ZeNTIVA

Cepruduxkar anaansa npousBoautesisi Ne 2212

Haseanue npooykma Teazan® AM 5 mr/40 mr

Homep npooyxkma 11009431 _0052 Cepusa LIMS HV 1656156
Homep cepuu 2080421 Obpaszey HV 5546628
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1653708
Jlexapcmeenias TabJIETKH Oobpaszey MZP 5535769
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 17 556 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
ama npouseoocmed
,gama ulc)meueimﬂ 19.04.2021
31.03.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JIT1-005472
Hcnvimanue Peszyromamut Hopmut
Onucanue
Omnmcanne
OTHCaHue COOTBETCTBYET [IpononroBateie ABOSKOBBIMYKIIbIC TA0NETKA
OT OEJIOro WK MOYTH 0eJIOTo 10
JKEITOBATOI'O WITH JKEJITOTO L[BETA, C
rpaBUPOBKaMH «5» U «40» 1 puckoil Ha
OJIHO¥ CTOpOHE. Pucka He npeHa3HAYCHA
JUTS pa3iaMbIBaHUS TaOJICTKU
ToaJIMHHOCTD
[MommMHEHOCTE aMIIOUIIHHA
YIXKX-Bpems yaepKuBaHUSL COOTBETCTBYET Bpewms ynepxuBaHust OTHOTO U3 OCHOBHBIX
MTUKOB HA XpPOMAaTOTpaMM€ HUCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHHU
YAEp>KUBaHU MHKA aMJIOTUIIHHA Ha
XpOMAaTorpaMMe CTaHIAPTHOTO PacTBOpa.
VYOXKX-YO criektp COOTBETCTBYET Y®-criekTp 04HOTO M3 OCHOBHBIX IMUKOB HA
XpOMaTorpaMMe HCIIBITYyEMOTO pacTBopa
JIOJKEH COOTBETCTBOBATh Y D-criekTpy nuka
aMJIOIMITUHA HA XpOMAaTOTrpaMMe
CTaHJAPTHOTO PAaCTBOPA.
I[omnuHHOCTH TEIMHCAPTAHA
V2XKX-Bpems yiepkuBaHus COOTBETCTBYET Bpewms ynep>kuBaHusi OAHOTO U3 OCHOBHBIX
MTUKOB HA XPOMAaTOTpaMM€ UCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHHU
YAepKUBaHI MUK TeIMHUCApTaHa Ha
XpoMaTorpaMMe CTaHAAapTHOTO PacTBOpa.
VIXKX-YO criektp Y®-criekTp 04HOTO M3 OCHOBHBIX IMUKOB Ha
XpOMaTorpaMMe HCIIBITYyEMOTO pacTBopa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy MUKa
TEJIMHUCApTaHa Ha XpOMaTOTpaMMe
CTaHJAPTHOTO PacTBOPA

Ymeepowcoeno omoenom konmpons
Kawecmea «3eHmuea, K.c.»

Jakub Matusik 20.05.2021
Moanucs/
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ZeNTIVA

