ZSNTIVA

Ceprudukar ananuza Ne 5951

Ha3zeanue npooykma Teazan®AM 10 mr/40 mr
Howmep npooyxma 11010695 Pazmep ynaxosxu: 28 Talb.
Howmep cepuu 2861022 Cepus LIMS HV 318533
Jlozupoexa 10 mr; 40 mr
Jlexapcmeennas gpopma Tabnerkn Cepusa LIMS MZT 314493
Tun ynakogxu Baucrep 4 X 7 Pazmep svinywennoii cepuu 4405 yn.
Jlama npouszeodocmea 31.10.2022 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 Cneyuguxayua Pezynomam
Omnucanne [IpomonroBaTeie IBOSKOBBITYKIIBIC TAOJECTKU OT OEJIOTO K CootBercTBYyET
MOYTH OEJIOT0 J0 JKEITOBATOTO WM XKEITOTO IIBETa, C
rpaBupoBkaMu «10» u «40» Ha OJHON CTOpOHE.
ToaJIMHHOCTD
AmmoumuH - YIXKX Bpewms ynepkuBaHus OTHOTO U3 OCHOBHBIX ITUKOB Ha CooTBeTCTBYET
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa IOIHKHO
COOTBETCTBOBATH BPEMEHH yIECPKUBAHHS ITUKA aMJIOAUIINHA
Ha XpOMaTOTrpaMMe CTaHAAPTHOTO PacTBOpPA.
AwmnonunuH — Y O- Y®-crekTp 0AHOTO U3 OCHOBHBIX ITMKOB Ha XpOMaTOrpaMMe CootBeTcTByET
crnektpodoTomMeTpust UCIIBITYEMOI'0 pacTBOpa J0JKEH COOTBETCTBOBATL Y -
CIECKTPY MUKA aMJIOJUITMHA HA XPOMAaTOIpPaMMe
CTaHJAPTHOTO PaCTBOPA.
Temvucapran - YOXX Bpewms ynepkuBaHusi OTHOTO U3 OCHOBHBIX ITUKOB Ha CooTBeTCTBYET
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa IOIHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHUS ITHKA
TeJIMHUCApTaHa Ha XpOMaTOTrpaMMe CTaHAapTHOTO PacTBOpa
Tenmucapran - Y ®- Y®-criekTp 0HOTO U3 OCHOBHBIX IMMKOB HA XpOMAaTOTpaMMe CooTBeTCTBYET
creKkTpodoToMeTpHs HCTIBITYEMOTO PacTBOPA JOJDKEH COOTBETCTBOBATE Y D-
CICKTPY ITUKA TEJIMHCAPTaHA HA XPOMATOIPaMMe
CTaHJAPTHOTO PAaCTBOPA.
Cpenusist Macca 1 TadjieTkn 0,456-0,504 r 0,479
PacTBOpeHne
Onenka CooTBeTCTBYET CooTBeTcTBYET
Konundectso 00pasios 6
(AmogunuH)
Cpennee 3nadenne (Amnoannud) |[He menee 70 % (Q) OT 3asBIIEHHOTO KOJIHMYECTBA aMIIOTUIIITHA 98 %
gepe3 60 MuH;
MuH (AMITOTUIIHH) 96 %
Makc (AMIOIUTINH) 101 %
Konudectso 00pasios 6
(Tenmucapran)
Cpennee 3nauenue (Tenmucapran) [He menee 75 % (Q) oT 3asiBI€HHOrO KOJIMYECTBA aMJIOJUITHHA 95 %
uepes 45 MuH;
MuH (Tenmucapran) 91 %
Makc (Tenmucapran) 98 %
PoacTBeHHbIE MPUMeECH — IPUMeCH
aMJIOAUNINH
IIpumecs D He 6onee 0,5 % <0,1%
N-dopmun He 6oitee 0,5 % <0,1 %
Jrobas npyrast eTMHUYIHAS TIPUMECH He 6oiree 0,2 % <0,1 %
CymMa nipumeceit He 6onee 1 % <0,1 %
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ZSNTIVA

