TEKJIAPAIIISI O COOTBETCTBUH

JEKJIAPAHT, TPHHUMATONIHIA AEKJIAPALIUIO O COOTBETCTBHH

AO "Canocpu Poccus”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyun Pedepanvroil nanoz06ot cyxcbvi Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenua OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Teneghon/axc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvhbiti Oupexmop Monoic O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepenrocms 6/n om 01.12.2017

3AABJISAET, UTO

Aexapcmeennoe cpedcmeo: Anposack, mabnemxy noxpuimvie nienouron oborouxol 5 me+150 M2 7 wm.,
ynakoexu aueiikogsie Koumypuvie (4), nauxu kapmonnvie, PY No JIII-002695 om 06.11.2014 , (0elicmeyrowee
PY: JII-002695 om 06.11.2014 (0ama samenw 07.11.2019)), cepun IMXA010, napmus 28313 ynaxoeox, zo0en
00 31.07.2022, npouseodcmea CAHO®HU-ABEHTHC de Mexcuxo C.A. de C.B., Mexcuxa, SANOFI-AVENTIS
de Mexico S.A.De C.V, Acueducto del Alto Lerma No. 2, Zona Industrial Ocoyoacac, C.P. 52740, Ocoyoacac,
Mexico, ko0 OKITJ2 21.20.10.148, ko0 TH B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085353897 om 18.11.2019

COOTBETCTBYET TPEBOBAHUAM
JITT 002695-061114 uzm. Ne |

JEKJAPAITMS [TIPUHSITA HA OCHOBAHUH
npomoxon ucneimanuii Ne 37070 om 27.11.2019 HJI 000 HL] "@APMOBOPOHA'", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC MX. ®M08.C56494 om 27.11 2019

HATMTHH JEKJIAPAIIAM 27.11.2019
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CBEJIEHHS O PETUCTPALINUA

OPIAH I10 CEPTH®HKAIINH, 3APETHCTPHPOBABIIHI JEKJAPAIIAIO 5
RA.RU.11®OM08 OPTAH 10 CEPTHOHKAIIHH TPOAYKLHH OBL{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH IEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, zopoo Mockea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyKK.p.

JEKJAPALIS O COOTBETCTBUM 3APETHCTPHPOBAHA N POCC RU J-MX.OM08.4.47265/19

JATAXPETACTPALIM 27.11.2019
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MX440885-1-EN
€ «Canodn-Asentuc Mekciko C.A, ae CB.»
Acueducto del alto Lerma No. 2 Zona Industrial Ocoyoacac
J C.P.52740, Ocoyoacac Estado de Mexico
RF.C:5AM951123978
SAN OF!I Ten.: 54844400 daxc: (01) 72828781

CEPTUOHUKAT AHAJIN3A
ATTPOBACK, 150/5 MT, 28 TABJIETOK NTOKPBITBIX TDIEHOYHOM

OBOJIOYKOH (POCCHS)
MX440885
Homep cepui: 9MXAOID
Jara npoussoncTea 08-2019
Jara uereuenna cpoka 07-2022
TOAHOCTH

AnamitHyeckuii Meton Cwu. BXNIOYERHEI TecT

Homep cepyu npy 6737684 Obnem cepin 28, 313. 000 .
HHCTIEKUHN

CooTeeTCTRHE Januen cepna oacGpena n COOTBETCTRYET cneuHdHKALKHAM,

Henbrmanue PeaynbTate! ananurnaeckuy nenprannii Cneunduraunn
Axamrmiuecinii meron MEX-TC-R-00931 sep. Coorsercisyer CooTsetcrayer
6.0.

Onucanne CootBeTcTRYeT Cootsercrayer
Osansnvie daonxoseyitse mabremsu,

NOKDbiMBie WIEKOUHOTT 0OONoYKol Berceo

ysema, ¢ zpasupoexoii 150/5 na conoi

cmopone.

NoanukHocms up6ecaprana Cooreercreyer CooTmrercTeyer
Tonxocnoiinan xpomamocpagpus

ToanuynoeTs amnonnnyuHa Cooteercreyer Cooteercrayer
Tonxocnoitnan xpon tamozpagpun

Tloanuunocts upGecaprana (BOHOO CootBetcTsyer CoorserciByer
MoanuuuocTs aMnoamnyng (B3XX) CooTeeTcTBYeT Cooteetcrayer
HonmHAoCTs THTaHA AMoKCHAA Monoxkurencho Tlonoxmrensao
ToamsiH#ocT, xene3a okenna Tonoxarrensho Monoxsmensho
PacnanagMocTs <15 Mun <15 MuH
Toteps » macce npu BLICYWHBRHHN 14% £3,0%
OnHOpORHOCTE A03NpOBAHNS (NiD Macce) 258 mr 247273 mr
OnHoponnocTs No3nposaks aMAoIHRNEA 6 <Is
OAHOPOAHOCTL 103HPOBaHNKA HpbecapTana 2 <15
Pactsoperne upbecaprana (T = 30 mum; Q= 99% >85%

80 %)

PacTeopenve amaoannuua (T = 30 MHH, Q=75 94% >80%

%)

