AEKJIAPAIINA O COOTBETCTBHM

AEKJIAPAHT, IIFHHAMAIOIIMHA JEKJAPANMIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Pedeparsnoii nanozoeoii cyxchu M 46 no
2. Mockee 01.01.2008, OIPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxaa, ya. Teepckas, 9. 22, Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansnuiii dupexmop Mowuxc O.A.

Hosepennoe munyo: Knowosa 10.C., dosepennocms 6/x om 01,12.2017

JASIBJIAET, UTO
Aexapcmgennoe cpedemeo: Prozun, mabiremxu nokpsimsie nnenoyHol obonouxoii 250 mz 10 wm., Ynaxoexu

Avetikoabie Konmypuwie (2), naxu xapmonnwie, PY M IT N008782 om 31.05.2007 (dama 3amenvi 25.10.2017)
svidano Canogpu-Asenmuc Opanc, cepus IRI4A, napmus 44513 ynaxoeox, 200en 0o 30.04.2022,
npouseodcmsa Canogu-Asenmuc C.A., Henanus, Sanofi-Aventis S.A., Ctra. C35 La Batlloria a Hostalric, km
63,09 17404 RIELLS I VIABREA (Girona), Spain, xod OKII2 21.20.10.171, x0d TH B3] 3004900002,
xormpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085349113 om 04.10.2019

COOTBETCTBYET TPEEOBAHHMSIM

IT N008782-310713 usm. MNe 1-3

AEKJAPAIIAS ITPHHSITA HA OCHOBAHUM

npomoxon ucneimaruti N2 30330 om 11.10.2019 HJI 000 HI] "®APMOFOPOHA", ammecmam
axxpeoumayyu POCC RU.0001.21 /140, Cepmugpuram POCC ES,®M08.C50919 om 11.10.2019

APAITHH /1.10.2019
HTEJLHA 10 30.04.2022

% Knoxosa [10.C.
/.ndﬁ«cb .10

CBEJEHMA O PETHCTPAIINU

PTHOHAKAIMH, 3APETHCTPHPOBABIIN I AEKJAPAITHIO

*TAH ITO CEPTHOHKALIHH ITPORYKIHH OFIL{ECTBO C OTPAHHYEHHOMH
OTBETCTBEHHOGTBIO "OKPYXHOH I[EHTP KOHTPOJIN KAYECTBA "
adpec opzanusayuw 115280, 2. Mocxsa, ya. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu; 113280, POCCHA, 20p0d Mocxea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, geb-
caiim: oyxx.pg. i

AIIAH O COOTBETCTBHH 3APETCTPHPOBAHA &% POCC RU H-ES.OM08.A.40107/19

L3t

Hunewmo U.B.
Pywoeogurens OC




Canodm-Apentuc C.A.,Ucnanus

Ctra. C35(La Batlloria a Hostalric), km 63,09

Y 4

SANOFI

Tenedon: 938641900 daxc: 938641950
17404 Riells i Viabrea (GIRONA) SPAIN

CEPTH®HUKAT AHAJIN3A

®aarun Ta6NeTKH, NOKPLITEIE 060s10uK0i, 250 Mr 6anctep 2x10 PY

O6sekT: RIE 369193

Cepus: 9R14A
Homep cepuu 3akazumka:

INpouss. nnowmwanka: RIELLS

Mara npouseozctea: 13-MAH-2019 00:00:00.00
Jlata ucreyenus cpoka roaHoctu: AIP-2022

OF nomep: RR03219002

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

Bepchsa ceprudukara: 5

TECTBI CIIELIUOUKALIHHU PE3YJIbTATBI

XAPAKTEPUCTHUKH

Onucanue Tabnetku, nokpeITeie 060M04KOM, KpyTIOi CootBeTcTBYyeT
(opMEL, ¢ rpaBupoBkoii «F 250» Ha onHO#
CTOpOHE.

IlseT Ot 6en0ro 0 CBETIO-KENITOrO CooTBercTByET

[NIOJIMHHOCTDb

MeTpoHHaazon (Y @) Makcumym okorno 276,0 EM CooTBercTBYET
MuaumymM okomno 240,0 EM

MeTpoHuaason (BOXKX) CooT1BeTCTBYET CoorBeTCcTBYET

TECTBI

CpenHsas mMacca Ot 335 o 370 Mr 350 mr

OIHOPOAHOCTH TI0 Macce Enp. ®apm. 2.9.5 CooteetcTByeT

Pacnagaemocth He Gonee 30 mun 3 MUH

PACTBOPEHHUE

PacreopuBLIerocs He menee 70 % 101

MCTPOHMAA30a Yepe3 45 MHHYT

(Q=75 %) (Y®)

INNOCTOPOHHME ITPUMECH

(BOXX)

