ZSNTIVA

Ceprudukar ananuza Ne 5418

Ha3zeanue npooykma Teazan®AM 5 mr/40 mr
Howmep npooyxma 11010699 Pazmep ynaxosxu: 28 Talb.
Homep cepuu 2231022 Cepusa LIMS HV 315529
Jlozupoexa 5 mr; 40 mr
Jlexapcmeennas gpopma Tabnerkn Cepusa LIMS MZT 311570
Tun ynakogxu Baucrep 4 X 7 Pazmep svinywennoii cepuu 17 808 ymn.
Jlama npouszeodocmea 18.10.2022 Cmpana Poccus
Jlama ucmeuenus cpoxa 30.09.2024 Homep Pecucmpayuonnozo JITT-Ne(000380)-(PT-RU)
200HOCMU yoocmosepens
Cneyugpuxayus JITT-Ne(000380)-(PT-RU)-190422
Hcnvimanue Cneyugukayusn Pesynomam
Omnucanne [IpomonroBaTeie BOSKOBBIIYKIIBIC TA0JIECTKH OT OEJIOTO WK CoOTBETCTBYET
MOYTH OEJIOT0 0 JKEITOBATOTO WM XKEITOTO IIBETa, C
rpaBUpPOBKaMU «5» 1 «40» 1 pUCKOH Ha OJHOU cTOpoHe. Pucka
He TpeTHa3HadeHa I pa3iaMbIBaHHS TaOJICTKH.
ToaJIMHHOCTD
AmmoumuH - YIXKX Bpewmst ynepkuBaHusi OTHOTO U3 OCHOBHBIX ITUKOB Ha COOTBETCTBYET
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa IOIHKHO
COOTBETCTBOBATh BPEMCHH yICPKUBAHUS [TUKA aMJIOIUITMHA HA
XpoMaTorpaMMe CTaHAapTHOTO PacTBOPA.
AmnonunuH — Y O- Y®-crekTp 0AHOTO U3 OCHOBHBIX ITMKOB Ha XpOMaTOrpaMMe COOTBETCTBYET
crekTpodoTomMeTpust UCIIBITYEMOT0 PACTBOPA JIOJDKEH COOTBETCTBOBATh Y D-CHIeKTpy
MUKa aMJIOJIUITMHA Ha XPOMAaTOrpaMMe CTaHIAPTHOTO PacTBOpa.
Temvucapran - YOXX Bpewmst ynepkuBaHus OJTHOTO U3 OCHOBHBIX ITUKOB Ha COOTBETCTBYET
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa TOIHKHO
COOTBETCTBOBATH BPEMEHH yIEPKUBAHKS IIMKA TEIMUCApTaHa Ha
XpoMaTorpaMMe CTaHAApPTHOTO PacTBOpa
Tenmucapran - Y ®- Y®-criekTp 0JHOTO U3 OCHOBHBIX IMMKOB HA XpOMAaTOTpaMMe COOTBETCTBYET
creKkTpodoToMeTpHs HCTIBITYEMOTO PAacTBOpa OJDKEH COOTBETCTBOBATh Y d- CIIEKTpyY
MUKa TeJIMHUCAapTaHa HAa XpPOMATOrpaMMe CTAaHJapTHOTO PAaCTBOPA.
Cpennss macca 1 TadjeTkn 0,342— 0,357r
0,378 r
PacTBOpeHne
Onenka CooTBeTCTBYET CooTBeTCTBYET
KosnuuecTBo 06pasios 6
(Amnoaunux)
Cpennee 3HaueHue (AMIIOTUTINH) He menee 70 % (Q) oT 3asBIEHHOTO KOJTUYECTBA aMIIOAUITHA 97 %
gepe3 60 MuH;
MuH (AMITOTUIIH) 93 %
Makc (AMIOIUTINH) 99 %
KommaecTBo 06pa3ios 6
(Tenmucapran)
He menee 75 % (Q) oT 3asBI€HHOTO KOJIMUECTBA aMJIOIUITMHA 99 %
Cpennee 3Hauenue (Tenmucapran) yepes 45 MuH;
MuH (Tenmucapran) 98 %
Makc (Tenmucapran) 100 %
PoncTBeHHBIE IPUMeECH — PUMeECH
aMJIOAUNINH
IIpumecs D He 6onee 0,5 % <0,10 %
N-dopmun He 6oiee 0,5 % <0,10 %
Jrobas npyrast eqTMHUYIHAS TIPUMECH He 6oiree 0,2 % <0,10 %
CymMa nipumeceit He 6onee 1 % <0,10 %
Hoonucano: Matusik Jakub
Hama: 25.11.2022
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ZSNTIVA

