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JEKJIAPAITHSA O COOTBETCTBI/I[/I

| MEKJIAPAHT, IPUHMMAFOINHI ZEKJAPAITHIO O COOTBETCTBHH

AQ "Catiogu Poccus”
Ceedenun 0 pezucmpayuu opzanusayuu: Mesxcpaiionnas uncnexyus Pedepanvroii Hanozoeod cayocbvi Ne 46 no

2. Mocxge 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec. 125009, 2. Mockea, yn. Teepckasn, 3. 22. Tenechon/paxc: 8 (495} 721-14-00/ 721-14-11
B nuye. lenepanvnetii dupexmop Monae O.A.

Hoeepennoe nuyo: Cmenanoa C.C., doeepennocme 6/4 om 01.12.2017

3AHBJE[ET, YTOo
RexapcmaenHoe cpedcmeo. Anposack, mabnemxu noxpoimoie naeHo4Ho obonrowkot 5 me+150 m2 7 wm.,
ynaxosiu azetixosnie KonmypHute (4), nauku kapmonnvie, PY Ne JIIT-002695 om 06.11.2014 , cepus IMXA001,

napmus 24755 ynaxoeok, 200en do 28.02.2022, npouseodocmea CAHODPH-ABEHTHC de Mexcuxo C.A. Oe
C.B, Me:ccuxa SANOFI-AVENTIS de Mexico S.A.De C.V, Acueducto del Alto Lerma No. 2, Zona Industrial
Ocoyogcac, C.P. 52740, Ocoyoacac, Mexico, ko0 OKIIJ2 21.20.10.148, xo¢ TH B3] 3004900002, xoumpaxm
Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085335803 om 04.06.2019

; COOTBETCTBYET TPEEOBAHHSIM

JITT 002695-061114 usm. Ne |

JEKJIAPAITHS ITPHHSITA HA OCHOBAHHHA
npOMOKOR uchuimanuii Ne 16350 om 17.06.2019 HJT 000 HL] "PAPMOBOPOHA'", ammecmam

axxpedumayuu POCC RU.0001.21P/140, Cepmucpuxam POCC MX. DMO8.C42116 om 17.06.2019

MT@MMHH TEKJIAPALIIH 17.06.2019
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CBEJEHMS O PETUCTPAIIMA

OPTAH 10 CEPTHOHNKAITNH, 3APETHCTPHIPOBABIIHI JEKJIAPAIIUIO
RA.RU| 11 ©M08 OPTAH IO CEPTHOHKALMH TPOLVKIHH OFLJECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTAIO "OKPY)KHOH IIEHTP KOHTPOJI KAYECTBA",

adpec gpeanusayuu: 115280, . Mocxea, yn. Macmepxoaa, 0. 4, sm. 3, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: OYrK.pe.

JEKJAPAITHAS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-MX.®M08.A.27237/19
JIATA PETHCTPALIAH 17.06.2019
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MX440885-1-EN

& «Canodn-Apentisc Mekcuko C.A. ne CB.»
Acueducto del alto Lerma No, 2 Zona Industrial Ocoyoacac
‘J C.P.52740, Ocoyoacac Estado de Mexico

R.F.C.: 5AM951123978
Ten.: 54844400 dakc: (01) 72828781

CEPTH®UKAT AHAJIN3A
ATPOBACK, 150/5 M, 28 TABJIETOK [TOKPBITBIX IMIEHOUYHOIA

SANOFI

OBOJIOYKO#H (POCCUSA)
MX440885
Hoxep cepuu: 9MXA001
Jlata nponseonctea MAP/ 2019
Jlata neteuenus cpoka HEB/ 2022

TOAHOCTH
AHANHTHYECKAHE MeTO
Homep cepun npn
HHCITEKIHI

CM. BKNHOYCHHBI TeCT

6704043 Otwsem cepun 24, 755. 000 wT

CooTreTCcTBHE Hannag cepun onoGpeHa H CODTBETCTBYET CMEUHDHKALIMAM,

Henviranse PesynnTaTol anamnTHyecknx ucnsrannt  Cnewsduxansi
AnanHtHaecknii metoa MEX-TC-R-00931 CooTBercTayer CooteeTcTBYET
Bep. 6.0.

Onucanne CootseTcrByeT CooteetcTByeT
Osansrbie dgoAxkosunyrAble madremk,

noKpoINisle RAEHOHHOE 0Dor0uKok Berozo

yaema, ¢ zpaeaupoexoii 150/5 na odrot

cmopove.

MonnnurocTe HpGecapTaHa CootBetcTByeT CooTBeTCTBYET
Touxocaoiinas sposamozpagua

[ToanHHHOCTE aMACIHNHKA CooteeTcTByet Cootsercreyer
Touxocaolinan xposamospagus

[Moanunuocts npbecaprana (BIXX) CoorBeTcTRyeT CooTeetcTayer
MoanuunocTs amnoannnHa (BIXX) CootBerctayer CooTreTcTRYCT
TToANMHHOCTL THTAHA AHOKCHAA MonexutenbHo MonoxuTeNLHO
TMoAnkAROCTE Xele3a OKeHaa MenoxuTentHo MonownTensHo
PacnazaemMocTs <15 Ml = 15 Mun
[loTepa B Macce NpH BLICYIUHBAHHH 1.7% <3.0%
OxHOPONROCTE JO3HPOBAHNKA {NO Macce) 259 Mr 247273 mr
OAHOPOAHOCTE O3HPOBAHNS AMAOANITHHA 9 <15
OaxopoHoCTs N03HpOEaHNA Hpbecaprana 3 <15
Pacteopeunie upbecaprana (T =30 mui; Q= 100 % >85%

