NEKJIAPAIISI O COOTBETCTBHU

JEKJAPAHT, MPHHHMAIOII UM JEKJIAPAITMIO O COOTBETCTBHH

AQ "Canogpu Poccua”

Ceedenus o pezucmpayuu opzanwsayuu. Mescpationnan uncnexyus @edepanvroil Hano2080i cayxncbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, e. Mockaa, ya. Teepckas, 0. 22. Tenegpon/tpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvuviii dupexmop Monxe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocmo 6/n om 01.12.2017

3AABJISIET, YTO

nekapcmeernoe cpeocmeo. 3odax, mabremiu noxpeimuie naerourol oborouxoii 10 mz 10 wim., ynaxoexu
Aveiixogvle kornmypnote (1), nauxu xapmonnvie, PY Ne IT N013867/01 om 09.12.2011 (dama 3amenst
10.01.2018) evioano AO "Canogu Poccun”, cepus 3651118, napmua 227685 ynaxosox, 200en 0o 31.10.2021,
npouzeodcmea 3enmuea k.c., Yewckan Pecnybruxa, Zentiva k.s., U kabelovny 130, 102 37 Prague 10, Dolni
Mecholupy, Czech Republic xod OKIT/]2 21.20.10.256, xod TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085323385 om 14.02.2019

COOTBETCTBYET TPEGOBAHASIM

ITN013867/01-150212 usm. Ne 1-4

JAEKJIAPAIIVISA IIPUHATA HA OCHOBAHHUH

npomoxon ucneimanui Ne 4480 om 20.02.2019 H/I 000 HI] "PAPMOBEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21 /140, Cepmugpuxam POCC CZ.OMO8.C34310 om 20.02.2019

Cremnanos C.C.
O.H.O

CBEJEHUS O PETUCTPALIUNA

OPT'AH IO CEPTHO®HUKAITNY, 3APETHCTPHPOBABITHIA JEKJIAPAIIHIO

RA.RU. 11 ®M08 OPI'AH IO CEPTHOHKALIHH ITPONYKIIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH IJEHTP KOHTPOJIT KAYECTBA"

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 3. 4, sm. 5, nom. I, xom, 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am, 5., men.:(495)788-02-88, ee6-
catim: oykr.pgh.

JAEKJIAPAITHS O COOTBETCTBHUH 3APETHCTPUPOBAHA M POCC RU JI-CZ.DM08.A.16416/19

8}{ Hunenxo HU.B.

TOATHCE Pyxosoputens OC




ZSNTIVA

A SANOF| COMPANY

Homep cepruduxara npousBoautes cepun Ne(0491

Hazganue Joxak ®

npenapama

Hovep 11009378_0050 Cepusn LIMS HV 1387744

npenapama

Hovep cepuu 3651118 Obpazey HY 5032449

Hozuposka 1OMI’ Cepus LIMS MZP 1379156

fexapcmeennan TabneTkH, NOKPLITLIE MUIEHOHHOH Obpazey MZP 4989183

hopsa ofonoukoi

Pazvep ynaxoexu 10 TabneTok, NOKPEITHIX Boinyuyennoe 229 785 MAMYEK
neHouHoit 0Gonoykoit KOAUYECMEO

Tun ynaxosxu KOHTYPHAS AYEMKOBAS Cmpana-usmnopmep Poccun
YITAKOBKA 1 X 10

Hama 15.11.2018

npoussodcmea

Hama ucmevenusn 31.10.2021

cpoKa 2odnocmu

Creyupuxayus HJ P N013867/01-150212
Pezucmpayuonrioe P NO13867/01
docmogepeue Ne:
THorxazamenu Peayasmamer Hopmbi
OnucaHue
Onucanue
onxcaHue COOTBETCTBYET nipoAoArosatkie 6eMoro HIK NOYTH
Genoro LBeTa TabneTKH, NOKPLITHIE
NAEHOYHOH 000N0YKOH, ¢ PUCKOH
ANA AeNeHHA
[MopnuHHOCTE

UETHPHIUHA OUTHAPOXAOPHA —
HCMBITAHHE A

HETHPH3IHHA AMTHAPOXJIOPU —
HcnbiTaHHe B

THTaHa QHOKCHA

Cpennsas macca 1 TaGnerku,
NOKPLITOH M1EHO4HOI 060NOUKOH
OAHOPOOHOCTH Maccht

OaHOPOOHOCTE MaCcChl pasfeieHHbIX
Tabnerok

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
0,1240r
COOTBETCTBYET

COOTBETCTBYET

Bpems yaepxuBaHHA OCHOBHOTO
NHKa Ha XpOMaTorpaMMe
MCIEITYEMOro PacTBOPa AOMKHO
COOTBETCTBOBAaTh BpeMeHH
yIEP)KHBAHHA OCHOBHOTO ITHKA Ha
XpoMaTorpaMmMe CTaHAapTHOTO
pacTBOpa LIETHPHU3UHA
Yd-cnexTp 0OCHOBHOTO NMHKA Ha
XpOMAaTorpaMMe HCMBITYEMOro
pacTeOpa A0XKEH COOTBETCTBOBATD
Y ®D-cnekTpy OCHOBHOTO NMHKA Ha
XpomMarorpamMMe CTaHAapTHOrO
pacTBOpa LETHPH3HHA
HabnoaaeTca opaHxeBoe
OKpAaLUHBaHHE

0,119-0,131 r (0,125 r + 5%)

18/20 - He Bonee £ 7,5%
2/20 - He bonee + 15%
85% - 115%

cpeJHsAs Macca

Ymeepocoeno omodenom
KOHmpona kauecmsa
«3enmusa, K.c.»

