JIEKJIAPAIIASI O COOTBETCTBHH

NEKJIAPAHT, IPHHAMAFON[HI JEKJAPAIIO O COOTBETCTBHU

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanusayuu. Mescpationnan uncnexyus Oedepanvroii Hano2oeoi caysicbet Ne 46 no
2. Mockee 01.04.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenviit dupexmop Mowoic O.A.

JHoeepennoe nuyo: Cmenanos C.C., dosepenrnocmo 6/n om 01.12.2017

ano AO "Canogu Poccus", cepus 3671118, napmus 225459 ynaxosox, 200ew 0o 31.10.2021,
npouszeodcmea feumusa x.c., Yewcxas Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic xod OKIT[2 21.20.10.256, koo TH BII 3004900002, xonmpaxm Ne
250/400561 92/?4"—2 om 20.10.2010, uneoiic Ne 9085324206 om 21.02.2019

COOTBETCTBYET TPEEOBAHUSIM
IT N013867/01:150212 usm. Ne 1-4

JEKJAPAIIASA ITPHHATA HA OCHOBAHHUHN
npomoxon ucnymanuti Ne 5720 om 28.02.2019 HJT OO0 HI] "®APMOEOPOHA", ammecmam akkpeoumayuu

POCC RU.000§.21®J140, Cepmugpuxam POCC CZ.®M08.C35028 om 28.02.2019

Cremanos C.C.
®.1.0

CBEJIEHVISI O PETUCTPAIIIA

OPI'AH I1IO EPTU®HKAIIAH, 3APETHCTPAPOBABII NI NEKJIAPATTHIO
RA.RU. 11OM08 OPTAH ITO CEPTHOHUKAIIHH IIPOJVKLHH OFLECTBO C OTPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYXHOH IIEHTP KOHTPOJIT KAYECTBA",

adpec opeauu:quu.' 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuy. 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oykx.pg
AEKJAPAIASI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-CZ.OM08.A.17342/19
JATA PETHCTPAIINY 28.02.2019
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ZENTIVA

A SANOFI COMPANY

Homep ceprudukara npousBoaurtens cepun Ne0525

Hazeanue 3ogzak ®

hpenapama

Homep 11009378_0050 Cepun LIMS HV 1387748

Rpenapama

Homep cepuu 3671118 Ob6paszey HV 5032467

Hozuposxa 10 MI’ Cepua LIMS MZP 1379169

Jexapemeennas TabNeTKH, NOKPLITEIE TIEHOYHOH Obpazey MZP 4989232

gopma ofonoukoii

Pasvep ynaxosku 10 TabneTok, NOKPHITEIX Beinyuennoe 225 459 NAVEK
iw1eHounoit 0bosoukoi KOnU"ecmao

Tun ynaxosxu KOHTYPHAS AYEHKOBAS Cmipana-umnopmep Poccus
YIMAKOBKA 1 X 10

Hama 16.11.2018

npouzsodcmea

Hama ucmevenus 31.10.2021

cpoKa 200nocmu

Creyudpurayun HJA P N0O13867/01-150212
Pezucmpayuonnoe P NO13867/01
yodocmosepeitue No:
Iloxazamenu Pezynomamer Hopmbi
Onucanue
Onwucanne
OMHCaHHE COOTBETCTBYET npogonrosatsie He10ro WIH MOUTH
6enoro useta TabNeTKH, MOKPLITHIE
nAeHOYHOH 000N0UKOH, ¢ pUCcKoi
Ans AeneHus
IoanuuHoCTH

LETHPH3HHA AUTHAPOXIOPHS —
HCTIBITAHHE A

LETHPU3HHA AUTHAPOXJIOPHA —
HcnbsiTanue B

THTaHa AHOKCHI

CpenHss macca 1 Tabnetky,
NMOKPBITOH MNeHOUHOH obonoukoii
OaHopoaHOCTL Macchl

OQHOPOAHOCTb MACChl PA3AE/IEHHBIX
TadNeToOK

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
0,1250r
COOTBETCTBYET

COOTBECTCTBYET

Bpems ynepxuBaHHS OCHOBHOIO
IMKa Ha XpOMaTorpaMmme
MCMBITYEMOTO pacTBoOpa JAOMM¥KHO
COOTBETCTBORATH BpeMEHH
YAEP’KHBAHWA OCHOBHOTO NMHKA Ha
XpOMATOrpamMMe CTaHaapTHOTO
PacTEOpa LIETHPH3HHA

Y®-cnekTp 0OCHOBHOTO MHKA Ha
XpOMaTorpaMMe HCMbITYEMOro
pacTBOpa ACJIKEH COOTBETCTBORATH
Y®@-cnekTpy OCHOBHOrO NUKa Ha
XPOMATOrpaMMe CTAHAPTHOTO
pacTBOpa LETHPH3UHA
HabmonaeTcsa opaHxeBoe
OKpallHBaHHe

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

18/20 - ne Honee £ 7,5%
2120 - ne bonee = 15%
85% - 115%

CpeaHas Macca

Ymeepocdeno omoenom
KOHMpOAs Kavecmea
«3enmusa, K.c.»

