JAERKJIAPAIINAA O COOTBETCTBHUH

NEKJIAPAHT, IIPHHHMAYOUIM JEKJIAPAITHIO O COOTBETCTBHHI

AO "Canogpu Poccua”

Caedenun 0 pezucmpayuu opzanusayuu: Mexcpavionnas uncnexyun Qedepanvroti Hanozo8ow cryxncvt Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npucecenusn OFPH 19.08.2002.

Adpec: 125009, z. Mockea, yn. Teepexan, 0. 22. Tenegon/paxce: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanonoiii dupexmop Mownaic O.A4.

Loeepennoe nuyo: Cmenanoe C.C., dveepennocmn 6/m om 01.12.2017

JAMABIAET, UTO
aexapcmeennoe cpedemeo: 3ooax, mabnemry NOKpulbie HaAeHoYHOl oboroyroti 10 Mz 10 wm., ynarosxit

sueilkoevie koHmypHbie (3), nauky kapmonwnsie, PY Ne IT N013867/01 om 09.12.2011 (0ama 3amenw
10.01.2018) seidano AQ "Canogu Poccus”, cepus 3470818, napmus 32000 yraxoeox, zoden oo 31.07.2021,
npouzsoocmea Jenmusa x.c., Yewcrxas Peenybruxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKII[]2 21.20.10.256, xod TH B3I 3004900002, xonmpaxm Ne

| 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085309798 om 17.10.2018

1 COOTBETCTBYET TPEBOBAHHUSIM

I NOI3867/01-150212 uam. Ao 1-2

JEKJAPAXIHSA IIPRHATA HA OCHOBAHMHA

npomoxon ucnuimanui Ne 3114 6 om 26.10.2018 HIT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 P40, Cepmugpuxam POCC CZ OM08.C26089 om 26.10.2018
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b ®H.0

Sancii F Fussia hl
/

0eurapaum

&=

CBEJAEHUS O PETHCTPAITUH

OPI'AH 110 CEPTHOMKAINH, 3APETICTPHPOBABIIIHIT ,I{EKJIAPA]_[HIO

RA.RU.11®M08 OPTAH ITO CEPTH®HKALIHH ITPONVKITHH OFIHECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTLIO "OKPY)XHOM HEHTP KOHTPOJIA KAYECTBA",

| adpec opzanuzayuu: 115280, o. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmudgpuxayun: 115280, POCCHA, 20pod Mocrsa, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ¢eb-
caiim: oyxK.pgh.

JEKTAPATINA O COOTBETCYBHHA 3APETHCTPHPOBAHA N POCC RU J-CZ.DMUS.A.05361/18
| AATA PEYUCTPAIIMH 26.10.2018

v Hunenxo HU.B.
Wncb Pyxosoaurens OC




SANOFI

Zentiva k.s. (opHiManbHBIH npaBonpeeMuuk Zentiva a.s. or 01.01.2009 r.)
U kabelovny 130, 102 37, Ilpara, Yemickas Pecrry6nuka

CEPTHO®HKAT AHAJIU3A Ne 3799

3onak, TabJaeTKH, HOKPBITHIC IVIEHOTHOI 060/0uKoit 10 Mr Ne30 (3x10)

Jara usrotosnenns: 31/08/2018
Il'ozen mo: 31/07/2021
Cepus: 3470818
HATINO13867/01-150212

IHHOKA3ATEJb HOPMBI PE3YJBTATHI
Omnucanne benoro wim nourn Genoro upera tabnerku, | CooTBeTcrsyer
NOKPBITEIE TICHOYHOH 000no4KoH,
npoaoaroearoil  ¢opmel, ¢ puckoil s
JEJIeHHA ¢ OJHOH CTOPOHEL.
HozanuunocTts
- Lletupnsuna auruapoxiopua — tecT A | COOTBETCTBHE BPEMEHH YAEPKUBAHHS CooTeeTcTRYET
- letupnsuna quruapoxaopnil - recr B | Cootsercteue VD cnexrpa CooTeeTcTBYET
- Turana AHOKCHA [osgrnenye opawKeBOro OKpaliHBaHKHA CooTreTcTBRYET
Cpennsas Macca oaHOH TabneTkn Or0,119r 50 0,131 0,1251r
OnnoponHocTe no Macce™ B cootsercTBHM ¢ Tpeboranuamy Esp.@apm. | CooreercrByer
OaHOpOAHOCTE HO MACCE HOAEAEHHBIX B coorteercTBHM ¢ TpeGoBannaMu Epp.®apm. | CoorsercTeyer
TadneTok
PacnaaaemocTs He Gonee 15 Mun 7 Mud
PacTropetue He Menee 75% OT 3a9BNEHHOIO KOJIUYECTBA 100 %
LETHPH3HHA AUrHAPOXNopAia Yepes 20 MuH
TTocropounme npumecu
- Hpumecs ¢ RRT 0,62 He Gonee 0,3 % 0,1 %
- Jiobas npyras eaMHRYHaN He Gonee 0,2 % 0,1%
HOECHTH()UILIMPOBAHHAN MPHMECDH
- Envnnunas senienruduuupopastas He 6onee 0,1 %
NIpPUMECH < 0,05 %
- Cymma nipuMecei He donee 0,7 %
0,1%

