IEKJAPAIIASI O COOTBETCTBHHA

JAEKJIAPAHT, IIPHHUMAIOLIHIA JEKJAPAITAIO O COOTBETCTBHH

AO “Canoghu Poccua”

Ceedenun o peaucmpayuu opzanusayun: Mecpaiionnan uncnexyus Gedeparvnoii nanozosoi cayxcbvt Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxkea, yn. Teepcxas, 0. 22. Tenehon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuviil dupexmop Mownsc O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

SAABJSIET, UTO

Aexapemeennoe cpedcmeso. Anposack, mabnemxu noKpeimble naeHowHol oborouxoit 5 mz+300 M2 7 wm.,
ynaxosku sveiikogvie xonmypubie (4), navku kapmonneie, PY Ne JIII-002695 om 06.11.2014 , cepus IMXA00],
napmusi 14097 ynaxosox, 2oden oo 30.11.2021, npouzeodcmea CAHODH-ABEHTHC de Mexcuxo C.A. de
C.B., Mexcuxa, SANOFI-AVENTIS de Mexico 5.A.De C.¥, Acueducto del Alto Lerma No. 2, Zona Industrial
Ocoyoacac, C.F. 52740, Ocoyoacac, Mexico, xod OKIT/2 21.20.10.148, xad TH B3/ 3004900002, xonmpaxm
Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085328848 om 01.04.2019

COOTBETCTBYET TPEBOBAHUAM

JIIT 002695-061114 uzam. Ne |

AEKJIAPAIIVS MPUHATA HA OCHOBAHUH

npomoxon ucnvimarnuit Ne 10618 om 17.04.2019 HJT 000 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC MX. PMO8.C38518 om 17.04.2019
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CBEJEHUS O PETUCTPAITNU

OPTAH II0 CEPTHOHKALIHH, 3APET'UCTPHPOBABINHI JEKJIAPAITHAIO
RA.RU.11DOMO8 OPI4H IIO CEPTHOHKAIIHY ITPONVKIIHH OFIIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXKHOH IIEHTP KOHTPOJII KAUECTBA",
| adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmughuxayuu: 115280, POCCHA, zopod Mockea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, se6-
caiim: oykx.pa.
AEKJIAPAITAA O COOTBETCTBHH 3APETHCTPHRPOBAHA N POCC RU JI-MX. ®M08.4.21826/19
JATA ;@_ ( EPAIIHH 17.04.2019

Q }; Hupenxo KL.B.

HOMNKCH Pykosomurens OC




MX440884-1-EN
‘l «Canodn-Asentic Mekcuko C.A. ge C.B.»

Acueducto del alte Lerma No. 2 Zona Industrial Ocoyoacac

C.P.52740, Ocoyoacac Estado de Mexico
SA N O F ! R.F.C.: SAM951123978
Ten.: 54844400 axc: {01) 72828781

CEPTHOUKAT AHAJIU3A
ATIPOBACK, 300/5 MT, 28 TABJIETOK IMOKPLITHIX TUIEHOYHON OBOJIOUYKOH

(POCCHS)
MX440884

Hoxep cepun: 9MXAG0T
Jlata npoussoictsa o 22018
JlaTa HCTCUCHILE CPOKA IOAHOCTH o HI-2021 ¢,
AHATHTHYECKHA METOA : MEX-TC-R-G0933 pep. 6.0
Houmep cepHit nips HHENEKLUHA T 6688920 Ofsem cepint : 14,097,000 wr.
CooreercTbite © JHamnan cepun oa00pena # COOTBETCTBYET CHERBHKALHIM,

Pefo.EII:TaTbl AHATHTHYECKHX
HcnbiTanue N Coennduxanuu

HCNBITAHHH
Anaantauecxnii meron MEX-TC-R-00933 sep. 6.0. CooTeercTayeT CooTBetCTRYET
Oncanne CooTBETCTRYET CooteercTByeT
HKeamoie 08a10HbIE MABACMKYU, ROKPLINBIC HACHOYHOI!
0boa0uKoR, ¢ cpasuposkoil « 300/5» na odueli cmopone
FloanunsocTe upbecaprana Cootsetcisyer CooteeTcTBYET
Tonxocroiinas xpomamozpagdun
THoaAuHHOCTE aMI0AHNHHE CooteeTcTRyeT CooreeTcTBYET
Tourocaoitnas xpestamoepagus
NMoaamnrocts upbecapTana (BOWX) Cootsercreyer CooTBeTCTBYET
Moaausnocts amaoannuna (BDXX) Cootsercinyer CootBeTcTBYCT
TeAnKHHOCTE THTAHA AMOKCHIA lNeaokurennHo FlonoxutensHo
TTO/LIHHHOCTD Kene3a OKeHIAa [Moaosureanso FlonowurensHo
PacnasaemocTs <15 MuH < 15 Mun
[ToTeps B Macce NPA BEICYUIMBARIM 1.8 % <30%
(aHOPOAHOCTE ADZHPOBARNA (N0 Macce) 520 mr 494546 mp
OaHOPOAHOCTE AO3HPOBAHHA AMIOIHINEA 8 <15
OnnopoaHocTs 03HpoBanHa Hphecaptata 2 <15
Pacteopenne upbecaprasa (T = 30 sum; Q = 80 %) 100 % >85%
Pacteopenne avaoannuia (T = 30 smus; Q=75 %) 95 % >80 %
Kosnnectsennoe onpesenenne upbecaptana 297.5 mr/Tad 285.0—315,0 mr/1ab
Kosnuectaennoe onpeaencHie avmioannmHa 4,81 mr/rad 4,75-5,25 mr/rad
Poacreensbie npumeck nplccaptana CooTsercTByeT CootBerceByer
SR49498 0,06 % <030 %
Jhoban sengenTudHUNPOBAHHAA NPHMECE 0,00 % <{,20 %
OBuiee cosepmatne npumecedy 0,06 % < 0,50 %
PoacTeentbie npasMecy aM10aunnta CoortpercreyeT Cooteercinyer
Fpamecs D < 0,03 % <030 %
Jhobas HevACHTHEHIHPOBAHHAN IPHMECH <020 % <0,20%
Odinee conepxanne APHMECEH 0,08 % <100 %
Ofiee KONHYECTBO A3pOGHBIX MAKPOONTAHIIMOE < 100 KOE/r < 1000 KOE/r
Oditee KOMHYECTBO APONOKEBBIX M FICCHEBLX TPHO0B < 100 KOE/NR <100 KOE/r
Escherichia coli Orcyrersne Otcyrerane
*O01ee KOIUIECTRO A3POOHBIX MHKPOOPTAHHIMOR < 100 KOE/r < 1000 KOE/r
*O01Iee YHCI0 APOACKEBBIX H HICCHEBLIX rpiGoB < 100 KOE/r < 100 KOE/T
*Escherichia coli OrcyTeTBHe OreyTeTBue

