JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

10.02.2026 Ne 4686/26/10

MEJJAKCOH

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
NOPOIIOK /ISl PO3YHHY Jis iH'eknii, no 1 r, 10 ¢rakonis 3 NOpomIKOM B KAPpTOHHIH KopoOui
(dhopma BHNyCKY, H03yBaHHA, BAJ| IAKYBaHHS JIIKAPCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsigaerns UA/7582/01/01 crpox nii peecrpauiitnoro nocsimaerns 01.01.2099

Cepis nikapcskoro 3acoby Ne VC618BE KinbkicTs BBe3eHOro Jikaperkoro 3acoby 1024
Bupo6uuk Menokemi Jlimitea, Kinp
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHChKO-€CTOHChKe MiPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocobu abo npiseuime, im'a, no 6aTekoBi (izuyHOT
ocobH - minpremnd, i Miclle NpoKHUBaHHS Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nofarkis abo cepid Ta HOMep nacropra)

Iporoxoa sisyansuoro kourposo Bix 04.02,2026 Ne 0225/6.

3a pe3ynbTaTaMH JIepKABHOTO KOHTPONIO BCTaHOBJIEHO, IO JiKapchkwii 3aci®6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.

Onera CPROMEHEKO

R HOHEPOTIO) (minkc) {imigiany T NpianHiLe)

TRIAL MODE - a valid license will remove this message. See ¢ of this POF for more infarmation.




HEAGig snnyery cepii:

Mesoges JHaires

Ascaoe Aranaecioc iy Crpiteng 3ou
Misaiz Ipaiaey ¢ 20 Ao ATanaciny,
Hisaccoa, HHIL Kings

BT Coprndiira

CEPTHOIKAT JKOCT]

IMpenapar: MEJIAKCOM, nopowox ais pmmm\ Aasistexuiitno Tr

Yrakonka: H h,m KOUIB 3 (OPOUIKON 3 Kaprondill kopodu Hara srupobunursa: 00
Cepin Nt VCOI3BE UHpuaamini 1o 062023

Horynens: « TOR «XDK «biokon» Yipaina
Hontinanuunil sMieT: 1 Gaakon sictitn: Le@prakcony HaTpho Y nepepaxysaini na uedrpuascon 1
Poaip cepils 182490 Qaakounis/ 18249 yrnakonox no 10 darakonis
‘ Peccrpauiiine noesiienng » Yrpaiui UA/7382/01/01 o
Horasunkn Bumory enenngivanii Pesvanrary

¢ Llopowox: spucranivnt nopewor saitxe 011010 ado Hopowow safiwe Sliaoio
OBFYBATOIO KONLOPY, BHCTKa MIPOCKOnivimi KOJLOPY, 3500KS
FIrpOCKONIM
3 Po3uin: nposopiil posuiig 003 BIANMIX 4aCTHHOK Bianositae
Lienridiraigs AL H-cnexrp npenapary noputen sianosigarn TH-crnexrpy
e QTPHKCORY HATPHO Biamosizae
B, Ha xpossarorpasi sunpody pasoro posuiuy, oTpusianiil npu
KIABKICHOMY BIHAUEHTT, YAC YTPUMEHHA GCHOBHOID NIKY Binnosigag
HCQITPHAKCOHY TOBHHCH CIUBNAAATH 3 YRCOM YTPUMEHHS 1KY
HEGTPHAKCONY HA XPONATOIPAMT CTANIPTHOTO PO3HIHY Bianosinae
C. Tlpenapar ane xapaxrepiy peaxiin A ua codi Harpin
I pil Bix 6.0 no 8.0 6,89
HposopicTs Pozumi nosrnen 5yt nposopis Bianopigac
POBBIY B
SabapuacHicrs Posuny nosuien Oytu sabappiaeuli ge inrencusrinre etaiony Ys Binnosixae
L po3HHIY abo BY <

14 He Gumsie 11,0 % 9,64 %

Oy nyrHi AoMEIH Kounof postimgy - e 6inve 1,0 % Fhskae AMITY BUBHAMCHES
Cyma gominiox — He Sinpe 5,0 % Fluoge gisity sisiauenns
Kilbriche Ha prnver: 95,0 - 105,0 %6 sia HOMIHAALHOT KIALKOCT 7.4 %

GHARAYCHIIS Fla repain npiaatnocti: 92,0 ~ 108.0 %6 pi noMinaasHoT KILKOCTI
Oaropiuticers Y sianosiocri a0 Capad, 2.9.40 3,6
A030BAHAN

