AEPKABHA CIYXEA 3 JHKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCLKIA OBJACTI

npos. Ceitmranoi Hapii, 3, m.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dis.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
PO AKICTH BBE3CHOTO B YKpaiHy TIKapChKoOro sacofy

13.01.2025 Ne 62815/25/10

AKCETHH®

(nafiMerysaung AKAPCLKOTO 300y 3rigHo 3 peecTpaliiiHIA TOCRIYCHHAM)
TafaeTKH, BRPHTI IL1iBK0OBOIO 060/10HK010, 250 Mr; no 10 TabaeTok y Guicrepi no 1 6aicrepy B
KapToumii kRopolui

{thopma parTycKy, A03YBAHNA, BIYA DEKYBAHNA JIKapCLKOTe 3acoby)

Honep peeerpauiiizoro noceinuennn UA/BT14/02/01 crpox it peecrpauifinoro nocsinuennn 01.01.2099

Cepia nixapenkoro sacoby Ne K8C016 Kinkxiczs Be3enoro aixapeskoro sacoby 90
Bupo6ik Megoxemi JITH (3asox C), Kinp
(nailmenyeadig sispobiuika Aixapeskoro sacefy, KpaiHa MOXOO#AEHHE)
Baesero B Yipaiwy Cninbue ykpaiHchbK0-eCTOHChKE MIANPHEMCTRO Y Gopmi TOBapuCTRa
3 o0mexenoio BignosinaabuieTio "OnrtiMa-Papn, JITH", igent. xon:
21642228

(nafimenyeanna ta kog 3a CAPITOY wopsauyHoi ocobu abo apizeiute, iM'a, no Satsrosi (izniuo]
ocofn - nignpiieMud, i Micue npoxxirang Ta peectpauiiinnit Hosep oBRFKOROT KAPTRI NTATHHKA
nogatkis ao cepid T4 soMep nacnopra)

HpoTtoken eisyanunoere kourpome eix 13.12.2024 M= 3772/1.

32  pesylsTeTamMil JCPXABHOTO KOHTPOZNKO BCTAHOBAEHO, LU0 JiKapcskuit 3aci6 Beezemo B YipaiHy 2
AOTPHMAHHAM s1MOT 3aK0OHOAGSCTSA WOAO 3a603NEYCHH AKOCTL JIKAPCEKIX 38¢06iR,

Onera EPBOMEHKO

ory KotEpomo) ' o {riznue) {imivdameTa npizamae)




Meyoxemi JITH (3ason C)

2, Mixaen Epawsicoc Crpir,

Amuoc Aranacioc Ingtyctpianena 3oua,

4101 Awnoc Atanacioc, Jimaccon, Kiop
Jlivessis nomep: 032

HBI1 Ceprudirar Ne: MEDORALC/2022/01

CEPTH®IKAT AKOCTI

Ifpenapar: AKCETHH®, rabieren, BEpHTI 1AIBROBOIO 0G0NOHKOIO 10 250 mr

Yoaxoska: 5o 10 vaGnerox y Gaicrepi, no 1 Gnicrepy B kaprounil kopoGui
Cepin Ne: K8CO16

Hata supoBnnurea; 03/2024

IToxynaup: «TOB «XOK «biokon» Yxpaina Ipuparuuti go:  03/2027
HoMinansuit saicT: | rabaerxa MictHs ueypokcuMy (y dopami tedypokersy akcerniy) 250 mr
Posumip cepii: 10000 ynakosox
Peecrpauiitne nocsienns s Yxpaini: UA/$714/02/01
Hoxaynky Bamorn cnenndivanii Peayanraru
Onue Bini, y BHCAAAL Kancysd, xBoony ki, TabneTr, BKpUTl DAIBKOBOK Binnosinac
0BONOHKOIO, 3 PHCKOIO 3 0jtoro Boky, 3 niaMeTpom suapa 8x 14 MM
Cepenns Maca 459,0 Mr & 5% (436,1 mr— 482 0 mr) 459,4 Mr
Pasnanauus He Ginsiue 30 xn 1xn
Taeprictp 6,0 kp ~ 29,0 kp (60 Nt - 290 Nt) 15,2 kp
Ineutudixanis Flosurasna peakuis Bixnopiaac
THTRHY JUOKCRIY
Inewrndikais I. 1M cnekTp nosuseH BIANOBIAATI CHEKTPY CTAHAAPTHOTO 3paska | Binnowizae
Ly poKeHMY 2, BEPX: uac¢ yrpuMaHis NOBHHCH BIANOBIMATH Yacy yrpUMuaHis Binnosisae
aKceTuy CTAHAAPTHOLO 3paska
Posunsenns He sene 75,0% (Q) sia 3asumenol kigbkocti tedypoxcnmy | 100,9 %
POIUHHACTRCA 33 45 XB
Cynyrui gomimxn | Cyma nikis E-isomepin < 1,5% 0,238 %
Cyma nikis A’-omepis <2,0 % 0,168 %
Byab axol bamol gomiwki: £ 1,0% 0,127 %
Samtuikosi Eranosn < 5000 ppm 15498 ppm
POIHHHIKH Merwenxaopua < 600 ppm 244.,5 ppm
Kimuxicue Ha aunyex: 95,0 - 105,0 % nin sansnesol sinbkocti nedypokenmy | 100,8 %
BHIHAYEHHA Hnomazon cmpoxy spudannocmi: 92,5 - 105,0 % sig 3aspaenof
KineKoCTi edypoKCHMY
Onuopiayicrs Tputisrie snavenus: we 6lwwe 15,0 % 2,5 %
LOBOBAKHX
OSHHHULLD
Mikpobiostoriana | Baransia kimskicrs acpoBuux Mikpoopranismis (TAMC): < 107 | <10 KYOr
GHCTOTA KYOir
Jaranba KinbKicTs Apimmkenux Ta miicussnx rpubis (TYMC): € | < 10 KYO/r
10? KYO/r
Escherichia coli; Biqcyrusis 1 1 Bignonigae

