SANOFI .z

Homep cepun

GMID

JlaTta npon3BojacTBa

CpoOK roiHOCTH

JlaTa npoBe/leHUs aHAIN3a
Pasmep napruu
OTrpy:KeHHbI 00beM

Homep PY

Ha3Banue A®C/ Agpec npou3BoIuTe ISt
HaunmenoBanne IlocraBmuka A®C
Ha3Banue A®C/ Agpec npou3BouTe ISt

HaumenoBanue IlocraBumka A®C

(PYC)

TEJI3AII IIJIFOC 80 MTI" + 12,5 MI' 30TABJIETOK

CEPTUO®UKAT AHAJIM3A

BLB01252
696622
20.02.2021
01.2023
16.03.2021
305.35 KI'
20520 YITAK
JIT1-004359

Anembuk

IOnukem JlaGoparopus JITn.

Tenmucapran/ ADC onut-1, [lanenas, I'ymxapar, Uanus — 389 350

T'unpoxnopruaszun/ FOuukem Jlaboparopus JItn. Poxa, Paitran, Uuaus — 402 116

IMapameTp Crenudukanus PesyabTar CootBercTBHE
Onucanne (BH3yaJbHbIil 0CMOTP) TIpononroBatsle, IBOSKOBBITYKIIbIC TaOIeTKH Genoro mim nodtu Gesoro npera | IIpogonrosarsie, JBOSKOBBITYKIIbIC TAOICTKH CooTBeTCTBYET
C XKEJITOBATEIM OTTEHKOM C IPAaBHPOBKOIT «81» Ha OHOM CTOpOHE. 6eII0r0 WX HOYTH GEIOro HBETa C XKENTOBATHIM
OTTEHKOM € I'PAaBUPOBKOI «81» Ha 0JHOMN CTOpOHE.
Moanuunocts Teamucapran Bpewmst yaepKuBaHusI OAHOTO W3 OCHOBHBIX ITHKOB HA XPOMATOTPaMMe TTonoXuUTeTbHBIIR CooTBeTCTBYET
(BIKX) UCITIBITYEMOT'0 PacTBOPA, IPUIOTOBJIEHHOTO JJIsl KOJIMYECTBEHHOTO
OIIpe/IeNeHNs], OJKHO COOTBETCTBOBATE BPEMCHH yACPKUBAHHSI OCHOBHOTO
MKa Ha XPOMATOrpaMMe CTaHJapTHOTO PACTBOPA TEIMUCAPTAHA.
Moanuunocts Teamucapran V®-criekTp 0AHOTO U3 OCHOBHBIX IIHKOB HA XPOMATOrPAMME UCIIBITYEMOTO TTonoXuUTeTbHBIIH CooTBeTCTBYeT
(Y®-cnexrpooromerpusi) 006pasIia, IPUTOTOBICHHOTO ISl KOJINYECTBEHHOTO ONPE/ICICHHUS, TOIDKEH
CO0TBeTCTBOBATh Y O-CIIEKTPY MHKA TEIMICAapTaHa CTAHIAPTHOTO PACTBOPA.
HoammunocTs I'upoxaopTuazny Bpewmst yaepkuBaHus OJHOTO W3 OCHOBHBIX ITHKOB HA XpPOMAaTOrpamMme TTonoxuTeTbHBIH CooTBeTCTBYET
(BIKX) HCOBITYEMOT0 PacTBOPA, IIPUTOTOBICHHOTO IJISI KOJIMYECTBEHHOTO
OIIpeJICNCHNs, 10JKHO COOTBETCTBOBATH BPEMEHH yIEPKHBAHHUS OCHOBHOTO
MHKa Ha XpOMAaTorpaMMe CTaHJapTHOTO PAacTBOPA THAPOXIOPTHAZHAA.
HoammunocTs I'uxpoxaopTuazny V®-crieKTp 0HOTO U3 OCHOBHBIX ITHKOB HA XPOMATOIPAMME UCIIBITYEMOTO TTonoxuTenbHBIH CooTBeTCTBYET
(Y®-cnexkrpodoromerpust) 00pas1a, IPUrOTOBICHHOTO ISl KOINYECTBCHHOTO ONMPEACIICHHSI, TOIKCH
COOTBETCTBOBATh Y D-CIIEKTPY IHKa MMIPOXIOPTHA3U/A CTAHIAPTHOTO
pacTBopa.
Cpennsisi Macca TabJIeTOK Or 0,473 10 0,512 1 0,491 CooTBeTcTByeT
(EBp.®@apm wiu I'®. PO)
PacrBopenue (Y ®@- He menee 75 % (Q) oT 3asBI€HHOrO KOIM4eCTBa Tenmucaprana yepes 45 mun 100 CooTBEeTCTBYET
cnekrpodoromerpust uian BIXKX) He menee 75 % (Q) 0T 3asiBICHHOTO KOINYECTBA THAPOXIOPTHA3HAA Yepe3 99
45 muH
PojcTBeHHbIE NPUMeECH
T'uapoxaopruasuaa (BIKX)
Ipumecs A He 6onee 0,5 % H/0
IMpumecs B He 6onee 1,0 % 0,08 Cootsercrayer
Mpumecs C He 6onee 0,5 % 0,19
Ennanunas
HenaenTuuuMpoBanHas npumeck |He 6omnee 0,2 % 0,10
Cymma npumeceii He 6onee 1,5 % 0,44
PoxcTBeHHbIe NPHMeECH
Teamucaprana (BOXKX)
MeTu10Bbli 3¢up He 6onee 0,2 % 0.01
CootBeTcTByeT
Ennanunas
HenjeHTH(UUHMpoBanHas npumeck |He Goxee 0,2 % 0,05
Cymma npumeceii He 6onee 0,5 % 0,18
OcTaTo4yHble OPraHuYecKHe Dranona — ue 6omee 20000 ppm 9863 CooTBEeTCTBYET
pacrBopurenu (I'X)
MuxkpoouoI0rHyecKas YHCTOTA
(EBp.®@apm nin I'®. PD)
O01ee YnCI0 a3POGHBIX He 6onee 1000 KOE/r
mukpoopranuzmos (TAMC) CooTBeTcTBYeT
O011ee YNCI0 JPOKKEBBIX H He 6onee 100 KOE/r
miecHeBbix rpuéos (TYMC)
E. Coli OtcyrerByeT/T
OIHOPOAHOCTH 103MPOBAHUS
(EBp.®@apm nin I'®. PO) /{Coorsercrayer
Teamucapran AV <150
T'uapoxaopTuasua AV <150
KoamnyecTBenHoe onpeeienne C
OOTBETCTBYET

