JEKJIAPAITASI O COOTBETCTBHH

JEKJAPAHT, MIPHHUMAIOIITHAN AEKJAPAITHIO O COOTBETCTBHM

AO "Canogpu Poccus”

Ceedenus o pezucmpayuu opzanusayuu. Mescpaiionnas uncnexyun Dedepanvroii hano2060ii caychur Ne 46 no
2 Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.20602.

Aodpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuuiii dupexmop Mownow O.A.

Hosepennoe nuyo: Cmenanoe C.C., doeepernocmy 6/n om 01.12.2017

3AMABJAET, YTO

Rexapcmeenroe cpedcmao: 3odax, mabremxy noxpoimbie nienouHol oboroyxoti 10 mz 10 wm., ynaxosxu
Avelikosuie KowmypHeie (3), nauxu xapmonnvie, PY Ne IT N013867/01 om 09.12.2011 (dama 3amenoi
10.01.2018) evidaro AO "Canogpu Poccur”, cepun 3150119, napmus 79536 ynaxosox, 200er 0o 31.12.2021,
npouseodcmea 3enmusa x.c., Yewckan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKIIJ2 21.20.10.256, xod TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic No 9085329262 om 04.04.2019

COOTBETCTBYET TPEEOBAHMAM
ITN013867/01-150212 usm. N 1-4

JTEKJIAPAITASA MPHHSITA HA OCHOBAHHH
npomoxon ucntimanuti No 10239 om 11.04.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 ®J140, Cepmughuxam POCC CZ.®M08.C38046 om 11.04.2019

Crenanos C.C.
Cb .10

CBEJIEHMS]I O PETHCTPAIIIA

OPTAH 110 CEPTHOHKAITUY, 3APETHCTPUPOBABIIV JEKJIAPALTHIO
RA.RU. 11®M08 OPTAH I10 CEPTHOHKALIHH IIPOJYKI[HH OBL[ECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTHIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzamwzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
ceprfxuq'mxauuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, sm. 5., men.: (495)788-02-88, ee6-
caim: oyxx.po.

JEKJAPAITUA O COOTBETCTBHH 3APETHCTPAPOBAHA N POCC RU J-CZ.PM08.A.21206/19
AATA PETACTPAIXHH 11.04.2019
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ZESNTIVA

A SANOFI COMPANY

Homep cepruduxara npoussoaurein cepun Nel026

Haszeanue 3opak ®

npenapama

Homep 11009379_0050 Cepun LIMS HV 1390862

npenapama

Homep cepuu 3150119 Obpaszey HV 5047426

Hozupoexa 10 MI" Cepua LIMS MZP 1387821

Sexapemeennas TabneTkH, NOKPLITHIE NACHOYHOH Obpazey MZP 5032789

gopma o6onoykoii

Pasvep ynaxosxu 30 TabneTtok, NOKPHITHIX Buinyugenroe 79 536 [TAYEK

NACHOYHOH 0OONOUKOH KOnuYecmso
Tun ynarxosxu KOHTYPHAS AYEMKOBAS Cmpana-umnopmep Poccus
VYITAKOBKA 3 X 10

Hama 31.01.2019

npousgodcmaa

Hama ucmewenus 31.12.2021

CpoKa zo0HOCmY

Creyuchurayun HJ P NO13867/01-150212

Pezucmpayuonnoe P NO13867/01

docmosepenue Ne:
Hoxazamenu Pezyavmamer Hopmot
Onucanue
OnucaHue
ONKCAHHE COOTBETCTBYET NpoAOAToBaTHIE GENnoro HIH NOUTH

6enoro uBera TabneTku, NOKpLITLIE
nieHoYHo#H 06onoukoi, ¢ pucKoii
Ang pneneHus

IMoanvuHoCTL

LETHPU3HHA AUTUAPOXIOPH/ —
HCMBITAHHE A

LIETHPH3HHA RMTHAPOXIIOPHL —
HcneITaHHe B

THTaAHa JHOKCHA

Cpennas macca 1 tabnerky,
NOKPBITOH MIeHOYHOH 060noukoi
OnHopoaHOCTL Macchl

OIIHOPO}J.HOCTI: MAaccChbl pa:meneuumx
TabneTok

COOTBETCTBYET

COOTBETCTBYCT

COOTBETCTBYET
0,1236r
COOTBETCTBYET

COOTBETCTBYET

Bpems yaep>xHBaHHA OCHOBHOTO
N1Ka Ha XpoMaTorpamme
HCIIBLITYEMOT'O PacTBOpa AOJIKHO
COOTBETCTBOBATh BpEMEHH
YAEP)KHBAHHA OCHOBHOTO NUKA Ha
XpOMaTorpaMMe CTaHAAPTHOTO
pacTBopa LUeTHPH3HHA
Y®-cnekTp oCHOBHOrO NMHKa Ha
XpOoMaTorpaMmMe HCMbITYEMOTO
pacTBOpa AOEH COOTBETCTBOBATD
V@-cnekTpy ocHOBHOIO TIHKa Ha
XpoMaTOrpaMMe CTaHAapTHOTO
pacTBOpa LETHPH3HUHA
HalnioaaeTcs opalkesoe
OKpaILIHBAHHE

