AEPKABHA CIIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM ¥V KHIBCBHKIN OBJIACTI

npos. Cairanynoi Hagif, 3, M.Kuis, 02099, ten/taxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €OPIIQY 37078774

BHUCHOBOK
npo AKICTh BBE3CHOTO B YKpainy JikapcoKoro 3acoby

08.04.2025 Ne 16274/25/10

MEJOTICTHH®

(naiimeHyBanHA AiKAapCHKOro 3acoby 3TiAHO 3 peccTpauiiHMM 0SB TYCHIIM)
Tadserku no 24 mr no 10 Tabaetox y Gaicrepi; mo 3 daicrepn B KapTouuiii Kopodui

((opMa BHAYCKY, A03YBAHHA, BILA DAKYBAHHA JTiKapeekoro 3acoby)

Homep peecrpauiitioro nocsiguerns UA/13526/01/02 crpox aii peecrpauiittoro nocsizzenns 01.01.2099

Cepis mikapeskoro 3acofy Ne 241206002 Kinsxicts Besenoro mikapeskoro aacoby 600
BupobHix Mepoxemi JITH (Ientpansauit 3asox), Kinp
{(nativenysanng BupoGHIKa TiKapchKoro 3acoby, Kpaina moXoLKeH )
Beeseno B Yxpainy Cuiibne yKpaiHChK0-eCTOHCEKE NiXNPHEMETBO Y GopMi TOBapHCTBa
3 oOmexeHo10 BignosizannuicTio "OntimMa-®apm, JITH", igent. kon:
21642228

(Haiimerysarma Ta koa 3a €APTIOY ropuangsoi ocoBu abe npiseumte, iM'g, o Garsxosi dizrduol
0cobH - RiAnpreMUR, IV Micye NPOXHBIHHA Ta PLCCTPAUIAHHIE HoMep oBNiKOROT KAPTRH NNATHHKA
nofarkis abo cepig Ta HOMCP NacmopTa)

Mporoxoa sisyanenore kourpomo sin 04.04.2025 N 1031/1.

3a  pesyabTaTamu epiaBHOTO KOWTDOMIO BCTAHOB/ACHO, IO JIKAPCHKHA 3acif BReseso B Ykpaiuy 3

JOTPHMAHHAM suMOT 33KOHOXZBCTEA E0A0 3a0eanedeHns AKOCTI AiKapChKRHX 3acobiB.

QOnpera EPBOMEHKO

{nimomc) {iminiann Ta npiasm.ue)




Jlanugug syeyeky cepif:
DapmauesTis Ananiviu Jlaboparopiym [lyisen B.B. Menokemi JIT]L (Lichrpasshitt 3an0n)

Tisrpag 30, Ayisen, 6921PJ1, Hinepnanuu 1-10, Byn. Koncrantusynonec
Jlimaccon, 3011, Kinp
HBIT Ceprudixar Ne: NL/H 24/2052681 HBIT Ceprugikar Ne: MEDCENTRAL/2024/001
Jliueusis womep: 4361 F Jliueusin nomep: 032
CEPTHODIKAT SKOCTI
IMpenapar: MEJOTICTUH®, Ttabretku no 24 mMr Cepis Ne: 241206-002
Hominansrult BMicT: 1 TaGneTka Mictuts: GetaricTuHy aurinpoxnopuay 24 mr
Vnakoska: 1o 10 ta6netok y 6nicrepi, o 3 Gnictepu B KapToHHiH kopobui Jara BupoGHuuTBa: 12/2024
Poswmip cepli: 866667 TaGierok (28888 ynakosok Ne30) Npunaruuii no:  12/2027

IMokyneup: «TOB «XOK «Biokonw» Ykpaiua
Peectpauiiire nocsinueHus B Yipaiui: UA/13526/01/02

