SANOFI .2

Howmep cepun:

Kopg nponyxra:

Jlata mpousBoCTBA:

Jlata OKOHYaHHUS CPOKA 'OJAHOCTH:
Jlata mpoBeeHNs aHAIU3a:
Pasmep cepun:

Koun-Bo ynakoBok:

Howmep Perucrpannonnoro
YIOCTOBEPEHHUS:

Haumenosanue ADU /Anpec
npousBoacta AOU:
HawnmenoBanune nocraBuuka ADOU:

BLB01636
784145

05.03.2021
02.2023

17.03.2021
108.000 kr
4901 ymak.

LP-N(000065)

TEJI3AII 40 MI" 90 TABJIETOK (POCCHSI)
Cepruduxart anaiausa

Tenmucapran / AOU UNIT-1, PANELAYV, Gujarat State, India-389 350

AneMouk

GJIP[CTCPOB TIOMCIICHBI B MAayKy KapTOHHYI0 BMECTC C ]/IHCprKHI/lCﬁ 1o
MPUMEHECHHUIO.

Amnanu3 Crenudukarms PesynbTaT Craryc
Onucanne (Buemnuii Bux) TIpononroBaTeie, TBOSKOBBITYKIIbIC TAONETKH OT MOYTH OEI0r0 10 IpogonrosaTeie, JBOSKOBBITYKIIBIC CooTBeTCTBYET
JKEJITOBATOTO 1[BETA C PUCKOH € JIByX CTOPOH. TabJETKH OT M0YTH 6E10ro 10
JKENTOBATOTO IBETA C PHCKOM C ABYX
CTOPOH.
TopmuuaoCcTE (BDXKX) Topnmuuuaocte BOXKX. Bpems yaepkuBanust OCHOBHOTO NMHKa Ha IonoxuTensHo Co0TBEeTCTBYET
XpOMAToOrpaMMe MCIBITYEMOr'0 PpacTBOpPA, NPUTOTOBJICHHOTO IS
KOJIMYECTBEHHOTO ONPEENICHHUS], TOJKHO COOTBETCTBOBATD BPEMEHH
yJIep)KHBAHHsL OCHOBHOI'O TTHKAa Ha XpOMAaTOrpaMMe CTaHIapTHOTO pacTBOpa
TeJMHCapTaHa.
TloumnnocTs BOXKX /Y ®- BOXX /VD-cnekrpoporomeTpusi YP-CHEKTp OCHOBHOTO MHKA Ha Tonoxutensuo CooTBeTCTBYET
CHEKTPO(hOTOMETPHS XpOMATOrpaMMe HCIIBITYEMOT0 PacTBOPA, IIPUTOTOBICHHOTO IS
KOJIMYECTBEHHOTO OMNPE/ICNICHHUS], IOJIKEH COOTBETCTBOBATh Y D-CrieKTpy
MHKa TEeIMHCApTaHa Ha XPOMAaTOrpaMMe CTaHAAPTHOTO PacTBOpA.
Cpennsst Mmacca TabJIeTOK 0,233 -0,247 1. 0,240 CooTBeTCTBYET
(EBp. @. unu 'O PO)
OJHOPOSHOCTB MO Macce NOEIEHHBIX | 29/30 monoBUHOK TabieTok — He Gonee £15 % oT onpeaeneHHol cpeaHeii CooTtBeTcTBYET
tabnerok (Ep. ®apm. nnu 'O PO) Macchl;
o . . CooTBEeTCTBYET
1/30 monoBUHOK TabyieTok — He Gonee + 25 % 0T onpeneNeHHOl cpeHei CootseTcTByeT
Macchl.
PacrBopenue He menee 75 % (Q) ot 3asBieHHOro KosyecTsa yepe3 30 MUH 98 CooTBeTCTBYET
(Esp. @. wmu I'® PO, YO-
CTIEKTPOGOTOMETPHS)
Poacreennsie npumecu (BOXKX)
Enuanunas uaeHTudUIMpoBaHHas He 6onee 0,2 %, H/O
fIpumect CooTBEeTCTBYET
Enuanunas HenAeHTHOHIMPOBAaHHAS He 6onee 0,2 %, 0,06 Y
TpUMeCh
Cymma npumeceit He 6onee 0,5 %. 0,06
OcTaTo4HBIC OPraHUYECKHe Dranon — He 6oee 20000 ppm 16113 CooTBEeTCTBYET
pacteoputenu (I'X)
Mukpobuonoruyeckas YuCTOTA:
O611ee KOIMYECTBO a3pOOHBIX He 6onee 1000 KOE/r <5
mukpoopraunzmos (TAMC)
Co0TBEeTCTBYET
O011ee KOIUYECTBO JAPOAKIKEBBIX H He 6onee 100 KOE/r <5
mecHeBbIX rpuboB (TYMC)
Escherichia coli OTCYTCTBHE B I 1 OTCYTCTBHE
ORHOPOAHOCTH JO3UPOBAHHS AV <15 3,5 Coo0TBEeTCTBYET
(I'® PP um Epp. D.)
Konuuectsennoe onpenenenne (BOXKX) | 38,0-42,0 mr/Tabi. 38,4 CooTBEeTCTBYET
VYnakoBka ¥ MapKUpOBKa Ilo 10 Tabnerox B Gmuctepe m3 OITA/Amo/IIBX/Amto. Ilo 3, 6 wmu 9| CooTBeTcTBYET Coo0TBEeTCTBYET

