JEKJIAPAITASA O COOTBETCTBHAN

AEKJIAPAHT, MIPHHAMAIOINIA JEKAAPAIIUIO O COOTBETCTBHM

AO "Canoghu Poccus"

Ceedenus o pezucmpatuu opzanusayuu: Mexcpaiionnas wncneiaqus Pedepanvroii nanozoeoii cryxchvr Ne 46 no
2. Mockee 01.01.2008, OTPH 1027739079940, dama npuceoenus OFPH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxas, . 22. Tenegon/pavc: 8 (495) 721-14-00/ 721-14-11

B munyje: I'enepanvhoiii dupexmop Monxc O.A,

Hosepennoe muyo: Cmenarios C.C., dosepennocmn 6/ om 01.12.2017

3AABIAET, YTO

Aexapemeentioe cpedcmeo. Tensan® AM, mabremxu 5 mz+80 M2 7 wm., bmicmepel (4), nauku kapmonrivie, PY
Ne JIT1-005472 om 17.04.2019 (@ama samenst 20.09.2019) ewdano AO "Canogm Poccun”, cepus 2700819,
napmus 11465 ynaxoeox, 200en do 31.07.2021, npouzeodcmea Jenmusa K.c., Yenicxan Pecnybnuxa, Zentiva
k.s., U kabelovny 130, 102 37 Prague 10, Doni Mecholupy, Czech Republic, ko0 OKII[[2 21.20.10.140, xo0
TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.201 0, uneotic Ne 9085351008 om 22.10.2019

COOTBETCTBYET TPEEOBAHMSIM

JII-005472-170419 vsm. Nel-2

AEKJIAPAITHA ITPUHSITA HA OCHOBAHHH

npomoxon ucnvimanut Ne 32610 om 11.11.2019 HIT 000 HI] "®APMOBOPOHA". ammecmam
axpedumaruu POCC RU.0001.21PJI40, Cepmughukam POCC CZ OMOS.C53868 om 11.11.2019

Cremanos C.C.
(1310

OPTAH 110 CEPTHOHKAIINH, 3APETHCTPHPOBABIINAH JEKJNAPAITHIO

RA.RU.119M08 OPI4H 110 CEPTHOHKALMH ITPOIYKITHH OBLIECTBO C OI'PAHHYEHHOY

OTBETCTBEHHOCTEIO "OKPYXXHOM LIEHTP KOHTPO/IT KAYECTRA "

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am, 5, nom. I, kom. 1, adpec opzana no

cepmugnxanpuu: 115280, POCCHA, 20pod Mocksa, yi. Macmeproga, 0. 4, sm. 5., men.:(495)788-02-88, eeb-

catim: oyxx.pg,

AEKJIAPAITAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RUJ-CZ.DM08.4.44143/19
XA REFRCTPAITIAN 12.11.2019

@]H Hunenxo 1B,
Hozmcs Pyxoeamrens OC




ZeNTIVA

Ceprudukar anannza Ne 3825

Ymeepacoeno omdenom koumponn
Kavecmea «3enmueq, K.c.»