Mokazunku Bumorn enenndikanii Pe3yabTaT
Onuc Bini abo matixe 6ini, nitocki, kpyrni Tabnerky, 3 packoio Ta Binnosinae
puckoto. Jiametp: npuGiuzno 10,0 Mm 10,1 MM
[Toain Tabnerku Maca He Giibllie OAHIeT fIONOBHHKN MOXe GyTu Ginble 15 % sin | Binnosinae

cepelHLOT MacH; Maca Hi OHi€l MOJIOBMHKH HE MOXE Gytu Ginewe | Binnosinae
25 % Bin cepeHbOl MacH

Criitkicts TaGnetok no | 25-185 H 73 H
PO3AAaBNIOBAHHA
Inentudikanis 1. Yac yrpuMmaHHs OCHOBHOro TiKy Ha xpomarorpami | Bixnosinae

BUMpPOOYBAHOr0  pO3YMHY, OTpMMaHill npu  KinbkicHomy
BH3HAYEHHI, NOBHHEH BIANOBIAATH Yacy YTPHMAHHS OCHOBHOIO
niky Ha XpoMmaTorpami CTaHAAPTHOrO PO3UMHY.

2. Po3smip, nonokeHns T8 inTeHcusHicTs 3aGapeiienns ocHosuol | Biunonixae
IISAMM HA XpOMaTorpami BMUNpoGYBAaHOrO pO3HMHY [OBHHHI
BiNOBiNATH PO3MIPY, NONOKEHHIO Ta IHTEHCHBHOCT] 3a6apBiieHHs
OCHOBHOT I/IAMHY HA XPOMATOrpaMi CTAHAAPTHOTO PO3YMHY.

Cepenns Maca 393,8 Mr+ 5 % (ot 374,1 mr o 413,5 mr) 3952 mr
Tabnerky ,
OnHopinHicTb MacH + 5 %, y signosinHocti no €8p.P.2.9.5 +1,8 %
~2,2%
Po3nagaHus He Ginbiue 10 x8 <8 xs
Brpara Macu npu He 6inbe 6,5 % 2,9 %
BUCYINYBAHHI
Po34HHEHHS He menwe 80 % (Q) 3a 30 xB 100,0 %
CyryTHi IOMilIKH Jomiwku A: <0.2 %; <0,05 %
nomiwky B: £0.2 %; <0,05 %
somiung C: < 0.2 %; 0,09 %
okpemoi Hesinomol nomiwku: < 0.2 %; <0,05 %
cyma Beix aomiwox: < 1,0 % <0,1 %
MikpoGiosoriuua TAMC - He Ginsiwe 10° KYO/r . <10 KYO/r
YHCTOTA TYMC - ge Ginsie 10* KYO/r. <10 KYO/r
Escherichia coli IOIKHB OTCYTCTBOBATL B 1 T Bignosinae

Kinsxicue susnaverus | 95,0 % - 105,0 % sin Hominanesoro (Bix 22,8 mr no 25,2 Mr s 100,3%
oauili Tabnerui)

3amiKosi KinekocTi He 6inbwie 3000 ppm i 407 ppm
METaHONYy
OnHopinHicTh L1<15.0 7,0

HO30BAHKX OAMHHIb

1M 5 3acRimuyro, 10 HaBeaeHa BHILe iHQOpMaLLis € JOCTOBIPHOIO Ta TouHOM. Llko cepio nponyxuu 6yno Bnpo6neno
(BKiTIOMAIOYM TIAKYBAHHS/MABPKYBaHHA) Ta MPOBEHEHO KOHTpOJIb il AKoCTi Ha BHILE3a3HadeHik NibHULI Yy MOBHIMH
anomzxuom ,,amﬂb’rm'b“r‘%u 'GMP, BCTaHOBNCHUMH MICLEBHM pery/iTOpHHM OPraHOM, a TaKox BIONOBiAHO 1O
cneumblxa Shicks ny peecTpaLifiioMy Aocke abo Toprosiit siiLeH3ii kpaiHu-BupoGHuka abo Kpaiuu-
iMmnopre 4 *wnoprosauo abo y nocwe cneuuq)lxaum Ha Mpenapar JUIS AOCTIZAXYBaHOTO
mxapcucor% 3acoby. Hpordxw BUPOGHHMLTEA, NAKyBaHHS Ta aHamidis GyJo MepersisiHyTo Ta BCTAHOBJIEHO
numomlgmc 5 GMP.. - )