Cepruduxkar anaansa npousBoautesisi Ne 2212

Haseanue npooykma Teazan® AM 5 mr/40 mr

Homep npooyxkma 11009431 _0052 Cepusa LIMS HV 1656156
Homep cepuu 2080421 Obpaszey HV 5546628
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1653708
Jlexapcmeenias TabJIETKH Oobpaszey MZP 5535769
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 17 556 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
n m
amapoaeoens 1os0n
31.03.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JITI-005472
Cpennsist Macca 1 TadjieTkn 0,360 r 0,342-0,378 r
PacTBOpeHue
PacTtBOpenue - amiogunuH
Mum. 90
Makc. 98
KommdaecTBo 06pa3ios 6
% 3asBIEHHOTO KoJn4ecTBa uepe3 60 MuH He menee 70 % (Q) ot 3asBI€HHOTO
(Q=70%) 93 % KOJIMYECTBa aMJIOAUNKHA Yepe3 60 MUH
He menee 75 % (Q) ot 3asBJIICHHOTO
IPacTBOpeHue - TETMUCapTaH 98 % KOJIMUECTBa TeJIMUCApTaHa yepe3 45 MUH
% 3asBICHHOTO KOJIIMYECTBA uepes 45
MmuH (Q=75%)
KommdaecTBo 06pa3ios 6
TecT HA YUCTOTY
Tect Ha YHCTOTY - aMIIOTUTTHH
IIpumecs D <0,1 % He 6onee 0,3 %
N-bopmun <0,1 % He 601ee 0,2 %
JIpyrue equHUYHbIE <0,1 % He 6oiee 0,2 %
UICHTU(QUIMPOBAHHEBIC IPHMECH
oO1iee coaepkaHue npuMeceit <0,1 % He Oonee 1 %
Tect Ha YHCTOTY - TEIMHUCAPTAH
[Ipumeck meTurnoBoro adupa <0,05 % He 6ouee 0,2%
Jpyrue equHUYHbBIE IPUMECU 0,1 % He 6osee 0,2%
Oo1iee coneprxaHue mpumMecen 0,1 % He 6onee 1,2%
OcTaTo4yHbIe OPpraHN4ecKue
pacTBOpHUTEIH
DrtaHom 2300 Mkr/Tab He 6onee 7200 Mkr/TabneTky
MukpoOuoIoruyecKkass YucToTa '
MukpoOHOIOTHYECKAST YUCTOTA
HEBOJIHBIX JICKAPCTBCHHBIX MPEHapaToB
IUTS TIpEeMa BHYTPb
00I1Iee YHCIIO KUZHECTIOCOOHBIX 0 KOE/r e Gosee 103 KOE/r |
adpOOHBIX OPTaHU3MOB
o01Iiee YnCIo APOXKIKEBBIX U 0 KOE/r ue 6omnee 102 KOE/r
TJIECHEBBIX TPHOOB
otcyrctBUe Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 T
Ymeepoicoeno omoenom konmpona Jakub Matusik 20.05.2021 ZGNTIVA | Gewmma,xcrV
Kauecmea «3enmuea, K.c.» /Monamnucs/ | KaGenosust 130 102
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ZeNTIVA

Cepruduxkar anaansa npousBoautesisi Ne 2212

Haseanue npooykma Teazan® AM 5 mr/40 mr

Homep npooyxkma 11009431 _0052 Cepusa LIMS HV 1656156
Homep cepuu 2080421 Obpaszey HV 5546628
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1653708
Jlexapcmeenias TabJIETKH Oobpaszey MZP 5535769
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 17 556 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
ﬁama npousqeodcmea 19.04.2021

ama ucmeyenus 31.03.2023

CpoKa 200HOCmU

Cneyughuxayus JIT1-005472/170419
Homep pezucmpayuonnozo yoocmogepenus
JIT1-005472

OIHOPOAHOCTH 103MPOBAHNA -
cojep;kaHue B TabjieTke
aMJIOJIUITMH COOTBETCTBYCT AV < 15,0

TEeJIMUCapTaH COOTBETCTBYET AV < 15,0

KotnyecTBeHHOE OMIpe/ie/ieHHe 99 % 95 % mo 105 %
aMJIOAMITHHA
Kotn4yecTBeHHOE OIpe/ie/ieHHe 100 % 95 % nmo 105 %
TeJMHCapTaHa

Nudopmanus mo BbINMYCKY

3AK/IIOYEHHME: CooTBeTcTBYeT TpeOOBaHUAM crienHpUKALMN.

Jlanas cepus coorBeTcTBYeT TpedoBaHuAM HopMaTHBHOM J0KYMEHTAIMH, 3aperucTpupoBanHoii B Poccuiickoii degepanun
110 NepeYrcIeHHbIM IapaMeTpam.

OJOBPEHO K BBIITYCKY
MecTo MpoU3BOACTBA U KOHTPOJISI KAUeCTBa:
«3eHTHBa K.C.» (oduIHaNbHbIN MpaBonpeeMHIK «3eHTrBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
V¥ ka6enosusl 130, 102 37, IIpara 10, Honan Mexomynsl, Yemmckas Pecry6muka ®daxkc: +420 267 243 627

JIunensust Ha nponssoctBo Ne 25473/2/INS/98 (nmocnennee n3menerne 260389/2020)
Ceprudukar GMP Ne cocr. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeepowcoeno omoenom konmpons Jakub Matusik 20.05.2021 ZZNTIVA | Benmusa, K.c» Y

Kauecmea «3enmuea, K.c.» /Monamnucs/  KaGenosarr 130 102
i 37 Ilpara 10 Jlonmpan

i Mexomyrst

Crannna 3 u3 3 PacneanaH:o: 20.05.2021



ZeNTIVA

Ilpunaoxkenue Kk ceprudgukaTy aHaan3a (CONpOBOAUTEIbLHOE MUCHEMO)