Ceprudukar ananuza Ne 5951

Hasesanue npooykma
Howmep npooyxma
Homep cepuu
Jlozupoexa
Jlexapcmeennas gpopma
Tun ynakoexu

Jlama npouseodcmsa

Jlama ucmeuenus cpoxa
200HOCMU

Tenzan®AM 10 mr/40 mr

11010695
2861022

10 mr; 40 mr
TabneTku
Brucrep 4 X 7

31.10.2022

30.09.2024

Pazmep ynaxosxu:
Cepusa LIMS HV

Cepusa LIMS MZT
Pazmep svinywennoii cepuu

Cmpana

Homep Pecucmpayuonnozo
yoocmosepens

28 Tadum.
318533

314493
4405 yn.

Poccus

JIT-Ne(000380)-(PT-RU)

Cneyugpuxayus JITT-Ne(000380)-(PT-RU)-190422
Hcnvimanue Cneyuguxayua Pezynomam
PoncTBeHHBIE IPUMeECH — MPUMeECH
TeJIMUCAPTaHa

IIpumecs MeTrnoBoro s¢gupa He 6oiee 0,2 % <0,05 %

Jrobas npyrast eTMHUYIHAS TIPUMECH He 6oiree 0,2 % <0,05 %

CymMma nipumeceit He 6oiee 1,2 % <0,05%
OcTaTo4yHble OPraHnyecKue
pacTBOpPUTEIH

OraHon He 6omee 9600 mkr/Tadn 4400 Mxr/Tabm.
MukpoOuonorudyeckass YucToTa
O011ee UKCTIO0 KU3HECTIOCOOHBIX ne Gosee 10* KOE/r 0 KOE/r
a9po6HBIX oprann3MoB (TAMC) .
O61mIee UHCTIO IPOAIKEBBIX H TICCHEBE] He Gonee 10° KOE/r 0 KOE/r
rpu6os (TYMC)
Escherichia coli OTCyTCTBUE B I T CooTBeTCTBYET
OaHOPOAHOCTH N03MPOBAHUS

AV (Amnoaunun) <15.0 6,2

OMHOPOTHOCTH TO3UPOBAHUS AV <150 CoOTBETCTBYET

(Amnogunux)

AV (Tenmucapran) <15,0 7,2

OIHOPOIHOCTD JO3UPOBAHUS AV <150 COOTBETCTBYET

(Tenmmucapran)
KosimuecTBeHHOE Ompe/ieieHHe

AmionunuH 95 — 101 %

105 %
TenvucapTan 95 - 97 %
105 %
Hoonucano: Matusik Jakub COA Hacrpoiika: EN_COFA
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ZSNTIVA

Ceprudukar ananuza Ne 5951

Hasesanue npooykma
Howmep npooyxma
Homep cepuu
Jlozupoexa
Jlexapcmeennas gpopma
Tun ynakoexu

Jlama npouseodcmsa

Jlama ucmeuenus cpoxa
200HOCMU
Cneyugpuxayus

Tem3an®AM 10 mr/40 mr
11010695

2861022

10 mr; 40 mr

Tabnerku

Brucrep 4 X 7

31.10.2022

30.09.2024

Pazmep ynaxosxu:
Cepusa LIMS HV

Cepusa LIMS MZT
Pazmep svinywennoii cepuu

Cmpana

Homep Pecucmpayuonnozo
yoocmosepens

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

28 Tadum.
318533

314493
4405 yn.

Poccus

JIT-Ne(000380)-(PT-RU)

3AKJIIOYEHMUE: CooTBeTCTBYET TPeOOBaHUAM criellHPUKAIIUH.

