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Kona nmpoxyxra:

Jlata mpou3BoJCTBa:

JlaTa okOHYaHMS CPOKa F'OJAHOCTH:

JlaTa npoBeneHus aHanu3a:

Pa3mep cepun:

Kou-Bo ynakoBok:

YcnoBust XpaHeHHU:

Howmep PerucrpanuionHOro y10cTOBepeHHs:
Homep HJJ

HaunmenoBanne ADOU /Anpec nponsBoactea ADU:

HaumenoBanue nocrasuiuka ADOU:

TEJI3AIL 80 MI', 30 TABJIETOK (POCCHSI)

Cepruduxart ananausza

CLB01899

784153

29.03.2022

02.2024

22.04.2022

324.000 kr

21 533 ynak.

He Bbiie 25°C

JITI-N (000065)

JITI-N (000065)-(PT'-RU)-040221

389350, Gujarat, India
Anembux @apmacproTukainc Jlumuren

Tenmucapraun / API Unit-1, Panelav Village, P.O. Tajpura, Near Baska Taluka Halol, Panchmahal District-

ADU Ne cepun 2102023873
Awnamms Creruduxkanus PesynbraT Craryc
Ornucanne (BHeuHuii Bux) ITpononroBaTeie, TBOSKOBBIMYKIIbIC TAONETKH OT ouTH Oernoro 1o |I[Ipongonrosatsie, CooTBeTcTBYET
XKEJITOBATOTO I[BETa C TPaBUPOBKOH «80» Ha O/IHOM CTOPOHE. JIBOSIKOBBIITYKJIbIC TAOICTKH
OT IOYTH OeJIoro 10
XKEJITOBATOTrO L[BETA C
rpaBupoBKoii «80» Ha OHOI
CTOpOHE.
TomgmuanocTs (BOXX) HMomnmuanocts (BOXX). Bpemst yaep:kuBaHust OCHOBHOTO nuka Ha |[lonoxurensHo CooTBeTCTBYET
XpOMaToOrpaMMe HCIIBITYEMOr0 PacTBOPA, IIPUTOTOBICHHOTO IS
KOJIMYECTBEHHOTO OIPEICICHNUS, JODKHO COOTBETCTBOBATh
BPEMCHH yEPKHBAHHsSI OCHOBHOTO ITHKA HA XpPOMAaTOrPaMMe
CTAaHAAPTHOTO PACTBOPA TEIMHUCAPTAHA.
TlommmauaocTh BOXX /Y D- BD2XX /Y®-cnekrpodoromeTprst YD-CrieKTp OCHOBHOTO MuKa Ha | [Toj0XuTeIbHO CooTBeTcTBYyET
criekTpodoToMeTpHs XPOMATOrpaMMe HCIIBITYEMOr0 PaCTBOPA, IIPUTOTOBICHHOTO ISt
KOJIMYECTBEHHOTO OIIPEEIICHNUS, IOJDKEH COOTBETCTBOBATh Y -
CIIEKTpY IHKa TEJIMHCapTaHa Ha XPOMAaTOrpaMMe CTaHIapPTHOTO
pacTBopa.
Cpenmsist Macca Tabnetox (Esp. @apm. umm I'd (0,466 - 0,494 r. 0,480 CooTBeTCTBYET
PD)
PactBopenue He menee 75 % (Q) ot 3asBieHHOro KoiaudecTsa yepe3 30 MuH 102 CooTBeTcTBYET
(EBp. ®apm. i I'® PO, Y-
CHIEKTPO(OTOMETPHS)
Poxcreennsie npumecu (BOXKX)
EnuHnyHas HAeHTHQUIUPOBAHHAS IPHMECh
Enunnunas HenaeHTuUIUpoBaHHas mpumecs |ue 6omee 0,2 %; H/O
x i (ruuap P ’ CooTBETCTBYET
Cymma npuMeceit H/O
ue 6ostee 0,2 %; H/O
ue 6omee 0,5 %.
OcTaTouHbIe OPraHUIECKIE PACTBOPUTEIIN Ortanoun — He 6oee 20000 ppm 10911 CooTBeTCTBYET
Ix)
Muxkpo6HonorndecKas 4ucToTa
TAMC He 6omnee 1000 KOE/r <5
TYMC He 6onee 100 KOE/r <5 CooTBeTCTBYET
Escherichia coli OTCYTCTBUEB I T OTCYTCTBUE
OHOPOAHOCTB T03UPOBAHUS AV <15,0 37 CooTBeTCTBYET
(I'® PD unu EBp. Dapm.)
Komnuectsennoe onpeaenenne (BOXX) 76,0-84,0 mr/Tab. 77,5 CoOTBETCTBYET
YnakoBka ITo 10 tabnerok B Giuctepe u3 OITA/Anro/I[IBX/Amo. 1o 3, 6 wmu | CooTBeTCTBYET CooTBeTCTBYET

