JEPKIIIKCITYXXBA
TEPKABHA CJOYKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
YV THIITPONETPOBCHKIN OBJIACTI

Huinpo, mn.Co6opha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,htips://www.dls.gov.ua, Kox €JIPTIOY 37070665

BHUCHOBOK
npo SKicTh BBE3¢HOro B YKpaiHy JiKapcsKoro 3acoly
18.05.2021 Ne 26739/21/0411
ITAHATOH®

(HaliMeHyRAHHS ikapchkoro 3acoBy 3rinHe 3 peecTpaLliifHuM NOCKIAHEHHAM)
TABIeTKH, BKPHTI IiBKOBOKW 000/10HK010, o 50 Mr 1o 10 Tabnerox y 6aicTepi; mo 4
Gaicrepn B kapTouuili KopoOui

(dhopMa BHITYCKY, JI03YBAHHS, BHA NAKYBAHHA Nixapcekoro 3acofy)

Homep peecrpartifinoro noceimuenns UA/12614/01/01 crpok aif peecrpani#tioro nocsiauens 01.01.2099

Cepis aikapckkoro 3acoby Ne 23603YQ KinekicTs BBE3EHOTO Nikapehkoro sacoby 480
Bupofuuk Maiinan EITJI T K., Karsusima [ lnaut, Snosis
(uattMernyBanHs BUpoGHUKA MTiKApCLKOre 3acofy, KpaiHa NOXOomKeHHs)
BaeseHo B Yikpainy TopapucTeo 3 o6Mexenolo BinosizansaicTio "ba/IM", inenr. xoz:
31816235

(HaiMeryBanna Ta ko 3a €JAPTIOY opuanunoi ocobu abo npissuile, im'a, no Garskoni
iznuHol ocobn - nianpuemus, 1i Micile MpoxkuBanus T8 peecTpariAnKi Homep 00niKOBOT
KapTKH [IATHHKA NOAATKIB afo cepig T8 HOMED Nacnopra)

Iporokon Bisyansnoro konTposo sin 17.05.2021 Ne 03-01/1524/3.

3a pe3ynpTaTAMM [JEpKABHOTO KOHTPOJNIO BCTAHOBAEHO, LU0 JIKApChKHil saci@ BBezcHO B YkKpainy 3

JOTPHMAHHAM BxMOT 3aKOHOABCTBA MO0 3abe3neuens AKOCT] JTiKapChKuX 3acobiB.

B.0. HayansHuKa Jlep:kaBHOT ciry:x0Hu 3

JIKaAPCLKUX 34c001B TA KOHTPOIIO 38 3 ‘
B . Pojioa FOuisr OBUAPEHKO
HapkoTuKaMHu y J{HITpONneTpoBChKiH /

obacTi

‘-; ThE "*x
(noca%éﬁbamra;—fy' Aéﬁ}u@anom KOHTPOTIO)
< M e S,
¥ .
&, )

(iiziiany Ta npisBHILE)

(R
o8

!f-:r”“

Csitnana bowapnixosa +38(066)345-41-71




Mylan EPD G.K., Katsuyama Plant / Mainan ENJ K.,
Katausima Mnaxr

2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan /
2-1, IHokyui 37, Katausma, Qykyi 911-8555, AnoHig

CrTop.

