ZSNTIVA
Ceprudukar anaansa Ne 1889

Hassanue npooykma Tenzan®AM 5 mr/40 mr

Howmep npooyxma 11009435 0051 Cepusa LIMS HV 1654629
Howmep cepuu 2050321 Obpasey HV 5540017
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1649848
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5517421
dopma
Pazmep ynaxosxu 56 TabneTok Pazmep svinywennoii cepuu 8 554 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust
ama npouzgoocmaa
gama ulc)meltenuﬂ 15.03.2021
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JIT1-005472
Hcnvimanue Peszynromamut Hopmut
Onucanue
Omnmcanne
OTIICaHWe COOTBETCTBYET [IpomonroBaTsie IBOSKOBBIYKIIBIE TA0IETKN
OT 0EJIoT0 MIIN TTOYTH OeJI0TO0 10 KEITOBATOTO
WM JKEJITOTO IIBETA, C TPABHPOBKAMH «5» U
«40» u puckoit Ha oHOM cTopoHe. Pucka He
MpeHa3HAYCHA JJIsl pa3jaMbIBaHHS TaOJICTKH
IMopnuHHOCTH
[MomMHHOCT aMJIOUITHHA
V2XKX-Bpemst yiep:kuBaHus COOTBETCTBYET Bpewms ynep>kuBaHusi OAHOTO U3 OCHOBHBIX
MTUKOB HA XPOMAaTOTpaMM€ UCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHU
YAEpKUBaHU ITHKA aMJIOTUTIHHA Ha
XpoMaTorpaMMe CTaHAAapTHOTO PacTBOpa.
VYIOXX-YO cnektp COOTBETCTBYET Y @-cnexTp 0JHOT0 U3 OCHOBHBIX TUKOB HA
XpOMaTorpamMmme UCIBITYEMOT0 pacTBopa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy MUKa
aMJIO/IMITUHA HA XpOMAaTOTpaMMe
CTaH/JapPTHOI'O pacTBOpA.
[omnmmHEHOCTE TEIMHCApTaHA
YIXKX-Bpems yaepKuBaHUS COOTBETCTBYET Bpewms ynepxuBaHust OTHOTO U3 OCHOBHBIX
MTUKOB HA XpPOMAaTOTpaMM€ HUCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHHU
YAepKUBaHI MUK TeIMHUCApTaHa Ha
XpoMaTorpaMMe CTaHAAapPTHOTO PacTBOpa.
YIOXX-YO cnektp COOTBETCTBYET Y @-cnexTp 0JHOT0 U3 OCHOBHBIX TUKOB HA
XpOMAaTOrpaMMe HGHBITYEMOro pacTBopa
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ZSNTIVA
Ceprudukar anaansa Ne 1889

Hassanue npooykma Tenzan®AM 5 mr/40 mr

Howmep npooyxma 11009435 0051 Cepusa LIMS HV 1654629
Howmep cepuu 2050321 Obpasey HV 5540017
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1649848
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5517421
dopma
Pazmep ynaxosxu 56 TabneTok Pazmep svinywennoii cepuu 8 554 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust
amapesoocns 15530
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JITI-005472
Cpennsist Macca 1 TadjieTkn
Cpennsist macca 1 Tabnetku 0,363 0,342-0,378r
PacTBOpenne
PacTBOpeHume - aMIToIUTIHH
Mums. 78
Makc. 93
KommdaecTBo 06pa3ios 6
% 3asBICHHOTO KOJM4ecTBa uepe3 60 MuH He menee 70 % (Q) ot 3asBIIeHHOTO
(Q=70%) 84 % KOJIMYECTBA aMJIOAUNKHA depe3 60 MIH
He menee 75 % (Q) ot 3asBJIICHHOTO
IPacTBOpeHue - TeTMUCapTaH 92 % KOJIMUECTBa TeJIMUCApTaHa yepe3 45 MUH
% 3asIBIIGHHOTO KOJIMUeCTBa yepe3 45 MUH
(Q=75%)
KonmuectBo 00pasios 6
TecT HA YUCTOTY
Tect Ha YHCTOTY - AaMIIOTUTTHH
IIpumecs D <0,1 % He 6onee 0,3 %
N-tbopmun <0.1% He 6oitee 0,2 %
JIpyTHe eIUHIYHBIC HACHTH(DUIPOBAHHBIC <0,1 % He 6oiee 0,2 %
IpAMECH
o01iee coaepkaHue npuMeceit <0,1 % He Oonee 1 %
Tect Ha YKCTOTY - TEIMHUCAPTAH
[Ipumeck meTunoBoro 3dupa <0,05 % He 6ouee 0,2%
Hpyrue equHUYHbBIE IPUMECH <0,05 % He 6onee 0,2%
Oo1iee conepxaHue mpumecen <0,05 % He 6onee 1,2%
OcTaToYHbIE OPraHNYeCKUe PACTBOPHUTETH
OraHon 2000 Mkr/Tad. He 6omnee 7 200 mkr/TadneTky
MukpoOuoaoru4eckass YucToTa
Muxpobnonornaeckasi 9UCTOTa HEBOJHBIX
JIEKapCTBEHHBIX IpenapaToB AJIs MpueMa
BHYTPh
o011ee YnCIIo )KU3HECTIOCOOHBIX adpOOHBIX 0 KOE/r
OpraHUu3MOB
o0I1Iee YUCIIO IPOXIKEBBIX U TICCHEBBIX 0 KOE/r
rpuboB :
orcyrctBue Escherichia coli COOTBETCTBYET OTCYTCTBUE B I T
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ZeNTIVA

