JNEKJIAPAIIMSI O COOTBETCTBUU

AEKJIAPAHT, IPUHUMAIOII AT IlEKJIAPAI_II/IIO O COOTBETCTBUN

A0 "Canogu Poccus”

3apezucmpupoeano : Mexcpaiionnas uncnexyus MHC Poceuu Ne39 no 2 Mocxee OIPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00

B uye: Fenepanvroiii dupexmop Adaman H B.

Hosepennoe nuyo: Knorosa 10.C., doeepennocms 6/1 om 01.12.2017

3AMBJSET, UTO

Aexapcemeennoe cpedcmeo; Jodax ma6jzem;cu ROKpbimble Aenounou oborouxot 10 me 10 wm., ynaxkoexu
Auetikogere Konmyprote (1), nauku kapmonnsie, PY Ne I1 NOI3867/01 om 09.12.2011 (dama 3amensr
10.01.2018) svidano AO "Canogu Poccun", cepua 3250418, napmus 180347 ynarosox, z00en do 31.03.2021,
npouseodcmea 3enmuea x.c., Yewickan Pecnyonuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, koo OKILJ2 21.20.10.256, koo TH B3] 3004900002, xonmpaxm Ne
230/40056192/F-2 om 20.10.2010, unsoiic Ne 9085295708 om 21.06.2018

COOTBETCTBYET TPEBOBAHUSAM

IINOI3867/01-150212 uzm. Nel

JAEKJAPALIUS IIPHHATA HA OCHOBAHHUHN

npomoKoR ucneimanut Ne 1793 0 om 29.06.2018 H/I OO0 HI] "®APMOEOPOHA", ammecmam
arxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC CZ, OMO8.C17272 om 29.06.2018

yd s Knokosa HO.C.

//lﬁamdcx) O.1.0

CBEJEHHUS O PETUCTPALIUA

OPTAH IO CEPTUDUKAITIH, 3APETACTPUPOBABI M1 AEKJIAPAITHIO

RA.RU. 11 @MO8 OPTAH 110 CEPTH®HKALIHH ITPONVKIJUH OBHFECTRO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOM I[EHTP KOHTPOJIH KAYECTBA™

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, zopoa Mocksa, ya. Macmeprosa, 0. 4, sm. 5., men..(495)788-02-88, ceb-
caim: oyrr.peh.

AEKJAPAIINS O COOTBETCTBUU 3APETHCTPHPOBAHA N2 POCC CZ.&M08./105570

MCT?AHHH 29.06. 20!8
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o
SANOFI

Zentiva k.s. (opunmansusit NipaBolpeeMHHK Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Ilpara, Yemckas Pecny6imka

CEPTUDHMKAT AHAJIM3A Ne 2114

3onax, TabaerTxy, NOKPHITLIE TIEHOuNHOoi 0600uK0ii 10 Mr Nel0 (1x10)

Mara msrotosnenns: 27/04/2018
Tonen no: 31/03/2021
Cepus: 3250418
HJTIINO013867/01-150212

IHOKA3ATEJDL HOPMBI PE3YJABTATEI
Omucanpe Benoro win nouru 6enoro upeta rabnetkn, | CooTeercrayer
MOKPBITHIC TUIeHOUHOH 0bo10uKoN,
HpoRoroBaTod  (opME, ¢ prckoll  ans
HAENEHUS C OIIHOH CTOPOHHI,
Ilonmuunocte
- Herupusnna AHTHNPOXAROPUR —TeCT A | COOTRETCTEHE BpeMeHu YAEPKHBAHHSA Cooteercrpyer
- Uetupusuna surunpoxnopun — tecr B Cooteetcthie Y® cnexrpa Coorsercrayer
- Turana guokeny TloseneHue oparkesoro okpalHBanms Cooteercrayer
Cpennss macca oguoi TabneTky Or0,119r 000,131 r 0,1257r
Ozropoanocts no Macce* B cooreercrany ¢ rpebopanuamu Egp.®apm. Coorsercreyer
OuxopoaHocTs 10 Macce JoneneHHbIX B cooteercrenn ¢ Tpeforannsmu Esp.@apm. | Coorsetcreyer
Tabrerox
Pacnanaemocts He Gonee 15 mun 6 Mun
Hocroponnue npumecn
- [Tpameck ¢ RRT 0,62 He Gonee 0,3 % <0.05 %
- Jlobas npyras enyHnuHas He 6onee 0,2 % <(,05 %
MIEHTHOULIHPORANHAL TPHMECE
- Exunnunas neupentuduunpopannas He 6onee 0,1 % <{,05%
HpHUMECH
- CymMa mpumeceit He 6onee 0,7 % <0,05 %
MuxkpoGuonoruyeckas uucrorTa I'® X1I, xateropus 3A Ileproa.tecr.
OxnnopoanocTk n03uposanus AV <150 CooTeercTBYET
KonuuecTsennoe onpenenenne Ot 9,5 mr 10 10,5 mr 10,2 mr
LIETUPH3KHA JUTHAPOXI0pHA B ]
rabnerke

