AEPXKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHUIBCHKIN OBJIACTI

npos. Ceitnuyuoi Hanil, 3, m.Kuig, 02099, ren/paxc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK |
PO SIKiCTH BBE3eHOTO B Y KpaiHy JiKapchKoro 3acoly

29.04.2025 Ne 19327/25/10

MEJOHEHEM, nopoiox Q51 po3uRHy AAa i’ exmii

{uafivenypamua aikapesxore sacoby ariano 3 pecctpaniiiam nocsiguem)
abo indrysiii mo Ir, 1 daaxon 3 nopowkodM y xapronuiit kopobui

((hopma BMRIYCKY, Z03YBAHNE, B ITAKVBAHKA AiKapesroro sacofiy)

Homep peectpariiiroro mocsinuenns UA/11738/01/02 crpox zii peecrpauiiinore noceiauenns 01.01.2099

Cepin nixapeskoro sacoby Ne C107BE KinskicTs BBE3CHOTO AiKkapeskoro 3acoty 384
BupoGmux Memnokemi JIT/I (3aroa C), Kinp
{nafiMedyBanHs BIPpOOHMER MiKapcexaro 3aco0y, KpaiHa NOXOTKWCHIA)
Beezeno B Yxpatuy Chinsle ykpainenLKo-ecTOHCbKe NEZAPHEMCTEO ¥ ¢opmi ToBapucTBa
3 oOmexenow Bignosizansuictio "OnTiMa-@apss, IT", inenr. won:
21642228

{uaiiMenysanng Ta ko 3a. EAPIIOY wpumuydol ocobit abo npispuiye, iM'4, o Satbkaki isHyaol
0cobn - MANpHEMUS, 1T MicUe NPOAHBRHKI T peecTpauifitiii Hosep obnikosol KAPTKY HAATHIKA
HOABTKIR ab0 cepis Ta HOMEp nacnopTa)

fpeToxoa Bisyanbnoro xenrpeio sia 29.04.2025 Ne 1246/23.

34 pesyAnTATAME JICPAABHONO KOHTPOMIO BCTANOBAEHO, IO Aikapekknil 3aci@  eeeseno B Ywpainy a
JOTPHMANHAM punior 3aK0HORABCTREA U100 3a0e3NCUCHHEA AKOCTI RiKapCEKHX 3acebik,

Onera €PEBOMEHKO

(itiigiaaiera opiaEsuie).




MEDOCHEMIE

CEPTH®IKAT SIKOCTI

HMpenapar: MEJOITEHEM, nopoitok ans poswiny ans in’ekuiit abo indysiii o | r

Megorest T/ (3ason C)

2, Mixaes Epacicoc Crpiv

Axuoc Aranacioc tuayet

Yrakopka: § hAakom 3 Bopoikom v kapromniil sopoBui Hara phpodauursar 0172025
Cepin Nt C1O7BE lpwaarsnit a0 0172027
Hoxryneus: «TOB «XPDK «biokony Yrpaiua
Hominwintait paict: | paakon MiCTHTSL MEPOEHeMy TPHRAPATY CKRIBANCHTHO | T MCPOUeHEMY
Possip ccmm 24839 xapronuix mm(}m\
Pecerpaniiine nocsiavenss s Yipainh No UA/L1738/01/02
Hoxazunry Braoru cnegudivaniy Pesyanrary
Onue Kpucraniunuil nopowox sin 6imoro ao ceitne-wostoro | Bianosisae
KOIBOPY.
Posuny npenapara Hae posunnenns npenapary: we Sianiue 4 xsiviig, Bimnosigac
Hposopicrn Ta 3abappiyenicrs posauny: Binnowinae
Onatecuenitin posvimsy He HOBHHAY HEPEBHILYBATH CTAROH
I, inrencupnicrs  safapeaenun  po3wioly  He  noBmiia
nepesuiyraT eraon Ys ado GY..
Mexamivgl BRaoYenise poyany nosuney 6y Ty npakruuso | Bianonizae
BIIBHUM BLL BIVIHMUX MeNaniuHX BKAOYEHD,
Inenridinania BEPX recr Bianosinae
[HY-criexrp Bianosinae
pH 7,3 ~8,3 7.84
Brpara s sacl npu 9,0%-12.0% 9959
BHCYIIYRAHHL
Cynayral gosdimen Ha punyer: Jossoew AL <05 %, 0.090 %
pomiukk B <03 % 0,108 %
iHuiol Helzeuruiropanol sonimmi: < 0,10 %, He puspieno
cyMa gominor: < 0.8 %. f) 197%
Ha repsin npunarnoctl; Qosimxi Ar < 0,8 %, jpoMimen B: <

i

0,6 %, vt ne
JOMILIOR

aenTrpikosanol nominku: ¥ 0,20 %, cyma

1,2 %%,

Kigekicne siaugavcHusn

Ha sunyex: nin 95,0 % ;
HOMIBUTHROIO

o 1050 % yeponeneny pia

01,9 %

Ha repyiv npuaarnocti: 5ig 92,5 % 10 105,0 %

MEPOTICHOMY Biz HOMIBATEHOTO

Oaunopiguicrs Y pianosianocri no €ep.d. 2.9.40 1,6
BO30BABKHN OJUIHHILE
Crepuabuicts fipe 11 WDAT NORUHCH OYTH CTEDIIBHHM Crepiibho

