ZSNTIVA
Ceprudukar anaansa Ne 2406

Hassanue npooykma Tenzan®AM 10 mr/80 mr

Homep npooyxkma 11009429 0052 Cepus LIMS HV 1658134
Howmep cepuu 2400421 Obpasey HV 5555331
Jlosupoexa 10 mr; 80 mr Cepus LIMS MZT 1653628
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5535504
dopma
Pasmuep ynaxosxu 28 TabneTok Pazmep svinywennoii cepuu 10 953 ym.
Tun ynakosxu Bbmuctep 4 X 7 Cmpana Poccust
ama om0

31.03.2023

CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus

JITI-005472
Hcnoimanue Peszynrvmamot Hopmot
Onucanue
Ornucanue
OTHCaHue COOTBETCTBYET [Ipononroearsie ABOSKOBBIMTYKIIbIC TAOICTKH
0T OEJIOT0 WU IMOYTH OEJIOT0 110
JKEJITOBATOTO MITU JKEJITOrO LIBETA, C
rpaBupoBkamu «10» u «80» u puckoit Ha
OJIHOH CTOpOHE.
ToaJIMHHOCTD
[MommMHEHOCTE aMIIOUIIHHA
VY2XKX-Bpems ynepKuBaHUs COOTBETCTBYET Bpewms ynepxuBaHus OJTHOTO U3 OCHOBHBIX
MIIKOB Ha XpOMAaTOTPaMM€ HCTIBITYeMOTO
pacTBOpa J0JHKHO COOTBETCTBOBATH BPEMEHHU
yACpKUBaHUS MTUKA aMJIOJUITHHA Ha
XpoMaTorpamMme CTaHAapTHOI'O PacTBOpa.
VIOXKX-YO criektp COOTBETCTBYET Y®-criekTp 0HOTO U3 OCHOBHBIX MTHKOB Ha

XpoMaTorpaMMe HCIIBITyeMOTO pacTBOpa
JIOJDKEH COOTBETCTBOBATh Y D-CIEKTpPy MUKa
aMJIOJUIIMHA Ha XpOMaTorpaMMe
CTaHAApPTHOTO PacTBOpa.

IToanmuuHOCTh TENMHCApTaHA
V2XKX-Bpemst yiepkuBaHus COOTBETCTBYET Bpewms yaep:kuBaHusi OJHOTO U3 OCHOBHBIX
MMUKOB Ha XPOMAaTOTpaMMe HCITBITYEMOTO
pacTBopa JOJDKHO COOTBETCTBOBATH BPEMEHU
yAepKUBAHUS IHKA TeIMUCapTaHa Ha

XpOMaTorpaMmme CTaHJapTHOTO PacTBOPA.
TGO -CAre Ny
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Ymeeporcoeno ynonnomouennvim Elena Skopalova /IToanucs/
auyom «3enmuea, K.c.»
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ZeNTIVA

Ceprudukar anaansa Ne 2406

Hassanue npooykma Tenzan®AM 10 mr/80 mr

Ymeeparcoeno ynornomouennwvim
auyom «3enmusa, K.c.»

