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

10.03.2026 Ne 10378/26/10

MEJOKJIAB®

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
NOPOLIOK /ISt 0paibHOi cycnen3ii, 400 Mr/57 mr B S mu; 1 1akoH 3 NOpOIIKOM ISt
npurotryBanus 70 Ml cycnensii y KOMILIEKTI 3 103YI0YHM IINPHIEM Y KAPTOHHIii kopoOui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpaniitnoro nocsigaerns UA/18207/01/01 ctpoxk nii peectpauiitnoro noceinuenns 20.07.2026

Cepis nikapcskoro 3acoby Ne P9GOS0 Kinekicts BBe3eHOro sikapeskoro 3acoby 336
Bupo6uuk Menokemi Jlimitea, Kinp
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Ykpainy CriibHe yKpaiHCbKO-eCTOHChKe MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, imM'a, 1o 6aTekoBi (izHyHOT
ocobw - minpremns, i Micie NpoKHUBaHHS Ta peecTpaniiiHuii Homep 00IiKoBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 05.03.2026 Ne 0584/8.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

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




Menokenmi Jlimiten
N Axuoc Atanaccioc luaycrpiansha 3oua,
( Snety 48, Jlimaccon, 4101, Kinp

|| LS’ HBIT Ceprudixar No: MEDORALB/2022/01
MEDOCHEMIE Jlineusis nomep: 032
CEPTH®IKAT SIKOCTI
Mpenapar: MEJIOKJIAB®, nopouiok Ans opansHoi cycnensii, 400 Mr/57 mr B 5Mn
Cepin Ne: PO9G050 Jlata supobnuurea: 07/2025
Mokyneus: «TOB «XDK «biokon» Ykpaita [punaTHuit 10: 07/2027

Poamip cepii: 11508 kapTorHux k0pobok
Howminanslnit BMicT: 5 M cycrensii MicTaTs amokcHuuniny (y dopMi amoKCHLMIIHY TPUFIAPATY) 400 Mr i kucnoTH
knasyaanosoi (y popmi kanio kraBynaHarty) 57 mr

Ynakoska: | (p1akOH 3 NOPOWIKOM J1A NPUTOTY BAHHA 70 Mt cycnensii Y KOMIUIEKTI 3 A03YI0NHM LIMPHUEM Y KapTOHHik

xopobui
Peectpauiiing NOCBiAUCHHS: UA/18207/01/01
TloxazHuKy Bumorn cneundgirauii Pe3ynbraru
Onuc opomox: Ginuii abo malixe Ginuii, cuny'init nOpOUIOK. Binnoginae
Cycnensig: 6ina aGo majixe Gina cycnensis 3 XapakTEPHUM 3aNAXOM. Bianosigac
Cepesia Bara 15+ 3% (14,55 - 15,45 1) 15,00 ¢
Yac BIAHOBNCHHS Yac cTpylyBanHs fUIA BilHOBICHHA NOPOLIKY HE MOBHHCH nepesuutysati | Bianosinae
1 XBUIHHY.
PeaucnepryemicTs Byap-ski  ocinmi  TBEpAi  YTBOpEHEA mopwimi  penucnieprypatics | Bianosizac
cTpywyBansaM 3a 30 CeKyHAL.
Ipentudikamia  akrusunx | 1 THIX Tect Bianosinae
iHrpeaieHTin 2. BEPX tecr Bianosizac
Oanopinnicts Macu 103, axi | He Ginbue 2 {HAMBILyaNbHUX MAC 3 BiIXHJICHHAM Bix cepemnboi macu | inpui 0,5mn: D+3.6%
BHTATYIOTBCS 3 Ginpwe 10,0% i i omuiei 1034 3 BIAXHICHHAM 20,0%. D-3.8%
6araTon030BUX 10ma: D+0.8% D-1.9%
kouteitnepis (0,5ma i 10m11) Jloxka: Sun D+1.8% D-
0.8%
Buict Boau He 6inbme Hix 10,0% 717 %
pH Bin 4.0 1o 7,0 (po3umi, 10 MICTHTE eKBIBAJCHTHY 2.5% m/o6 kinbkicts | 6,30

AMOKCHLIMJTIHY )

TMonimep knasynamary i | He Oinpme Hi’k 5% M/M (DO3PAaxyHOK MO BiAHOWEHHIO [0 smicty | 0,392 %

it (IOOPECLEHTHI | KAABYIAHOBOT KMCIOTH)
JOMilIKH
CynyThi JoMilKn] JLoMilli Ky aMOKCUUMIIHY . A: He susBneno
Tlomimka A: He Ginbe 1,0% B: He uasieHo
Jlomimxa B: He Ginbwe 1,0% C: He BuABACHO
Jlomimka C: ne Ginpuwe 1,0% D: 0,068%
Jlomimka D: xe Ginbme 1,0% E: 0,066%
Jlomimka E: ue 6invwe 1,0% F: He usneno
Jlomiwka F: e 6inpume 1,0% G: He BusiBnieHo
Jlomiwxa G: ue Ginsue 1,0% H: He BusaBaeno
Jlomimka H: ne 6inswe {,0% I: He suspiaeno
Tlomimxa [: ue Ginsuwe 1,0% J: Huwxue simity
Tlomiwka J: ne Ginswe 1,0%
JoMitlKu KJIaBY naHOBOT KUCTOTH: D: He BusiBiieno
Jlomimka D; ne 6inewe 1,0% G: He susiBnexo
Jlomimka G: He Ginbue 1,0% Byas sxa inwa: Hwkae
Byt kol iHwof HeBiloMOT JOMIKN: e Ginbwe 0,2% niMiTy
Cyma goMimok: e Ginvwe 3.0% Cyma: 0,134%
KinbkicHe BU3HAYEHHA 95,0%-105,0% Bin yxasauof KiIbKOCTI aMOKCHHMIIHY 1 KITaByaHOBOI Amoxc.: 104,8%
KHUCIOTH Knasyn k-ta: 104,1%
MixpoGionoriuuuii Saranbua KUbKIcTs aepobHux MikpoopraHismis: He Ginbure 102 KYO/r <10 KYO/r
KOHTpONL* Jaranbia KibKICTh APiKAKEBHX Ta IicHABHX rpubin: He Oinbiue 10! <10 KYO/r
KYO/r Binnosinae
E. Coli: BigcyTHiB I r J

# Tect nposoauTbea KokHy 10 cepito abo KOXCHI 6 MICALIB, B 3aN€KHOCTI BifL TOTO, LLO HACTAHE pasime.

Llum 7 3acsiguyio, WO HaBeJlCHa Buwe indopmauis € LOCTOBIPHOIO Ta TOUHOIO. Lo cepito nponykuii 6yno supoGacko (BKnioual0 U4

naKyBaHHs/MapKyBaHHs) TA NPOBEACHO KOHTPONb fi 9KOCTI Ha BHMI{E3A3HANCHIA AINbHALI y MOBHIH pignosignocti 3 sumoramu GMP,

BCTAHOBACHHMA MICLECBUM PEryIATOPHUM OPraHOM, a TaKOX BIANOBIAHO 710 CreHM(iKaLiif, Wo MicTATHCA Y peectpauiiinomy nocse abo

Toprosiil AiueHsii kpainu-BupoGHHKa a6o kpaiHu-iMnopTepa, AKILO NponyKuito iMiopToBaio, abo y Aocse cneunixauii va npenapar

AN ROCAIAXYBaHOrO Nikapcskoro 3acofy. Ilporokosu pHPOGHHUTBA, NAKyBalHA Ta ananizis 6yjio neperasHyTo Ta BCTAHOBACHO

pignosinuicts GMP.

