ZSNTIVA
Ceprudukar anaansa Ne 1930

Hassanue npooykma Tenzan®AM 5 mr/80 mr
Howmep npooyxma 11009432 0051 Cepusa LIMS HV 1651252
Howmep cepuu 2680321 Obpasey HV 5523648
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1649273
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5514993
dopma
Pazmep ynaxosxu 56 TabneTok Pazmep svinywennoii cepuu 7 536 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust
ama npouzgoocmaa
gama ulc)meltenuﬂ 22.03.2021
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JIT1-005472
Hcnvimanue Pesynomamot Hopmut
Onucanue
Ornucanue
OIMcaHue COOTBETCTBYET [IpononroBateie ABOSKOBBIMYKIIbIC TA0ICTKA
ot 6esoro Wiy no4tu 6esoro 10
JKEJITOBATOI'O WITH JKEJITOTO 1[BETA, C
TpaBUPOBKaMU «5» u «80» U pHCKON Ha
OITHOU CTOpOHE.
ToaJIMHHOCTD
[MommMHHOCTE aMIIOUIIHHA
VY2XKX-Bpems ynepKuBaHUs COOTBETCTBYET Bpewms ynepxuBaHust OTHOTO U3 OCHOBHBIX
MTUKOB HA XPOMATOrPaMME UCIBITYEMOTO
pacTBoOpa JOJKHO COOTBETCTBOBATH BPEMCHU
yACPKUBAHHS ITUKA aMJIOJIUITAHA Ha
XpOMAaTorpaMMe CTaHIApPTHOTO PacTBOpa.
YIOXX-YO cnektp COOTBETCTBYET Y @-cnexTp 0JHOT0 U3 OCHOBHBIX TUKOB HA
XpOMAaTOrpaMMe HCIBITYEMOTO pPacTBoOpa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy MUKa
aMJIO/IMITUHA HA XpOMATOTpaMMe
CTaHJAPTHOTO PAaCcTBOPA.
[HomnmmHEHOCTE TEIMHCApTaHA
V2XKX-Bpems ynepKuBaHUs COOTBETCTBYET Bpewms ynepxuBaHust OJHOTO U3 OCHOBHBIX
MTUKOB HA XpPOMAaTOTpaMM€ UCTIBITYEMOTO
pacTBopa JOIDKHO COOTBETCTBOBATH BPEMEHHU
YAepKUBaHI MUK TeIMHUCApTaHa Ha
XpoMaTorpaMme CTaHJANTHOTO PaCTBOPA.
& %

Ymeeporcoeno ynonnomouennvim Eva Matoulkova 03-05-2021
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ZeNTIVA

Ceprudukar anaansa Ne 1930

Hassanue npooykma Tenzan®AM 5 mr/80 mr

Howmep npooyxma 11009432 0051 Cepusa LIMS HV 1651252
Howmep cepuu 2680321 Obpasey HV 5523648
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1649273
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5514993
dopma
Pasmep ynarxosxu 56 TabieTok Pasmep svinywennoii cepuu 7 536 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust
amammseocnss 3030
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Homep pecucmpayuonnozo yoocmogepenus
JIT1-005472
Hcnvimanue Pesynomamot Hopmut
VYIOXX-YO cnektp COOTBETCTBYET Y @-cnexTp 0JHOT0 U3 OCHOBHBIX TUKOB HA
XpOMaTorpamMme UCIIBITYEMOT0 pacTBOpa
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpy MUKa
TEJIMHUCApTaHa Ha XpOMaTOTpaMMe
CTaHJapPTHOT'O pacTBOpa
Cpennsist Macca 1 TadjieTkn
Cpennsist macca 1 TabieTku 0,721r 0,684-0,756 T
PacTBOpeHue
PacTtBOpenue - amiiogunuH
Mums. 67
Makec. 78
Konundectso 00pasios 12
% 3asBIEHHOrO KouudecTna uepes 60 74 % He menee 70 % (Q) oT 3asBI€HHOTO
muH (Q=70%) KOJIM4ECTBA aMJIOAUNKHA uepe3 60 MUH
PactBopenue - TenmucapTan
% 3asBICHHOTO KOJIIMYECTBA uepes 45 89 % He menee 75 % (Q) ot 3asBII€HHOTO
MmuH (Q=75%) KOJIMYeCTBa TeIIMHUCapTaHa depes 45 MuH
KommdaecTBo 06pa3ios 6
PoacTBeHHbIE MpUMecH
PojicTBeHHBIEC TPUMECH - aMIIOTUITHH
Ipumecs D <0,10 % He 6onee 0,3 %
N-dbopmun <0.10% He 6oiee 0,2 %
Jlrobast npyrast eIMHUYHAs IPUMEChH <0,10 % He 6onee 0,2 %
Cymma mpuMmeceit <0,10 % He 6oiee 1 %
PoncTBeHHBIE TpUMECH - TEIMHUCAPTaH
[Ipumecs meTmtoBoTO 3dPupa 0,1 % He 6omee 0,2%
Jlrobast npyrast equHUIHAS IPUMECH <0,05% He 6oiee 0,2%
Cymma mpuMmeceit 0,1 % He 6omee 1,2%
OcTaTo4yHble OPraHnyecKue
pacTBOpPUTEIH
OraHon 1000 Mkr/Tab He 6onee 14 400 Mkr/Tabnerky

