NEKJAPALIUSI O COOTBETCTBUU

JAEKJAPAHT, IPHHAMAIOIIWH JEKJAPAITHIO O COOTBETCTBUH
AQ "Canogu Poccus”

3apezucmpuposano : Mexcpaiionnas unchexyus MHC Poccuu Ne39 no 2. Mocrkee OF'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockesa, ya. Teepcrasn, 0. 22. Teaegpon:8 (495) 721-14-00
B nuye: lenepansubtit oupexmop Adaman H.B.
Josgepennoe nuyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3AMABJHIET, UTO :

Aexapcmeenoe cpedcmeo: 300ax mabaemy ROKpvimbie naeHouHo 0bonoyxolt 10 mz 10 wm., ynaxosku
Aveiikogste konmypruie (1), nauru kapmonnvie, PY No I1 NOI13867/01 om 09.12.201] (0ama samenvi
10.01.2018) evtoano AQ "Canogu Poccus", cepus 3230418, napmus 233664 ynaxoeox, 200en 0o 31.03.2021,
npouzgodcmea 3enmusa x.c., Yewckas Pecnybauxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xoo OKII/I2 21.20.10.256, koo TH B3 3004900002, konmparm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085295734 om 21.06.2018

COOTBETCTBYET TPEEOBAHUSIM
1T N013867/01-150212 uzm. Nol

JEKJITAPAINHS TPHHSTA HA OCHOBAHHH
npormoxon ucnotmanuii Ne 1799 0 om 29.06.2018 HIT OO0 HI] "PAPMOBEOPOHA", ammecman
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC CZ.OMO8.C17285 om 29.06.2018

ﬂATﬂéﬂPHgﬁITHH JAEKJIAPAIINH 29.06.2018

/ Cremanos C.C.
/ﬂ%b ®.U.0

'CBEJIEHHMSI O PETUCTPALIAU

OPTAH IO CEPTHUO®HUKAIUH, 3APErHCTPHPOBABIITHIA JEKJIAPAIIUIO

RA.RU.11DMO08 OPTAH [10 CEPTHDHKALIHH IIPONYKIJHH OBL{ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXKHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opeanwsayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmupuxayuu: 115280, POCCHA, 2opod Mockea, yr. Macmeproea, 0. 4, am. 3., men.:(495)788-02-88, eet-
caiim: oyrK.p.

JEKJAPAITUA O COOTBETCTBUM 3APETUCTPUPOBAHA M POCC CZ.DPM08. 405591

AATA PETWCTPAIINHN 29.06.2018

A

Hunenxo H.B.
MOATTHCE Pyxosoaurens OC
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SANOFI

Zentiva k.s. (odpuumanpHbLl IpasonpeeMunk Zentiva a.s. or 01.01.2009 r.)
U kabelovny 130, 102 37, Ilpara, Yemckas PecniyGrmxa

CEPTU®HKAT AHAJIH3A Ne 2110

3onak, TabeTKH, HOKPBITHIE ILICHOTHOM 060104K0f 10 Mr Nel0 (1x10)

Marta usrorosmenns: 27/04/2018
31/03/2021

Foaen no:
Cepna: 3230418
HI ITN013867/01-150212

INOKA3ATEJb HOPMbI PE3YJbLTATBI
Onucanne benoro unu nouyrn 6enoro upera TabJaeTKH, CooTteercTayer
NOKPBITEIE TUIEHOYHOH obonouxoi,
NpoAONroBaTOH  QopMel, ¢ pHckoll A
AENCHUS C OTHOH CTOPOHEI,
IonuHROCTE
- Uernpusnna nuruapoxnopun — tect A | CooTeeTcTRYE BPEMEHHU YIEPKHBAHUS CooteercrByer
- Herupusuna ayrnppoxnopun — tect B | CooteercTire VO criekTpa CoorsercByer
- Turara quokcun Toasnenne opamkesoro okparnsanus CoorsercTRyer
Cpenuss Macca onHoi Tabnerxy O070,119r 000,131 0,1245r
OnnopoanocTs o macce* B coorsetcteum ¢ TpeGosanmamu Erp.®apwm. Cootsercrayer
OnHOPOAHOCTL N0 Macce NoieAeHHLIX B cooreerctauu ¢ tpebosannamu Epp.dapwm. CootrgercrByer
rabnerox
Pacnamaemocts He 6osiee 15 mun 5 MuH
FfocToponnne npumecu
- Ilpumeck ¢ RRT 0,62 He 6onee 0,3 % <0,05 %
- JioGas npyras eaunuynas He Gonee 0,2 % <0,05 %
UAEHTR(HUMPOBaHHAS NIPUMECE
- Eaunnunas neupentaduunpopannasn He Gonee 0,1 % < 0,05 %
NpUMech
- Cymma npumeceii He 6onee 0,7 % <{,05 %

Muxkpobuonornyeckas uucTOTA

I'd XI1, kateropus 3A

Iepron.tect.