- [Ipumecs A He 6onee 0,10 % 0,00

- [Ipumecr D He 6onee 0,10 % 0,00

- Kaxxgas npyras enMuauynas He 6onee 0,10 % CooTBeTcTBYET

HpHMECH

- CyMMma npuMeceit Hian He 6onee 0,50 % 0,00

IIPOOYKTOB JCrpajanuH
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SANOFI

Cano¢m-Apentuc C.A. Ucnanua

Ctra. C35(La Batlloria a Hostalric), km 63,09 [pouse. naowanka: RIELLS
Tenedon: 938641900 daxc: 938641950
17404 Riells i Viabrea (GIRONA) SPAIN

CEPTHO®HUKAT AHAJIN3A

®arua TabaeTKH, MOKPLIThIE 060104K0i, 250 Mr 6auctep 2x10 PY

O6nekT: RIE 369193 Jlata npouseonctea: 13-MA-2019 00:00:00.00
Cepus: SR14A Hara Weteuenus cpoka rogHoctH: AIIP-2022
Homep cepun 3akasumxa: OF nomep: RR03219002

Meroa B coorsercreun: RIE-MET-00051 v.7.0
Bepcus ceprudukara: 5

TECTBI CIIEHUPUKALIUA PE3YJIBTATBI
MHKPOBHUOJIOI'MYECKAS
YUCTOTA
O61uee yucno adpoOHBIX He 6onee 10° KOE/r CooteetcTBYET
MukpoopraiuimeB (TAMC)
Ob1mee yicNO MIeCHeBLIX U He 6onee 10° KOE/r
JpoxckeBbIX rpuooB (TYMC)
E. coli OtcytcTBue/r
KOJIMYECTBEHHOE
OITPEAENEHUE Ot 237,5 mo 262,5 mMr 2484
Metponunaazon (B2XX)

JlaHHas cepud MPOH3BENEHA COOTBETCTBMM ¢ JHElCTBYIOIIMM [0ChE H C TpeBGOBAHHAME
Hannexarreit nponsBoacTBeHHO#M npakTHku (cGMP).

Pemenne ynondomMouensoro nuua: Bemymeno 12-Cen-2019 15:51:03.00
Antonio Martin, ynonHoMo4eHHOe JHL0

Haunsiii cepTuukar ananusa npoeeper LIMS 1 nofnucan 31eKTPOHHO.
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CERTIFICATE OF ANALYSIS Py

SANOFI AVENTIS S5.A Spain

Ctra. C-3% (La Batlloria-Hostalric) Xm. 63,09 Site: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.50
17404 Riells i Viabrea (GIROMA} SPAIN

FLAGYL 250MG TABCO BL2X10 RU

Item: RIE 369193 Manufacturing date: 13-MAY-2019 00:00:00.00
Batch: 9R14A Expiry date: APR-2022
Customer batchi OF number: RR03219002

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

TESTS SPECIFICATIONS RESULTS :

CHARACTERS

+ APPEARANCE FILM-COQATED, ROUND TABLETS COMPLIES
ENGRAVED F250 ON ONE SIDE

« COLOUR WHITE TO LIGHT-YELLCW COMPLIES

IDENTIFICATION

» METRONIDAZOLE (UV) MAX NEAR BY 276.0 HM COMPLIES
MIN NEAR BY 240,.0 HM

- METRONIDAZOLE (HPLC) COMPLIES COMPLIES

TESTS

. AVERARGE MASS 335 370 MG 350 mg

. UNIFCRMITY OF MASS Ph. Fur. 2,9,5 COMPLIES

+ DISINTEGRATION NMT 30/ MIN 3 MIN

DISSOLUTION:

DISSOLVED METRONIDAZOLE NLT 70 & 101

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

RELATED IMPURITIES (HPLE) ¢

= IMPURITY A NMT 0.10 % 0,00

= IMPURITY D NHT 0.10 % 0.00

- EACH OTHER INDIVIDUAL IMPURITY HMT 0.10° % COMPLIES

- TOTAL IMPURITIES OR NMT 0,50 % 0,00

DEGRADATION PRODUCTS

. MICROBIOLOGICAL QUALITY: COMPLIES

-Total aerobic microbial count (TAMC) NMT © 10 CFU/G

=Total combined yeasts/moulds NMT ' 10? CFU/G

microbial count(TYMC)

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

ASSAY

« METRONIDAZ2OLE {HPLC) 237.% 262.% MG 248.4
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CERTIFICATE OF ANALYSIS

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

SANOFI g

Site: RIELLS

Item:

Batch:

Customer batch:
Method reference:

FLAGYL 250MG TABCO BL2X10 RU
RIE 369193
9R14A

RIE-MET-00051 v.7.0

Certificate version: 5

Manufacturing date: 13-MAY-2019 00:00:00.00
Expiry date: APR-2022
OF number: RRO3219002

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

—— l=ﬂI-I-'III--I---!l=I-IIIl-IIi-IIHHIIIJ

Qualified person decision: Released
12-SEP-2019 15:51:03,00

Antonio Martin, Qualified Person

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