JAEKJIAPAIINA O COOTBETCTBUH

,ILEKJIAPAHT NPHHAMAIOINHA TEKTIAPAITHIO O COOTBETCTBUI

AO "Canogu Poccun"

3apeeucmpupoeano Meocpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OT'PH 1027739079940 om
I| 19.08.2002

\| Adpec: 125 009 e Mocrsa, yn. Teepcran, 8. 22. Tenegon:8 (495) 721-14-00

B nuye: Feﬂepanaubzu Oupermop Adaman H. B,

Hosepennoe puyo: Knoxosa 10.C., dosepennocmp 6/1 om 01.12.2017

3AABJLIET, WTO
nexapcmeennog cpedcmeo. 3odax, mabnemyu noxpyibie NieHouHol obonouxott 10 mz 10 wm., ynarxosku

| sueiixoatie konntyprvie (3), nauxu kapmounsie, PY No IT N013867/01 om 09.12.2011 (dama samenu:
10.01.201 8), svidano AO "Canoghu Poccus", cepus 3360718, napmua 76793 ynarosox, eoden 0o 30.06.2021,
npomeodcmsa Benmuea k.c., Qewcxas Pecnybnura, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
| Mecholupy, Czech Republic, koo OKIIA2 21.20.10.256, xod TH B3] 3004900002, xoumparm Ne
250/40056I ) /F—Z om 20.10.2010, uneotic Ne 9085302417 om 13.08.2018

Knoxosa 10.C.

£~ monnucs dH.0

CBEIEHMSI O PETUCTPAITVIA

PTUOPHUKAITAH, SAPETUCTPHPOBABHINN JTEKTAPAI(IIO

OPTAH 110 CEPTHOHKAIIHH ITPONYVKIIHH OFLIECTBO C OTPAHHYEHHOH
[OCTBIO "OKPYIKHOH LJEHTP KOHTPOJII KAYECTBA"

uu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. 1 kom. 1. adpec opzana no
115280, POCCHA, 20pod Mocxsa, yn. Macmepxosa, 9. 4, am. 5., men.: :(495)788-02-88, ee6-

COOTBETCTBHU 3APETHCTPUPOBAHA M POCC CZ.0MO8. {11251
AJTHM 24.08.2018
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SANOF]

Zentiva k.s. (opummanpHeli mpaBonpeeMuuk Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Tlpara, Yenickas Pecriy6inka

CEPTH®HUKAT AHAJIU3A Ne 2997
3oxaxk, Tabaerku, NOKPLITHIE IVIeHOYHOH 06oa0uKoii 10 mr Ne30 (3x10)

Jlara wzrotoBnenus: 18/07/2018
lNonen mo: 306/06/2021
Cepus: 3360718
HAITN013867/01-150212

HOKA3ATEJIL HOPMEI PE3YJbLTATHI
Omnucanue Benoro unu nourn Genoro usera tabnetkn, | CooTBeTCTBYET
TEOKPLITBIE IIEHOYHOM oGonoukoii,

NIPOAOATOBATOH  (GOPMBI, ¢ pPHCKOH Ans
JENIEHHA ¢ OAHOH CTOPOHEL.

[ToanuurOCTE

- Hernpranta qurnapoxiopun — tect A | COOTBETCTEME BPEMEHH Y IEKUBAHHS CooteeTcTRYCT
- Hetupusuua aurugpoxaopua — rect B | Coorsercrne VO cnexrpa CootBeTcTRYET
- Turana auoxcuz [losBnenye opaHKeBOTO OKPALIMBAHHS Cootsercreyer
Cpennas macca oaHoR TabreTKH Or,119rm00,131r 0,1243r
OnnopoaHocTs o Macce* B cooteeTcTBhM ¢ TpeGopanuamu Esp.®apm. | Coorsercrayer
OaHOpPOAHOCTH 1O MACCE NOJEIEHHBIX B coorsercTum ¢ Tpeboranuamu Esp.apm. | CooTeercTByer
TabneTok

Pacnanaemoctsb He 6onee 15 mun 5 muH
IocToponHue npuMecu

- Ipumecs ¢ RRT 0,62 He Gonee 0,3 % 0.1 %

- Jlrobas npyras eaunHuHas He 6onee 0,2 % <0,05 %

WICHTHOULIMPOBaHHAA MPHUMECH
- Eannuynas HeunenTHprUUHpOBaHHas He 6onee 0,1 %

NpUMeECh < 0,05 %
- Cymma npumeceii He 6onee 0,7 %

0,1 %
Mukpobuonoryueckas 4ucToTa ['® XM, kareropus 3A [teproa.vecr.
OnHOPOAHOCTE AO3HPOBAHHA AV =150 CooteeTcrayer
KonuuecreeHHoe onpeaeneHue Or 9,5 mr a0 10,5 Mr 10,0 mr
LUEeTHPH3HHA JUUAPOXNOpHIa B 1
Tabnerke

