JEPKABHA CJYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npon. Ceitmranol Hagii, 3, M.Kuis, 02099, ten/jaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €XPIIOY 37078774

BICHOBOK
Hpo SKICTL BBE3eHOr0 B YRpaiHy dikapchKoro 3acody

06.12.2024 Ne 62816/24/10

bETAK

(uafiMerrysatiig JixapCHKOro 3aco8y 3rigio0 3 peecTpaniiinuM MoCBiRIERTM)
Ta0JeTKH, BRPUTi IIIBKOBOI0 000J0HKO10, 110 10 Mx, o 10 Tadnerox y Gaicrepi, mo 3
OaicTepH y KApToHMiil KopoOIi

(ibopsa srayexy, DOIYBAHHA, BILL NAKYBAHEA SHKAPCLKOTO 3acoby)

Homep peecrpauiiinoro nocsimuenns UA/7563/01/02 crpox aii peecrpaniiinoro mocsiguesns 01.01.2099

Cepia mikapeskoro sacoSy Ne ESHO0T Kinskicts saesenoro nikapesxoro zacoby 576
Bapobunk Mepnokemi JITJT (Uentpansunii 3ason), Kinp
{raiimenyBalHa BHpOBHHKA AiKaprbROro 3acoby, KpaTHa NOXOmKCHEIs)
Baeseno B Ykpainy CrinbHe yKpainCchKO-2CTOHChKE MiARpHeMETRO Y dopni ToBapicTRa
3 obMesxeHolo Biznopigaanuicrio "Ourima-®apns, AT, izenr. wox:
21642228

(uaitmenysanrs Ta kog 30 CAPIIOY wpranunoi ocobn abie npissie, iscd, no barsxopi disHrHol
ocabit - nianpuenis, i Micie NPOKHBAINET Ta PEECTPAIiiiHHT HoMep 00aikoBoT K2PTKII MIATHIKA
nogaTkie abo cepix Ta gonmep nacnopra)

Dpotokon sisyansiioro xonrpomo gix 29.11.2024 Ne 3772/2.

32 pesyapTATaMH JEOKABHOI0 KOHTPONK BCTRHOBAEHO, 100 IiKapchxuit 3acib smezexc B Yrpainy 3
AOTPHMAHHAM siMOr JaKCHOAABCTES OO 3a6e30eYEHHA AKOCTI AIKAPCHKNX 3aC0GiB,

Onera €PPOMEHKO

H KGHTPBMO) (ninmac) {iniftiamt T2 mpizoume)




INpenapat; BETAK, TaGnieTKy, BKPUTI IUIBKOBOIO 0GOJIOHKOIO, 110 10 Mr

BupoGH#Hua AiTbHALSL!

Menoxemi JITJL (Llenrpanbauit 3ason)
1-10, By, KorcranTusynonec

Jlimaccon, 3011, Kinp
Jliuensia somep: 032

HBII Ceprudixar Ne: MED01/2021/001

CEPTUOIKAT AHAJII3Y

Vrnaxoska: rio 10 Ta6netok y 6mictepi, o 3 Giricrepu y KapTOHHIA kopoOui

JlaTa supobuuirsa: 08/2024

Cepia Ne: ESHO01 [TpunatHuif Ko 08/2027
Iokyneus: «TOB «X®K «Biokon» VkpaiHa
HoMinanbauii BMicT: | TaGlieTka MicTUT; GeTakco0my rigpoxioputy 10 mr
Po3mip cepii: 16666 yriakoBoK
PeecTpauiiine nocsimuenns B Ykpaini: UA/7563/01/02
Tloxka3zHHKH Bumoru cnengikanii Pe3yabTaTH
Oruc Kpyrni geouny ki tabnerku 6inoro abo Maibxe 611010 KONIBLOPY, Bianosigae
BKPHTI IUTIBKOBOIO 060JIOHKO0, HiaMeTpOM A1pa 6IN3BKO 7 MM.
Cepenns Maca 1242Mr+ 5% 124,9 mr
TabaeTKH
Posnananus He Ginbiue 30 xB 6 XBIIHH
Inentndikanis 1. Yac yTpiMaHHS OCHOBHOFO MKy Ha XpoMaTorpami Binnosinae
GeTakcosory BUNPOGYBaHOro PO3UKHY MOBHHEH BiANOBIAATH Yacy
TiAPOXJIOPHRY YTPUMAaHHSA MiKy 6€TaKcosony riipoxXiopuay Ha Xxpomarorpami
CTAH/IapPTHOrO PO3YHHY
2. T4-criektp mnpenapaTy TNoBMHeH Binmosisatu IY-cnekrpy Binnosinae
CTAHHAAPTHOI PEYOBHUHH,
Inemmbi_xauiu TIpenapaT fac XapakTepHy peakilio Ha THTaHy AOKCHI Binnosinac
THTaHY RIOKCHIY
Bona He 6inpue 6,0 % 4,7 %
Pozunnenns He Mmene 80 % (Q) 32 30 x8 92,1 %
OnHopigHicTs V signosimnocTi no €sp.d. 2.9.40 2,5
JIO30BaHHX
OJIHHIb
Cynytai nomiuku | KoxHol inenTudikosanoi gomimku (A, B, C, JL, E): e Ginbwe | JTom. A: 0,034%
0,3 %; Jom. B: 0,008%, Hom.
KOHOT iHmot xoMmiwku: He Ginbwe 0,2 %. E: 0,013%
Cyma aomiuok: He Ginsie 1,0 % Hom. C,/I: He
BHSBJICHO
0,186%
0,309%
Kinpkicue 95 % - 105 % Bin HoMiHaIBHOT KUIBKOCTI GeTakcomomy 98,4 %
BH3HA4YEHHs i APOXJIOPHAY ‘
Mikpo6ionoriuna | 3aranbHa KiNbKicTh XHTTE3AATHAX aepobHHX MikpoopraHismis | <10 KYO/r
YHCTOTA B 1 r: He Ginpme 10 Gaxrepii u He Ginbme 107 rpubis. | <10 KYO/r
Bincyrhicte Escherichia coli 1. Binnosigae

