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:

TEJI3AII 40 MI" 90 TABJIETOK (POCCHSI)
Cepruduxart anaiausa

BLB02557
784145

12.04.2021
03.2023

24.04.2021
108.000 kr
4709 ymnak.

JITI-N (000065)

Temmucaptan / AOU UNIT-1, PANELAV, Gujarat State, India-389 350

AneMouk

GJIMCTEPOB MOMEIICHBI B IAYKy KapTOHHYIO BMECTE C MHCTPYKIIUEH 110

MPUMEHECHHUIO.

Amnanu3 Crenmdukarus PesynbraT Craryc
Ornucanve (BHemHnii Bix) TIpomonroBarsie, JBOSKOBBITYKIIbIC TAOICTKH OT IIOYTH GENOT0 10 IIpomonroBatsle, JBOSIKOBBITYKIIBIC Ta0ICTKA CooTBeTCcTBYET
JKEJITOBATOrO I[BETA C PUCKOM C JBYX CTOPOH. OT TOYTH GENOTro 0 XKEITOBATOIO I[BETA C
PHCKOIi C ABYX CTOPOH.
TlonmuuuoCTE (BDXKX) TlopmuunocTe BOXX. Bpems ynep:kuBaHusi OCHOBHOTO IHKa Ha TonoxuTtensHo CooTBeTCTBYET
XPOMATOrpaMMe HCIIBITYeMOTIO PaCTBOPA, IIPUTOTOBICHHOTO ISt
KOJIMYECTBEHHOT'O OMPE/ICNICHHs, IOJKHO COOTBETCTBOBATH BPEMEHH
YACPKUBAHUSI OCHOBHOTO ITHKA HA XPOMATOTPaMMe CTAHAAPTHOTO
pacTBOpa TEJIMHUCAPTAHA.
TopmuuaocTs BOXX /Y ®- BOXX /Y®-cniekrpodoromerprst Y D-crieKTp OCHOBHOTO HKa Ha Tonoxutensuo CooTBEeTCTBYET
CTIeKTpOdOTOMETPHS XpOMaToOrpaMMe HCIBITYEeMOI'0 PaCTBOPA, IIPUTOTOBICHHOTO IS
KOJIMYECTBEHHOTO OIPEICICHIs, JOJDKCH COOTBETCTBOBATE Y D-
CIIEKTpPY IHKa TEIMHCAPTaHA HA XPOMATOIPaMMe CTaHIapTHOTO
pacTBopa.
Cpensist Macca TabICTOK 0,233-0,247r. 0,241 CoOTBETCTBYET
(EBp. @. unu 'O PO)
OHOPOAHOCTH 10 MAcCe MOMENICHHBIX 29/30 monoBHHOK TableToK — He Gosiee 15 % oT onpeeIeHHON CooTBeTcTBYET
tabnerok (Ep. ®apm. nnu 'O PO) CpeHel MacChl;
o . CooTBEeTCTBYET
1/30 monoBuHOK TabyieTok — He Gonee + 25 % oT onpeneneHHoi CootseTcTByeT
cpeJiHelt Macchl.
PacrBopenue He menee 75 % (Q) ot 3asBieHHOro KosyecTsa yepe3 30 MUH 98 CooTBeTCTBYET
(EBp. @. unu 'O PO, VO-
creKTpoGoTOMETpHST)
Poacreennsie npumecu (BOXKX)
Enuanunas uaeHTudUIMpoBaHHas He 6onee 0,2 %, H/O
fIpumect CooTBEeTCTBYET
Enuanunas HenAeHTHOHIMPOBAaHHAS He 6onee 0,2 %, H/O Y
mpuMech
Cymma npumeceit He 6oinee 0,5 %. H/O
OcTaTo4HBIC OPraHUYECKHe Dranon — He 6oree 20000 ppm 10828 CooTBEeTCTBYET
pacteoputenu (I'X)
MuKpoGHOIOrnYecKast IHCTOTa:
O611ee KOIMYECTBO a3pOOHBIX He 6onee 1000 KOE/r <5
mukpooprannzmos (TAMC)
Co0TBEeTCTBYET
O011ee KOIUYECTBO JAPOAKIKEBBIX H He 6onee 100 KOE/r <5
mecteBbix rpudos (TYMC)
Escherichia coli OTCYTCTBHUEB I OTCYTCTBHME
ORHOPOAHOCTE JO3UPOBAHHS AV <15 31 Coo0TBEeTCTBYET
(I'® PP um Epp. D.)
Konnuecrsennoe onpenencuue (BOXKX) | 38,0-42,0 mr/radm. 38,9 CooTBEeTCTBYET
VYnakoBka ¥ MapKUpOBKa Ilo 10 tabnerok B 6nuctepe u3 OINA/Anro/[IBX/Amto. ITo 3, 6 umu 9 | CooTBeTCTBYET CooTBEeTCTBYET