SAKJHOYEHHE: CooteercTnyeT TpeGoBaHusM crieliprKauun. 3ech 1 NOATBEPHAAIO, YTO IPHBE/CHHAS BbILIE
HHOOpPMallUs  sBIReTCS TNPaBWIbHOM ¥  TOYHOH. JlaHHas CepHsl NpOAYKTA RPOM3BEACHA, BKIOUas
Y11aKOBKY/MapKMPOBKY M KOHTPOjIb Ka4Y€CTBA, HA YKA3aHHOH HIDKE NPOM3BOACTREHHON MIOLIAJKE B MONHOM
COOTBETCTRMY TpeboBannam GMP MecTHOro pervcTPaLMOHHOTO OpraHa M 3aperMCTPHPOBAMHOM Ha phIHKE
CYPAHLI-UMIOpPTEpA CTELM(HKALWH WIH HOPMATHBHON NOKYMEHTALMM HA NPOUYKT JUIS  HCCAEXYEeMbIX
MEJMIMHCKUX NPenapaTros. 3anicH NPOM3BOJACTREHHOTO MPOLIECCA, YNIAKORKH M aHANM3a IPOBEPEHBI U TIPHIHAHDI
COOTBETCTBYIOIMMHU Tpeboranusm GMP.

Bemymen 09/08/2018 YnonnomouenHoe mno: Libuse Hladka

AQ «Canodin Poccun»
Aapec: 125009, Mocksa, yn. Teeporas, 22. Ten.: (496} 721-1400. ®axc: (495) 721-1411. www.sanofl.ru



ZGNTIVA

A SANOF| COMPANY

Manufacturer batch certificate No. 2997

Name of product Zodac ®

Product number  11009379_ 0002 Barch LIMSHV 1356832
Batch number 3360718 Sﬂllip le HV 4923459
Sirength I0MG
Dosage form film-coaied tablets Batch LIMS MZP 1356463
Package size 36 thl fim Sample MZP 4922317
Packoge type BLI3X 16 Released quantity 76793 PACKS
Manyfacture date 18.07.2018 Inporti ‘ .
Expiry date 30.06.2021 porting country  Russia
Specification ND P NG13867/01-150212
Marketing anthorisotion No. P NOL3867/01
Tesr Results Limits
Apprreance
Appeerance
appearance complies while 1o almost white film-coated
tzblets of the oblong shape with halving
scare
Identificetion
cetirizine dihydrochloride - test A complies The retention time of the principal peak
in the chromatogram oblained with the
test solution must correspond to the
retention time of the principa) pesk in
the chromatogram obtained with the
standard solution of cetirizine
cetirizine dihydrochioride - test B complies The principat peak UV spectrum of the
chromatogram obtained with the test
sclution must be consistent with the
main peak UV spectrum in the
chromatogram abtained with the
standard solution of cetirizine
titanium dioxide complies arange colour observed
Average mass of § film-coated tablet 0.1243 g 0.115-0.131g (0.125 g+ 5 %)
Uniformity of mass complies IB/20-NMT +7.5%
2/20-NMT215%
Uniformity of mass of divided tablels complies B5% - 115%
average weight
Disintegration 5min NMT t3 min
Brissolution test
Dissolution test
average amount 101 %
number of samples 6
min 96 %
max 104 %
evaluation complies At least 75 % (Q) of the declared

amount of cetirizine diiydrochloride
after 20 min

Approved by QP Zentiva, k.s.

08 -08- 2018
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ZENTIVA

A SANOFi COMPANY

Manufacturer batch certificate No. 2997

Name of product Zodac ®
Product number  11009379_ 0002 Baich LIMS HV 1356832
Batch number 3360718 Sﬂlﬂp’f HV 4923459
Strength 10 MG
Da.ragc form film-coated tablets Baich LIMS MZP 1356465
Package size 30 thi fim Sample MZP 4922317
Package type BLI3X 10 Released quantity 76793 PACKS
Manufaciure date 18.07.2018 Importi p Russi
Expiry date 30.06.2021 pOFiing couniry ussia
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/0}
[Purily test
degradation praduct (RRT 0.62) 0.1 % NMT03%
ather known impurities individually <0.05 % NMT 0.2 %
unlmown impurities individually <0.05 % NMT 0.1%
sumn of ail impurities 0.1% NMT 0.7 %
Microblological quatity
Micrabiolagical quality of non-agueous
preparations for oral use
total viable asrobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Perjodical test NMT 107 CFU/g
Absence of Escherichia coli Periodical {est absence {Ig)
content uniformity complies AV <= 150
Assay of cetirizine diliydrochloride in | 100 mg 9.5 mg to 10.5mg
film-coated ablet

CONCLUSION : Conformity with specification.
| hereby certify that all the manufacturing stages of this baich 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 Autorizzion Number :25473/2/INS/98 ( last change 107641/2018)
GMP Certificate Nosukls 105698/2014, 79633/2016, 2268472017

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

Appraved by QP Zentiva, k.s. Tho T e . / ZSNTIVA Zentive, ka.
Hg. Lmuse riaoKa ) : gﬁ%;?:;ag{gér
’ : Méichalupy
03 -ps- 2018 Page20f2 T Bemt: bazons 5