Ynoauonam(eua ocotSa. ......... H.Auroniy Hara; 12.03.2025

SN Hara nepernsay: 24.03.2025
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Batch release site;

Farmaceutisch Analylisch Laboratorium Duiven B.V. Medochemie LTD (Central Factory)
WMEDOCHEMIE o ¢ ; ; ; ; y
Dijkgraaf 30, Duiven, 6921 RI., Netherlands 1-10 Constantinoupoleos Street
Limassol, 3011, Cyprus
GMP Certificate No: NL/H 24/2052681 GMP Certificate No: MEDCENTRAL/2024/001
License number: 4361 F License number: 032

CERTIFICATE OF ANALYSIS
Product: MEDOHISTINE, tablets 24mg BATCH NO: 241206-002
Label Claim: Betahistine Dihydrochloride 24mg per tablet
Pack: 10 tablets in blister, 3 blisters in carton
Ratch size: 866,667 tabs (28,888 packs x 30) Manuf. Date: 12/2024
Customer: LTD “CPC” “BIOCON" UKRAINE Exp. Date:  12/2027
Registration certificate in Ukraine: UA/13526/01/02

| TEST SPECIFICATIONS/LIMITS RESULTS
Description White to off white, flat round tablet with bevelled edges Conforms
with a breakline: Dimensions (diameter): 10.0 mm 10.Imm
Breakability Not more than | of the individual weights deviate by more 3
s, - o . Complies
than 15%: none deviates by more than 25% from the average :
. Complies
weight
Hardness 25-185 N 73N
Identification 1. The retention time peak in the chromatogram obtained

with the test solution corresponds to the retention time of the | Conforms
peak in the reference solution.
2. The principal spot in the chromatogram obtained with

test solution corresponds in position, size and intensity to Conforms
that in the chromatogram obtained with reference solution,

Average Weight 393.8 mg & 59 (374.1 mg—413.5 mg) 395.2mg

. e : . - < +1.8%¢

Weight uniformity 4 3 9%, according to the EP 2.9.5 290 :

Disintegration NMT [0 mins < § minutes

Loss on drying Not more than 6.5 %6 2,99,

Dissolution NLT 80% (QQ) in 30 minutes 100.0%
Impurity A <0.2 % <(0.05%
Impurity B <0.2 %0 <0.05%0

Related substances Impurity C < 0.2 % 0.09%
Single unknown impurity < 0.2 % <0.05%
‘Total impurities < 1.0 %q <().1%

Microbiological control TAMC: Not more than 10° cfu/g <10 c.fwg
TYMC: Not more than 107 cfu/ g <10 c.fu/g
E.coli:absentin | g Conforms
95.0 %0 - 105.0 90 of the labelled ¢ 22.8mg ~ 25.2mg

Agsay 35.0 %6 - 103.0 % of the labelled amount (22.8mg mg 100.3%
pur tablet)

Methanol Not more than 3000 ppm 407 ppm

Uniformity of dosage units L1 <130 7.0

Hereby 1 confirm the above mentioned information is complete and accurate. The batch was manutactured (including
packing/marking) and inspected for quality in the above mentioned site in strict correspondence to GMP requirements, established
by regulatory authorities and also in accordance with specifications included into the Master File or trade licence of manufacturing
or importing country, if the products are imported, or in the Drug Master File for drug for an investigation medicinal product.

Reports on production, pac}‘in y %}i nalyses were reviewed and the correspondence with GMP established.

