AEKJIAPALIUSI O COOTBETCTBHUA

AEKJAPAHT, IPUHAMAROIIHAN JEKJIAPAITMIO O COOTBETCTBUA

AO "Canogpu Poccus” a

3apezucmpuposano : Mexcpasionnas uncnexyus MHC Poccun Ne39 no 2 Mockae OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon:8 (495} 721-14-00

B nuye: 'enepanvusiii dupexmop Adamsn H.B,

Hosepennoe nuyo: Knoxosa I0.C., dosepennocme 6/1 om 01,12.2017

3AABJSAET, UTO

Aexapemeentioe cpedcmso: 300ak Jxcnpece mabnemKu ROKpyImbie NICHOUHOT 060a04Kot 5 M2 7 wm.,
YRAROBKY AHEUKOSbIE KOWMYPHbIE (4), nauxu xapmonnsie, PY No JTT-002216 om 03.09.2013 (Dama
nepeogopmaenus 17.04.2014), cepus 2030218, napmust 21548 ynarxosox, eoden do 31.01.2020, npouszsodcmesa
3enmuea x.c., Yewcxas PechyGruxa, Zentiva k.s., U kabelovny 130, 102 37 Praha 10, Dolni Mecholupy, Czech
Republic, koo OKITH2 21.20.10.256, xod TH B3J{ 3004900002, kowmparxm Ne 250/40056192/F-2 om
20.10.2010, ungoiic Ne 9085286674 om 04.04.2018

COOTBETCTBYET TPEEOBAHMSIM
JHI 002216-030913 uzm. Ne ]

HEKJIAPALIUA TIPHHSITA HA OCHOBAHNU
Hpomoxox ucnotmanutl N2 954 0 om 12.04.2018 HJT 000 HI] "PAPMOBOPOHA". ammecmam akkpedumayuu
POCC RU.0001.21 ®J140, Cepmugpuxam POCC CZ.DMOS.C1I1497 om 12.04.2018

Knoxoga 10.C.
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CBEJEHHS O PETUCTPALIA

OPI'AH 110 CEPTHOHUKALMH, 3APEFACTPHPOBABIIVI AEKJIAPAHHIO

RA.RU. 11 ®MO8 OPTAH 110 CEPTHOHKALIHH TPOJTYKITHH OBI[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA "

aopec opzanuzayuu: 115280, 2. Mockea, ya. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, 2. Mocxea, ya. Macmeprosa, 0. 4, 3, men.:(495)788-02-88, eeb-caiim: OYKK.peh.

AEKJIAPAIIAS O COOTBETCTBUH 3APETMCTPUIPOBAHA N POCC CZ. DPMO8, 497571
JAT PAITUU [2.04.2018
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SANOFI

Zentiva k.s. (o$pHUHATLHEN NpaBonpeeMHK Zentiva a.s. ot 01.01.2009 r.)
U kabelovny 130, 102 37, Ipara, Yemckas Pecniybinnka

CEPTHO®HKAT AHAJBI3A Ne 1227

3onax Ixcnpece, Tabaerky, DIOKPEITHIE ILIeH0HOI 000a04xoii 5 mr Ne28 (4x7)
Hata narorosnenna: 28/02/2018

T'oaen no: 31/01/2020
Cepnsa: 2030218
HT 1T 002216-030913

HNOKA3ATEh HOPMBI PE3IYJABLTATSI
Onucanue Benoro wnn noutu Gemoro upera nporonrosarsie | CooTBETCTBYET
ABOAKOBLINYITEIC TAONETKH, IOKPLITHIE TINEHOYHOM
060onouKoil, ¢ rpaBRpoBKoii «e» HA ORHOI CTOpOHE,
Hopaaunoers
JleponeTnpuzun — YIXKX CooTBeTCTBHE BpeMeRH yiepKnBaHMs CooteercTByeT
Jesouernpuznna — VIKX Coorserctene YO CreKTpa Cootsercrayer
Xnopuwl O6pasosanne ocanka Cooteercrayer
Cpenusa macca Tabnerok u Ot 99,7 Mr no 110,3 mr 103,9 mr
OTKJIOHEHHA OT CpeAHEN MacChl 18/20 TaGaerox ~ ne Gonee + 7,5 % CoorsercTayer
(2/20 Tabnerok — He Honee + 15 %)*
Bona He bonee 7,5 % 4,8 %
Pactropenne He menee 80% (Q) uepes 20 mun 104 %
Pacrnianaemocts He 6051¢e 10 mun 9 MuH
Hocropounse npumecn
Iponyxtet pacnaga:
TIpumecr F He 6onee 0,4 % < 0,05 %
Ipumecs RCT3 He 6onee 0,4 % <0,05%
Otunoskiii sbup nesouetnpusuna | He Gosee 0,4 % < 0,05 %
Ipoune npumecs:
Ilpumecs A He 6onee 0,2 % < 0,05 %
TIpumect B He Gonee 0,2 % <0,05 %
IIpumecs C He 6onee 0,2 % <0,05 %
TIpumect D He Sonee 0,2 % < 0,05 %
INpumecs E He 6onee 0,2 % <0,05 %
Ilpumecs F (mo6as emuanunas He Gonee 0,2 % 0.1 %
HEHIEeHTH(MIMPOBARHAS IPHMECD)
RCT3 (cymma Bcex npumeceii) He Gonee 1,0 % 0.2 %
Onrrueckas uncrora (S)- He 6onee 1,0 % <0,24 %
IHAHTHOMED
OHOPOAHOCTL A03UPOBAHNS AV <150 Cootsercreyer
KonuuecteeHHOE onpelcieHne Ot 4,75 Mr 10 5,25 Mr 5,13 mr
JlesoueTupuznna nuruapoxiopuna
B Tab,

* Hopma yxasana B yTBep:KacHHO# HOPMAaTHBHOH JOKYMEHTALHH.

