QapmanesTilw AHaiitim JlaGopatopiym [lyisen b.B.
Disrpag 30, Hdyisen, 6921PJ1, Hinepnanam

MEDOCHEMI

HBIT Ceprudixar No: NL/H 21/2029203
Jliueusis Homep: 4361 F

CEPTHOIKAT AKOCTI
ITpenapat: MEJJOTICTUH®, Ttabnetku no 24 Mr

HomisamHuii BMicT; 1 TaGeTka MicTHTE: 6eTaricTiiy AUrigpoxnopuay 24 mr
Vnakoska: 1o 10 TaGneTox y 6micTepi, o 3 GicTepu B xapTOHHIH KOpobui

JlineHuLs BHTYCKY cepil:

Menokemi JITH (Llenrpansauii 3aBox)
1-10, syn, KoncTanTruymnonec

Jlimaccon, 3011, Kinp

HBIT Ceprudikar Ne: MED01/2021/001

Jliuensis Homep: 032

Cepis Ne: 240513-004

Jlata supoGuuuTa: 05/2024

Posmip cepii: 866667 Tabnerox (28888 ynakosok Ne30) Tpupataui no:  05/2027
Moxyneus: «TOB «X®K «Biokon» Vkpaina
Peccrpauiifue nocsimuenns B Yrpaini: UA/13526/01/02
IlokasHuKH Bumorn cneuudixanii PesyabTaTn
Oriuc Bini a6o maibxe 6ini, mrocki, kpyrai TabneTxH, 3 ackoro 1a Binnosizae
puckoro. [iamerp: mpubansHo 10,0 MM 10,1 MM
[Moxin TabneTku Maca He GiIbmre onHiel NONOBMHKH Moxe GyTy Ginbwe 15 % sin | Bixnosinae
cepenHsoi Macy; Maca Hi OJHIEl ONOBUHKY HE MOXE 6yTu 6inpwe | Binmosinae
25 % Big cepeanboi MacH
Criltxicts Tabnerox o | 25-185 H 76 H
PO31aBIHOBAHHA
Loeutudixanis 1. Yac yTpuMaHHS OCHOBHOTO TiKy Ha xpomatorpami | Binmosinae
BHNpOOYBAHOFO  pO3YMHY, OTpHMaHili  mpu KinbkicHOMY
BM3HAYEHHI, TIOBMHEH BiNOBiNaTW 4Yacy yTpUMaHHA OCHOBHOIO
NiKy Ha XpOMarorpami CTaHAapPTHOTO PO3dMHY.
2. Po3mip, MooxeHHs Ta IHTEHCHBHICTb 3a0apBICHHA ocHOBHOI | Binnosinae
WIAMM Ha Xpomarorpami BHIpoSyBaHOro pPO3UMHY [OBHHHI
BifmoBizaTH PO3Mipy, MOJNOKEHHIO Ta iHTEHCHBHOCTI 3a6apBIICHHS
OCHOBHOI IUIIMH Ha XpOMAaTOrpaMi CTaHapTHOTO PO3YHHY.
Cepenus Maca 393,8 Mr+ 5 % (ot 374,1 Mr 10 413,5 mr) 394,3 Mr
Tab1eTKH
OnHopingHicTs MacH + 5 %, y sinnosinsocti go €8p.0.2.9.5 +2,7%
-2,1%
PosnajgagHs He 6inpie 10 X8 <8xs8
Brpara Macu npy He 6inpue 6,5 % 41%
BUCYIIYBaHHI
Po3uuHeHHs He menue 80 % (Q) 32 30 xB 96,0 %
CymyTHi foMiluku Homiuku A: < 0.2 %; He BuABEHO
nomimku B: 0.2 %; He BUsABJICHO
Jgomiwkn C: < 0.2 %; <0,05 %
oxpemoi Hesifomoi pomimku: < 0.2 %; <0,05 %
cyMa Beix nomimok: < 1,0 % <0,05 %
MikpoGionoriuaa TAMC — e 6inswe 10° KYO/r <10 KYO/r
YUCTOTR TYMC — ne 6onee 102 KYO/r. <10 KYO/r
Escherichia coli BoKHBI OTCYTCTBOBATH B 1 I Bignosigae
Kinbkicre Bi3Hauenss | 95,0 % - 105,0 % »in HominansHoro (sin 22,8 mr 1o 25,2 Mr B | 97,4%
onHil TabueTiy)
Sanuiukosi KinpKocTi He Ginbwe 3000 ppm 300 ppm
METaHoJTy
OnnopinnicTs L1<15.0 2,3

