ZeNTIVA

Cepruduxkar anaausza Ne 3419

Haseanue npooykxma Tenzan®AM 5 mr/80 mr

Homep npooykma 11009428 0051 Cepusa LIMS HV 1665122
Howmep cepuu 2700521 Obpaszey HV 5588031
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1657917
Jlexapcmeenias TabIeTKH Ob6pasey MZP 5554442
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 21 782 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
ﬁama npouieodcmea 20.05.2021

ama ucmeyenus 30.04.2023

CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419

Ne pecucmpayuonnoeo yoocmosepernus JII-005472

Hcnvimanue Pezynomamut Hopmut
Onucanue
Omnmcanne
OTIICaHWe COOTBETCTBYET [IpomonroBaTsie IBOSKOBBITYKIIBIE TA0IETKN

oT 0€JIOTO WIH TTOYTH OEJIoro 10
JKEJITOBATOTO MJIM JKEJITOrO I[BETA, C
TpaBUPOBKaMU «5» u «80» U prCKOU Ha
OJHOM CTOPOHE.

HoaIMHHOCTD

HO[[J'II/IHHOCTI) aMJIOAUIIMHA

YOXKX-Bpems yIepKUBAHUS COOTBETCTBYET Bpewmst yaep:KuBaHust OJJHOTO U3 OCHOBHBIX
MHUKOB Ha XPOMATOrpaMMe HCIBITYEMOTO
pacTBopa JA0JHKHO COOTBETCTBOBATh BPEMEHHU
yAEPKUBAHHS KA aMJIOAMITUHA Ha
XpOMaTorpamme CTaHIapTHOTO PacTBOpa.

VYOXKX-YO criektp COOTBETCTBYET Y®-criekTp 04HOTO M3 OCHOBHBIX IMUKOB HA
XpOMaTorpaMMe HCIBITYyEMOro pacTBopa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy MUKa
aMJIOIMIINHA Ha XpoMaTorpaMMe
CTaHJApTHOTO PacTBOPA.

IToanuuHOCTH TENMHCApTaHA
VY2XKX-Bpems ynepKuBaHUs COOTBETCTBYET Bpewms ynepxuBaHust OTHOTO U3 OCHOBHBIX
MTUKOB HA XPOMAaTOTpaMM€ UCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHHU
YAepKUBaHI MTHKA TeIMHUCApTaHa Ha
XpoMaTorpaMMe CTaHAAapTHOTO PacTBOpa.

YIOXX-YO cnektp COOTBETCTBYET Y @-cnexTp 0JHOT0 U3 OCHOBHBIX TUKOB HA
XpoMarorpamme I/ICHLITyeMOFO paCTBopa
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ZeNTIVA

Cepruduxkar anaausza Ne 3419

Haseanue npooykxma Tenzan®AM 5 mr/80 mr

Homep npooykma 11009428 0051 Cepusa LIMS HV 1665122
Howmep cepuu 2700521 Obpaszey HV 5588031
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1657917
Jlexapcmeenias TabIeTKH Ob6pasey MZP 5554442
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 21 782 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
ﬁama npouieodcmea 20.05.2021

ama ucmeyenus 30.04.2023

CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419

Ne pecucmpayuonnoeo yoocmosepernus JII-005472

Hcnvimanue Pezynomamut Hopmut
Cpenusist Macca 1 TadjieTkn
Cpennsist macca 1 TabieTku 0,715 0,684-0,756 T
PacTBOpeHue
PacTBOpenue - amiogunuH
Mums. 87
Makc. 93
KonuectBo 00pasios 6
% 3asBIEHHOrO KoundecTBa uepe3 60 MuH 90 % He menee 70 % (Q) oT 3asBI€HHOTO
(Q=70%) KOJIM4ECTBA aMJIOHUNKHA uepe3 60 MUH

PaCTBOpeHI/Ie - TCJIMHUCAPTAH

% 3asBIEHHOTO KOJINYECTBA uepe3 45 MUH 97 % He menee 75 % (Q) ot 3asBiIeHHOTO
(Q=75%) KOJIMYeCTBa TeIIMHUCapTaHa depes 45 MuH
KommdaecTBo 06pa3ios 6