Konuuectsernoe onpenenenne Hpbecaprara  148.8 mr/ta6 142,5—157,5 mrirab
Konnuecraentoe onpeaenenue aMnomnuuz 4,85 mr/tab 4,75-5,25 Mrftab
Poacteenie npumecn upGecaptana Cooteercrayer Cooteercrayer
5R49498 0,07 % <0,30%
JhoBan rennerTadimposannan TPHMECH 0,20% <0,20%
Ofmee copepmanme npHMecedi 0,07 % <0,50%
Poncteenntie nprmecu amnoannina Cooteetcreyer CootBercreyer
TTpumecs D <0,03% <0,30%
Jlroban HEHACHTHOUIMPOBAHHAT NphMecE <0,20% <020%
OBuuee conepxanne npumecek 0,05% = L00%
Obimee KOAHUECTBO a3POGHLIX < 100 KOE/r = 1000 KOE/r
MHKPOOPTAHH3MOB

Obmee XomMmecTBo APOHOKEBIX M fiecHeBEX < 100 KOE/r <100 KOE/r
rpubor

Escherichia coli Orcyrersue OrcyTerene
*Qbmee konHHECTBO A2poGHLX < 100 KOE/r = 1000 KOE/r
MHKDOODPTAHH3MOB

*Obmee YHENO APONGKEBEIX M ANECHEBLIX < 100 KOE/r < 100 KOE/r
rpuboe

*Escherichia coli Orcyrersne Orcyrerane

* B cooTeeTcTBHH C TpeGopanmamy Pocentickolt Dezepawni, JaHHEIe AHANHIL BLNGAHAIOTCA Ha TOTOBEIX NEKAPCTEEHHEIX MPERapaTax.

«JlaHnas cepun GruTa H3TOTORACHA B COOTBETCTBHH ¢ TeRYMHMH Tpebopannamu Hapnenamedi npoissoncTaeHHol NPAKTHKH H COOTRER
CNEUHPHKALAM AKTYATLHOTO PEMHCTPALHOHHOID YAOCTOBEPEHHAN.

Oraen ofecnevennn kauecTsa: © T'wbepmo Anbsapec Oyoa (FI Guillermo Alvarez Ochoa)

Pemenue o craryce: Onofipeno
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MX440885-1-EN Sanofi Aventis México S.A. de C.V.

Acueducto del alto Lerma No. 2. Zona Industrial Ocoyoacac
€ C.P. 52740, Ocoyoacac Estado de México
Q‘&( R.F.C.: SAMI51123978

Tel. 54844400 Fax. {01) 72828781
SANOFI CERTIFICATE OF ANALYSIS

APROVASC 150/SMG TABS C/28 RU

MX440885

Batch number: 9MXA010

Manufacturing date : 08 - 2019

Expiry date : 07 - 2022

Anmalytical method : See included test

Inspection lot number 6737684 Batch Quantity : 28,313.000 Pce.
Compliance : This batch is accepted and complies with the specifications.

Test Analytical results Specifications
Analytical method Corresponding Corresponding
MEX-TC-R-00931 V 6.0

Description

White oval shaped film coated tablets with  Comesponding Corresponding
“150/5" debossed on one side and plain on

other side

Identification irbesartan Corresponding Corresponding
Thin layer chromatography

Identification amlodipine Cormesponding Corresponding
Thin layer chromatography

Identification irbesarten HPLC Cormesponding Cormresponding
Identification amlodipine HPLC Corresponding Corresponding
Identification titanium dioxids Conesponding Corresponding
Desintegration < 15 min <= 15 min
Loss on drying 14% <=3.0%
Uniformity of mass 258mg 2470273 mp
Uniformity of dosage wnits amtodipine 6 <=15
Uniformity of dosage unils irbesartan 2 <=15
Dissolution irbesartan(T:30 min; Q=80%) NV >=85%
Dissolution amlodipine (T:30 min; Q=75%) 94 % >=80%
Assay Irbesartan 148.8 mgfiab 142.5 10 157.5 mgftab
Assay Amlodipine 4.85mg/tab 4.75 10 5.25 mpfiab
Related substances Irbesartan Corresponding Corresponding
SR49498 0.07 % <=030%
Any degradation product no specified 0.20 % <=0.20%
Total impurities 0.07% <=050%
Related substances amledipine Corresponding Cormesponding
Impurity D <003 % <=0.30%
Any degradation product no specified <0.20% <=020%
Total impurities 0.05 % <=1.00%
Total aerobic microbial count < 100 cfw/g <= 1000 cfu/g
Total yeast/moulds count < 100 cfu/p <= 100 ciu/g
Escherichia coli Absent Absent

*Total acrobic microbial count < 100 cfu/g <= 1000 cfu/g
*Total yeast/moulds count < 100 cfu/g <= 100 cfufg
*Escherichia coli Absent Absent
*Acording 10 the Russizn Federation requi , these is are performed as finished goods.

“This batch has been manufactured in compliance with the cu

Status decision: Approved

Quality Assurance: FI Guille Z Ochoa
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