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2, Mixaen Epaxacoc Cophy,

Hinewsin tomep: 032

Askpog Atiincioc Bayerplaauag jon,
410 Awnoe Aranacios, Sdisaccon, Kip
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MBI Cepriupixar No: M FDINJC2023/001

CEPTH®IKAT AKOCTI

Ipenapar: MEJAKCOHM, nopoiuok ot po3tuiy s iwekiilino b r

Yigkouka: 10 GRAKOHIB 3 NOPOIIKOM B Kapronuiit xopodui
Cepia No: VC413BD

Moxynews: «TOB « XK gbiokons Vipaiua

Hominagninil smicr: 1 GRakoH MICTHTH 1eC

Posmip cepii: 17280 ynakosox 1o 10 (paaxouis
Pecerpaniiine slocuinneis 8 Yrpaii: UA/TS82/01/01

Hara pupobhurpa 0472024
Mpunatnuit 2o

0442027

FIIHAKCONY HATPHIO ¥ nepepas snanl va nedvrpuakcon Lo
Py Y puG ¥ nepey

| Iloka3HukH Busmorn cnenudirauil ~ Pesyanrary )
P Omic [TOpOUIQK; KPHETAIMHIH NOPOIOK sathe Ginoro ado [Topouior maiixe Ginoro
KOBTYRATOLO KOALOPY, 3NErKa rirpockoniuknl KOLOPY, MIEIKR
FHPOCKOTIYHIH
: Posyng; NpO30pHA PO3UHH Be3 BHMMAX YACTHHOK Bianosinac
LienTudixatlis A. [H-criexTp npenapary NORUHEH sianosigary [H-coexpy Bianosinac
LedTpHakcony HaTpiio
B. Ha xposarorpasi BHnpoOyBanoro posyity, oTpramanii npw
KiBKICHOMY BHIHGUCHHI, 4AC YTPHMAHIA OCHORHOTO niky Binnowtaac
HeQrTpHAKCOHY NOBHHZH CHIBMALATH 3 HACOM YTPHMAIIHA iRy
HedTPHAKCOHY 1A XPOMATO!PaMi CTAHAARTHOIO POSTHIY
o C. IlpenapaT ARC XAPUKTEPHY PERKWIO A Ha cosni HaTpio Bignopiaee
[ oM Hin 6,0 10 8.0 6,87
Mposopicry Posuitk nosuHeH Oy TH Hpo3epuM Bianosinac
DOTHHHY B
JabapsAeHicTh Posaun nosiren Sytu sabaponesiil e inrrenicunrime cranony Ys Bisnostjac
POBUHHY abo BYs
Boaa He Giapwe 11,0 % 090% .

CynyTai 20MiLiKH

Kool oMk - e Biasme 1.0 %

Cyma JaoMimoK — He Bltplue 3.0 %

Hipkue aimity
Hirgue aiMiTy

Kinbricae H sk 95,0 - 105,0 % sin nominanshol KLILKOCT 100,11 %%
| BUIHAYEHHA Ha Tepsit nonaariocti: 92,0 - 108.0 % sia HoMinaibuol KiauKOCT 1
OanopianicTs ¥ sinnosianocti ao €sp.d. 2.9.40 2.7
AO30BAHMK
QA HHILL o
CrepuieHicts [Ipenapar NOBHHEH SYTH CTCPHILHUM Crepuasio

Bawrepianssi He Biasiue 0,08 MO enaoToxeiiy 8 1 MP UeQTpHAKCOHY < 0,032 MOMr
EHAOTOKCHHK
Mexauivni UacTuox possipon Gigpwe 10 Mrm: ne Ginbiie 6000/ paakot 6

BAIOME T HA YactHrok poasipos Gifpiie 25 MEM: HE Binsuie 600/ pnakon |

L{iaf # 3acBLINYyI0, 1O Hagesena suue indop
(BRAIOUAIONN  NAKYBAHHA/MADKY BAHHR) T& NPOBEACHO KOHTPOAL 1
BHUMOIAMI
creundikauill, uo MiCTATBCA Y peectTpauifuoM
AKILD NPOAYKUIIO iMnopTosano, albo y A0Che crnewndiauii

