AEKJIAPALIIUSI O COOTBETCTBHH

JEKJIAPAHT, MPHHAMAIOIIA¥H XEKJIAPAITMIO O COOTBETCTBHHA

AO "Canogpu Poccun”

Csedenun o pezucmpayuu opzanusayuu. Meacpationnan uncnexyus @edepanvroil Harozoeol cayxcber N 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Teneghon/ghaxc: 8 (495) 721-14-00/ 721-14-11

B nuye.: I'enepanroruiii dupexmop Mone O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepennocms 6/1 om 01.12.2017

3ASABJISIET, UTO

nexapcmeenroe cpedemeo.; 300ax, mabnemxu noxpeimeie naeHouHow oborowxoil 10 mz 10 wm., ynaxosxu
Aveiikogvie kKonmypHusie (3), nauxku kapmounvie, PY Ne IT1 N013867/01 om 09.12.2011 (dama samenbt
10.01.2018) evtdano AQ "Canoghu Poccun”, cepus 3130119, napmus 38754 ynarosox, zoden oo 31.12.2021,
npouseodcmea 3enmusa x.c., Yewcxkan Pecnybnuxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic, xod OKII[[2 21.20.10.256, voo TH B3] 3004900002, xonmparm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085329261 om 04.04.2019

COOTBETCTBYET TPEBOBAHHAM

1T NQ13867/01-150212 usm. Ne I-4

JAEKJAPATIHS ITPHHSTA HA OCHOBAHHH

npomoxon ucnetmanuii Ne 10210 om 11.04.2019 HJT 000 HL "©@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.210J140, Cepmugpuram POCC CZ.PM08.C38044 om 11.04.2019
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CBEJEHUSA O PETHCTPAIIIA

OPT'AH ITO CEPTHO®HKAITAH, 3APETHCTPHPOBABINHAM JEKJIAPAITAIO

RA.RU. 11PM08 OPTAH 110 CEPTHOHKALIUH ITPONVKI[HH OBL[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH IEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 3, nom. I, xom. 1, adpec opeana no

| | cepmudgpurayuu: 115280, POCCHA, zopod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
|| catim: oyxx.pd.

JEKJAPAIIAS O COOTBETCTBHM 3APETMCTPHPOBAHA N POCC RU J-CZ.®M08.4.21208/19
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ZESNTIVA

A SANCFI COMPANY

Homep cepruduxkara npousBogutens cepuu Ne(950

Hazeanue 3onaxk ®
npenapana
Homep 11009379_0050 Cepun LIMS HV 1390857
npenapama
Homep cepuu 3130119 Ob6pazey HV 5047411
Hosuposra 10MIC Cepun LIMS MZP 1387818
Slexapcmeennan TAOJETKH, NOKPHITHIE M/IEHOYHOR Obpazey MZP 5032781
dopma obGonoukoii
Pasvep ynaxosku 30 1abneTok, NOKpLITRIX Botnyuyennoe 38 754 NIAYEK
TUIeHOYMHOH 0B0N0YKO Konuecmeo
Tun ynarosxu KOHTYPHAS AYEMKOBAA Cmpana-umnopmep Poccus
VINAKOBKA 3X 10
Hama 31.01.2019
npouzgodcmea
Hama ucmeuenus 31.12.2021
epoKa 200HoCmu
Crneyugpurxayun HJ P NO13867/01-150212
Pezucmpatuonnoe P N013867/01
ydocmosgepenue Ne:
Iloxazamenu Pezynomamut Hopmbr
Onucanune
OnucaHue
onHcaHHe COOTBETCTBYET NpoJoAroBsarksie OENOro KK MOYTH
6enoro uBeta TabNeTKH, HOKPHITHIE
nAEHOYHOH o00no4koil, ¢ puckoit
AN feneHus
[onnuuHoCTD
LETHPH3MHA JHTHAPOXJIOPHA — COOTBETCTBYET Bpems yaep>kuBaHHSA OCHOBHOTO
HCNBITAHHE A N¥Ka Ha XpoMarorpaMmme
HCMBITYEMOro PacTBopa JOMKHO
COOTBETCTBOBATL BPEMEHH
YAEPKHBAHKUA OCHOBHOTO ITHKA Ha
XpoMaTorpaMMe CTaHAapTHOTO
pacTBOpa UETHPH3HHA
LETHPH3HHA AUTHAPOXIIOpH — COOTBETCTBYET Y®-cnekTp 0CHOBHOrO NHKA Ha
ucneiTaHue B XpOMATOrpaMMe HENbITYEMOro
pacTBopa A0MKEH COOTBETCTBOBATE
Vd-cnekrpy 0CHOBHOTO NHKa Ha
XpoMaTorpamMe cTaHAapTHOTO
pacTBOpa LETHpH3HHA
THTaHa JHOKCHI COOTBETCTBYET HaOMoAaeTCA OpaHKeBoe
OKpallHBaHHE
Cpeanan macca 1 Tabnetkn, 0,1231r 0,119-0,131 r (0,125 r = 5%)
NIOKPBITOH MeHOYHOH 060104KOMH
OaHopoaHOCTE MACCHI COOTBETCTBYET 18/20 - He 6onee + 7,5%
2120 - ne bonee £ 15%
OnHopoaHOCTE Macchl pa3fieNeHHbIX COOTBETCTBYET 85% - 115%
Tabnerox cpeaHad Macca
Ymeepocoeno omoenom Hmx. Jlubyce Xnaaka /Tloanuce/ ZGNTIVA ;‘émﬁ:-fgg’:oz
KOHMPOAA Kagecmea | 37 rIpara 10 Jlonssn
«3enwmusa, x.c.» | Mexonynet

