SU0L

NEKJAPAIIASA O COOTBETCTBUHA

JEKJAPAHT, MPHHUMAIOII U JEKJAPAIIHIO O COOTBETCTBHH

AO "Canoghu Poccur”

Ceedenus o pezucmpayuu opzarusayuu; Mesxcpauornan urncnekyua Pedepanvroii Hano2060t cayxcur No 46 no
2 Mocxkee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepansrviti dupexmop Monoe O.A.

Jlosepennoe auyo. Cmenanoe C.C., dosepennocmy 6/w om 01.12.2017

3ASIBJSIET, UTO
AexapemeenHoe cpedcmeo: Anpoedacx, mabnemxu NOKpuimyie WIEHOYHOU obonouxoii 5 mz+150 mz 7 wum.,

ynaxoexu Aueiikoasie konmyprote (4), nasxu kapmonnsie, PY Ne JIII1-002695 om 06.11 2014, cepus IMXA006,
napmus 28112 ynaxoeok, 200ex 0o 30.06.2022, npoussoocmea CAHO®H-ABEHTHC oe Mexcuxo C.A. de
C.B.. Mekcuxa, SANOFI-AVENTIS de Mexico S.A.De C.V, Acueducto del Alto Lerma No. 2, Zona Indusrrial
Ocoyoacac, C.P. 52740, Ocoyoacac, Mexico, k00 OKIIJ2 21.20.10.148, koo TH B3/ 3004900002, xonmpaxm
MNe 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085350027 om 14.10.2019

COOTBETCTBYET TPEBOBAHUSIM
JIIT 002695-061114 uzm. Ne |

JEKJAPALUSI TIPUHSITA HA OCHOBAHHH
npomoxon ucneimanuii Ne 32710 om 01.11.201 9 HJT 000 HI] "®APMOBKOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI140, Cepmugpuxam POCC MX.®M08.C52851 om 01.11.2019

JATA IPMHATHSA JEKJIAPAITHH 01.11.2019
AEKTAPALTMS NEHCTBATEJLHA /10 30.06.2022
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CBEJIEHHUSI O PETUCTPALTAN

OPI'AH 11O CEPTH®HKAILIHH, 3APETHCTPHPOBABUINNA JEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH I10 CEPTHPHKALHH ITPOAYKLHH OFL{ECTBO C OI’ PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XXHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, aopec opzara ho
cepmugpuxayuu: 115280, POCCHA, 20poo Mocksa, yn. Macmepkoéa, . 4, am. 5., men.:(495)788-02-88, ee6-

caiim: oykx.pQ.
JEEKJIAPALIMA O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU JJ-MX.®M08.4.42778/19

JIATA PETMCTPALIMH 01.11.2019
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MX440885-1-EN
Y

SANOFI

«Canodu-AserTiic Mexciko C.A. ne C.B.y

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

R.F.C.: SAM951123978

Ten.: 54844400 Daxe: (01) 7282878)

CEPTH®NKAT AHAJIM3A
AITPOBACK, 150/5 MT, 28 TABJIETOK [IOKPBITBIX [UIEHOYHON

OBOJIOYKOH (POCCHS)
MX440885

Homep cepan: IMXAD006
[Mara npoxzsozncrsa 07-2019
Hata Hereuenns cpoka 06- 2022
TOOHOCTH
AHanHTH4eCKHI MeTOR CM. BKRIOYEHHBIA TeCT
Howmep cepun npu 6728463 O6vem cepun 28, 112. 000 wT.
WHCREKLHM
Cooteercrnne Hannas cepug opoGpena u COOTBETCTBYET CHEUH(HKALHAM,
HenpiTanue PesynbTatsl anaauTHYeCKUX Benbiranill  Creunrdukauun
AHanuTHYeckHit Metog MEX-TC-R-0093 1 Bep. Cootsercrayer Coorsercrayer
6.0.
Onucanue Cooteercrayer Cooteercrayer
Osansnsie deoaxossuryrnvie matremxu,
norpbimbsie nnenoyroi obonouxoli 6enozo
yeema, c epasuposxotl I S0/5 na 0dnoi
emopone.
ToanwnHoCTs HpGecapTana Cooreerctayer Cootserctayer
Tonxocnoinas xpamamozpagpus
TloANHHHOCTS aMnoaHMHKA Coorsercreyer CooTeetcrayer
Tonxocaoiinas xpomamozpagus
Mommnnocs upGecaprana (BIXAX) Coorsercrayer Cootsercreyer
ToaaunnocTs aMnoannHua (B3XX) Cooteetcrayer Cootsercrayer
TToanuunocTs Twrana aMoxcra Monowwrens o Tonoxurensho
HomnnnocTs menesa okcnna MonosurensHo [onoxwrensro
Pacnanaemocts <15 mun <15 mun
[Torepa 8 Macce npu BricymmBanin 19% £3,0%
OnstopoasocTs A03upopanka (o Macce) 260 mr 247-273 mr
OLHOPOHOCTE IOIHPOBAHIA AMNOLITIHHA 3 <15
OAHOPOAHOCTL ROIMPOBAHKHA npbecaprana 3 <15
Pactsopenne npBecaprana (T = 30 mun; Q= 9% >285%
80 %)
PacTeopenne amnommuna (T =30 Muet; Q=75 97% =80%