31-01-2019

Hux. JIubyce Xnanxa /Moanncs! ZG&NTIVA

Crpannna 1 w3 3

| «3enTHBa, K.C» Y
Kabenosuer 130 102
37 lpara 10 JoneHn
Mexomynei

Pacneuarano: 31.3.2019




ZENTIVA

A SANOFI COMPANY

Homep ceprudukaTa npoussoautes cepun Ne0491

Hazseanue 3ogaxk ®
npenapama
Houep 11009378 _0050 Cepun LIMS HV 1387744
npenapama
Homep cepuu 3651118 Obpazey HV 5032449
Hozupogra 10MI’ Cepun LIMS MZP 1379156
Jlexapcmeennan TabNEeTKH, NOKPHITHIE TUIEHOYHOMH Obpazey MZP 4989183
dopya ofonoukoi
Pazvep ynaxosku 10 TabneTok, MOKPBITLIX Beinywjennoe 229 785 MAYEK
neHouHoH o6onoukolt KOAUYECME0
Tun ynaxosxu KOHTYPHASA AYEHKOBAA Cmpana-umnopmep Poccun
YIIAKOBKA 1 X 10
Hama 15.11.2018
npou3goocmea
Hama ucmevenun 31.10.2021
CPOKa 200HOCMU
Creyugbuxayus HJI P NO13867/01-150212
Pezucmpauonroe P NO13867/01
yoocmogeperue Ne:
PacnagaemocTs 7 MHH He 6onee 15 mun
PacTeopumocTb
PactBopumocTh
cpelHee KONHYECTBO 101%
KOHuecTBo 00pa3uoB 6
MHH., 99%
Makc. 102%
OLIEHKa COOTBETCTBYET Munumanero 75 % (Q) ot
3aABJIEHHOTO KOJIHYECTBA
UETHPH3HHA ANTHAPOXNOPHAA
nocne 20 Mux
Yucrora
npoaykr pasnokenus (RRT 0,62) <0,05% He 6onee 0,3%
€AHHHYHAA UAEHTHPHLHPORAHHAS 0,1% He 6onee 0,2%
nNpUMech
eAMHHYHAA < 0,05% He 6onee 0,1%
HEHIEHTH(DHLUHPOBaHHAA BPUMECH
cyMMa npHMeceii 0,1% He 6onee 0,7%
Mukpobuonornueckas uncToTa
Muxkpobuonordueckas UMCTOTA
HEBOJHbIX NMPENapaToB [ANs ApHeMa
BHYTpb
OO6wee 4ucio aspobHBIX [Nepuonuuecknii tect | He Gonee 10° KOE/r
MHUKpPOOPraHH3IMOB
Obuiee uMcno ApoAoKeBLIX H MNepnoanuecknii Tect | He Gonee 10?2 KOE/r
njecHeBbIX rpubor
Orcytcteue Escherichia coli Tleproanuecknii Tect | oTcyTcTBYIOT (1 1)
OAHOPOAHOCTH COAEPIKHMOTO COOTBETCTBYET AV <150
Ymeepoicoeno omoenom Hux. Jlubyce Xnanka /Tloanucs/ Z@NTIVA E%TJ::‘:::}’B 31’02
KOHMPOIA KAYECHBA 37 Tpara 10 fomsun
«3enmueaq, K.c.» Mexonynel

31-01-2019  Crpannua 2 w3 3 Pacneuarano: 31.3.2019




ZSNTIVA

A SANOFI COMPANY

Homep ceprudmukara npousBoaureis cepun Ne(0491

Hazganue 3ogak ®

npenapama

Howmep 11009378_0050 Cepus LIMS HV 1387744

npenapama

Homep cepuu 3651118 Obpazey HV 5032449

Hozupoera 10MI’ Cepun LIMS MZP 1379156

Jlexapcmeennan TabNEeTKH, MOKPBITHIE NNEHOYHO#H Obpazey MZP 4989183

gopma obonoukoit

Pazsep ynaxosxu 10 TaGNeToK, MOKPHITHIX Boinyuennoe 229 785 MAYEK
nieHo4Holi obonoukod KomYeCmeo

