JEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIM OBJACTI

npos. Ceitaiysol Haniy, 3, mKuis, 02099, ten/taxce: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3CHOro B YKpaiHy jdikapeLKoro 3acoby

20.02.2025 Ne 6162/25/10

AKCETHH®

{(nafimeHysanua nixapeskoro 3ac00y 3riaHo 3 precTpaniiinim NOCBUTERHAM)
Tabaerkit, BKPHTI NAiBKOBOI 06010HKO10, 500 Mr; o 10 TabreTor ¥ Oaicrepi o 1 Gaicrepy 8
KapToHAiil Kopobui

(hopMa sHmmyexy, MOIYDAHNHSA, B IAKYRARHA JiKapCLKOro 3aco6y)

Hontep peectpauifinore nocsinnenns UA/8714/02/02 crpox xi peectpauiiinore nocsimuenss 01.01.2099

Cepis nikapcsxoro 3acofy Ne K9A (03 Kinskicts BRE3RHOTO AikapchKOro 3acoby 768
BupoSHux _Menoxeni Jimites, Kinp
(nafMenysanna pupobuika Aikapenkoroe agcody, Kpaina HOXOMHEHHS)
Bzeseno 8 Yrpainy Crinbae yRpalHCHKO-CCTOHCHKE MANPHEMETRO Y (opMi ToBApHCTBA
3 o0meskenoio signosiganbuicTio "Onrima-daps, TTH", izenr, ko
21642228

(nafiMenyanizs Ta koa 33 €RPIIOY opuantkol ocobr abp apisaie, iv'a, no Gatbkosi Gizuknol
ocobir - nianpiesus, i Miene npowiBanEL Ta peecTpauiiinmii HoMep o5RIKOBOT RAPTKIY IINATHIKA
nogarxis abo:cepis Ta HeMCP NacnopTa)

IIpoToxon Bisyshannore kourpome eig 13.02.2025 N 0410/1.

3a  pesymbTaTaMH NEPAKABHOTG KOHTPONKY BCTAHOBNEHO, IO MKApchbkuii 3aci6 BBeseHO B YEpainy 3

ACTPHMAHHAM BuMOr 3aKOHONABCTRA OO 3a6earey e AKCT] NiKapehKUX 3acobiE,




Medochemie Limited

Agios Athanassios Industeial Area
Michait rakleous 2, Agios Athanassios,
Limassol, 108, Cyprus

Ligense number; D320GMP Certificate No: MEDORALC2022.0)

CERTIFICATE OF ANALY®

Product: Axetine, film coated tablets S00mg Manufacturing date: 01/
Pack: 10 tablets in blister. 1 blister in carton

Bateh No: KUAN03 Expiry date: 0172028
Customer: PTD ~CRCT BIOCONT UKRAINE

g

I
T

[Label cloam:

Batch sire: Q.66 cartons

Label claim: Cefuroxime (as Cefuroxime axetil) 300mg per tablet

Registration cortificate in Ukraine: UART 02702

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
White. capsule-shaped, convex, scored on bath sides, film Canfiiass

C | Appearance ) coated 1ablets with dimensions of nucleus 9 num = 19 mm =L

h Average weight 920.0mg & 5% (87-h0mg to 966.0my) 921.5mg

e P ; : Fyra— ;

. Disintegration Not more than 30 minutes | minute

i 1.0kp FOkp (TTON to HTONT 2353k

! lardness i plod p o o HHONG kp

o Ldentification of THO2 | Positive Confo

| | [dentification of 1. IR spectram similar to Relerence Speetrum Conforms
Cefuroxime Axetil 2. HPLC: Ry similar to R of Working Standard Conforms

41 Dissolution

IR LA

n Ceturoxime is dissolved in 43 minutes
d Sum of peaks of A-dvomers 5 1.3%% 0.242%

| Related substances Sum of peaks of Avisomers = 2.0 % 0.132%
p Any other lmpurity < 1.0 % {1.163%
h . Ethanol < 3000 ppm 15361 . 2ppm
v | Residual sobvent NS Nt o
) Muethviene Clidoride < 600 pp ‘ 284 Sppm
8 Hedeave: Not less than 95.0% and not mare than 105.0% of

t the laheled amount of Cefurosime HIO.A s
© o Assay Nhelf {ife: Not less tan &)“w o and ml more than 103.0% of
a . | the Jabelled amount Cefuroxime,

I | Uniformity of dosage .

: - Aceeptance vilue: Notmore than 13.0% 34

uiits

Microbiological Control®

Total Acrobic Microbial Count: Not more than

$

< 10 e fudg

Total combined yeasts & moulds: Not mwre than
100/

=0 efuly

ELeolis Absent from 1y

Conforms

's

fierehy | confiem the above mentionad information is camplete and sccurate. The batch svis manufuctured (neluding

packing
by regu

mvarhisg) und inspected for quality inthe shove mentioned site in striet correspondence to GMP reguireme s, established
atory authorities and alse in accordance with specitications included into the Master File or trade lierse of nnufacturing

ar importing country, i the products are imposted. or in the Drig Master File for drag for an investigation medicinal product,

Reports on production, packing and analy ses were reviewed aed the correspondence with GMP established.
I I I § 3

* Test performed every 6 months or on every FO" hateh, whichever is more frequent.

