JEKJIAPAIISL O COOTBETCTBUM

JMEKJIAPAHT, ITPARAMAIOIIAN AEKCTAPAIIMIO O COOTBETCTBHH

AQ "Canogpu Poccus"

Ceederus o pezucmpayuu opzanusayuu: Mesicpationnan uncnexyus dedepanoroii nanozosoti cryocbel Me 46 no
2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OTPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepexan, 0. 22. Teneghow/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanvuniii dupexmop Monxc O.A.

Hoeepennoe mnjo: Cmenanos C.C., dosepenrocmy 6/ om 01.12.2017

3ASBIAET, YTO

nexapcmeennoe cpedemeo: Tenzan® AM, mabnemwu 10 m2+80 m2 7 wm., Grucmepni (4), nauxu xapmonnvie,
PY Ne JITT-005472 om 17.04.2019 (dama 3amentr 20.09.2019) ewdaro AO "Caroghu Poccun”, cepus 2390719,
napmus 8431 ynawxoeox, 200en o 30.06.2021, npouseodcmea 3enmuea x.c., Yeuickan Pecnybrua, Zentiva k.s.,
U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy, Czech Republic, koo OKIII2 21.20.10.140, xod TH
B3] 3004900002, xormparan Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085351006 om 22.10.2019

COOTBETCTBYET TPEGOBAHUAM
JHI-0035472-170419 usm. Nel-2

JEKJAPANIUS IPHHATA HA OCHOBAHHUH
npomoxon ucnvimarwi Ne 32590 om 11.11.2019 HIT OO0 HI] "®APMOBEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJ140, Cepmugpurxam POCC CZ ®OMO8.C53869 om 11.11.2019

RPHHATAA NEKIAPALIMH 12.11.2019
PAITN IEMCTBHTEILHA 1O 30.06.2021

Crenanos C.C.
b O.H.0
CBEJAEHWMA O PETHCTPAIIAM

OFPTAH ITO CEPTU®HKAILIAHA, 3APETHCTPHPOBABITHNA NEKTAPAITAIO

RA.RU.11OMD8 OPTAH 110 CEPTHOHURALIH ITPONVKIHH OFIECTBO C OTPAHWUEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH IEHTP ROHTPOJIA KAYECTRA"

adpec opzanusaywu: 115280, 2. Mocxea, yr. Macmepxosa, 0. 4, am. 5, nam. I, kom. 1, adpec opzaria no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, d. 4, 5m. 5., men.:(495)788-02-88, eeb-
AEKJIAPAITAA O COOTBETCTBHM 3APETHCTPHPOBAHA &2 POCC RU J-CZ. OMO08.A.44144/19

Junenxo B.
Pyxosonmrems OC




ZeNTIVA
Cepruduxar anaausza Ne 3829

Ymeepacoerno omdenom xonmpona
Kavecmsa «3enmuea, K.c.»

Hmwx Esa MaTtynbxosa
Moznuce!

21-10-2019 Cragnna 1l w3 3

Hazeanue npodykma Tenzan®AM 10 mr/80 mr

Howmep npodyxma  11009429_ 0052 Cepua LIMS HV 1421668
Homep cepuu 2390719 Obpasey HY 5194963
Hoszuposka 80 mr; 10 mr Cepun LIMS MZT 1409559
LI TabneTku Obpazey MZP 5170717
dhopma

Paamep ynaxosxu 28 tabnetok Pazmep eoinyuyennoti cepuu 8431 yn.
Tun ynaxogxu Bnucrep 4 X 7 Cmpana Poccna
ome poasocns 107209

30.06.2021

cpoxa 200HoCmU

Cneyucpuxayus JITI-005472/170419

Homep pezucmpayuonnozo ydocmoeepenus JII-

005472

Henvimariue Pezyavmamst Hopmast
Onucanne

OnucaHue

OnHUcaHue COOTBETCTBYET Hpononropatsie ABOAKOBLITYKIIbIE
Tabnerku ot 6enoro uin moutH Genoro
[0 JKENTOBATOrO WK JKENTOro LBeTa, ¢
rpaBupoBKaMH «10» K «80» 1 puckoii Ha
0JHOii ctopoHe. Picka He
npeaHa3HadeHa 4ns pa3naMmblBaHHA
TabneTkn

OMJIHHHOCThL

INoxnuHEHOCTL amMNOANNKMHA

YIOXX-Bpems yaepkUBaHiS COOTBETCTBYET Bpems ynep>xnBaHHA OHOTO W3
OCHOBHBIX IMHKOB Ha XpOMAaTOrpaMme
HCMEBITYEMOTO pacTBOpa ACKHO
COOTBETCTBOBATH BPEMEHK YAECPHKHBAHHA
NHKa aMAOAWITHHA Ha XpoMaTorpamMMe
CTaHAapTHOTC pacTBopa.

