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JAEKJAPAITIAS O COOTBETCTBHUA

JEKJAPAHT, IPUHAMAIOINAN JEKJIAPAITHIO O COOTBETCTBHH

AO "Carogpu Poccus"

Ceedenun o pecucmpayuy opearuzayuu. Mexcpaiionnan uncnexyus Qedepanvroii Rarozosoi cryxcGut Ne 46 no
2. Mocksee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepcxan, 3. 22, Teneghor/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanvnvtii dupexmop Morowc O.A.

Hoeepennoe auyo: Cmenanos C.C., doeepennocme 6/n om 01.12.2017

3AABJISAET, YTO

Rexapemeennae cpedemeso: 300ax, mabnremxu noxXpsimyvie nreHovHol obonouxoii 10 Mz 10 wm., ynarosxu
Aveiikosvie kowmypruie (1), nauxu xapmonnvie, PY Ne IT N013867/01om 09.12.2011 (dama samenw 10.01.2018)
svtdano AQ "Canogpu Poccun”, cepun 3430619, napmun 226669 ynawosox, 209en do 31.05.2022,
npoussodcmsa 3enmusa x.c., Yewsckan PecnyGauxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xoé OKITH2 21.20.10.256, kod TH B3/ 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic No 9085347385 om 18.09.2019

COOTBETCTBYET TPEBOBAH M
1T N013867/01-150212 usm. Ne 1-4

AEKJAPAIIVS ITPUHATA HA OCHOBAHUH
npomoxon ucneimarnusi Ne 28970 om 25.09.2019 HJT OO0 HI[ "®APMOFOPQOHA", ammecmam
axkpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC CZ OM08.C49244 om 25.09.2019

JATA TIPHHSATHS JEKJTAPALTAH 25.09,2019
JEKIAPATAS TEACTBATENLHA JIO 31.05.2022

Crenanos C.C.
O.H.O

dexrapanni / X
F.d L

®.2 8

CBEJEHMS O PETUCTPAINHA

OPI'AH I10 CEPTHO®HKAITUH, 3APET'HCTPHPOBABITHH JEKIAPAIIVMIO

RA.RU.11®M08 OPIAH ITO CEPTHOHKALIHH ITPOAVKI[HH OFLECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu. 115280, 2. Mocksa, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, d. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.peh.

AEKJIAPATTHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-CZ.DM08.A.37838/19

JHunenxo HU.b.
Pyxosogurens OC




ZENTIVA

A SANOF! COMPANY

Homep cepTuduxaTa nponssogutes cepun Ne 3247

Hazeanue 3oqak ®

npenapama

Honmep 11009378_0050 Cepun LIMS HV 1415025

npenapama

Homep cepuu 3430619 Cépazey HY 5165958

Hosuposra 10 MI’ Cepun LIMS MZP 1407085

Jexapcmeennasn TAOAETKH, NOKPHITHIE [UIEHOUHOI Obfpasey MZP 5128371

dopma o6onoukoit

Pasmep ynaxoeku 10 TabneTok, MOKPBITBIX Bunywennoe 226 669 NTAYEK
naeHo4Hoti ob6onouKoit KoMUYeCmeo

Tun ynaxosku KOHTYPHAS AYEHKOBAA Cmpara-umnopmep Poccua
VIIAKOBKA 1 X 10

Hama 28.06.2019

npouzeoocmea

Hama ucmevenuns  31.05.2022

CPOKA 200HOCMU

Creyugpurayus HJ P N0O13867/01-150212
Peaucmpayuonnoe P N013867/01
ydocmoseperiie Ne;
Hoxazamenu Pezynomamut Hopmu
Onucanue
Onucanue
OIHCaHHe COOTBETCTBYET npoponrosathle 6€10ro WK NOYTH
6enoro usera TabNETKH, NOKPLITHIE
TIEHOYHO# 060/104KOiH, ¢ PHCKO#H
Rng AeneHus
IMopnuHHOCTE
LETHPH3MHA AUTHAPOXAOPH — COOTBETCTRYET Bpems yaepsxHRaHHS OCHOBHOrO
HCNBITAHHE A MHKa Ha XpoMarorpamMme
HCIIBITYEMOTO PacTBOPA AOIKHO
COOTBETCTBOBaTh BPEMEHH
YIAEPXKUBaHHA OCHOBHOTO MHKA HA
XpPOMATOrpaMMe CTAHAAPTHOTO
PacTBOpa LETHPH3NHA
LETHPH3HHA QHTHAPOXJIOPHA — COOTBETCTBYET Y®-cnekTp OCHOBHOTO NMHKa Ha
HcneitTadie B XpOMaTOrpaMMe HCIBITYEMOTO
pacTBOpa AOMKEH COOTBETCTBOBATh
Y®-cnekTpy OCHOBHOTO MTHKA Ha
XpoMaTorpaMMe CTaHJapTHOTO
pacTBOpa LETHPH3UHA
THTaHa THOKCHJE COOTBETCTBYET HabMONAETCA OpaHXeBOe
OKpalluHMBaHHe
Cpennsas macca 1 Tabnerky, 0,1244r 0,119-0,131 r (0,125 r + 5%)
NOKPHITOH NAeHQYROM 0Gonoukoi
OnHopoaHocTs Maccel COOTBETCTBYET 18/20 - He 6onee + 7,5%
2/20 - ne 6onee £ 15%
OIHOpOAHOCTE Macchl pa3aeeHHbIX COOTBETCTBYET 85% - 115%
TabneTox cpemHAg Macca
Ymeepoicdeno omdenom Axy6 Matycuk ZSNTIVA | Sermea ke Y
KaGenosuel 130 102
KOHMPOJA Kavecmeda Mloanucs/