Lum 5 3acBindyo, IO HaBeACHa BuIE indopMauid € I0CTOBIpHOIO T2 TOYHO10. 1Tt cepito npoayxuii 6y0 BUpoGIeHO
(BKITIOHAOMM TIaKyBaHH/MapKyBaHH) Ta IPOBEIEHO KOHTPOJIB i AKOCTI Ha BUINE3A3HAYEHIH ALbHULE Yy TOBHIN
BiaToBigHoCTI 3 BIMoramMu GMP, BCTaHOBIICHHMH MICLEBHM PETYJIATOPHUM OPraHOM, a TaKOX BixnoBinHo 10

crenubikauil, wo MicTATECA y peecTpauiiHomy 10Cke a60o Topr
SKIIO MPOAYKIiIO IMIOPTOBaHO, 360 y nocke cneundikamii Ha It
TpoToKo/ M BUPOGHUITBA, TAKYBAHHS Ta aHai3is Oy

VrosHosaxkeHa ocopa: M. [Lactipa...

oBilt nieHsii kpainu-BHpoGHHIKa a00 XpalHu-iMIIopTepa,
perapar [Is A0C/iLKyBaHOro JiKapchKoro 3acoby.
Ta BCTaHOBNEHO BinopiaHicTe GMP.

Hara: 01.11.2024



MEDOCHEMIE

Manafacturing site:

Medochemie LTD (Central Factory)
- 10, Constantinoupoleos Street

Limassel, 3011, Cyprus
License number: 032

GMP Centificate No: MEDOT/202 1001

CERTIFICATE OF ANALYSIS

Product: Betae, film coated tablets 10me

Pack: 10 tablets in blister, 3 blisters in carton
Batch No: ESHOOI
Customer: LTD “CPC" "BIOCON" UKRAINT

Label Claim: Betaxolol HCH 10mg per tablet

Bartch size: 16.666 packs

Registration certificate in Ukraine: UASTS63/01402

Manuf, Date: 08720244

Expiry dater 0872027
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ANALYSIS PERFORMED SPECIFICATIONS RESULTS
White 1w almaost white. round, convex, film coated Contorms

Deseription

tablets with diameter of nucleus 7mm

Mean Weight of Tablet

1242 mg = 3%

12:0.9my

Disintegration

NMT 30 minutes

O minutes

1. The retention time peak in the chromatogram

oblained with the test solution corresponds to the | Confonns
Identification of Betaxolole HCI | retention time of the peak in the reference solution
2. IR spectrum of the drug should correspond to | .
5 o ez . = Conforms
IR spectrum of standard
Identification of Thanium . . e e Lo _
. ‘ It gives the quality reaction for Titanium Dioxide Conforms
Dioxide -
Water Content NMT 6.0% 4.7%
Dissolution NLT 80% (Q) in 30 minutes 92.1%
Uniformity of Dosage Units In accordance 1o EP 2.9.40 2.3

Related Substances

Any identified impurity (AB.C.DERNMT 0.3 %

Imp A: 0.034%
Imp B: 0.008%.Imp E:0.013%
Imp C.1: Not detected

Betaxolol HCI

Any other impurity: NMT 0.2 % {.186%
Total impuritics: NMT 1.0 % 0.309%
Assay 95% to 103.0% of the labelled amount of 98.4%

Microbial Control*

Total Viable Aerobie Count; NMT 107 e.fanig
Tota) Combined Yeasts'™Moalds Count: 10°7g
E.coli: Absentin Ig

< 10 ¢lusg
< efudyg
Conforms

Hereby [ eonfinn the sbove mentioned information is complete and sccurate. The bateh was manufactured (including
packingmarking) amd inspected for quality in the above mentioned site in strict correspondence 1w GMP reguirements,
established by regulstory guthorities and also in accordance with specifications included into the Master File or trade
licence of manufacturing or importing country. il the products are imported, or in the Drug Master File for drug for an
investigation medicinal product, Reports-on production, packing and analyses were reviewed and the correspondence with

GMP established.

Qualitied Person: ... /%

(44, MPlastira

MEDOCHEMiE 111

Date: 017112024
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