TIpoTecTOBAHO TA 3ATBEPANEHO BIANIOBIAHO 70 AiIONOT BepCii METOAIB ananisy Amokcruunniny-KnapyianoBoi KHCIOTH

* TecT npoBoANTLCA KOXKRY 10 cepilo abo KOYHI 6 MicALIB, B 3aJIEAHOCTI Bifl TOTO, 1110 HACTAHE pauiue »
Y nosHoBakeHa 0coba... ... ... ... lxaliranew Benkarecau Jlata: 06.08.2025

oo & s £30 vl 08 A8



MEDOCHEMIE Medochemie Limited
Agios Athanassios Indusirial Area.
lapetou 48, Limassol | 4101
Cyprus
GMP Certificate No: MEDORALB/2022/01
License number: 032

CERTIFICATE OF ANALYSIS

Manul, Date; 0772028
Expiny date: 072037

Produet: Medoclay 400m Sl Poveder for Oral Suspension

Batch No: POGOS0

Customer e LD CPCT BIOCON HIRRAINE

Baich size:] 1308 cartons

Label claim: Amoxsicillin wibydrate equivalent v 400mg of Amosicillin per 3mband Potassinm clavilanate
cquivalent Lo S7mg of Clavulanic acid per Sml

Pack: 1 bottie for 70 ml of the sus

pension with measuring syringe in carton bux

Regislration certiticate in Ukraine: TASI8207/01/01

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Dy powder: White to off-white free Howing N
. ? Confouns
Appuaranee el
R Reconstituted suspension: White to off white suspension, -
. P Conforms
with characieristic odour
Average weight 15p & 3% (1-0,35g ~ 15.430) 15.00¢
Reeonstitution time The pinwder is reconstituted by shaking for nat more than 1 min Conforms
s s Any settled salids are vedispersed by shaking for not more than 30 e
Redispersibility 4 = Conforms
It y seeonds
- o FOTLC tewt ~an s
h fdentification of active sabstancey . ("“m.mmb
R 2L fest Conforms
nL . ! S csEiad T Syringe: 0.5ml: 1)43.6%0.1-3.8¢
21 Uniformity of weight of Not more than 2 of the individual masses deviate from the average ATHges Dotk e
! delivered do ‘u‘c()k"!ml & 1omb | mass by more than 10.0% and none deviates by more than 20 0 foml: 0 S wlp-1. 200
S 508 (0.5 : ass by more thi RUTE s deviates ¢ than 20 < 5 :
ef = ) £ N AN ¢ deviites by more ¢ Spoon: 3ml 418" 0 D-0.8%

AL Waler content

Nuot rore thin 10,0

YA

ph 4.0 7.0 (solution containing the cyuivalent of 2.5%0 w/v amosicillin .30
a1 Clavulanate polymer and other | Notmore thun 3% wiv 1ealeulated with respeet to the content of 0,390,
N fluarescent impuritics clavulunic acid) T
d Awonicillin impurities;
Impurity A NMT L% ANND
p Impurity 3: NMT 1O0% [3: Nty
h Impurity Co NMT 1L0% CiND
@ Impurity D: NMT 1.0% 1 0.068%
B Imprity AT 1.0% e 0.066%%
i Imparits MT L0 [T ND
ST —— Tmpurity MY LO% G ND
X Rekiled siemies lmisuril_\' e NMT 109 H: ND
] Impurity ’ LLND
Tynpurity J: I
Clavalanic acid impueilics;
Impurity DNMT 1.0% [y ND
ity G NMT L% G:ND

Any_ather unknown impurity, NMT0.2%
ot impurities NMT 3.0%

Any other: UDEL
Fotal: 0,134%

AsN0y

93 .0%6-103.0% of the lahetled amounts of Amoxicillin and
Clavulanic acid

Arox: L8
Clay: 104,10

Microhiologival control®

Total Acrobic Microbial Count: NMT HF e fudy
Total Combined Yeasts/Mould Count: NMT 10F by
{s.caliz Absent from 1y

<10 efwe
B (LR WY
Contorms

*Test performed every 6 months or every 10th batch, whichever comes tirst
FHereby 1 contin the above mentioned information is complete and aveurate. The bateh was manuficnured tincluding pucking narking) and inspected tor quality in the
above mentioned site in sirict cotrespondence to GMIP requiraments, established by regulatory authorities and alsa in accordaoce with specilications included into the

Master File or trade license of munufactughg ar ippnsting eountey, if the products ate imported, or in the Drg Master File Jor drug for an inves
werereviewed and the correspondence with GMP establishued.

Reports on production, pack ing sk anal

gation medicinal product.

Qualified Person; .7,

o

....... Jaiganesh Venkatesan

Date: 06.08.2025




HEPJKABHA CJIYKEBA 3 JIIKAPCBKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHLKIA OBJACTI

npoB. Ceitamauol Hanil, 3, m.Knis, 02099, ten/daxc: (044) 576-40-11
E-mail: dls.ko@dls.gov.ua, Kon EIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOIO B YKpaiHy JNiKapchKoro 3aco6y

26.06.2025 Ne 29724/25/10

MEJOKJIAB®

{nafiveriyBamiss 3iKapesxrOTo 3acoby IriAHO 3 peecTpaniiixin: ROCBLTYCHIAM)
IOPOILOK Aast opankHoi cyenensii, 400 Mr/57 mr B'S ma; 1 durakon 3 nopoikoy ang
NPHIOTYBANIA 70 M CyCHeH3il y KOMILUIEKTI 3 A03YI0YHM UMIPHUEM Y KAPTOHHI Kopobui

(hopma aunyexy, D03yBaHIA, BN MAKYRAINS SIKAPCEROTO 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/18207/01/01 crpok aii pecerpauiiinoro noceifrenns 20.07.2026

Cepis nikapeskoro sacofy Ne POAD02 KinskicTh sBesenoro sikapesiore sacoby 210
Bupo6hik Menoxkemi Jlimiten, Kinp
{naiisenysansa supoGhnka jikapebkore sacofly, kpafia NOXOKeRHS)
Baescro B Yrpaiay CrinnHe yRpaiilcb KO-eCTOHChKE TANPHEMCTRO ¥ (opati ToBapucTRa
3 obmesxenoro pignosinanuuicro " Ontisa-®apy, JTH", inenr. xoa:
21642228

{naiimenysanns va xop 3a €/IPTIOY woprananoel vealin abo npissiue, iv'a, 1o Garsxas izsnusol
ecobn - nigrpuesits, i Miche NpoxIrBaNEA Ta peecTpanifiHii H#onep obaikeBol KapTKI AATHIKR
moaatkie abo cepis T& Homep nACNOpTA)

fIpotoren sizyaasuoro konrpomw six 24.06,2025 N 1924/18.

34 pesynsTaramy  HEpHABHOO KOMTPONIO BCTAHOBIEHO, IO mikapeeianii  3aciG  sBeseno B Yipainy 1
AOTPHMAHHAM BHMOr 31XCHOAABCTEA MIOAO 3a0CINCUCHES HKOCT siixapcr,xux sacobis.

Qunera EPLOMEHKO

{ciansuc) (iminiann Ta npizesue)




1

SR
WMEDOCHEMIE

Memoxeni JiimiTen

Amxuoc ATanaccioc {njycrpiaisua 301a,
Sinety 48, Jlimaccoi, 4101, Kiup

HRIT Ceprudiat Ne: MEDORALI/2022/01
Hiuesain nosep: 032

CEPTH®IKAT SIKOCTI

[Ipenapat: MEJIOKIIAB®, nopOiox Juii opanbHOT cycnesii, 400 Mr/37 M 3 MA

Cepia Ne: PIA0D2

[Tokyneus:

«TOB «X®IK «Biokow» Yxpaina

Jixra supoOHHLTRR: 0172025
T'punaruuii 10! 01/2027

Posmip cepil: 15612 ynakonox

Hontinanbiiti pyict: 5 M cycnelizii MicTsT AMOKCH iRy (v (hopai amoxe auainy TPRTIIPATY) 40

0 M | KMCJIOTH

knaByranonoi (¥ Qropsti xanito gasyaauary) 57 Mr

Vakonra: 1 Qraxoll 3 NOPOUIKOM JUSS TIPUEOTY BAHHS 70 s cycncmi‘f ¥ Komnnclcri 3 I03YIOUHM FUAPHUCH Y 'n‘aprom-(iﬁ
xopodity
Peecrpatiiite nocpiaents: UA/ 18207/01/01 3 i
TlokasnK __ Bumors crieundirauit . | Pesyaerarun
Onuc [Topourox: Ginnit aGo vasike Ginui, CUNyYHi OpOLIOK. Bianoeinac
Cvenengis: Sing abo Maibxe Gina CyCIIeH3is 3 XapaKTCPHIM 3ANANOM. Bignonifac
Cepejuiisl Bara 15 r%3% (1455 - 1545 ¢ 15,061 .
Uac slaHoORACHIA Ul crpytuypatiin Uit BUHOBICHHA OpOLIXY HC TIOBHICH TICPCBUINY BATH Binnosinae
1 XBHIHHY.
PepHCnepryeMicth Byab-aki  ocini rnepili  YTBODCHHA HOBMHHI  PEUMCTIEPTYRATHCA Binnosinae
CTPYLIYBAHHAM 32 30 cexy il o .
lyeutHpikanis  AKTHBIMX 1. TIIX reer Bianosisae
jurpeilicHTiB 2. BEPX Tecr Biavonigac .