[{1M # 3CHIIYIO, IO HABEACHE BILLE IHDOPMALIS ¢ AOCTOBIPHOK Ta TOHHOK. Liko cepilo npoykuii 6yno
BHpoGAEHO (RKMOYAIOYH NAKY BAHHA/MAPKYBAHNA) T8 NPOBEAEHO KOHTPOIL T AKOCTI HA BHINE3A3IHAMEHIH
Ainsrg y nosiit signosianocti 3 sumoramMu GMP, BCTAHORIEHNMH MICUCBUM PEryJIATOPHIM OPIAHOM, a
TAKORK BIANOBIAHO 210 creudikauil, o MicTaThen y peectpauiiinomy socwe abo Toprosiif aiucsil kpainu-

BipoBHHKa aB0 KpaTH-IMITOpTepa, SKWO POAYKIIIO iMIopTosato, abo y iocke crieundikauiit va npenapar 18
Aocit Ky Banoro aikapeskoro 3acoly. [Iporokoan supobunitran, naxysanns Ta ananisis Syio neperisiyro 1a
BCTagonsieno sianosinuicrs GMP.

Hara: 24,10.2024
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Mudochemie LTD (Factory C)

MEDOCGHEMIE s "
2 Michae! Erakleous Street
Agios Athanassios Industrial Area
A1 Aglos Athanassios. Limassol, Cyprus
{.icense number: (32
GMIY Certificate Mo: MEDORALC/Z2022:01
CERTIFICATE OF ANALYSIS
Product: Axetine. 1l coated tablets 230mg |1 Manufacturing date: 0372024
ek 1) tablets in blister, b blister in carton

3aeh No;

Customer:

K8CO16

Label claim: 10,000 packs
Registration certificate in Ukraine: UA/BTLH03/01

Lixpiry dater 0372027

LTD=CPC BIOCONT UKRAINE

ANALYSIS PERFORMED SPECIFICATIONS : RESULTS
White. capsule-shaped. conves, scored on one side, film Conforms
Appearance coated tablets with dimensions of nucleus 8 mey = 14 num )
(}:,l Average weight 459, 0my k5% (436 Tmg w482 0my) 459.dmg
. $ialtith & sy i QO e1ngh & )
e | Unitormity o dosage Acceptance value: Not more than 15.0% %5
m | units i
:: Distntegration Not more thian 30 minutes I minute
a f Hardness 6.0kp 10 29, 0kp (AUNT 1o 206N1) 15.2kp
{dentification of TiO2 Positive Conforms
a 3_‘}”‘}“““}“”" ”f. 1. IR spectrum similar to Reference Spectrum Confurms
p | Celurosime axetil 2 HPLC: Re similar to Rt of Working Standard Conturms
: ) ) Not fess than 75.0%6((Q) of the Jabelted amount of 100.9%
p Dissalution Cefuronime is dissolved in 43 minutes o
h Sam of peaks of E-xomers 5 1.3 % (.238%
y Refuted substances Sumt of peaks of Meivomers £ 2.0 % {1.168%%
s Any other Impurity 5 1.0 4y 01276
i . Ethanod < 5000 ppm 1549, 8ppm
Rexiduad solvents il DO
¢ Methylene Chloride = 600 ppm 244 5ppim
2 Redegse Linmie: Not less than 93.0 25 and not more than
} 115,024 of the Tabelled mnount of Ceturonime 100.8% «
Assiy St dife Lingit; Notless than 925 % and nol more than
105,40 %% of the labeled mmount of Cefuraxinw
“Fotal Avrobic Microbial Count: Nat more thar 100 = vi P
R . < ey
Microhivfogical contral vhu/y
Total combined yeasts & moulds: Not more than 100 el we
efu/g G
E.colic Absent from 1y Conforms

*The test 15 performe once every six months ar once vvery Hith baseh, whicheyer comes first,

Herehy | confirm the above mentioned information is complete and aceurate. The batch was manufuctured Gncluding
packing/marking) and inspected for quality in the above mentioned site in strict correspondence o GMP requirements.,
established by regulatory authorities and also in secordance with specitications incladed into the Master File or trade
Hcense of manutiacturing or importing country, if the produets are imported. or in the Dirug Master File tore drog toran
investigation medicina p,jz:iuql, Lw’,cpmri;;_‘__‘gg_;_t peaduction, packing and analyses were reviewed and the corrgspondenee with

CiMP estublished. ‘

Qualified Person: ... 4. Date: 24.10.2024
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