SANOFI .z

Homep cepuu

GMID

JlaTa npou3BoicTBa

CpoK roiHoCTH

JlaTa npoBe/ieHHs aHAJIN32
Paszmep naprun
OTrpy:KeHHBIii 00beM

Homep PY

Ha3sanue A®C/ Anpec npou3BoAHTES

Haumenopanue ITocraBmuka APC

Ha3sanue A®C/ Anpec npou3BoAHTES

HaumenoBanue IlocraBuuka ADC

(PYC)

TEJ3AII IIJIFOC 80 MI'" + 12,5 MI" 90 TABJIETOK

CEPTUO®UKAT AHAJIM3A

BLB01380
696620
25.02.2021
01.2023
16.03.2021
305.35 KI'
6837 YITAK
JIT1-004359

Anem6ux

Onukem JlaGopartopus Jltz.

Tenmucapran/ ADC ronut-1, [Manenas, I'ympkapar, Muans — 389 350

T'unpoxnopruasuy/ FOnukem JlaGoparopus JIta. Poxa, Paiiran, Muaus — 402 116

IMapameTp Cnenuduxanus PesyabTaT CooTBercTBHE
Onncanne (BU3yaIbHbIH 0CMOTP) TIpononroBaTeie, TBOSKOBBITYKIIbIC TabneTkn Genoro mwiu noutu 6enoro nseta | [IpogonaroBaTeie, JBOSKOBBITYKIIbIC TAONETKH CooTBeTCTBYET
C JKEJITOBATBIM OTTEHKOM C IPaBUPOBKOM «81» Ha 0/1HO¥ cTOpOHE. 6eJ10ro MM MOYTH OEIOro HBETA C KEITOBATHIM
OTTEHKOM C I'PaBHPOBKOI «81» Ha OHOM cTOpOHE.
Mopmuunocts Teamucapran Bpems ynep:xuBaHus 0HOTO M3 OCHOBHBIX TIMKOB Ha XpOMaTorpaMme TonoxuTenbHbIH CootsercTBYET
(BIKX) HCOBITYEMOT'0 PaCTBOPA, IIPUTOTOBICHHOTO AJISI KOJIMYECTBEHHOTO
OMPE/ICNICHHUS, IOJKHO COOTBETCTBOBATH BPEMEHH Y/ICPIKUBAHUs OCHOBHOTO
MHKa Ha XpPOMATOrpaMMe CTaHAapTHOTO PacTBOpPA TEIMHCAPTAHA.
Mopmuunocts Teamucapran Y®-cnexTp 01HOro U3 OCHOBHBIX MTHKOB Ha XPOMATOrpaMMe HCIIBITYEMOIo TonoxuTenbHbIH CootsercTBYET
(Y®-cnexrpodoromeTpusi) o0pa3Iia, IPUTrOTOBICHHOTO IS KOIMYECTBEHHOTO ONPEICNECHHS, TODKSH
COOTBETCTBOBATh Y D-CrIEKTPY NHKa TeIMHCapTaHa CTaHIaPTHOIO pacTBOpA.
Mopmunocts 'uapoxiopTuasng BpeMms yaep:kuBaHUs OJHOTO M3 OCHOBHBIX TIHKOB HA XPOMAaTOrpaMMe TTonoxxuTenbHbIH CooTBeTCTBYET
(BIKX) UCITIBITYEMOT'0 PACTBOPA, PUIOTOBJIEHHOTO ISl KOJIMYECTBEHHOTO
OIPE/IENeHHNS, JOIKHO COOTBETCTBOBATH BPEMEHH YAEPIKUBAHUS OCHOBHOTO
NHKa Ha XPOMATOrpaMMe CTaHJapPTHOTO PacTBOPA FHAPOXJIOPTHA3N/IA.
Mopmunocts 'uapoxiopTuasng Y®-crekTp 0HOTO U3 OCHOBHBIX MMHKOB HA XPOMAaTOrPaMMe HCIIBITYEeMOTO TTonoxxuTenbHbIH CooTBeTCTBYET
(Y®-cnexrpodoromerpusi) 006pasIia, IPUTOTOBICHHOTO ISl KOJINYECTBEHHOTO ONPE/ICIICHHUS, TOIKEH
COOTBETCTBOBATh Y D-CIIEKTPY MMKa THAPOXIOPTHA3UAA CTAHIAPTHOTO
pacTBopa.
Cpennsisi Macca TabJIeTOK 070,473 10 0,512 1 0,493 CooTBEeTCTBYET
(EBp.®@apm nin I'®. POD)
PacrBopenue (Y ®- He menee 75 % (Q) ot 3asBICHHOr0 KOJIMYeCTBa TeJIMHUcapTaHa yepes 45 mun | 100 CootBercTByeT
cnexrpodoromerpus uian BIKX) He menee 75 % (Q) oT 3as1BICHHOI0 KOJIMYECTBA M'MAPOXJIOPTHA3HIA Yepes3 101
45 muH
PoxcTBeHHbIC NPHMeECH
I'napoxaopruasuna (BIKX)
IIpumecs A He 6onee 0,5 % H/o
Mpumecs B He 6onee 1,0 % 0,07 CootsetcTryer
IMpumecs C He 6onee 0,5 % 0,14
Eanununan
HenAeHTH(UIMPoBaHHasi npuMech | He Goxee 0,2 % 0,09
Cymma npumeceii He 6onee 1,5 % 0,37
PoxcTBenHbIE NPUMeECH
Teamucaprana (BIXKX)
MeTu10BbI# 3up He 6onee 0,2 % 0,01 C
0OTBETCTBYET
Eanununan
HenAeHTH(UIMPoBaHHasi npuMech | He Goxee 0,2 % 0,05
Cymma npumeceii He 6onee 0,5 % 0,17
OcTaToyHble OPraHHYecKHe Dranona — He 6osee 20000 ppm 8354 CootBeTcTByeT
pactBopurtesn (I'X)
Muxpoonosiornyeckasi YHCTOTA
(EBp.®@apm nin I'®. PO)
Ofu1ee YHCI0 aIPOGHBIX He 6onee 1000 KOE/r <5
mukpoopraunsmos (TAMC) CooTBEeTCTBYET
O01mee YNCI0 IPOKKEBBIX H He 6onee 100 KOE/r <5
miecHeBbIX rpudos (TYMC)
E. Coli OtcyTteTByeT/T OtcyTerByeT
OIHOPOAHOCTH 103UPOBAHMS
(EBp.®@apm niu I'®. PD) Cootserctayer
Teamucapran AV <150 2,4
I'mapoxaopTuasun AV <15,0 53
KosimuecTBeHHOe onpe/e/ieHHe
(BIKX) CooTBEeTCTBYET
Teamucapran Or 76,0 mr 10 84,0 Mmr 80,0
I'mapoxaopruasua Ot 11,9 mr o 13,1 mr 12,6