PoacTBeHHBIE npumMecu

Poncreennsie IIPUMECH - aMJIOJUTITUH

IIpumecs D <0,10 % He 6onee 0,3 %

N-dopmun <0.10 % He 6onee 0,2 %

Jlrobast npyras equHUYIHAS IPUMECH <0,10 % He 6oiee 0,2 %

CymmMa npumeceit <0,10 % He 6omee 1 %

PoncTBeHHBIEC IPHMECH - TEIMHUCAPTaH

[Ipumeck meTunoBoro adupa <0,05 % He 6onee 0,2%

Jlrobast npyras equHUIHAS IPUMECH <0,05 % He 6oiee 0,2%

CymMma npumMeceit <0,05 % IHe 6oitee 1,2%

OcTaToOYHbIe OPraHNYecKHe PACTBOPUTETN
OraHon 850 Mkr/Tab. He 6onee 14 400 mMkr/Tabnerky

MukpoOuoaoru4eckass YucToTa
MHuUKpOOHOIOrHYecKasi YUCTOTa HEBOIHBIX
JICKapCTBEHHBIX IpenapaToB AJs NpUeMa

BHYTPb
o0l11Iee YHCII0 KUZHECTIOCOOHBIX a3POOHBIX 0 KOE/r e Gosee 103 KOE/r
OpraHUu3MOB
o0111ee YMCII0 APOKIKEBBIX U TNIECHEBBIX 0 KOE/r He 6omnee 102 KOE/r
rpudoB
orcyrctBue Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 T
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ZeNTIVA

Cepruduxkar anaausza Ne 3419

Haseanue npooykxma Tenzan®AM 5 mr/80 mr

Homep npooykma 11009428 0051 Cepusa LIMS HV 1665122
Howmep cepuu 2700521 Obpaszey HV 5588031
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1657917
Jlexapemeeniias TabeTKH Ob6pasey MZP 5554442
gopma

Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 21 782 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus

Jlama npoussoocmea 20.05.2021

Jlama ucmeuenus 30.04.2023
CpoKa 200HOCmU

Cneyughuxayus JIT1-005472/170419
Ne pecucmpayuonnoeo yoocmosepernus JII-005472

Hcnvimanue Pezynomamut Hopmut
OxHOpPOAHOCTH T03MPOBAHUS - COEPKAHIE
B TalJ1eTKe
AMJIOJUIINH COOTBETCTBYET AV <15,0
TeaMHUCapTaH COOTBETCTBYET AV <15,0
KonnuecTBeHHOE ONpeieJieHHe aMJIOAHIIHHA 98 % 95 % mo 105 %
KonnuecTBeHHOE OMpe/ie/ieHHe 101 % 95 % mo 105 %
TeJMHCapTaHa

HNubopmanms o BITyCKe

SAKIIOYEHHUE: CooTBercTBHE CienupuKanum.

JlaHas cepus cooTBeTcTBYeT TpedoBaHuAM HopMaTHBHOM J0KYMEHTAIMH, 3aperucTpupoBanHoii B Poccuiickoii degepanun
B HACTOsIIIee BpeMsl 110 MepevyHCIeHHBIM apaMeTpaM.

YTBEPXJEHO K BBIITYCKY
MecTo pon3BOJCTBA ¥ KOHTPOJIS KauecTBa:
«3eHTHBA K.C.» (OQUIHANTBHEINA ITpaBoNIpeeMHNK «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 11
¥V kabenosus 130, 102 37, IIpara 10, Joman Mexomymnsl, Yemckas Pecy6mmka Daxc: +420 267 243 627

JInnensus Ha nmpou3sBocTBo Ne 25473/2/INS/98 (mocnennee m3menenune 260389/2020)
Ceprudurar GMP Ne cocr. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeeparcoeno Ynonnomouennvim Jakub Matusik 29-07-2021 ZG NTIVA
AUYOM «3enmusa, K.c.» /Monnuce/
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Manufacturer batch certificate No. 3419