O AL

TEPHIBHICT Hpenapar nosinen Oyrir crepu; u,mm Crepuisio

Banrepianpui He Biasime 0,08 MO euaotoreniy 8 1 Mr iedmprakcony < 0.032 MO/wmr
CHIUTOKCHHY .
Mexaniuui HacTinor posaipom Giaswe 10 ves: se Ginbuie 000/ daaxon 7
CHOUCH Y HMacTunor posMipos Giabime 23 yin: ne Siabtie 600/ daaxoi 0

Llwn st 3acsinuyio, uio Hasegena Bie inQopaauis ¢ J0CTOBIpHOIO Ta TodHoo, o cephio npoiykidl Syio rupoicuo
(BRIBOUAIOUH  NRKYBAUHE MAPKYBANHA) T4 NPOBEACHO ROHTPOIL 1T sikocTi Ha  sruiesasnaveqil aiapunul v nosuill
pianosianoceti 3 suMoramy GMP, BCTAHOBACHINIL MICUSBIM  DPCTYASTOPHIAM  OPraHOM. 4 TARMK BIANOBLUIO 10
creupdikauill, mo sicrarbes v peecrtpauiiiiomy gocke abo Toprosiit dluewsil kpafmi-supoduina abo wpaius-ismopiens,
ARKIMO MPOAYKILIO IMnopToRano, ado y aocke cneundirauill Ha npenapat i J30CTKYBEHOIO AIKapskoro sacoly.
IPOFO}\O i xs;lp()mmlmm HMAaKy BaHHg 1a AHAZB k)\ A0 NEPCITBIHYTO T BCTAHOBICHO B arosaHeTs GMP,

YOOgHOBREH 0c0la. ... AApicTiay Hara: 281120258




Buteh releise site:

mudnchemic Linited

Ao Athanassivs tndustrial Area,
Michail Irakleous s Athanassios,
Limrassol. 4101, Cyprus

License number: 032

CERTIFICATE OF ANALYSIES (MP Certiticate Not M EOINIC 2023001

MEODOH

Product,  Medasone. posder for sofution for injection g Manuthcturing dater 06720025

Pack: 10 vials in o earton box

Batch No: - VO618BE lixpiry date: 0672028
Customer: LD oCPCT BY HON UKRAINE

Label claine Celiraone disodium cquivalent 1o 1g of Ceftriaxone per 1 vial

Batch size: 1824090 vials? 18,249 packs s 10 vials

Repistration cedtificate in Ukiaing: VA o101
ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Powdgr; Almost white or yellowish erystalline powder, | Almostw hite powder
¢ 1 Description slightly hygroscopic Solution: transparent solution | slightly hygroscopic
|\ without visible particles Caonfirms o
¢ . IR spectrum of the drug hould correspond to IR
m spectrum of Cefiriasone sodium
| b, The principal peak in the chromatogram ohtained with | Contorms
¢ | identification test solution has the same retention time as tat of the Conforms
il principal peak in the chromatogram obtained with ref’ Conforns
{ sofution
P——— ¢, It gives the repetion for sodiam salts
a1 Acidity or ull i 6l - 8.0
l'-i Clarity of solution Clear sulution Contorms
d b bl , b o
. - ol more intensely coloured than reference il
Colour of sulution ’ ‘ Conforms
ho§ Water Not more than 110% } 49,04%
¥ N . ) Individual impurity: Not more than 1O Under d
§ Related substances IR A Ny o . s
, Patal impurities: Not more than 3.0 %o | Linder disregarn
93,0-103.0% of the naming quantity o 3
¢ b Assay N ”“‘, I.L A e 07.4%
A 0 02 0-108.0%% of the nominal quantity
1§ Upiformity of dosage wits Complies with EP 2.9.448
Bacleris Not mare tha .08 1L codotoxin i §mgof
i SR——
Particulate Mutter GUD0 o less por contater 1 :
ess per captainer 0

conlim the above mentioned inTormation is trug and correct Lo the best of my knowludge, The wrentioned baeh wis i
 cheched for guality in the above mentioned site in strict aceordance with GMP :
requirements. approved by Jocal repulatory uutharities, and alse snccording to specitivations from the Master File or “triude
license of country-manufacturer of country-importer. if produets were impuorted”, or in Drug Master File for investigational
clion reports, packing and analyyes were revised and complianee with GMP was established. i

Herehy
manutactured (ncluding paicking marking) an

medicinal products, Produ

Oualificd Person.ooo - Date:28,11.2023
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