(BIIKX)
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TEJI3AII ILTIOC 80 MT + 12,5 MT 30TABJIETOK
SANOFI g (PYC)
CEPTHOUKAT AHAJIH3A

Homep cepun BLB01252
GMID 696622
JlaTa npon3BoaCTBa 20.02.2021
CPpoK roiHOCTH 01.2023
JlaTa npoBeJieHUs aHAJIN3A 16.03.2021
Pasmep napruu 305.35 KI'
OTrpy:KeHHbI 00beM 20520 YIIAK
Homep PY JIT1-004359
Ha3Banue A®C/ Agpec npou3BoIuTe ISt Tenmucapran/ ADC onut-1, [lanenas, I'ymxapar, Uanus — 389 350
HaunmenoBanne IlocraBmuka A®C AneMOuK
Ha3Banue A®C/ Agpec npou3BouTe ISt I'mppoxnoptuazun/ IOuukem Jlaboparopus JIta. Poxa, Paiiran, Magus — 402 116
HaumenoBanue IlocraBumka A®C IOnukem JlaGoparopus JItn.
IMMapamerp Cneuuduxanus Pesyabrar CooTBercTBHE
TeamMucapTan Ot 76,0 Mr 10 84,0 mr 79,7
T'uapoxaopTuasua Ot 11,9 mr no 13,1 mr 12,6
‘YnakoBKa M1 MapKHPOBKa TTo 10 Ta6nerok B Gimctepe u3 Amo/Amo. I1o 3 i 9 Gnucrepos nomerets | CooTBeTCTBYET CooTBeTCTBYET
B IAYKYy KapTOHHYI0 BMECTE C HHCprKHHCﬁ 0 IIPUMEHEHHUIO.

JauHblii ceprudukar noareepxaaet, uro aanuas naprus (TEJI3AIL 80 MI™ + 12,5 MI' 30 TABJIETOK) cootBercrByet TpeGoBanusimM Hopmarusroit JlokymenTanuu (kak
JaCTU PErUCTPAIOHHOTO JOCKE), 3apeTHCTPUPOBAHHON B HacTosIee BpeMs B Poccuiickoit denepanu, Mo BceM NepeIHCICHHBIM 0Ka3aTe/IsIM KadecTBa.