Ceprudukar ananuza Ne 5418

Haseanue npooyxma

Tenzan®AM 5 mr/40 mr

Howmep npooyxma 11010699 Pazmep ynaxosxu: 28 Talb.
Homep cepuu 2231022 Cepusa LIMS HV 315529
Jlozupoexa 5 mr; 40 mr
Jlexapcmeennas gpopma Tabnerkn Cepusa LIMS MZT 311570
Tun ynakogxu Baucrep 4 X 7 Pazmep svinywennoii cepuu 17 808 ymn.
Jlama npouszeodocmea 18.10.2022 Cmpana Poccus
Jlama ucmeuenus cpoxa 30.09.2024 Homep Pecucmpayuonnozo JITT-Ne(000380)-(PT-RU)
200HOCMU yoocmosepens
Cneyugpuxayus JITT-Ne(000380)-(PT-RU)-190422
Hcnvimanue Cneyugukayusn Pesynomam
PoncTBeHHBIE IPUMeECH — MPUMeECH
TeJIMUCAPTaHa
IIpumecs MeTrnoBoro s¢gupa He 6omnee 0,2% <0,05 %
Jrobas npyrast eqMHUYIHAS TIPUMECH He 6omnee 0,2% <0,05 %
CymMma npumMeceit He 6omnee 1,2% <0,05%
OcTaTo4yHble OPraHnyecKue
pacTBOpPUTEIH
OraHon He 6omee 7200 mkr/Tadn 2600 Mxr/Tabn
MukpoOuonorudyeckass YucToTa
O01IEEe YKCII0 KU3HECTIOCOOHBIX ne Gosee 10* KOE/r 0 KOE/r
a9po6HBIX oprann3MoB (TAMC) .
O61mIee YHCTIO IPOAIKEBBIX H TUICCHEBH] He Gonee 10° KOE/r 0 KOE/r
rpu6os (TYMC)
Escherichia coli OTCYTCTBUE B 1 T COOTBETCTBYET
OaHOPOAHOCTH N03MPOBAHUS
AV (Amnoaunun) <15.0 5,9
OMHOPOTHOCTH TO3UPOBAHUS AV <150 CoOTBETCTBYET
(Amnogunux)
AV (Tenmucapran) <15,0 4,5
OIHOPOIHOCTD JO3UPOBAHUS AV <150 COOTBETCTBYET
(Tenmmucapran)
KosimuecTBeHHOE Ompe/ieieHHe
AmionunuH 95 — 102 %
105 %
TenvucapTan 95 - 100 %
105 %
Hoonucano: Matusik Jakub COA Hacrpoiika: EN_COFA
JTlama: 25.11.2022 Haneuarannas nata: 25-H0s1-2022 15:35
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ZSNTIVA

Ceprudukar ananuza Ne 5418

Ha3zeanue npooykma Teazan®AM 5 mr/40 mr

Howmep npooyxma 11010699 Pazmep ynaxosxu: 28 Talb.