0,119-0,131 r (0,125 r £ 5%)

18/20 - ne Gonee + 7,5%
2/20 - He Oonee = 15%
85% - 115%

CpeaHAA Macca

Ymeepoicoeno omoenom
KOHMPONA Kavecmea
«3enmuaa, x.c.»

22-03-2019

Hux. JInbyce Xnanka /Tloanuce/

Crpanuna 1 3 3

ZSNTIVA I «JenTHBa, K.C.0 Y

Kabenopne 130 102
| 37 Ilpara 10 Aoiibn
| Mexonynbt

Pacneuarano: 22.3.2019




ZENTIVA

A SANOFI COMPANY

Homep cepruduxata npoussoguresi cepuu Nel026

Hazsanue Jogak ®

npenapama

Homep 11009379_0050 Cepun LIMS HV 1390862

npenapama

Homep cepuu 3150119 Obpazey HV 5047426

Hozupoexa 10 MI’ Cepua LIMS MZP 1387821

Jexapcmaennan TabNETKH, NOKPBITbIE MIIEHOYHOH Obpazey MZP 5032789

dopma o0onoykoit

Pazvep ynaxosku 30 TabneTok, MOKpHITEIX Brinywennoe 79 536 IIAYEK
nneHouHO# obonoukoit KOAUYECMBO

Tun ynaxoexu KOHTYPHAS AYEMKOBASA Cmpana-umnopmep Poccus
YIIAKOBKA 3 X 10

Hama 31.01.2019

npousgodcmea

Hama ucmevenus 31.12.2021
CpoKa zo0HoCmu
Creyuchurxayus HI P NO13867/01-150212

Pezucmpanuonnoe P NO13867/01
ydocmogepenue Ne:
Pacnagaemocth 5 mMuH He Gonee 15 mun
PacTBOopumMocTb
PacTeopumocTs
CPEIHEE KONMHYECTRBO 101 %
KOJIH4ecTBO 00pa3LoB 6
MHH. 98 %
MakKc. 105 %
OlleHKa COOTBETCTBYET Munumansto 75 % (Q) ot
3agBJIEHHOTO KOJIHYECTBA
LETHPU3HHA JUTHAPOXAOPHIA
nocne 20 MuH
YucroTa
npoaykt pasznoxkenus (RRT 0,62) < 0,05% He 6onee 0,3%
eAMHUYHAA HOSHTHHLIMPOBaHHAA <0,05% He 6onee 0,2%
npHMech
eIHHHYHAA 0,1% He 6onee 0,1%
HEHIEHTHOHUMPOBAHHAA IPHMECH
CyMMa npumecei 0,1% He 6onee 0,7%
Mukpo6uronornyeckas yucToTa
Muxkpobxonoruueckas yHcToTa
HeBOJAHBIX NIPenaparos A8 npHeMa
BHYTpb
Obwee yucno adpobHBIX [Mepuoauyeckuii Tect | He Gonee 10° KOE/r
MHKpPOOpPraHHIMOB
OObuiee yucno ApoRcKEBbIX U [Tepuoanueckuii Tect | He 6onee 10° KOE/r
NJIECHEBBIX FPHOCE
Orcyrereue Escherichia coli Iepuoauueckwid Tect | orcyreTByioT (1 1)
OAHOPOAHOCTEL COACPIKUMOro COOTBETCTBYET AV <150
Ymeepowcoeno omoenom Unx. JIubyce Xnanka /lloanucy/ ZGNTIVA Ei%::%ﬁ:f;)‘l{oz
KOHMPORA Kavecmea 37 Mpara 10 Jlonstm
«3enmuasa, K.c.» Mexonynsi

22-03-2019  Crpanmma 2 u3 3 Pacneuarano: 22.3.2019




ZENTIVA

A SANOF| COMPANY

Homep cepruduxara npousBoaures cepuu Nel(26

Hazsarnue 3onak ®

npenapama

Homep 11009379_0050 Cepun LIMS HV 1390862

npenapama

Homep cepuu 3150119 Obpazey HV 5047426

Hozuposxa 10 MIC Cepua LIMS MZP 1387821

Jlexapcmeennas TaONeTKH, TOKPHITLIE TUIEHOYHOIH Obpazey MZP 5032789

ghopua obosiouxoit

Pazvep ynaxoexu 30 TabneTok, NOKpHITHIX Buinyujennoe 79 536 MAYEK
IIeHOYHO# 0bonoYKoi# KORUYECmEo

