ZEeNTIVA

A SANOF| COMPANY

Homep ceprudurara npoussoautesis cepun Ne 0586

Haseanue 3opak ®
npenapama
Homep npenapama 11009379 0052 Cepusa LIMS HV 1434298
Howmep cepuu 3020120 Obpazey HV 5258134
Jo3zuposka 10 MI' Cepus LIMS MZP 1432644
Jlexapcmeennas Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH Obpaszey MZP 5250529
Gopma 000JI09KOH
Pasmep ynaxosku 30 TabreToK, HOKPHITHIX MICHOYHOM Buvinywennoe xoauuecmeo 79 632 ITAYEK
00071049KOH
Tun ynaxosxu KOHTYPHAS SSUEMKOBA S Cmpana-umnopmep Poccus
VIIAKOBKA 3 X 10
Jama npoussoocmea  13.01.2020
Jama ucmeuernus 31.12.2022
cpoKa 200HOCmU
Cneyughuxayus HJI ITN013867/01-150212
Pezucmpayuonnoe
yoocmogeperue No. ITIN013867/01
Tlokaszamenu Pesyromamul Hopmwi
Onucanue
Omnmcanne
OIIMCAHME COOTBETCTBYET MIPOJONTOBATEIE OEJIOTO MK ITOYTH
0eroro 1BeTa TaOJIETKH, TOKPHITHIC
IUICHOYHOU 000JI0YKOU, C PUCKOH st
JIeTIeHUs
HoaauHHOCTH
LETUPU3UHA TUTUIPOXIOPHIL — COOTBETCTBYET Bpewms yaep:kuBaHUsI OCHOBHOTO MHKA
HCTBITaHnE A Ha XpOMaTOrpaMMe UCIBITYEMOI0
pacTBOpa JA0JKHO COOTBETCTBOBAThH
BPEMEHM YAECPKUBAHUS OCHOBHOTO
MKKa Ha XpOMaTorpaMMe
CTaHAapTHOI'O pacTBOpa LIETUPU3NUHA
LETUPU3UHA JUTHIPOXJIOPU — COOTBETCTBYET Y®-criekTp OCHOBHOTO IHMKa Ha
ucnelTadue B XpOMaTorpamMme UCIBbITYEMOTO
pacTBOpa JOJKEH COOTBETCTBOBATH
Y®-cnekTpy OCHOBHOTO IHKA Ha
XpoMaTorpaMme CTaHAapTHOIO
pacTBopa UETHPU3UHA
TUTaHA JUOKCU] COOTBETCTBYET HAOIIOIAaeTCs OPAHKEBOE
OKpallliBaHue
Cpennsist Mmacca 1 TaGlIeTKH, TOKPBITOM 0,1224 r 0,119-0,131 1 (0,125 r £ 5%)
IUIGHOYHON 000JI0UKON
OIHOPOAHOCTH MACCHI COOTBETCTBYET 18/20 - ne 6omee + 7,5%
2/20 - e 6onee = 15%
OIHOPOIHOCTD MACChl Pa3IeIeHHBIX COOTBETCTBYET 85% - 115%
Ta0JIETOK CpenHssI Macca
Pacnanaemocts 7 MUH He 6onee 15 mun
PacTtBOopenne
PactBopenue
cpeaHee KOIUYECTBO 104 %
KOJIMYeCTBO 00pasIoB 6
MUH. 98 %
MakKc. 106 %

Ymeepawcoeno ynornomouentvim
auyom «3enmusa, K.c.»