Homep cepuu 2231022 Cepusa LIMS HV 315529

Jlozupoexa 5 mr; 40 mr

Jlexapcmeennas gpopma Tabnerkn Cepusa LIMS MZT 311570

Tun ynakogxu Baucrep 4 X 7 Pazmep svinywennoii cepuu 17 808 ymn.

Jlama npouszeodocmea 18.10.2022 Cmpana Poccus

Jlama ucmeuenus cpoxa 30.09.2024 Homep Pecucmpayuonnozo JITT-Ne(000380)-(PT-RU)
200HOCMU yoocmosepens

Cneyugpuxayus JITT-Ne(000380)-(PT-RU)-190422

3AK/IIOYEHHUE: CooTBeTCTBYET TpPeOOBaHUAM crielluPUKAIIUH.

Jlanasi cepusi cooTBeTcTBYeT TpedoBaHUAM HopMaTHBHOM 10KyMeHTALUH, 3aperucTpupoBanHoii B Poccuiickoii
®egepanun B HACTOsIIIee BpeMsi 10 NepeYrcJIeHHbIM TapaMeTpaM.

YTBEPXJIEHO K BBIITYCKY
Mecto NMpOU3BOACTBA U KOHTPOJIA KayeCTBa:
«3eHTHBa K.C.» (0QHULIHATBHBINA IpaBONIpeeMHUK «3eHTuBa a.c.» ¢ 1.1.2009) Ten.: +420 267 241 111
Y xa6enopusl 130, 102 37, IIpara 10, Jonaun Mexonymsl, Yenickas PecryOmika ®dakc: +420 267 243 627

Jlunensust Ha pon3BoacTBo Ne 25473/2/INS/98 (mocnennee n3menenue 228169/2022)
Ceptuduxat GMP Ne coct. 252740/2020

YTBer(L[eHO YIIOJIHOMOYCHHBIM JIMIIOM 3eHTHBA K.C.

Beimymeno: Matusik Jakub [Jara Beimycka: 25.11.2022 15:35:23

_GOA Hacrpoiika: EN_COFA
AU // ;v}a eyaraHHas aara: 25-H051-2022 15:35
//“{@ et 6ezonmacnoctn ID: 30 776
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Tloonucano: Matusik Jakub
Lama: 25.11.2022
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Manufacturer batch certificate No. 5418

Name: Telzap® AM 5/40MG
Product number: 11010699 Package size: 28 th!
Srengh 5 MG 4o MG BachLidshy: 313529
Dosage form: Tablet Batch LIMS MZP: 311570
Package type: BLI4X 7 Lot quant. released: 17808  pAC
Manyfacture Date: 18.10.2022 Importing country: Russia
Expiry date: 30.09.2024 Marketing authorisation JIT1-Ny(000380)-(PI™-RU)
Specification: LP-N (000380)-(RG-RU)-190422
Test Spec{fication Result
Appearance Elongated biconvex tablets, white or off-white to Complies
yellowish or yellow, with “5" and “40” engravings and a
score on one side. The score is not intended for tablet
breaking.
Identification
Amlodipine - UPLC The retention time of one of the main peaks in the Complies
chromatogram of the test solution should correspond to
the retention time of the peak of amlodipine in the
chromatogram of the standard solution.
Amlodipine - UV spectrophotometry The UV spectrum of one of the main peaks in the Complies
chromatogram of the test solution should correspond to
the UV spectrum of the peak of amlodipine in the
chromatogram of the standard solution.
Telmisartan - UPLC The retention time of one of the main peaks in the Complies
chromatogram of the test solution should correspond to
the retention time of the peak of telmisartan in the
chromatogram of the standard solution.
Telmisartan - UV spectrophotometry The UV spectrum of one of the main peaks in the Complies
chromatogram of the test solution should correspond to
the UV spectrum of the peak of telmisartan in the
chromatogram of the standard solution,
Average mass of 1 tablet 0,342 - 0,357¢g
0,378 g
Dissolution
Evaluation Complies Complies
Number of samples (Amlodipine) 6
Average amount (Amlodipine) Not less than 70 % (Q) of the label claim of amlodipine 97 %
after 60 min
Min (Amlodipine) 93 %
Max (Amlodipine) 99 %
Number of samples (Telmisartan) 6
Average amount (Telmisartan) Not less than 75% (Q) of the label claim of telmisartan 99 %
after 45 min
Min (Telmisartan) 98 %
Max (Telmisartan) 100 %
Related substances - Amlodipine
impurities
Impurity D <=0,5% <0,10 %
N-formyl <=0,5% <0,10%
Other impurities individually <=02% <0,10%
Total impurities <=1% <0,10 %
Issued By: Matu3fk Jakub CoA Setup: EN_COFA
Date: 25.11.2022 Page 1 of 3 el Ees L e