9 OmHuCTEepOB MOMEIICHBI B MauKy KapTOHHYIO BMeECTe C
HHCTPYKIUEH [0 IPUMEHEHHUIO.

Hacrosimum noareeprkaaercs, uro (Tensan 80mr 30 Tabnetok) cootBeTcTBYeT TpeboBanusiM HopmatuBHO# JlokyMeHTanuu (Kak 4acTH
PETHCTPALMOHHOTO JOChE), 3aPETNCTPUPOBAaHHOM B Poccniickolt Penepanun B HACTOSIIMH MOMEHT, TI0 IIEPEYHCIEHHBIM MOKA3aTENIM KauecTB

Hacrosmmm TIOATBEPKIAACTCSA, YTO CEPUA COOTBETCTBYECT Tpe6OBaHI/I}IM PaznenoB «YmakoBka» u ((MapKPIpOBKa» HOpMaTI/IBHOI/I Z[OKV
SapeFHCTpPIpOBaHHOI/I B Poccuiickoii (IJez[epauuu B HACTOSIUI MOMEHT. ¢

[ara Beimycka: 25.04.2022
IToanucs/mara: 05.05.2022

VM3l eyaTHBIMU OyKBaMU: Melek Isik Akin Kiligvuran Elif Oki jrg_q'fi c
JlomKHOCTE V0IHOMOUYEHHOE JIUIO Crapuiuii CrIenUaticT OTIeNa KOHTPOIIS Creny; ngf{T no KOJ{”("’)QJ‘II‘»\) (g
/noonuce/ 05.05.2022 KayecTBa /noonucy/ 29.04.2022 /noont Lén/ 29. 04 ?ﬂ72—‘

KiouykkapuwitupaH max. Mepkea Cok. Ne:

«CaHodwm Unay CaHanu Be Tm:ngJeT A.Ll»
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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

API Supplier Name
API Lot No

TELZAP 80 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS

CLBO1899

784153
29.03.2022
02.2024
22.04.2022

324.000KG

21533 PAC

Not exceeding 25°C

LP-N (000065)- (RG-RU)

LP-N (000065)-{RG-RU)-040221

Telmisartan/API Unit-1, Panelav Village, P.O. Tajpura, Near Baska Taluka Halol,
Panchmahal District-389350, Gujarat, India

Alembic Pharmaceuticals Limited

2102023873

Analysis

Specification

Results

Conforms

Elongated, biconvex tablets, from almost white to

Packaging and Labelling

the package insert in a cardboard box.

i /i fr 1} vhi llowish i 1 e 3
Description (Visual inspection) EI:Qn%?'IE;?’ bicony i tablets, Erom aliriost while 1o yellowish i color, egibossed yellowish in color, embossed with 80" on one Conforms
with “80” on one side side
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 Sk
- : g ; 3 Positive
main peak in the chromatogram of telmisartan standard solution. Conforms
HPLC/UYV spectrophotometry UV spectrum of the main peak in the
Identity chromatogram of the test solution prepared for the assay should correspond to the Positive Oaifig
(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) 0.466-0.494 g 0.480 Conforms
Dissclistion (Pl Eair v PHRN[), UV Not less than 75 % (Q) of the declared content in 30 min 102 Conforms
spectrophotometry
|Related Sunstances (HPLC) ND
Any individual identified impurity Not more than 0.2 % b
e R : N.D. Conforms
Any individual unidentified impurity Not more than 0.2 % ND
Total impurities Not more than 0.5 % il
Residual organic solvents
Ethanol-Not than 20000 10911 Conforms
(Gas liquid chromatography) H FReR LT L S
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 3.7 Conforms
Assay (HPLC) 76.0-84.0 mg 77.5 Conforms
10 tablets per a blister made from Opa/Alw/PVC/Alu. 3, 6 or 9 blisters along with et Conforms

It is confirms that current batch of (TELZAP 80 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
Signature/Date
Printed Name

A .8.

Merkez Ofis: Esentepa Mah. Siylkders Cad. 192 Apt Blok No:193 I Kapi No: 1€ Sigli - ISTANBUL Tel.: +980 (212) 239 39 00 Faks: +80 (212
-] Lasth Lo}

g kkansturan Mahallesi Markez Sokak No: 223A Biylkkanguran — 38780 Laleburgaz ~ Kirklareii — Tarkiya Tal.: +80 {288) 427 10

Fabrika:
4237 14 83-5

Melek Ik
Title Qualified P

25.04.2022
5.05.2022

0 goQ.?.DZZ ?
Akin K"{‘W“'AIPPROVED

Specialist'yf QC (Compliance)
.

SANOFI ILAC SANAYI| VE TICARET A.

Tiz. Sic. No.: 5113235

Elif Okurgan
Specialist of QC (Compliance)
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