CQualified Person L4

L Dr Magda Markou

e 27.01.2023

Zﬁ}// O FE0I, 28 /%)




ESOCHENTE

Mepokemi Misiren

Asnoc Aranaccioc Innycrpiwmna 3ona,
Mixain Ipaxneye 2, Awuoc Atakaccioc,

Jlimaccon, 4101, Kinp

Jliuensis nomep: 032 HBIT Ceprudirar No: MEDORALC/2022/01

CEPTHDIKAT JAKOCTI

[Ipenapar: AKCETHUH®, rabaetwy, BKpiti m1iskos0i0 06010HK00 10 500 mr

Yiaxoska: no 10 rabacrox y Grictepi, no | Gaicrepy B xaprouuiit kopobui
Cepis Ne: KIADOO3

JHara BupoGunursa: 01/2025

Tlokyneus: «TOB «X®K «Bioxoun Vrpaina Npuparnnit no:  01/2028
Homisansuiit smicr: | TabneTka MicTHTS tedypokciMy {y dopmi nedypokcimy akceTnay) 500 mr
Posmip cepiit 9600 ynaxosok
Peccrpatiifine nocsiaveHns 8 Yxpaiui: UA/8714/02/02
Iokasnuky Bumoru cncundixanii Pesyastars
Onue Bini, y surnsni kancyau, aBoonykii, tabneTky, BrpHti miisxosoio | Binnosinac
0B0M0HKOIO, 3 PHCKOIO 3 ABOX GoKiB, 3 AiaMeTpoM aapa 9 My x 19
MM
Cepenin Maca 920,0 Mr + 5% (874,0 Mr ~ 966,0 M1} 921,5 mr
Posnaaarus He Gimbiue 30 x 1 xB
Trepaicte 11,0kp -41,0kp (110 Nt - 410 Nt) 23,53 kp
Iaenrudikauis IMosurusna peakuis Binnosinae
THTEHY AIOKCHAY
Inentugixanis 1. 1Y criexTp noBHHEH BIANOBINATU CNICKTPY CTAHAAPTHOrO 3paska | Bianopinac
nedgypokcHMy 2. BEPX: uac yypuMaHHs NOBKHEH BIATIOBIAATH 4acy YTPHMaHUS Binnosigac
AKCCTHIY CTRHAAPTHOIO 3paika
Po3zuinenns He menwe 75,0% (Q) sin zasmienol kinskocti uedypoxcrmy | 96,9 %
PO3MHHACTLCR 32 45 XB
Cynyrai nomimxy | Cyma nikis E-isomepis £ 1,5% 0,242 %
Cyma nixis A’-izomepin <2,0% 0,132 %
Byas sixol inmoi pomimxy: < 1,0% 0,163 %
Samankosi Eranon < 5000 ppm 1561,2 ppm
POIUUHHHKH MeTtuneuxaopnn < 600 ppm 284.5 ppm
Kinexicue Ha sunycr: 95,0 — 105,0 % sia 3assneuol kinskoceti uedypoxcamy | 100,4 %
BHIHAUEGHHA Hnomscom empoxy npudamuocmi: 92,5 — 105,0 % six 3assncrol
KinbKocTi HedypoKCHMY
OnHopiaHicTb [MpukiHaTHe 3HAUCHHA: He Ginbme 15,0 % 2,4%
NC30BAHNX
CIUHHIS
MixpoGionoriuna | 3aransha KinpkicTs aepoBumx Mixpoopramismis (TAMC): < 10° | <10 KYO/r
uncroTa* KYOrr
3arannHa KiabKicTs Apixmeenux Ta mwrickasux rpubis (TYMC): £ | < 10 KYO/r
102 KYO/r
Escherichia coli; Bigcytusis I Bianosinac

1liM # 3aCBiAUYIO, 110 HaBCACHa BHILE indopMaLin ¢ A0CTOBIPHOIO Ta TouHO0, Lo cepio npoxy«uii Gyno
BUPOGNEHO (BKIOAKOUH NaKyBaHHA/MAPKYBAHHA) Td NPOBCACHO XOHTPOL 1f skocTi Ha BUHIIE3asHAveHiH
RitbHUIE y HOBHIN sinnosinuocti 3 sumoraMu GMP, BCTAHOBICHEMM MICUEBIM PETYASTOPHUM OPTaHOM, a
TaKoXK BiAnoBinHo Ao crieuudikaui, wo Mictatees ¥ peecrpauiitnomy socse abo Toprosiit ainensiv xpatuu-
Bﬂpoﬁunha abo xpalHE-iMIopTepa, AKIO NPOAYKUiI0 IMAOPTOBaHO, a0 ¥ KochE cneumpikauin Ha rpenapar uis

HOCHITAYBAHOTO JLiKapEEkd]
BeTaNOBIEHO BIANOBIAIEHI GMP

0By. [TpoTokony BUPOGHHLTBEA, NaKysauus Ta ananisis Gyao neperasHyTo Ta

* Bm}poﬁyuauwx npoaoxmbcs?ngmt a3 Ha wicts Micsuin a6o ouk pas ua 10-§ cepii, 3anexio Bif 1Or0, WO

Gyzne panimey -5 ¥/

YHOBHOBAKEHA oocﬁa:n,. sl - ‘

| Hp. Maraa Mapxy

Hara: 27.01.2025
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