18-03-2019  Crpanuna 1m3 3 Pacneuatauo: 18.3.2019




ZENTIVA

A SANOFI COMPANY

HomMmep cepruduxkara npousBogurteisi cepun Ne(950

Hazeanue 3ogak ®
npenapama
Honep 11009379_0050 Cepun LIMS HV 1390857
npenapama
Homep cepuu 3130119 Obpazey HV 5047411
Hozuposra 1oMr Cepun LIMS MZP 1387818
Sexapcmeennan TaONETKH, NOKPLITHIE ITEHOUHOM  Ofpazey MZP 5032781
dopma obonouxoii
Pazuvep ynaxosky 30 TaGneTok, MOKPLITEIX Butnyiyennoe 38 754 TIAYEK
nneHo4Hoit 06onoyKoii Koudecmeo
Tun ynaxoexu KOHTYPHAS AYEMKOBAA Cmpana-usnopmep Poccun
YITAKOBKA 3 X 10
Hama 31.01.2019
npousgodcmea
Hama ucmevenun 31.12.2021
cpoKa zodHocmu
Creyuguxayus HJ P NO13867/01-150212
Pezucmpayuonnoe P N013867/01
yoocmogeperue Ne:
Pacnapaemocth 6 MUH He 6osnee 15 mun
PacTeopumocTb
PacTeopuMOCTS
CpelHee KONMMUECTBO 100 %
KoHuecTRO oOpasuos 6
M#H. 97 %
MakKc. 102 %
OlleHKa COOTBETCTBYET MunrmaneHo 75 % (Q) ot
3aABJIEHHOrO KOJIMUECTRA
LETHPH3MHA AHIHAPOXIOpHAA
nocne 20 MuH
YucroTta
npoaykr paznoxenus (RRT 0,62) <0,05% He 6onee 0,3%
€AHHHYHAA HACHTH(HLIHPOBAHHAA < 0,05% He 6onee 0,2%
MpHMeCh
elMHHYHAA 0,1 % He 6onee 0,1%
HEHACHTHHLMPOBAHHASA NPHUMECH
cyMMa npuMeceii 0,1% He 6onee 0,7%
Muxkpobuonoruueckas yuctora
Mukpobuonoruyeckas yHcToTa
HEBOJHBIX NpenapaToR A4 NpHeMa
BHYTpb
Ob1wee 4ncno a3podHBIX ITeproanueckuii Tect | He 6onee 10° KOE/r
MHKPOOPraHH3MOB
OO61ee YKCNO APOROKEBBIX H IMepuonnuecknii tect | He 6onee 10° KOE/r
TUIECHEBLIX TpuboB
Orcyrereue Escherichia coli [Tepuonuuecknii Tect | oTcyteTBytoT (1 1)
OIHOPOLHOCTD COOEPIKUMOro COOTBETCTBYET AV <150
Ymeepocoeno omdenom Wk Jinbyce Xnanka Monmucy/  ZGNTIVA | ;Z%m‘;i:f;a‘l’m
KOHMpPONA KaYecmaa 37 Mpara 10 Jonshn
«Jenmusa, K.c.» Mexonynsi

18-03-2019  Crpannna 2 u3 3 Pacneuarano: 18.3.2019




ZENTIVA

A SANOFI COMPANY

Homep cepTudukara npounsBoaurens cepum Ne(950

Hazsanue 3opak ®

npenapama

Homep 11009379_0050 Cepus LIMS HV 1390857

npenapama

Homep cepuu 3130119 Ob6pasey HV 5047411

Hozuposra 1oMrI° Cepun LIMS MZP 1387818

Hexapcmaennan TabneTKK, NOKPLIThIE NACHOYHOH Obpazey MZP 5032781

gopma oGonoukoii

Passep ynaxoexu 30 TabneTox, NOKPLITHIX Batnyugennoe 38 754 MAYEK
IUIEHOUHO# 000a0uKo#H KORU4ecmeo

