SANOFI .z
TEJI3AII 40 MI" 30 TABJIETOK (POCCHUS)

Ceprudukar ananusza

Howmep cepun: BLB07009

Kon nmpoxyxra: 784158

JlaTa mpou3BoOJCTBA: 26.11.2021

JlaTa OKOHYaHHUS CPOKa TOJHOCTH: 10.2023

JlaTa mpoBeeHUs aHAIN3a: 28.12.2021

Pa3mep cepun: 108 000 kr

OTnpaBeHHOE KOJUYECTBO: 14 621 yn

YcnoBust XxpaHeHus He Boime 25°C

Howmep Peructpanyonsoro Y pocroBepeHus: JITI-N (000065) -(PT"-RU)

Homep HOpMaTHBHOW JOKYMEHTALUU JITI-N (000065)-(PT-RU)-040221

Hanmenosanne ADI/Anpec npousBoacTBa: Tenmucapran / AOU Unit-1, Panelav, Gujarat State, Maausa-389 350

INocraBmuk ADOU: Anem6uk

Cepus AOU 2102002811

Ananus Crenndukarus PesynbTar Craryc

Omnucanue (BHSyaﬂLHBIﬁ) Hpo;{onrona‘rue, JABOSIKOBBIITYKIIBIC TaOJIETKH OT IOYTH HpOZ[OHFOBaTLIC, JABOSIKOBBIITYKJIBIE TabIeTKH COOTBeTCTByeT

6eJ10r0 JI0 KENTOBATOrO IIBETA C PHCKOI C IBYX CTOPOH. | OT IIOYTH GEJIOro 10 KEeITOBATOTO I[BETA C
PUCKOIf C ABYX CTOPOH.

TomnmuunocTs (BOXKX) Tomnmuunocts BOXKX. Bpems ynepxkuanus ocHoBHoro | ITosoxuTenbHblit CooTBeTCTBYET
IIMKa Ha XpOMaTOorpaMMe HCIBITYEMOI'0 pacTBOpa,
HPUTOTOBJICHHOTO JUIS KOJIMYECTBEHHOTO OLPEJICIICHNS,
JIOJDKHO COOTBETCTBOBATH BPEMEHHU YACPKHUBAHUS
OCHOBHOT'0 ITMKa Ha XpOMaToOIPaMMe CTaHJ[aPTHOTO
pacTBopa TeIMHuCapTaHa.

ToanuaHocTh (BOXKX /Y ®-cniektpodoTomeTpust) BOXX /Y®-cniekrpodoromerpusi. YP-criektp 0CHOBHOTO | [To10KUTEIBHBII CooTBeTCTBYET
IIMKa Ha XpOMaTOrpaMMe€ HCIBITYEMOI'0 pacTBOpa,
HPUTOTOBJICHHOTO JUIS KOJIMYECTBEHHOTO OLPEJICIICHNS,
JAOJDKECH COOTBETCTBOBATH y(I)-CHCKpr nUuKa
TeJIMHCapTaHa Ha XpOMaTorpaMMe CTaH[apTHOTO

pacTBopa.
Cpenusist Macca tadierok (EBp. @apm. win 'O PO) 0,233 r- 0,247 1. 0.241 CooTBeTCTBYET
OHOPOZHOCTH 1O Macce nojieNeHHbIX TadneTok (EBp. ®apm.  [29/30 nonosunok Tabnetok — He 6onee 15 % ot CooTBeTCTBYET
wi ['® PD) OIIpeJIeNICHHON Cpe/iHeit MacChl; COOTBETCTBYET
1/30 nonoBuHOK TabneTok — He Gonee £ 25 % ot CootBeTcTBYET Y
OTIpEeNeICHHON CpeaHeil MacChl.
PactBopenue He menee 75 % (Q) ot 3asBieHHoro Komuuectsa yepes 30 |95 CooTBeTCTBYET
(EBp. ®apm. win 'O PO), YO-cniekrpopoTomeTpus MHH
Poacteennsie npumecu (BOXKX)
Enuun4nas HACHTHOHIMPOBAHHAS IPHMEChH He 6oinee 0,2 %; He obnapyxeno
o/, CooTBeTCTBYET
Enunnynas HenaeHTHHINPOBAHHAS IPUMECh He 6onee 0,2 %; He obnapysxeHo
Cymma npumeceit He 6oinee 0,5 %. He obnapyxeno
Ocrarounble opranndeckue pactopurenn (I'X) Oranon — He 6oaee 20000 ppm 11333 Coo0TBEeTCTBYET
Muxkpo6uonoruyeckas YMCTOTa
-O6utee yncio a’3pobHbeIx Mukpooprann3mos (TAMC) He 6onee 1000 KOE/r <5
-O611ee 9uciIo JposoKeBbIX U miecHeBbX rpudos (TYMC) He 6onee 100 KOE/r <5 CooTBeTCTBYET
-Escherichia coli OtcytctBue B 1 T OtcyTerByeT
OHOPOZHOCTh JI03UPOBAHUS AV <150 0,9 CooTBeTCTBYET
(I'® PO umu Esp. Papm.)
Konnuecrsennoe onpenenenne (BOXKX) 38,0-42,0 mMr/Tadm. 38,5 CooTBeTCTBYeT
Ilo 10 tabnerok B 6muctepe 3 OIIA/Anio/[IBX/Amo. Ilo | CooTBeTcTBYET Coo0TBEeTCTBYET