Ionreepxaaercs, uro nanHas cepus (Temsan 40 mr 90 TabmeTok) COOTBETCTBYET TpedoBanusiM HopmaTusHOM I[oxyMeHTauI/Im('
J0Cbe), 3aPETHCTPUPOBAHHON B Poccuiickoil Peniepaliin B HACTOAILMH MOMEHT, T10 TIEPEYNCIIEHHBIM I0Ka3aTeNAM KaqecTsa sy’

Jlara Beimycka: 27.04.2021
ITogmucs/mara: 29.04.2021
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Melek Isik Yasemin Teloren
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SANOFI .z

Batch Number
GMID

Manufacturing Date

Expiry Date

Analysis Date

Batch Size

Shipped Quantity

Market Authorization Number

API Name/Address of manufacturing site

TELZAP 40 MG 90 TABLET (RU)
CERTIFICATE OF ANALYSIS
BLB02557
784145
12.04.2021
03.2023
24.04,2021
108.000 KG
4709 PAC
LP-N (000065)
Telmisartan/API UNIT-1,PANELAV,Gujarat State,India-389 350

API Supplier Name Alembic
Analysis Specification Results Conforms
Description (Visual inspection) I:Zlongated, btt.:onvex tablets, from almost white to yellowish in color, with a score Elon\ga-led,_ biconvex .mblets, ﬁ'OITl almost whl?e to Conforiis
line on both sides. yellowish in color, with a score line on both sides.
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. 1 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 the Positive s
(HPLC/UV spectrophotometry) 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 ¢ 0.241 Conforms
For 29 out of 30 halves of tablets - not more than +15% of the estimated average
mass; Conforms
5 ity of i H :
i onmitty. of rmess of divided tablety For 1 out of 30 halves of tablets - not more than £25% of the estimated average Conforms
(Ph.Eur. Or PhRU)
mass. Conforms
i ion (Ph.Eur. -
Dissolution (Ph.Eur. Or PhRU), UV Not less than 75 % (Q) of the declared content in 30 min 98 Conforms
spectrophotometry
Related Sunstances (HPLC) N.D
Any individual identified impurity Not more than 0.2 % N.D it
Any individual unidentified impurity Not more than 0.2 % N.D
Total impurities Not more than 0.5 % i
Rﬁld?ﬂl,“rgnm fovents Ethanol-Not more than 20000 ppm 10828 Conforms
(Gas liquid chromatography)
Microbiological purity (Ph.Eur. Or PRRU)
TAMC Not more than 1000 CFU/g <35
TYMC Not more than 100 CFU/g <5 Conforms
E.Coli Absent/l g Absent
Content Uniformity (Ph.Eur. Or PhRU) AV<15.0 3.1 Conforms
Assay (HPLC) 38.0-42.0 mg/tablet 389 Conforms
10 tablets per a blister made from Opa/Alw/PVC/Alu. 3, 6 or 9 blisters along with Conforms Conforms

Packaging and Labelling

the package insert in a cardboard box.

Itis 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.

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

Release Date 27.04.2021 3

Signature/Date 29.04.202 - Q O\ ,fof\"
Printed Name Melek Istk YaseminTeliren L=+

Title Qualified Person (QA) Specialist of QC (Compliance)
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