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 IocraBuuka ADC

(PYC)

TEJI3AII IIJIFOC 80 MI'" + 12,5 MI" 90 TABJIETOK

CEPTUO®UKAT AHAJIM3A

ALB05079
696620
10.07.2020
06.2022
13.08.2020
305.35 KI'
6629 YITAK
JIT1-004359

Anem6ux

Onukem JlaGopartopus Jltx.

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

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

IMapameTp Cnenuduxanus PesyabTaT CooTBercTBHE
Omnucanne (BH3yaibHbIif 0cMOTP) TIpomonroBatsie, JBOSKOBBITYKIIbIC TA0IETKH Oeoro win mouru Oestoro nsera | [Ipogonrosarsie, JBOSKOBBITYKIbIC TAOICTKH CooTBeTCTBYET
C XKEJITOBATHIM OTTEHKOM C IPaBHPOBKOIf «81» Ha 0JIHOI CTOpOHE. 6eII0r0 MM MOYTH OEJIOTo IBETA C XKENTOBATHIM
OTTEHKOM C TPaBHPOBKOii «81» Ha 0JHOIi CTOPOHE.
Hoammunocts Teamucapran Bpewmsi yaepkuBaHus OJHOTO W3 OCHOBHBIX ITHKOB HA XpOMaTOrpamMme TTonoxuTeTbHBIH CooTBeTCTBYET
(BIKX) HCOBITYEMOT'0 PaCTBOPA, IIPUTOTOBICHHOTO AJISI KOJIMYECTBEHHOTO
OIIpeJICNCHNs, 10JKHO COOTBETCTBOBATH BPEMEHH yIEPKHBAHHUS OCHOBHOTO
MHKa Ha XPOMAaToOrpaMMe CTaHJapTHOTO PACTBOPA TEIMHUCAPTAHA.
Hoxmuunocts Teamucapran V®-criekTp 0HOrO U3 OCHOBHBIX ITHKOB HA XPOMATOIPAMME UCIIBITYEMOTO TTonoxuTenbHBIH CooTBeTCTBYET
(Y®-cnexkrpodoromerpust) 00pas1a, IPUrOTOBICHHOTO ISl KOINYECTBCHHOTO ONMPEACIICHHSI, TOIKCH
COOTBETCTBOBATh Y D-CIIEKTPY IHKa TEIMHCApTaHa CTAHIAPTHOTO PACTBOPA.
Hoamuunocts M'upoxaopruazuy Bpewmst yaepKuBaHusI OAHOTO W3 OCHOBHBIX ITHKOB HA XPOMATOTPaMMe TTonoXuUTeTbHBIIH CooTBeTCTBYeT
(BIKX) UCITIBITYEMOT'0 PACTBOPA, PUIOTOBJIEHHOTO ISl KOJIMYECTBEHHOTO
OIIpe/IeNeHNs], OJKHO COOTBETCTBOBATE BPEMCHH yACPKUBAHHSI OCHOBHOTO
MUKa Ha XPOMATOrpaMMe CTaHJIapTHOTO PACTBOPA THAPOXIOPTUA3H/IA.
Hoamuunocts M'uapoxaopruazuy V®-criekTp 0AHOTO U3 OCHOBHBIX IIHKOB HA XPOMATOrPAMME UCIIBITYEMOTO TTonoXuUTeTbHBIH CooTBeTCTBYET
(Y®-cnekrpooromerpusi) 006pasIia, IPUTOTOBICHHOTO ISl KOJINYECTBEHHOTO ONPE/ICIICHHUS, TOIKEH
COOTBETCTBOBATh Y O-CIIEKTPY MHKA MHAPOXJIOPTHA3NIA CTAHIAPTHOTO
pacTBopa.
Cpennsisi Macca TabJIeTOK 010,473 10 0,512 0,495 CooTBEeTCTBYET
(EBp.®apm i I'®. PD)
PacrBopenue (Y ®- He menee 75 % (Q) ot 3asBIeHHOrO KOJIMYECTBa TeaMucapTana yepes 45 mun (99 CooTBeTcTByeT
cnexrpodoromerpus uian BIKX) He menee 75 % (Q) 0OT 3asBJICHHOTO KOJIMYECTBA THAPOXJIOPTHA3H/AA Yepe3 103
45 muH
PoxcTBeHHbIC NPHMeECH
I'napoxaopruasuna (BIKX)
Ipumecs A He 6onee 0,5 % He o6napyxeno
Ipumecs B He 6onee 1,0 % 0,05 CootsetcTryer
IMpumecs C He 6Gonee 0,5 % 0,26
Eanununan
HenAeHTH(UIMPoBaHHasi npuMech | He Goxee 0,2 % 0,08
Cymma npumeceii He 6onee 1,5 % 0,46
PojcTBeHHBIE NPUMeECH
Teamucaprana (BIXKX)
MetuoBblii 23¢pup He 6onee 0,2 % He obuapysxeno C
OOTBETCTBYET
Eanununan
HenAeHTH(UIMPoBaHHasi npuMech | He Goxee 0,2 % 0,05
Cymma npumeceii He 6onee 0,5 % 0,11
OcTaToyHble OPraHuYecKHe Dranona — He Gosee 20000 ppm 7154 CooTBeTcTBYyeT
pacrBopureau (I'X)
Muxpoonosiornyeckasi YHCTOTA
(EBp.®@apm nin I'®. PO)
Ofu1ee YHCI0 aIPOGHBIX He 6onee 1000 KOE/r <5
mukpoopranuszmos (TAMC)
Ofu1ee YHCIIO IPOAKIKEBBIX H He 6onee 100 KOE/r <5
niecueBbix rpuGos (TYMC)
E. Coli OrcyretByeT/r OrcyreTByer
OIHOPOAHOCTH 103UPOBAHMS
(EBp.®@apm nin I'®. PD)
TeamMucapran AV <150 0,9
T'uapoxJiopTuasuy AV <15,0 2,9
KosimuecTBeHHOe onpe/e/ieHHe
(BIKX)
Teamucapran Ot 76,0 mr 10 84,0 mr 78,4
T'napoxJiopTuasuy Or 11,9 mr 0 13,1 mMr 12,7
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Homep cepuu
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HaumenoBanue IocraBuuka ADC

