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Howmep cepun:

Kon mpoxyxra:

Jlata nmpousBoacTBa:

JlaTa okOHYaHMS CPOKa FOJAHOCTH:
Jlata npoBeneHus aHanu3a:
Pazmep cepun:

OTnpaBiIeHHOE KOJUYECTBO!
YcnoBust XxpaHeHUS

Howmep Perucrpanmonnoro Y goctoBepeHus:
Homep HOpMaTHBHOM JOKyMEHTalUK
HaumenoBanue ADIU/Aipec mpou3BoICTBA:

TEJI3AII 40 MI" 30 TABJIETOK (POCCHSI)

Ceprudukar ananusza

CLBO03424

784158

30.05.2022

04.2024

16.06.2022

108 000 xr

14 621 yn

He Bpime 25°C

JITI-N (000065) -(PT-RU)

JITI-N (000065)-(PT-RU)-040221
Tenmucapran / A®U Unit-1, Panelav, Gujarat State, Muaus-389 350

IloctaBuk ADU: Anembuk ®apmacprotukainc Jlumuren
Cepuss AOU 2202003861
Amnanus Crierukarms Pesynbrar Cratyc
Onucanne (BusyasbHelii) ITposonroBarsie, TBOSKOBBITYKIIbIC TAOIETKH OT MOYTH TIpononrosateie, 1BosKOBbINyKIbIe Ta0neTkn | CooTBeTCTBYET
6e110ro J10 XKENTOBATOTO IIBETA C PUCKOM C ABYX CTOPOH.  [OT MOYTH GEI0ro 10 JKENTOBATOTO L[BETA C
PUCKOIf C ABYX CTOPOH.
Topnmuunocts (BDXKX) Tomnmuunocts BOXKX. Bpems yaepkuBanus OCHOBHOTO TlonmoxuTenpHBIH CooTBEeTCTBYET
ITHKa Ha XpPOMATOrpaMMe HCIBITYEMOT0 PacTBopa,
TIPUTOTOBJICHHOTO ISl KOJTHYECTBEHHOTO ONPE/eIeHNUs,
JIOJIZKHO COOTBETCTBOBATH BPEMCHH YICPIKHBAHHUS
OCHOBHOT'O IMKa Ha XpOMAaTOrpaMMe CTaHJapTHOro
pacTBoOpa TeJIMHCApTaHA.
MoamuunocTs (BIXKX /Y ®-cniekrpodoTomeTpust) BOXX /Y®-cniektpodoromerpus. YP-criektp ocHOBHOTO | IlomoxuTensHbIit Coo0TBEeTCTBYET
ITHKa Ha XpPOMATOrpaMMe HCIBITYEMOT0 PacTBOpa,
TIPUTOTOBJICHHOTO ISl KOJTHYECTBEHHOTO ONPE/eIeHNUs,
JIOJKEH COOTBETCTBOBATh Y D-CHEKTpPY MHKa
TeJIMHCapTaHa Ha XPOMaToOrpaMMe CTaHIapTHOTO
pacTBopa.
Cpennsist macca tabnerok (Esp. ®apm. wiu ' PD) 0,233 - 0,247 1. 0.240 Coo0TBEeTCTBYET
OHOPOAHOCTH 1O Macce nojeneHHbIX TadneTok (Esp. ®apm.  [29/30 nonosunok Tabnetok — He 6onee 15 % ot CooTBeTCTBYET
unu 'O PO) OTIpeeIICHHOH CpeaHeil MacChl;
Coo0TBEeTCTBYET
1/30 nonoBuHOK TabneTok — He Gonee £ 25 % ot CootsercTByer
OIIPeJICNICHHON Cpe/iHeit MacChl.
PactBopenue He menee 75 % (Q) ot 3asBneHHoro Komuuectsa yepes 30 |98 CooTBeTCTBYET
(EBp. ®apm. nin I'® PD), VD-criekrpodoromeTpust MHH
Poacreennsie npumecu (BOXKX)
Enuan4Has HACHTHOHIMPOBAHHAS IPHMEChH He 6oxee 0,2 %; H/O
Enunnynas HenaeHTHGUIMPOBaHHAS IPUMECH ue 6omee 0,2 %; <0.05 Coo0TBEeTCTBYET
Cymma npumeceit He Goxnee 0,5 %. <0.05
Ocrarounble opranndeckue pactopurenn (I'X) Oranon — He 6oaee 20000 ppm 7365 Coo0TBEeTCTBYET
Mukpo6uooruyeckas YuCToTa
-O6utee 4yncio a’3pobHeIx Mukpooprann3mMos (TAMC) He 6onee 1000 KOE/r <5
-O61ee YHCII0 JPOKIKEBBIX U IWiecHEeBbIX rpu6os (TYMC) He 6onee 100 KOE/r <5 CooTBeTCTBYET
-Escherichia coli OrcyrerBue B 1 1 OtcyrcTByeT
ORHOPOAHOCTE JO3UPOBAHUS AV <150 0,8 Coo0TBEeTCTBYET
(I'® PO umu Esp. Papm.)
Konmuectsennoe onpenenenne (BOXKX) 38,0-42,0 mr/Tabum. 39,3 CoOTBETCTBYET
Ilo 10 tabnerok B 6muctepe u3 OIIA/Anio/[IBX/Amo. Ilo | CooTBeTcTBYET Coo0TBEeTCTBYET
‘YnakoBka U MapKMpOBKa 3, 6 uu 9 GaMCTEPOB MOMEILCHBI B MTAYKY KAPTOHHYIO
BMECTE C MHCTPYKIHUEH 10 MEAUIMHCKOMY HPUMEHEHHIO.