Secure report 1D: 30 776
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Manufacturer batch certificate No. 5418

Name: Telzap® AM 5/40MG
l;rgd;:cl number: ;;g: gg;’ Package size: 28 tbl
atch. ) 315529
Strength: 5 MG; 40 MG -
Dosage form: Tablet Batch LIMS MZP: 311570
Package type: BLI4X 7 Lot quant. released: 17808 PAC
Manyfacture Date: 18.10.2022 Importing country: Russia
Expiry date: 30.09.2024 Marketing authorisation JIT1-Nx(000380)-(PT-RU)
Specification: LP-N (000380)-(RG-RU)-190422
Test Specification Result
Related substances - Telmisartan
impurities
Methylester <=0,2% <0,05 %
Other impurities individually <=0,2% <0,05 %
Total impurities <=12% <0,05 %
Residual solvents
Ethanol <= 7200 pug/Tab 2600 pg/Tab
Microbiological quality
Total aerobic microbial count (TAMC) NMT 10° CFU/g 0 CFU/g
Total yeasts/moulds count (TYMC) NMT 10? CFU/g 0CFU/g
Escherichia coli Absence (1 g) Complies
Uniformity of dosage units
AV (Amlodipine) <=15,0 59
Content uniformity (Amlodipine) AV<150 Complies
AV (Telmisartan) <= 15,0 45
Content uniformity (Telmisartan) AV<15.0 Complies
Assay
Amlodipine 95 - 102 %
105 %
Telmisartan 95- 100 %
105 %
Issued By: Matu¥ik Jakub CoASetup: EN_COFA
Date: 25.11.2022 Page 2 of 3 Print Ditg: 25-ls-2022 1535

Secure report ID: 30 776
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Manufacturer batch certificate No. 5418

Name: Telzap® AM 5/40MG
g ’?d;:“ number: ;;g:gg:’ Package size: 28 tbl
atch: : 315529
Strength: 5'MG; 40 MG Batch LIMS HV,
Dosage form: Thblet Batch LIMS MZP: 311570
Package type: BLI4X 7 Lot quant. released: 17808 PpAC
Manyfacture Date: 18.10.2022 Importing country: Russia
Expiry date: 30.09.2024 Marketing authorisation JITI-N¥(000380)-(PT"-RU)
Specification: LP-N (000380)-(RG-RU)-190422

CONCLUSION: Conformity with specification

The batch meets the requirements of the Normative Document currently registred in Russian Federation
on the listed quality parameters.

APPROVED FOR RELEASE

Manufacturing and quality control site: Tel: +420 267 241 111

Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Fax: +420 267 243 627

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change sukls228169/2022)

GMP Certificate No.sukls 252740/2020

Approved by QP Zentiva, k.s.

This CoA was signed electronically in LIMS system.
Released by: Matusik Jakub Release Date:  25.11.2022 15:35:23

CoA Setup:  EN_COFA

Print Date: 25-{ls-2022 1535
Secure report ID: 30 776
Databize: LIMS_ELP_PROD_VE

Issued By: Matudik Jakub
Date: 25.11.2022 Page3 of 3



I0398200
АО