/Tlommucs/

Crpanuna 1 u3 3
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ZEeNTIVA

A SANOF| COMPANY

Homep ceprudurara npoussoautesis cepun Ne 0586

Hassanue 3onak ®

npenapama

Howmep npenapama 11009379_0052 Cepus LIMS HV 1434298

Howmep cepuu 3020120 Obpazey HV 5258134

Josuposka 10 MI' Cepus LIMS MZP 1432644

Jlexapcmeennas Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH Obpaszey MZP 5250529

Gopma 000JI09KOH

Pasmep ynaxosku 30 TabreToK, HOKPHITHIX MICHOYHOM Buvinywennoe xoauuecmeo 79 632 ITAYEK
0005104KO

Tun ynaxosxu KOHTYPHAS STYEMKOBAS Cmpana-umnopmep Poccus

VYIIAKOBKA 3 X 10
Jama npoussoocmea  13.01.2020

Jlama ucmeuenus 31.12.2022

cpoKa 200HOCmU

Cneyughuxayus HJI ITN013867/01-150212
Pezucmpayuonnoe

yoocmogeperue No. ITIN013867/01

OIICHKA COOTBETCTBYET Munnmansno 75 % (Q) ot
3as1BJICHHOTO KOJIMUECTBA IETHPH3HHA
qurrapoxyopuaa aepes 20 MuH
IMocTroponHune npuMecu

npoaykrt pasnoxenus (RRT 0,62) <0,05% He 6onee 0,3%
€IMHUYHbIC UICHTU(. TPUMECH <0,05% He 6onee 0,2%
€IMHUYHbIC HEUACHTH(. TpUMeCH <0,05% He 6onee 0,1%
cyMMa npumecei <0,05% He 6onee 0,7%

MuxkpoOuonoruyeckas YucToTa
MukpoOHonornyeckas YucToTa
HEBOJAHBIX MPEMapaToB AJS IpUeMa

BHYTPb

O6miee 9ncI0 a3pOOHBIX 0 KOE/r He 6omee 10° KOE/r
MHKPOOPIaHH3MOB

OO61Iee 9uCIio TPONKIKEBBIX U 0 KOE/r He 6onee 102> KOE/r
IUICCHEBBIX ITPHOOB

OtcyrcrBue Escherichia coli COOTBETCTBYET oTcyTcTBYIOT (1 T)
OHOPOJHOCTb JO3UPOBAHUS COOTBETCTBYET AV <150
KonuyecTBeHHOe onpeaeneHue 10,0 mr ot 9,5 mr 10 10,5 mr

LHETHPU3NHA JUTHAPOXIOPUIA B OJHOM
Ta0JIeTKE, MOKPBITON IIICHOYHOM
00010uKOit

HNnudopmanus o BeIMyCcKe

3AKJIFOYEHMUE: CooTBeTcTBHE cCienupUKAIIHH.
Cepusi coorBercTByeT TpeOoBanusiMm HopmatmBHoO#i JlokyMeHTanmmM, 3aperMcTPHMPOBAHHON B
Poccuiickoii @enepanum B HacTosIIee BpeMs 110 MepeYHCJIeHHBIM MTOKa3aTeJasAM KadecTBa.

OJOBPEHO JJIS1 BBIITY CKA
HpOI/BBOZ[l/ITeJlb M KOHTPOJIb KavyecTBa:
«3eHTHBA K.C.» (0QUIHANBHEIN IPeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009) Temn: +420 267 241 111 )
Y Kab6enosus! 130, 102 37, IIpara 10, Jonsau Mexonynsl, Yenickas Pecybnuka Daxc: +420 267 24 scTa!
5

Howmep muuensun Ha npousBonctso: 25473/2/INS/98 (nocnennee nzmenenune 166942/2019)
Ceprudukar GMP Ne 25416/2017, 342333/2018, 352900/2018
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Ka. erepHbr 130 ~ e
auyom «3enmusa, K.c.» /Tlommucs/ Mo 10T G K
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ZEeNTIVA

A SANOF| COMPANY

Homep ceprudurara npoussoautesis cepun Ne 0586

Hassanue 3onak ®

npenapama

Howmep npenapama 11009379_0052 Cepus LIMS HV 1434298

Howmep cepuu 3020120 Obpazey HV 5258134

Josuposka 10 MI' Cepus LIMS MZP 1432644

Jlexapcmeennas Ta0JIeTKHU, HOKPHITHIE TUICHOYHOH Obpaszey MZP 5250529

Gopma 000JI09KOH

Pasmep ynaxoexu 30 TabreToK, HOKPHITHIX MICHOYHOM Buvinywennoe xoauuecmeo 79 632 ITAYEK
0005104KO

Tun ynaxosxu KOHTYPHAS SUEMKOBAS Cmpana-umnopmep Poccus

VYIIAKOBKA 3 X 10
Jama npoussoocmea  13.01.2020

Jlama ucmeuenus 31.12.2022

cpoKa 200HOCmU

Cneyughuxayus HJI ITN013867/01-150212
Pezucmpayuonnoe

yoocmogeperue No. ITIN013867/01
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ZSNTIVA

MpunoxeHue k ceptucdumkaTty aHanmsa (conposoanuTesibHOE NMUCbMO)

Ha3aHue npoaykra: 304aKk®
Homep cepuu: 3020120
GMID: 725663
[aTta npousBoacTea: 13.01.2020
Cpok rogHocTu: 31.12.2022

Homep PerncrpaumoHHOro yaocTtoBepeHus,

3aperncTpupoBaHHoro B Poccuiickoin depepauuu: M N013867/01

AU (Ha3zBaHne A®W, Ha3BaHMe WM aapec NPOU3BOACTBEHHON NOLWAaAKN):

HaseaHue ADOU (MexayHapoaHoe): LleTvpuaunHa aurngpoxnopuzg

Ha3aHue npoussoamtens AOU: MaiineH Jlabopatopus Jiumnten

Aapec npoussoautens AOU: IT Plot No. 14, 99 & 100, I.D.A. Pashamylaram (M), Phase-II,
Medak District-502 307

HacTosiumM noaTBepyaaeTcs, 4To AaHHas cepust JIM 3o4ak® coOTBETCTBYET TpeboBaHWsAM HopMaTuBHON
AOKYMEHTaUMM (KakK YacTu PerucTpauLMOHHOrO [OCbe), 3aperncTpupoBaHHoOM B Poccuiickon ®epepaumun B

HacTodLllee BpeMs, NO NepevyncsiEHHbIM nNokasaTenam KavyecTtsa.

HacTosiLwmM NoATBEPXAAETCS, YTO CEPUSt COOTBETCTBYET TpeboBaHUSM pa3fenoB «YnaKkoBka» v «MapKupoBka»

HopMaTuBHOW LOKYMEHTaLUMK, 3aperucTpupoBaHHoii B Poccuiickor defepaumnn B HacTosILLEE BPeMS.
R,

Moanuce/Aata: 13-02-2020 rrognuck

Nmsa: SAky6 MaTycuk

JOoMKHOCTb: YNONMHOMOYEHHOE NNLOo

[leyarp

«3eHTHBA K.C.» (0QUIHANBHEIN IPEeeMHUK «3eHTHBa a.c.» ¢ 1.1.2009)

YV Kabenosus! 130, 102 37, Ipara 10, Joasuu Mexounymnsl, Yenickas Pecry6mmka

Howmep muuensun Ha npousBonctso: 25473/2/INS/98 (nocnennee nuzmenenue 166942/2019)
Ceptudurar GMP Ne 25416/2017, 342333/2018, 352900/2018

Ten: +420 267 241 111 dakc: +420 267 243 627



ZSNTIVA

Manufacturer batch certificate No. 0571

Name of product Zodac ®
Product number 11009379 _0052 Batch LIMS HV 1434298
Batch number 3020120 Samplc HV 5258134
Strength 10 MG
Dosage form film-coated tablets Batch LIMS MZP 1432644
Package size 30 tbl fim Sample MZP 5250529
Package type BLI3X 10 Released quantity 79632 PACKS
Manufacture date 13.01.2020 Importing countr Russi
Expiry date 31.12.2022 porting Y ussia
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/01
Test Results Limits
! XpI‘)‘el:éa'nce - | e S | — _ — —
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 chromatogram 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 |1 film-coated tablet 0.1224 ¢ 0.119-0.131g(0.125 g + 5 %)
Uniformity of mass complies 18/20-NMT +£7.5%
2/20-NMT x15%
Uniformity of mass of subdivided tablets complies 85%-115%
average weight
Disintegration 7 min NMT 15 min