bawrepianpui
CHIOTOKCHIH

He Ginpe 0,125 MO/Mr meponenesmy

0,05 MO/vr

Mexaubinl sRuovenHs
HeBHARM HacTHHKY

e

Lo

Kinbricue srauauenus
HaTpho®

He nposoisos

* HHROHYETLCS a8 KOHHOT [0- cepii
Ll i 3aCBiA9yI0. WO HaneAeHa BHULE THDOPMALIN € Z0CTOBIPHOIO Ta Tounoio. Lo cepino nponyKuil mzm

BUPOOACHO (BRRIOUAIONH NBKY BAHHAMAPKY BRHAR) T2 NPOBEASHO KOWTPOL 1T AKOCT] HA BINnE3asHaue il

AR0BLHOCT] 3 BEMOorams GMP, BOTarOBASHIMI MiCTeBIM PErYHTORHIM OPTaoM, a Takom

endikauii, wo Mictatees y pecerpauiiinomy aoche ado Toprosil aiucuait kpaini-supotuika
KUHO NPOAYKULIC IMToprosano, afo v aocke creuudikaii na npeitapar 2y

¢ o 3ac00y. ITpoTorean supobriurea, akysains ta ananizie Syio neperagsyTo 1o

» GMP,

RO A. Apictiay

¥ ORI

DV m‘n:)ixaiiz eia t’)‘u‘o’f)i’s

o

Jara: 20.02.2
Hlara neperaaay:

023
19.03.20235

‘is 1hidi IL

PIANEHA 3012,
4101 Awmoc Aranacioc, Hisaccon, Kinp
Jinenais womep: 03
HBIT Cepridixar Ne: MEDINJC/202:

|
2

3/001



Medochemie LTD (Factory C)

. 2, Michael Erakleous Street, Agios
E{im Athanassios
) Industrial Area, 4101 Agios Athanassios,
Limassol, Cyprus

Licence number: 032

Certificate No: MEDINJC/2023/001

i
MEBOC

CERTIFICATE OF ANALYSIS

Product: MEDOPENEM. powder for solution for injection/infusion 1G - Manufacturing date: 0172025
Pack: 1 vial in carton
Batch No: CHI7BE Expiry date: 0172027
Customer Name: LTD ~CPC" "BIOCON" UKRAINE
[abel claim: Meropenem lg as Meropenem trihydrate per vial
Batch size: 24.839 carton box

Registration certificate in Ukraine: UA/11738/01/02

ANALYSIS PERFORMED SPECIFICATIONS RESULTS N
Description White to light yellow crystalline powder Contorms
Constituted solution Reconstitution time: Not more than 4 minutes Contorms

. Clarity and colour of reconstituted solution: Not Conforms :

;' more opalescent than Reference Suspension | and not ‘

; more intensively coloured than Reference Solution Ys

" or GY's

; Particulate Matter: On visual inspection essentially

¢ free from foreign matter Conforms

a . HPLC test Conforms :

|| ldentification IR spectr Py — ;

pectrum onforms :

T 7383 I T8 T

1 Loss on drying 9.0% - 12.0% 9.93% |

d Release: Impurity A: NMT 0.5% 0.000% ,

Impurity 3: NMT 0.3% 0. 108% :

p Any unspecified impurity: NMT 0.10% Not detected :

h Total impurities: NMT 0.8% 0.197% ;

L Shelf life: Impurity A: NMT 0.8% %’

;3 Impurity B: NMT 0.6%

P Any unspecilied impurity: NMT 0.20% ;

; A | Total impuritics: NMT 1,2%

| Release: Not less than 95.0% and not more than 105.0% |

; Assay o‘f'thc“ I'a.hclcd amount of Mm;opencm (01.9%

= Shelf lite: : Not less than 92.5% and not more than !

103.0% of the labeled amount of Meropenem

Uniformity of dosage units | Complies with EP 2,040 ‘ 1.6

Sterility Sterile » Sterile ;

Bacterial endotoxins Not more than 0.125 1U/mg Meropenem ’ <005 Wmg

Particulate matter 210pm particles: not more than 6000 per gram 31

i Sub visible particles >251um particles: not more than 600 per gram 0

% Sodium content* 6.0%-7.4% NT ;

* The test is performed on each 10" batch

Hereby | confirm the above mentioned information is complete and accurate. The bateh was manulactured  (including
packing/marking) and inspected for quality in the above mentioned site in strict correspondence to GMP requirements, established
by regulatory authorities and also in accordance with specilications included into the Master File or trade licence of
manulacturing or importing country, if the products are imported, or in the Drag Master File for drag for an investigation
medicinal product. Reports on production, packing and analyses were reviewed and the correspondence with GMI established.

py Qualified Person.....o..... J\D\({Xﬁfﬁg‘* ........... A Aristidou Date: 20.02.2025
4 Revision date: 19.03.2025
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