«CaHodm CaHaim Be Tumxapet A.LLL.»
KioyykkapuwtupaH max. Mepkea Cok. Ne: 223/A Biontokkapuwtupar/ 39780 NMionebypras, Typuus Ten.: (0288) 427 10 10 dakc: (0288) 427 14 55-56, TumkapeT cuHk No 511325

CrpaHuua Ne: 113 2
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CpoK roiHoCTH
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CEPTU®UKAT AHAJIM3A

BLBO01380

696620

25.02.2021

01.2023

16.03.2021

305.35 KI'

6837 VITIAK

JIT1-004359

Tenmucapran/ ADC ronut-1, [Manenas, I'ympkapar, Muans — 389 350
Anembuk

T'unpoxnopruasuy/ FOnukem JlaGoparopus JIta. Poxa, Paiiran, Muaus — 402 116

Onukem JlaGopartopus Jltz.

IMapameTp

Cnenuduxanus

PesyabTaT

CooTBercTBHE

YnakoBka H MAapKHPOBKa

Ilo 10 tabnerok B 6auctepe u3 Amo/Amnto. 1o 3 unu 9 6auctepos nmomerensr | COOTBETCTBYET
B [auKy KapTOHHYIO BMECTE C HHCTPYKIIUEH 1O IIPHMEHEHHIO.

CooTBEeTCTBYET

Jannslit cepTudukar noaTeepxkaaet, uro gannas naptus (TEJI3AIT 80 MI + 12,5 MI" 90 TABJIETOK) cootBetcTByeT TpeboBanusiM Hopmatusnoii JlokymeHTanmu (kak
YaCTH PErMCTPALHOHHOTO JIOChE), 3apPErMCTPUPOBAHHOM B HacTosIee Bpems B Poccuiickoii denepanin, o BceM MepednCICHHBIM T0Ka3aTelsIM KayecTBa.
HacTosmuM moaTBepskaaeTcs, 9To Ceprs COOTBETCTBYeT TpeboBaHusIM PaznenoB Ynakoska u Mapkuposka HopmaTusHON JloKyMeHTaINH, 3apETUCTPHPOBAHHON B

HacTosiee Bpems B Poccuiickoit denepanun.

JlaTa BpImycka
Moanucew//IaTa

Hms neyaTHbIMu OyKBaMu:

JloyKHOCTH

17.03.2021
/moanuce/nara/meuars/ 18.03.2021

Melek Isik Muge Ozturk
VYIIOTHOMOYEHHOE JIUIIO CrieruaticT OT/Iesia KOHTPOJIS Ka4ecTBa
/moanuce/ 18.03.2021 /mommuce/ 18.03.2021

«CaHodm CaHanu Be Tumxapet A.LLL.»