VYIIUKX-VP cnektp COOTBETCTBYET Y®-criekTp 0ONHOro U3 OCHOBHEBIX ITMKOB
Ha XpoMaTorpaMMe HCbITYeMOro
pacTBopa AOMKEH COOTBETCTBOBATh Y ({-
CIEKTpPY NHKa aMIOAHIKMHA Ha
XpoMarorpaMMe CTaHAapTHOrO
pacTeopa.

[ToanuHHOCTE TENMKUCapTaHa

VOXX-ppema yaepkHBaHHA COOTBETCTBYET Bpems ynep>xuaHHA OHOTO H3
OCHOBHBIX MMHKOB Ha XPOMATOTrpaMMe
HCTIBITYEMOTO PacTBOpa JOMKHO
COOTBETCTBOBATh BPEMEHH YACPKHBAHUA
NHKA TENIMHCAPTaHa Ha XpoMaTorpamme
CTaHJAPTHOrO pacTROpa.

«3CHTHBA, K.C.» ¥
Kabenostb 130 102
37 lNpara 10 JTonsHu
Mexonyne

Pacneuartano: 21.10.2019

Z@NTIVA




ZENTIVA

CepTudukar ananuza Ne 3829

% 3aABJCHHOTO KOMHYECTBA Yepes
45 muH (Q=75%)

Konuuectro o0pasuos 6
PoacTBEeHHbIE NIPHMECH

PoacteeHHble IpHMECH - aMAOJHITHH

Ipumece D <0,10 %
N-¢opmun <0,10%
ApyrHe ¢AHHHYHbIE <0,10%
MACHTHOHLUHPORAHHEIE MPAMECH
obuiee conepxkaHue npumeceii <0,10 %
PoacteeHHble npuUMecH -
TeAMHCAPTaH
ITpuMeck MeTHIOBOTO 3¢hupa <0,05 %
JpyrHe eauHU4HBIE PUMECH < 0,05 %
O61ee coneprkaHne npumecei <0,05 %
OcTaTovHble OPraHHYeCKHE
pacTBOPUTENH
OtaHon 3200 mkr/Tab

Husx Esa Matynekosa
Monmuce/

Ymeepxcoeno omdenom konmpona
xavecmsa «3enmusa, K.c.»

21-10-2019 Crannna 2 n3 3

Hazsanue npodyxma Temsan®AM 10 mr/80 mr
Homep npodyema  11009429_ 0052 Cepun LIMS HV 1421668
Homep cepuu 2390719 Obpazey HV 5194963
Hozuposka 80 mr; 10 Mr Cepus LIMS MZT 1409559
Mexapemeennas oo tkn Obpasey MZP 5170717
gopma
Pazvep ynaxoexu 28 Tabnetok Pasmep evinyugennoit cepuu 8431 yn.
Tun ynaxosxu Bnvicrep4 X 7 Cmpana Poccus
o pocastenss 1007201
30.06.2021
cpoka zo0HocmY
Cneyuguxayusn JIN-005472/170419
Homep pezucmpayuonnozo ydocmogepenun JIIT-
005472
VYIXKX-VO cnextp COOTBETCTBYET Y®-cnekTp 01HOrO W3 OCHOBHBIX NMHKOB
Ha XpoMaTorpaMme HCLITYEMOro
pacTBopa OOJKEH COOTBETCTBOBAThL Y-
CIEKTPY NHKa TeIMHCAPTAHA Ha
XpOMAaTOrpaMMe CTAHZAPTHOrO PacTBOpPa
¢ pucKoi Ha obenx cTopoHax
Cpeannn macca 1 Tabiuerxku
Cpenusia Macca 1 Tabnerku 0,729 r 0,684-0,756r
PacTBOpeHHe
PacTBopeHue - aMnogunuH
MHuH. 76
Makc. 87
Konunuecrso obpazuos 6
He menee 70 % (Q) or 3aapneHHOro
% 3aABNEHHOTrO KOJMHYECTBA Yepe3 60 KONMMYECTBA aMIOANNIHHA Yepes 60 MuH;
muH (Q=70%) 80%
He Menee 75 % (Q) ot 3asBNeHHOTO
PacTBopeHue - TenMHCapTaH 88 % KOJIHYECTBA TEIMHCApTaHa Yyepes 45 MHH