J030BaAHHX OJMHHLL

LluM 5 3acBifUYyO, IO HaBe/eHa BHuIE indopmauid € JOCTOBIpHOIO Ta TOYHOI0. Lko cepito mpoxykuii Oyo BHPOONIEHO

(sEMOYAIOYH NaKyBaHpe
BignopifHOCTL 3 BPMOraMu ;
A N N
cneuudikaui, &, TATBCA Y PRE
immoprepa, K ’.:v bomykitito iMIOpELY
nixapeskoro  sebY. | nBipeddroiii*s
signosignicTs CVEP
YnopHOBaxEHA QR

Hara: 30.10.2024

) Ta NPOBEJEHO KOHTPOJb 1i AKOCTI Ha BHe3asHaueHi AlnbaULi y N
NCAHOBJICHHMH MiCLEBHM DEry/IATOPHMM OPraHOM, a TakoX BiMNOBIIHO IO
wWi#HOMY mOche abo TOpro.iit JiueHsil kpaiHH-BUpOOHUKA a00 KpalHH-
hHo, abo y mocke crenudikauifi Ha mpenapar A JOCHKYBAHOrO
OhuUTBA, (aKyBaHHA Ta adanizie 6yn0 IepernaHyTO Ta BCTAHOBJIEHO

OBHIH



Batch release site:

: Farmaceutisch Analytiseh Laboratorium Duiven BV, Medochemie LTD (Centval Fuctor |
MEGOCHEMIE o g e . . .

Difhgraat 30, Duiven, 6921R L, Netherlands =10 Constantinoupoleos Street

Limassol, 3011, Cypros

GMP Certificate No: NLH 212029203 GMP Certiticate No: MEDGL:2021.001

License number: 4361 F License number: 032

CERTIFICATE OF ANALYSIS
Product: MEDOHISTINE. tablets 24mg BATCH NO: 240513004
Label Claime: Betahistine Dihydrochloride 24mg per (ablet
Pach: 10 tablets i blister, 3 blisters in carfon

Batch size: 866,667 tubs (28.888 puchs x 30) Manuf, Dute: 052024
Customer: LTD CPC™ ~BIOCON" UKRAINE Exp. Date: 052027

Registration certificate in Ukraine: UATTRS26 0102

TEST SPECIFICATIONS/LIMITS RESULTS
Deseription White to oft white, Hat round tablet with bevelled edges Conforms
with a breakline: Dimensions (diameter); 10.0 mm 10 hmm
Breakability Not more than 1 of the individual weights deviate by more S
. S0 . [ TR, . ..~7“u ey PO ( umphus
than 1590 none deviates by more than 237 from the average | .
ol v =71 Complies
weight
Hardness 25-185 N TON
fdentification 1. The retention time peak i the chromatogram obtained

with the test solution corresponds ta the retention time of the | Conforms
peak i the reference sohdtion,

2. The principal spot in the chromatogram obtained with
test solution corresponds in position, size and intensity 1o Conforms
that in the chromatogram obtained with reference solution,

Average Weight 393.8 mg & 300 (37401 my -~ 413.5 mg) 394.3mg
\ N - \ . . 2T
Weight uniformity + &0, according tohe BP 205 a qo
T s i
Disintegration NMT 10 mins - 8 minutes
Loss on drying Notmore than 639 e
Dissalution NLT 0% () in 30 minutes 96.0%
Impurity A 0.2 % Nt detecied
fmpurity B 0.2 %y Not detected
Refated substances Tmpurity € 2% SO0
Single unhnown impurity - 0.2 % (L3
Total impurities - 10 % (L%
Micrabiological control FANMC: 1()5 cfu’g e tu
TYMC: - [0 ¢tu’ g Cefue
Lol absentin 1w {Contorms
95,0 %y - 105.0 %y of the labelled oy 22.8mg - 282my
Assay 010 v of the abelled amount (22.8mg LU
- per tablet)
Methanol Not mere than 3000 ppo 300 ppm
Uniformity of dosage units Li- 150 2.3

Herehy | confirm the abave mentioned information is complete and accurate. The bateh was manufactured {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, it the products are imported, or in the Drug Muster File for drug for an investigation medicinal product.
Reports on production, packin;?{’iagj x)aj Res were reviewed and the correspondence with GMP established,

i
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N.Antoniou Date: 30.10.2024

Qualified Person ...

H