«3enmusa, x.c.»
09-09-2019

Crpannna 1 u3 3

37 Hpara 10 flonsun
Mexonynm

Pacneuarano: 9.9.2019




ZENTIVA

A SANOFI COMPANY

Homep cepruduxara npousBoaurenn cepun Ne 3247

Haseanue 3opak ®
npenapama
Homep 11009378_0050 Cepua LIMS HV 1415025
npenapama
Homep cepuu 3430619 Obpazey HV 5165958
Jlosupoexa 10 MI" Cepus LIMS MZP 1407085
Mexapcemaennan TabNeTKH, MOKPHIThIE ICHOYHOH Obpazey MZP 5128371
dopma obosoukoii
Paimep ynaxosxu 10 TabneTox, NOKpeITHIX Betnywgennoe 226 669 MAYEK
TUIeHOHO# oGonouKoi Konuvecmso
Tun ynaxoexu KOHTYPHAA AYEVKOBASA Cmpana-umnopmep Poccua
YITAKOBKA 1 X 10
Hama 28.06.2019
npouzsodcmaa
Hama uemevenus  31.05.2022
cpoka 200Hocmu
Crneyughurayus HJI P NO13867/01-150212
Pezucmpayuonnoe P NO13867/01
yoocmogeperue No;
Pacnagaemocts 8 Mun He 6onee 15 mun
Pacreopumocts
Pactsopumoctb
CpelHee KOMTHYECTRO 98 %
KOTH4ECTBO 00pa3LoB 6
MMH, 95 %
MakKc. 101 %
OLIEHKA COOTBETCTBYET Munumansto 75 % (Q) or
3a9BJIEHHOrO KOJIHYECTEA
LUEeTHPH3HHA AUTHAPOXIOpHIA
nocne 20 Muu
Yucrora
nponykT pasnoxenus (RRT 0,62) 0,1% He Gonee 0,3%
SAMHHYHAR UIEHTHOHLIMPORAHHAN 0,1% He 6onee 0,2%
NpHMeECh
eAHHHYHAA <0,05% He 6onee 0,1%
HEHAEHTHDHLUHPORAHHAA IPHUMECD
CYMMAa ApuMecei 0,1% He 6onee 0,7%
MukpoGHonoruueckas uucrora
Muxkpobuonoruyeckas uncrora
HEBONHBIX MPENApaToB A1 MpHeMa
BHYTpb
Ob1uee yucno a3poGHeIX Ilepuoanueckuii Tect | He 6onee 10* KOE/r
MHKPOOPraHH3MOB
Ob1ee YHCHO APOAOKERBIX H IMepuonnyeckuii tecr | He Gonee 10? KOE/r
MIECHEBBIX TPHOOR
Ortcytcreue Escherichia coli Eleproanueckuii Tect | orcyrersyior (1 r)
OJJHOPOAHOCTh COAEPKHMOrO CootBetcTBYET AV <150
Ymeepacoeno omoenom Sky6 Matycux ZeNTIVA l‘g%m:::fa’a 31'02
KORMpoas kavecmea Monnucs/

«Jenmuea, x.c.»
09-09-2019

Crpannuna 2 u3 3

37 Ilpara 10 foneHu
Mexonyns

Pacnevarano: 9.9.2019




ZENTIVA

A SANOF| COMPANY

Homep ceprudukara npoussoanteis cepun Ne 3247

Hazsanue Jogak ®

npenapama

Homep 11009378_0050 Cepus LIMS HV 1415025

npenapama

Homep cepuu 3430619 Obpasey HV 5165958

Hozuposxa 10MI’ Cepus LIMS MZP 1407085

Jlexapcmeennan TabNeTKH, NOKPEITHE TUIEHOYHOH Obpazey MZP 5128371

dopma obonouxoii

Pazvep ynarosxu 10 1a6neToK, NOKPLITEIX Buinywennoe 226 669 NAYEK
nneHo4Ho#t oGonoukoit Konuyecmso

Tun ynarxosxu KOHTYPHAS SAMEMKOBASA Cmpana-umnopmep Poccus
YMAKOBKA 1 X 10

Hama 28.06.2019

npouzsodcmea

Hama ucmevenun 31.05.2022

cpoxa zo0HocmuU

Cneyugpuxayus HI P NO13867/01-150212

Pezucmpanuonnoe P N0O13867/01

yoocmoseperue No:

KonuvectseHHoe onpeaencHue
LIETHPH3UHA AUTHAPOXIOPHAA B 10,0 mr ot 9,5 Mr go 10,5 Mr
OfHOH TabneTke, MOKpPHITO
MJIeHOYHOH 000104Koi