12-02-2019

Hux. JInGyce Xnanka /Tlonnuce/

Crpannna 1l na 3

| «3enrupa, x.c.0 ¥V

ZGNT'VA Kabenosnet 130 102
i 37 Tpara 10 Jonbhn
| Mexonyne

Pacneuartano: 12,2.2019




ZENTIVA

A SANOF! COMPANY

Homep ceprudukara npounsBoanteas cepun Ne0525

Hazeanue 3opak ®

npenapama

Homep 11009378_0050 Cepus LIMS HV 1387748

npenapama

Homep cepuu 3671118 Obpazey HV 5032467

[ozuposxa 1o MIr Cepua LIMS MZP 1379169

Hexapcmaennan TabneTKH, NOKPBITLIE NIEHOYHOH Obpazeyy MZP 4989232

dopma 00onoukoii

Pazvep ynacoexu 10 TabneTtok, NOXpsITHIX Buinyuyennoe 225 459 [TAYEK
niaeHovHoii oGonoukoii KOAWYECmBo

Tun ynaxosxu KOHTYPHASA AYEHKOBAA Cmpana-umnopmep Poceus
YITAKOBKA 1X 10

Hama 16.11.2018

npou3godcmea

Hama ucmeyenun 31.10.2021
CpOKa 200HOCHIH
Creyugpurxayus HA P NO13867/01-150212

Pezucmpayuonnoe P NO13867/01
yoocmogepenue Ne;
PacnapaemocTs 7 muH He 6onee 15 mun
PacteopumocTs
PacTBopumocTb
CpefHee KOMHYECTBO 100%
KonuyecTBo oOpasuoe 6
MHH. 98 %
MAaKC. 101 %
OLIEHKA COOTBETCTBYET Munumansho 75 % (Q) ot
3a4BIEHHOTO KO/IHYECTBA
LETHPH3HHA TUTHAPOXJIOPHIA
nocne 20 MuH
YucroTa
npoaykt paznoxeHus (RRT 0,62) < 0,05% He 6onee 0,3%
€IHHHYHAA HAeHTH(HUHpPOBaHHAas 0,1% He Gonee 0,2%
NMpUMeCh
eAHHHUHAS < 0,05% He 6onee 0,1%
HEHAEHTU(DHLHPOBAHHAA MPHMECH
CyMMa npHmecei 0.1% He 6onee 0,7%
MuxpobHonorudeckas 4ucTota
Mukpobuonoruueckas YHCTOTa
HEROJHBIX NpenapaTos A npueMa
BHYTpPb
Ob1uee qucno aspobHbIX [lepuopuueckuii rect | He 6onee 10° KOE/r
MHMKPOOPTAaHH3MOB
O6ee yucno ApoAOKEBBIX H lNepuoauueckuii Tecr | He 6onee 10° KOE/r
nnecHeBbIX rpuboB
Orcyrcreue Escherichia coli Tlepuoanueckuii Tect | orcyrcTeyiot (1 1)
OJHOPOAHOCTH COAEPKUMOro COOTBETCTBYET AV <150
Ymeeporcdeno omoenom Hrx. JTubyce Xnanka /Tloanucy/  ZGNTIVA gg}f:;tb':fé%‘;oz
KOHIMPOTA Kauecmad | 37 TMpara 10 Jonsn
«Jenmuea, x.c.» Mexonynei

12-02-2019  Crpannua 2 u3 3 Pacnevarano: 12.2.2019




ZSNTIVA

A SANOFI COMPANY

Homep cepruduxara npousBoaureisi cepuu Ne0525

Hazeanue 3ogak ®

npenapama

Howvep 11009378_0050 Cepun LIMS HV 1387748

npenapama

Homep cepuu 3671118 Obpazey HY 5032467

Hozuposxa 10MIr Cepun LIMS MZP 1379169

Jexapcmeennan TabNeTKH, NOKPBITHIE MIEHOYHON Obpazey MZP 4989232

gopya ofonoukoit

Pazsep ynakosku 10 TabNETOK, NOKPRITHIX Bunywennoe 225 459 TAYEK
naeHovHo# 06onovKoi KOMUeCcmao