OnuOpIAAICTD MacH 103, aki
BUTATYIOTHCH 3
GaraToao3onMx
xonreiiuepis (0,3xn i 10M1)

ﬁ—.‘:ﬂc’l‘ ROAN
pH

e ———
Ionisep  XnapyJjanary i
i (pmoopecUeuTIH
BOMIUIKY e
CynyTii JOMILKH

Kiapkicie Br3Haqeis

MikpoGionorivinit
KOHTPOILY

# 'ecT NpoOBOAMTLCH KOKHY 1

v % 3acBiAUYI0, WO JABEACHE puiwe indopsadis ¢ HOCTOBIPH

naKynm11-m/mp1<ynmnm) Ta [POBCALHD KOHTPOb  AKOCTI 114 BHIICIABHANEUIH aiavauwl y nonuii BUINOBIAHOCTI 3 BY
RCTAHOBACHHMM MICLICBIM PEryJIHTOPHHM oprauom, a Takox BinnoBinLO 1O crctvdirauii,
Toprosifi AiucHsil Kpaiiu-BHPOOHKKA aB0 xpainu-iMnopTepa,
Kkapenkoro 3acoly: )

s AOCHLUKYBAHOTO R
© pinnosigHicts GMP.

Vnosnonakena 0coba..

S
o Ginblie 2 [HAMBIAYasLIHX MAc 3 SLIXHACHIAM Bij CCPEMILOT MACH
Ginbme 10,0% i ni OIHIET 03M 3 BIAXHACHUSM 20,0%.

s 0,560 D+7.1%
D-8.7%

10 D+0.8% D-0.9%
Floska: s D+5.3% D-
5.6%

He Gimwe nis 10,0%
Big 4.0 no 7,0 (posuk,
AMOKCHLULNIILY)

He Ginpwe nik 5% MM (po3paxyHOK
KAABY AAHOBOT KHCOTH)

110 MICTHTL CKBIBAJGITHY 2,5% M/06 KiNbKiCTh

[
1o BimMoweue Ao maicry | 0,425 %

__,___——.__.__,._.,———w,__._.,m_._——-‘y.__,_amm..._——,.

R —
TIOMILUKH AMOKCHUHITHY.
Jlomimka Al ue Ginswe 1,0%
Jomimka B: He Ginsine 1,0%
Josmiwka C: ne Sinvne 1,0%
Donsinika Dt ne oinnwe 1,0%
Jlonimxa E: e Gismsiue 1,0%
Tosika FrHS Ginnine 1,0%
Jlonimka G ve Glabuie 1,0%
Jonika H: ne Ginsue 1,0%
Jlowmiwka i He Binpute 1,0%
Jlomiwka J: ne Gusise 1,0%
Toninixe KNaByaaoBoi KUCAOTI:
Jlomika D e Ginswe 1,0%
Jomiutka G: He Siavwe 1,0%

A: He sussneno |
3: ble BHsABICHO
C: He pustnieno
D: 0,031%

E: Hinue saimity
F: He sussieno
G: te BusBaCcHO
H: He sussietio
1 e sUaBACHO
11 0,064%

D: He susnneHo
G He Busnieno
By ska fnma: Hipkue

Gy, sucoi inuol neninomol noyinuku: Ke Giabe 0.2% AimiTy
Cynma goMinox: e Siiblng 3.0% Cyma: 0,113% ]
93,0%-1035,0% Bia ykazauol KINLROCT] aMOKCHUMATIY i KJABY RAHOBOT Anoxe.: 104,4%

KMCAOTH Knasys x-ra: 1 04,2%

[ ——
Sarafbaa KinbKicts acpobinx wikpoopranizmin: He Giapwe 102 KYO/
3aranbia KiALKICTs APUKIKCHHR T2 ricuspix rpudin: He Sinsuic !
KyOrr
E. Coli: Bijcyrnis I r

0 cepito abo koskui 6 MicaliB, B JaNexIOCTi BLA TOFO, O nacrane paniiue.

oto Ta Toutoio. Lo cepiio npoy KUt 6yno prpodneno (BKIOUAIOUH

sorany GMP,

1110 MICTATBCA Y PEECTPALLifHOMY JOChC abo

HKLIO TPOAYKLIIO IMIIOPTOBAHO, al0 y JOCLE cricunpixailii Ha npenapat

LIporoxont BHPOBHKALTEY, TIAKYBAHHS o anaizin Gyno TEpEriAuyro 1a BCTAHOBJICHO

<10 KYO/r
B3i;008i1ac

Jip. M.Mapkoy Hara: 20.02.2025

Jlara neperiiay 19.03.2025

By w257 EE



Product: Medoclay 400mg/37mg/Sml Powder tor Oral Suspension

Batch No: POAOG2

Medochemie Limited

Agios Athanassios Industrial Area,

lapetou 48, Limassol . 4 101

CERTIFICATE OF ANALYSIS

Cyprus

GMP Certificate No: MEDORALB/2022/01

License number: 032

NManull Date: 0172023

Expiry dater 0172027

Customer pame: 11D ~CPCT BIOCON URKRAINE

Batch size: 15,612 cartons

1abel claim: Amoxicillin trihydrate equivatent to 400mg of Amoxicillin per Sml

and Polassium clavulanate

equivalent o 57mg of Clavulanic acid pee Smi

Pack:

hotile for 70 mi of the suspension il measuring syringe in cirton box

Registration certilivate in Ukraine: UA/LB0701/01

Uniformity of weightof
delivered doses (0.3m] & 10mh

Not more than 2 of the individual masses deviate Trom the average
mass by more than 10.0% and none deviates by more than 20.0%

i - e - . . -
| ANALYSIS PERFORMED | __SPECIFICATIONS RESULTS
Dry powder: White to off=white free Howing N
gl Conforms
Appearance ; . P o ;
Reconstituted suspension: White w ofl white suspension. s
; . Conforms
T S —————— with charucteristic odour
Average weight fig s 3% (1455 1545 15008
Reconstitution time The powder is reconstituted by shaking for notmore than | min Conforms
ki Any settled solids wre redispersed by shaking for not more than 30 el
Rudispersibility il Conforms
: Pr— R fO1LC test anfors
b Hdentitication of active substanues . (:(vx\l.(sn)xs
¢ 2T test Contarms
n Syrit ml; D+7.10.0-8.7%

10mi: DH0.820.0-0.9%

4L Water content

Not more than 10.0%

691%

1070 (solution containing the equivalent of 2.3% wiv amo

citting

¢ Related substanees

Nof inore than 390 se'w (caleutated with respeet o the content ol
clavulanic acid)
npurit

Amaoxicill ritics:
frpurity A NME LO%
Impurity B: NMT LO%
Impurity C: NMT 1.0%
fnpurity D2 NMT 1.0%
Impurity L2 NMT 10%
fmpurity 12 NME LO%
Impurity G: NMT 10%
trnpurity T NMT LO%
Tmpurity 1D NMIELO%a

Fmpurity Jo NMT LO%

tmpurity 1
fmpurity Gr NMT 1L.0%

Anv other unknown impurity: N 0.2%
Total impurities: NMT 3.0%

0.425%

AND

1: ND
C:ND

1) 00517
15 Uil
FoND

G ND

H: ND
N
10064
D

(oD

Any other: UDI
Total: 0. 115%

Assiy

U35 (0 0- 105,07 0 of the Tabelled amounts of Amaxicitiin and
Clavulanic acid

Total Acmhin: Miumhii\l (k."(kwkukn‘l‘: ‘\;M'blk'k'km:. o fadg

also m

N

. Qualified Person: ...

} g g Lol Combined Yeasts Mould Count: M1 1o} e fudly
Microbiological control* : s . ! ’

i | bLeolis Absent from ig

b Test performed every 6 months or evers 10 bateh, whichever comes first

H < - T 3 . .

i Y lereby [eonfion the abuve mentioned infoanation s camplete and aceutide, Phe batch was minntactueed tmetuding pe
! above mentioned site 10 siict cormespondence o GME requirements, estiblishied by regutatony authoritivs aod

i Master File or trade Heerse of monuactiring o importing country. if the products are irmported. or in the Doag Master

g Reports on production, pucking and analyses were reviewed and the corcespandence sith GNP estiblished.

