JEKJIAPAIIMS O COOTBETCTBHHA

AEKJIAPAHT, IPHHAMAIOLIVI JEKJAPAITHIO O COOTBETCTBHA

AO "Canocpu Poccun”

Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Pedepanvroti Hanoz0601i cryxcbvt No 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocksa, yn. Teepcxan, 0. 22. Tereghon/haxc: 8 (495) 721-14-60/ 721-14-11

B nuye: I'enepanvnviii dupexmop Moroc O.A.

Hosepennoe nuyo: Cmenanog C.C., doeepenrocme 6/w om 01.12.2017

3AABIIAET, UTO

Rexapcmeentoe cpedcmeo: 3o0ak, mabnemru noxpeimole naeHovuRot oborouxoii 10 Mz 10 wm., ynaxosxu
Rueiixosvie koRmypHuie (3), navuxu kapmonnsie, PY Ne 11 N013867/01om 09.12.2011 (dama 3amenvt 10.01.2018)
evidano AQ "Cawoghu Poccun”, cepus 3570919, napmus 78000 ynaxosox, 200en do 31.08.2022, npoussodcmea
3enmusa k.c., Yewicran Pecnybruxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,
Czech Republic, ko0 OKIT[2 21.20.10.256, xod0 TH B3] 3004900002, xonmpaxm N 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085353678 om 15.11.2019

COOTBETCTBYET TPEBOBAHUSIM

I N013867/01-150212 usm, Ne 1-4

JAEKJIAPAIINSI IPHHATA HA OCHOBAHHHA

nponioxor ucnwimariuii No 35890 om 22.11.2019 HJT OO0 HI[ "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC CZ. ®M08.C55834 om 25.11.2019

Crenanos C.C.
$.HU.0

CBEAEHUSA O PET'NCTPAIINA

OPT'AH IO CEPTH®HKAIIMH, SAPETACTPUPOBABII NI JEKJIAPAITHIO

RA.RU 11 OM08 OPT4AH 110 CEPTHOHKALIHH MPONYKI[HH OBILECTBO C OFPAHHYEHHOHA
OTBETCTBEHHOCTSIO "OKPY)XHOH IJEHTP KOHTPOJI KAUECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am, 5, nom. I, kom. 1, adpec opzana no
cepmuduxayuu: 115280, POCCHA, 20po0 Mocxea, yn. Macmepxosa, 0. 4, am. 5., men, :(495)788-02-88, se6-
caiim: oyxx.pg.

AEKJAAPALIAST O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU J-CZ.OM08.A.46578/19
JIATACPEHICTPAIIHH 25.11.2019
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ZESNTIVA

A SANOF| COMPANY

Homep cepTuduxara nponssoaurens cepun Ne 4178

Hazeanue 3onak ®

npenapama

Homep 11009379_0051 Cepun LIMS HV 1423734

npenapama

Homep cepuu 3570919 Obpazey HV 5204314

Josuposka 10 MI" Cepun LIMS MZP 1419415

Hexapemeennan TabNeTkH, MOKPHITHIE MIEHOUHOH Obpazey MZP 5184881

dopma oGonoukoti

Pazuep ynacoekn 30 TabneTok, DOKpHITHIX Butnyuennoe 78 000 MAYEK

nnexHo4uHol 060M04KO KOTUYecmeo
Tun ynaxoskiu KOHTYPHAS AYEHKOBAA Cmpana-usnopmep Poccus
VITIAKOBKA 3 X 10

Hama 27.09.2019

npouszgodcmea

Hama ucmevenus 31.08.2022

cpoka 200HOCHU

Creyupurayus HJ P N013867/01-150212

Pezucmpayuonnoe P N0O13867/01

ydocmoegepenrtie Ne:

Hoxazamenu Peszynomanmut Hopmu

Onucaune

Onucaxue
OMHCAHHE COOTBETCTBYET npoaonroeatele 6eNOTO UK MOYTH

6enoro upeta TabneTkH, MOKPHITHIE
nieHoYHoiH 0DONOUKOH, ¢ pHCKOH
IUIA eneHus

INoanvuHOCTE

LIETHPH3HHA AUTHAPOXTIOPH/ —

HCMBITAHHE A

LUETHPH3HHA JUTHAPOXJIOPHI —

HcnbITaHKe B

THTaHa AHOKCHI
Cpeanas macca 1 Tabnerky,
MOKPLITOH NeHOYHOH 0bonoukoi

O,[lHOpOIlHOCTb MAaccChl

OOHOPOAHOCTE MacCh! pa3AeieHHBIX

Tabnerok

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
0,123 r
COOTBETCTBYET

COOTBETCTBYET

Bpemsa yaepixHuBaHnus 0CHOBHOTO
NHKA Ha XpOMaTorpaMMe
UCTILITYEMOro pacTBopa JOMKHO
COOTBETCTBOBAThH BpEeMeHH
YREP)KHBAHHA OCHOBHOTO MTHKA Ha
XpoMaTorpaMme CTaHAapTHOrO
pacTBOpa LETHPHIHHA
V®-cnekTp OCHOBHOTO MHKa Ha
XpoMaTorpaMMe HCMBITYeMOro
pacTBopa AOJKEH COOTRETCTBOBATh
VY®-cnekTpy OCHOBHOTO NMHKa Ha
XpOMATOrpaMMe CTaHAAPTHOrO
pacTBOpa LeTHpH3NHA
HabaronaeTca opamkeBoe
OKpatuMBaHue