IonrBepxaaercs, uro nanHas cepus (Temsan 40 mr 90 TabneTok) cooTBeTCTBYET TpeboBanusaM HopmaTtusHolt JlokyMeHTauu (Kak YacTu PerucTpamoHHOro
JI0ChE), 3aperucTpupoBaHHOii B Poccniickoii denepaniu B HACTOSMINK MOMEHT, 1O MEPEYHCICHHBIM IIOKA3aTENsM KauyeCTBa.

Hacrosimmm MOATBEPKAACTCA, UTO CEPUA COOTBETCTBYET TpeGOBaHHﬂM PaznenoB «YnakoBka» u ((MapKPIpOBKa)) HOpMaTHBHOﬁ JAOKYMCHTallUH,

3aperucTpupoBaHHoi B Poccuiickoit @enepariuyl B HACTOSIIUI MOMEHT.
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Batch Number

GMID

Manufacturing Date

Expiry Date

Analysis Date

Batch Size

Shipped Quantity

Market Authorization Number

APl Name/Address of manufacturing site

TELZAP 40 MG 90 TABLET (RU)
CERTIFICATE OF ANALYSIS
BLB01636
784145
05.03.2021
02.2023
17.03.2021
108.000 KG
4901 PAC
LP-N (000065)
Telmisartan/API UNIT-1,PANELAV,Gujarat State,India-389 350

API Supplier Name Alembic
Analysis Specification Results Conforms
_— Sp— . Elongated, biconvex tablets, from almost white to yellowish in color, with a score |Elongated, biconvex tablets, from almost white to
1 % R . - 2

Description (Visual inspection) line on both sides. yellowish in color, with a score line on both sides. Cenfonms

Identity HPLC Retention time of the main peak in the chromatogram of the test
Identity (HPLC) solution prepared for the assay should correspond to the retention time of the Positive

main peak in the chromatogram of telmisartan standard solution. Conforms

HPLC/UV spectrophotometry UV spectrum of the main peak in the
Identity chromatogram of the test solution prepared for the assay should correspond to Positive Conforms
(HPLC/UV spectrophotometry) the UV spectrum of the main peak in the chromatogram of telmisartan standard

solution.
Average mass of a tablet (Ph.Eur. Or PhRU) [0.233-0.247 g 0.240 Conforms

T For-29 ourof 30 halves of tablets = not more than +15% of the-eswmmred average | == == =
. y e mass; Conforms

Uniformity of naass of divided tablets For 1 out of 30 halves of tablets - not more than +25% of the estimated average Conforms
(Ph.Eur. Or PhRU)

mass. Conforms
Dissolution (Ph.Eur. Or PhRU), UV 5 i

%
i ophotometry Not less than 75 % (Q) of the declared content in 30 min 98 Conforms
Related Sunstances (HPLC) N.D
Any individual identified impurity Not more than 0.2 % 0 0 - Coiforis
Any individual unidentified impurity Not more than 0.2 % 0-06
Total impurities Not more than 0.5 % i
Residual organic solvents
z 16113
(Gas liquid chromatography) Ethanol-Not more than 20000 ppm Conforms
Microbiological purity (Ph.Eur, Or PhRU)
TAMC Not more than 1000 CFU/g <5
TYMC Not more than 100 CFU/g <5 Conforms
E.Coli Absent/1 g Absent
Content Uniformity (Ph.Eur. Or PhRU) AV<15.0 3.5 Conforms
Assay (HPLC) 38.0-42.0 mg/tablet 384 Conforms
i 5 10 tablets per a blister made from Opa/Aluw/PVC/Alu. 3, 6 or 9 blisters along with
nf

Packaging and Labelling ihié ke T A RAIb O B Conforms Conforms

It is confirms that current batch of (TELZAP 40 MG 90 TABLET) meets the requirements of the Normative Document (as a part of Regulatory dossier) currently registered in Russian Federation on the listed quality

parameters.

1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation.

\ VL

Release Date 24.03.2021 /o Oty 26084 o
/ 2! 3 120U 1oy
Signature/Date 12.04.2021 il 5 1
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Printed Name Melek Isik ', Miige Ouztiirk Elif Okurgan
Title Qualified Pgfson (QA) Sp cialist of QC (C /,"- ) Specialist of QC (Compliance)
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