HacTosiuuM moaTBepxKIaeTcs, YTO Cepus COOTBETCTBYET TpeOoBaHMsIM Paznenos Yakoska 1 Mapkuposka HopmaTtusHoi#t JlokyMeHTaImy, 3aperucTpupoBaHHON B
Hacrosiee Bpems B Poccuiickoii ®enepaunu.

JlaTa BbImycKa 17.03.2021

Hoanucek/daTa /moanuck/nara/mevyars/ 18.03.2021

Mwst newarnbivu Gyxsamu: Melek Isik Muge Ozturk Elif Okurgan

Homxnocts YIOIHOMOYEHHOE JILO CreranicT oTena KOHTpols kauectBa  CIELMAIKCT 110 KOHTPOJIIO KayecTBa
/moanuce/ /monnuce/ /monnuce/

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

TELZAP HCT 80 MG/12.5 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS

Batch Number BLB01252
GMID 696622
Manufacturing Date 20.02.2021
Expiry Date 01.2023
Analysis Date 16.03.2021
Batch Size 305.35KG
Shipped Quantity 20520 PAC
Market Authorization Number LP-004359

API Name/Address of manufacturing site Telmisartan/API UNIT-1 \PANELAV Gujarat State,India-389 350

API Supplier Name Alembic
APl Name/Address of manufacturing site Hydrochlorothiazide/Unichem Laboratories Ltd. Roha,Dist.Raigad,India-402 116

API Supplier Name Unichem Laboratories Ltd.
Analysis Specifi Results Conforms
. 3 Elongated, biconvex tablets, white to off-white
Description (Visual inspection) El_on%atefl hIOOI'IVE.,X tablets, white to off-white with yellowish tone, embossed with vellowish tone, embossed with “81” on one Conforms
with “81" on one side. -
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 Positive
in 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 Positive Cenforms
telmisartan in the 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 ..
= i 7 Positive
in the chromatogram of hydiochlorothiazide 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 Positive Conforms
hydrachlorothiazide in the chromatogram of standard solution
Average mass of a tablet (Ph.Eur. or PhRU)  0.473-0.512 2 0.491 Conforms
Not less than 75% (Q) of the declared content of telmisartan in 45 min and 100 3
; V spectr - : ! . Conf
Dissolution (I spectrophotometry or HPLC) Not less than 75% () of the declared content of hydrochlorothiazide in 45 min 99 Borms
Related Hydrochlorothiazide Substances
{HPL(_:J Not more than 0.5 % D
Impurity A 0.08
8 Not more than 1 % .
Impurity B H 0.19 Conforms
oo Not more than 0.5 %
Inpurity C ; i 0.10
i it . " " . Not more than 0.2 %
Any individun! unidentified impurity , o 0.44
it Not more than 1.5 %
Total impurities
Related T¢ ‘misarian Subslances (HPLT)
Methyl ester Nol more than 0.2 % 0.01
Any individual unidentified impuricy Not more than 0.2 % 0.05 Canforms
Total impuritics Not more than 0.5 % 0.18
idus ] v 5
Residual organic solvents Ethanal-Not more than 20000 ppm 9863 Conforms
bromatography)
Microbiological purity (Ph.Eur, or PhRU)
TAMC Not more than 1000 CFU/g <3
TYMC Notmore than 100 CFL/g <5 Conforms
E.Coli Absent/] g Absent
enl Unilorme= TRU
:“I'"fm :,mlm mity (Ph,Eur. or PLRU) AV<15.0 19 il
elmisartan " AV<]50 6 niorms
¥ hloro F
HPLC
Assal ‘ ( Q) 76.0-84.0 mg 79.7 ¥
Telmisurian 11.9-13.1 12.6 Conforms
Hydrochlorothiazide TR :
| lets per a bli ade fic /Al 3 o isters along wi
Packaging und Labelling 0 table s per '|.bl|su:r made nn‘A u/Alu. 3 or 9 blisters with the o b
|package insert in a cardboard box
-
It is confirms that current batch of (TELZAP HCT $0 MG/12.5 MG 30 TABLET) meets the requirements of the Noinative Document (as a part of Regulatory dossier) cuf
listed quality parameters.
Itis hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation.

Release Date 17.03.2021

o — 18.03.2021 Y. 1221 .oy

Printed Name Melek Isik Miige Oztiirk Elif Okurgan ¢
Title Qualified Person (QA) Specialist of QC (Compliance ) Specialist of QC (Complian

fz)oo:(b)/f 1/1
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