3AKIIHOYEHWE: CootrercTByeT TpeGoBaHMIM cnenmbpukanyy.  YkasasHas cepHS  IPOIYKTA
[IPOH3BENCHA, BKIIOYAS YNAKOBKY M BBINYCKAIOIMI KOHTPOME Ka4ecTBd, B NOJIHOM COOTBETCTBUHM C
pasulaMy Halnexaliel HpOM3BOJCTBEHHON NPAKTHKY 11p

H JCHCTBYIOIIMMH TpeboBaHHAMHE

KOHTpOJIE KayecTda Obun DOJXYYCHBI B OLEHEHB]I, KAK DOIHOCTBIO COOTBET

GMP.

Bomymen  23/03/2018

OH3BOACTBA JEKaPCTBEHNEIX cpenctB (GMP)

YIBEPAIEHHOH crenu¢ukaunu. OTHeTEl O BRUIVCKE, rYHéiKOBKe oi
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Adpec: 125009, Mocksa, yn. Toeperan, 22. Ten.: (455) 724-1400. Gaxe: (485} 721-1411. www.san?ﬁr;'lg
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ZSNTIVA

A SANOFI COMPANY

Manufacturer batch certificate Neo. 1227

Name of product Zodac Express 5 mg
Product number 11007215_ 06001 Batch LIMS BV 1320840
Baich number 2030218 Sampfe HYV 4743712
Strength $MG
Dasage form Film-coaled tablets Batch LIMS MZP 1328806
Package size 28 b} fim Sample MZP 4737017
Package type BLI4X7 Released quantity 21548 PACKS
Manufaciure date 28,02.2018 Int , .
Expiry date 31.01.2020 porting country  Russia
Specification LP 002216-030913
Marketing authorisation No. LP-002216
Test Results Limits
Appereance
Appesrance
appearance complies white te off white oblang biconvex
film-coated tablets with ernbossing “e”
on one side
ldentification
levocetirizine UPLC complies comrespondence of RT
levocetirizine UV complies correspondence of UV spectra
Chloride
Chloride complies sediment ereation
Average mass of ) tablet 103.9mg 29.7mgto 103 mg
deviations from average weight complies 13720 tablets - NMT £ 7,5 %
Water 4.8 NMT 7.5%
Pissofution test
Dissolution est
% of dectared amount within 20 min. 104 % NLT85%
(Q=80%)
rumber of samples 6
Disintegration test
Disintegration test 9 min NMT 18 min
Purity tost
Known impurities individually
impurity F <0.05 % NMT 04 %
impurity RCT3 <{.05 % NMT0.4%
cthylester of levocetirizine <{).05 % NMT 04 %
Known impurities individually !
impurity A <{.05 % NMT 0.2 %
impurity B <105 % NMT 0.2 %
impurity C <0.05 %4 NMT 0.2%
impurity D <(.D5 % NMT 0.2 %
impurity E <0.05 % NMT 0.2 %
Unknown impurities individually 0.1% . NMT02%

Approved by OP Zentiva, ks. Ing. Libuie Fladts

23 -03- 72018
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ZESNTIVA

A SANOFI COMFPANY

Manufacturer batch certificate No. 1227

Name of product Zodac Express 5 mg

Product number 11607215_ 0001 Batch LIMS HV 1329840
Batch monber 2030218 Sample HV 4743712
Strength SMG

Da:age form film-coated tablets Batch LIMS MZP 1328806
Package size 28 1bi fim Sample MZP 4737017
Pactage bpe BLI4X7 Released quantity 21548 PACKS
Manmufacivre date 28.02.2018 Importi y Russi
Expiry date 31.01.2020 iporting country ussia
Specification LP 002216-030913

Marketing anthorisation No.  LP-002216

Total impurities 0.2% NMT 1.0%
Optical purity
{S)-enantiomer <0.24 % NMT 1.0%

Mierohiological quality

Microbiological quality of non-agueous
preparations for oral use

tola) viable aerobic count 0 CFU/g NMT 10° CFU/g
Total combined yeast/ moulds count 0 CFU/g NMT 10* Ciufg
Absence of Escherichia col complies complies
Uniformity of dosage
units
content uniformity comgplies 2720 tablet ~max. = 15 %
Assay of levocetirizine. 2HCl in | 513mg 475 mgwo 3525 mg

film-coated tablet

CONCLUSION : Conformity with specification.

I hereby certify that ali 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 requiremenis of the Marketing
- Authorisation(s) of the destination country/countries.

. APPROVED FOR RELEASE
Manufacturing and guality control 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 Fex: +420 267 243 627

Manufucturs Autorization Number :25473/2/INS/98 ( last change 3622102017)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by OP Zentiva, ks. ing. Libule Hiadks %/
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