‘YnakoBka U MapKMpOBKa 3, 6 uu 9 GaMCTEPOB MOMEILCHBI B MTAYKY KAPTOHHYIO
BMECTE C PIHCTPyKL[P[Cﬁ 0 MEAUIIUHCKOMY IIPUMEHEHHUIO.

Tlonrsepxmaercs, uro nannas cepus (Tensan 40mr 30 Tabierok) cooTBeTcTByeT TpeGoBanusam HopmaTusHO# JlokyMeHTaImK (KaKk 4acTH PEerucTpaioHHOro 10Che),
BaPCFHCTpHpﬂBaHHOﬁ B HACTOAIICE BPEMS B Poccwuiickoit (DCI[CPBL[I/H/I TI0 IEPEYHCIICHHBIM ITOKA3aTECIIAM Ka4eCTBa.

Hacrosimumm noaTBepikaaeTcs, 4To Cepusi COOTBETCTBYET TpeOOBaHMIM pa3aeioB YnakoBka u MapkupoBka HopmatueHO# JIoKyMeHTannu, 3aperucTpupOBaHHOI B
Poccuiickoit @enepanun B HacTosAIIEE BPEMS.

Jara Bbinycka: 04.01.2022
IMoxamuce/mara: 31.01.2022

VImMst nevaTHBIME OyKBaMH: Melek Isik /noonuce/ Yasemin Teloren Elif Okurgan/noonuce/ 31.01.2022
31.01.2022 /noonuce/ 31.01.2022
JlommKHOCTD Y1oITHOMOYEHHOE JIMIIO CrenuanmcT o KOHTPOIIO KauecTBa CrienuanycT 10 KOHTPOIIO KauecTBa

«CaHodwm CaHanu Be Tumkapet A.LL.»
KiouykkapuwitupaH max. Mepkea Cok. Ne: 223/A Bromtokkapuwwitupar/ 39780 Monebypras, Typuus Ten.: (0288) 427 10 10 dakc: (0288) 427 14 55-56, TumxapeT cuHk No 511325
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Batch Number

GMID

Manufacturing Date

Expiry Date

Analysis Date

Batch Size

Shipped Quantity

Storage Condition

Market Authorization Number
ND-number

APl Name/Address of manufacturing site

TELZAP 40 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS
BLB07009
784158
26.11.2021
10.2023
28.12,2021
108.000 KG
14621 PAC
Not exceeding 25°C
LP-N (000065)-{RG-RU)
LP-N {000065)-(RG-RU)-040221
Telmisartan/API UNIT-1,PANELAV,Gujarat State,India-389 350

B ———————

API Supplier Name Alembic
API Lot No 2102002811
I Analysis Specification Results Conforms
i . : Elongated, biconvex tablets, from almost white to yellowish in color, with a Elongated, biconvex tablets, from almost white to
Description (Visual inspection) score line on both sides. vellowish in color, with a score line on both sides. Confumis
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 Pasitive 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 0.241 Conforms
For 29 out of 30 halves of tablets - not more than +15% of the estimated
. - average mass; Conforms
HEHermicyof suti s gl For 1 out of 30 halves of tablets - not more than +25% of the estimated average Conforms
(Ph.Eur. Or PhRU)
mass. Conforms
Pissotution (Ph.Eur. Or PRRU), UV Not less than 75 % (Q) of the declared content in 30 min 05 Conforms
spectrophotometry
Related Sunstances (HPLC) ND
Any individual identified impurity Not more than 0.2 % N.D Conforms
Any individual unidentified impurity Not more than 0.2 % >
+ iae N.D
Total impurities Not more than 0.5 %
Residual organic solvents
Ethanol-N: than 20000 113 forms
(Gas liquid chromatography) anol-Not more than 20000 ppm 33 Conform:
Microbiological purity (Ph.Eur, Or PhRU)
TAMC Notmore 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 0.9 Conforms
Assay (HPLC) 38.0-42.0 mg/tablet 38.5 Conforms
. 10 tablets per a blister made from Opa/Alw/PVC/Alu. 3, 6 or 9 blisters along
: lister m fi
Packaging and Labelling \with thie package insert in & cardboard bos, Conforms Conforms

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 04.01.2022
Signature/Date 31.01.202
31.01. 2222
Printed Name Melek Istk N~— Elif Okurgan
Title Qualified Pepgon (QA) Specialist of QC (Compli
Aol 2w
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