Name of product  Telzap® AM 5 MG/80 MG
Product number 11009428 0051
Batch number 2700521

Strength 5 MG; 80 MG
Dosage form tablets

Package size 28 thl

Package type BLI4 X7
Manufacture date 20.05.2021

Expiry date 30.04.2023
Specification LP-005472/170419

Marketing authorisation No.  1,P-005472

Batch LIMS 11V
Sample HV

Batch LIMS MZP
Sample MZDP
Released quantity
Importing country

1665122
5588031
1657917
5554442
21782 PACKS
Russia

Test Results

Limits

Appereance
Appearancc
appearance

Identification
Identification of amlodipine
UPLC - Retention time

UPLC - UV spectrum

Identification of telmisartan
UPLC - Retention time

UPLC - UV spectrum

complies

complies

complies

complies

complies

Elongated biconvex tablets, white or
off-white to yellowish or yellow, with
“5” and “80” cngravings and a score on
one side. The score is not intended for
tablet breaking.

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.

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.

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.

The UV spectrum of one of the main
peaks in the chromatogram of the test_
solution should correspond to thg?GY/. -

spectrum of the peak of telmicGripzin 24 T

the chromatogram of the stg/ida/
solution. E/E

Approved by QP Zentiva, k.s. Jakub MatU§ik /2 g -07- 200
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NTIVA

Manufacturer batch certificate No. 3419

Product number

Name of product  Telzap® AM 5 MG/80 MG

11009428 _0051 Batch LIMS 1V 1665122
Batch number 2700521 Sample HV 558803 |
Strength 5 MG; 80 MG
Posage form S blots Batch LIMS MZP 1657917
Package size 28 bl Sample MZP 5554442
IA’;wkage Iy/wd BLI4 X7 Released quantity 21782 PACKS
1331%27? “ oraon Importing country  Russia
Specification 1.P-005472/170419
Marketing authorisation No.  LP-005472
Average mass of |
tablet
average mass of | tablet 0.715¢ 0.684g100.756 ¢
Dissolution test
Dissolution test - amlodipine
min 87
max 93
number of samples 6
% of stated amount after 60 min (Q= 90 % not less than 70 % (Q) of the label claim
70%) of amlodipine after 60 min
Telmisartan
% of the declared amount in 45 min (Q 97 % not less than 75% (Q) of the label claim
75 %) of telmisartan afler 45 min
Number of samples 6
Purity test
purity test - Amlodipine
impurity D <0.10 % NMT 0.3 %
N-formyl <0.10 % NMT 0.2 %
other impuritics individually <0.10 % NMT 0.2 %
Total impurities <0.10 % NMT 1 %
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 850 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* CFU/g g e W
Total combined yeast / moulds count 0 CFU/g NMT 10 CFU/g S Pt
Absence of Escherichia coli complies absence (1g) A ' 2
Approved by QP Zentiva, k.s. Jakub Matus ik 9 -07- 1011 ZeNTIVA
'«~..-.’.%’
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ZBNTIVA

Manufacturer batch certificate No. 3419

Name of product  Telzap® AM 5 MG/80 MG

Product number 11009428 _0051 Batch LIMS HY 1665122

Batch number 2700521 Sumple HY 5588031

Strength 5 MG; 80 MG s

Do o M Batch LIMS MZP 1657917

Package size 28 tbl Sample MZP 5554442

Z‘"f"“g“ type ) BLI4 X7 Released quantity 21782 PACKS
ure i .05. . .

E\‘;Z:J{ a;:}:‘;" ate ggg 4383; Importing country  Russia

Specification LP-005472/170419

- Marketing authorisation No.  1.P-005472

Uniformity of dosage
units - Content
uniformity
amlodipine complics AV 15.0
‘Telmisartan complies AV<15.0
Assay of amlodipin 98 % 95%to 105 %
Assay of telmisartan 101 % 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 29 -0-11 Z@NTIVA |
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Approved by QP Zentiva, k.s.
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