AY

AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KNIBCBKIN OBJACTI

ripos. Ceitanunof Hagil, 3, m.Kuis, 02099, Ten/(ake; (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APITOY 37078774

BHCHOBOK
AP0 AKICTL BBE3EHOT0 B YKPaiHy AiKapehKoro 3acody

08.11.2023 Ne 54949/23/10

TAHATOH®
(uaiiMeHypanna Aikapcpkoro 3acoBy 3TIAHO 3 peECTPaNiiiHIAL HACRITTEHHAM)
Ta01€TRH, BKPUTI I1iBKOBOK 000s10HK0I0, 0 50 Mr 1m0 10 Tafnerok y 6aictepi; no 4 uicrepn
B RapToHHii kopodui
{(hopMa BUNYCKY, XOIYBAHHS, BUA [3KVEOKHA 1iKapCEKOTC 3acoby)

Honep peecrpauiizoro nocaizyennn UA/12614/01/01 crpox aii peectpauiiisoro nmoceigucnns 01,01,.2099

Cepix aixapcskoroe sacoby Ne 36197YQ Kinskicrs BBE3€HOTO AiKapcskoro acoby 720
Bupofsus Maitnan ETI T".K., Katzuama nant, Snouis
(uaiiMelynarms supobiika gikapckrore sacefy, kpaina noxomeenus)
Baesero B Yipainy CrianHe yrRpaiHChKO-eCTOHCBKE NXNPHREMCTBO Y GOPMi TOBAPHCTBA
3 obmexenoio BianosizansHicTio " Ourisa-®apm, JITI", ixenr. ko
21642228

{(majinerypanng ra kog 3a €PIIOY 1opnananoi ocobir abo npisBHILE, iM', o GaTekoBi dbiznynol
ocobir - nignpuemnn, i micie nposassanis Ta peectpariitunit nosep oBaixoeol KAPTKY MIanIKD
N03TKiB abo cepif Ta HOMep macnopTa)

HpoToxes sisyansuoro kourpearo six 06.11.2023 N 3518/6.

3a  pesynbTaramil REPAKABHONO KOWTIROMO BCTAHOBIRHO, WO Jikapcskuil saci6 Beeseno B Ykpainy 13
JAOTPHMAHHAM BiMOr 3aKOHOAABCTEA 10O 3a6E3MCEHHA SKOCT JIKAPCHKIX 3ac00iB.

Biraniit BOHJAPEHKO

(iwiniam Ta npizpinge)




Mylan EPD G.K,, Katsuyama Plant / Mainan EMf K.,

KaTtavama MNnadr

Page/crtonp.

2-1, Inokuchi 37, Katsuyarna, Fukui 911-8555, Japan /
2-1, IHokywi 37, Katanama, ®ykyit 911-8555, Siouis

Certificate of analysis/Ceprudikar ananiay

1. Name of product/ Hasea npogykry GANATON® / TAHATOH®

2. Country of the manufacturer/ Kpaina erpo6ruk Japan/fAnonia

3 Regis’crati_oun certifécatg number in Ukr;zi.ne/ Homep UA/ 2614/01/01
PEECTPALINHOIO NOCBIA4EHHA 8 YKpaiH

50 mg itopride HCI/

4. Strength/ Cvna aii 50 MFQETOf}l:)pMﬂy riApoxnopng

5. Pharmaceutical form/ Nikapcexa dopma Eﬂ?;;gitgdogob;ifkgom%%ISBESJ:ETKM' BKRUT!
Size and type of the package/ Poamip i Tun 10 tablets in bEEste_r; per4 blister.in carton box/ _

6. - 10 Tabnetok y BricTepi; no 4 Gnictepu B KapTOHHI

KopoBui
2 Batch number/ Homep cepif 38197YQ
) Batch size / Poamip cepii 43137 packs/yn.
8 Date of manufacture/ Qara smpoBruurea 04.2023
: Date of balch release / lata sunycky cepii 15.06.2023

9 Expiry date/ [ata sarityeHHs Tepmity 03.2026
npuaarTHocTi

10. | Name, address and manufacturing license Mylan EPD G.K., Katsuyama Plant / Maitnan EMNA
numbers for all sites responsible for [.K., Katauama flnaur
manufacturing process and quality controlf Hasea, | 2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan /
aapeca Ta HOMepW nileHsii Ha BupoBHULTES AN | 2-1, IHoKkyui 37, Katauama, ®ykyi 811-8555, Anouis
BCiX BUpODHYKIB, BIGROBIgANbHUX 38 BUPOBHWUYKIA
NPOLEC | KOHTPOITE AKOCT] Manufacturing Authorization (Niuexais xa

BupoBHNLITRO) Ne {1BAZ200000
11. | Resulis of analysis/ Pesynstaty aHamnisy See table below/ lve, Tadny o Hkye

