1Y

JEPKABHA CJIYXEBA 3 JHIKAPCBKHIX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMMH Y KHUIBCBHKIM OBJIACTI

nipoB. Ceitauunoi Hapii, 3, M.Kuris, 02099, ten/daxc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua, Kog EAPITOY 37078774

BHCHOBOK
Apo SAKICTE BBE3EHOT0 B YKpalHy AiKAPCHKOTo 3a¢06y

08.11.2023 Ne 54849/23/10

_________________ TAHATOH®

(uaiiMenyBauna AikapcEkoro 3acoly 3TiAHO 3 peccTpaililinnn mocRiATEHH M)
Ta0AETRH, BKPUTI AIBKOBOX 000a0HK0I0, 0 50 MT 110 10 Tafnerox y Gaictepi; no 4 Gmicrepn
B KapToHHii Kopolui

(hopma BiNYCKY, A03YBAHHS, BYA MAKYBAHHA JHKAPCRKOTO 1acoby)
Honmep peecrpauiitvoro mocsiauenus UA/12614/01/01 crpox #ii peectpauitizoro mocrimuenns 01,01,2099
Cepis sixapeskore sacafy Ne 36197YQ KinukicTs BBe3eHOro Nixapceskoro sacoby 720

BupoBruus Maitaan BTN I K., Katsusama nanT, Soomia
(uaiiMelyranns BHpoOiIKa Jikapchkore 3aceby, Kpaina moxomsenms)

‘Bseseno & Vipainy. CrinbHe yRpaHCLKO-eCTOHCHKe NiANPREMCTBO Y OpMI TOBAPHCTEA
3 obmexkenoro BignosigaasaicTio "Ouriva-®apm, JITI", inenr. xogx
21642228

{(majivenyBanas ta ko 3a €IPTIOY opnmtanol ocofs abo npissuwe, im'a, mo 6aTsX0Bi diznynoi
ocodit - tignpuemua, 1f mMicle npoxitsanty Ta pecctpariitunit nosep oBaiKoBoT KAPTRH MTaTIHKD
I0JATKIB aD0 Cepif Ta HOMEp TIacITpTa)

Tpotoexea pisyansuoro keurpoaro siz 06.11.2023 N 3518/6.

3a  pesynbratamu  JEPIKABHOIO KOWTDOMO BCTAHOBIEHO, WO  nikapcekuii 3aci6 BBezeso ®  Yrpainy 3

-IIUTPIIR-IRHHHM-BHMDI- 3AKOHOAABCTEL IOAD 3a0e3MeeHEn AKOCTI IIKAPCHKEX 3aCOBIB:




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

KaTt3suvsama MnaHT
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2-1, Inokuchi 37, Katsuyama, Fukui'911-8555, Japan /
2-1, IHokywi 37, Katsusma, Oykyit 911-8555, Anowis

Certificate of analysis/Ceprudikar ananiay

GANATON® / TAHATOH®

Name of product/ Hassa npogyxkry
2. | Country of the manufacturer/ Kpaina avpo6Huk Japan/HAnonis B
3 Registratipun certiﬁcatg number in Ukr:‘ailne/ Homep UA/ 2614/01/01
PeecTpayiiHoro NOCRIA4EHHSA B YKPEIH]
50 mg itopride HCI/
4. | Strength/ Cuna pil 5D-MEETOHF)M,[W riapoxnopug
. . Film-coated tablets 50 mg / TabBnetiu, BrpuT
5 Pharmaceutical form/ Nikapcexa dhopma NNIBKOB0I0 OGONOHKOIO. 110 50 MF
Size and type of the package/ Poamip | T 1.0_ tablets in b[iste:r;.per" 4 blister.in carton box/ .
6. YNAKOBKY 10 Tabnetok y Grictepi; ne 4 Gnicrepu B KapTOHHI
- N . KopoBut
7 Batch number/ Homep cepii 36197YQ
| Batch size / Poamip cepir 43137 packs/yn.
8 Date of manufacture/ Nara supoBruursa 04,2023
| Date of balch release / Jata sunycky cepii 15.06,2023
9 Expiry date/ [lara saciHueHHn Tepminy 03.2026
NPUAATHOCTI N
| 10. | Name, address and manufacturing license Mylan EPD G.K., Katsuyama Plant / Maitnan EMg
numbers for all sites responsible for M.K., Katauama Mnaxt
manufacturing process and quality control/ Hassa, | 2-1, inokuchi 37, Katsuyama, Fukui.91 1-85855, Japan /
aapeca Ta HOMepPW NiUeHsif Ha BupobHuyTE. ANST | 2-1, IHOKyui 37, Katsuama, Qyryt 811-8555, AnoHis
BCIX BUpOBHYIKIB, BIGNOBIAANBHNX 32 BUPOGHUYNIA
NPOLEC | KOHTPOME AKOCT] Manufacturing Authorization (Jliuexsia na
N BUPOOHNLTBO) Ne 18AZ200009 |
11. i Results of analysis/ PeaynbraTy aHanisy See table below/ Aue. Tabnviuo Huxkye