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

Eva Matoulkova 03-05-2021

Cranuna 2 u3 4




ZSNTIVA
Ceprudukar anaansa Ne 1930

Hassanue npooykma Tenzan®AM 5 mr/80 mr

Howmep npooyxma 11009432 0051 Cepusa LIMS HV 1651252
Howmep cepuu 2680321 Obpasey HV 5523648
Jlosupoexa 5 mr; 80 mT Cepus LIMS MZT 1649273
Jlexapcmeenias TabJIeTKH Obpaszey MZP 5514993
dopma

Pazmep ynaxosxu 56 TabneTok Pazmep svinywennoii cepuu 7 536 yn.
Tun ynakosxu Bmuctep 8 X 7 Cmpana Poccust

ama npouzeoocmesa
gama ulc)meltenu}z 22.03.2021
28.02.2023
CpoKa 200HOCMU
Cneyughuxayus JIT1-005472/170419
Howmep pecucmpayuonnozo yoocmosepenusi
JIT1-005472

Hcnvimanue Pesynomamot Hopmut

MukpoOuoaoru4eckass YucToTa
Mukpobuonorniaeckast YucToTa
HEBOJHBIX JIEKAPCTBCHHBIX MIPENAPATOB
JUIs TIpreMa BHYTpPb

o011ee YHCII0 KU3HECTTIOCOOHBIX 0 KOE/r e Gonee 10° KOE/r
a3pOOHBIX OPTaHU3MOB

00I11Iee YUCIIO POKIKEBBIX U 0 KOE/r e Gosee 102 KOE/r
IJIECHEBBIX TPHOOB

orcyrctBue Escherichia coli COOTBETCTBYET OTCyTCTBUE B I T

OQHOPOAHOCTH 103MPOBAHNA -
coaep:kaHue B TaldJieTKe

aMJIOJTUTINH COOTBETCTBYET AV < 15,0
TeaMHUCcapTaH COOTBETCTBYET AV <15,0
IKosimyecTBeHHOE OnpeneeHne 99 % 95 % mo 105 %
AMJTIOTHIIHA
KonnyecTBeHHOE ONpee/ieHHe 101 % 95 % mo 105 %
TeJIMHCAPTAHA

3AK/IIOYEHHUE: CooTBeTCTBYET TPeOOBaHUAM crielluPUKAIIUH.

JaHas cepusi cooTBeTcTBYeT TpedoBaHuAM HopMaTHBHOM 10KyMEHTALUHU, 3aperucTpupoBanHoii B Poccuiickoii ®enepanun
B HACTOsIIIlee BpeMsl 110 MepevyHCcIeHHBIM IapaMeTpaM.

YTBEPXKJIEHO K BBIITYCKY
MecTo MpoU3BOJACTBA U KOHTPOJIS KauecTBa:
«3eHTHBA K.C.» (OHIHANBHBINA IIpaBoONpeeMHHK «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 11
VY ka6enousr 130, 102 37, IIpara 10, o Mexomynsl, Yemickas Pecry6mika ®daxkc: +420 267 243 627

JIunensust Ha npoun3sBocTBo Ne 25473/2/INS/98 (nmocnennee u3menenne 166942/2019)
Ceprudpukar GMP Ne coct. 254516/2017, 342333/2018, 352900/2018, 24440/2019, 955631/2019

Ymeeporcoeno ynonnomouennvim Eva Matoulkova 03-05-2021
nuyom «3enmusa, K.c.»