Tun ynaxosxu KOHTYPHAS SUEMKOBAA Cmpana-uvnopmep Poccun
YIIAKOBKA 3X 10

Hama 31.01.2019

npousgodcmsa

Hama ucmevenun 31.12.2021

CPOKA 200HOCMU

Cneyughur ayus HJI P NO13867/01-150212
Pezucmpayuonnoe P NO13867/01
yoocmogeperue Ne:

KonaunuecteenHoe onpenenenue
UETHPH3HHA AMIHIPOXI0pHaa B 9.9 mr oT 9,5 mr go 10,5 mr
ofiHoO# Tabnerke, MOKPLITOH
TUIeHOUHOI 000n0uKoii

SAK/IIOYEHHE: CooTBeTcTBHE cnenHpUKANHHE,
Hacrosauum s noareepskaato, 4To BCe CTaAMM NPOW3BOACTBA AAHHOM CEpUH rOTOROrO NpenapaTa 6uiiu
MpOBEAEHB! B MOIHOM COOTBETCTBHH ¢ TpeGoBaHuAMH Haanexaweit npoussoacTeeHHoii npaktiku EC u
[rae B pamkax EC] B cooTBeTcTBUM ¢ TPpeGOBAHUAMH PErdCTPALIMOHHOTO YAOCTOBEPEHHS CTPaHbI-
MOTYATENA.
YTBEPKAEHO JJISAA PEAJIM3ALIMA
IIpon3BogHTEAbL H KOHTPOJIL KAYECTBA:
«3eHTHBa K.c.» (0huLHanLHbIH npeeMHuK «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
daxc: +420 267 243 627
Y KaGenosns 130, 102 37, INpara 10, Jonsun Mexonynel, Yewckas Pecny6nuka
Homep nuuensum Ha npouseoacTBo: 25473/2/INS/98 (nocnennee nameHenue 282125/2018)
Cepruduxar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeepowcdeno omoenom W, Jiubyce Xnanka /Moanucs/  ZGNTIVA | ‘&3%"1"““- e 3:02
i A0CNOBHBI

KOHMIPONA KA4ecmea 37 Mpara 16 Jlonowa

«Jenmuea, K.c.» Mexonynst

22-03-2019  Crpannua 3 u3 3 Pacneuarano: 22.3.2019



ZGNTIVA

Manufacturer batch certificate No. 1026

Name of product Zodac ®

Product number  11009379_ 0050 Batch LIMS HV 1390862
Batch number 3150119

Strength e Sample HV 5047426
Dosage form film-coated tablets Batch LIMS MZP 1387821
Package size 30 tb! fim Sample MZP 5032789
Package type BLI3X 10 Released quantity 79536 PACKS
Manufaciure date  31.01.2019 J/ di {r Russi
Expiry date 31.12.2021 mporiing country ussia
Specification ND P N013867/01-150212

Marketing authorisation No. P N0138§67/01

Test Results Limits
Appereance
Appearance
appearance complies white to almost white film-coated
tablets of the oblong shape with halving
score

ldentification

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 0.1236 g 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 divided tablets complies 85% - 115%
average weight
Disintegration 5 min NMT 15 min

Dissolution test
Dissolution test

average amount 101 %
number of samples 6

min 98 %
max 105 %

i Ukabelo ny 130
i 10237 Prafe 10

ary, L Dolnt Mécholupy
Print: 223.2019 *

Approved by QP Zentiva, k.s. "ng. Libufe Hladka %/ LSNTIVA Zentiva, k.s.
2 2 -03- 2[]19 Page 1 of 2



ZSNTIVA

Manufacturer batch certificate No. 1026

Name of product Zodac ®

Product number  11009379_ 0050 Batch LIMS HV 1390862

Batch number 3150119 Sample HV 5047426
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MzP 1387821
Package size 30 tbl fim Sample MZP 5032789
Package type BLI3X 10 Released quantity 79536 PACKS

Manvfacture date  31.01.2019

Expiry date 31.12.2021

Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/01

Importing country  Russia

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 <0.05% NMT 0.2 %

unknown impurities individually 0.1% NMT 0.1 %

sum of all impurities 0.1% NMT 0.7 %

Microbiological quality

Microbiological quality of non-aqueous
preparations for oral use

totat viable aerobic count Periodical test NMT 19° 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 | 9.9 mg 9.5mgto 10.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

I hereby certify that al! 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 11]
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 1056982014, 79633/2016, 22684/2017

102 37 Praha 10
Deinf Mécholupy

22 -03- 2018 Page2 of 2 | Printg: 22.3.2019 =

Approved by QP Zentiva, k.s. *ng. Libufe Hladka / 7 Z&NTIVA e



