NEPKABHA CJYXBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMHM Y KHiBCHKIA OBJIACTI

npos. CeiTnnanoi Hapii, 3, M.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
npo AKicTH BBe3eHOro B YKpaiHy JiKkapcbKkoro 3acody

31.03.2026 No 14887/26/10

AMOKCHULIAJIIH

(naliMEHYBaHHS JiKapchbkoro 3acoby 3rifiHo 3 peecTpaliifHiM OCBi AMEHHAM)
Kancyau no 500 mr; mo 10 kaneya y 6uicrepi, no 1 Gaicrepy y kapTonuii mawuni

(hopMa BHNYCKY, 103YBaHHS, B TAKYBaHHs JTiKapchkoro 3acody)
Homep peectpauiitiioro nocsizuenas UA/18798/01/02 crpox aii peectpauiitioro nocsigacuns 28.06.2026
Cepis nixaperkoro 3aco6y Ne D0104 KinbkicTs BBe3enoro nikapckkoro acoby 24750

BupoGuuk AHTUBIOTUKHU CA, PymyHnis

(naifmenyBanus BUpo6HIKa JiKapChKOTO 3ac0By, Kpaina NOXOMUKEHHS)

Bsaeseno B Yxpainy Tosapucrso 3 o6Mexenoro BignosigansHictio "ATIC ®APMA",
inenr. xox: 43430046

(HaitMeryranus Ta kox 32 €JIPTIOY ropuanuroi 0co6H aGo mpissuiLeE, iM's, 110 6aThKoBI (isHYHOT
0cobH - MiAnpUeMLS, Tl Micle NPOXMBAHKS Ta peecTpalliiinuil HomMep 0671iKoBOT KapTKH MIIaTHUKA
noaatkis abo cepis Ta HOMeEp TacropTa)

Iporokoa BizyaabHoro kontpouio six 26.03.2026 N 0831/1.

3a  pesyNbTaTaMM JICPKABHOTO KOHTDOJNIO BCTAHOBIIGHO, W0 Jikapchkuil 3aci6 Beeseno B VYkpainy 3

JOTPHMAHHHAM BHMOT 3aKOHOJABCTBA 10110 3abe3nedyenns SKOCTI iKapchKUX 3acobiB.
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CEPTU®OIKAT AHANI3Y Ne 110958

HaimeryBarHs npoaykuii M Nikapceka opma Kancynu

Cuna fji/aKTUBHICTb

HG e S
Poamip Ta Tvn nakyBaHHA no 10 kancyn y Gnictepi, no 1 BnicTepy y KapTOHHil na i
HoMep peecTpaujiitHoro nocsiaveHHs B Yipaiti UA/18798/01/02

D0104 24750 navok
[lata 3aKiHYeHHS CTPOKY

02.2026

npuaaTHoOCTI
AHTVIBIOTVIKV CA, Byn. Banes iy
PymyHist
Bupo6Huya NileH3is.

HaiiMeHyBaHHs!, MCLIE3HaXO[PKEHHA Ta HoMepH ynyi 1, m. Aocy 707410,
niLieHaiit BCIX AinbHULb 3 BUPOBHULTBA Ta KOHTPOMO

30F

NOKA3HUK
Onuc
30BHiLLHIA BArNAA Kancynu

Kancynu poamipom "0" 3 4EpBOHOI KpuLLEUKoto Ta Ginum kopnycoM, | BianoBiAae
LMNIHAPUYHOT  hopMM, i3 3aKpyrneHumn  Kpasmu, rnagKoto,
Henpo3opoto Ta PIBHOMIPHOIO MOBEPXHEHO.

Kancynu MicTaTb rpaHynboBaHui MOPOLLIOK Ginoro abo maibke biroro

0 MOXe npuimaTin hopmy Kancymn.

30BHIWHIV BUFNAA BMICTY Kancynu signosifae

|neHTudikaLis AMOKCHLMITIHY
A. BEPX

Yac yTpuMyBaHHsi OCHOBHOTO niky Ha XpoMATOrpami BurpobysaHoro Bignosifae
poaunHy (a), Bignosinae uacy YTpUMyBaHHA OCHOBHOrO Miky Ha
XpomaTorpami posuuHy nopiBHsHHS (@).