BianoBIAHOCTE 3

FIpotoxony BUPOBINTETBE, NIAKYBARHE T2 AHAT

GMP, BOTAHOBICHUMIL MICUEHHM  DETYAATOPHUM

.. ALApieTisty

OpraHOM, i
y nocse abo roprosif sinensit kpatsi-gRpe

Malis € JocToBiptionn Ta touHow. Lo cepito npoaykuil Syao p
akocTi Ha RUMCIAIHadCHi AlnbENd Y nomnil
Taxo#  BiAnoBiAHO 20
Guuka abo kpaiHu-iMnopTepa,
HA Npenapat aaf 10CHIKYBRHOIO sikapeskoro 3acoly.
3ig ByR0 NEPErAANYTO T4 BCTAHOBACHO gignopiguicrs GMP.

Hara: 10.08.2024
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Bateh releise st
Medocheniie LTD (Factory (0]
2 Michael Frakivos Stivet

s Athanissios fndusirial Area
Athanussios, Limassol, Cyprus
License number: U323

PO Agios

CERTIFICATE OF ANALYSIS G Curtilicate N MEDANIC 2023001
Product:  Medaxene. poswder for colution for injection 1g Manufacturing date: 072024
Pack: 11 vials ina carton box
atch z\'a'}: VOAT3BD Fapiry date: (142027

Customer; LD PO BIOCON U HCORAINE
{abel LLHH\ Cetiriasone disodium cquivalentio by of Ceftriaxone per | { vial
Rateh sizes 17.280 Packs x 10 vials

‘lﬂign'x-dr;ni})j}ﬁgi[g}u,a ¢ in Ukraine: UAT 382701401 o .
\ SPECIFIC: \']’I(). % RESULTS
Pasder; Almuost white ar yellowish m atalline powder. Admost white powder
johtly hyproscopic Sulution: ndnsp(mm sotution | slightly hygroscopic
% without visible particles R Confirms w

i

¢ . IR spectrum of the drug should corre pﬂm% o IR \
,om E spectrum of Ceftriaxone sodium \
| 1 z o b, The principal ¢ seak in the chiromatogram abtained with } Conforms l
Lo fdentificution test sofution has the same retention time as that of the Conforms \
poa principal peak in the chromatogram obtained with ref Contorms \
o 3 solution !
L | . 1t pives the reaction Tor sodium salts “

6 \, RO

et s

(’(mium

i Contornis

PO
. i .
Water | N tmom\imn Hl 9
L
, i nda\ du.zl mnm xz\,\ot mare ﬂmn [mdu dmcﬂ limit
Relaied substances i .
. Towal ﬂnpurxm Nat more than 5.0 Under disregard | fimit

95,0-105.0

62.0-108.0%

o the nominal qmmm\

ARSTY
- “the nnmum\ g \mnm\

_..,.._,._.4‘;.,._,”_.—3,_‘..”—“» ¥ 3

I3 Uipiformity of dosage anits - Complies with EP 29440

‘m.n in | Sterile

Bacterial I ndu\«,\m

H
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l‘mnuula = Matte 100 or Tens pet cont: Jiner

{dimui N 6i)
‘ (s(){) o fess ',‘,',‘ mmamu )

vreby 1 confirm ‘e above mentione idormation wled e 1mxmumd Tateh was
mmm Jetured Gneluding packing marking) and uh«.u.ui for qu&lm in tln. abave mwﬂmm sie in mm sccordance with GMP
requireTiets, Bpprove i b Jocal regulatory author itios, and also according 1o sp'*um‘mun« from the Master File or “racde
Heenwe of countiy- cranufacturer DY cuumy mporter. i1 products were mmmtvi or in Drug Mastor File for investigational
mudicinal products. Production repurts. packing and mmh wes were revived and compliznee with GMP was established.

Oualified Person A Aristidon Date: 10082024