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

YTBEPXJEHO K BbIITYCKY

MecTto MpoOU3BOACTBA U KOHTPOJIA KayeCTBa:
«3eHTHBa K.C.» (0QHULIHATBHBINA IpaBONIpeeMHUK «3eHTuBa a.c.» ¢ 1.1.2009)

Y xa6enopusl 130, 102 37, IIpara 10, Jonaun Mexonymsl, Yenickas PecryOmika
Jlunensust Ha mpon3BoacTBo Ne 25473/2/INS/98 (mocnennee n3menenue 96057/2022)

Ceprudukar GMP Ne

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

cocrt. 252740/2020

Beimymeno: Matusik Jakub

Tloonucano:

Jlama:

Matusik Jakub
20.12.2022

Ten.: +420 267 241 111
®Daxc: +420 267 243 627

[Jara Beimycka: 20.12.2022 15:42:03
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Manufacturer batch certificate No. 5951

Name: Telzap® AM 10/40MG
Product number: 11010695 Package size: 28 tbl
it L0 MG sech Loy 558
Dosage form: Tablet Batch LIMS MZP: 314493
Package type: BLI4 X7 Lot quant. released: 4405 PAC
Manuyfacture Date: 31.10.2022 Importing country: Russia
Expiry date: 30.09.2024 Marketing authorisation JIT1-N«(000380)-(PT-RU)
Specification: LP-N (000380)-(RG-RU)-190422
Test Specification Result
Appearance Elongated biconvex tablets, white or off-white to Complies
yellowish or yellow, with “10” and “40" engravings on
one side
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 0,456 - 0479 ¢
0,504 g
Dissolution test
Evaluation Complies Complies
Number of samples (Amlodipine) 6
Average amount (Amlodipine) Not less than 70 % (Q) of the label claim of amlodipine 98 %
after 60 min
Min (Amlodipine) 96 %
Max (Amlodipine) 101 %
Number of samples (Telmisartan) 6
Average amount (Telmisartan) Not less than 75% (Q) of the label claim of telmisartan 95 %
after 45 min
Min (Telmisartan) 91%
Max (Telmisartan) 98 %
Related substances - Amlodipine
impurities
Impurity D <=0,5% <0,1%
N-formyl <=0,5% <0,1 %
Other impurities individually <=0,2% <0,1 %
Total impurities <=1% <0,1%
Issued By: Matusik Jakub CoA Setup:  EN_COFA
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Manufacturer batch certificate No. 5951

Name: Telzap® AM 10/40MG
;":g;,‘“ number: ;;‘;:ggs Package size: 28 tbl
alch. ) 318533
Strength: 10 MG; 40 MG BachLIMSHY,
Dosage form: Tablet Batch LIMS MZP: 314493
Package type: BLI4X7 Lot quant. released: 4405 PAC
Manyfacture Date: 31.10.2022 Importing country: Russia
Expiry date: 30.09.2024 Marketing authorisation JIT1-Ne(000380)-(PI-RU)
Specification: LP-N (000380)-(RG-RU)-190422
Test Spec{fication Result
Related substances - Telmisartan
impurities
Methylester <=0,2 % <0,05 %
Other impurities individually <=0,2% <0,05 %
Total impurities <=12% <0,05 %
Residual solvents
Ethanot <= 9600 pg/Tab 4400 pg/Tab
Microblological quality
Total aerobic microbial count (TAMC) NMT 10° CFU/g 0CFU/g
Total yeasts/moulds count (TYMC) NMT 102 CFU/g 0 CFU/g
Escherichia coli Absence (1 g) Complies
Uniformity of dosage units
AV (Amlodipine) <= 15,0 6,2
Content uniformity (Amlodipine) AV<15.0 Complies
AV (Telmisartan) <=15,0 7,2
Content uniformity (Telmisartan) AV<15.0 Complies
Assay
Amlodipine 95 - 101 %
105 %
Telmisartan 95 - 97 %
105 %
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Manufacturer batch certificate No. 5951

Name: Telzap® AM 10/40MG
Zn:d’:‘“ number: ;; 2: gggs Package size: 28 tbl
aicn. : 318533
Strength: 10 MG; 40 MG Batch LIMS HY.
Dosage form: Tublet Batch LIMS MZP: 314493
Package type: BLI4 X7 Lot quant, released: 4405 PAC
Manufacture Date: 31.10.2022 Importing couniry: Russia
Explry date: 30.09.2024 Marketing authorisation JIT1-N(000380)-(PI'-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 sukls96057/2022)

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:  20.12.2022 15:42:03
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