%)

- ——KomuuecTseninoe onpenenesine npGecaprann-——1492 Mriraf-—

— 142,5—157,5WrHa6

Konmvecrsennoe onpenenchie aMnoinuna 4,90 Mrfra6 4,75-5,25 mr/Tab
Poncteennsie npumeck npGecaprana yer Cootsercrayer
SR49498 0,08 % <0,30%
JlioGan HenaeHTHOHUHPOBAHHAS NpHMECEH 0,00% £0,20%
Ofmee conepxanne npumecel 0,08% <0,50%
Poncrsennsie npumecn amnoannmng Cooteercteyer Cootsercrayer
Hpumecs D <0,03% <0,30%
TlioGan HeHACHTHAHWAPORAHHE NpHMECH <020 % <020%
OGiuee conepxanne npumeceH 0,05% <1,00%
ObLuee KOMHYECTBO A3pOBHEX < 100 KOE/r < 1000 KCE/r
MHKPOOPraHI3MOB

O6Laee KORHUECTBO APONOKEBLIX H INECHEBEX < 100 KOE/r < 100 KOE/r
rpubos

Escherichia coli Orcyrersne Oreyrersie
*O6iuee KONHHECTBO 83pOGHIIX <100 KOE/r < 1000 KOE/r
MUKPOOPraHH3IMOB

*O6imee 9HCIIO APOHOKEBLIX H INECHERLIX <100 KOE/r < 100 KOE/r
rphbos

*Escherichia coli Orcyrerane Orcyrersue

* B cootsetcTRIn ¢ TpeSoannaMH Poccufickol DencpaLii, MAHHEIE BHANHIN BHIONHAKTCS Ha FOTOBLIX NIEXAPCTBEHHEIX NPenapaTax,

«[laHHad cepun GL1a HIFOTOBJIEHA B COOTBETCTEIH € TeKymuMH Tpefosannamu Hanexamed npoussoacTeeHol NpIRTHIEN S CooTegsrTuy
AP B! LY o s

CNELUNGHKALDIAM BKTYANBHOIO PEMHCTPALHOHHON YAOCTOBEPEHHAY,

Oraen ofecnesenns kauectea; | IwsepMo Anbsapec Ovoa (FI Guillermo Alvarez Ochoa)

Pemenne o craryce: Onobpexo
Crpanuua 01 13 01
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Sanofi Aventis México § A de cv,

Acueducto del alio Lerma No 2. Zona tndustrial Ocoyoacac
C.P.52740. Ocoyoacas Estada de México
RF.C:SAM951123973

Tel. 54844400 Fax. (01) 7282878)

CERTIFICATE OF ANALYSIS
APROVASC 150/5MG TABS C/28 RU

MX440885

Batch oumber: 9MXA006
Manufacturing date : 07-2019
Expiry date s 06 - 2022
Analytical method See included test
Inspection lot number 6728463 Batch Quantity 2 28,112.000 Pce.
Compliance : This batch is accepted and complies with the specifications.
Test Analytical results Specifications
Analytical method Corresponding Comesponding
MEX-TC.R-00931 V 6.0
Description
White oval shaped film coated tablets with “130/5"  Corresponding Corresponding
debossed on one side and plain on other side
Identification irbesartan Comespouding Corresponding
Thin layer chromatography
Ideatification amlodipine Corresponding Corresponding
Thin layer chromatography
Ideatification irbesartan HPLC Corresponding Coresponding
Identification amlodipine HPLC Corresponding Corresponding
Identification titanium dioxide Corresponding Corresponding
Desintegration < 15 min <= 15 min
Loss on drying 19% <=3.0%
Uniformity of mass 260 mg 4T 0273 mg
Uniformity of dosage units amlodipine 5 <= 15
Uniformity of dosage units irbesartan 3 <=15
Dissolution irbesartan(T:30 min; Q=80%) 9% >=85%
Dissolution amlodipine (T:30 min; Q=75%) 97 % >=80% B

ssay Irbesartan - ————1492 mgftaby— T Ti425T0ISTS mg/ab
Assay Amlodipine 4.90 mp/tab 4.75 t0 5.25 mg/tab
Related substances Irbesartan Correspanding Carresponding
SR49498 008 % <=0.30 %
Any degradation product oo specified 0.00 % <=020%
Total impurities 0.08% <=050%
Related substances amlodipine Cormesponding Corresponding
Impurity D <003 % <=030%
Any degradation product no specified <0.20% <=020%
Total impurities 0.05 % <=1.00%
Total aerobic microbial count < 100 cf/g <= 1000 cfw/g
Total yeast/moulds count < 100 cfu/g <= 100 cfu/g
Escherichia coli Absent Absent
“Total aerobic microbial count < 100 cfu/g <= 1000 cfu/g
*Total yeast/moulds count < 100 cfu/g <= 100 cfu/g
*Escherichia colj Absent Absenl

“This batch has been wanufactured in compliance wilh the current Good Mapuf;

Status decision: Approved

Quality Assurance: FI Guj
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with the specifications of the relevant markeling avtborization”

o LAy