Cranunna 3 u3 4 Pacneana}lo: 3.5.2021



Z@NTIVA

Manufacturer batch certificate No. 1930

Name of product "T'elzap® AM 5 MG/80 MG

Product number 11009432 0051

Batch number 2680321

Strength 5 MG; 80 MG
Dosage form tablets
Package size 56 tbl

Package type

BLISX7

Batch LIMS 11V
Sample 1V
Batch LIMS MZP
Sample MZP
Released quantity

1651252
5523648
1649273
5514993
7536 PACKS

Manufacture date 22.03.2021
Expiry date 28.02.2023
Specification 1.P-005472/170419
Marketing authorisation No.  1.0-005472

Importing country Russia

Test Resulrs

Appereance
Appcarance
appearance complics

Identification
ldentification of amlodipine
UPL.C - Retention time co"]p“es

UPLC - UV spectrum complies

Identification of telmisartan
UPLC - Retention time complies

UPLC - UV spectrum complies

Limits

Elongated biconvex tablets, white or
off-white to ycllowish or yellow, with
“5" and “80” engravings and a scorc 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 spectpretiGimaft
peaks in thyChromaicz=4m ol 'ae test
solution: ;m»;fz{gorrespunr‘ i theUV
spectry m) ('/f [the peak of telmlsmar in

Approved by QP Zentiva, k.s. Mgr. Eva Matoulkovs ) 3 -5- 2021
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ZSNTIVA

Manufacturer batch certificate No. 1930

Name of product "T'elzap® AM 5 MG/80 MG

Product number  11009432_0051 Batch LIMS HV 1651252
Batch number 2680321 Sample 1V 5523648
Strength S MG; 80 MG i . s g

Dosage form wblets Batch LIMS MZP 1649273
Package size 56 thl Sample MZP 5514993
Package type BLI& X7 Released quantity 7536 PACKS
"..4“"."/ acture date 22.03.2021 Importing country Russia

Expiry date 28.02.2023 o
Specification LP-005472/170419

Marketing authorisation No.  1.P-005472

Average mass of 1
tablet
average mass of | tablet 0721 g 0.084 5t0 0.756

Dissolution test
Dissolution test - amlodipine

min 67

max 78

number of samples 12

% of stated amount after 60 min (Q= 74 % not less than 70 % (Q) of the label claim

70%) of amlodipine afier 60 min

Telmisartan

% of the declared amount in 45 min (Q 89 % not less than 75% (Q) of the label ctaim
75 %) of telmisartan afier 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 | %

Purity test - Telmisartan
Methylester 0.1% NMT 0.2 %
Other impurities individually <0.05 % NMT 0.2 %
Total impurities 0.1% NMT 1.2 %

Residual solvents
Ethanol 1000 pg/Tab not more than 14,400 pg/tablet

Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use Ppreics :
total viable aerobic count 0 CFU/g NMT 10° Crlife =

Total combined yeast / moulds count 0 CFU/g NMT |g§,?¢yQ5§
Absence of Escherichia coli complies absenc,_';‘f o

Approved by QP Zentiva, k.s. g rva Matoulkova 03 -05- 207 L@i\
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ZSNTIVA

Manufacturer batch certificate No. 1930

Name of product T'elzap® AM 5 MG/80 MG

Product number 11009432 _0051 Batch LIMS 1V 1651252

Batch number 2680321 Sample HV 5523648

Strength 5 MG; 80 MG . :

Dosage form wblets Batch LIMS MZP 1649273
Package size 56 tb] Sample MZP 5514993

g’m‘ktl;:c' type / BLI8 X7 Released quantity 7536 PACKS
danufacture date 22.03.2021 tinrer 0 . ol

Expiry date 28.02.2023 Importing country — Russia

Specification LP-005472/170419

Mearketing authorisation No.  1.1-005472

Uniformity of dosage
units - Content
uniformity
amlodipine complics AV-< 15.0
Telmisartan complies AV=15.0
Assay of amlodipin 99 % 95% 10 105 %
Assay of telmisartan 101 % 95 % to 105 %

Release information

CONCLUSION : Conformity with specification.

The batch mects 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

Manufacturc Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 95563 1//2019

Tssia Al )
i Zentiva %s)
i Ukabesvny 130
i 10297Feai0
Dot

Approved by QP Zentiva, k.s.  Mgr.tvaMatoulkovs ) 3 -05- 2021 AR
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