N.Antoniou Date: 12.03.2025
Revision date: 24.03.2023




AEPKABHA CIAYXKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMM Y KHIBCBKIM OBJACTI

npos. Citauunof Haxaii, 3, M.Kuis, 02099, ren/darc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €IPTIOY 37078774

BHCHOBOK
Npo AKICTE BBE3eHOT0 B YKpaiHy JikapehKoro 3acoly

07.04.2025 Ne 16480/25/10

MEJIONICTHH®

{raiivenypanns Aikapcskero 3acofy 3riano 3 peecTPaUifHIA MOCkIRCHHAM)
TabaeTkn 70 24 mr no 10 tabaerok y Guicrepi; o 3 GaicTepl B kaprouyiit kopobui

(hopma BirTyCRY, AO3YBANIE, R BAKYBANIA NiKApPCLKOI D JUC0BY)

Homep peectpauiiivore nocsianenns UA/13526/01/02 crpok aii peeerpauiiinoro nocsimuenns 01.01.2099

Cepis nikapceroro zacofy No 241206-003 KinbxicTs BBE32HOIO AiKapcrkoro sacody 300
BupoSmik Menoxemi JITH] (Llenrpansuuii 3anox), Kinp
{saiiMeHYBIHHA BHpODHItKa JikaperKoro 3acoly, Kpaiia noxoaxesng}
Beesexa B YipaiHy Criante yRpaiHCbKO-ecTOHCHKE AignpHemerso v ¢opmi ToBapicTRa
3 oGmesrenoio BignosizaapuicTio "Onrivta-®aps, JITA", izeur. koa:
21642228

(uaiiverysanta 1a xox 32 CAPIIOY wpuzudHol ocoin abo opissHite, v, no Garckosi (iznsanoi
ocoGit - nianpirensig, i Micile IpoXHBANNA TA pecerpatilinii voMep oGnikorol KapTri! naaTHLKE
nmoaatxis afie cepiz T4 HOMEP NACNOpTA)

Hpotokon sizyaauxoro kourponio sig 07.04.2025 Ne 1055/11.

3a peaynsTatami  ACPKABHOTC KOHTPOMIO BCTAHOBAEHO, [0 JTikapeeknll  3acid  seeseno Bm Vipaiwy 3
AOTPHMAHHAM Bustor 3aKoHOAaBCTBA WIDMO 320€3Ne4eHHs AKocT nixapeskix 3acobis.

Onrra €PEOMEHKO

(ininiasma T npiseye)




Hisrpad 30, Qyisen, 6921PJ, Hinepnanau

HBII Ceprugikar Ne: NL/H 24/2052681
Jliugusis Homep: 4361 F

dapmanesrin Ananiriw JlaGoparopiym Jlyisex b.B.

Ainviiom annyexy cepli:

Menoxemi JIT/ (Lientpansivit 3asox)
1-10, By, Korcrauruynoec
Jlimaccos, 3011, Kinp