Hnx Esa Marynskopa
Moanucs/

21-10-2019 Crannuma1n3 3

Hasganue npodyxma Tensan®AM 5 mr/80 mr
Homep npooyxma  11009428_ 0051 Cepus LIMS HY 1420507
Homep cepuu 2700819 Obpazey HV 5189531
Hozuposxa 80 Mr; S Mr Cepus LIMS MZT 1416306
A Obpasey MZP 5171024
dopma
Pazmep ynakosku 28 Tabnetox Pazmvep euinyuyennoii cepuu 11 465 ynm.
Tun ynaxosxu Bnucrep4 X 7 Cmpana Poccus
foma pacasocnsd 300801
31.07.2021
cpoka zo0HoCMU
Creyughuxayun JII1-005472/170419
Homep pecucmpayuonnozo ydocmosepenus JI-
005472
Henvimanue Pesynomamot Hopms:
Onucanne
Onucanue
OlUCAHHE COOTBETCTBYET INpononropatsie ABOAKOBBIMYKJIbIE
TabneTku ot 6e0ro uAK noutw Henoro
[0 JKENITOBATOrO WIIH XEJTOro LBeTa, C
rpaBHPOBKAMH «5» H «80» U puckoii Ha
oznHoti cTtopoHe. Pucka He
npegHa3sHayeHa A pazfiaMBIBaHHS
Tabnetku
\l’[o,cmnnnoc’rb
IMoanuHHOCTE aMAOAUNHHA
V3XX-Bpema yaepxupaHus COOTBETCTBYET BpeMs yaepxuBaHus 0fHOro U3
OCHOBHBIX NMKOB Ha XPOMATOTpaMmMe
HCMBLITYEMOrO PacTROpa JOKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBAHHA
MHKa aMIIOAMITHHA Ha XpoMaTorpamme
CTaHAAPTHOrO pacTBOpa.
YIXKX-YO cnextp COOTBETCTBYET Y®P-cHeKTp OAHOro H3 OCHOBHBIX MTHKOB
Ha XpOMaTOrpaMMe MCHBITYEMOro
pacTBOpa NO/MKEH COOTBETCTBOBATL Y M-
CTNEKTPY MHKa aMAOAMITHHA Ha
XpomarorpamMMe CTaHAapPTHOroO
pacTBopa.
[ToanuxHOCTE TENMHUCAPTaHA
V3OXX-spema yaepxusanus COOTBETCTBYET Bpems yaepkHBaHMs OAHOTO M3
OCHOBHBIX [THKOB Ha XpOMaTorpaMme
HCIBITYEMOrO pacTBOpa JOMKHO
COOTBETCTBOBATH BPEMEHH YAEPKHBAHHA
NHUKa TEJIMHCAPTaHa Ha XpOMATOIpaMMe
CTaHAAPTHOrO PacTBOpa.

| «3ewTHBa, Kc» Y
KaGenosuer 130 102
37 INpara 10 lonbhn
Mexonynw

Pacnmewarawno: 21.10.2019

ZeNTIVA




ZEeNTIVA
Ceprudukar anannza Ne 3825

Hassanue npodyxma Tensan®AM 5 mr/80 mr
Homep npodyxma  11009428_ 0051 Cepus LIMS HV 1420507
Homep cepuu 2700819 Obpazey HV 5189531
Hosuposxa 80 Mr; S Mr Cepusa LIMS MZT 1416306
e Obpasey MZP 5171024
dhopma
Pasmep ynavoaxu 28 tabnetok Pazmep goinyuyennoii cepuu 11 465 yn.
Tun ynaxosxu Bauctep4 X 7 Cmpara Poccun
ame pocasocnss 00209
31.07.2021
cpoka 20dHoCmU
Creyugpurxayus NIM1-005472/170419
Homep pezucmpanyuonnozo yoocmosepenus JIT1-
005472
VIXKX-Y® crnektp COOTBETCTBYET V®-cniexTp 0AHOr0O M3 OCHOBHBIX MHKOB
Ha XpoMaTorpaMmme HCHBITYEMOro
pacTBOpa A0MKEH COOTBETCTBOBATE Y (-
CHEKTPY ITHKA TENMHCAPTaHa Ha
XpOoMaTorpaMMe CTaHAapPTHOrO pacTBOpa
C pPHCKOH Ha 00enx cTopoHax
Cpeanss Macca 1 Tabiaerkn
CpenHas Macca 1 Tabnerku 0,715 0,684-0,756 r
PacTBOpEHHE
PacTBopenue - aMIOJMITHH
Mun. 87
Makc. 93
KonnuectBo obpasuos 6
He meHee 70 % (Q) oT 3asABIEHHOr0
% 3asABNEHHOro Komu4ecTBa yepes 60 KOJTHYECTBA aMIOAKNHHA Yepe3 60 MuH;
MuH (Q=70%) 0%
|He menee 75 % (Q) oT 3a9BNEHHOrO
PacTeopenue - TenMucapTaH 98 % KOAHYECTBA TeIMHCApPTaHa Yepe3 45 MUH
% 3asABJIEHHOTO KOMHECTBA Yepes
45 mun (Q=75%)
Konnuectro oGpasuos 6
[PoacTBeHHLIE NPUMECH
PoacTeeHHEBIE IPUMECH - aMTOAMITHH
Ipumecs D <0,! % He 6onee 0,3 %
N-dopmun <0,1 % He 6onee 0,2 %
Hpyrue eqHHHYHbIE <01 % He Sonee 0,2 %
HACHTHPHLUHPOBAHHBIE IPUMECH
of1ee coaeprkaHue npUMeceit <0,1 % He 6onee 1 %
PoncteeHHbIe pUMecH -
TeNMMHCAPTAH
[Mpumeck meTHnoBoro a¢mpa < 0,05 % He Oonee 0,.2%
JApyrue eaAMHHYHBIE NPUMECH < 0,05 % He 6onee 0,2%
Ob1ee coneprkaHue npumecesi <0,05% He Gonee 1,2%
OcTaTo4uHbIe OpraHHuecKHe
PacTBOPHTEIH
JtaHon 680 Mkr/Tab He 6onee 14400 mxr/TabneTky