Results of analysis/ PeaynkraTu aHanisy

Paramster tested Acceptance limits Results
KoHTponboBauui napamerp fonycrumi mexi PesyneTaiu
Appearance, visually/ Onuc, sizyansHo White round film-coated tablets with a score on Complies /
one side and embossed with the code “HC 803" | Bignosigae
on the other side. / TaBneTku, BKPUTI NRiBKOECH
oboronko, BINoro Konbopy, kpyrnot cdopmi, 3
PUCKOD 3 04HOMO BOKY Ta TUCHEHHaM «HC 803»
3 iHWworo Boky,
Identification itopride HCI, color reaction/ | A dark reddish purple cclor deveiops / Mosea | Complies /
IneHTudikaliist itonpuay rigpoxnopua, TEMHOFO YepBOHC-(hicneToBora 3abapanemis Bignoeigae
KONbOpoBRa peakuia
Identification  itopride  HCI, UV [ Absorption maximum at 256 to 260 nm /| 258
lgenTudirayis iTonpuay riapoxnopud, Yo MaxkcumMym nornusasHs Apw JCBXMHI XBUNE Big
256 no 260 Hm
Absorption minimum at 236 to 240 nm / Minimym | 238
NorMKanHa 1py A0BXUHI XBKNb Big 236 no 240
HM
Abscrption shoulder at 277 to 281 nm / IMneva | 279
NMOFNUHaHHSA 1Py GOBXMUHI XBARL Big 277 go 281
HM
Identification  Titanium dioxide, color [ Confirmed if crange-red solution is formed with | Complies /
reaction / lnenTudbikauis Twrany agiokcup, | peroxide and violet-blue with granulate zinc /| Bignosigae
KONbOPOBa peaKLia floABa  OpaHXXeBo-4epBOHOTO  KOALOPY  MpH
AcdaeaHHi nepoxcugy BOSHO | (hioneToso-
CHHBOTO KOnmbopy Tipu noaapaHHi
FPaHyNbORAHOIe UMHKY.
Dissolution", Ph. Eur. 2.9.3, 2.2.25/ G =70% 91.1 t0 93.1
PoaunHeHdn?), €ep. dapm. 2.8.3 2.2.05 Dissolution time in 30 minutes / Yac poaunkenns
He ToBuKeH nepesryeatn 30 xBunmH
Uniformity of dosage units (mass| Must comply with Ph. Eur. requirements / Complies /
variatior)” Ph. Eur. 2.9.40 / Opropiasicts | MoauHHa signosinaty sBumoram €ep.Papm. Binnosinae
HO30BaRUX OAWHNUL (MeToa BiAXWNEeHH:A
mac}? £¢$.2.9 40

'%”}\Q/H/\/ 7450

L6 (0. 23 @u/




Mylan EPD G.K,, Katsuyama Plant / Maiinas Eng r.ug,
KaTauama {nant

2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan /
2-1, IHokydi 37, Katauama, Gywyit 911-8555, SinoHis

Page/cTtop. |2

Assay, HPLC / 95-105% of the Iabeled amount of

KinexicHe BusHavents, BEPX CaoHagMN204HCH / 100.2
95-105% Bia 3aABNeHol KinbKoeoTi
Cz0H26N204HCI

Related Substances, HPLC / CynyTHi
AomMmiwKn, BEPX

- Each Individual Impurity / Koxtol | NMT 0.2% / He Ginsie 02% Not tetected / He
IHANBIOYaNLHOT AOMILLIK BUABNEHo

- Total Impurities / Saranstnit | NMT 1.0% / He Ginblue 1,0% Not detected / He
BMICT AOMILLOK BUABNEHOD

Microbiolegical Purity?2 | Ph.Egyr, 26,12,
2.6.13 / MikpoBionoriyna yucrora’?
€ap.dapm. 2.6.12, 2.6.13;

TAMC / 3aranbHa KinkkicTh aepoBHix NMT 10° CFU/g / He Binbtue 10% KYO/r <10CFU/g/<10KYO/r
MiKpoopraHismis

TYMC/ 3aranbha inekicrs NMT 102 CFU/g / He Ginsiue 102 KYO/r <10CFU/g/<10KYO/r
usinesux/gpixmkosux rpuGis

Escherichia coli Absentin 1g/BigcytHas 1r Absentin1g/

BiacytHas 1 r

"The Pharmacopeias current edifion 7 Unnve BuAaHHs thapMakone]
3 Test performed during batch release on the first 10 commercial batches and then not less than on one batch

per year / flig yac Bunycky Tect NPOBOHNTEEA Ha Nepumx 10-T1 komepLifHnx Cepisx, NoTiM — He MeHile ogHig
cepil Ha pix.

12. | Comments/ KomeHTapi Destination countries: Ukraine
Kpainu-imnoptepu: Ykpaiqa
13. | Certification statement/ | hereby certify that the above information is authentic and accurate. This
3asma rpo cepTudikauiic batch of product has been manufactured, including packaging/labeling

and guality 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 nigTepmmyro, Lo
BUILIEBIKNAAGH HPOPMaLIS € aBTEHTUMHOIO | BIpHOIO. LU cepin
hpenapaty  evpobneHo  (Brmiodarouw FaKysaHHA/MapKyBaHHA T3
KOHTPOMNbL RKOCTI) BULIEBKA3AHKM BUPODHUKOM Y MOBHiil BignosigHocTi 3
Bumoramin GMP noxanbHoro perynsropHoro oprady i 3 saTEepmKeHIMY
cneyndikauiamu  3rigHo 3 Peectpauifidiam noceinyeHHaM  kpaidu-
iMnopTepa. [oxymeHTauio Wono enpoSHuuTBa cepil, nakysaHHs |
TECTYBAHHS NEPaBipeHs, | BCTAHORMNEHD ff BigNoBiaHicTL BUMOram GMP.

14. | Name and position & title of Kanako lto

person authorizing the batch Quality Contral Manager / MeHe/pKep 3 KOHTPONIO SKOCTI
release/ Im'st Ta nocasa ocoby,
BiANCEIAaNnLHOI 38 Bunyck cepil
15. | Signature of person authorizing
the batch release/ Mignuc | Voo (10
0coBY, rignosigansHoi ag i
Buinyck cepij

16. | Date of signature/ Nara nignucy
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