Tun ynaxoexu KOHTYPHAS AYEMKOBAA Cmpana-ustnopmep Poccun
VIIAKOBKA 31X 10

Hama 31.01.2019

npoussodcmea

Hama wcmevenus 31.12.2021

CPOKA 200HOCMY

Creyuchuxayus HJ1 P NO13867/01-150212
Pezucmpayuonnoe P N013867/01
yoocmosgepentie Ne:

KonnuecTBeHHoe onpeaenenme
LETHPHIHHA RUTHAPOXJIOPHAA B 10,0 mr ot 9,5 mr go 10,5 Mr
ogHoil Tabnerke, NOKpPLITOIH
TUIeHOYHO# 00010UKOH

3JAK/IOYEHHE: CoorBeTcTBHE cennpHKAKHY.
Hactosmum 1 noaTeepxaalo, 4To BCe CTafHH MPOM3BOACTEA [1aHHOM CEPHH rOTOBOrO Npenapata GuuTH
NpoBeAeHs! B MOMHOM COOTBETCTBHU ¢ TpeGoBanHamu Haanexaiueii npoussoacteenHoit npaktuku EC n
[rae B pamkax EC] B cooTseTcTBHY ¢ TpeGOBAaHHAMH PErHCTPALIMOHHOTO YAOCTOBEPEHHA CTPAHDI-
nony4arens.
YTBEPXKJIEHO NAJIA PEAJIM3ALIHH
Ilpon3BoaHTENb H KOHTPOJIb KAYeCTBA:
«3eHTHBA K.C.» (opuuManbHbIil npeeMHUK «3eHTHBa a.C.» ¢ 1.1.2009) Ten: +420 267 241 111
daxc: +420 267 243 627
¥ Kabenosrsi 130, 102 37, Ilpara 10, lonshu Mexonynsi, Yewickas PecnyGnuka
Homep nuueH3uH Ha npou3sBoacteo: 25473/2/INS/98 (mocnenHee uaMenenue 282125/2018)
Ceprudukar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeepocoeno omoenom Hux. Jlubyce Xnagka Moanucy/ ZGNTIVA &3%'"““’ "-f;;) 31’02
A0CTOBHBI

KORMPOAA Kavecmea 37 Mpara 10 Jlonshe

«3enmusa, x.c.» Mexonynut

18-03-201%  Crpanuna 3 n3 3 Pacneuatano: 18.3.2019



ZSNTIVA

Manufacturer batch certificate No. 0950

Name of product Zodac ®

Product number  11009379_ 0050 Batch LIMS HV 1390857
Batch number 3130119 Sample HY 5047411
Strength 10 MG
Dosage form film-coated tablets Batch LIMS MZP 1387818
Pachage size 30 bt fim Sample MZP 5032781
Package type BLI3 X 10 Released quantity 38754 PACKS
Manufacture date 31012019 Importi y Russi
Expiry date 31.12.2021 poriing couniry ussia
Specification ND P NO13867/01-150212
Marketing authorisation No. P N013867/01
Test Resulis Limits
Appereance
Appearance
appearance complies white to almost white film-coated
tablets of the oblong shape with hatving
score
Identification
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 chromatogram obtained with the
standard solution of cetirizine
cetirizine dihydrochloride - test B complies The principal peak UV spectrum of the
) chromatogram ohtained 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 0.1231 g 0.119-0.13Eg(0.125 g £ 5 %)
Uniformity of mass complies 18/20—-NMT %7.5%
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 100 %
number of samples 6
min 97%
max 102 %
v Zanibis, K
Approved by QP Zentiva, k.. 'ng. LibuSe Hladka v ZENTIVA 102’57 Praha 10
. Dolni Macholupy

18 -03- 2019
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ZSNTIVA

Manufacturer batch certificate No. 0950

Name of product Zodac ®

Product number  11009379_ 0050 Batch LIMS HV 1390857

Batch number 3130119 Sample HV 5047411
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1387818
Package size 30 tbl fim Sample MZP 5032781

Package type BLI3 X I0 Released quantity 38754 PACKS

Marnufacture date  31.01.2019

Expiry date 31.12.2021

Specification ND P NO13867/01-150212
Marketing authorisation No. P N013867/01

Importing country  Russia

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

degradation product (RRT 0.62) <0.05 % NMT 0.3 %

other known impurities individually <0.05 % NMT 0.2 %

unknown impurities individually 0.1% NMT 0.1 %

sum of all impurities 0.1% NMT 0.7 %

Microbiological 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 uniformity complies AV <=15,0
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 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 Fax: +420 267 243 627

Manufacture Avtorization Number :25473/2/INS/98 ( last change 282125/2018)
GMP Centificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s. /7 R y
i Ing. Libuse HMladka % .Z.GNT'VA ‘1’0‘5‘37"3?. y 130

i  Dolnl Macholupy
18 -03- 2019 Page 2 of 2 Prini: 1832019 %