Tun ynaxosku KOHTYPHAA SSYEHKOBAA Cmpana-umnopmep Poccus
VITAKOBKA 1 X 10

Hama 15.11.2018

npouzsodcmeaq

Hama ucmevenua  31.10.2021

cpoKa 200HoCmu

Creyucburayua HI P NO13867/01-150212

Pezucmpayuonnoe P NO13867/01

yoocmosepenue Ne:

KonuuecteenHoe onpenenexue
UeTUPH3HHA OHTHIPOXJIOpHAA B 10,2 mr ot 9,5 mr a0 10,5 mr
OAHOI TabneTKe, MOKPHITOI
nneHouHo#H o0bonoukoii

SJAKJIIOYEHHE: CooTBercTBHE cienHpHKAHH,
Hactoawmnm 5 noATBepaaalo, 4TO BCE CTalKHHY NMPOU3BOACTBA AAHHON CEPHH rOTOBOrO Npenapara Gbinu
NpoBEAEHDI B TIOTHOM COOTBETCTBUH ¢ Tpeboanuamu Haanesxaleii npouzsoacTeeHHOMH npakTHkd EC
[rae B pamkax EC] B cooTBeTCTBUM € TpeOOBAHHAMM PETHCTPALUHOHHOIO YAOCTOBEPEHUSA CTPaHb-
noayyarens.
YTBEPXJIAEHO 51 PEAJTN3ALITMHA
IIpon3BoaHTERE H KOHTPOJIb KA9ECTBA:
«3eHTHBA K.C.» (0puuHanbHbIi npeeMHHk «3eHTHBa a.c.» ¢ 1.1.2009) Ten: +420 267 241 111
Dakc: +420 267 243 627
Y Kabenosum 130, 102 37, Ipara 10, Jonsun Mexonynel, Yeuickas PecnyGnnka
Homep nuuensun na npoussoactso: 25473/2/INS/98 (nocneaHee usmenenue 282125/2018)
Cepruduxar GMP Ne 105698/2014, 79633/2016, 22684/2017

Ymeepocoeno omoenom Hux. Jlu6yce Xnanka /Moamucs/  ZGNTIVA | ;(3%*""83 ch3:)¥02
A0CNOBHBL

KOHMPOA Kayecmea | 37 para 10 flonskn

«3enmusa, x.c.» | Mexoaymei

31-01-2019  Crpanuna3 mn3 3 Pacneuatano: 31.3.2019



ZSNTIVA

Manufacturer batch certificate No. 0491

Name of product Zodac ®

Product number  11009378_ 0050
Batch number 3651118

Strength 10 MG

Dosage form film-coated tablets
Package size 10 tbl flm

Package type BLII X 10
Manyfacture date 15.61.2018

Expiry date 31.10.2021
Specification ND P NO013867/01-150212
Marketing authorisation No. P N013867/01

Batch LIMS HV
Sample HV

Batch LIMS MZP
Sample MZP
Released quantity
Importing country

1387744
5032449
1379156
4989183
229 785 PACKS
Russia

Test Results Limits
Appereance
Appearance
appearance complies white to almost white film-coated
tablets of the oblong shape with halving
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 chromatogeam 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 sojution of cetirizine
titanium dioxide complies orange colour observed
Average mass of | film-coated tablet 0.1240 g 0.119-0.131g(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 7 min NMT 15 min
Dissolution test
Dissolution test
average amount 101 %
number of samples 6
min 99 %
max 102 %

Approved by QP Zentiva, k.s. tng, Libude Hladks % / ZQN"VA : Zentiva, k.,
08 -02- 2019
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ZSNTIVA

Manufacturer batch certificate No. 0491

Name of product Zodac ®

Product number  11009378_ 0050 Batch LIMS HV 1387744

Batch number 3651118

Strength 10 MG gample H"/S. MZP 50324:9

Dosage form film-coated tablets atch LIM. 1379156

Package size 10 tbt fim Sample MZP 4989183

Package type BLII X 10 Released quantity 229785 PACKS
Manufacture date  15,11.2018 )/ ling count. Russi

Expiry date 31.10.2021 mporting counlry  Russia
Specification ND P NG13867/01-150212

Marketing authorisation No. P N013867/01

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

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

other known impurities individually 0.1% NMT 0.2 %

unknown impurities individually <0.05 % 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 Pericdical test NMT 10° CFU/g

Total combined yeast / moulds count Periodical test NMT 102 CFU/g

Absence of Escherichia coli Periodical test absence (1g)
content uniformity complies AV <= 150
Assay of cetirizine dihydrochloride in | 10.2 mg 9.5mgto 10.5 mg

film-coated tablet

CONCLUSION : Conformity with specification.

Ihereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
comptiance 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 Autorization Number :25473/2/INS/98 ( last change 282125/2018)
GMP Certificate No.sukls 105698/2014, 79633/2016, 22684/2017

Approved by QP Zentiva, k.s. ng. Libuse Hiadka %/ ZeNTIVA s U abarg o130
-

102 37 Praha 10
‘ Dofnl Mécholupy
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