3AKIOYEHHUE: Cooteercreyer TpedoBaHKaM
TIPHBE/ICHHAA BRINE HHQOPMALHS SBASESTCH NPABMNBLHOMN
BKJIIOYA8 YNakOBKY/MapKHPOBKY M KOHTPOIb KayecTra, 4
NCAHOM COOTRETCTBHH TpedoraruaM GMP
PBIHKE CTpaHbl-uMNopTEpa crieuuduKaLHy
MEIWLHMHCREX [IPENapaToB. 3aMMCH HPOH3BOACTBEHHOTO N

[IPH3HAHLI COOTBETCTBYIOUMMH TpeGoranusm GMP.

Brinymen 23/05/2018

YIIONHOMOYEHHOE JTHITO:

cneuudukauuy.  37eck 5 NOATBEpK Ao,
1 TounoH. JlaHnas cepus npogykTa npomsenena,
4 YKa3zaRHOH HWXKE NPOM3BOCTBEHHOM HnoLajKe B
MECTHOTO PETHCTPALHOHHOIO OPraka U 3aperuCTPUPOBaHHON Ha
HiIM HOPMAaTHBHOH IOKYMEHTAIINH Ha NPOIYKT
pouecca, ynakoBKH M
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LENTIVA

A SANOFI COMPANY

Manufacturer batch certificate No. 2114

Name of product Zodac ®
Product number  11009378_ 0001 Batch LIMS HV 1343572
Baich number 3250418 Sample HV 4850255
Sirength 10 MG
Dosage form film-coated tablets Batch LIMS MZP 1340711
Pacll:age size 10 tbt fim Sample MZP 4816901
Package type BLIIX t0 [
AManufactive date 27.04.9018 j?e’easfd quantily 180 .'?50 FACKS
Expiry date 31.03.202] mporfing countlry  Russia
Specification ND P N0O13867/01-150212
Marketing awthorisatlon No. P NO13867/01
Test Results Lintits
Appereance o
Appearance
appearance comiplies white 10 alinost white filmecoated
teblets of the oblong shape with halving
score
{dentification
cetirizine dihydrochioride - test A complies The retention time of the principal peak
in the chromatogram obtained with the
test selulion must correspond to the
retention time of the principal peak in
the chromatogram obtained with the
stendard solution of cetirizine
eelirizine 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 oblained with the
standard sofution of cetirizine
titanium dioxide complies srange colour observed
Average mass of | film-coated tablat 0.1257 ¢ 0.119~0.131g{0.125 g = 5 %)
Uniformity of mass complies 18/20-NMT 27.5%
2/20-NMT=15%
Uniformity of mass of divided tablets camplies 85% - 115%
average weigh
Disintegration 6 min NMT IS5 min
Dissolution test
Dissolution]test
average anount 1029
number of semples 6
min 100 %
max 104 %
evaluation complies At least 75 % (Q) of the declared

ameunt of cetirizine dihydrochloride
after 20 min ey

X

Approved by QP Zentiva, ks.

ing. Libu3e Hiadkd

23 -05- 2018
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ZSNTIVA

A SANOFI COMPANY

Manufacturer batch certificate Neo. 2114

Name of product Zodac ®

Product momber  11009378_ 0001 Baich LIMS HY 1345572
Batch mimber 3250418 Sample HV 4850255
Strength 10 MG Ampie

Dosage form film-coated tablets Batch LIMS MZP 1340711
Package size 10 tbl fim Sample MZP 481690}
Package type BLITX 10 Released guantity 180350 PACKS
Mamyfacture date  27,04.2018 ) , i .
Explry date 31.03.2021 mporting couniry  Russia
Specification ND P NGI3867/01-150212

Marketing authorisation No. P ND)3867/01

Purity fost
degradation product (RRT 0.62) <D.05 % NMT 0.1%
olher known impurities individually <0,05 2 NMT 0.2 %
unknown impurities individually <0.05 %, NMT0.1%
sum of all impurities <005 % NMT 0.7 %

Microbiological quality

Microbiological quatity of not-agueaus
preparations for oral vse

fotal viable aerobic count Periodical tast NMT 10° CFU/g

Total combined yeast / moulds count Periodical test NMT 10° CFU/g

Absence of Escherichin cali Periodical test ahsence (1g)
content uniformity complies AV<=150
Assay of cetirizine dihydrochlarids in 10.2 mg 9.5 mg 10 10.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

I hereby certify that all the manuiacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and fwhen within the EUJ with the requirements of the Marketing
Authorisation(s) of the destination country/countries,

APPROVED FOR RELEASE
Manufacturing and quality control site:
Zentiva ks, (legal suceessor 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/08 ( last change 1076417201 8)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/20] 7

Approved by OP Zentiva, k..

Tng. Libuse Hladkd /

23 -05 2018 Pape2or2