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

He Gonee | %

He Bonee 0,2%

He Gonee 0,2%
He Gonee 1,2%

He 6onee 14400 mxr/TabneTky
ZESNTIVA

«3eHTHBa, K.C.2» Y
KaGenoensl 130 102
37 Npara 10 Jonuun
Mexonyne

Pacneuarano: 21.10.2019



ZeNTIVA

Ceprudukar ananauza Ne 3829

Haszeanue npodyxma Tenzan®AM 10 mr/80 mr

Homep npodykma  11009429_ 0052 Cepua LIMS HV 1421668
Homep cepuu 2390719 Obpasey HY 5194963
Hozuposxa 80 mr; 10 mMr Cepua LIMS MZT 1409559
s e TabneTku Obpazey MZP 5170717
gopma
Pazvep ynaxoexu 28 Tabnetok Pazmep sornyuyennoli cepuu 8431 yn.
Tun ynarosxu Brnucrep4 X 7 Cmpana Poccus
Aoma pocasscnss 1ogr0t

" 30.06.2021

cpoKa eo0Hocmu
Cneyughuxayus JITI-005472/170419

Homep peeucmpayuonnozo ydocmoeeperus JIT1-
005472

HKPOGHOIOrHYeCKas YHCTOTA
MukpobHonoruyeckas YHCTOTa
HEBOJHBIX JICKAPCTBEHHBIX
npenapaToB AJA MpHeMa BHYTPb

oblee YHUCI0 KHUIHECTIOCOOHBIX 0 KOE/r e Gonee 10* KOE/r
a3po6HBIX OPraHU3MoB

ofliiee YHCTIO OPOXCKEBLIX H 0 KOE/r ue Gonee 10> KOE/r
NJIECHEBLIX. TPHOOB

orcyrctBue Escherichia coli COOTBETCTBYET OTCYTCTBHEB I T

OnHopoaHOCTH J03HPOBAHAA -
cogep:kanue B Tafnerke

aMNOJMITHH COOTBETCTBYET AV <15,0
TeAMHCapTaH COOTBETCTBYET AV <15,0
0/1HYeCTBEHHOE ONpeaeieHHe 100 % 95 % no 105 %
MJIOAMNHHA
OJIHMECTBEHHOE ONpeaeIeHne 103 % 95 % no 105 %
e/IMHCAPTaHA

SAKNIOYEHHUE: CooteeTcTBYeT TpeboBaHHAM CHCHH(HKALHH.

Hacrosiuum noaTsepskaaro, 4To BCe CTAAMM NPOH3BOACTBA JAHHOH CEPHU TOTOBOTO NPOAYKTA NOJHOCTLIO COOTRETCTRYHOT
TpeGosanuam Haanexaueft nponssoncteertod npaktikd {GMP) EC, a Taoxe (B npesenax EC) TpeGoBaHHAM, yKalaHHBIM B
PerucrpaumonHoM y10CTOBEPEHHH CTPAHB-HMIOpTEpA,

VYTBEPXKHEHO K BBIITYCKY
MecTo npoH3BOACTEA M KOHTPONS KAYECTBa:
«3eHTHBA K.C.» {oduuMansHetl npaBonpeeMHHK «3eHTHBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 11
¥ kabenosuer 130, 102 37, [1para 10, Jonuu Mexonynsr, Yeuickan Pecny6anka ®axc: +420 267 243 627

Jinneusua wa npouseonctso Ne 25473/2/INS/98 (nocnennee usmenenne 107641/2018)
Ceptudmxar GMP Ne cocet. 254516/2017, 342333/2018, 352900/2

Ymsepxcoeno omoenom xonmpons Hux EBa Matynskoea ZSNTIVA | «3entusa, xcr ¥
Kavecmea «3enmuaa, K.c.» Moanucs/ ?;ﬁ:::a"i”ﬂ 11;3[2"1,312“
Mexonyns

21-10-2019 Crannna 3 ns 3 Pacneuarano: 21.10.2019



ZSNTIVA

Manufacturer batch certificate No. 3829

Name of product Telzap® AM 10 MG/30 MG

Product number  11009429__ 0052 Batch LIMS HV 1421668
Batch number 2390719 S
ample HV 5194963
Strength il Bateh LIMSMZP 1409559
Dosage form tablets
Package size 28 tbl Sanmple MZP 5140717
::“'“'8" '-\‘Ped BLI4X7 Released quantity 8431 PACKS
.07.201 . .
E;;::;f'a;;:-e ate ;g 06.202? Importing country  Russia
Specification LP-005472/170419