Results of analysis/ PeayneTaTis aHaniay

Parameter tested Acceptance limits Results
KOHTRONbLOBaHWK napamerp Ilonyctumi mexi PesynoTaTn
Appearance, visually/ Onuc, sizyanbHo White round film-coated tablets with 3 score on Complies /
one side and embossed with the code "HC 803" Bianoeigae
on the other side. / Tabnetku, BKpUTI MNiBKOBOID
0DOMOHKOW, BINCro Konbopy, Kpyrnot dhopmu, 3
PUCKOID 3 OAHOIO DOKY Ta TUCHeHHaM «HC 803»
o o 3 iHLIoro Boxy. | |
1 Identification itopride HCI, color reaction/ | A dark reddish purple color deveiops / Mosiea | Complies /
lneHTudikais itonpuny rigpoxnopug, TEMHOIO 4epPBOHO-IONETOROrO 3abapaneHns Bignosipae
KONbOPoBa peakuin
Identification  itopride  HCI UV 7/ Absorption maximum at 2568 to 260 nm /! 258
Maxcnmym norAvHaKHa npu JOBXMHI XBUNE Big
256 no 260 Hm -
Absorption minimum at 236 to 240 nm / Midimym | 238
| NomuHanHA Npu A0BXUAI XBUANb Big 236 Ao 240
HM
Abscrption shoulder at 277 to 281 nm / Tlheve | 279
NOrNWHaHHS NPy OOBXWHI XBUnb Big 277 no 281
HM
Confirmed if orange-red solution is formed with Compiies /
peroxide and violet-blue with granulate zine. / Bignosigac
flosBa  OpamKesc-YepsoHOro  KOMEOPY  Mpw
ACAaBaHHI nepokcuay BOJHK | dhioneToBo-
CHHBOIO KOMbOopy 1Py AoAaBamHi
| L TPaHYNbOBAHOIO UMHKY.
1 Dissolution", Ph. Eur. 2.9.3, 2.2.25/ Q=70% 91.1 to 83.1
Po3unHeHHsY, €ep. Papm. 2.8.3 2.2.25 Dissolution time in 30 minutes / Yac poauunHenHs
| He NToBUHEeH nepesuulyeati 30 XBunnH N | ]
Uniformity of dosage units (mass | Must comply with Ph. Eur. requirements / Complies /
variatiom} Ph. Eur. 2.2.40 / OnHopianicTts | MosnHKHa BignoBinaTy Bumoram Esp.Papm. Binnosinae
A030BaHUX oanHNLL (MeToa RigXUNeHHS
Mac)h £$.2.9.40 | )

By are o 1750




Mylan EPD G.K., Katsuyama Plant / Matinau EMAT.K,
KaTnama {naxt
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2-1, Inokuchi 37, Katsuyama, Fukui:'9'1-1—855’5, Japan /
2-1, IHokyui 37, Katansama, ®yryi 911-8555, SinoMis

Assay, HPLC / 95-105% of the Iabeled amount of
KinbkicHe BnsHaveHHs, BEPX CaoH26N2C4*HCH / 100.2
95-105% B4 3asaBnexHol KINbKOCTI
| | | CaoH26N204HCI
Related Substances, HPLC / Cynythi
aomiuin, BEPX
- Each Individual Impurity / Koxuoi | NMT 0.2%./ He Oinslle 0,2% Not detected / He
IHAVBIAYanbHOT oMLK BURBNEHO
~ Total Impurities. / BaransHuit | NMT 1.0% / He Ginbiue 1,0% Not detected / He
BMICT AOMILLOK BAABNEHO
Microbiological Purity’2 | Ph,Eur. 2.6.12,
2.6.13 / Mikpobionoriusa uncroral-2
Cap.dapm. 2.6.12,.2.6.13:
' TAMC / 3aranbHa KinbKicTb. aepoBHIX. NMT 10° CFU/g / He Binbiue 103 KYO/r <10CFU/g/<10KYO/r
| MiIKpoopraHiamis
TYMC / 3aranbHa kinkkicTs NMT 102 CFU/g / Hé Binswe 102 KYO/r <10CFU/g/<10KYO/r
LUBIAEBUX/APbKIKOBUX TPMBIR
Escherichia coli Absentin 1 g/ BigcytHas 1t Absentin 1g/
1 BigcytHa s 1 r

' The Pharmacopeias current ed
2 Test performed during batch r
per year / i yac Bunycky tect

_cepii Ha pik.

ition / Hunxe Buganns dbapmakonei
elease on the first 10 commercial batches and then not less than on one batch
APOBOANTHCS Ha TlepLvX. 10-TU KoMepUIRHNX cepisx, NoTiM — He MeHLWwe O HieT

112

Comments/ KomeHTapi

Destination countries; Ukraine
KpaiHu-imnoptepu: Ykpaiua

13,

Certification statement/
3asiBa Ipo ceprudikaLiio

| 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. ; Lium nigTeepmxyo, wo
BULEBUKNagEeHa HOPMaLIN € aBTeHTHUYROK | BipHOI0. Lo cepito |
npenapary BupobGneno  (BkMo4ao4y naKysaHHa/MapKyBaHHA Ta
KOHTPOIML SKOCTI) BULLEBKA3AHNM BUPOGHNKOM Y NOBHIi BIANOBIQHOCTI 3
Bumoramn GMP nokanbHoro perynsropHoro oprany i 3-3arsepaxeHnmu
cneunpikauinMy  3rigHo 3 PeectpauifiHum  nocsinueHHam KpaiHu-
iMiopTepa. [okymenHTaliio LIOA0 BUPODHUUTBA cepll, nakyBaHHs |

| TECTYBAHHsR NepeBipeHo, | BCTAHORMNESHO 1T BiGNOBIAHICTL BUMOraM GMP.

Name and position & title of
person authorizing the batch
release/ IM's Ta nocana ocobuy,
BIANOBIAaNnbHOI 38 BUNYCK cepii

Kanako lto
Quality Control Manager / MeHremxep 3 KOHTPONIO SIKOCTI

118,

Signature of person authorizing
the batch reiease/ Mignuc
0colu, RiANOBIAaNLHOT 3a
BUIYCK Cepil

16.

Date of signature/ Qata manucy