. De.M.Markou

whing/marking) and g
cordance with specifivatines includued mto 5
file tor drug for wnvestigation redhicinal prodoet

Amox: 044"
Clay: (04.2%

10 ¢.tufp
1O c i/

i Uonforms

edd for guatity in the

Date: 20.02.2025

Revision date:19.03.2025




Menokemi Jlimirei
Axunoc Aranaccioc IntycrpiansHa 3ona,
SInery 48, Jlimaccon, 4101, Kiup

HBIT Ceprudikar Ne: MEDORALB/2022/01

MEDOCHEMIE Jhiuensis womep: 032
CEPTHOIKAT SIKOCTI
penapar: MEJIOKJIAB®, nopowok ans opansHoi cycnensii, 400 Mr/37 mr s 5 Ma
Cepin Ne: P9A003 Jara supoGuuursa: 01/2025
Ttokyneus: «TOB «X®PK «Biokon» Ykpaina [Npunarunit go: 0172027

Po3mip cepii: 5896 ynakosok

Hominansunht sumict: 5 Mt cycnensii mictaTh amokcHwutiny (y dopmi amokcuumniny Tpurinpary) 400 Mri kucnors
knasysiaHoBoi (y (opMi kaniio kiapynanary) 57 mMr

Ynakonka: | ¢uaxos 3 nopowkom Aas npuroTtysants 70 M cycliensii y KOMINEKT 3 103YIOUNM LIITPHIEM Y KaPTOHHIH

xopoGui
Peecrpaugiine nocsinuennsn: UA/18207/01/01
Toka3sruku Bumorn cneundikauif PesyabTaTi
Onuc IMopowox: Ginuit abo madixe 6inuid, cunyuuii nopoLwok. Biariosinac
Cycnensia: 6ina abo Malbxe 0ina cycrnensis 3 XxapakTepHUM 3al1axoM., Bianosinae
Cepentig Bara 15 r+3% (14,55 r— 15,45 1) 1493 r
Yac BiaHOBNEHHS Yac cTpyluyBaHHS 178 BIAHOBICHHSA NOPOLIKY HE TIOBHHEH NepeBriysatH | Bianosinac
1 XBUIMHY.
Peaucrepryemicrs Byab-ski  ocini  TBepai  yrsopenHs  nosBWHHI  peaucrneprysarucs | Bianosizae
CTpyuryBaHisM 32 30 CeKyHA,
lneHrudikauis  akrtusuux | 1. TIUX recr Bixnosinuc
HHPEAICHTIB 2. BEPX recr Bianosinac
Onnopianicrs MacH no3, siki | He Ginbie 2 inaueinyaneHux Mac 3 plaxuneHHsm Bia cepennboi macw | Wlapuig: 0,5mn: D+7.8%
BUTHIYIOTHCS 3 Ginsuwe 10,0% i vi oaxiel 1o3u 3 BiaxuwieHHsM 20,0%. D-5.8%
0araroA0308HX 10mn: D+1.3% D-2.2%
xoureinepin (0,5mn i 10mn) Jloxka: Sman D+4.6% D-
4.2%
Bmicr soau He 6inswme Hix 10,0% 6,44 %
pH Bin 4,0 no 7,0 (posuun, uto Micruth cksisaneHrny 2,5% M/06 kinskicts | 6,25
AMOKCHUHIIIHY)
llonimep  knasynanary i | He Ginmbwe Hik 5% m/M (pospaxynok no sinnouichmo a0 wmicty | 0,327 %
Wi ¢GNOOPECUEHTH | K/aBylaHOBOT KUCOTH)
JIOMILUIKH
CynyToi ZOMiLIKKH OMiILKH aMOKCHUKMIRY; A: He sBusiBacuo
Homiwka A: He Ginsie 1,0% B: He sussiieHo
Homiwka B: e 6invwe 1,0% C: He Buasieho
Joumiwka C: 1e 6inpue 1,0% D: 0,054%
Jomimka D: ne Ginswie 1,0% E: 0,057%
Homiwka E: ue Ginswe 1,0% " He nuanncuno
Jlomimka F: ue 6inpwe 1,0% G: He nusisaeno
Homiwka G: se iabiue 1,0% H: He amasaeno
Homiwxka H: re Ginswe 1,0% 1: He BusiBneHo
Homiwxka I: we 6inviue 1,0% J: Hueue nimiry
Jomiwka J: ne Ginbine 1,0%
JoMitKy KnaByaHOBOT KHCAOTH: D: He sussicno
Homiwka D: ue Ginsiae 1,0% G: He BussicHo
Jomiika G: se Ginbie 1,0% ~ Byas sxa inua: Hiicue
Byab saxol inwol Hesizomol aomitmku: He Ginsie 0.2% niMiry
Cyma fomituok: He Ginbuie 3.0% Cyma: 0,111%
Kisnkicne Bu3HaueHHs 95,0%-105,0% Bin ykasanoi kinbkocTi aMOKCHUMNIHY i kJiaBy naHOBOY Amokc.: 103,7%
KKHCIIOTH Knasyi k-ra: 104,4%
Mikpobionoriunuii Saraisna Kinpkicrs aepobuux MikpooprauisMis: He 6inswme 102 KYO/r <10 KYyO/r
KoHTpone* 3aranbHa KinbKicTs APIKIKEBUX T4 nnicHasuX rpubis; He Ginbuwe 10} <10 KYO/r
KYO/r Biznosinac
E. Coli: Bixcyrnis 1 r .

# Teer NPOBOIMTECA KOXKHY 10 cepito a6o kodxcHi 6 MicsLLIB, B 3AIEKHOCT] BiXt TOrO, WO HACTAHE paHiLic.
Llum 5 3acsinuylo, wo HaBeaeHa BIE iHdopmMallis € Z0cTOBIPROW Ta TouHOM. Llio cepiio npoaykuii 6yso Bupo6aeno (Bkiouaiodm
NaKyBanHA/MAPKYBAHHS) Ta MPOBEACHO KOHTPOJIL 1T AKOCTI MA BHUIE3A3HAuEHiR AiNbHULI Y nosuilt BianosinHocTi 3 BumMoramu GMP.
BCTAROBJICHUMH MICLIEBUM PETYNATOPHIM OPTaHOM, a TAKOX BiMOBILHO 10 cneumbikduiﬁ IO MICTATBCA Y peecTpauifiHoMy Aoche ado
TOProBif fiueHsii Kpamwmpoﬁmm 400 Kpainn-iMnoprepa, SKIO NPOAYKII0 IMIOpTOBaHO, ab0 y nocke crieundikauiii ua ripenapar
14 nocmn»\yaaﬂora mxapcmoro saco()y lpoTtokonu BUpPOOHMUTBA, NAKyBaHHA Ta anatizip Gyn0 TEPerfgHYTO Ta BCTAHOBACIHO
sianosinicrs GMP. .
TlporecroBano Ta 3aTBep/uKCHO BIANOBIXHO no liouoi BCpCll MCTO/LiB aHalli3y AMOKCHUKMIIHY-KnaBy1aHoBoT KMCROTH
* Teer npopoauTses koxHy 10 ccpuo abo ko¥Hi 6 MicauiB, B 3AIEKHOCTI Bl TOrO, WO HACTANE paHilie

YNOBHOBAKEHA OCOBH. .. .......... v et G Ap. MdMapkoy Hara: 20.02.2025

: ’ Hara nepernsiay: 19.03.2025




I)

roduct: Medoctay 3

i S
REDOLHERIE

Batch No: POAON3

¢

ustomer nagne: ETHD ~CPCT

Batch size: 3.896 cartons
Fabel claim: Amoxicitlin trihydrate equivalent to 400mg of Amoxicillin per 3mland Potassium clavufanate
equivalent to 37mg of Clavalunic acid per Sml

Pack: | bottle for 70 mi ot the suspension with measuring syringe in carton hox

Repistration certificate in Ukraine: UA/IS2074

Wmg/STmg/Sml Powder for Oral Suspension

Medochemie Limited

Agios Athanassios Industrial Area,

lapetou 48, Limassol, 4101

CERTIFICATE OF ANALYSIS

Manuf. Date:

“BIOCON UKRAINE

A

Cyprus

GMP Certificate No: MEDORALB/2022/01

License number: 032

0172025
Fixpiry date: 012027

ANALYSIS PERFORMED | _SPECIFICATIONS _ _RESULTS
Doy powder White to off=white free ﬂm\mg e
. Conforms
Arcirdice powder
Ap Reconstituted suspension: White to oftwhite suspension, A e,
G Conforms
haracteristic odour
/'\umgu \xu"ht 14.93g
iution time Hu. pn\ui\.r is Mum(llu(ui by shuaking tor not more (h.m 1 min Conforms
T /\m \L“lLd solids are redispersed by shaking {for not more than 30 S o Flececcens
Redispersibility Contorms
e e <iihe l R (« test Canforms
Identification ot active substances A
2 HPLC test Conforms
Syringe: 0.5ml D+7.8%6,1-3.8%

Unitormity of weight of

Not more than 2 of the individual masses deviate from the average

fOmil: [H1.395,1)-2.2%

Assay

Micrahinlogical cantrof*

Total impuriti

Any other unknown impuritv: NMT 0.2
st NMT 3,00 o
95.0%- 1050 of the Iahd!u] ammml\ n( '\mn\xu[hn .md

U walianic d(ld

Total Ac rolm r\huolmt ¢ mml NMT 10% efu. /g,
Tol Combined Yeasts/Mould Count: N6 10" e.fudg

4 wh Absent tmm ll.