Certificate of analysis/CepTudikar aHaniay

1. Name of product/ Hasea npogyxry GANATON® / TAHATOH®
2. Country of the manufacturer/ Kpaina supo6Hux Japan/Anonis
3 Registratipvn certificatg number in Ukl"_ai'ne/ Homep UA/12614/01/01
peecTpalliiHoro nocsinyerHs B YkpaiHi
50 mg itopride HCI/
4. Strength/ Cuna gii 50 Mrgi*roﬁpm:y rigpoxnopua
5. Pharmaceutical form/ flikapcoka hopma s:_llg;zzzt;dotﬁa:;it:‘g%%%/SEaneTKM' BikpuTl
y . 10 tablets in blister; per 4 blister in carton box/
6. Size and type of the package/ Poawip i Tun 10 Tabnetok y 6nicTepi; no 4 6nicTepu B KapTOHHIN
ynakosku p
Kopobui
7 Batch number/ Homep cepii 23603YQ
) Batch size / Poamip cepii 8640 packs/yn.
8 Date of manufacture/ lata supo6suuTea 11.2020
) Date of batch release / [lata sunycky cepii 15.01.2021
9 Expiry date/ [lata 3akiH4eHHS TepMiHy 10.2023
) nNpwuaaTHOCTI
10. | Name, address and manufacturing license Mylan EPD G.K., Katsuyama Plant / Maitnax EMJ
numbers for all sites responsible for K., Katausima Mnant
manufacturing process and quality control/ Hasea, | 2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan /
anpeca Ta Homepw NiyeHsin Ha BUpoBHULTBO Anst | 2-1, IHokyui 37, KaTausma, ®ykyn 911-8555, AnoHis
BCiX BUpOGHuUKiB, BiAnoBiaansHux 3a BUPOBHUYMI
MPOLEC i KOHTPONb AKOCTI Manufacturing Authorization (JliueHsis Ha
BMpoBHuYTBO) Ne 18AZ200009
11. | Resuits of analysis/ PeaynbTartyu aHanisy See table below/ us. Tabnuuio Hwkue
Results of analysis/ PesynbtaTtu aHanisy
Parameter tested Acceptance limits Results
KoHTponbosanui napamerp Honycyumi mexi Pesynbrartu
Appearance/ Onuc White round film-coated tablets with a score on Complies /
one side and embossed with the code “HC 803" | Bianosigae
on the other side. / TabneTku, BkpUTI Nniskosoi
o6onoHkoto, 6inoro konsopy, Kpyrnoi dopmy, 3
PUCKOIO 3 oaHOro Boky Ta TucHenHsMm «HC 803»
. 3 iHworo Goky.
Identification itopride HCI, color reaction/ | A dark reddish purple color develops / Mosisa | Complies /
laeHTndbikaLis iTonpuay rigpoxnopuga, TEMHOro YepBOHO-(hi0NEeTOBOro 3abapBneHHs Bianosinae
KONbOpOoBa peakyis
Identification  itopride HCI, UV / Absorption maximum at 256 to 260 nm /] 257
IAeHTUCbikaLis iTonpugy rigpoxnopua, YO MakcMmMym NornuHaHHS Npu AOBXUHI XBUMb BIA
256 no 260 vm
Absorption minimum at 236 to 240 nm / Minimym | 238
NOrNWHaHHA NPV JOBXWHI XBUNb Big 236 Ao 240
HM
Absorption shoulder at 277 to 281 nm / Mneve | 279
NOrMUHaHHA NpU A0BXWHI XBUNb Big 277 Ao 281
HM
ldentification ~ Titanium dioxide, color | Confirmed if orange-red solution is formed with | Complies /
reaction / lpenTudcpikauis Turany giokeua, | peroxide and violet-blue with granulate zinc /| Bignosigae
KONbOpoBa peakList Mosiea  OpaHXeBO-4EPBOHOTO  KOMLOPY  Mpw
AojaBaHHi nepokcuay BOgHIO | chioneToso-
CVHbOro Konbopy npu [OLABaHHI
rPaHYNbLOBAHOIO LIMHKY. )
Dissolution®, Ph. Eur. 2.9.3, 2.2.25/ Q=70% 924 80 951
PosunnenHa", €sp. ®apm. 2.9.3, 2.2.25 Dissolution time in 30 minutes / Yac poauuHeHHs
He nosrHeH nepesuulysatyv 30 xsunux
Uniformity of dosage units? Ph. Eur. | Must comply with Ph. Eur. requirements /| Comolies/
2940 / OpHopigHictb  pososawux | MoBuHHA BigNoBiAaTV BUMOram €sp.Papm. Biancaipae
oauHMLLY €9.2.9.40 ~
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Mylan EPD G.K., Katsuyama Plant / MaitnaH ENA I'.K.,

KaTtausiMa MnaHt crop. |2
2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan /
2-1, THokyui 37, Kat3ausma, @ykyi 911-8555, AnoHis
Assay, HPLC / 95-105% of the Ilabeled amount of
KinbkicHe BusHaueHHsi, BEPX C20H26N204+HCI /
95-105% Big 3asnBneHol KinbkocTi | 98.9
Ca20H26N204°HCI