HBIT Ceprudirar No: MEDCENTRAL/2024/001
Jlinenais 1vomep: 032

CEPTHDIKAT AKOCTI

Ipenapar: MEHOI‘ICTMH"’, Tabnerky no 24 Mr

Cepist Na: 241206-003

HoMinanbuull smicT: 1 Tabnertka MicTurs: Getarictuiy nunnpoxnopuny 24 mr

Vnakoska: no 10 Tabnerok y 6nicrepi, no 3 Gnicrepu B kapToHHiH kopobui

Ilata BupoGuuurea: 12/2024

Poamip cepii; 866667 Tabnertok (28888 ynakosok Ne30) Mpunatauit no:  12/2027
[Tokyneus: «TOB «X®K «biokon» Ykpaina
Peectpaliilife nocsiguenus 8 Vxpaini: UA/13526/01/02
Toka3HHKH Bumoru cnenndgikauil PesyabTaTh
Onuc Bini abo matixe 6ini, nnocki, kpyrni TaGnerky, 3 packoro Ta Binnosinac
puckow. Hiamerp: npubnuzxo 10,0 Mm 10,1 MM
[Toxin rabneTku Maca ne Ginbuie onnie! nonosunku Moxe 6yt Ginviue 15 % Bin | Binnosinae
cepenHbOl MacH; Maca Hi oaHiel nonoBuHk) He Moxe By Ginbwe | Bianosinae
25 % Bin cepeHbOl MacH
Crifikicts Tabnerok no | 25-185 H 64 H
PO3BABNKOBAKHHS
Inerrudikanis 1. Yac yTpuMaHHMA OCHOBHOrO TNiky Ha Xpomarorpami | Binnosinae
BUOpoByBanore  po3uMHy,  OTpMMaHii  npu  KimbkicHOMY
BU3HAYEHHi, NMOBHMHEH BiANOBiAaTH uacy YTPUMAHHA OCHOBHOIO
niKy H8 XpOMAaTorpaMi CTaHIApTHOIO PO3UKHY.
2. Po3Mip, NONOXEHHA T2 iHTEHCHBHicTL 3abapeieHHs ocHosmol | Bianosinae
IAAMM  Ha XpoMaTorpami BUNPOGYBAaHOTO PO3IUMHY NOBHHHI
BiRMOBinATH PO3MIpY, MONOKEHHIO Ta IHTEHCHBHOCTI 3a6apaneHHs
OCHOBHOT IUIAMH HA XPOMATOIrpaMi CTAHAAPTHOrO PO3UHHY.
CepenHs Maca 393,8 Mr + 5 % (ot 374,1 Mr no 413,5 mr) 394,6 mMr
TabIeTKH
Onuopinnicts Macu + 5 %, y signosignocti 1o €8p.®.2.9.5 +2,1 %
-2,4%
Po3naganHa He 6inbie 10 xB <S5 XB
Brpata Macu npu He 6inbiue 6,5 % 2,8%
BUCYUTYBAHHI
Po3unHeHHs He mene 80 % (Q)3a 30 xp 95,0 %
CynyTHi ZoMilIKH Homiwku A: £0.2 %; He BusiBnexo
nomiuwky B: £0.2 %; He BusBieHo
nomikn C: < 0.2 %; 0,09 %
okpemol HeBigomol nomiwiku: < 0.2 %, <0,05 %
cyMa Beix gomiwok: < 1,0 % <0,1 %
Mikpo6ionoriuna TAMC - ne 6inse 10° KYO/r <10 KYO/r
YHCTOTA TYMC - we Ginpure 10> KYO/r. <10 KYO/r
Escherichia coli 10JHbl OTCYTCTBOBATH B 1 T, Binnosinae
KinbkicHe Bi3Hauenns | 95,0 % - 105,0 % Bin woMinamshoro (six 22,8 Mr no 25,2 Mr B | 99,5%
opsif Tabaerui)
3anuikosi KibKOCTI He Ginbwe 3000 ppm 458 ppm
METaHOIY
Ounropinuicrs L1<15.0 2,8
HO30BaHHX OAUHHLb

Llim 5 3acBingyio, 100 HaBeIeHa BuLe iHpOpMaLis € J0CTOBIPHOI Ta TOUHOI0. Llko cepito npoykuiT 6y10 Bnp06neHo
(BKTIOUAIOYM TIaKyBaHHA/MAPKYBAHHA) Ta NPOBEAEHO KOKTPOMb if AKOCTi Ha BMlLE3a3HaueHi# NiNbHAW y nosHilt

sinnosigHoct 3 BuMoramu GMP, BCTaHOB/IEHHMH Micuesum

PErYJIATOPHUM OpranoM, & TaKOX BIANOBIAHO 110

cneum’pucaum W0 MICTATBCA y peecTpauifiHoMy Hocke aGo Toprosilt niuewsii xpainu-snpoGHuka aGo kpainu-
lmnopTepa AKILQ, JIPOAYXLII0 iMNopToBaHo, a6o y 1ocke cneumplkamﬁ Ha [fpenapar wiA JAOCHiIXyBaHOro

mxapcucoro oﬁym ¢On¥  BUPOOHMUTBA, IaKyBaHHA

BixroBiAHic bQQMP'” 43
Ynosuoaaﬁfeﬁa 0c06a; .......) ﬁ\
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Ta aHanisis 6}/}10 TNIEPErJISHYTO Ta BCTAHOBJICHO