IC debivered doses (().Snﬂ LTQ H)ml) mitss by more than 10.0% and none deviates by more than 20.0% Spoon; Sml D+4,6061-4.22
4w ater content Nm more than 10.0% 6.44%
l ) pll ‘_‘l () 70 (L.ulmmn ummmmg the u;mmkm nl 2 .’u Wiy dnm\ml[m) -
" al € Tavulanate ml\rm.r and other | Notmore than 596 wihy (caleulated with respect o the content of 03279,
o uoreseent impurities clavulunic acid) R
d Amoxicillin impuritics:
Impurity A: NAMT 1.0¢ AND
p Tmpurity 132 NMU 0% 13:ND
h tmpurity C: NMT 1.0% C:ND
¥ tmpurity D NMT 1L.0% D 0.0349,
i Tpurity E: NMT 1.0% E: 0.0570,
i Impurity Fr NMT 1.0% IoND
; isce. s e e frapurity G: NMT 1.0% G ND
o Refated substinues fmpurity 11: NMT 1.0% (1 ND
| Impurity B NMT 1L.0% l:ND
tmpurity B NMT 1LO% B UDL
Clavulanic acid immlrilics;
Toaptirity 10 NMT 1.0%, {3 ND
Fapurity G: NMT 100 G ND

Any other: HDL
Total: 0.1 11%

Cha

Amox:103.7%
104,40,

S0 e lwp
S0 el
Conlorms

* Test performed eveey 6 mnnihs oreveny 10t batch, whichever comes Hrst
Hereby | eontirm the above mentioned information i complete and aceursite: The bateh was manufictured (including packing/marking) ind inspeeted for quality in the
above mentioned sile i sirict corespondence o GME requirements, established by regoksory authorities and also in aceordanee swith specifications included into the

o Manster Fite or trade license of manuficturing or importiog cowtey. i the products ive impored. or in the Drug Master File tor drug for an investigation sedicinal product.
i Reports on production. paching and: reviewed and the correspondence sith GMP established,

Date: 20.02.2025
Revision date:19.03.

Qualified Person: .. ..Dr.M Markou

RIS



HEPJKABHA CJIYKEBA 3 JIIKAPCBKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHLKIA OBJACTI

npoB. Ceitamauol Hanil, 3, m.Knis, 02099, ten/daxc: (044) 576-40-11
E-mail: dls.ko@dls.gov.ua, Kon EIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOIO B YKpaiHy JNiKapchKoro 3aco6y

26.06.2025 Ne 29724/25/10

MEJOKJIAB®

{nafiveriyBamiss 3iKapesxrOTo 3acoby IriAHO 3 peecTpaniiixin: ROCBLTYCHIAM)
IOPOILOK Aast opankHoi cyenensii, 400 Mr/57 mr B'S ma; 1 durakon 3 nopoikoy ang
NPHIOTYBANIA 70 M CyCHeH3il y KOMILUIEKTI 3 A03YI0YHM UMIPHUEM Y KAPTOHHI Kopobui

(hopma aunyexy, D03yBaHIA, BN MAKYRAINS SIKAPCEROTO 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/18207/01/01 crpok aii pecerpauiiinoro noceifrenns 20.07.2026

Cepis nikapeskoro sacofy Ne POAD02 KinskicTh sBesenoro sikapesiore sacoby 210
Bupo6hik Menoxkemi Jlimiten, Kinp
{naiisenysansa supoGhnka jikapebkore sacofly, kpafia NOXOKeRHS)
Baescro B Yrpaiay CrinnHe yRpaiilcb KO-eCTOHChKE TANPHEMCTRO ¥ (opati ToBapucTRa
3 obmesxenoro pignosinanuuicro " Ontisa-®apy, JTH", inenr. xoa:
21642228

{naiimenysanns va xop 3a €/IPTIOY woprananoel vealin abo npissiue, iv'a, 1o Garsxas izsnusol
ecobn - nigrpuesits, i Miche NpoxIrBaNEA Ta peecTpanifiHii H#onep obaikeBol KapTKI AATHIKR
moaatkie abo cepis T& Homep nACNOpTA)

fIpotoren sizyaasuoro konrpomw six 24.06,2025 N 1924/18.

34 pesynsTaramy  HEpHABHOO KOMTPONIO BCTAHOBIEHO, IO mikapeeianii  3aciG  sBeseno B Yipainy 1
AOTPHMAHHAM BHMOr 31XCHOAABCTEA MIOAO 3a0CINCUCHES HKOCT siixapcr,xux sacobis.

Qunera EPLOMEHKO

{ciansuc) (iminiann Ta npizesue)




1

SR
WMEDOCHEMIE

Memoxeni JiimiTen

Amxuoc ATanaccioc {njycrpiaisua 301a,
Sinety 48, Jlimaccoi, 4101, Kiup

HRIT Ceprudiat Ne: MEDORALI/2022/01
Hiuesain nosep: 032

CEPTH®IKAT SIKOCTI

[Ipenapat: MEJIOKIIAB®, nopOiox Juii opanbHOT cycnesii, 400 Mr/37 M 3 MA

Cepia Ne: PIA0D2

[Tokyneus:

«TOB «X®IK «Biokow» Yxpaina

Jixra supoOHHLTRR: 0172025
T'punaruuii 10! 01/2027

Posmip cepil: 15612 ynakonox

Hontinanbiiti pyict: 5 M cycnelizii MicTsT AMOKCH iRy (v (hopai amoxe auainy TPRTIIPATY) 40

0 M | KMCJIOTH

knaByranonoi (¥ Qropsti xanito gasyaauary) 57 Mr

Vakonra: 1 Qraxoll 3 NOPOUIKOM JUSS TIPUEOTY BAHHS 70 s cycncmi‘f ¥ Komnnclcri 3 I03YIOUHM FUAPHUCH Y 'n‘aprom-(iﬁ
xopodity
Peecrpatiiite nocpiaents: UA/ 18207/01/01 3 i
TlokasnK __ Bumors crieundirauit . | Pesyaerarun
Onuc [Topourox: Ginnit aGo vasike Ginui, CUNyYHi OpOLIOK. Bianoeinac
Cvenengis: Sing abo Maibxe Gina CyCIIeH3is 3 XapaKTCPHIM 3ANANOM. Bignonifac
Cepejuiisl Bara 15 r%3% (1455 - 1545 ¢ 15,061 .
Uac slaHoORACHIA Ul crpytuypatiin Uit BUHOBICHHA OpOLIXY HC TIOBHICH TICPCBUINY BATH Binnosinae
1 XBHIHHY.
PepHCnepryeMicth Byab-aki  ocini rnepili  YTBODCHHA HOBMHHI  PEUMCTIEPTYRATHCA Binnosinae
CTPYLIYBAHHAM 32 30 cexy il o .
lyeutHpikanis  AKTHBIMX 1. TIIX reer Bianosisae
jurpeilicHTiB 2. BEPX Tecr Biavonigac .

OnuOpIAAICTD MacH 103, aki
BUTATYIOTHCH 3
GaraToao3onMx
xonreiiuepis (0,3xn i 10M1)

ﬁ—.‘:ﬂc’l‘ ROAN
pH

e ———
Ionisep  XnapyJjanary i
i (pmoopecUeuTIH
BOMIUIKY e
CynyTii JOMILKH

Kiapkicie Br3Haqeis

MikpoGionorivinit
KOHTPOILY

# 'ecT NpoOBOAMTLCH KOKHY 1

v % 3acBiAUYI0, WO JABEACHE puiwe indopsadis ¢ HOCTOBIPH

naKynm11-m/mp1<ynmnm) Ta [POBCALHD KOHTPOb  AKOCTI 114 BHIICIABHANEUIH aiavauwl y nonuii BUINOBIAHOCTI 3 BY
RCTAHOBACHHMM MICLICBIM PEryJIHTOPHHM oprauom, a Takox BinnoBinLO 1O crctvdirauii,
Toprosifi AiucHsil Kpaiiu-BHPOOHKKA aB0 xpainu-iMnopTepa,
Kkapenkoro 3acoly: )

s AOCHLUKYBAHOTO R
© pinnosigHicts GMP.

Vnosnonakena 0coba..

S
o Ginblie 2 [HAMBIAYasLIHX MAc 3 SLIXHACHIAM Bij CCPEMILOT MACH
Ginbme 10,0% i ni OIHIET 03M 3 BIAXHACHUSM 20,0%.

s 0,560 D+7.1%
D-8.7%

10 D+0.8% D-0.9%
Floska: s D+5.3% D-
5.6%

He Gimwe nis 10,0%
Big 4.0 no 7,0 (posuk,
AMOKCHLULNIILY)

He Ginpwe nik 5% MM (po3paxyHOK
KAABY AAHOBOT KHCOTH)

110 MICTHTL CKBIBAJGITHY 2,5% M/06 KiNbKiCTh

[
1o BimMoweue Ao maicry | 0,425 %

__,___——.__.__,._.,———w,__._.,m_._——-‘y.__,_amm..._——,.

R —
TIOMILUKH AMOKCHUHITHY.
Jlomimka Al ue Ginswe 1,0%
Jomimka B: He Ginsine 1,0%
Josmiwka C: ne Sinvne 1,0%
Donsinika Dt ne oinnwe 1,0%
Jlonimxa E: e Gismsiue 1,0%
Tosika FrHS Ginnine 1,0%
Jlonimka G ve Glabuie 1,0%
Jonika H: ne Ginsue 1,0%
Jlowmiwka i He Binpute 1,0%
Jlomiwka J: ne Gusise 1,0%
Toninixe KNaByaaoBoi KUCAOTI:
Jlomika D e Ginswe 1,0%
Jomiutka G: He Siavwe 1,0%

A: He sussneno |
3: ble BHsABICHO
C: He pustnieno
D: 0,031%

E: Hinue saimity
F: He sussieno
G: te BusBaCcHO
H: He sussietio
1 e sUaBACHO
11 0,064%

D: He susnneHo
G He Busnieno
By ska fnma: Hipkue

Gy, sucoi inuol neninomol noyinuku: Ke Giabe 0.2% AimiTy
Cynma goMinox: e Siiblng 3.0% Cyma: 0,113% ]
93,0%-1035,0% Bia ykazauol KINLROCT] aMOKCHUMATIY i KJABY RAHOBOT Anoxe.: 104,4%

KMCAOTH Knasys x-ra: 1 04,2%

[ ——
Sarafbaa KinbKicts acpobinx wikpoopranizmin: He Giapwe 102 KYO/
3aranbia KiALKICTs APUKIKCHHR T2 ricuspix rpudin: He Sinsuic !
KyOrr
E. Coli: Bijcyrnis I r

0 cepito abo koskui 6 MicaliB, B JaNexIOCTi BLA TOFO, O nacrane paniiue.

oto Ta Toutoio. Lo cepiio npoy KUt 6yno prpodneno (BKIOUAIOUH

sorany GMP,

1110 MICTATBCA Y PEECTPALLifHOMY JOChC abo

HKLIO TPOAYKLIIO IMIIOPTOBAHO, al0 y JOCLE cricunpixailii Ha npenapat

LIporoxont BHPOBHKALTEY, TIAKYBAHHS o anaizin Gyno TEpEriAuyro 1a BCTAHOBJICHO

<10 KYO/r
B3i;008i1ac

Jip. M.Mapkoy Hara: 20.02.2025

Jlara neperiiay 19.03.2025

By w257 EE



Product: Medoclay 400mg/37mg/Sml Powder tor Oral Suspension

Batch No: POAOG2

Medochemie Limited

Agios Athanassios Industrial Area,

lapetou 48, Limassol . 4 101

CERTIFICATE OF ANALYSIS

Cyprus

GMP Certificate No: MEDORALB/2022/01

License number: 032

NManull Date: 0172023

Expiry dater 0172027

Customer pame: 11D ~CPCT BIOCON URKRAINE

Batch size: 15,612 cartons

1abel claim: Amoxicillin trihydrate equivatent to 400mg of Amoxicillin per Sml

and Polassium clavulanate

equivalent o 57mg of Clavulanic acid pee Smi

Pack:

hotile for 70 mi of the suspension il measuring syringe in cirton box

Registration certilivate in Ukraine: UA/LB0701/01

Uniformity of weightof
delivered doses (0.3m] & 10mh

Not more than 2 of the individual masses deviate Trom the average
mass by more than 10.0% and none deviates by more than 20.0%

i - e - . . -
| ANALYSIS PERFORMED | __SPECIFICATIONS RESULTS
Dry powder: White to off=white free Howing N
gl Conforms
Appearance ; . P o ;
Reconstituted suspension: White w ofl white suspension. s
; . Conforms
T S —————— with charucteristic odour
Average weight fig s 3% (1455 1545 15008
Reconstitution time The powder is reconstituted by shaking for notmore than | min Conforms
ki Any settled solids wre redispersed by shaking for not more than 30 el
Rudispersibility il Conforms
: Pr— R fO1LC test anfors
b Hdentitication of active substanues . (:(vx\l.(sn)xs
¢ 2T test Contarms
n Syrit ml; D+7.10.0-8.7%

10mi: DH0.820.0-0.9%

4L Water content

Not more than 10.0%

691%

1070 (solution containing the equivalent of 2.3% wiv amo

citting

¢ Related substanees

Nof inore than 390 se'w (caleutated with respeet o the content ol
clavulanic acid)
npurit

Amaoxicill ritics:
frpurity A NME LO%
Impurity B: NMT LO%
Impurity C: NMT 1.0%
fnpurity D2 NMT 1.0%
Impurity L2 NMT 10%
fmpurity 12 NME LO%
Impurity G: NMT 10%
trnpurity T NMT LO%
Tmpurity 1D NMIELO%a

Fmpurity Jo NMT LO%

tmpurity 1
fmpurity Gr NMT 1L.0%

Anv other unknown impurity: N 0.2%
Total impurities: NMT 3.0%

0.425%

AND

1: ND
C:ND

1) 00517
15 Uil
FoND

G ND

H: ND
N
10064
D

(oD

Any other: UDI
Total: 0. 115%

Assiy

U35 (0 0- 105,07 0 of the Tabelled amounts of Amaxicitiin and
Clavulanic acid

Total Acmhin: Miumhii\l (k."(kwkukn‘l‘: ‘\;M'blk'k'km:. o fadg

also m

N

. Qualified Person: ...

} g g Lol Combined Yeasts Mould Count: M1 1o} e fudly
Microbiological control* : s . ! ’

i | bLeolis Absent from ig

b Test performed every 6 months or evers 10 bateh, whichever comes first

H < - T 3 . .

i Y lereby [eonfion the abuve mentioned infoanation s camplete and aceutide, Phe batch was minntactueed tmetuding pe
! above mentioned site 10 siict cormespondence o GME requirements, estiblishied by regutatony authoritivs aod

i Master File or trade Heerse of monuactiring o importing country. if the products are irmported. or in the Doag Master

g Reports on production, pucking and analyses were reviewed and the corcespandence sith GNP estiblished.

. De.M.Markou

whing/marking) and g
cordance with specifivatines includued mto 5
file tor drug for wnvestigation redhicinal prodoet

Amox: 044"
Clay: (04.2%

10 ¢.tufp
1O c i/

i Uonforms

edd for guatity in the

Date: 20.02.2025

Revision date:19.03.2025




HEPJKABHA CJIYKEBA 3 JIIKAPCBKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHLKIA OBJACTI

npoB. Ceitamauol Hanil, 3, m.Knis, 02099, ten/daxc: (044) 576-40-11
E-mail: dls.ko@dls.gov.ua, Kon EIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOIO B YKpaiHy JNiKapchKoro 3aco6y

26.06.2025 Ne 29724/25/10

MEJOKJIAB®

{nafiveriyBamiss 3iKapesxrOTo 3acoby IriAHO 3 peecTpaniiixin: ROCBLTYCHIAM)
IOPOILOK Aast opankHoi cyenensii, 400 Mr/57 mr B'S ma; 1 durakon 3 nopoikoy ang
NPHIOTYBANIA 70 M CyCHeH3il y KOMILUIEKTI 3 A03YI0YHM UMIPHUEM Y KAPTOHHI Kopobui

(hopma aunyexy, D03yBaHIA, BN MAKYRAINS SIKAPCEROTO 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/18207/01/01 crpok aii pecerpauiiinoro noceifrenns 20.07.2026

Cepis nikapeskoro sacofy Ne POAD02 KinskicTh sBesenoro sikapesiore sacoby 210
Bupo6hik Menoxkemi Jlimiten, Kinp
{naiisenysansa supoGhnka jikapebkore sacofly, kpafia NOXOKeRHS)
Baescro B Yrpaiay CrinnHe yRpaiilcb KO-eCTOHChKE TANPHEMCTRO ¥ (opati ToBapucTRa
3 obmesxenoro pignosinanuuicro " Ontisa-®apy, JTH", inenr. xoa:
21642228

{naiimenysanns va xop 3a €/IPTIOY woprananoel vealin abo npissiue, iv'a, 1o Garsxas izsnusol
ecobn - nigrpuesits, i Miche NpoxIrBaNEA Ta peecTpanifiHii H#onep obaikeBol KapTKI AATHIKR
moaatkie abo cepis T& Homep nACNOpTA)

fIpotoren sizyaasuoro konrpomw six 24.06,2025 N 1924/18.

34 pesynsTaramy  HEpHABHOO KOMTPONIO BCTAHOBIEHO, IO mikapeeianii  3aciG  sBeseno B Yipainy 1
AOTPHMAHHAM BHMOr 31XCHOAABCTEA MIOAO 3a0CINCUCHES HKOCT siixapcr,xux sacobis.