0,119-0,131 r (0,125 r + 5%)

18/20 - He bonee = 7,5%
2/20 - ve 6onee = 15%
85% - 115%

CpeaHss Macca

Ymeepocoeno omoenrom
KONMPOAA Kavecmead

«3enmusa, x.c.»

08-11-2019

Esa Matynekoga
Moanuce/

Crpannua 1 u3 3

Z@NTIVA | «3enTnea, k.cn Y

KabBenosnst 130 102
| 37 Ipara 10 Jontuu
| Mexonyner

Pacoeuarano: 8.11,.2019




ZENTIVA

A SANOFI COMPANY

Homep cepTuduxara npoussoautesis cepun Ne 4178

Hazeanue Jogax ®

npenapama

Homep 11009379_0051 Cepus LIMS HV 1423734

npenapama

Homep cepuu 3570919 Obpasey HY 5204314

Hozuposra 10MIr Cepus LIMS MZP 1419415

Jlexapcmeennasn TabNeTKH, TOKPBIThIE NNIEHOYHOH Obpazey MZP 5184881

gopua obonouxoit

Paamep ynaxosxu 30 TabneToK, MOKPHITLIX Buinywjennoe 78 000 MTAYEK
MIEHOYHO# obonoukoti KOAu4ecmso

Tun ynaxosxu KOHTYPHAS AYEHKOBAS Cmpana-umnopmep Poccus
YIAKOBKA 3X 10

Hama 27.09.2019

npoussodcmaea

Hama ucmevenus 31.08.2022

cpoka 260HoCmu

Creyucurxayun HA P NO13867/01-150212
Pezucmpauonnoe P N013867/01
yoocmosepenue No:
Pacnapgaemocts 8 MuH He 6onee 15 MuH
PacrBopumocTs
PactBopumocTk
CPERHEE KOMUYECTBO 100 %
KONUYeCTBO 06pazLior 6
MHH. 98 %
MaKC. 104 %
OLIEHKA COOTBETCTBYET MunumansHo 75 % (Q) ot
3a9BJIEHHOTO KONHYECTBa
LETHPH3UHA JHIHAPOXIOpKHAA
nocne 20 Mux
Yucrora
npoaykt pasnoxenus (RRT 0,62) < 0,05% He 6onee 0,3%
eAHHHYHAA HAESHTH()HLHpOBaHHAS < (,05% He Gonee 0,2%
npuMech
€NHHHYHAA < 0,05% He 6onee 0,1%
HEHAEHTHPHLIMPOBAHHAS TIPHMECH
CyMMa npuMeceii < 0,05% He 6onee 0,7%
Mukpobuonoruueckas uncrora
Mukpobuonoruueckas yucrora
HEBOJHBIX NPenapaToB JA NpHeMa
BHYTpb
Ob1uee yucno aspobHBIX 0 KOE/r He Gonee 10° KOE/r
MHKpPOOPraHU3MoB
Ob1ee uMCnO DPOHOKEBBIX H 0 KOE/r He 6onee 10? KOE/r
TIECHEBBIX TPpUbOB
Orcytersue Escherichia coli COOTBETCTBYET otcyTeTBYIOT (1 1)
OAHOPOJHOCTL COAEPIKHMOTO COOTBETCTBYET AV <150
Ymeepaicdeno omdenom Esa Marynbkosa ZSNTIVA | Sermea xe» ¥

KOHMPORA Kavecmea
« JeHMUBA, K.C.»
08-11-2019

Mloanuce/

Crpanuna 2 u3 3

Kabenosusl 130 102
37 Npara 10 Honsku
| Mexonynet

Pacneuarano: 8.11.2019




ZESNTIVA

A SANOFI COMPANY

Homep cepruduxara npousBoaurenst cepun Ne 4178

Hazeanue 3onaxk ®

npenapama

Homep 11009379_0051 Cepus LIMS HV 1423734

npenapama

Homep cepuu 3570919 Obpazey HV 5204314

Hosuposxa 10 M’ Cepun LIMS MZP 1419415

Jlexapcmaennan TabIeTKH, NOKPEITHE MIIEHOYHOH Obpasey MZP 5184881

gopma ofono4Koi

Pasvep ynaxoexu 30 TabneTok, NOKPLITHIX Buinyuennoe 78 000 MAYEK
IeHOYHO#T obonouxoli KOMUYecmao

