ZeNTIVA

Cepruduxar anajaunsa npousBoaurensi Ne 2156

Haseanue npodykxma Teazan® AM 10 mr/40 mr

Homep npooyxkma 11009430 _0051 Cepusa LIMS HV 1647944
Homep cepuu 2830321 Obpaszey HV 5508522
Jlosupoexa 10 mr; 40 mMr Cepus LIMS MZT 1646770
Jlexapcmeenias TabJIETKH Oobpaszey MZP 5503533
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 4616 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
ﬁama npousqeodcm@a 05.03.2021

ama ucmeyenus 28.02.2023

CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Howmep pecucmpayuonnoco yoocmoeeperus

JIT1-005472
Hcnvimanue Peszyromamut Hopmut
Onucanue
Omnmcanne
OIMcaHue COOTBETCTBYET [IpononroBateie ABOSKOBBIMYKIIbIC TA0NETKA
OT OEJIOro WK MOYTH 0eJIOTo 10
JKEITOBATOI'O WITH JKEJITOTO L[BETA, C
rpaBupoBkamu «10» u «40» u puckoit Ha
OJHOM CTOPOHE.
IMoaJIMHHOCTH
[MommMHEHOCTE aMIIOUIIHHA
YIXKX-Bpems yaepKuBaHUS COOTBETCTBYET Bpewms ynepxuBaHust OTHOTO U3 OCHOBHBIX
MTUKOB HA XpPOMAaTOTpaMM€ UCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHU
YAEpKUBaHU ITHKA aMJIOTUIIHHA Ha
XpoMaTorpaMMe CTaHAAapTHOTO PacTBOpa.
VIXKX-YO criekp COOTBETCTBYET Y®-criekTp 04HOTO M3 OCHOBHBIX IMUKOB Ha

XpOMaTorpaMMe HCIIBITYyEMOTO pacTBopa
JIOJKEH COOTBETCTBOBATh Y D-criekTpy nuka
aMJIOIMITHA Ha XpOMaToTrpaMMe
CTaHAapTHOI'O pacTBoOpa.

IToanuuHOCTh TENMHCApTaHA
V2XKX-Bpemst yiepkuBaHus COOTBETCTBYET Bpewms ynep>kuBaHusi OAHOTO U3 OCHOBHBIX
[IMKOB Ha XpOMAaTOrpaMMe UCTBITYEMOT0
pacTBopa J0DKHO COOTBETCTBOBATH BPEMEHH
YICpKUBAHUS THKa TeIMUCapTaHa Ha
XpOMaTOrpaMMe CTaHIapTHOTO PacTBoOpa.
VIXKX-YO criektp COOTBETCTBYET Y®-criekTp 04HOTO U3 OCHOBHBIX IHKOB Ha
XPOMATOrPaMMe HCTIBITY MO Qs {CTB
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ZeNTIVA

Cepruduxar anajaunsa npousBoaurensi Ne 2156

Haseanue npodykxma Teazan® AM 10 mr/40 mr

Ymeepowcoeno omoenom konmpons
Kawecmea «3eHmuea, K.c.»
Buoinyweno 17/05/2021

Jakub Matusik 04.06.2021
/Mlongnucs/

Crannna 2 u3 3

Homep npooyxkma 11009430 _0051 Cepusa LIMS HV 1647944
Homep cepuu 2830321 Obpaszey HV 5508522
Jlosupoexa 10 mr; 40 mMr Cepus LIMS MZT 1646770
Jlexapcmeenias TabJIETKH Oobpaszey MZP 5503533
gopma
Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 4616 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus
Jlama npoussoocmea 05.03.2021
Jlama ucmeuenus 28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JITI-005472
Cpennsist macca 1 TabieTku 0,479 0,456-0,504 r
PacTBOpeHue
PacTtBOpenue - amiogunuH
Mum. 89
Makc. 95
KommdaecTBo 06pa3ios 6
% 3asBIEHHOTO KoJn4ecTBa uepe3 60 MuH He menee 70 % (Q) ot 3asBI€HHOTO
(Q=70%) 92 % KOJIMYECTBa aMJIOAUNKHA Yepe3 60 MUH
He menee 75 % (Q) ot 3asBJIICHHOTO
IPacTBOpeHue - TeTMUCapTaH 97 % KOJIMUECTBa TeJIMUCApTaHa yepe3 45 MUH
% 3asBICHHOTO KOJIIMYECTBA uepes 45
MmuH (Q=75%)
KommdaecTBo 06pa3ios 6
TecT HA YUCTOTY
Tect Ha YHCTOTY - aMIIOTUTTHH
Ipumecs D <0,10 % He 6onee 0,3 %
N-dhopmun <0,10 % He 601ee 0,2 %
JIpyrue eqUHUYHbIE <0,10 % He 6oiee 0,2 %
UICHTU(QUIMPOBAHHEBIC IPHUMECH
oO1iee coaepkaHue nmpuMeceit <0,10 % He Oonee 1 %
Tect Ha 9HCTOTY - TEIMHCAPTaH
[Ipumeck metunoBoro adupa <0,05 % He 6ouee 0,2%
Jpyrue eTMHUYHBIE TPUMECH <0,05 % He 6onee 0,2%
Obmiee conepxanue mpumecen <0,05 % He 6onee 1,2%
OcTaTo4yHble OPraHnyecKue
pacTBOpPUTEIH
DrtaHom 1300 Mkr/Tabd He 6onee 9600 Mkr/TabneTky
MukpoOuoIoruyecKkass YucToTa
MukpoOHOIOTHYECKAST YUCTOTA
HEBOJIHBIX JICKAPCTBCHHBIX MPEHapaToB
IUTA TIpEeMa BHYTPb
o0r111ee 9nCIT0 KUIHECTIOCOOHBIX 0 KOE/r e Gosee 103 KOE/r
adpOOHBIX OPTaHU3MOB
o011ee YnCIIo APOXKIKEBBIX U 0 KOE/r ue 6omnee 102 KOE/r
TJIECHEBBIX TPHOOB
otcyrctBUe Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 T
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ZeNTIVA

