AEPKABHA CJIYXKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUMKAMH ¥ KMIBCHKINA OBJACTI

npoe. Ceitniynol Hagii, 3, m.Kuig, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
APO SKICTH BBE3EHOI0 B YKpaiHy JikapcbKoro 3acoby

08.04.2025 Ne 16275/25/10

MEJOKJAB

(HaitveHyBaHiy sKapeskoro 3aco0y 3rigHoO 3 peccTpauiiiHuM nocsiKaeHEAM)
MOPOLIOK IS PO3YHHY st in’exuiit ado indysiit 1 1/ 0,2 r, no 10 duaxoHis 3 mopoukon y
KApTOHHiH Kopobui

(thopMa BHAYCKY, HO3YBAKNA, BII MAKYBAHHA AiKapcskoro 3acofy)

Homep peectpauiiinoro noceiauenns UA/4428/02/01 crpox aii peecrpauiiinoro mocsinsenns 01.01.2099

Cepis nikapesroro 3acofy Ne B219BE. Kinskicts Bsesenoro nikapcskore sacoby 40
Biipo6inux Megnokemi JITH (3arox B), Kinp
(nailseHyBaHHs BHPOBHHKA AiKapesKoro 3acoly, xpaita NOXOmKeHN}
BaeseHo B YkpajHy Cnisibne yKpalHCbKO0-eCTOHCBKE IHATIPHEMCTRO ¥ (OpMi TOBAPHCTEA
3 ofimekenolo Bianosigaasnicrio "Onriva-Dapwm, JITA", izent. ron:
21642228

(Haiimenysanns ta xox 3¢ CAPTIOY jopnamyHol ocobi abo npizsniue, in's, no 6arexosi hisiMaol
ocofi - mignpuemns, Ti Miclle NpoxHBAHEH T4 peecTpauiiiniii Homep o6miKoBoI KAPTEI IUIATRNKA
moAaTkiB abo cepis Ta HOMEp MacnopTa)

Iporoxon Bisyansuore xenrposo sig 04,.04,2025 N2 1031/2.

33 pesydbTATAMM JIEpAKABHOTD KOHTPOMFO BCTAHOBNGHO, INO Ikapcekuil 3acif Beezemo B Yipaimy 3

AOTPHMAHHEM suMor 3aK0HOIABCTBA LIOAO 3a0e3NeYeHH AKOCTi MiKapChKHX 3ac00is.

Onera €EPHOMEHKO

{rimec) (ininianm Ta npizsue)




Mezoxem! JITH (3auoi B)

48 snery crpit

Axuoc Artanacioc luaycrpiansia 30Ha,
4101 Axwuoc Arauacioc, Jlimaccon, Kinp
HBIT Ceprudikar Ne: MEDINIB/2022/01
Jlitensis nomep: 032

CEPTHOIKAT AKOCTI

Tpenapar: MEJJOKJIAB, nopowok 4jis po3auity ans in’exuiif aGo indysitino 1 /0,2 r

Yrakoska: o 10 akoHis 3 nOpolwKkoM y KapTorhit kopo6ui Cepis Ne: B219BE
Hominansuul BMicT: 1 GN1aKoH MICTHTS aMOKCHLIMATHY HATPIIO CKBIBAICHTHO aMOKCHLMAIRY | T Ta knaByJiaHaty kaniio
eKBiBaneHTHO KnasynaHoBilt kucnoti 0,2 r

Jlata BupoGHULITBA: 02/2025

Mokynewp: «TOB «X®K «Biokow» Ykpaina

Posmip capii: 2573 ynaxosok no 10 dnakonis 25730 dnaxonis
Peccrpauitite riocsinuenus: UA/4428/02/01

Mpunaruait no: 02/2027

Moka3uuKH Bumoru eneundixanil PesyabTaTv

Onuc

Mopowok Gigoro a6o Malixe Ginoro konLopy.

{Topoutok 6i0ro KONLOPY

Poauns npenapary

OTpumanmii po3uHH nosuHed GyTv npaktuuHO Ge3 BrauMux CToponniX
HACTHIIOK T@ HEPOZUMHEHOTO Ocany.

Binnosinae

OnHopinHicTh MacH
Bmicty (akoris

3 20 (pAaKoHIB TINLKHM ABA MOXYTh MaTh Macy BmicTy Ginbuie £10 % Bix
CepenHBOT MacH BMICTY, ale Hi oiuH TakhH QNakoH He MOXe MaTH Macy
BMmicTy Ginbuie £20 % Bin cepeanbol MacH BMICTY.

Cepen. 1,3509 r
+1,9 %; -0,9 %

Inenrudixauis A. Po3Mip, NIOJIOXEHHS T8 IHTEHCHBHICTb 3aGapBIeHHS OCHOBHUX TulaM Ha | Binnosinae
XpoMmarorpami BuIpoBysanoro po3unHy NOBHHHI Bianosinaty posmipy,
10JI0EHHIO Ta IHTEHCHBHOCT] 3a0apBNeHHS OCHOBHHX TUISIM Ha
XpOMATOrpaMi CTanaapTHOTY POIUHHY,
B. Ha xpomarorpami Bunpofysanoro posuuty, otpumanii npu | Biarnosizae
KifbkiCHOMY BHM3HAY€HHI, 4aC YTPUMAHHA OCHOBHMX MiXiB TNOBHHHI
Biamosinard uwacy yTpUMaHHS OCHOBHMX MiKiB Ha XpoMarorpami
CTAHJAPTHOIO POIHHUHY

pH 8,0-10,0 9,03

[Tposopicrs posunHy | