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TEKJIAPAITNSI O COOTBETCTBUH

JNEKJTAPAHT, IPHHMMAIOII I JEKJIAPAITHIO O COOTBETCTBHAH

AO "C(;HOQ'JH Poccun"

Cseaep:un o pezucmpayuu opzanusayuu:; Mexcpaiionnas uncnexyus Pedepanvroii nanozosoi cayschor Ne 46 no
2. Mocwee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxas, 8. 22. Tenegpor/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye; I'enepanoubiii dupexmop Mowc O.A.

,lIaeepJHHoe auyo: Cmenanos C.C., dosepennocmp 6/n om 01.12.2017

3 T, UTO

nexapcmaennoe cpedcmeo: Anpoeack, mabnemku noxpyimsle nienoyHou obonouxott 10 mz+300 M2 7 wm.,
ynaxoexu aveiixoesie konmypuvie (4), navxu xapmonnvie, PY Ne JIIT-002695 om 06.11.2014 , cepun 9MXA005,
napmus 14130 ynaxosox, zo0en do 28.02.2022, npoussodcmea CAHOPH-ABEHTHC de Mexcuxo C.A. de
C.B., Mexcuxa, SANOFI-AVENTIS de Mexico S.A.De C.¥,, Acueducto del Alto Lerma No. 2, Zona Industrial
Ocoyoacac, C.P. 52740, Ocoyoacac, Mexico, ko0 OKII[]2 21.20.10.148, ko0 TH B3/ 3004900002, xonmparxm
Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085335803 om 04.06.2019

COOTBETCTBYET TPELOBAHHUAM

JIT 002695-061114 usm. Ne 1

JEKJTAPAIIMA IIPHHSATA HA OCHOBAHHH

npomoxon ucnvimanusi Ne 16340 om 17.06.2019 HJT OO0 HLJ "OAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC MX. DM08.C42115 om 17.06.2019

JATA(TIPHHATHSA JEKJIAPAIIHH /7.06.2019
KA PN JIEHCTBHTENLHA JIO 28.02.2022

Crenauop C.C.
WUCH O.H.O

GJ
Fusﬁ‘a *
Deiaapan

CBEJEHMSI O PETHCTPAIINN

OPTAH IO CEPTH®HKAIUH, 3APETHCTPHPOBABIIAN JEKJTAPAITMIO

RA.RU.11®M08 OPT4AH ITO CEPTH®HKALIHH ITPOIVKLHH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH IJEHTP KOHTPOJLT KAYECTBA”,

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmutburayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, . 4, am. 5., men.:(495)788-02-88, eeb-
caiim: loyxx.p.

NEKJIAPAITHA O COOTBETCTBUH 3APETHCTPHPOBAHA N POCC RU J-MX.®M08.A.27236/19
I;A%E(EFHCI‘PAIHIH 17.06.2019
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SANOFI

«Canodm-AseHTie Mekcuko C.A. ae C.B.»

Acueducto del alto Lerma No. 2 Zona Industrial Ocoyoacac
C.P.52740, Ocoyoacac Estade de Mexico

R.F.C.: SAM951123978

Ten.: 54844400 daxc: (O1) 72828781

CEPTH®UKAT AHAJIM3A

AITPOBACK, 300/10 MT', 28 TABJIETOK [TOKPBLITBIX IJIEHOYHOH

OBONIOYKOH (POCCHA)
MX440883

Homep cepun: IMXA0DS
Jlara npon3soncrea ;. 03-2019
Jara ucteuenus cpoka @ (2- 2022
TOAHOCTH
AHANUTHYECKHIt MeTOA CM. BKNIOYEHHBIH TECT
Homep ceprn npH ¢ 6705277 O6remM cepun 14, 130. 000 wrr.
HHCNEKLHA
COOTBETCTBHE Jautan cepus oao6peHa u cOOTBETCTBYET ceUMpHKALINAM.
HenbiTanne PelynabTaTsl avannTngeckux HenwiTagnli | Cneundukauun
Axanumyeckuil metoa MEX-TC-R-00934 Bep. 8.0. CooTBeTcTBYET CooTeeTcTRYET
Onucanxe CooTseTcTBYET CooTBeTCTBYET
Osanshvie 080AKOSLINYKAGIE MABAEMKY, ROKDLINbIE
nIeHOUHOL 000TOUKOI Ben020 yeema, © PUCKOI 1 CKOCOM
x pucxe (SNAP-TA) na oonoii cmopone.
Momnunnocts upGecapTana Coorsercreyer CoOTRETCTBYET
Tonkocnoiman xpomanmozpadus
MomnuaKecTs AMA0ANNKHHA CootsetcTyer CooTeeTcTBYET
Tonrocnofinan xposamozpapus
IMoanuunecTs Hpbecaprana (B3XKX) CooTsetcTBYeT CootercTyeT
IMoannusocts amnoaunuHa (B3XX) CooTeeTcTBYET CooTBeTcTBYET
IToannHAECTE THTAHA ANOKCHAA TMonoxuTENEHO MonoxwuTensHo
[MoannwurocTs *ene3a OKcHIA MonoxuTensHo TonRoKHTENLHO
PacnanaemocTs <15 My = 15 MHH
ToTepa 8 Macce NpH BHICYLUHBAHHH 1.3 % £30%
QanopoAHOCTE A03HPORAHNA (N0 Macce) 518 mr 494-546 Mr
OnHOPOAHOCTE AC3IMPOBAHHA AMNOOHTIHHA 5.0 =15
OnxopoaHOCTE 203HPOBAHHA HPOecapTaHa 30 <15
Pacteopenie npbecaprana (T = 30 mun; Q = 80 %) 101 % >85%
Pacteopenne avnoannuua (T = 30 muu; Q=75 %) 97 % >80 %
KonnuecTeeHnyoe onpegenenue npbecaprata 301,4 mr/Tab 285,0—315,0 Mr/1ab
KonuuecTeeHHOE onpeaeneHHe aMN0IHIHHA 9,94 Mr/1ab 9,50-10,50 mr/rab
Poncteennsie npruvec npbecaprana CooTeeTCTBYET CooTteeTCTBYRT
SR49498 0,08 % <030%
Tioban HEHAEHTHHHUHPOBAHHAA NPHMECH 0,00 % <020 %
O6ee conepkanve npHMeceit 0,08 % <050 %
PoncteeHHbIC NPUMECH AMNOAHAHHA CooTeercTBYET Cooteercreyer
[Tpimece D < 0,03 % <030 %
Jhobaa ueHaeHTHdHUHPOBAHHAR NPHMECH <020 % <0,20%
Obutee comepaanne npuMecei 0,09 % <1,00 %
Obwmee KOAHYECTBO a3poOHLIX MHKPOOPTAHH3MOB < 100 KOE/r < 1000 KOE/r
Ofumes KONHYECTBO APOAOKEBBIX ¥ MICCHEBRIX PHGOB < 100 KOE/r < 100 KOE/r
Escherichia coli OtcyTcTBHe OrcyTcTBRHE
*0Oblee KONHYECTBO A3pOGHBIX MHKPOOPTraHH3IMOB < 100 KOE/r < 1000 KOE/r
*0Bwee YHCIO APOAOKEBRIX H INECHEBLIX rpHboB < 100 KOE/r < 100 KOE/fr
*Escherichia coli OtcyreTBne OrcyTeTBHe