Cepruduxar anajaunsa npousBoaurensi Ne 2156

Haseanue npodykxma Teazan® AM 10 mr/40 mr

Homep npooyxkma 11009430 _0051 Cepusa LIMS HV 1647944

Homep cepuu 2830321 Obpaszey HV 5508522

Jlosupoexa 10 mr; 40 mMr Cepus LIMS MZT 1646770

Jlexapcmeenias TabJIETKH Oobpaszey MZP 5503533

gopma

Pazmep ynaxosxu 28 Tabnerok Pazmep svinywennoii cepuu 4616 yn.
Tun ynakoexu Brucrep 4 X 7 Cmpana Poccus

ama npouzgoocmea
,gama uﬁmequuﬂ 05.03.2021
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Howmep pecucmpayuonnozo yoocmosepenusi
JIT1-005472

OanopoaHocTh 103MPOBAHUS -
cojep;kaHue B TabjieTke
aMJIOJUITNH COOTBETCTBYET AV < 15,0

TEeJIMUCapTaH COOTBETCTBYET AV < 15,0

KonnuecTBeHHOE OMpe/ie/ieHHe 99 % 95 % mo 105 %
aMJIOAMITHHA
Konn4yecTBeHHOE OMpe/ie/ieHHe 101 % 95 % mo 105 %
TeJMHCAPTAHA

HNudopmanus mo BbINMYCKY

3AK/IIOYEHHUE: CooTBeTCTBYET TpPeOOBaHUAM crielluPUKAIIUH.

JlaHas cepus cooTBeTcTBYeT TpedoBaHuAM HopMaTHBHOM J0KyMEHTAIMH, 3aperucTpupoBanHoii B Poccuiickoii @egepanun
110 NepeYrucIeHHbIM IapaMeTpam.

OJOBPEHO K BBIITYCKY
MecTo Mpou3BOACTBA U KOHTPOJISl KauecTBa:
«3eHTHBA K.C.» (OQHIHAITEHEINA ITpaBoNpeeMHNK «3eHTHBa 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 npoun3BocTBo Ne 25473/2/INS/98 (nmocnennee u3menenne 166942/2019)
Ceprudukar GMP Ne cocTt. 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631/2019

Ymeeporcoerno omoenom konmpons Jakub Matusik 04.06.2021 ZZNTIVA «3eHTHED,
Kavecmea «3eHmuea, K.c.» /Moanuce/ I;;?Teﬂ;:\k
Bommyweno 17/05/2021 i Mexfnym;l*

Crannna 3 u3 3 PacneanaH:o: 04.06.2021



ZeNTIVA

Manufacturer batch certificate No. 2156

Name of product Telzap® AM 10 MG/40 MG

Product number 11009430 _0051 Batch LIMS HV 1647944
Batch number 2830321 Sample HV 5508522
Docee form 10 MG; 40 MG Batch LIMS MZP 1646770
Package size 28 tbl Sample MZP 5503533
Package type BLI4 X7 Released quantity 4616 PACKS
Manufacture date 05.03.2021 I /i / Russi

Expiry date 28.02.2023 mporling couniry 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 “40” 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 chromatogram of the test
solution should correspond to the UV
solution.

Average mass of 1
tablet

Approved by QP Zentiva, k.s.
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Z@NTIVA

Manufacturer batch certificate No. 2156

Name of product Telzap® AM 10 MG/40 MG

Product number 11009430 _0051 Batch LIMS HV 1647944
Batch number 2830321 Sample HV 5508522
Strength 10 MG; 40 MG

Dosage form tablets Batch LIMS MZP 1646770
Package size 28 tbl Sample MZP 5503533
Package type BLI4 X7 Released quantity 4616 PACKS
Manufacture date  05.03.2021 I i / Russi

Expiry date 28.02.2023 mporting couniry Hssia
Specification LP-005472/170419

Marketing authorisation No. LP-005472

average mass of 1 tablet 0479 g 0456 210 0.504 g
Dissolution test
Dissolution test - amlodipine

min 89

max 95

number of samples 6

% of stated amount after 60 min (Q= 92 %, 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 after 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 impurities 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 1300 pg/Tab not more than 9,600 pg/tablet

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

total viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g
Absence of Escherichia coli complies absence (1g)

Uniformity of dosage
units - Content
uniformity

Approved by QP Zentiva, k.s.

Jakub Matugik 04 0520 ZONTIVA o
Do
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ZeNTIVA

Manufacturer batch certificate No. 2156

Name of product Telzap® AM 10 MG/40 MG

Product number 11009430 _0051 Batch LIMS HV 1647944
Batch number 2830321 Sample HV 5508522
Strength 10 MG; 40 MG

Dosage form tablets Batch LIMS MZP 1646770
Package size 28 tbl Sample MZP 5503533
Package type BL14 X7 Released quantity 4616 PACKS

Manufacture date  05.03.2021
Expiry date 28.02.2023
Specification LP-005472/170419
Marketing authorisation No. LP-005472

Importing country  Russia

amlodipine complies AV <15.0

Telmisartan complies AV <15.0
Assay of amlodipin 99 o, 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 04 0 201 ZSNTIVA |
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Approved by QP Zentiva, k.s.
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