Mukpodnosiornueckass YHCTOTA
Fd XHI, kaTeropua 3A

Hepoasxple npenapatsl ans
11epopanbHOTO HPUMEHeHUs

O6mee gucio adpoOHBIX
MHEKpoopranusmos (TAMC)
Obmee uncno apoxoxeit 1 rpuboR
(TYMC)

Orcytereue Escherichia coli

He Bonee 10° KOE/r
He 6onee 10° KOE/r
Otcytcreue B 11

Ilepuou.rect

O,IlHOpOJ_II-IOCTI: AO3HPOBAHHA

AV <150

Coorrercrayer

KonuuecTBeHHoe onpenenenye
HeTHPH3HWHA NUIHApOXJiopraa B |
Tabnerke

O1 9,5 Mmr 10 10,5 Mr

10,0 mr

AG «Carnothn Poconsi»

Appec: 126008, Mockea. yn Teepokas, 22. Ten. (495) 721-1400. ®akc: (495) 721-1411. www sanofl.ru




ZENTIVA

A SANOFI COMPANY
Zentiva k.s. (ounmanbHblii npaBonpeeMHuK Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Tlpara, Yemckas PeciryGanka

CEPTH®HKAT AHATTH3A

3oiak, xanam 008 nepopaibHoro npuMeHenns 200 mr/20 ma

Jlara warotosnenns: 05/01/2015 {Togen mo: 31/12/2017

3AKJIIOYEHHME: CooteetcTayeT Tpebosannam crnieurdukauui. 31eck 1 NOATBEPAIAKD, UTO IPHBEIEHHAS BhILIE

vHQOpMaLHs  SBAAETCS TIPaBMABHOH W TouHON. JlaHbas cepus TNPOINyKTa TPOM3BEACHA,  BKIIOYAS
YN2KOBKY/MApPKHPOBKY M KOHTPONb KAueCTBA, Ha YKA3aHHOW HiIDKE MPOM3BOACTBEHHON MUIOLIAAKE B ITOTHOM
cooTBeTcTBHM TpeGorannaM GMP MecTHOro perMcTpaLMOHHOIO OpraHa KW 3aperdCTPHPOBAHHON HA PhIHKE
CTPaHLI-UMEIOPTEpPa creuMGHKAMK HAH HOPMATMBHOM MOKYMEHTAUMM HA MPOAYKT AN HCCIEMYEMbIX
MEAWLIMHCKHX NPEnaparos. 3ankcH MpOM3BOACTBEHHOIO NPOLIECCa, YIAKOBKH K aHAIM3a NPOBEPEHBL B TIPH3HAHBI
COOTBETCTBYIOLUKRMH TpeboBanuam GMP.

Brinymen 02/10/2018 YoanoMoueHHoe nuio: Jakub Matusik

Crpannua 2 u3 2



ZSNTIVA

Manufacturer batch certificate No. 3799

Name of product Zodac ®

Product number

11009379_ 0062 Batch LIMS HY 1371220
Batch number 3470818 Sample HV 4951856
Strength 10 MG
Dasage form film-coated tablets Batch LIMS MZP 1366636
Package size 30 tbl fim Sample MZP 4942691
;;c"mge O’Ped BLI3X 10 Released quantity 79849 PACKS
Expidae 3105300, Importing country  Russia
Specification ND P N0O13867/01-150212
Marketing authorisation No. P N013867/01
Test Results Limits
Appereance
Appearance
appearance complies white to almost white fiim-coated
tablets of the oblong shape with hatving
score
Identification
cetirizine dihydrochioride - 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 dihydrochioride - 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 complics orange colour abserved
Average mass of | film-coated tablet 0.125t g 0.119-0.131g(0.125g+ 5 %)
Uniformity of mass complies 18/20 -NMT £75%
2/20-NMT=215%
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 102 %
Jakub Matugik s

Approved by QP Zentiva, k.s.

02 -10- 2013
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ZENTIVA

Manufacturer batch certificate No. 3799

Name of product Zodac ®

Product number  11009379__ 0002 Batch LIMS HV 1371220

Batch number 3470818 Sample HV 4951856
Strength 10 MG

Dosage form film-coated tablets Bawch LIMS MZP 1366636
Package size 30 tl fim Sample MZP 4942691
Package type BLI3X 10 Released quantity 79849 PACKS
Manufacturedate  31.08.2018 I . .

Expiry date 31.07.2021 mporting country  Russia
Specification ND P NOI3867/01-150212

Marketing authorisation No. P NO13867/01

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

degradation product (RRT 0.62) 0.19% NMT 0.3 %

other known impurities individually 0.1% NMT 0.2 %

unknewn impurities individually <0.05 % NMT 0.1 %

sum of all impurities 0.t % NMT 0.7 %

Microblological 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 102 CFU/g

Absence of Escherichia coli Periodical test absence {1g)
content uniformity complies AV <= 15,0
Assay of cetirizine dihydrochloride in 1 10.0mg 9.5mgto 10.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

T 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 contrel site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Tel: +420 267 241 111
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

U kuhutovny 130

Approved by QP Zentiva, k.s. W Bk 3y aba WA
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Jakub Matusik 020208 zgrmmm | s