Y-criekTp OTpUMaHUit 3 xpomatorpami aUnNpoGyBaHOro PO3HMHY (a)

signogigae Y®-cnekTpy posiuh NODIBHSHHS (8

5. BEPX-OMA signogifae

KinlbKiCHe BU3HAUEHHS: BMICT
aMOKCULATIHY Mr/kancyny 475,0 - 525,0 Mr/kancyny, Wo Bignogigae 490,0

95,0 - 105,0 % amokcu WriHy Big 3anBNeHoi KinokocTi 98,0

CynyTHi AOMILLKV
- Bypb-AKa foMillka, He ginole % | 1,0% 0,23

Bona, % 11,5-14,5 12,57
Po3unHeHHs Min Q = 75% 3a 45 XB. 94,6
OpHopiaHicT 1030BaHUX OAUHULD AV<L1=15 4,06

L1=15,L2=25
, Maxc. 618,12
I
_ Ginbwe 10° KYOIr <
_ He 6inblue 102 KYOIr %
TEol [ Bfredom
ro npogykty Gynu nposedeHi Y NOBHiiA

e ninTeepmxye, WO BCi eTanu BMpODHMLTBA ujei maprii roTOBO
BiAnOBIAHOCTI 3 BUMOraMK GMP €C Ta sBuMoramu peecTpaLjitHoro A03BOINY kpaiHu/kpaiH NPU3HA4EHHA.
36epiraTvt B OpUriHanbHii ynakos i by Temneparypi He BUWLE 25°C.
Bignosigae cneuudikauii rotosoi npoaykuii Ne S-PF 095/UA, Bep. 00

[lata BUNyCKY cepTudikata aHaniay: 16.03.2026

Cxnapeo: Jiropi fliaHa [lidnuc 16.03.2026
KepiBHuK BifAiny KOHTpoNto AKOCTI
Cumona Onexcidi Mlionuc 16.03.2026
Str. Valea Lupuluinr. 1 T +40 232209 000 r office@antibiotice.ro
1asi 707410, Romania 7 +40 372 065 000 wwrw antibiotice 1o
£ 540232209 633
CC-F-022.4 Bep.00 Lara HabpaHHs yunrocTi; 01.09.2025
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CERTIFICATE OF ANALYSIS No. 110958

Product - Amoxicillin Dosage form capsules
Dosage strength / activity - 500 mg Manufacturing country Romania
Size and type of packaging 10 capsules in blister, 1 blister in carton box
Certificate of registration in Ukraine No. UA/18798/01/02
Batch no. D0104 Batch size 24750 carton boxes
Mfg. Date 02.2026 Exp. Date 01.2031
Names, locations and license numbers of all gg‘;‘;’\g ICE SA, 1, Valea Lupului Street, AR, 1),
manufacturing and quality control sites Manufacturing License: 30F
TESTS ACCEPTANCE CRITERIA RESULTS
Appearance
Appearance of the capsule Size “0” capsule with red cap and white body,
cylindrical, with rounded ends, smooth,
opagque and uniform surface. corresponds
Appearance of the capsule content White or almost white, granulated compacted
powder, which may take the capsule shape. corresponds
Identification of amoxicillin
AHPLC A. The principal peak in the chromatogram
obtained with the test solution (a) has the
same retention time with the principal peak in
the chromatogram obtained with  the
‘ reference solution (a). corresponds
B.HPLC-DAD B. The spectrum UV in the chromatogram
obtained with the test solution (a) is similar
with spectrum obtained with the reference
solution (@) corresponds ..
Assay: content of amoxicillin
mg/capsule 475.0 - 525.0 mg per capsule,
corresponding to 430.0
95.0 - 105.0% of amoxicillin of the
declared amount o 98.0
Related substances
Water, % ; 11.5 - 14.5 I YT
Dissolution Min Q =75% after 43 minutes 94.6
Uniformity of dosage units AV z11=15 4.06
Average mass 571.90 - 632.10 mg Min. 586.48
Microbiological purity:
- TAMC : NMT 103 CFU/¢ <1
- TYMC NMT 10% CFU/g <1
- E. Coli Absent /1¢ absent

This is to confirm that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP
requirements of the EU and with the requirements of the Marketing Authorization(s) of the destinatlon country/countries.

store in the original packaging, at temperatures below 25°C.
Complies with the Specification No. S-PF 095/UA, Rev.00

Release date of Certificate of Analysis: 16.03.2026

Drawn up by: Digori Dianaﬂwtt:%} {4 - 03. 2026
Quality Control Manager
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