Related Substances,

Aomilwky, BEPX

Each Individual Impurity / KoxHoi

iHAMBIAYanbHO! AOMILLIKY

Total Impurities / 3aransHni mict

LOMILLIOK

HPLC / CynytHi

NMT 0.2% / He Binbwe 0,2% He Busienexo

NMT 1.0% / ne Binbwe 1,0% He BusiBnexo

Microbiological Quality 2 , Ph.Eur. 2.6.12,

2.6.13 / MikpoGionoriyHa uncrora’-2
€sp.dapm. 2.6.12, 2.6.13;

TAMC / 3aranbHa KinbkicTs aepoBHUX
MiKpoopraHiamis

TYMC / 3aranbHa KinbKicTb
usinesux/ppixmkosux rpubis
Escherichia coli

NMT 103 CFU/g / He Ginblwe 103 KYO/r <10 KYO/r

NMT 102 CFU/g / He Ginbwe 102 KYO/r <10 KYO/r

Absentin 1g/BigcytHae 1r BigcytHas 1r

" The Pharmacopeias current edition / YunHe BugaHHs chapmakonei

2 Test performed during batch release on the first 10 commercial batches and then not less than on one batch
per year / Iig yac BUNyCKy TECT NPOBOAUTLCS Ha neplumx 10-Tn KOMEPpUiiH1X cepisix, MOTiM — He MeHWe oaHiei
cepii Ha pik.

12.

Comments/ KomeHTapi

Destination countries: Ukraine
KpaiHu-imnoptepu: Ykpaina

13.

Certification statement/
3asBa npo cepTudikaliio

I hereby certify that the above information is authentic and accurate. This
batch of product has been manufactured, including packaging/labeling
and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country.
The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP. / Ljum niaTBEPAXYIO, Lo
BUWIEBMKNaaeHa iHopmauis € asTeHTUYHOW | BipHOW. Lo cepio
npenapary BupobneHo (Bknovaoum nakyBaHHA/MapKyBaHHR  Ta
KOHTPONb AKOCTI) BULIEBKA3aHUM BUPOBHUKOM Yy NOBHIN BignosiaHocTi 3
BuMOramu GMP nokanbHOro perynsiTopHoro opraxy i 3 3aTBepaAXEHNMN
cneyndikalismm  3rigHo 3 PeecTpaLiiihum nocsig4eHHam  KpaiHu-
iMnopTepa. [lokymeHTauilo Wo[o BUPOBHMLTEA cepil, nakyBahHA i
TeCTyBaHHS NepesipeHo, i BCTAHOBNEHO i BigNoBiaHICTL sumoram GMP.

14.

Name and position & title of
person authorizing the batch
release/ Im'a Ta nocagna ocobu,
BignoBiaanbLHoi 3a BUNyck cepii

Makoto Yamamoto
Quality Control Manager / MeHegkep 3 KOHTPONK SKOCTI

15.

Signature of person authorizing
the batch release/ Nignuc
ocobu, BianosigansHoi 3a
BUNyck cepii

/nignwnc/

16.

Date of signature/ [lara nignucy

15-Civyna-2021

V.02
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Mylan EPD G.K., Katsuyama Plant / Maitnax ENJ K.,

KartausMa IMnanT

Pagel/ctp. |1

2-1, Inokuchi 37, Katsuyama, Fukui, 911-8555, Japan /
2-1, VIHokyuu 37(, Karausma, Oykyin 911-8555, SnoHus