* B cootBeTCTRHH C Tpeﬁosanmmm Poccniickoi ¢€Jl€pﬂl.lHH. JAAHHBIC AHANH3BI BRINOAHAOTCA Ha NOTOBLIX ICKAPCTBEHHLIX NIpenapaTax.

«JlaHHan cepun GbINa HITOTOBIEHA B COOTBETCTBHH € TeKyLWHMA TpeGosannamy Hannexauiel NpoHIBOACTEEHKON NPAKTHKN K COOTBETCTRYET
CMEUHPHKALMAM AKTYANBHOTO PErHCTPALMOHHOTO YAOCTOBEPEHHSA ».

Inonnues/

Ornen oGecneuenna kavectaa: [unsepmo Anbapec Ovoa (FI Guillermo Alvarez Ochoa)

Pewenze o cratyce: OnoGpeHo

Crpasnua 01 u3 01

Jata pewenna: | I/AITP/ 2019
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SANOFI

Sanofi Aventis México S.A. de C V.,

Acueducto del alto Lerma No 2. Zona Industrial Ocoyoacac
C.P.52740, Ocoyoacac Estado de México
RF.C.: SAM931123978

Tet. 54844400 Fax. (01} 72828781

CERTIFICATE OF ANALYSIS

APROVASC 300/10 MG TABS C/28 RU

MX440883
Batch number: 9MXA005
Manufacturing date 03 - 2019
Expiry date 02 -2022
Analytical method See included test
Inspection lot number 6705277 Batch Quantity 14,130.000 Pce
Compliance This batch is accepted and complies with the speficications.
Test Analytical results Specifications
Analytical method Corresponding Comesponding
MEX-TC-R-00934 V 8.0
Description Corresponding Cotresponding
White, Oval shaped film conted wblets with cut line SNAP-TA
ot one side and plain on other side,
Identification irbesartan Cormesponding Corresponding
Thin layer chromaiography
Identification amlodipine Corresponding Corresponding
Thin laver chromatography
Identification irbesartan HPLC Corresponding Corresponding
Identification amlodipine HPLC Comesponding Cormresponding
Identification titanium dioxide Pasitive Positive
Desintegration <15 min <= 15min
Loss on drying 1.3% <=30%
Subdivision of tablet Corresponding Cormresponding
Uniformity of mass 518 mg 494 to 546 mg
Uniformity of dosage units amlodipine 50 =15
Uniformity of dosage units irbesartan 30 <= 15
Dissolution irbesartan({T:30 min; Q=80%) 101 % >=35%
Dissolution amlodipine {T:30 min; Q=75%) 97 % >=80%
Assay Irbesartan 301.4 mg/tab 285.0t0 315.0 mg/tab
Assay Amlodipine 9.94 mg/ab 9.50 to 10.50 mg/ab
Related substances Irbesartan Corresponding Corresponding
SR49498 0.08 % <=030%
Any degradation product no specified 0.00 % <=020%
Total impuritics 0.08% <=0.50 %
Related substances amlodipine Comesponding Corresponding
Impurity D <003 % <=030%
Any degradation product no specified <020% <= {.20%
Total impurities 0.09% <= 1.00%
Tota] zerobic microbial count < 100 cfivg <= 1000 cfivg
Tetal yeast/moulds count < 100 cfu/g <= 100 cfug
Escherichia coli Absent Absent
*Total aerobic microbial count < 100 cl/g <= 1000 cfis'g
*Total yeast/moulds count < 100 cfu'g <= 100 cfi/g
*Escherichia coli Absent Absent

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

“This batch has been manufactured in compliance with the current Good Manufacturing Practice requirements and complies with the specifications of the relevant

marketing authorization™,

Status decision: Approved

Quality Assurance: FI Guille
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Date of decision: 11/Aprik/2019