Elif Okurgan

CHCHHaHI/ICT 10 KOHTPOJIIO Ka4yeCTBa

/momnuce/ 18.03.2021

KioyykkapuwtupaH max. Mepkea Cok. Ne: 223/A Biontokkapuwtupar/ 39780 NMionebypras, Typuus Ten.: (0288) 427 10 10 dakc: (0288) 427 14 55-56, TumkapeT cuHk No 511325

CrpaHuua Ne: 2 n3 2




SANOFI .

Batch Number

GMID

Manufacturing Date

Expiry Date

Analysis Date

Batch Size

Shipped Quantity

Market Authorization Number

API Name/Address of manufacturing site
API Supplier Name

APl Name/Address of manufacturing site

TELZAP HCT 80 MG/12.5 MG 90 TABLET (RU)
CERTIFICATE OF ANALYSIS
BLB01380
696620
25.02.2021
01.2023
16.03.2021
30535 KG
6837 PAC
LP-004359
Telmisartan/API UNIT-1,PANELAV,Gujarat State,India-389 350
Alembic
Hydrochlorothiazide/Unichem Laboratories Ltd. Roha,Dist. Raigad, India-402 116

API Supplier Name Unichem Laboratories Ltd.
Analysis | Specification Resulls Conforms
Description (Visual inspection) lElcmgatod, biconvex tablets, white to off-white with yellowish tone, embossed with|Elongated, biconvex tablets, white to off-white with i
PHOLLYS L “81" on one side. vellowish tone, embossed with 817 on one side.
Retention time of one of the main peak in the chromatogram of the test solution
Identity Telmisartan (HPLC) prepared for the assay should correspond to the retention time of the main peak in Positive
the chromatogram of telmisartan standard solution. Conforms
Identity Telmisartan (UV) The UV spectrum of one of the main peak in the chromatogram of the test solution
prepared for the Assay should correspond to the UV spectrum of telmisartan in the|Positive Conforms
chromatogram of standard solution.
Retention time of one of the main peak in the chromatogram of the test solution
Identity Hydrochlorothiazide (HPLC) prepared for the assay should correspond to the retention time of the main peak in Positive
the chromatogram of hydrochlorothiazide standard solution. Conforms
Identity H ydrochlorothiazide (UV) The UV spectrum of one of the main peak in the chromamgr&m of the test solution
prepared for the Assay should correspond to the UV spectrum of Positive Conforms
hydrochlorothiazide in the chromatogram of standard solution
Average mass of a tablet (Ph.Eur. or PhRRU) 0.473-0.512 g 0.493 Conforms
. Not less than 75% (Q) of the declared content of telmisartan in 45 min and 100
Dissol v ' or HPL . B z f
D RV sbecap fy.or ©) Not less than 75% (Q) of the declared content of hydrochlorothiazide in 45 min 101 Conforms
Related Hydrochlorothiazide Substances
HrLC .D.
(v l'(,) Not more than 0.3 by
Impurity A 0.07
¥ Not more than 1 %
Impurity B 0.14 Conforms
< Not more than (1.5 %
Impurity C & 0.09
SR . . . Not more than 0.2 %
Any individual unidentified impurity : 0.37
i e Not more than 1.5 %
Total impurities
Related Telmisarlan Subsiances (ITPLT)
Methyl ester Not more than (1.2 % 0.01
Any individual unidentified impurity Not more than (.2 % 0.05 Conforms
Total imparities Not more than 0.5 % 0.17
fiestoual prganic solvents Ethanol-Not more than 20000 ppm 8354 Conforms
(Gas chromatography)
Microbiological purity (Ph.Eur. or PhRU)
TAMC Not more than 1000 CFU/g <5
TYMC Not more than 100 CFU/ <5 Conforms
E.Coli Absent/1 g Absent
-(‘nnltwu -I.‘mformltl\' (Ph.Eur. ur PhRU) AV<15.0 onh
Telmisartan i AV<15.0 s onforms
ydrogl
:-\ssa_\.'(lll’LC] 76.0-84.0 mg S0.0
T'elmisartan Conforms
= 11.9-13.1 mg 12.6
Hydrochlorothiazide _
i /. i i g
10 tablets per a blister made from Alu/Alu. 3 or 9 blisters along with the package ot Conforms

Packaging and Labelling

insert in a cardboard box

[tis confirms that current batcli of (TELZAP HCT 80 MG/12.5 MG 90 TABLET) meets the requirements of the Normative Document (as a part of Regulatory dossicr) currently registered in Russian Federation on the

listed quality parameters.

Itis hereby certified that batch mects the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation,

Release Date

Signature/Date

Printed Name

Title

Kiclhangiran MahaBesi Marker Sokak No' 22374 BlyGkioghrs

17.03.2021
18.03.2021

Miige ﬁ;l_tﬁrk Elif Okurgan
Specialist of QC (Compliance) Specialist of QC (Compliance)

i1

Qualified Person (QA)

Sanofi llag Sanayi ve Ticaret A_S.

A No. 511325

|8.03 201
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