Certificate of analysis/Ceprudmkar ananusa

1. Name of product/ Hassanue npoayxra CANATON® / TAHATOH®
Country of the manufacturer/ Ctpana

2. RDOM3BOAUTEND Japan/Anoxus

3 Registration certificate number in Ukraine/ Homep UA/12614/01/01

perucrpaunonHoro ceptudrikara B Ykpause

4, Strength/ Cuna peiicrans

50 mg itopride HCI/
50 Mr uTonpuga rnapoxnopus,

5. Pharmaceutical form/ NekapcTeenHan hopma

Film coated tablets 50mg / Tabnetku, nokpsiTbie
nneHoYHon obonoykoi, no S0mr

Size and type of the package/ Pasmep u Tun

10 tablets in blister; per 4 blister in carton box/ 10

6. TabneTok B Bnuctepe; no 4 BAnCTEPY B KAPTOHHOMN
YNakosKu Kopobke
7 Batch number/ Homep cepun 23603YQ
' | Batch size / Pasmep cepum 8640 packs/yn.
8 Date of manufacture/ JaTa npovasoacrea 11.2020
) Date of baftch release / Jata Bbinycka cepuu 16.01.2021
Expiry date/ [laTa okoH4aHus cpoka roqHoCTY 10.2023

10. | Name, address and manufacturing license
numbers for all sites responsible for
manufacturing process and quality control/
HassaHue, agpec 1 Homepa nuueH3uit Ha
NPOU3BOACTBO A BCEX Npoussogurenei,

Mylan EPD G.K., Katsuyama Plant / Maitnan ENJ
K., Katauama Mnaur

2-1, Inokuchi 37, Katsuyama, Fukui, 911-8555, Japan
/ 2-1, Vinokyun 37, Karausima, ®ykyh 911-8555,
Anoxus

OTBETCTBEHHbLIX 32 NPON3BOACTBEHHBII Npolece U
KOHTpOnb KayecTea Manufacturing Authorization (TulieHans Ha
npon3soacTeo) Ne 18AZ200009

11. | Results of analysis/ Pesynbratsl aHanusa See table below/ Cm. Tabnuuy Kuxe
Results of analysis/ Peaynbratbl aHanuaa

Parameter tested Acceptance limits Results
KonTponupyemslii napameTp fonycTumbie rpanulbl PeayiikTarnl
Appearance/ BHewHuli sua White round film coated tablets with a score on Complies /
- one side and embossed with the code “HC 803" | CooTseTcTayer

on the other side. / Tabnetkn, nokpbITble

nnexoyHon oBonoukoit, Benoro yserta, kpyrnoi

(OpMbI, C PUCKOA C  OZHOW CTOPOHbI U

TcHeHvem «HC 803» ¢ Apyron CTOpOHs!.
Identification itopride HCI, color reaction/ | A dark reddish purple color develops /| Complies /
WaeHTucbnkauus utonpuaa rugpoxnopua, | Mosernenne  TemHoro kpacHo-thuonetosoro | CooTBeTCTayeT
UBEeTHaA peakuus OKpaLLuBanus
Identification  itopride HCI, UV /| Absorption maximum at 256 to 260 nm /| 257
WUneHtudbukaums utonpuaa ruapoxnopus, | Makcumym normowyexus npv 4nuHe BonH ot 256
Yo A0 260 Bm

Absorption minimum at 236 to 240 nm /| 238

MUHUMYM NOTNOLLEHWs NpU ANuHe BonH oT 236

B0 240 HM

Absorption shoulder at 277 to 281 nm / MNnevo | 279

NOrNOWEHUs NPpY ANWHE BONK 0T 277 A0 281 HM
Identification  Titanium dioxide, color | Confirmed if orange-red solution is formed with Complies /
reaction / WaeHTudukauua TutaKa | peroxide and violet-blue with granulate zinc /| CooTsercTeyer
AVOKCUA, UBETHas peakuwsi MNosiBrieHne OpaHXeBo-KPacHOrO Usera Mpu

nobasneHum riepokcvaa BOAOPOLa "

(puonetoso-cuHero LUseTa npu gobasneHun

rPAHYNUPOBAHHOIO LUHKA.
Dissolution), Ph. Eur. 2.9.3,2.2.25/ Q=70% 92.4 to 951
Pacreopetne?), Esp.®apm. 2.9.3,2.2.25 | Dissolution time in 30 minutes / Bpemg

pacTBOPEHWA He AO/IKHO npesbilaTth 30 MitHyT A S ool ]
Uniformity of dosage units® Ph. Eur. | Must comply with Ph. Eur. requirements -/ | Complies /
2940 / OpHopogHOCTb AO3MPOBaHHbIX | JormKHa COOTBETCTBOBATL TpebosainamM | CooTaeTcTayeT
eanHuy?) E®.2.9.40 EBp.®apm. B AsY,
V.02 ED: 02-Oct-16 HA AAD: 15-Aug-16




