INpenapat; BETAK, TabneTky, BKpHTi IU1iBKOBOIO 0G0JIOHKOIO, 11O 10 Mr

BupoGHu4a JiNbHALL

Menokemi JITH (Llenrpanbruit 3ason)
1-10, Byn. KoxcranTusynonec

Jlimaccom, 3011, Kinp
Jiuensia aomep: 032

HBII Ceprubikar Ne: MED01/2021/001

CEPTU®IKAT AHAJII3Y

Vrnaxoska: ro 10 Tabnetok y 6nicrepi, no 3 GiicTepu y xapToHHiH KopoGui

Iata supobuuursa: 08/2024

Cepia Ne: ESH001 [Mpuparuuit 1o: 08/2027
Mokyneus: «TOB «X®K «Biokon» YkpaiHa
HoMinanbuui BMicT; 1 TabeTka MicTuTh; f¢Takconomy rigpoxnopugy 10 mr
Po3mip cepii: 16666 ynakoBok
Peectpauiiine nocsiquenns B VkpaiHi: UA/7563/01/02
TlokasHHKH Bumorn cnenudikanii Pe3yabTaTH
Onuc Kpyrui aosumnykoti Tabnetku 6inoro a6o maike 6i0ro KoIpopy, Bignosigae
BKPMTI ITiBKOBOIO 0GOJIOHKO, HiaMeTpoM Sapa 6IH3BKO 7 MM.
Cepenus maca 1242Mr£ 5% 124,9 Mr
TabIeTKH
Po3snajnanys He Ginbiue 30 x8 6 XBUIHH
Inentudikanis 1. Yac yTpuMaHHS OCHOBHOrO NiKy Ha XpoMaTorpami Bionoginae
BeTakconory BUNIPOGYBAHOTo PO3UMHY NOBHHEH BiANOBIAATH Yacy
TiApOXJIOPHIY yTpUMaHHS MKy GeTakcoyony rinpoxjaopuay Ha xpomarorpami
CTAHIAPTHOrO PO34YMHY
2. TU-criextp Tmpenapary MoBuHeH Bimmosisatu IY-crekTpy Binnosinac
CTAHJAAPTHOI PEUYOBHHH,
Inemmbi_xauiu Tpenapar nae XapakTepHy PEakiliio Ha THTaHy AIOKCHI Binmosinae
THTaHY OiOKCHIY
Bona He 6inpiue 6,0 % 47 %
Pozunnenns He menute 80 % (Q)3a 30 x 92,1 %
OnuopizxicTs V signosianocti no €sp.d. 2.9.40 2,5
JO30BAHHX
OJIMHHLB
CymyTHi nomimkn | Koxwol inentudikopatol noMmiutkd (A, B, C, 1, E): e Ginbwe | Hom. A: 0,034%
0,3 %; JTlom. B: 0,008%, om.
koxHOT 1HIoT noMiku: He Ginswe 0,2 %. E: 0,013%
Cyma gomiwok: He Ginpure 1,0 % Ilom. C,[I: He
BHSBJIEHO
0,186%
0,309%
KinskicHe 95 % - 105 % Bix HominanbHOT KiIbKOCTI HeTakconOITy 98,4 %
BH3HAYEHHH rigpoXJ10pHLY '
Mixpob6ionoriusa | 3aranbHa KifbKiCTh XHTTEIAATHUX aepoGruX Mikpoopranismis | <10 KYO/r
YHCTOTA 5 1 r: He Ginsme 10° Gaxrepiii u He Ginbwe 10° rpuGis. | <10 KYO/r
Bincytnicts Escherichia coliB 1T. Bianosinae

L{um 5 3acBiadyI0, WO HaBeJeHa BuIle iHdopManis € JOCTOBIPHOIO T2 T
(BKITIOUAIOYH NaKyBaHH/MapKyBaHHs) Ta NPOBEJEHO KOHTPOIL it AxocTi Ha BHILE3a3HAYE

ounoro. Lio cepito mpoayxuii Gysio Bupodaeto
Hil alipHuLi y TOBHIHA

BinmoBiHoOCTi 3 BUMoramu GMP, BCTAHOBICHMMHU MICLIEBHM PETYJIATOPHAM OPraHOM, a TAKOX BiIMOBiZHO 10O

crienubikauili, wo MicTATECA y peecTpauiiHomy A
AKIO MPOAYKU{IO IMIIOPTOBaHO, 260 y AOChE Creny
TIpoToKOH BUPOBHHULTBA, TaKyBaHHS Ta aHai3ie Oy

VrosHosaxeHa ocoba; M. Ilacripa...

ocke abo Toprosilt iuensii kpainu-BupoSuuka abo KpailHH-iMIIopTEpa,
dikaui# Ha npenapaT [Is K0CMiLKYBaHOIO TiKapchKOro 3acofy.
Ta BCTaHOBJEHo Binmosiauicts GMP.

Jara: 01.11.2024



MEDOCHEMIE

Munafucturing site:

Medochemie LTD (Central Factory )
1-10, Constantinoupoleos Street

Limussol, 3011, Cyprus
License number: 032

GMP Centificate No: MEDOL/202 1001

CERTIFICATE OF ANALYSIS

Product: Betae, film coated tablets 10me

Yack: 10 tablets in blister, 3 blisters in carton

Batch No: ESHOO!

Customer: LTD "CPC" "BIOCON" UKRAINT

Label Claim: Betaxolol HCH 10mg per tablet

Batch size: 16.666 packs

Registration certificate in Ukraine: UASTS63/01/02

Manuf Date: 0872024

Expiry date: 0872027

ANALYSIS PERFORMED SPECIFICATIONS RESULTS

Descrinti White 1o almost white, round, convex. film coated | Conforms
JeSCription . . . . -

C tablets with diameter of nucleus Tmm

h . N

¢ Mean Weight of Tablet 1242 mg = 5% 124.9my

| Disintegration NMT 30 minutes 6 minutes

I

c I. The retention time peak in the chromatogram

a obtained with the test solution corresponds to the | Confonns

I ] Identification of Betaxolole HCI | retention time of the peak in the reference solution

2. IR spectrum of the drug should correspond to |

a , . T Conforms

0 IR spectrum of stundard
fdentification of Tianium . . e _ "

d oo ft gives the quality reaction tor Titanium Dioxide Conforms
Dioxide -

bl ¢ “ g 4

i Water Content NMT 6.0% 4.7%

i ; : s M "

y Dissalution NLT 80% (Q) in 30 minutes 92.1%

s | Uniformity of Dosage Units In gecordance o EP 2.9.40 25

I 1 Related Substances

Any identified impurity (AB.C.DERNMT 0.3 %

Imp A: 0.034%

¢ Imp B: 0.008%. Imp E:0.013%
a Imp €. Not detected
| Any other impurity: NMT 0.2 % 0.186%
] Total impuritics: NMT 1.0 % 0.309%
Assay 95% to 103.0% of the Iabelled amount of 98.4%%

Betasolol HCY

Microbial Control*

Total Viable Acrobie Count: NMT 107 ¢ iy
Total Combined YeastsiMoulds Count: 10°7g
E.colic Absentin Ig

<10 ¢ fuig
<10 e.fuig
Conforms

Hereby [ confim the sbove mentioned informution is complete and aceurate. The bateh was manufactured (including
packingmarking) amd fnspected tor quality in the above mentioned site in strict correspondence 1o GMP requirements,
establishied by regultory pathorities and also in accordance with specifications included into the Master File or vade
leence of manufacturing or hnparting 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

GNP established.
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