80 %)

Pacteopeuite amnmoannuua {T =30 Muw; Q=  99% >80 %

75 %)

Konuyectsennoe onpencnetie upecaprana  148,6 mr/ta6 142,5-—157,5 mritab
Konnuectsennoe onpenencaie amnoauniia 5,01 mr/rab 4,75-5,25 mrtrab
PoacTeennsie npHMecH npGecapTana CooreetcTeyeT CooTBetcTByeT
SR49498 0,08 % <030 %
JhioBan HewneHTHPHLIHPOBAHHAR PUMECE 0,00 % <020 %
Obuiee copepranne npumeceil 0,08 % <0,50 %
PoacTeeHHble NpiMecH aMn0IHNHHA CooTBeTcTBYET CooTseTcTBYET
[Tpynsecs D <003 % <030%
Jobas wenzenTrgHUKpOBaHHAR NpHMECH <020 % =0.20%
Obuiee coaepxaHie NpUMeceH 0,08% <1,00%
O0uee KOMHUECTBO AIPOGHLIX < 100 KOE/r < 1000 KOE/r
MHKPOOPraHH3MOB

Ofiee KONHYCCTBO APOHOKEBEIX 1 MNECHEBLIX < 100 KOE/r < 100 KOE/r
rpubos

Escherichia coli Otcyrcraue OrcyretBue
*Obwee kKonHuecTBO AIPOGHLIX < 100 KOE/r < 1000 KOE/r
MHKPOOPraHH3IMOB

*O0ues YHCNO APOHOKEBBIX 1 TNECHEBBIX < 100 KOE/r < 100 KOE/r
rpxbos

*Escherichia coli OteyTeTBRE OtcyTetsme

* B cooteercTenn ¢ tpeGosanuami Pocciitckoli (Deliepaunn, MAHHLIC AHATHIL! BHIONHAIOTCA Ha FOTOBBIX ICKAPCTREHHBIX TIPENAPATAX.

«[lartast cepus {pi71a HITGTOBNEHA B COOTBETCTEHH C TEKYIHMHU TpeGoBanamu Hamnexcatedt MpoH3BoACTBEHHON MPAKTHKH M COOTBETCTBYET
COCLUHBHKAUMAM AKTYANEHOTO PETHCTPALHOHHOIG YAOCTOBEPEHHS ».

Otaen obecneyenna kavectea: : Cunsepao Anssapec Owoa (FI Guillermo Alvarez Ochoa)
Pewenue o craryce: Ono6peqo

Crtpannua 01 u3 01 Hara pewennn: 09/ATIP/2019



MX440885-1-EN

V.

SANOFI

Sanofi Aventis México SA deC V.

Acueducto del allo Lerma No 2. Zona Industrial Ocoyoacac
C.P.52740, Ocoyoacac Estado de México
RF.C:5AM951i23978

Tel. 54844400 Fax. (01) 72828781

CERTIFICATE OF ANALYSIS

APROVASC 150/5MG TABS C/28 RU

MX440885

Batch number: 9MXA001
Manufacturing date : MAR /2019
Expiry date : FEB /2022
Analytical method : See included test
Inspection lot number 6704043 Batch Quantity : 24,755.000 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 “150:5" Comesponding Comesponding
debossed on one side and plain on other side
Identification irbesartan Corresponding Corresponding
Thin layer chromatography
Identification amlodipine Cormresponding Corresponding
Thin taver chromatography
[dentification irbesartan HPLC Cormresponding Corresponding
Identification amlodipine HPLC Corresponding Corresponding
Identification titanium dioxide Corresponding Corresponding
Desintegration < 15 min <= 15 min
Loss on drying 1.7 % <=3.0%
Unifonnity of mass 259 mg 24710273 mg
Uniformity of dosage units amlodipine 9 <= 15
Uniformity of dosage units irbesartan 3 <15
Dissolution irbesartan{T:30 min; Q=80%) 100 % >=85%
Dissolution amlodipine (T:30 min; Q=75%) 99 % >= 80 %
Assay Irbesartan 148.6 mg/tab 142.5 to 157.5 mg/tab
Assay Amlodiping 5.01 mg/tab 4.75 0 5.25 mgtab
Related substances Irbesartan Corresponding Corresponding
SR49408 0.08 % <=030%
Any degradation product no specified 0.00% <=020%
Total impurities 0.08 % <=0.50%
Related substances amlodipine Corresponding Cormresponding
Impurity D <0.03 % <= 0.30%
Any degradation product no specified <020% <=0.20%
Total impurities 0.08 % <= 1.00%
Total aerobic microbial count < 100 ciw/g <= 1000 cfi/g
Total yeast/moulds count <100 cfivg <= 100 cfw/g

oy ; Absent Absent
Escherichia coh
Total aerubic microbial count HlLE R E
Total yeast/moulds count <100 cfu/g ==100cfu'g
Escherichia coli Absent Absent

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

Quality Assurance: FI Guillermo Albvare

Status decision: Approved
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Date of decision: 09/APR/2019