Mylan EPD G.K., Katsuyama Plant / Maitnan ENA MK.,

Karsusima IMnauT ,
2-1, Inokuchi 37, Katsuyama, Fukuj, 911-8555, Japan /
7', Katsusma, Pykyn 911-8555, AnoHus

2-1, NHowyum 3

Page/ctp. |2

Assay, HPLC / Cogepxanne, BEXX 95-105 % of the Ilabeled amount of| 98.9
CaoH26N204HC! /
95-105% o7  3amBneRHOro.  KonuudecTsa
C20H26N204-HCI

Related  Substances, HPLC

Conyrcreyrowme npumecy, BIXHX

- Each Individual Impurity / Kaxgoi | NMT 0.2% /'He Bonee 0,2% Not detected / He
UHAMBUAOYANBHOR Npumecy ofHapyxeHo

- Total Impurites / Ofwee | NMT 1.0% / He Gonee 1,0% Not detected / He
cogepxarve npumecei ofrapyxeHo

Microbioclogical Quality'? , Ph.Eur. 2.6.12,
2.6.13 / Mukpobuonoruyeckas yuncrora’?
Esp.®apm, 2.6.12,2.6.13:
TAMC / O6ujee konnvecTBO a3pOBHLIX NMT 102 CFU/g / He Gonee 10° KOE/r <10CFU/g/<10KOE/r
MUKPOOPraRk3MOB
TYMC / OBiuee konuyecTao NMT 102 CFU/g / He Gonee 102 KOE/r <10CFUlg/<10KOE/r

nnecHesbix/npoxokessix rpnbos
Escherichia coli

Absence in 1g/
OrtcytesyeT B 11

Absent in1.g/Orcyrctayers 1 r

U The Pharmacopeias current edition / [leicTayiolee usaanne capmaronen
2 Test performed during batch release on the first 10 commercial batches and then not less than on one batch
per year / Mpu Bbinycke TECT NPOBOAUTCS Ha MepBbiX 10-T KOMMEPYECKUX CepUsiX, 3aTEM — He MEHEee OHOM

cepun B rog.
12. | Comments/ KommeHTapuu Destination countries: Ukraine
CrpaHsl-umMnopTepsl; YkpanHa
13. | Certification statement/ I hereby certify that the above information is authentic and accurate. This

3asBneHne 0 cepTUdUKalniA

batch of product has been manufactured, including packaging/labeling
and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country.
The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP. / HacToswuM noaTeepxaalo,
WTO BbILLEN3NOXKEHHan WHGOpMaUWa ayTeHTUdHa U BepHa. [aHHas
cepus npenapara npousBejeHa (BKMOMAs YNAKOBKY W KOHTPONb
Ka4yecTea) BbilueyKa3aHHLIM NPOU3BOAUTENEM B NOMHOM COOTRETCTBIM C
TpeGoeaHuamu GMP nokanbHOrO pPEerynsiTopHoro opraHa u ¢
YTBEPXKOEHHBIMU  Cneundukauuamn  cornacHo  PerucTpaumoHHOMY
YAOCTOBEPEHUIO CTpaHbl-uMnopTepa. [JokymeHTauus No NpousBCACTBY
Cepuu, ynakoBKe U TECTUPOBAHWIO NPOBEPEHa, M YCTAHOBNEHO ee
cooTeeTcTBue TpebosaHnam GMP.

14, | Name and position & title of Makoto Yamamoto
person authorizing the batch Quality Control Manager / MeHepkep No KOHTPONo KavecTea
release/ ms 1 fONXKHOCTD
nnya, OTBETCTBEHHOrO 32
BbINYCK Cepum
15. | Signature of person authorizing
the batch release/ Nognuce M o
NG, OTBETCTBEHHOrO 32 " AL g
BLINYCK Cepuu *-"/% s
16. | Date of signature/ jaTa -t !
nogmon Jeh . J5_ 2eo)\
V.02 ED: 02-Oct-16 HA AAD: 15-Aug-16
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