JAEKJIAPATIIUS O COOTBETCTBHUA

JEKJIAPAHT, MIPHHAMAIOLIHNA JEKJIAPAITUIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnas uncnexyus Qedepanvnoit nano2060ti cayocbor Ne 46 no
2 Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

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

B nuye: I'enepanvnviti dupexmop Monawe O.A.

Losepennoe nuyo: Cmenanos C.C., dosepennocms 6/ om 01.12.2017

3ASBJUIET, UTO

Aexapemeennoe cpedemeo: Anposack, mabinemxu noxpuime nreHoYHoN obonosxol 5 me+150 mz 7 wm.,
ynaxosxu Auelixoavie xonmyprsie (4), nauxu xapmounvie, PY Mo JITI-002695 om 06.11.2014 , (Oeiicmayrowee
PY: JIIT-002695 om 06.11.2014 (dama samenw: 07.11.2019)), cepun 9MXA009, napmus 28260 ynaxoeox, 200en
00 31.07.2022, npowssodcmea CAHOPH-ABEHTHC d0e 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, kod OKIT[2 21.20.10.148, xod TH B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Mo 9085353897 om 18.11.2019

COOTBETCTBYET TPEBOBAHHAM

JITI 002695-061114 uzm. e |

JAEKJAPATIUSA ITPHHSITA HA OCHOBAHHA

npomoxon ucnwmanuii Ne 37060 om 27.11.2019 HJT 000 HI[ "@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC MX. ®M08.C56493 om 27.11.2019

Crenanos C.C.
O.H1.0

CBEJEHMSA O PE'HCTPAIINA

OPI'AH IO CEPTHOHKAIINH, 3APETHCTPHPOBABINAM JEKIAPATIMIO

RA.RU.11®M08 OPTAH 11O CEPTHOHKALIHHA IMTPONVKIHH OFLIECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH LIEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxaa, ya. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepnmdpurayuu: 115280, POCCHA, 20p00 Mockea, yr. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, ee6-
caiim: oyxx.pep.

JAEKJIAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-MX. (DM08.A.47264/19
llATA MCI‘PA]IHH 27.11.2019
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SANOFI

«Canopn-Asentic Mexcuko C.A. ne CB.»

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

R.F.C.: SAM951123978

Ten.: 54844400 daxc: (01) 72828781

CEPTHO®UKAT AHAJIN3A
ATIPOBACK, 150/5 MT, 28 TABJIETOK [TOKPbITbIX TJIEHOYHOM

OBOJIOYKOH (POCCHA)
MX440885

Homep cepun: SIMXA009
Jara npoussoacTea : 08-2019
JHara ucreuenus cpoxa : 07-2022
TOJHOCTH
AHAIHTHYECKHH MeTOn 1 CM. BKNIOYCHHBI TECT
Homep cepun npn 1 6737683 28, 260. 000 w.
HHCMEKLHH
CooreeTcTeHe Hatnan cepu oroGpena U COOTBETCTBYET CRELHGHUKALHAM,
Henviranie PelynnTaTh! aHANHTHYECKHY Henbimansil  Cneundmkansn
AnanutHyeckuii meron MEX-TC-R-00931 CooreeTcTRyeT CooTBeTcTByet
pep. 6.0
Onucanne CootseTcrByeT CooteeTcTByeT
Osansuvie Gsosxkosuinyxnvie mabnemxu,
noKpoimsle nAesONHOE oboroukoii benozo
yeema, ¢ zpaeupoexoi 150/5 na odnoii
cmopote.
[MoanunnocTe upbecaprara Cooteerctayer CooTeetcTByeT
Toukocnolinas xposamozpaghun
[oanHHHOCTE aMA0IHMHHA CooTseTcTBYET CooTeercreyer
Touxocnoninan xpomamozpagusn
[opnnkrocts npbecaprana (BIXKX) Cootsercreyer CooTtsetcTRyeT
MonanHHoCTS aMnoannuHa (BAXKX) CooTeeTcTByeT CooTaeTcTBYET
TMoAMHHHOCT, THTAHa AHOKCKAA [MonoxHTENEHO MonoxuTensHo
TMomnHHHOCTL Xene3a OKCHAA MonoxHTENbHO IMonoxuTensHo
Pacnanaemocts <15 MHH 215 MHH
TloTepa B Macce NPH BLICYLUHBAHHN 1.7 % =30%
OnuopoaHOCTE NO3HUPOBAKHHA (MO Macce) 259 mr 247273 mr
OAHOPOAHOCTE AC3HPOBAHHA AMNOAHNHHA 5 <15
OnuopoaxocTs fo3HpoBatis HpbecapTana 2 <15
Pacteopenne upGecaprana (T=30MmMuH; Q= 99 % >85%
80 %)
Pactsopenne amnoaunuua (T =30 mMun; Q= 95% >280%
75 %)
Konuyectsennoe onpenencue npbecaptana  148,3 mriTab 142,5—157,5 mrftab
KonuuectseHHoe onpenencHie amnogunuua 4,88 mritab 4,75-5,25 mr/tab
PoncteeHHbIe npuMecH upbecapTana Coorsetcreyer CooTBeTCTBYET
SR49498 0,07 % 0¥ %
JlioBan HeMASHTHPHIHPOBAHHAA NPHMECE <0,20 % <0,20%
Obmee conepxanue mpuMeced 0,07 % £0,50 %
PoacTeerHele NpHMeEcH aMa0AHNMHA CooTsercTByeT CooTreTcTRyeT
[Mpumecs D < 0,03 % <030%
JioGas HenaeHTHOHINPOBAHHAR NPHMECE <020% <020 %
Obuwee costepranme npumeceit 0,04% <1,00%
Ot6wee xonnuecTeo adpolHbIX < 100 KOE/r < 1000 KOE/r
MHKPOOPTraHHIMOB
Obutee KONMYECTRO APOROKEBBIX H NNECHEBBIX < 100 KOE/T < 100 KQE/r
rpufios
Escherichia coli OtcyTeTene OtcyTcTRHe
*Obwee KOMHYECTEO a3POOHBIX < 100 KOE/r < 1000 KOE/r
MHKPOOPraHW3IMOB
*O0uwee YHCTO JPOAOKERLIX U MIECHEBHIX < 100 KOE/r = 100 KOE/r
rpubos
*Escherichia coli OreyTetere OTcyTeTBHE