24-06-2021

Elena Skopalova /IToanucs/

Cranuna 2 u3 3

Homep npooyxkma 11009429 0052 Cepus LIMS HV 1658134
Howmep cepuu 2400421 Obpasey HV 5555331
Jlosupoexa 10 mr; 80 mr Cepus LIMS MZT 1653628
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5535504
dopma
Pasmuep ynaxosxu 28 TabneTok Pazmep svinywennoii cepuu 10 953 ym.
Tun ynakosxu Bbmuctep 4 X 7 Cmpana Poccust
Jamanroeons s o420
31.03.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JIT1-005472
VYIOXX-YO cnektp COOTBETCTBYET Y®-cnekTp 0JHOT0 U3 OCHOBHBIX TUKOB Ha
XpOMaTOrpaMMe UCIBITYEMOI'0 pacTBOpa
JIOJDKEH COOTBETCTBOBATh Y D-CIEKTpy MUKa
TEIIMHUCapTaHa HAa XPOMAaTOrpaMMe
CTaH/IapPTHOT'O PacTBOpa
Cpennsist Macca 1 TadjieTkn
Cpennsist macca 1 Tabnetku 0,712 r 0,684-0,756
PacTBOpenne
PacTBOpeHume - aMIToIUTIHH
Mum. 88
Makec. 94
KonuectBo 00pasios 6
% 3asBIEHHOTO KoM4ecTBa gepes 60 91 % He menee 70 % (Q) ot 3asBIEHHOTO
MmuH (Q=70%) KOJIMYeCTBA aMJIOAUIKHA depe3 60 MuH
PactBopenue - TemucapTan
% 3asABICHHOTO KOJIIMYECTBA uepes 45 96 % He menee 75 % (Q) ot 3asBIeHHOTO
MmuH (Q=75%) KOJIMYECTBA TeJIMUCapTaHa uepe3 45 MUH
KomnuectBo 00pasios 6
PoacTBeHHbIE IPUMeECH
PojicTBeHHBIC TPUMECH - aMIIOUITHH
Ipumecs D <0,1 % He 6onee 0,3 %
N-tbopmun <0,1% He 6omnee 0,2 %
Jlrobas npyras equHUIHAS IPUMECh <0,1 % He 6omnee 0,2 %
CyMmmMa npumeceit <0,1 % He 6onee 1 %
PoncTBeHHBIC TPUMECH - TEIMHUCAPTAH
[Ipumeck meTturnoBoro adupa <0,05 % He 6omee 0,2%
Jlrobast apyrast eMHUYHAs IPUMECh <0,05 % He 6omee 0,2%
CymmMa npumeceit <0,05 % He 6onee 1,2%
OcTaTo4yHbIe OPraHN4YecKue
[pacTBOpPHUTEH .
DrtaHon 2100 mxkr/Tabd He 6onee 14 400 Mxr/Tafsh




ZeNTIVA

Ceprudukar anaansa Ne 2406

Hassanue npooykma Tenzan®AM 10 mr/80 mr
Homep npooyxkma 11009429 0052 Cepus LIMS HV 1658134
Howmep cepuu 2400421 Obpasey HV 5555331
Jlosupoexa 10 mr; 80 mr Cepus LIMS MZT 1653628
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5535504
dopma
Pasmuep ynaxosxu 28 TabneTok Pazmep svinywennoii cepuu 10 953 ym.
Tun ynakosxu Bbmuctep 4 X 7 Cmpana Poccust
ama npousgoocmed
gama ulc)meltenu}z 18.04.2021
31.03.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JITI-005472
MuKpo6uoIOrnYecKast YHCTOTA
MukpoOHOIOTHYECKAST YUCTOTA
HEBOJIHBIX JICKAPCTBCHHBIX MPEHapaToB
JUTs TIpHEeMa BHYTPb
00I11Iee YHCII0 KUZHECTIOCOOHBIX 0 KOE/r He 6o1ee 10° KOE/r
adpOOHBIX OPTaHU3MOB
o011ee YnCIo APOXKIKEBBIX U 0 KOE/r ue 6onee 102 KOE/r
TJIECHEBBIX TPHOOB
orcyrctBue Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 T
OAHOPOAHOCTH 103MPOBAHUS -
coiepkaHue B TabJieTKe
aMIIOIUTINH COOTBETCTBYET AV <15,0
TEJIMUCAPTaH COOTBETCTBYET AV <15,0
KosimyecTBeHHOE Ompee/ieHHe 101 % 95 % mo 105 %
[AMJIOIMITMHA
KosimuecTBeHHOE omnpeeeHne 99 % 95 % mo 105 %
reJMHCAPTaHA

3AK/IIOYEHHME: CootBeTcTBYeT TpeOOBaHUAM crienHpUKALHN.

Jlanas cepus cooTBeTcTBYeT TpedoBaHuAM HopMaTHBHOM J0OKYMEHTAIUH, 3aperucTpUpoBanHoii B Poccuiickoii degepanun
B HACTOsIIIIee BpeMsl 110 MepevHCIeHHbIM apaMeTpaM.

YTBEPXJEHO K BbIITYCKY

MecTo MPOU3BOJCTBA ¥ KOHTPOJIS Ka4eCcTBa:

«3eHTHBa K.C.» (oduIHManbHbIi MpaBonpeeMHIK «3eHTrBa a.c.» ¢ 01.01.2009)

V¥ ka6enosusl 130, 102 37, IIpara 10, Honan Mexomynsl, Yemmckas Pecry6muka
JInnensus Ha npousBoncTBo Ne 25473/2/INS/98 (mocnennee m3menenue 260389/2020)
Cepruduxat GMP Ne cocr. 254516/2017, 342333/2018, 352900/2018, 244450/2019,

Ten.: +420 267 241 11
axc: +420 267 243 627

BbinyweHa 31.05.2021 Elena Skopalova /IToanucs/

Ymeeparcoeno ynornomouennwvim
auyom «3enmusa, K.c.»