Ymeepcoeno omdenom xonmpons
kauecmaa «3enmuaa, K.c.»

21-10-2019

Hux Esa Marynrkosa

Moanuce/

Cranuoa 2 u3 3

«3€HTHBA, K.C.» Y
KaGenoenst 130 102
37 MMpara 10 JlonsHu
Mexonyns

Pacneuarano: 21.10.2019

ZEeNTIVA




ZEeNTIVA

Cepruduxar anaauza Ne 3825

Hazeanue npodyxma Tenzan®AM 5 mr/80 mr

Homep npodyxma  11009428_ 0051 Cepus LIMS HV 1420507
Homep cepuu 2700819 Obpazey HY 5189531
Hozupoera 80 Mr; 5 Mr Cepua LIMS MZT 1416306
e TabneTKu Obpazey MZP 5171024
dopma

Pasmep ynaxoexu 28 tabnetok Pasmep sernywjennoii cepuu 11 465 yn.
Tun ynaxosxu Brnucrep 4 X 7 Cmpana Poccus

o tpooocrt 20,8201
31.07.2021

cpoka 2o0HoCmY

Creyugpuxayus JiM1-005472/170419

Homep peaucmpayuonnozo ydocmosepenus JI-

005472

Mnkpobnoaornyeckas 4HCTOTA
Muxkpobuonoruueckas yucToTa
HEBOJHBIX IEKAPCTBEHHBIX
npenaparoB JUid pHeMa BHYTpPb

obulee yMCNO KHU3HECNOCOOHBIX 0 KOE/r He 6onee 10° KOE/r
a3pOOHLIX OpPraHH3MOB

oblee YHCNO OPONIKEBBIX H 0 KOE/r e Gonee 10° KOE/r
TJlecHeBbIX rpuboB

orcytcTeue Escherichia coli COOTBETCTBYET OTCYTCTBHE B 1 T

OarOpOAHOCTL AOIHPOBAHMS -
coaep:kanne B radreTke

aMJIOAMMIHUH COOTBETCTBYET AV <15,0
TeIMHCApTaH COOTBETCTBYET AV <15,0
0/IHYEeCTBEeHHOE ONpeae/ieHHe 100 % 95 % no 105 %
MJIOAHIIHHA
0/IHIECTBEHHOE ONpeaeieHue 102 % 95 % no 105 %
eIMHCAPTAHA

3AKJIIOYEHHE: CooTeetcTBYeT TpeboBaHmaM criendHKaliH,

HacToswmm MOATBEPKAAIO, YTO BCE CTATMH MPOH3BOACTBA AAHHOH CEPHU TOTOBOO NPOAYKTA MONHOCTLIO COOTBETCTRYIOT
Tpebosannam Hannexame# nponssoncteennoit npaktrki (GMP) EC, a Taoke (B npesenax EC) TpeGoBaHMAM, YKAIAHHEIM B
PerncrpauionHoM yNocTOBEPEHHH CTpaHb-HMNOPTEpa.

YTBEPXJEHO K BEIITYCKY
MecTo NpoH3BOACTEA B KOHTPOIA KA4ECTBA:
«3€HTHBA K.C.» (odiunanbREIR NpasonpeeMHAK «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 11
Y kabenosue 130, 102 37, IMpara 10, Jonar Mexonynul, Yeiekas PecnyGanka Qaxc: +420 267 243 627

Jluuensua Ha nponssoactee Ne 25473/2/INS/98 (nocneaunee nimenerue 107641/2018)
Ceprudukar GMP Ne coct. 254516/2017, 342333/2018, 352900/2

Ymeaepowcoeno omoenom xonmpons Hmwx Esa Marynnkogra ZeNTIVA | Scrimsa,xcs Y
kawvecmea «3enmusa, K.c.» Monnuce/ | E;ﬁ;::a";’::)lﬁgnl?i
Mexonyns

