JAEKJIAPAIINA O COOTBETCTBHHA

JAEKJAPAHT, IPAHUMAIOII A JEKJIAPAIIAIO O COOTBETCTBHA

AO "Canogpu Poccun"

Ceedenusn o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus ®edepanvroii Hanozoeoii cayacbvt Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Teregpon/tpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnurii Oupexmop Monac O.A.

| Hosepennoe nuyo: Cmenaroe C.C., dosepenroenms 6/x om 01.12.2017

SASABJIAET, UTO !
nexapcmeenroe cpedcmeo: 300ax, mabnemxu noxpuimele nieHoYHou obonouxoli 10 mz 10 wm., ynaxosxu '
Auetixogvie kormypwvie (1), nauxu kapmonwwie, PY Ne IT NO13867/01 om 09.12.2011 (dama 3amenwst
10.01.2018) evidano AQ "Canogpu Poccun”, cepua 3100119, napmus 230379 ynaxoeox, 200en 0o 31.12.2021,
npouseodcmea 3enmuea x.c., Yewcxan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKIT[2 21.20.10.256, x00 TH B3 3004900002, xonmpaxm No
250/40056192/F-2 om 20.10.2010, unsosic Ne 9085326902 om 15.03.2019

COOTBETCTBYET TPEEOBAHH M

ITN013867/01-150212 uam. Ne 1-4

JAEKJIAPAIIAA IPHHATA HA OCHOBAHHHA

npomoxon ucnsimaviuii Ne 8820 om 27.03.2019 HJT 000 HI[ "®APMOBOPOHA", ammecmam aixpedumayuu
POCC RU.0001.21J140, Cepmughuxam POCC CZ.PMO8.C37019 om 27.03.2019

AATA IIPHHSITHS NEKNAPAIH 27.03.2019
: I BEACTBUTENLHA O 31.12.2021
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S CBEJEHHS O PETUCTPAIIMA

OPTAH I10 CEPTHOHKAIINMH, 3APEIHCTPIPOBABII U AEKIAPATTHIO

RA.RU. 11 OM08 OPIAH ITO CEPTHOHKALIHH TPOINYKIHH OFLECTBO C OFPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYJKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzawusayuu. 115280, 2. Mockea, yn. Macmepxoea, 3. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmucpurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-

caiim: oyxk.pgh.

JIEKJIAPAI[PI}I O COOTBETCTBHUH 3APETHCTPHPOBAHA M POCC RU JJ-CZ.®M08.4.19938/19
Y F
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ZENTIVA

A SANOFI COMPANY

Homep cepruduxara npoussoautess cepun Ne0906

Hazsanue 3opak ®

npenapama

Homep 11009378_0050 Cepun LIMS HV 1390846

npenapama

Homep cepuu 3100119 Obpazey HV 5047381

Hosupoexa 10 MIC Cepus LIMS MZP 1387814

Sexapcmeennan TabneTku, NOKpbITHIe neHouHOl  Obpazey MZP 5032769

dopma obonoukoi

Pasmep ynaxoexu 10 TabneTok, NOKphITHIX Buinywjennoe 230 379 MAYEK
nnenoyHo# 06onouKOi KOAUYECmao

Tun ynaxosxu KOHTYPHAS AYEHKOBAA Cmpana-umnopmep Poccrn
VINAKOBKA 1 X 10

Hama 31.01.2019

npouzsodcmad

Iama uemeuenus 31.12.2021

cpoxa 200HoCmu

Crneyugruxanus HJ P NO13867/01-150212
Pezucmpayuonnoe P NO13867/01
yoocmaogepente Ne:
Iloxazamenu Pezyavmamor Hopmur
Onucanue
OnucaHue
onucanue COOTBETCTBYET npoAaonroearsie 6EMOro HAK NOYTH
Oenoro useta TabneTKH, MOKPHITHIE
TIeHOYHOI 060110uKO#, ¢ pHCKOi
1A AeAeHUus
IMoanKHHOCTD
UETHPH3MHA QUTHAPOXIOPH] — COOTBETCTBYET Bpems yaep>kupaHHA OCHOBHOro
HCNIBITaHHE A NKKa Ha XpoMaTorpamMme
HCMBITYEMOTO pacTBOpa A0JKHO
COOTBETCTBOBAThL BPEMEHH
yIEep>)KUBAHHWR OCHOBHOTO MHKA Ha
XpOMAaTorpaMMe CTaHAapTHOTO
pacTBopa LETHPH3HHA
UETHPU3HHA AUrHAPOXAOPH — COOTBETCTBYET Y®-cnexTp 0OCHOBHOrO MKKa Ha
HcnbiTanue B XpOMaTOrpaMMe HUCTIBITYEMOTO
pacTeopa A0MKEH COOTBETCTBOBATD
Y®-cnekTpy 0CHOBHOTO NTHKA Ha
XpoMaTorpaMMe CTaHAAPTHOTO
pacTBOpa LIETHPH3HHA
THUTaHA JUOKCH]I COOTBETCTBYET HabnoaaeTca opalxeBoe
OKpalu1BaHHE
Cpeanss Macca 1 Tabnertkw, 0,1224r 0,119-0,131 r (0,125 r £ 5%)
nokpuiToil NneHovHoit oGonoukoii
OaHopoAHOCTL Macchl COOTBETCTBYET 18/20 - ne Gonee = 7,5%
2/20 - He 6onee % 15%
OaHOPOAHOCTE Macchl pa3sAeNeHHBIX COOTBETCTRBYET 85% - 115%
TabJseTok CpeaHAs Macca

Ymeepocoeno omoenom
KOHMPpOAA Kayecmea
«3enmusa, K.c.»

