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AEKJIAPATIUSI O COOTBETCTBHHI

AEKJIAPAHT, IPUHHMATOILMI AEKJAPAIIHIO O COOTBETCTRHUHA

AO "Canogu Poccun"

Ceedenun o pezucmpayun opeanusayuu: Mesicpaiionnas uncnexyus Pedeparsnoil nanozosott cysichur Ne 46 no
2. Mocrsge 01.01.2008 OFPH 102 7739079940, dama npucecenun OTPH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepexas, . 22, Tenedon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnvrii Oupexmop Monoic A,

Hosepennoe mujo: Knoxosa 10.C., dosepennocme 6/ om 01.12.2017

3AABJSIET, UTO

nexapemeentoe cpedemen. 3odax, mabremru nOKpuimbLe nAeRoYNol 0bonowxoi 10 M2 10 wm., ynaxogxu
AYeuxosbie kormypuwe (1), nauxu kapmonneie, PY Ne IT NO13867/01 om 09 12.2011 (Oama zamenvt
10.01.2018) emdano AO "Canogpu Poceus ", cepun 3440818, napmus 236210 yraxosox, 2oden oo 31.07 2021,

:Mecholupy; Czech Republic, x00 OKII/12 21.20.10.256, %00 TH BIJ] 3004900002, KoHmpaKm Ne
250r40056192/F-2 om 20.10.2010, uneoiic Ne 9085310523 om 23.10.2018

COOTBETCTBYET TPEEOBAHMSM

11 N013867/01-150212 uzm. Mo 1-2

AEKJIAPAITVSE IIPHHATA HA OCHOBAHHHA

hpomoxon uckwimanuti Ne 3267 0 om 07.11.2018 HIT 000 HI "PAPMOEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21PJ140, Cepmugpuiam POCC CZ.OMO8.C26888 om 07.11.2018
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CBEJIEHUS O PET UCTPAIIIN

OPTAH ITIO CEPTHOUKAIHH, SAPETHCTPUPOBABINHI AEKJTAPAITHIO

RA.RU. 11 DMO8 OPTAH ITO CEPTH PHARALHH TPOITVKITHH OBII[ECTBO C OrPAHUYEHHOH

OTBETCTBEHHOCTHFO "OKPYXHOM HEHTP KOHTPOJIS KAYECTRA "

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmepxosa, 0. 4, sm, 3, nam. 1, xom. 1, adpec opzana no

cepmugpuxayuy: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men. - (495)788-02-88, gep-

cailm: oyrr.pg.

,I[EKJIABA_IIH}I O COOTBETCTBHH 3APEIHCT PHPOBAHBA X POCC RU/ A-CZ.DMO8.A.06387/18
FAPETICTPALIAM 07,11.2018
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npouseoocmea 3enmuea x.c., Yewckan Pecnybnuxa, Zentiva k.s., Ukabelovny 130, 102 37 Prague 10, Dolni 1




SANOFI

Zentiva k.s. (opunuansusiii npasonpeeMunk Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Tlpara, Yewckas Pecniy6imnka

CEPTHO®HUKAT AHAJTH3A N: 3899

3oaax, TabJeTKH, NOKPLITLIE ILICHOYHOH 060104uK0ii 10 Mr Nel0 (1x190)

Hara maroropnenns: 31/08/2018
Tonen go: 31/07/2021
Cepus: 3440818
HJTTIN013867/01-150212

TTOKA3ATEJIb HOPMbBI PE3YJIBTATHI
Onucanue Benoro unu nouru Genoro upera tabnerkyn, | CooTeeTcTByeT
NIOKPBITHIE II1€HOuHOi! 060n04KOi,
npolonroBarod  GopMel, ¢ pHCKOH aag
ACTICHMA ¢ OJHOH CTOPOHBI.
HoanmHHocTh
- Hernpusuna murnapoxaopua — tecr A | COOTBETCTBHE BPEMEHH Y IEPKHBAHHS CootseTcTRYET
- Uetupnsuna qurnapoxnopun —tect B | Coorsercreue Y@ cnexrpa CooteeTtcrRyeT
- Turana quokcun HossneHne opamkeROIo OKpaliBaHKy CootsetcTBYET
Cpenusis Macca oiHOMH TabreTKH Or0,119rpo 0,131 r 0,1250r
OnnoponHocTs o Macce* B cootsetcTBUM ¢ TpeGoBanusamu Exp.@apm. CootseTcTayer
OAHOPOIHOCTD O MACCe MOACTEHHBIX B cootrercTeIM ¢ TpeboBanusmu Esp.dapm. CoorsercTBYeT
TabaeTok
Pacnianaemocth He 6onee 15 mun 6 Mun
PactBOpenue He menee 75% ot 3asBNeHHOrO KonuuecTBa 160 %
LUETUPU3HHA JUIHAPOXIIOpHAA Yepes 20 MUH
[MocToponHue npuMeck
- Ilpumecs ¢ RRT 0,62 He Gonee 0,3 % 0,19%
- JIroGas apyras eapHu4nas He 6onee 6,2 % 0,1%
HIAEHTH(VIMPOBAHHAS IPUMECD
- Ennnuunas HenjewrudumpopanHas He donee 0,1 % <0,05%
HpHMech
- CyMMa npumeceit He Gonee 0,7 % 0,1 %