21-10-2019 Cranuna 3 u3 3 Pacmeuarano: 21.10.2019



ZSNTIVA

Manufacturer batch certificate No. 3825

Name of product Telzap® AM 5 MG/80 MG

Product number  £1009428_ 0051 Batch LIMS HV 1420507
Batch number 2700819
Sample HVY 5189531
Strength 80 MG:5 Ma Batch LIMSMZP 1416306
Dosage form tablets
Package size 28 tbl Sample MZP 5171024
Package f)‘Pfd BLI4X7 Released quantity 11465 PACKS
M 30.08.2019 . .
E;'p’::)'ﬁ';:;' ate 31079001 Importing country  Russia
Specification LP-005472/170419

Marketing authorisation No.  LP-005472

Test Results Limits
Appereance
Appearance
appearance complies Elongated biconvex tablets, white or

off-white o yellowish or yellow, with *S”
and “80" engravings and a score on one
side. The score is not intended for tablet

breaking.
Identification
Edentification 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 1ime of the peak of amlodipine
in the chromatogram of the standard
solution,

UPLC - UV spectrum camplies 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.
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Approved by OP Zentiva, ks. e bva atouhons (/J\J
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ZENTIVA

Manufacturer batch certificate No. 3825

Name of product  Telzap® AM 5 MG/80 MG

Product number  11009428_ 0051 Baich LIMS BV 1420507

Batch number 2700819 sample HV 5189531

Strength 80MG:5 MG

Dosage form ablets Batch LIMS MZP 1416306

Package size 28 thi Sample MZP 5171024

:;"-"“'Se 'J’I"d :U 4;‘079 Released quaniity 11465 PACKS
! 1 0.08.201 . .

m'}'?ff«ff e 3:.3'?.2021 Importing country  Russia

Specification LP-005472/170419

Marketing authorisation No.  LP-005472

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 telmisartan in the
chromatogram of the standard solution.

Average mass of 1 tablet

average mass of | 1ablot 0715¢ 0.684 g100.756 g
Dissolulion 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 labe! claim

70%) of amlodipine after 60 min
Telmisartan

% of the declared amount in 45 min (Q 98 % nol less than 75% (Q) of the label claim of

=75%) telmisartan after 45 min

Number of samples 6

Purity test
purity test - Amlodipine

fmpurity D <0.!1 % NMTO03 %

N-formyl <0.1 % NMT02%

other impurities individually <0.1 % NMT 02 %

Total impurities <0.1% NMT 1 %

Purity test - Telmisartan

Methylester <0.05 % NMTO02 %

Other impurities individually <0.05% NMT02 %

Total impurities <0.05 % NMT 1.2 %

Residual solvents
Ethanol 680 pg/Tab nol more than 14,400 pg/tablet
Microbiological quality
Approved by QP Zentiva, k.s. Myr. Eva tAatoulkove LOITIVA 51::::f; fact
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ZSNTIVA

Manufacturer batch certificate No. 3825

Name of product Telzap® AM § MG/80 MG
Product number  11009428_ 0051 Bawch LIMS HV 1420507
Batch number 2700819 Sample HV 5189531
P s MG Batch LIMSMZP 1416306
Package size 281 Sample MZP 5171024
Package type BLI4X7 Released quantity 11465 PACKS
ol T Inporting comnry  Russi
Specification LP-005472/170419
Marketing authorisation No.  LP-005472
M-iabio!ogical quality of non-aqueous
preparations for oral use
total viable acrobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast / moulds count 0CFU/g NMT 10? CFU/g
Absence of Escherichia coli complies absence (1g)
Uniformity of dosage
units - Content
uniformity
amlodipine complies AV 150
Telmisartan complies AV< 150
Assay of amlodipin 100 % 95 %10 105 %
Assay of telmisanian 102% 95 % to 105 %

CONCLUSION : Conformity with specification.

I hereby ceatify that all the manufacluring stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorisation{s)
of the destination country/countries,

APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (lega! successor of Zentiva a.s. as of 1.1.2009)
U kabelovay 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic

Manufaciure Autorization Number :25473/2/INS/98 { last change 352900/2018)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

Tek; +420 267 241 111
Fax: +420 267 243 627

ey ' § Trntiye, % o
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