13-03-2019

Huxx. Jlubyce Xnanka /Toanuce/

Crpanuna 1 u3 3

«3CHTHBA, K.C.» Y

KaGenosHet 130 102
| 37 Mpara 10 Jonsun
| Mexonryne

Pacneuwarano: 13.3.2019
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ZENTIVA

A SANOF! COMPANY

Homep cepruduxara npousBoguress cepun Ne0906

Hazsanue Jonaxk ®
npenapama
Hovep 11009378_0050 Cepun LIMS HV 1390846
npenapama
Houmep cepuu 3100119 Obpazey HV 5047381
Hozuposra 10 MI’ Cepus LIMS MZP 1387814
JSlexapcmeennan TabNeTKK, NOKPHITHIE MIEHOYHOI Obpasey MZP 5032769
dopma ofonouxoit
Pazmep ynaxogcy 10 TabneTok, NOKPLITHIX Beinyuennoe 230 379 NAYEK
neHoUMHoi 060/104KOH KOMUYecmao
Tun ynaxogxu KOHTYPHAS AYEWUKOBAS Cmpana-umnopmep Poccus
YITAKOBKA 1X 10
Hama 31.01.2019
npousgodcmea
Hama ucmevenun 31.12.2021
cpoxa 2o0Hocmu
Creyudgpurxayus HI P N013867/01-150212
Pezucmpayuonnoe P NO13867/01
yoocmosepertie Ne.
PacnagaemocTs 8 MuH He H6onee 15 mun
Pacteopumocts
PactBopumocTb

CPElHEE KONHYECTBO 101 %

KONHYecTBo 06pa3ion 6

MHH. 99 %

MaKC. 103 %

OLIeHKa COOTBETCTBYET Muunmansio 75 % (Q) ot

3aABJEHHOr0O KOMHYECTBA
LUETHPU3HHA OUTHAPOXIOPHIA
nocrne 20 MHH

Yucrora

npoaykT paznoxeHusa (RRT 0,62) < 0,05% He 6onee 0,3%

€IHHHMHAR HASHTHHUHPOBAHHAs < 0,05% He 6onee 0,2%
NpHMeCh

eAHHHYHAasA 0,1% He 6onee 0,1%
HEeHJIEHTHDHLIHPOBaHHAA PUMEChH

CyMma npumeceii 0.1% He 6onee 0,7%

Mukpobnonornyeckas YHCTOTA
Mukpobyionornueckas uncrora
HEBOJHbIX MpEnapaToB ANS NpHEMa

BHYTpb

O6iwee unc10 a3poSHBIX INepuomnueckuii tect | He 6onee 10° KOE/r
MHKPOOPraHH3MOB

Of1wee YHCAO APONOKEBLIX H [lepuonnyeckuii tect | He Gonee 10° KOE/r
NIECHEBBIX rpUbOB

Orcyrcreue Escherichia coli [Neproauueckuii Tect | orcyteTsyioT (1 1)
OOHOPOAHOCTbL COAEPIKHMOTO COOTBETCTBYET AV <150
Ymeepowcoeno omoenom Wik, Jlubyce Xnaaka Mlongmuce/ ZSNTIVA ;1%“”"3- ngz)s{oz

ENOBHLI

KOHMPONA KA4ecmea 37 Tpara 10 flonsen
«3enmuea, K.C.» Mexonyne

13-03-2019  Crpanuna 2 n3 3 Pacnesarano: 13.3.2019




ZSNTIVA

A SANOFI COMPANY

Homep cepruduxara npoussoaurens cepun Ne0906

Hazaanue 3ogak ®

npenapama

Houep 11069378_0050 Cepus LIMS HV 1390846

npenapama

Homep cepuu 3100119 Obpazey HV 5047381

Hozuposra 1omMr Cepun LIMS MZP 1387814

Jlexapcmaennan TabNeTKY, MOKpbITLIE MeHOUHOR  Obpazey MZP 5032769

gopma ofonoukoi

Pasvep ynaxosexu 10 TaBRETOK, NOKPHITLIX Bunyugennoe 230 379 MAYEK
nneHouHoi 0bonouKoit KOTUYecmso

Tun ynarxosxu KOHTYPHAA AMEMKOBAS Cmpana-umnopmep Poccus
YIMAKOBKA 1 X 10

Hama 31.01.2019

npouzeodcmea

Hama ucmevenus  31.12.2021

CcpoKa 2o0HocHI

Creyugurayus HJI P NO13867/01-150212

Pezucmpayuonnoe P N013867/01
docmoaeperue Ne:

Konuuecteennoe onpenenetne
LEeTHPH3HHA JHTHAPOXIIOPHAA B 10,2 mMr ot 9,5 mr no 10,5 mr
oAHoH TabneTke, NOKPLITOM
neHo4YHoH 0bonoukoi

3AK/IIOYEHHME: CoorBeTcTBHE CHeUHHKANHH.
Hactosunm 2 noareepnato, YTo BCE CTAAMH NIPOM3BOACTBA AAHHOM CEPHU TOTOBOTO NpENapara GbuiH
MPOBEACHDI B MOJHOM COOTBETCTBHHM ¢ TpeGosannamu Hapnexaweit nponssoacteenHoit npaktiku EC u
[rae B pamkax EC] B coOTBeTCTBUH © TPeGOBAHHAMH PETHCTPAUMOHHOTO YAOCTOBEPEHHSA CTPaHBbI-
nosyyarens.
¥YTBEPXKAEHO IJIA PEAJIM3AHMU
Ilpon3BoAnTEIb H KOHTPOJIL KAYECTBA:
«3eHTHBA K.C.» (0dHUHANBLHBII NpeeMHUK «3eHTHBa a.c.» ¢ 1.1,.2009) Ten: +420 267 241 111
Pakc: +420 267 243 627
¥ KaGenosuer 130, 102 37, INpara 10, Jonenu Mexonynel, Yeuickas PecnyGnuka
Homep nuuensnu Ha nponssoacteo: 25473/2/INS/98 (nocneanee usMeHeHre 282125/2018)
Ceptudrxar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeeporcoeno omoenom Hux. Jlubyce Xnanka /Tlognues/  Z@GNTIVA ;336*""“- o 51’02
A0€10BHBI

KOHMPORn Kavecmea 37 Mpara 10 floasns

«3eumu8a, K.C.» Mexonynet

13-03-2019  Crpannua 3 u3 3 Pacneuarano: 13.3.2019



ZSNTIVA

Manufacturer batch certificate No. 0906

Name of product Zodac ®

Product number  11009378_ 0050 Batch LIMS HV 1390846

Batch number 3100119

Strength e Sample HV 5047381

Dosage form film-coated tablets Batch LIMS MZP 1387814

Package size 10 tbl flm Sample MZP 5032769

Package type BLITX10 Released quantity 230379 PACKS
Manufacture date  31.01.2019 )/ fi . Russi

Expiry date 31.12.2021 mporiing country  Russia
Specification ND P NG13867/01-150212

Marketing authorisation No. P N013867/01

Test Results Limits
Tppereance ‘ I
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 cetitizine
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 obiained with the
standard selution of cetirizine

titanium dioxide complies orange colour observed
Average mass of [ film-coated tablet 0.1224 g 0.119-0.131g(0.125 g + 5 %)
Unifermity of mass complies 18/20-NMT =75%
2/20-NMT = 15%
Uniformity of mass of divided tablets complies 85% - 115%
average weight
Disintegration & min NMT 15 min
Dissolution test
Dissolution test
average amount 101 %
number of samples 6
min 99 %
max 103 %
Fi //
. 7 Zantive, k.o,
Approved by QP Zentiva, k.. *ng. Libuc Hladké LSNTIVA Clapatin o
e, Doint Macholupy

1 3 -63- ng Page 1 of 2 ~ Prtnt:“]3‘.3.2019 L)



ZSNTIVA

Manufacturer batch certificate No. 0906

Name of product Zodac ®

Batch number 3100119

Product number  11009378_ 0050

Strength 10 MG

Dosage form fitm-coated tablets
Package size 10 tbl fim

Package type BLI{ X 10

Manyfacture date  31.01.2019

Expiry date 31122021

Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

Batch LIMS HV
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1390846
5047381
1387814
5032769
230379 PACKS
Russia

evaluation

Purity test
degradation product (RRT 0.62)
other known impurities individually
unknown impurities individually
sum of all impurities
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count
Total combined yeast/ moulds count
Absence of Escherichia coli
content uniformity
Assay of cetirizine dihydrochloride in 1
film-coated tablet

complies

<0.05 %

<0.05 %
0.1 %
0.1%

Periodical test

Periodical test

Periodical test
complies
10.0 mg

after 20 min

NMT 0.3 %
NMT 0.2 %
NMTO.1 %
NMT 0.7 %

AV <= 150

At least 75 % (Q) of the declared
amount of cetirizine dihydrochtoride

NMT 10° CFU/g
NMT 10* CFU/g
absence (Ig)

935 mgto 10.5mg

CONCLUSION : Conformity with specification.
I'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

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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 282125/2018)

GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s.

13 -03- 2018

Page 2 of 2

[when within the EU) with the requirements of the Marketing

Tel: +420 267241 111
Fax: +420 267 243 627

i 102 37 Prahe V0
i Dolnt Macholupy

i 60
Print: 13.3.2019

f Zentlva, k.u.
Ing. Libu¥e Hladk4 / ZeNTIVA i Ukabeioiny 130