Mukpoduoiorudeckast 4HcTOTA
Fab XIH, kaTeropua 3A

Heponneie npenaparm ang
NEPOPANbHOro NPHMEHEHHS

(Obmee yncno a3pobHLIX
MuKpooprauuzmos (TAMC)
Obiee 4neso apoxcxeil  rpubos
(TYMC)

Orcytereue Escherichia coli

He 6onee 10° KOE/r
He Gonee 10° KOE/r

OrcyrctBe s 1r

Iepuon. rect

OAHOPOIHOCTE I03MPOBaHUS

AV <150

CoorpeTcTRYET

Konunuecteennoe onpenenesune
UETHPUM3HHA AMTHIAPOXIJIOPHIA B |
TabieTRe

Or1 9,5 mMr no 10,5 mr

10,0 mMr

AQ «Carogpmn Poccuss

Appec: 125009, Mockea, yn. Teepekan, 22 Ten.: {495) 721-1400. ®arc: (495) 721-1411. www.sanof.ru




LZENTIVA

A SANOFI COMPANY

Zentiva k.s. (odunuansHpii npaBonpeeMuuk Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Tlpara, Yemckas Pecny6mika
CEPTU®HKAT AHAJIM3A Ne 3899

3onak, TabaeTkn, NOKPLITLIE N1EHOYHOI 0Goaoqkoii 10 mr Nel0 (1x10)

Hara usrotoBnenns: 31/08/2018
Toxen no: 31/067/2021
Cepus: 3440818
HIATINO013867/01-150212

SAKJIYOUYEHME: CooteercrByer TpeGonanuam crienmdukanmn. 3aech g TIOATBEPKIAO, UTO TIPUBEICHHAs
Bbllle MHGOPMALWA ABNJETCS MPABHALHOH M Touuoi. JaHWas cepus NpOAYKTa NPOH3BEACHA, BKIOYAs
YTaKOBKY/MAapKMPOBKY M KOHTPOJIb KA4ECTBa, HA YKA3aHHON HIDKE MPOHIBOACTBEHHON MIOMWANKE B OTHOM
coOTBeTCTBHM TpeGoBanusiM GMP MeCTHORO PErMCTPALMOHHOrO OPraHa M 3aperMCTPHPOBAHHON Ha PBIHKE
CTPaHBI-UMNOPTEPa CHCUM(PUKALMM WAH HOPMATHBHOM NOKYMEHTALMH HA DPOAYKT AIS HCCIelyeMbIX
MEJVIIHHCKHX MPeniapaTos. 3ankcH TNPOM3BOACTBEHHOTO NpOLEcca, YNIAKOBKM M aHAIM3A NPOBEPEHbl H
MIPH3HAHBI COOTBETCTRYIOUMMY Tpebosanusm GMP.

Bemyuies 10/10/2018 VYnoanomoueHHoe mno: Ing. Libuse Hladka

Crpaunna 2 us 2




LSNTIVA

Manufacturer batch certificate No. 3899

Name of product Zodac ®

Product number 11009378 _ 0002 Batch LIMS HV 1371218
Batch number 3440818 Sample HV 4951848
Strength 10 MG
Dosage Jorm film-coated tablets Batch LIMS MZP 1366632
Package size 10 tbl flm Sample MZP 4942687
Package type BLI1X10 Released quantity 236210 PACKS
Manufacture date 31.08.2018 I ” ‘ Russi
Expiry date 31.07.2021 mporiing country ussia
Specification ND P N013867/01-150212
Marketing authorisation No. P NO13867/01
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 chremategram 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 £75%
2/20-NMT +15%
Uniformity of mass of divided tablets complies 85%- 115%
average weight
Disintegration 6 min NMT 15 min
Dissolution test
Dissolution test
average amount 101 %
number of samples 6
min 98 %
tnax 102 %

Approved by QP Zentiva, k.s.

Ing. Libufe tiladkd
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Manufacturer batch certificate No. 3899

Name of product Zodaec ®

Product number  11009378_ 0002 Batch LIMS HV 1371218

Batch number 3440818

Strength 10 MG Sample HY 4951848

Dosage form film-coated tablets Batch LIMS MZP 1366632

Package size 10 thl flm Sample MZP 4942687

Package type BLITX 10 Released quantity 236210 PACKS
Manufecture date 31.08.2018 J7 . .

Expiry date 31.07.2021 mporting country  Russia
Specification ND P N013867/01-150212

Marketing authorisation No. P NG13867/01

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

degradation product (RRT 0.62) 0.! % NMT 0.3 %

other known impurities individually 0.1% NMT 0.2 %

unknown impurities individually <005 % NMT 0.1 %

sum of all impurities 0.1% 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 10? CFU/g

Absence of Escherichia coli Periodical test absence (1g)
content uniformily complies AV <=150
Assay of cetirizine dihydrochloride in 1 10.0 mg 9.5mgto 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 centrol 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 282 125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

- J TONTIVA | zwpms
Approved by QP Zentiva, k.s. Ing. Libufe Hiadks / VA {0 nave, vﬁ} s
\‘“ Dolni Méchotupy

102 37 Pratia 10
§
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