Dissolution test
Dissolution test

average amount 104 %
number of samples 6

min 98 %
max 106 %

Jakub Matusi -02- T
Approved by QP Zentiva, k.s. K 1/3 02- 020 ZENTIVA Fretoi

102 87 Praha 10
il Detrf Mcholupy
s : 14
Page 1 of 3 Print:  13.2.2020



ZSNTIVA

Manufacturer batch certificate No. 0571

Name of product Zodac ®

Product number 1 1009379 _0052 Batch LIMS HV 1434298

Batch number 3020120 Sample HV 5258134
Strength 10 MG

Dosage form film-coated tablets Batch LIMS MZP 1432644
I’ackage size 30 tbl fim Samp[c’ MZP 5250529
Package type BLI3X 10 Released quantity 79632 PACKS

Manufacture date 13.01.2020

Expiry date 31.12.2022

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

Importing country  Russia

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 <0.05 % NMT 0.2 %

unknown impurities individually <0.05 % NMT 0.1 %

sum of all impurities <0.05 % NMT 0.7 %

Microbiological quality

Microbiological quality of non-aqucous
preparations for oral use

total viable aerobic count 0 CFU/g NMT 10’ CFU/g

Total combined yeast / moulds count 0 CFU/g NMT 102 CFU/g

Absence of Escherichia coli complies 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

Release information

CONCLUSION : Conformity with specification.

The batch meets the requirements of the Normative Document currently registred in
Russian Federation on the listed quality parameters.
APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change 166942/2019)
GMP Centificate No.sukls 254516/2017, 342333/2018, 352900/2018

Jakub Matusik 13-0-2m ~ ZENTIVA W”

Approved by QP Zentiva, k.s. W —-_ Micheiupy
. 7
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ZSNTIVA

Manufacturer batch certificate No. 0571

Approved by QP Zentiva, k.s.

N

Page 3 of 3

Name of product Zodac ®
Product number 11009379 _0052 Batch LIMS HV 1434298
Batch number 3020120 Sample HY 5258134
Strength 10 MG )
Dosage form film-coated tablets Batch LIMS MZP 1432644
Package size 30 tbl fim Sample MZP 5250529
Package type BLI3X 10 Released quantity 79 632 PACKS
Manufacture date 13.01.2020 Importing countr Russi
Expiry date 31.12.2022 poriing Y ussia
Specification ND P N013867/01-150212
Marketing authorisation No. P N013867/01

Jakub Matusik 13 -02- 2020

Print:

13.2.2020




ZENTIVA

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Zodac ®
Batch Number: 3020120

GMID: 725663

Manufacturing Date: 13.01.2020

Expiry Date: 31.12.2022

Reference number to MA registered in Russla: 1 N013867/01
API (name of API, name and address of manufacturing site):
API name: cetirizine dihydrochloride

API manufacturer: Mylan Laboratories Limited

APl manufacturer 's address: Il Plot.No.14,99&100 1.D.A.,Pash.PH, Patancheru,Medac District, Telangana, 502
307

It is confirmed that current batch of Zodac ® meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative
Document currently registered in Russian Federation.

- /7
Signature/Date: 13 -02- 2020 W

i Zentiva, ke,

t U kebelovny 130
102 87 Prahe 10
Dsini Michelupy

Printed Name: Jakub Matusik ZSNTIVA

Title: Qualified Person

ZENTIVA ks.. - U Kabelovny 130 - 102 37 Prague 10 - Czech Republic

Tel (+420)267 241 111 - Fax (#420)272 702 402 - E-masl sentin @ zenting com - wawi seninacs - IDNo 49240030 - VAT No  CZ49240030
Cutsbank Europe ple, otganizatm stolka - EUR Acc No  2008151005/2600 - EUR IBAN CZ)3 2600 0000 00200815 1005

Reg d tn the 1 register d by the M ) Court in Praguc - Scetion A - Enty 64046
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