Tlonrsepxnaercs, uro nannas cepus (Tensan 40mr 30 Tabierok) cooTBeTcTByeT TpeGoBanusam HopmaTuBHO# JlokyMeHTaIMK (KaKk 4acTH PEerucTpalioHHOro 10Che),
BHPCFHCTPHPOBHHHOﬁ B HACTOAIICE BPEMS B Poccwuiickoit (DCI[CpaL[I/II/I TI0 IEPEYHCIICHHBIM ITOKA3aTEIIAM Ka4eCTBa.
Hacrosmum oATBEpKIaeTCsl, YTO CEpHsi COOTBETCTBYET TPEOOBAaHHAM pas/ieoB YiakoBka 1 Mapkuposka HopmaTHBHOM JIOKyMEHTAIlMH, 3apETHCTPHPOBAHHOIN B

Poccuiickoii denepary B HacTOSIIEE BPEMS.

Mara Bbimycka:17.06.2022
TMoxamnuce/mara:27.06.2022

MM nedaTHBIMU 6yKBZ.MI/IZ

Melek Isik /mognuce/ 27.06.2022

Akin Kilicvuran /moanucs/ 27.06.2022

JlomKHOCTB

YonHOMOYEeHHOE JHIO

Ka4yeCTBa

Crapuuii cienuaiucT 1o KOHTPOJIo

FonosHoit oduc: Esentepe Mah.Buyukdere Cad. 193 Apt.No. 193/14 Sisli. ISTANBUL Ten.: +90 (212) 339 39 00 ®akc: +90 (212) 2
3aBog;: Kucukkaristiran Mahallesi Merkez Sokak No. 223/A, Buyukkaristiran — 39780 Luleburgaz — Kirklareli — Turkey Ten.: +90 (288) 427,

CaHodu WUnay CaHaiin Be TuaskapeT A.LLL.

ToproBblii perucTpauuoHHbIi Homep: 511325
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TELZAP 40 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS

Batch Number CLB03424

GMID 784158

Manufacturing Date 30.05.2022

Expiry Date 04,2024

Analysis Date 16.06.2022

Batch Size 108.000 KG

Shipped Quantity 14621 PAC

Storage Condition Not exceeding 25°C

Market Authorization Number LP-N {000065)-(RG-RU)

ND-number LP-N (000065)-(RG-RU)-040221

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

API Supplier Name Alembic Pharmaceuticals Limited

API Lot No 2202003861

Analysis Specification Results Conforms
Desciipion (Visual laspection) Elongated, biconvex tablets, from almost white to yellowish in color, with a score |Elongated, biconvex tablets, from almost white to Confe
P fsuatinsp line on both sides. yellowish in color, with a score line on both sides. o

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 2z

3 i : 3 Positive

main peak in the chromatogram of telnisarian 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 the |Positive S

(HPLC/UV spectrophotometry) UV spectrum of the main peak in the chromatogram of telmisartan standard orms
solution.

Average mass of a tablet (Ph.Eur. Or PhRU)  [0.233-0.247 g 0.240 Conforms
For 29 out of 30 halves of tablets - not more than +15% of the estimated average
mass; Conforms

3 - " H

Uniformity of mass of divided table For | out of 30 halves of tablets - not more than +25% of the estimated average Conforms

(Ph.Eur. Or PhRU)
mass. Conforms

issolution (Ph.Eur. , UV y .

Dissoletiod (Ph.Eiir. Or PERU), U Not less than 75 % (Q) of the declared content in 30 min 98 Conforms

spectrophotometry

Related Sunstances (HPLC) ND.

Any individual identified impurity Not more than 0.2 % % 0 65 Confi

Any individual unidentified impurity Not more than 0.2 % b Sl

Total impurities Not more than 0.5 % i

Residual organic solvents

R Ethanol-Not more than 20000 ppm 7365 Conforms

(Gas liguid ¢ graphy) -

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/] g Absent

Content Uniformity (Ph.Eur. Or PhRU) AV<15.0 08 Conforms

Assay (HPLC) 38.0-42.0 mg/tablet 39.3 Conforms

. . 10 tablets per a blister made from Opa/Alw/PVC/Alu. 3, 6 or 9 blisters along with
Packaging and Labelling the package insert in a cardboard box. Sionlomd Comfarins

It is confirms that current batch of (TELZAP 40 MG 30 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 17.06.2022
Signature/Date 27.06.2022
23.0k.2005.
Printed Name Melek Isitk /Ll./\ Emir Kenar
Title Qualified Person (QA) Specialist of QC (Complianc?) |
\ |
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