Marketing authorisation No.  LP-005472

Test Resiis Limirs
Appereance
Appearance
appearance complies Elongated biconvex tablets, while or

off-white to yellowish or yellow, with
“10" and “B0" engravings and a score on

one gide.
Identification
Identification of amlodipine

UFPLC - Retention time complics The retention time of one of the main
peaks in the chromatogram of the test
solution should correspond (0 the
retention lime of the peak of amlodipine
in the chromatogram of the standard
solution,

UPLC - UV spectrum complies The UV specirom of one of the main

peaks in the chromatogram of the test
solution should correspond to the UY
specirum of the peak of amlodipine in the
chromatogram of the standard sotution.

Identification of telmisartan

UPLC - Reteation time complies The retention time of one of the main
peaks in the chromatogram of the test
solution should comrespond to the
retention time of the peak of telmisartan
in the chrematogram of the standard
solution.

ZONTIVA | o

U Kdiralu. vy 130
02 87 't tg
Wiaitelugy

Approved by QP Zentiva, k.s,  Mgr. Eva Matoutkovd
11-10-201

Page1of3 Print: 31.10.2010



ZSNTIVA

Manufacturer batch certificate No. 3829

Name of product  Telzap® AM 10 MG/80 MG
Product number  11009429_ 0052
Baich number 2390719

Strength 80 MQG; 10 MG
Dosage form tablets

Package size 281bl

Package tvpe BLI4 X7
Manufacture date 10.07.2019

Expiry date 30.06.2021
Specification LP-005472/170419
Marketing authorisation No.  LP-005472

Baich LIMS HY
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1421668
5194963
1409559
5140717

8431 PACKS
Russia

UPLC - UV specirum

Average mass of 1 tablet
average mass of | tablet
Dissolution test
Dissolution test - amlodipine
min
max
number of samples

% of stated amount after 60 min (Q=
70%)

Telmisartan

% of the declared amount in 45 min (Q
=75 %)

Number of samples
Purity test
purily lest - Amlodipine
impurity D
N-formyl
other impurities individually
Total impurities
Purity test - Telmisartan
Methylester
Other impurities individually
Total impurities
Residual solvents
Ethanol
Microbiological quality

complies

0.729 g
76
87

80 %

8%

<0.10 %
<0.10%
<0.10 %
<0.10 %

<0.05 %
<0.05 %
<005 %

3200 pg/Tab

“The UV spectrum of one of the main
peaks in the chromatogram of ihe tesi
solution should comrespond to the UV
spectrum of the peak of iclmisartan in the
chromatogram of the standard solution.

0.684 100,756 g

not less than 70 % (Q) of the labe! claim
of amlodipine after 60 min

not less than 75% (Q) of the label claim of
telmisartan after 45 min

NMT 0.3 %
NMT0.2%
NMT0.2 %
NMT 1 %

NMT 0.2 %
NMT 0.2 %
NMT1.2%

not more than 14,400 pg/tablet

Approved by QP Zentiva, k.s. My, tva Matoulkovs
21-10- 2019
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ZSNTIVA

Manufacturer batch certificate No. 3829

Name of product  Telzap® AM 10 MG/80 MG
Product number  11009429_ 0052 Barch LIMS HV 1421668
Batch number 2390719 Sample HV 5194963
P s 1oMa Barch LIMS MZP 1409559
Package size 28 1bl Sample MZP 5140717
Package type BLI4X 7 Released quantity 8431 PACKS
Manufacture date 10,07.2019 Impor ting country Russia
Expiry date 30.06.2021
Specification LP-005472/170419
Marketing authorisation No.  LP.005472
Microbiological quality of non-aquecus
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
amlodipine complies AV<I50
Telmisartan complies AV<I15.0
Assay of amlodipin 100 % 95 %10 105 %
Assay of telmisartan 103 % 95%to 105 %

CONCLUSION : Conformity with specification.

[ hereby certify that all the manufacturing 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. (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 Awtorization Number :25473/2/INS/98 ( last change 352900/2018)
GMP Certificate No.sukls 254516/2017, 342333/2018, 352900/2018

LSTA g e
Approved by QP Zentiva, k.s. Mgt Eva Matoulkovd UL}_\’ . i A Jo
2 1 "ﬂ' ?ﬂ'g ~lu‘4 i 4]

Page 30f3 Print:  21.10.2019