HaumenoBanue npoaykra

Howmep cepun

GMID

Jara mpousBoacTBa

CpoK TOAHOCTH

Howmep perncrpaniioHHOTO yJOCTOBEPEHUS,
3aperucTpupoBanHoro B Poccun

ADU (naumenoBanne ADU, HazBaHue U axpec
MIPOU3BOANTENSI CyOCTaHIIUH)

Ha3Banue AOU:

IIpousBoautens ADOU:

AJipec pou3BOIUTENS

Hassanne ADU:
ITpomsBoautens ADU:
AJlpec IpOU3BOIUTEIIS

Tenzan® AM 5 mr/40 mr
2080421

726248

19.04.2021

31.03.2023

JIT1-005472

Tenmucapran

aneMOuK GpapMachbIOTUKAII3 JITA.

Village Panelav, P.O. Tajpura, Nr.Baska, Tal: Halol, Dlst:
Panchmahal-380350, Gujarat State, Uaaus

AmtonnmnHa 6ecrat

Xerepo Hparc JItn

Sy. No. 213, 214 & 255, Bonthapally Village, Jinnaram Mandal,
Medak Dilstrlct - 502 313, Telangana, Uuust

JlaHHBIM JOKYMEHTOM TMOATBEPIKACHO, uTO HaHHas cepust Tem3an® AM 5 mr/40 Mr COOTBETCTBYET TpeOOBaHUAM
HopmaTuBHO#M qOKyMEHTaIMH (KaK YaCTH PETUCTPAIMOHHOTO JTOCHE), 3aPETUCTPUPOBAHHOTO B Poccuiickoit
®denepanuu B HACTOSIIIEE BPEMs T10 TIEPCUUCICHHBIM ITapaMeTpaM KauecTBa.

JlaHHBIM TOKyMEHTOM MOATBEPXKIICHO, YTO JaHHAsI CEPHs COOTBETCTBYET TPEOOBAaHHIM Pa3eiIoB « Y IaKOBKa» U
«MapxupoBka» HopmaTuBHON fOKyMeHTallMH, 3aperUCTpUpoBaHHOl B Poccuiickoit Denepanuyl B HaCTOSILIEE BpeMsl.

Jlata/moanuce: noonuce
WNwms negatabpivu OykBamu: Jakub Matusik

JIOKHOCTD: YIIOJTHOMOYEHHOE JIUIIO

20.05.2021




Z@NTIVA

Manufacturer batch certificate No. 2212

Name of product Telzap® AM 5 MG/40 MG

Product number 11009431_0052 Batch LIMS HV 1656156

Batch number 2080421 Sample HV 5546628
et b - Batch LIMS MZP 1653708
Package size 28 tbl Sample MZP 5535769
Package type BLI4 X7 Released quantity 17556 PACKS
Manufacture date 19.04.2021 I ti { Russi

Expiry date 31.03.2023 mporting country ussia
Specification LP-005472/170419

Marketing authorisation No. LP-005472

Test Results Limits
Appereance
Appearance
appearance complies Elongated biconvex tablets, white or

off-white to yellowish or yellow, with
“5” and “40” engravings and a score on
one side. The score is not intended for
tablet breaking.

Identification

Identification of amlodipine

UPLC - Retention time complies The retention time of one of the main
peaks in the chromatogram of the test
solution should correspond to the
retention time of the peak of amlodipine
in the chromatogram of the standard
solution.

UPLC - UV spectrum complies The UV spectrum of one of the main
peaks in the chromatogram of the test
solution should correspond to the UV
spectrum of the peak of amlodipine in
the chromatogram of the standard
solution.

Identification of telmisartan

UPLC - Retention time

complies The retention time of one of the main
peaks in the chromatogram of the test
solution should correspond to the
retention time of the peak of telmisartan
in the chromatogram of the standard
solution.

complies The UV spectrum of one of the main
peaks in the chromatogram of the test
solution should correspond to the UV
spectrum of the peak of telmisartan in
the chromatogram of the standard
solution.