TEJ3AII IUTIOC 80 MT + 12,5 MT 90 TABJIETOK
(PYC)
CEPTU®UKAT AHAJIM3A

ALB05079

696620

10.07.2020

06.2022

13.08.2020

305.35 KI'

6629 VIIAK

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 Jltx.

IMapameTp

Cnenuduxanus PesyabTaT

CooTBercTBHE

YnakoBka H MAapKHPOBKa

TIo 10 unu 14 tabnerok B 6iuctepe u3 Amo/Aito. ITo 3 umu 9 6nucrepos (mo [ CoorsercTByeT
10 Tabnerox) wu mo 1, 2, 4, 6 wim 7 Girctepos (1o 14 TabneToK) MoMeneHs!
B [IAYKy KapTOHHYIO BMECTE C HHCTPYKIHEH 110 IPUMEHCHHIO.

CooTBEeTCTBYET

JlauHblii ceprudukat moaTBepxaact, 4to sanHas maptus (TEJI3AIL 80 MI" + 12,5 MI' 90 TABJIETOK) cootsercTByet TpeboBanusiM Hopmarusroii JlokymenTamun (kak
YaCTU PErUCTPALOHHOTO JOChE), 3apeTHCTPUPOBAHHON B HacTosIee BpeMs B Poccuiickoit denepanu, Mo BceM MepeIHCICHHBIM 0Ka3aTeIsIM KadecTBa.
HacTosiuM moATBepKIaeTcs, YTO CEpUst COOTBETCTBYET TpeOoBaHMsIM Pazznenos Yakoska 1 Mapkuposka HopmatusHoi#t JlokyMeHTaluy, 3aperucTpupoBaHHON B

HacTosiee Bpems B Poccuiickoit denepanun.