Ceprudukar anaansa Ne 1889

Hassanue npooykma Tenzan®AM 5 mr/40 mr

Homep npooyxkma 11009435 _0051 Cepus LIMS HV 1654629
Howmep cepuu 2050321 Obpasey HV 5540017
Jlosupoexa 5 wmr; 40 mT Cepus LIMS MZT 1649848
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5517421
dopma
Pazmep ynaxosxu 56 TabneTok Pazmep svinywennoii cepuu 8 554 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust
gama npouzeoocmea 15.03.2021

ama ucmeyenus 28.02.2023

CpoKa 200HOCMU

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

OIHOPOAHOCTH I03UPOBAHNA - COIEP:KAHAE
B TabaeTKe
aMJIOJTUTINH COOTBETCTBYET AV < 15,0
TeaMHUCcapTaH COOTBETCTBYET AV <15,0
IKosimyecTBeHHOE onpeaeieHre aMJIOJMITHHA 99 % 95 % mo 105 %
IKosimyecTBeHHOE OnpeneeHue 102 % 95 % mo 105 %
TeJIMHCApPTaHa

Nudopmauus mo peansy

3AK/IIOYEHHME: CooTBeTcTBYeT TpeOOBAHUAM crenupUKAUN.

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

YTBEPXKJEHO K BBIITYCKY
MecTo MpoU3BOJACTBA U KOHTPOJISl KauecTBa:
«3eHTHBa K.C.» (oduIHanbHbI MpaBonpeeMHIK «3eHTrBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 11
V¥ ka6enosusl 130, 102 37, IIpara 10, Honan Mexomynsl, Yemmckas Pecry6muka ®daxkc: +420 267 243 627

JIunensust Ha npon3sBoctBo Ne 25473/2/INS/98 (nmocnennee u3menenne 166942/2019)
Ceprudpukatr GMP Ne coct. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 9556321/2019

i «3enTuBa, K.c.» Y
Kab6enosusr 130 102
i 37 Hpara 10 Jonsuu
i Mexoumyrst

Crannna 3 u3 3 Pacneuarano: 30.4.2021
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ZEeNTIVA

Manufacturer batch certificate No. 1889

Product number

Marketing authorisation No,

Name of product T'elzap® AM 5 MG/40 MG
11009435 _0051

Batch number 2050321

Strength 5 MG; 40 MG
Dosage form tablets

Package size 56 tbi

Package type BLI8 X 7
Manufacture date 15.03.2021

Expiry date 28.02.2023
Specification LP-005472/170419

LP-005472

Batch LIMS HV 1654629
Sample HV 5540017
Batch LIMS MZP 1649848
Sample MZP 3517421
Released quantity 8 554 PACKS
Importing country  Russia

Test Results Limits
Appereance
Appearance

appcarance complies Clongated biconvex tablets, white or
off-white to ycllowish or yellow, with
5" and “40" engravings and a score on
onc side. The score is not intended for
tablet breaking.

ldentification
Identification of amlodipine

UPL.C - Retention time complics 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.

UPLC - UV spectrum complies The UV spectriz- TEGIUE the main

peaks in thes$
solution ¢ nm},“

m":;,;:cm ot “»e test
correspond: tutim AV

f/ the peak of telmlsanan in

Approved by QP Zentiva, k.s.

Jakub Matugik

3C -0t 701
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ZESNTIVA

Manufacturer batch certificate No. 1889

Product number 11009435 0051

Batch number 2050321
Strength 5 MG; 40 MG
Dosage form tablets
Package size 56 tbl
Package type BLIS X7
Manufacture date 15.03.2021

Expiry date 28.02.2023
Specification LP-005472/170419
Marketing authorisation No.  LP-005472

Name of product Telzap® AM § MG/40 MG
Bareh LIMS 11V
Sample HV
Batch 1.IMS MZP
Sample MZP
Released quantity 8 554
Importing country

1654629
5540017
1649848
5517421
PACKS
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
=75 %)
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

0363 g

78
93
6
84 %

92 %

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

<0.05 %
<0.05 %
<0.05 %

2000 pg/Tab

0 CFU/g
0 CFU/g
complies

0342100378 ¢

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 aficr 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

Jakub Matusik

Approved by QP Zentiva, k.s.
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ZEeNTIVA

Manufacturer batch certificate No. 1889

Name of product Telzap® AM 5 MG/40 MG
Product number 11009435 0051 Batch LIMS 11V 1654029
Batch nmumber 2050321 Sample 11V 5540017
Strengith 5 MG; 40 MG . .
Dosage form tablets Batch LIMS MZP 1649848
Package size 56 tbl Sample MZpP 5517421
Package type BLISX7 Released quantity 8554 PACKS
Manufacture date 15.03.2021 i o .
Expiry date 28.02.2023 lmporting country  Russia
Specification LP-005472/170419
Marketing authorisation No.  LP-005472

Uniformity of desage

units - Content

uniformity
amlodipine complies AV~ 15.0
Telmisartan complics AV=15.0

Assay of amlodipin 99 9 95%1t0 105 %

Assay of telmisartan 102 % 95% 1o 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 sukis260389/2020)

GMP Certificaie No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 95563 1//2019

Approved by QP Zentiva, k.s. Jakub Matusik /3[‘ -t~ 707

~
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