UPLC - UV spectrum 45\

csvenvete

Jakub Matuik 20 -03- 2011 ZSNTIVA | Ik,

Approved by QP Zentiva, k.s. y 102 37 Praha 10
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ZSNTIVA

Manufacturer batch certificate No. 2212

Name of product Telzap® AM 5 MG/40 MG

Product number 11009431 _0052

Batch number 2080421
Strength 5 MG; 40 MG
Dosage form tablets

Package size 28 tbl

Package type BLI4 X7
Manufacture date 19.04.2021

Expiry date 31.03.2023
Specification LP-005472/170419

Marketing authorisation No. LP-005472

Batch LIMS HV 1656156
Sample HV 5546628
Batch LIMS MZP 1653708
Sample MZP 5535769
Released quantity 17556 PACKS

Importing country  Russia

Average mass of 1
tablet
average mass of 1 tablet

Dissolution test
Dissolution test - amlodipine
min
max
number of samples
% of stated amount after 60 min (Q=
70%)
Telmisartan
% of the declared amount in 45 min (Q
=175 %)
Number of samples
Purity test
purity test - Amlodipine
impurity D
N-formyl
other impurities individually
Total impurities
Purity test - Telmisartan
Methylester
Other impurities individually
Total impurities
Residual solvents
Ethanol
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count

Total combined yeast / moulds count
Absence of Escherichia coli

0360 g

90
98

93 %

98 %

<0.1 %
<0.1 %
<0.1 %
<0.1 %

<0.05 %
0.1 %
0.1%

2300 pg/Tab

0 CFU/g
0 CFU/g
complies

0342g100378¢g

not less than 70 % (Q) of the label claim
of amlodipine after 60 min

not less than 75% (Q) of the label claim
of telmisartan after 45 min

NMT 0.3 %
NMT 0.2 %
NMT 0.2 %
NMT 1 %

NMT 0.2 %
NMT 0.2 %
NMT 1.2 %

not more than 7,200 pg/tablet

NMT 103 CFU/g
NMT 102 CFU/g
absence (1g)

Approved by QP Zentiva, k.s. Jakub Matusik 29 -05- 01 ZSNTIVA
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Z@NTIVA

Manufacturer batch certificate No. 2212

Name of product Telzap® AM 5 MG/40 MG

Product number 11009431_0052 Batch LIMS HV 1656156

Batch number 2080421 Sample HV 5546628
Strength 5 MG; 40 MG

Dosage form tablets Batch LIMS MZP 1653708
Package size 28 tbl Sample MZP 5535769
Package type BLI4 X7 Released quantity 17556 PACKS
Manufacture date 19.04.2021 I ti P Russi

Expiry date 31.03.2023 mporling couniry i
Specification LP-005472/170419

Marketing authorisation No.  LP-005472

Uniformity of dosage
units - Content
uniformity
amlodipine complies AV<15.0
Telmisartan complies AV<15.0
Assay of amlodipin 99 9 95 % to 105 %
Assay of telmisartan 100 % 95 % to 105 %

Release information

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:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tel: +420 267 241 111

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

Jakub Matugik 20 05271 7oNTIVA |

Zentiva, k.s.
U kabelovny 130
Approved by QP Zentiva, k.s. 102 37 Praha 10
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ZENTIVAK.s.. - U Kabelovay 130 - 102 37 Prague 10 - Czech Republic
Tel  (+420) 267 241 111 - Fax (+420) 272 702 302 - E-mail sentiva ¢ zentiva.com — www zentiva ¢/ - 1D No- 49240030 - VAT No.- CZ49240030
Citbank Europe plc. orgamizatni sloha - ELR Ace No - 200813 1605/2600 - EUR 1IBAN. CZ33 2600 0000 0020 0815 1005

R,

dmthe ¢

ZeNTIVA

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Telzap® AM 5 MG/40 MG

Batch Number: 2080421

GMID: 726248

Manufacturing Date: 19.04.2021

Expiry Date: 31.03.2023

Reference number to MA registered in Russia:  /IN-005472

API (name of API, name and address of manufacturing site):

API name: Telmisartan

API manufacturer: Alembic Pharmaceuticals Itd

API manufacturer 's address: Village Panelav, P.O. Tajpura, Nr.Baska, Tal: Halol, Dist: Panchmahal-389350,
Gujarat State, India

API name: Amlodipine besylate

API manufacturer: Hetero Drugs Limited

API manufacturer s address: Sy. No. 213, 214 & 255, Bonthapally Village, Gummadidala Mandal, Sangareddy
District — 502 313, Telangana, India

It is confirmed that current batch of Telzap® AM 5 MG/40 MG 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.

Signature/Date: Wé 20 -05- 201

Printed Name: Jakub Matusik ZGNTIVA i mw

‘ 102 37 Praha 10

Title: Qualified Person

1 register d by the M pal Courtin Prague - Secuion A - Eniny 64046
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