Qunera EPLOMEHKO

{ciansuc) (iminiann Ta npizesue)
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SR
WMEDOCHEMIE

Memoxeni JiimiTen

Amxuoc ATanaccioc {njycrpiaisua 301a,
Sinety 48, Jlimaccoi, 4101, Kiup

HRIT Ceprudiat Ne: MEDORALI/2022/01
Hiuesain nosep: 032

CEPTH®IKAT SIKOCTI

[Ipenapat: MEJIOKIIAB®, nopOiox Juii opanbHOT cycnesii, 400 Mr/37 M 3 MA

Cepia Ne: PIA0D2

[Tokyneus:

«TOB «X®IK «Biokow» Yxpaina

Jixra supoOHHLTRR: 0172025
T'punaruuii 10! 01/2027

Posmip cepil: 15612 ynakonox

Hontinanbiiti pyict: 5 M cycnelizii MicTsT AMOKCH iRy (v (hopai amoxe auainy TPRTIIPATY) 40

0 M | KMCJIOTH

knaByranonoi (¥ Qropsti xanito gasyaauary) 57 Mr

Vakonra: 1 Qraxoll 3 NOPOUIKOM JUSS TIPUEOTY BAHHS 70 s cycncmi‘f ¥ Komnnclcri 3 I03YIOUHM FUAPHUCH Y 'n‘aprom-(iﬁ
xopodity
Peecrpatiiite nocpiaents: UA/ 18207/01/01 3 i
TlokasnK __ Bumors crieundirauit . | Pesyaerarun
Onuc [Topourox: Ginnit aGo vasike Ginui, CUNyYHi OpOLIOK. Bianoeinac
Cvenengis: Sing abo Maibxe Gina CyCIIeH3is 3 XapaKTCPHIM 3ANANOM. Bignonifac
Cepejuiisl Bara 15 r%3% (1455 - 1545 ¢ 15,061 .
Uac slaHoORACHIA Ul crpytuypatiin Uit BUHOBICHHA OpOLIXY HC TIOBHICH TICPCBUINY BATH Binnosinae
1 XBHIHHY.
PepHCnepryeMicth Byab-aki  ocini rnepili  YTBODCHHA HOBMHHI  PEUMCTIEPTYRATHCA Binnosinae
CTPYLIYBAHHAM 32 30 cexy il o .
lyeutHpikanis  AKTHBIMX 1. TIIX reer Bianosisae
jurpeilicHTiB 2. BEPX Tecr Biavonigac .

OnuOpIAAICTD MacH 103, aki
BUTATYIOTHCH 3
GaraToao3onMx
xonreiiuepis (0,3xn i 10M1)

ﬁ—.‘:ﬂc’l‘ ROAN
pH

e ———
Ionisep  XnapyJjanary i
i (pmoopecUeuTIH
BOMIUIKY e
CynyTii JOMILKH

Kiapkicie Br3Haqeis

MikpoGionorivinit
KOHTPOILY

# 'ecT NpoOBOAMTLCH KOKHY 1

v % 3acBiAUYI0, WO JABEACHE puiwe indopsadis ¢ HOCTOBIPH

naKynm11-m/mp1<ynmnm) Ta [POBCALHD KOHTPOb  AKOCTI 114 BHIICIABHANEUIH aiavauwl y nonuii BUINOBIAHOCTI 3 BY
RCTAHOBACHHMM MICLICBIM PEryJIHTOPHHM oprauom, a Takox BinnoBinLO 1O crctvdirauii,
Toprosifi AiucHsil Kpaiiu-BHPOOHKKA aB0 xpainu-iMnopTepa,
Kkapenkoro 3acoly: )

s AOCHLUKYBAHOTO R
© pinnosigHicts GMP.

Vnosnonakena 0coba..

S
o Ginblie 2 [HAMBIAYasLIHX MAc 3 SLIXHACHIAM Bij CCPEMILOT MACH
Ginbme 10,0% i ni OIHIET 03M 3 BIAXHACHUSM 20,0%.

s 0,560 D+7.1%
D-8.7%

10 D+0.8% D-0.9%
Floska: s D+5.3% D-
5.6%

He Gimwe nis 10,0%
Big 4.0 no 7,0 (posuk,
AMOKCHLULNIILY)

He Ginpwe nik 5% MM (po3paxyHOK
KAABY AAHOBOT KHCOTH)

110 MICTHTL CKBIBAJGITHY 2,5% M/06 KiNbKiCTh

[
1o BimMoweue Ao maicry | 0,425 %

__,___——.__.__,._.,———w,__._.,m_._——-‘y.__,_amm..._——,.

R —
TIOMILUKH AMOKCHUHITHY.
Jlomimka Al ue Ginswe 1,0%
Jomimka B: He Ginsine 1,0%
Josmiwka C: ne Sinvne 1,0%
Donsinika Dt ne oinnwe 1,0%
Jlonimxa E: e Gismsiue 1,0%
Tosika FrHS Ginnine 1,0%
Jlonimka G ve Glabuie 1,0%
Jonika H: ne Ginsue 1,0%
Jlowmiwka i He Binpute 1,0%
Jlomiwka J: ne Gusise 1,0%
Toninixe KNaByaaoBoi KUCAOTI:
Jlomika D e Ginswe 1,0%
Jomiutka G: He Siavwe 1,0%

A: He sussneno |
3: ble BHsABICHO
C: He pustnieno
D: 0,031%

E: Hinue saimity
F: He sussieno
G: te BusBaCcHO
H: He sussietio
1 e sUaBACHO
11 0,064%

D: He susnneHo
G He Busnieno
By ska fnma: Hipkue

Gy, sucoi inuol neninomol noyinuku: Ke Giabe 0.2% AimiTy
Cynma goMinox: e Siiblng 3.0% Cyma: 0,113% ]
93,0%-1035,0% Bia ykazauol KINLROCT] aMOKCHUMATIY i KJABY RAHOBOT Anoxe.: 104,4%

KMCAOTH Knasys x-ra: 1 04,2%

[ ——
Sarafbaa KinbKicts acpobinx wikpoopranizmin: He Giapwe 102 KYO/
3aranbia KiALKICTs APUKIKCHHR T2 ricuspix rpudin: He Sinsuic !
KyOrr
E. Coli: Bijcyrnis I r

0 cepito abo koskui 6 MicaliB, B JaNexIOCTi BLA TOFO, O nacrane paniiue.

oto Ta Toutoio. Lo cepiio npoy KUt 6yno prpodneno (BKIOUAIOUH

sorany GMP,

1110 MICTATBCA Y PEECTPALLifHOMY JOChC abo

HKLIO TPOAYKLIIO IMIIOPTOBAHO, al0 y JOCLE cricunpixailii Ha npenapat

LIporoxont BHPOBHKALTEY, TIAKYBAHHS o anaizin Gyno TEpEriAuyro 1a BCTAHOBJICHO

<10 KYO/r
B3i;008i1ac

Jip. M.Mapkoy Hara: 20.02.2025

Jlara neperiiay 19.03.2025

By w257 EE



Product: Medoclay 400mg/37mg/Sml Powder tor Oral Suspension

Batch No: POAOG2

Medochemie Limited

Agios Athanassios Industrial Area,

lapetou 48, Limassol . 4 101

CERTIFICATE OF ANALYSIS

Cyprus

GMP Certificate No: MEDORALB/2022/01

License number: 032

NManull Date: 0172023

Expiry dater 0172027

Customer pame: 11D ~CPCT BIOCON URKRAINE

Batch size: 15,612 cartons

1abel claim: Amoxicillin trihydrate equivatent to 400mg of Amoxicillin per Sml

and Polassium clavulanate

equivalent o 57mg of Clavulanic acid pee Smi

Pack:

hotile for 70 mi of the suspension il measuring syringe in cirton box

Registration certilivate in Ukraine: UA/LB0701/01

Uniformity of weightof
delivered doses (0.3m] & 10mh

Not more than 2 of the individual masses deviate Trom the average
mass by more than 10.0% and none deviates by more than 20.0%

i - e - . . -
| ANALYSIS PERFORMED | __SPECIFICATIONS RESULTS
Dry powder: White to off=white free Howing N
gl Conforms
Appearance ; . P o ;
Reconstituted suspension: White w ofl white suspension. s
; . Conforms
T S —————— with charucteristic odour
Average weight fig s 3% (1455 1545 15008
Reconstitution time The powder is reconstituted by shaking for notmore than | min Conforms
ki Any settled solids wre redispersed by shaking for not more than 30 el
Rudispersibility il Conforms
: Pr— R fO1LC test anfors
b Hdentitication of active substanues . (:(vx\l.(sn)xs
¢ 2T test Contarms
n Syrit ml; D+7.10.0-8.7%

10mi: DH0.820.0-0.9%

4L Water content

Not more than 10.0%

691%

1070 (solution containing the equivalent of 2.3% wiv amo

citting

¢ Related substanees

Nof inore than 390 se'w (caleutated with respeet o the content ol
clavulanic acid)
npurit

Amaoxicill ritics:
frpurity A NME LO%
Impurity B: NMT LO%
Impurity C: NMT 1.0%
fnpurity D2 NMT 1.0%
Impurity L2 NMT 10%
fmpurity 12 NME LO%
Impurity G: NMT 10%
trnpurity T NMT LO%
Tmpurity 1D NMIELO%a

Fmpurity Jo NMT LO%

tmpurity 1
fmpurity Gr NMT 1L.0%

Anv other unknown impurity: N 0.2%
Total impurities: NMT 3.0%

0.425%

AND

1: ND
C:ND

1) 00517
15 Uil
FoND

G ND

H: ND
N
10064
D

(oD

Any other: UDI
Total: 0. 115%

Assiy

U35 (0 0- 105,07 0 of the Tabelled amounts of Amaxicitiin and
Clavulanic acid

Total Acmhin: Miumhii\l (k."(kwkukn‘l‘: ‘\;M'blk'k'km:. o fadg

also m

N

. Qualified Person: ...

