT 30 MIN 4 MIN
DISSOLUTION:
DISS0OLVED METRONIDAZOLE NLT 70 % 99

AFTER 45 MIN (Q=70%) (UV)

RELATED IMPURITIES(HPLC):

- IMPURITY A NMT 0.10 % 0.00
- IMPURITY D NMT 0.10 % 0.00
- EACH OTHER INDIVIDUAL IMPURITY NMT 0.10 % COMPLIES
~ TOTAL IMPURITIES OR NMT 0.50 & 0.00

DEGRADATION PRODUCTS

. MICROBIOLOGICAL QUALITY: COMPLIES
-Total aercbic microbial count ({(TAMC) NMT 10°® CFU/G

-Total combined yeasts/moulds NMT 102 CFU/G

microbial count {(TYMC)

~Specified micro-organisms (E.Coli) ABSENCE/G

ASSAY

. METRONIDAZOLE (HPLC} 237.5 262.5 MG 248.4
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CERTIFICATE OF ANALYSIS

- SANOFI «»p

SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09
Tel. 93.864.19.00 Fax. 93.864.19.50

17404 Riells i Viabrea (GIRONA) SPAIN

Site: RIELLS

FLAGYL 250MG TABCO BL2X10 RU

Item: RIE 369193 Manufacturing date: 25~JAN-2019 00:00:00.00
Batch: 9R145 Expiry date: DEC-2021

Customer batch: OF number: RR(3219001

Method reference: RIE-MET-00051 v.7.0

Certificate version: 5

This batch has been manufactured in reference to the dossier in force and according to the cGMP

Qualified person decision: Released
4-APR-2019 15:23:34.00

Antonio Martin, Qualified Person

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