Tun ynaxoexu KOHTYPHAS AYENKOBAA Cmpana-umnopmep Poccua
YINAKOBKA 1 X 10

Hama 16.11.2018

npouigodcmea

Hama ucmevenus  31,10.2021

CpOKA 200HOCHU

Creyugpuxayus HO P NO13867/01-150212
Pezucmpanyuonioe P NO13867/01
yoocmosepeniie No:

Konuuectpennoe onpeaeneHne
LQETHPHU3HHA AWTHAPOXJIOPHAA B 10,1 mr oT 9,5 mr mo 10,5 Mr
oaHoii TabneTke, MOKpbITOH
MAEHOYHOH 060n04KOii

3AKIIOYEHMUE: CoorBercrBre cnenupuKauuH.
HacToswum s NoATBepxAalo, 4To BCe CTaAMH NPOM3BOACTBA JaHHOH CepHM roTOBOTO Npenapara Obuld
NpoBeAEHbI B NMOMHOM COOTBETCTBHH ¢ TpeboBaHWAMH Hannexaiuei npouzsoacteenHoii npaktnku EC u
[rae 8 pamrax EC] B cooTBeTCTBHH ¢ TpeOOBAHHAMM PErHCTPALIMOHHOTO YAOCTOBEPEHHA CTPaHbI-
nomy4arens.
YTBEPXKAEHO A1 PEAJIM3AITUHA
IIpoH3BoaHTENbL H KOHTPOJIL KAaY€ecTBa:
«3eHTHBa K.C.» (ohMLHANbLHLIA NpeeMHHK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Daxc: +420 267 243 627
Y Kabenosnwl 130, 102 37, TIpara 10, lonbHu Mexonynsi, Yetuckas PecniyGnnka
Homep nuuensuu Ha npouseoacteo: 25473/2/INS/98 (nocnennee nameHenue 282125/2018)
Ceprudukar GMP Ne 105698/2014, 79633/2016, 22684/2017

Vmeepaicoeno omoenom Hux. JinGyce Xnaaka /Moanucs/ ZSNTIVA ;‘(3“’5"7"“‘ K-f-s’;) 31,02
dDENOBHbBI

KOHMPOAs Ka¥ecmada 37 Mpara 10 fomeim

«3enmuea, x.c.» Mexonynsi
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ZSNTIVA

Manufacturer batch certificate No. 0525

Name of product Zodac ®
Product number  11009378_ 0050 Batch LIMS HV 1387748
Batch number 3671118 Sample HV 5032467
Strength 10 MG
Dosage Jform film-coated tablets Batch LIMS MZP 1379169
Package size 10 tbl fim Sample MZP 4989232
Package type BLI1 X 10 Released quantity 225459 PACKS
Manufacture date 16.11.2018 1 /i P Russi
Expiry date 31.10.2021 /i Sl e ussia
Specification ND P NC13867/01-150212
Marketing awthorisation 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 | film-coated tablet 0.1250 g 0.119-0.131g{0.125 g + 5 %)
Uniformity of mass complies 18/20-NMT 2 75%
2/20-NMT+15%
Uniformity of mass of divided tablets complies 85%- 115%
average weight
Disintegration 7 min NMT 15 min
Dissolution test
Dissolution test
average amount 100 %
number of samples 6
min 98 %
max 101

Approved by QP Zentiva, k.s.

12 -02- 2019

Ing. Libuse Hladka

Page 1 of 2

Zenuva, k.».

U kabelo.ny 130

102 37 Praha 10

Dolnf Mécholupy

‘*rrm:’ 12.2.2019
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ZSNTIVA

Manufacturer batch certificate No. 0525

Name of product Zodac ®

Product number  11009378_ 0050 Batch LIMS HV 1387748

Batch number 3671118 Sample HV 5032467

Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1379169

Package size 10 tbl fim Sample MZP 4989232

Package type BLITX 0 Released quantity 225459 PACKS
Manufacture date 16.11.2018 J/ tin tr Russi

Expiry date 31.10.2021 mporting country Lk
Specification ND P NO13867/01-150212

Marketing authorisation No. P N013867/01

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

degradation product (RRT 0.62) <0.05 % NMT 0.3 %

other known impurities individually 0.1 % NMT 0.2%

unknown impurities individually <0.05 % NMT 0.1 %

sutn of all impurities 0.1% NMT 0.7 %

Microbiological quality

Microbiological quality of non-aqueous
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 <= 15,0
Assay of cetirizine dihydrochloride in 1 10.1 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) Tel: +420 267 241 1 1)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Manufacture Autorization Number :25473/2/INS/98 { last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

i
v Zenliva, ko
ps Z@NTIVA | fose

Dolnl Mécholupy
Approved by QP Zentiva, k.s. *ng. Libuse Hiadké L.
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