} g g Lol Combined Yeasts Mould Count: M1 1o} e fudly
Microbiological control* : s . ! ’

i | bLeolis Absent from ig

b Test performed every 6 months or evers 10 bateh, whichever comes first

H < - T 3 . .

i Y lereby [eonfion the abuve mentioned infoanation s camplete and aceutide, Phe batch was minntactueed tmetuding pe
! above mentioned site 10 siict cormespondence o GME requirements, estiblishied by regutatony authoritivs aod

i Master File or trade Heerse of monuactiring o importing country. if the products are irmported. or in the Doag Master

g Reports on production, pucking and analyses were reviewed and the corcespandence sith GNP estiblished.

. De.M.Markou

whing/marking) and g
cordance with specifivatines includued mto 5
file tor drug for wnvestigation redhicinal prodoet

Amox: 044"
Clay: (04.2%

10 ¢.tufp
1O c i/

i Uonforms

edd for guatity in the

Date: 20.02.2025

Revision date:19.03.2025




JAEPKABHA CIIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

npos. Ceitnuunoi Haaii, 3, m.Kuis, 02099, tex/dakc; (044) 576-40-41
E-mail: dis.ko@dls.gov.va, Kop €JIPIIOY 37078774

BUCHOBOK
IIP0 AKICTH BBE3EHOI0 B YKpAiHy JikapcsKoro 3acody

03.02.2025 Ne 2910/25/10

MEJOKJIAB

{HaliMeryBaUHA NiKapeLKore 3aco0y arigao 2 peccTpauiiiuuM nocsigReHHAAL)
OPOINOK A opanbHol cycnensil, 400 mr/57 mr B 5 sty 1 paakon 3 Nopomkom s
NIPHrOTYBAaHHS 70 MJT cychensil y KOMIUIEKTI 3 03YIOUHM IINPHIEM Y KapToHHiit kopolui

{thopma BIIyCKY, ACIYRAHHA, BUX RAKYRAHHSA NIKAPCHEOro 3acofy)

Howmep peectpauiiinoro nocsizuenns UA/18207/01/01 cipox aii peecrpauiiinoro nocsinvensn 20.07,2025

Cepix aixapcexoro sacoby Ne PSK014 Kinskicth sBesesoro gikapeskoro sacody 630
Bupobuuk Menokewmi JITJ] (3arog B), Kinp
{(naiiMenyranHR apobHIKa RIkapcEROro 3acoly, Kpalia noxomKkenns)
Beeseno B Vxpainy CroisnbHe yKpaiHCHKO-eCTOHCHKE NMIATPHEMCTRO Y oPMi TORBAPHCTRA
3 ofmesreHoI0 BignoBigansuicTio "Onriva-®apm, JTA", irenr. wox:
21642228

(saiiMenyBsania Ta Ko 32 EPTIOY ropupuuHol ocobu abo.npizsnige, 'A, no Satekosi dissrduol
ocofi - ninopuenmus, 1T Micue nposHRaHHEA Ta peccTpauiitnnit HoMep ofnikosol KapTiH MHaTHHKA
nogatiis abo cepis T4 HoMep nacopTa)

Iiporokon Bizyansuore rourpomo sin 28.01.2025 N 0212/1.

33 pesyApTATAMH HEKABHOTO KOHTIPOMIO BCTAHORIEHO, [0 sHKapeekiii 3aci0 Beeieno B Yipainy 3
AOTPHMAHHAM BHMOT 30K0HOAABCTRA UIOA0 3afC3MECEHA AKOCTI MKAPCHEHX 3ac00iR,

Onsra EPBOMEHKC

b fibmp’om'dj ' " {minome) {initiam Ta npiaemae)
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MEDOQOHEMIE

Prodduct: Medochy 4
Batwh No: PEKOI

Customier rame LT -CPC
fhateh gize: 580 cantong

GUagd 37 mw Sml Powder for Orgd Suspension

CERTIFICATE OF ANALYSIS

NMupwat,

Medochemie |

CTD (Factory B)

48 lapetou Street
Agios Athanassios Industrial Area,
4101 Agios Athanassios, Limassol, Cyprus

GMP Certificate Not MEDORALR2022/01

License number: 032

DPater 102024

Rxpiry dates 102026

BIOCON URRAINE

Labed claing Anxicilin trihydeate equivalent to J00mg of Amoxicillin per Sml and Polussium chivulanate
cquivalent 10 S7omy of Clivulanic actd per Sl

Pack: 1
Registration certificne in {

battle for 70 mid of the suspersion with measuring syrings in canton bog
Ukrame: LAA]

BA7ATAN

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Dy powder: \‘: )1‘:1:114) off-white fiee flowing Canfrivie
Appiranue ot
Reconstituted saspension: White 1o off white suspensic, -
Canforms
with characteristic adour
Average weight P 3% (14 55 - 1545 14.93¢
Reconstitution tinee The pomicr is reconstituted by shaking for not more than | min {ontorms
¥ 4 s o < A
’ 50w Ay settied 8 5 Wre redisparse ; shaking of amore than 30 __
Redispersibitity Any setthed solids are redispersed by shaking for not more than 3 Conforms
I ; seronds
—— _ bR test ‘onforms
By tdentification of active substunces . R ‘f‘”?f’"”‘
= 2OHPLC s {onforms
1t R . , R e syringes 0.5ml +7.3%.0:6.2¢
i Unitormity ol weight of Not prore than 2 of the individual nasses deviate o the average oml: ;;m 26 13-1.1%% " !
detivercd doses (h3mi & W s by moze thun HL0% and none deviates by s than 20045 oo " e
¢ letivercd dases (L.3mE & Tl | mass by more thun 10.0% and none deviates by mure than i Spoon: Sml D729, -6, 29
‘; Water content Notmore than 10.01% TH6%
ph (- 20 (soltion cordaining the cquivident of 2.5 wiv amoxivilling 6,23
b Chsvulanae polyner and uther Mot more thars 3% wiw fealeuined with respedt o the content o -~
a f {42585
N fluorescent impurities ey u]mm .xud)
d LA i JE .w;—w
teapurity AYNMT 140% AND
p lrpusity 13 MRT 1.0% i ND
h yparfiy 0 NMT 109 LN
v Impurity 13 NAMT 148, I 0031%
< [rgriny § T1.0% o LIDL
i Tmpuarity 1} \1‘ 1.0% ¥
S Ipunty G NATT 1A L ND
CE Reluted sy e A Ay \
a Impurity [ SMT 1% i ND
| !mpum‘ L MMT L L ND
fpurity [ONMT L0% LUl
Clavadanic geid mpuritics;
Trpurity 1) NMT 100 I3 NI

bty G NMT 1B
Any other upknows impurits: NMT 0,22
Tl impurides NMT 0%

(i WD
Any ather: B
Towl 00519

Asnay

Q5096 HI5,0% of the labeled wnounts of Amwxici e and
Clavalanic aehd

Ay 6,
Clav: 104,370

Microhichgial congrof

Tott Aerabic Micrabial Comts NMT HF c.lawly
Foutd Combined Youts/Mould Count: NMT 10! ¢ fudg
FLeoli Absent from Tg

4 I()‘cx\s’g
lteduig
Conforms

* Test performed every 6 months or every T0th buteh, whichover comes first

ersty

aiwe penlioned site in srkd comespondense 0 GMP rquirements, exabished by mgubitons wthorities aod wbso in agen

S with spe

§ oontiem e above mentioned infnmativn i compicle zab sueurate, The kateh was aemofintorad Gecheling pochmgfarkiogd e inspected fos gualits o the
aians iocheadest i

Muster File or frade Hivense of nuinulisuring or imperting countes, i products sre imported, or i e Deug Master File for drsg foe v vistigation medicinl praduet

Repos o prowdestion, po

o o arbyses wore wyvieved wad the comespondae with G

i establishd.

. Qualified Person:

A 3 DM Markou

Date: 03.12.2024
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