Elena Skopalova /IToanucs/ }V

Ka6eJ’IOBH’I{i 39 102
i 37 Hpar/ﬂiﬁ)‘ /Hombru
| MexoZi

72462021
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Z@NTIVA

Manufacturer batch certificate No. 2406

Name of product Telzap® AM 10 MG/80 MG
Product number 11009429 0052

Batch number
Strength

Dosage form
Package size
Package type
Manufacture date
Expiry date
Specification

2400421

10 MG; 80 MG
tablets

28 tbl

BLI4 X7

18.04.2021
31.03.2023
LP-005472/170419

Marketing authorisation No. LP-005472

Batch LIMS HV
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1658134
5555331
1653628
5535504
10953 PACKS
Russia

2 4 -06- 2021

Test Results Limits
Appereance
Appearance

appearance complies Elongated biconvex tablets, white or
off-white to yellowish or yellow, with
“10” and “80” engravings on one side.

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.

UPLC - UV spectrum complies The UV spectrum of one of the main
peaks in the chrmmmqram of the test
solution sku! gumas,)on\. #0 the UV
spectrusi, of&ﬂe peak of. t»:'m|§"u1an in
the c;,,’oxr’éro\’gram of the sta.‘dagﬂ

Average mass of 1
tablet
Z
Approved by QP Zentiva, k.s. eNT'VA
Page 1 of 3 Print: 24 6.2021




Z@NTIVA

Manufacturer batch certificate No. 2406

Name of product Telzap® AM 10 MG/80 MG

Product number 11009429 _0052 Batch LIMS HV 1658134
Batch number 2400421 Sample HV 5555331
peivio I« b Batch LIMS MZP 1653628
Package size 28 tbl Sample MZP 5535504
Package type BLI4 X7 Released quantity 10953 PACKS
Manufacture date 18.04.2021 Importing country Russia

Expiry date 31.03.2023

Specification LP-005472/170419

Marketing authorisation No. LP-005472

average mass of 1 tablet 0712¢g 0.684gt00.756 g
Dissolution test
Dissolution test - amlodipine

min 88

max 94

number of samples 6

% of stated amount after 60 min (Q= 91 % not less than 70 % (Q) of the label claim
70%) of amlodipine after 60 min

Telmisartan

% of the declared amount in 45 min (Q 96 % not less than 75% (Q) of the label claim
=175%) of telmisartan after 45 min

Number of samples 6

Purity test
purity test - Amlodipine

impurity D <0.1 % NMT 0.3 %
N-formyl <0.1 % NMT 0.2 %
other impurities individually <0.1 % NMT 0.2 %
Total impurities <0.1 % NMT | %

Purity test - Telmisartan
Methylester <0.05 % NMT 0.2 %
Other impurities individually <0.05 % NMT 0.2 %
Total impurities <0.05 % NMT 1.2 %

Residual solvents
Ethanol 2100 pg/Tab not more than 14,400 pg/tablet

Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use

total viable aerobic count 0 CFU/g NMT 10° CELHgms
Total combined yeast / moulds count 0 CFU/g NMT 102 ",,_/_—:'A o
Absence of Escherichia coli complies absengs T},’é}&“
7S

Uniformity of dosage i/

units - Content :

uniformity

Approved by QP Zentiva, k.s. ZeNTIVA
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ZSNTIVA

Manufacturer batch certificate No. 2406

Name of product Telzap® AM 10 MG/80 MG

Product number 11009429_0052 Batch LIMS HV 1658134

Batch number 2400421 Sample HV 5555331

ydoi S 10 Mo; B0 MG Batch LIMS MZP 1653628
Package size 28 tbl Sample MZP 5535504
Package type BLI4 X7 Released quantity 10953 PACKS
Manufacture date 18.04.2021 ); /i / Russi

Expiry date 31.03.2023 mporiing couniry ussia
Specification LP-005472/170419

Marketing authorisation No. LP-005472

amlodipine complies AV<15.0

Telmisartan complies AV<15.0
Assay of amlodipin 101 % 95 % to 105 %
Assay of telmisartan 99 % 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 267241 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

Lo-05-201 , L cpasen  on 3105 2034

Approved by QP Zentiva, k.s. ZSNTIVA
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