Hara: 12.03.2025
Jara nepernany: 24.03.2025

3{03\2/0‘4%




MEDOCNERMIE

GMP Certificate No: NL/H 24/205268 |

Farmaceutisch Analytisch Laboratorium Duiven B.V.
Dijkgraaf 30, Duiven, 6921R1., Netherlands

License number: 4361 F

Product: MEDOHISTINE, tablets 24mg

CERTIFICATE OF ANALYSIS

Label Claim: Betahistine Dihydrochioride 24mg per tablet
Pack: 10 tablets in blister, 3 blisters in carton

Batch size: 866,667 tabs (28,888 packs x 30)

Bateh release site:

Medochemie [.TD (Central Factory)
1-10 Constantinoupoleos Street

Limassol, 3011, Cyprus

G MP Certi ficate No: MEDCENTRAL/2024/00 |

License number: 032

BATCH NO: 241206-003

Manuf, Date: 12/2024

Customer: LTD “CPC” “BIOCON" UKRAINE Exp. Date:  12/2027
Registration certiticate in Ukraine: UA/13526/01/02
TEST SPECIFICATIONS/LIMITS ; RESULTS
Description White to off white, flat round tablet with bevelled edges Conforms
with a breakline: Dimensions (diameter): 10.0 mm 10 Imm
Breakability Not more than | of the individual weights deviate by more 9 -
than 13%6: none deviates by more than 25% from the average (\omp!}cs
; : Complies
weight
Hardness 25-185N 64N
ldentification 1. The retention time peak in the chromatogram obtained
with the test solution corresponds to the retention time of the | Conforms
peak in the reference solution.
2. The principal spot in the chromatogram obtained with
test solution corresponds in position, size and intensity to Contorms
that in the chromatogram obtained with reference solution.
Average Weight 393.8 mg+ 5% (374.1 mg—413.5 mp) 394.6mg
Weight uniformity & 5 %%, according to the EP 2.9.5 ':2:1:20

Disintegration NMT 10 mins < 5 minutes
Loss on drying Not more than 6.5 % 2895
Dissolution NLT 80% (Q) in 30 minutes 95.0%
Impurity A < 0.2 % Not detected
Impurity B 0.2 % Not detected
Related substances Impurity C € 0.2 % 0.09%
Single unknown impurity < 0.2 % <0.05%
Total impurities < 1.0 % <0.1%0

Microbiological control

TAMC: Not more than 10" ctu/ g
TYMC: Not more than 10° ctu/ g

< 10 e.f/g
<10 c.fu/g

E.coli: absentin | g e Conforms
Assay 95.0 % - 105.0 %5 of the labelled amount (22.8mg - 25.2my 99.5%%
per tablet)
Methanol Not more than 3000 ppm 458 ppm
Uniformity of dosage units L1 «15.0 2.8

&

by regulatory authorities and also in accordance with specificatior
or importing country, if the products are imported, or in the Drug Master File for drug for an investigation medicinal product.
Reports on production, packing and naly7as were reviewed and the correspondence with GMP established.

Vi 7y

s

. N.Antoniou

Hereby 1 confirm the above mentioned information is complete and accurate. The batch was manufactured (including
packing/marking) and inspected for quality in the above mentioned site in strict correspondence to GMP requirements, established
1s included into the Master File or trade licence of manufacturing

Date: 12.03.2025
Revision date: 24.03.2025
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