* B cooteeTcTBHM ¢ TpeGosannamu Poccuitckoll enepattiy, RaHHEIE AHATH3EE BEITOAHAIOTCH HA TOTOBBIX NEKAPCTBEHHEIX MPenapaTax.

«Jlannaz cepus GLIMA HITOTOBIEHA B COOTBETCTBHH ¢ TEKYIHMY TpeGoBaHiAMY Haznexawie i NpOHIBONCTBEHHOMN MPAKTHKH H COOTBETCTBYET

ceuGHKAUNAM AKTYANSHOrO PErUCTPALMOHHOIG YAOCTOREPEHHA»,

Oraen oBecnevennn kauectsa: : Minbepmo Anssapec Ouoa (FI Guillermo Alvarez Ochoa)

Pemenne o cratyce: Onolpexo

Crpannua 01 u3 01

Jara pewenun: 18/0xt/2019



MX440835-1-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
‘J R.F.C.: 5AM951123978

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

APROVASC 150/5MG TABS C/28 RU

MX440885
Batch number: 9IMXA009
Manufacturing date : 08 - 2019
Expiry date : 07 -2022
Analytical method : See included test
Inspection lot pumber 6737683 Batch Quantity 2 28,260.000 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 Corresponding Corresponding
"150/5" debossed on one side and plain on
other side
Identification jrbesartan Corresponding Cormresponding
Thin layer chromatography
Identification amlodipine Corresponding Corresponding
Thin layer chromatography
Identification irbesartan HPLC Corresponding Corresponding
Identification amledipine HPLC Corresponding Corresponding
Identification titanium dioxide Corresponding Corresponding
Desintegration < 15 min <= 15 min
Loss on drying 1.7% <=3.0%
Uniformity of mass 259mg 24710273 mg
Uniformity of dosage units amlodipine 5 <=15
Uniformity of dosage units irbesartan 2 <=15
Dissolution irbesartan(T:30 min; Q=80%) 99 % >=85%
Dissolution amlodipine (T:30 min; Q=75%) 95 % >=80%
Assay Irbesartan 148.3 mg/tab 142.5 to 157.5 mg/tab
Assay Amlodipine 4.88 mgftab 4.75 1o 5.25 mg/tab
Related substances Irbesartan Camresponding Comesponding
SR49498 007 % <=030%
Any degradation product no specified <0.20% <=020%
Total impurities 0.07 % <=0.50%
Related substances amlodipine Corresponding Corresponding
Impurity D <003 % <=030%
Any degradation product no specified <0.20% <=0.20 %
Total impurities 0.04 % <=1.00%
Total aerobic microbial count < 100 cfu/g <= 1000 cfu/g
Total yeast/moulds count < 100 cfu/g <=100 cfu/g
Bscherichia coli Absent Absent
*Total aerobic microbial count < 100 ciu/g <= 1000 cfu/g
*Total yeas/moulds count < 100 cfu/g <= 100 cfu/g
*Escherichia coli Absent Absent

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

“This batch has been manufactured in compliance with the nt Good Manufecturing Practice requirements and complies with Lhe specifications of the relevant marketing authorization”

Status decision: Approved

Quality Assurance: FI Guitléffo z Ochoa
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