OnnopoaHocTh H03MpoBaHHUS

AV <150

CooreercTBYET

KonyuecTreHHOe onpenenehue
LEeTHPH3UHA WruApoxNopHa & 1
tabneTke

Or 9,5 Mr no 10,5 mr

10,2 mr

3AKJIIOYEHHE: CootsetctByeT  TpeSoBanuam cneimpurany.  3eck 8 NOATBEPNKIAD, UTO
MPHBEACHHASA BbIlE MBQPOPMALMS ABISCTCA NPABMALHOH M TouHOH. Jauuas CEePHA NPOAYKTA NMPOU3REACHA,
BKMI04aA yTIAKOBKY/MApKMPOBKY H KOHTPONL KA4ECTRA, HA YKA3aHHOH HIKe NPOH3BOACTBEHROMN IUIOMAKE B
[FO;IHOM COOTBETCTBHH TpeboBanuaM GMP mecThoro perverpaunonnoro Oprana W 3apervcTPHPORAHHOM Ha

PBIHKE CTPaHBI-BMIIOPTEpa CNeU(pHKALMH WM HOPMATHBHONH AOKYMEHTALMH Ha NPORYKT INIF HCCIenyé
MEIHLMHCKEX NpenaparoB. 3amucH NPOM3BOACTBEHHOTO Ipouecca,
TIPH3HAHBI COOTBETCTBYIOLUMMH TpeGoanuam GMP.

Beimymen 23/05/2018

Appec: 125009, Mocksa, yn. Teepekan, 22. Ten: (495) 721-1400. dake: {495} 721-144%.

AQ «Canotu Poccuss




ZENTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 2110

Name of product Zodac ®

Baich number 3230418

Product number  11009378_ 6001

Sirenpth 10 MG

Dosage forn film-coated tablets
Package size 10 tb! fim

Package type BLITX 10

Mamyfacture dote . 27.04.2018

Expiry date 31.03.202]

Specification ND PNDI3867/01-150212

Marketing autharisation No. P NDI3867/01

Batch LIMS HV 1345571

Sample HV 4850252
Batch LIMS MZP 1340707
Sample MZP 4816893

Released quantity 233667 PACKS
Importing conniry  Russia

Test Results Liwtits
Appereance
Appearance
appearance complies white 16 almost white film-coated
tablets of the obleng shape wiil halving
score
Identilication
cetirizine dihydrochloride - test A complics The retention time of the principal peak
in the chromatogram obtnined 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
madn peak UV spectrum in the
chromatogram obtained with the
standard solution of cetirizine
titanium dioxide complies orange colour observed
Average mass of 1 Alm-costed tablet 0.1245g 0.119-~0.131g(0.125 g% 5 %)
Uniformity of mass complizs 18/20-NMT 27.5%
2/ ~NMT£15%
Uniformity of mass of divided tablets complies 85% - 115%
average weight
Disintegration S min NMT 15 min
Dissolution test
Dissolution test
average amouht 190 %
number of saniples 6
min 97 %
max 101 %
evaluation complies Atleast 75 % (Q) of the declargﬂm

amoimt of cetirizine dihygmgm IE}."E X,
Vi after 20 min AT A

Approved by QP Zentiva, ks.

23 -05- 2016

Tng. Libude Hiadka
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& INTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 2110

Name of product Zodac ®

Product number  11009378_ 0001 Batch LIMS HV 1345571

gf:f:; Juuiber 3230418 Sample HV 4850252

Dosage form film-coated tablets Batch LIMS MZP 1340707

Package size 10 (bl fim Sample MZP 4816893

Package npe BLI1X 10 Relegsed quantity 233667 PACKS
Monufocture date 27042018 : .

Expiry date 31.032031 Importing country  Russia
Specification ND P NGI3B67/01-150212

Marketing awhorisation No. P ND13867/01

“Purity tost

degradation product (RRT 0.62) <0.05 %% NMT 0.3%
other known impurities individually <{1.05 % NMT 0.2%
unknown impurities individually <0.05 & NMT Q.1 %
sum of all impurities <0.05 % NMT 0.7%

Microbinlogical quality

Microbiological quality of non-aqueous
preparations for oral use

total viable nerobic count 0 CFU/g NMT 19* CFU/g

Total combined yeast / moulds count 0 CFu/g NMT 10* CFU/g

Absence of Escherichia coli romplies absence {1g)
cetient uniformity complies AV <= 150
Assay of cetirizine dihydrochloride in 1 102 mg 93mgto 0.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

I hereby certify that all the manufacturing stages of this batch of finished product have been earried 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.

APFROVED FOR RELEASE
Manufacturing and qualify control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1 .2009) Tel: +430 267 241 11}
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic Fax: +420 267 243 627

Menufaaure Autorization Number :25473/2/INS/98 { last change 107641/2018)
GMP Certificatr No,sukls 105698/2014, 79633/2016, 22684/201 7

/.

Approved by OP Zentiva, k.5, Ing. Libufe Hiadkd

23-05- 701 Pese2or2




