ZeNTIVA

Cepruduxar anaausa Ne 4379

Haseanue Teazan® AM 10 mr/80 mr
npooykma
Howmep npodykma 11009429 0052 Cepusi LIMS HV 1676905
Howmep cepuu 2510821 Obpasey HV 5638716
Jlozuposxa 10 mr; 80 mr Cepusi LIMS MZT 1672201
Jlexapcmeenas TaOJICTKH Obpasey MZP 5618208
¢dopma
Paszmep ynaxoexu 28 Tabnetok Paszmep svinywennoii cepuu 10 885 ym
Tun ynaxoexu biucrep 4 X 7 Cmpana Poccus
Jlama
npou3600cmea 31.08.2021
Jlama ucmeuenus  31.07.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Howmep pecucmpayuonnozo yoocmosepenus JIIT-005472
Hcnvimanue Pe3ynomamul Hopmu
Onucanue
Ornucanue
OIKCaHKE COOTBETCTBYET [IpononroBateie ABOSKOBBIMYKIIbIC TA0ICTKA
OT OEJIOr0 WIIK MOYTH OEJIOTo JI0 KEITOBATOrO
WM )KEITOTO [BeTa, ¢ TpaBupoBkamu «10» u
«80» 1 pUCKOI Ha OJTHOM CTOPOHE.
ToaJIMHHOCTD
[HommMHHOCTE aMIIOIUIIHHA
V2XKX-Bpems ynepKuBaHUs COOTBETCTBYET Bpewms ynepxuBaHust OJHOTO U3 OCHOBHBIX
MTUKOB HA XpPOMAaTOTpaMM€ HUCTIBITYEMOTO
pacTBoOpa JOJKHO COOTBETCTBOBATH BPEMCHU
yACPKUBAHHS ITUKA aMJIOJIMITAHA Ha
XpOMaTorpaMMe CTaHIaPTHOTO PacTBOpa.
VIOXKX-YO criektp COOTBETCTBYET Y®-criekTp 04HOTO M3 OCHOBHBIX IMUKOB HA
XpOMaTorpaMMe HCIIBITyEMOTO pacTBopa
JIOJKEH COOTBETCTBOBATh Y D-criekTpy nuka
aMJIOIMITHA Ha XpOMAaToTrpaMMe
CTaHJApTHOTO PacTBOPA.
[omnuHHOCTH TEIMHCAPTAHA
V2XKX-Bpemst yiepkuBaHus COOTBETCTBYET Bpewms ynep>kuBaHusi OAHOTO U3 OCHOBHBIX
MTUKOB HA XPOMATOTPaMME UCIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH BPEMCHU
yACp>KUBAHHS MTUKA TeJIMHUCAPTaHA HA
XpOMAaTorpaMMe CTaHIapPTHOTO PacTBOpa.
VIXKX-YO criektp COOTBETCTBYET
Cpennsist Macca 1 TadjieTkn
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ZeNTIVA

Cepruduxar anaausa Ne 4379

Haszsanue
npooykma
Homep npooyxkma
Homep cepuu
Jlosuposka
Jlexapcmeennas
¢dopma

Pasmep ynaxosku

11009429 0052
2510821
10 mr; 80 mr

TaOJIETKH

28 TabneTok
Tun ynaxoexu Bbmucrep 4 X 7
Jlama
npou3600cmea
Jlama ucmeuenus
CpoKa 200HOCmU

Cneyughuxayus

31.08.2021
31.07.2023

JIT1-005472/170419

Temsan® AM 10 mr/80 mr
Cepusa LIMS HV

Obpasey

Cepus LIMS MZT

Obpasey

Pazmep svinywennoii cepuu

Cmpana

Howmep pecucmpayuonnozo yoocmosepenus JIIT-005472

1676905
5638716
1672201

5618208

10 885 ym
Poccus

HYV

MZP

Cpennsist macca 1 Tabretku
PacTBOpenne

PacTBOpeHume - aMITOIUTIHH

Mum.

Makec.

KommdaecTBo 06pa3ios

% 3asBIEHHOTO KoNpudecTBa gepes 60

muH (Q=70%)

PactBopenue - TenmucapTan

% 3asBIEHHOTO KOJIMYECTBA uepes 45

muH (Q=75%)

Konudectso 00pasios
PoacTBeHHbIE IPUMeECH

PoncrBeHHbIE IPUMECH - aMJIOTUTTUH
IIpumecs D
N-popmun
JIro6as npyras eIMHUYHAS IPHMECh
CymMma nipumeceit

PoncTBeHHBIE IPHMECH - TEIMHUCAPTaH

ITpumecs MeTrnoBoro s¢gupa

Jlrobast apyrast eIMHUYHAs IPUMECH
Cymma mpumeceit
OcTaTo4yHbIe OPpraHn4ecKue
PaCTBOpHTEIH
DrtaHon
MuKpoOHoI0ruyecKasi YNCTOTA
Mukpobuonorniaeckast YucToTa
HEBOJIHBIX JIEKapPCTBEHHBIX MPENapaToB
JUIsl TIpeMa BHYTpPb
o011ee YHUCII0 KHU3HECTTIOCOOHBIX
a’pOOHBIX OPraHU3MOB
o011ee YHCII0 APOKIKEBBIX U
IUIECHEBBIX I'PHOOB
orcyrcteue Escherichia coli