JlaTa BbImycKka 27.08.2020
/moanuck/nara/meyars/ 03.09.2020

MMoanucs/laTa

Hms neyaTHpIMH OyKBamMu:
JlosKHOCTH

YHOIHOMOYEHHOE JIULO

Melek Isik ‘Yasemin Teloren Elif Okurgan
CrennanicT OTaena KOHTPOJIS KaueCTBa /IOANNCE/ CrienuaucT Mo KOHTPOJIIO KaueCTBa
/moamuce/_ 03.09.2020 03.09.2020 /moxmuce/_ 03.09.2020
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TELZAP HCT 80 MG/12.5 MG 90 TABLET (RU)

CERTIFICATE OF ANALYSIS
Batch Number ALB05079
GMID 696620
Manufacturing Date 10.07.2020
Expiry Date 06.2022
Analysis Date 13.08.2020
Batch Size 305.35KG
Shipped Quantity 6629 PAC
Market Authorization Number LP-004359
API Name/Address of f ing site Telmi ‘API UNIT-1,PANELAV,Gujarat State, India-389 350
API Supplier Name Alembic
API Name/Address of fs ing site Hydrochlorothiazide/Unichem Lab Ltd. Roha,Dist.Raigad,India-402 116
API Supplier Name Unichem Laboratories Ltd.
Analysis Specification Results Conforms
Elongated, biconvex tablets, white to off-white with yellowish tone, embossed with Elongated, biconvex tablets, white to off-white with
Description (Visusl tnspection) “81” on one side. yellowish tone, embossed with “81” on one side. Cou
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 Hydrochlorothiazide (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 Conforms.
hydrochlorothiazide in the ch of standard solution
Average mass of a tablet (Ph.Eur. or PhRU) 0.473-0.512 g 0.495 (Conforms
ooz . Not less than 75% (Q) of the declared content of telmisartan in 45 min and 99
u (LN spectrop 1y or HELC). |t less than T5% (Q) of the declared content of hydrochlorothiazide in 45 min 1103 Sontors
Related Hydrochlorothiazide Substances
(HFLE) Not morc than 0.5 % D
Impurity A 0.05
Not more than 1 %
Impurity B 0.26 ‘Conforms
Impurity C INot more than 0.5 % 0.08
mnpaiy Not more than 0.2 % 0‘46
Not more than 1.5 % ’
Methyl ester 'Not more than 0.2 % N.D.
Any individual unidentified impurity Not more than 0.2 % 0.05 Conforms
Total impurities Not more than 0.5 % 0.11
Residual organic solvents
| - 0 onf
(Gas chromatography) Ethanol-Not more than 20000 ppm 7154 Conforms
Microbiological purity (Ph.Eur. or PhRU)
TAMC Not more than 1000 CFU/g <5
TYMC Not more than 100 CFU/g <5
E.Coli Absent/l g Absent
golnlem Uniformity (Ph.Eur. or PhRU) AV<I5.0 0.9
elmisartan AV<I15.0 G
Assay (HPLC) 76.0-84.0 mg 78.4
Telmisariam 11.9-13.1 my 127
Hydrochlorothiazide i =
10 or 14 tablets per a blister made from Alw/Alu. 3, 9 blisters (10 tablets)or 1, 2,
‘Conforms

Packaging and Labelling

4, 6, 7 blisters (14 tablets) along with the package insert in a cardboard box.

It is confirms that current batch of (TELZAP HCT 80 MG/12.5 MG 90 TABLET) meets the req

listed quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelli

Release Date
Signature/Date

Printed Name

Title

Kigishangtran Mahalesi Merkez Sokak Ne

03.09.2020
Melek Istk AA,\

Qualified Person (QA)

of N

%«

Yasemin Teldren-., -

27.08.2020

Specialist of QC (Compliance)
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Specialist of QC (Compliance)
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