* B cootevcTRUn ¢ Tpedopauusa Pocoutickoi (Deaepativg, AaHHBIE AHETIR BLIMOMHMOTCS HA FOTOBAX AEKAPCTBEHHLIX Mpenaparax.

«[lannas cepun Geula HErOTOBASHA B COOTBETCIBHMK C TEKYUIMMH TpeGoBaHNAMY Haznewxaliel TPONIROICTECHHON HPAKTHIH H CODTBETCTBYET coeunUKanAM AKTYRIEHOrO

PETHCTPALHOHHOTO YAGCTOBEPCHHAS,

Pewrenne o craTyce: Ogo6peHo

‘noanues/ 21/02/2018.

Jrzen obecneuenns kauecTsa: MHanepmo Anbbapec Ouoa (FI Guillermo Alvarez Ochoa)

Crpannna 01 w3 G1

HaTta pewenua: 21/02/2019
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u Sanofi Aventis México S.A. de C.V.

Actieducio def alto Lerma No 2. Zona Industrial Ocoyoacay

C.P52740, O¢ Estado de Mévic
SANOFI

Tel. 51844400 Fax, (01) 72R3I878}

CERTIFICATE OF ANALYSIS
APROVASC 300/5mg TABS C/28 RU

MX440884
Batch number: 9MXA001
Manufacturing date : 12 - 2018
Expiry date : 11 -2021
Analytical methed : See included test
Inspection lot number 6688920 Batch Quantity : 14,097.000 Pee
Compliance : This batch is accepted and complies with the specifications.
Test Analytical results Specifications
Analytical method  MEX-TC-R-00933 V 6.0, Comesponding Corresponding
Deseription Conesponding Corresponding
Yellow oval shaped film coated rablets with “300:5™
debossed on one side and plain on other side
Identification ithesartan Corresponding Corresponding
Thin laver chromatograophy
tdentification ninlodipine Corresponding Corresponding
Thin laver chromatography
Identification itbesartan HPLE Corcesponding Corresponding
Identification amlodipine HPLC Comesponding Comesponding
Identilication titanium dioxide Posilive Positive
Kientification fron oxide Positive Posilive
Desintegration < 5 min <= {5 min
Loss on drying 18% <=3.0%
Uniformity of mass 520 mp 49410 546 mg
Unilormity of dosage units amfodipine 8 <= |5
Uniformity of dosage unils irbesartan 2 <= 15
Dissolution itbesartan(T:30 min; Q=80%) 100 % >= §5%
Dissolmion amiodipine (T:30 min; Q=75%) 95% > §0%
Assay lrbesartan 297.5 mgtub 285010 315.0 mg/iab
Assay Amlodipine 4.81 mg/lab 47510 5.25 mgub
Related substances Irbesartan Corresponding Corresponding
SR4D4098 0.06% <=0.30%
Any degradation product no speeilied 0.60% <= 0.20%
Total impuritics 0.06 % <= 0.50%
Related substances amlodipine Comesponding Conesponding
bmpurity D <003 % <=(.30%
Any degradation product no specified <0.20% <= (.20%
Tatal impurities 0.08 % <= 1.00%
Totut aerobic mictoblal count < 100 clu’g <= 1000 cfu’y
Total yeast/moulds count < {00 cfu'y <= 100 eftrg
Escherichia coli Absent Absent
*Total acrobic microbial count < 100 efu'p <= 100 ey
*Total yeast/inoulds couny < 100 cfuig <= (K} ey
*Escherichia coli Absent Absent

* According to the Russian Federation requirements, these analyses are performed as finished goods,

“This butch huis bees manufactored in compliance with te current Good Manufactering Practice requirements and compties with the specifications of the relevant
marketing authorization™.

Status decision: Approved

Quality Assurance: FI Guill 7 Ochoa
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