Tun ynaxoexu KOHTYPHAS AYEMKOBAA Cmpana-umnopmep Poccus
YIAKOBKA 3 X 10

Hama 27.09.2019

npousgodcmea

Hama ucmeuenun 31.08.2022

CpoKa 200HOCHY

Creyugpurayus HJI P NO13867/01-150212

Pezucmpayuonnoe P NO13867/01

ydocmoseperiie Ne:

KonuuecreenHoe onpenenenne
LETHPH3KHA JHFHAPOXJOPHAA B 10,0 mr or 9,5 Mr po 10,5 Mr
oaHOH TabneTke, NOKPLITOH
rneHo4Hoi obono4koit

SAKIIOYEHHE: CoorBeTcTBHE clienndHKALHH.
Hactosumum s NoATBep:KAaI0, YTO BCe CTAMM NPOH3BONCTBA JAHHOM CEPHH FOTOBOro Npenapata GuutH
NpPOBEAEHDI B IOIHOM COOTBETCTBHM ¢ Tpebosannamy Haanexatueit nponasoacTeenHoil npakTika EC u
[rae B pamkax EC] B cOOTBETCTBHH C TPeOOBAHHAMM PErHCTPALIMOHHOIO YAOCTOBEPEHHS CTPaHBI-
noxyyarens.
YTBEPXJIEHO AJIA PEAJIN3ALIUH
IIponsBoanuTe/Ib H KOHTPOJIL KAYECTBA:
«3eHTHBA K.C.» (opHLManBHEIA NpeeMHUK «3enTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Pakc: +420 267 243 627
Y KaGenosnut 130, 102 37, [para 10, Joasuu Mexonynsi, Yewickas PecryGnuka
Homep nnuensuu Ha npoussoacTBo: 25473/2/INS/98 (nocneanee usmerenue 282125/2018)
Ceprudukar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeepocoeno omoenom Esa MarynekoBa ZSNTIVA | ;3%';“"’3’ K :’;:)‘1’02
ACCIIOBHBI

KOHMpORA Kayecmea Monnucs/ 37 Mpara 10 JloneHn

«3eumu3a, K.C.» Mexonynn

08-11-2019 Crpannua 3 u3 3 Pacneuarano: 8.11.2019



ZESNTIVA

Manufacturer batch certificate No. 4178

Name of product Zodac ®

Product number  11009379_ 0051 Batch LIMS HV 1423734

Batch number 3570919 Sample HV 5204314

Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1419415

Package size 30 tbl fim Sample MZP 5184881

:;ckaxe 'md ;L:);;"lg Released quantity 18000 PACKS
nyfactt fe RN . n

Ex‘; ’g de | 3108207 Importing country  Russia

Specification ND PNO013867/01-150212

Marketing authorisation No. P N013867/01

Test Results Limits
Appercance
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 | film-coated tablet 0.123 g 0.119-0.131g(D.125 g % 5 %)
Uniformity of mass complies 18/20-NMT £ 7.5%
2/20-NMT 2 15%
Uniformity of mass of subdivided tablets complies 85%- 115%
average weight
Disintegration & min NMT 15 min
Dissolution test
Dissolution test
average amount 100 %
number of samples 6
min 98 %
max 104 %

8, K5
?ﬂg.l? Pmu. A

® 0
Doin

Approved by QP Zentiva, k.. Mgr. Eva Matoutkova (/L“LJ
00 -11- 2019
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ZGNTIVA

Manufacturer batch certificate No. 4178

Name of product Zodac ®

Product number  11009379_ 0051 Batch LIMS HV
Batch number 3570919 Sample HV
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP
Package size 30 tbl flm Sample MZP
Package type BLI3X 10 Released quantity
By e 3100300 Importing country
Specification ND P N013867/01-150212

Marketing authorisation No. P N013867/01

1423734
5204314
1419415
5184881
78000 PACKS
Russia

AtTeast 75 % (Q) of the declared
amount of cetirizine dihydrochloride

evaluation complies
after 20 min
Purity test
degradation product {(RRT 0.62) <0.05 % NMT0.3%
other known impurities individually <0.05 % NMT 0.2%
unknown impurities individually <0.08 % NMT 0.1 %
sum of all impurities <0.05 % NMT 0.7%
Microblological quality
Microbiclogical quality of non-aqueous
preparations for oral use
total viable aerobic count 0 CFU/g NMT 10’ CFU/g
Total combined yeast / moulds count 0 CFU/g NMT 107 CFU/g
Absence of Escherichia coli complies absence (1g)
content uniformity complies AV <= 15,0
Assay of cetirizine dihydrochloride in 1 10.0 mg 9.5 mgto 10.5 mg
film-coated tablet

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 [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)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Aulorization Number :25473/2/INS/98 ( last change 352900/201 8)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

!
H
ZeNTIVA | zooose
Approved by QP Zentiva, k.s. Mg. Eva Maloulkov " 102 87 Prang 19
08 -11- 2019 it o Faas,
Page 2 of 2 Print: 8,11.2019

Tel: +420267 241 111
Fax: +420 267 243 627