OaHOPOAHOCTH N03MPOBAHNS -
coaep:kaHue B TaldJeTKe

0,717 r

92
97
6
95 %
98 %

6
<0,1 %
<0,1 %
<0,1 %
<0,1 %

<0,05 %

<0,05 %
<0,05 %

5000 mxkr/Tad

0 KOE/r
0 KOE/r

COOTBETCTBYCT

0,684-0,756 r

He menee 70 % (Q) ot 3asiBJI€HHOTO
KOJIMYECTBa aMJIOAWITHHA depe3 60 MUH

He menee 75 % (Q) ot 3asBIICHHOTO
KOJIMYEeCTBA TeIMUCApTaHa uepe3 45 MUuH

He 6onee 0,3 %
He 6onee 0,2 %
He 6oitee 0,2 %
He Gonee 1 %

He 6oiee 0,2%

He 6onee 0,2%
He 6onee 1,2%

He 6onee 14 400 mkr/TabneTky

He 6onee 10% KOE/X &
He Gonee 102 KOE/Y

OTCYTCTBHUE B | T
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ZeNTIVA

Cepruduxar anaausa Ne 4379

reJIMucapTaHa

Haseanue Teazan® AM 10 mr/80 mr
npooykma
Howmep npodykma 11009429 0052 Cepusi LIMS HV 1676905
Howmep cepuu 2510821 Obpasey HV 5638716
Jlozuposxa 10 mr; 80 mr Cepusi LIMS MZT 1672201
Jlexapcmeenas TaOJICTKH Obpasey MZP 5618208
¢dopma
Pasmep ynaxosxu 28 tabnerox Pasmep svinywennoii cepuu 10 885 yn
Tun ynaxoexu biucrep 4 X 7 Cmpana Poccus
Jlama
npou3600cmea 31.08.2021
Jlama ucmeuenus  31.07.2023
CpoKa 200HOCmU
Cneyughuxayus JIT1-005472/170419
Howmep pecucmpayuonnozo yoocmosepenus JIIT-005472
AMJIOIUIIHH COOTBETCTBYET IAV < 15,0
TeJIMUCApTaH COOTBETCTBYET AV < 15,0
KosimuecTBeHHOE OnpeneieHHe 99 % 95 % mo 105 %
[AMJIOIMITMHA
KosinuecTBeHHOE onpeiesieHHe 101 % 95 % no 105 %

3AK/IIOYEHHUE: CooTBeTCTBYET TPeOOBAHUAM criellUPUKAIINH.

JaHas cepusi cooTBeTcTBYeT TpedoBaHuAM HopMaTHBHOM 10KyMEHTALUHU, 3aperucTpupoBanHoii B Poccuiickoii ®enepanun
B HACTOsilllee BpeMs N0 NepedrcIeHHbIM apaMeTpam.

YTBEPXKJEHO K BBIITYCKY

MecTo MpoU3BOJACTBA U KOHTPOJISl KauecTBa:

«3eHTHBA K.C.» (OQHIHATBHEINA IIpaBoNIpeeMHNK «3eHTHBa a.c.» ¢ 01.01.2009)
V¥ kaGenosusl 130, 102 37, IIpara 10, Honan Mexomynsl, Yemmckas Pecry6muka ®daxkc: +420 267 243 627
JIuuensus Ha mpou3BoacTBO Ne 25473/2/INS/98 (nocnenuee u3menenue 260389/2020)

Cepruduxar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeepoicoeno ynonnomouennvim
auyom «3enmuea, K.c.»

Jakub Matusik 08-10-2021
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ZEeNTIVA

Manufacturer batch certificate No. 4379

Name of product Telzap® AM 10 MG/80 MG

Product number 11009429 _0052 Batch LIMS HV 1676905

Batch number 2510821 Sample HV 5638716
e e MG Batch LIMS MZP 1672201
Package size 28 tbl Sample MZP 5618208
Package type BLI4 X7 Released quantity 10885 PACKS
Manufacture date 31.08.2021 I /i / Russi

Expiry date 31.07.2023 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
“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. L

UPLC - UV spectrum complies

Average mass of 1
tablet
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ZENTIVA

Manufacturer batch certificate No. 4379

Name of product Telzap® AM 10 MG/80 MG

Uniformity of dosage
units - Content
uniformity

Product number 11009429 _0052 Batch LIMS HV 1676905
Batch number 2510821 Sample HY 5638716
Dasceelforn 10 MIO; 80 MG Batch LIMS MZP 1672201
Package size 28 tbl Sample MZP 5618208
Package type BL14 X7 Released quantity 10 885 PACKS
Manufacture date 31.08.2021 Importing country Russia
Expiry date 31.07.2023
Specification LP-005472/170419
Marketing authorisation No. LP-005472
average mass of 1 tablet 0.717¢g 0.684g1t00.756 g
Dissolution test
Dissolution test - amlodipine
min 92
max 97
number of samples 6
% of stated amount after 60 min (Q= 95 % not less than 70 % (Q) of the label claim
70%) of amlodipine after 60 min
Telmisartan
% of the declared amount in 45 min (Q 98 %, 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 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 5000 pg/Tab not more than 14,400 gltablet
Microbiological quality >
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g
Total combined yeast / moulds count 0 CFU/g
Absence of Escherichia coli complies

Approved by QP Zentiva, k.s.
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ZENTIVA

Manufacturer batch certificate No. 4379

Name of product Telzap® AM 10 MG/80 MG

Product number 11009429_0052 Batch LIMS HV 1676905

Batch number 2510821 Sample HV 5638716

Bocaee form 10 MG 80 MG Batch LIMS MZP 1672201
Package size 28 tbl Sample MZP 5618208
Package type BL14 X7 Released quantity 10 885 PACKS
Manufacture date  31.08.2021 I /i / Russi

Expiry date 31.07.2023 mporting couniry ussia
Specification LP-005472/170419

Marketing authorisation No. LP-005472

amlodipine complies AV<15.0

Telmisartan complies AV<15.0
Assay of amlodipin 99 % 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 267241 111
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267243 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
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