3AKJIIOYEHHE: CooTBeTcTBHE cnenuduranum.
Hacroawwum s noaTeepskaalo, 4TO BCE CTaAHH NPOR3BOJACTRA AAHHOH CEPHUM FOTOBOrO MpenapaTa GhiH
NPOBEACHE! B NOJHOM COOTBETCTBHH C TpeboBaHuamu Hagnexaueit npouspoacTeeHHoi npaktiky EC 1
[rze B pamkax EC] B COOTBETCTBHH ¢ TpeGOBAHUAMH PETHCTPALMOHHOTO YAOCTOBEPEHHA CTPaHbI-
noIyyaTens.
YTBEPXAEHO VIS PEAJIM3AITMN
IlIponsBoaNTE L H KOHTPOJIL Ka4ecTRA:
«3eHTHBA K.C.» (odHUHaNBHLI NpeeMHUK «3eHTHBA a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Daxc: +420 267 243 627
Y KaGenosus! 130, 102 37, [1para 10, JHonsuu Mexonynsl, Yewckas Pecnybnnka
Homep nuuensun Ha npoussoactso: 25473/2/INS/98 (nocneanee usmeHenne 282125/2018)
Ceprrdukar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymaepowcdeno omdenom Axy6 MaTtycuk Z@NTIVA f‘g’m“’ "-IC-SB‘I’M
dA0CAOBHAL

KOHMPOAR KaAYecmea Mlonnucy/ 37 Mpara 10 flonsHa

«3enmuea, x.c.» Mexonynsi

09-09-2019  Crpanunma 3 u3 3 Pacnewarano: 9.9.2019



ZeNTIVA

Manufacturer batch certificate No. 3247

Name of product Zodae ®

Product number  11009378_ 0051 Batch LIMS HV 1415025
Batch number 3430619 Sample HV 5165958
Strength 10 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1407085
Package size 10 bl fim Sumple MZP 5128371
Package type BLI1X 10 Released quantity 226 669 PACKS
g‘;’;gad‘:'l:e L i?gg%gg Importing country  Russia
Specification ND P NO13867/01-150212
Marketing authorisation No. P N013867/01
Test Results Limits
Appereance
Appearance
appearance complies white to almost white film-coated
tablets of the oblong shape with halving
score
Identification
cetirizine dihydrochloride - test A complies The retention time of the principal peak
in the chromatogram obtained with the
test solution must correspond to the
retention time of the principal peak in
the chromatogram obtained with the
standard solution of cetirizine
cetirizine dihydrochloride - test B complies The principal peak UV spectrum of the
chromatogram obtained with the test
solution must be consistent with the
main peak UV spectrum in the
chromatogram obtained with the
standard solution of cetirizine
titanium dioxide complies orange colour observed
Average mass of 1 film-coated tablet 0.1244 ¢ 0.119-0.131g(0.125 g + 5 %)
Uniformity of mass complies 18/20 NMT +£7.5%
2/20-NMT = 15%
Uniformity of mass of subdivided tablets complies 85% - 115%
average weight
Disintegration 8 min NMT 15 min
Dissolution test
Dissolution test
average amount 98 %
number of samples 6
min 95 %
max 101 %%

Approved by QP Zentiva, ks. Jakub Matu§ikf 09 -03- 209
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ZESNTIVA

Manufacturer batch certificate No. 3247

Name of product Zodac ®

Product number  11009378_ 0051 Batch LIMS HV 1415025

Baich number 3430619 Sample HV 5165958

Strangth 10 MG

Dosage form film-coated tablets Baich LIMS MZP 1407085

Package size 10 tbl fim Sample MZP 5128371

Package type BLI 1 X 10 Released quantity 226 669 PACKS
Manufacture date  28.06.2019 Importi / .

Expiry date 31.05.2022 porting country  Russia
Specification ND P NO{3867/01-150212

Marketing authorisation No. P N013867/01

evaluation complies At least 75 % (Q) of the declared
amount of cetirizine dihydrochloride
after 20 min
Purity test

degradation product (RRT 0.62) 0.1% NMT 0.3 %

other known impurities individually 0.1% NMT 0.2 %

unknown impurities individually <0.05 % NMT 0.1 %

sum of all impurities 0.1% NMT 0.7 %

Microbiological quality

Microbiological quality of non-agueous
preparations for oral use

total viable aerobic count Periodical test NMT 10° CFU/g

Total combined yeast / moulds count Periodical test NMT 10: CFU/g

Absence of Escherichia coli Periodical test absence (1g)
content uniformity complies AV <=150
Assay of cetirizine dihydrochloride in | H0.0mg 9.5 mg 1o 10.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

1 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 267241 11)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/TNS/98 ( last change 352900/2018)
OMP Centificate No.sukbs 254516/2017, 342333/2018, 352900/2018

Jakub Matu - | 2
Approved by QP Zentiva, k.s. t §"’S ’ 09 -9 ZBNTIVA i ?o;%?:i?:
] i Macholupy
Page 2 of 2 Print: 992019



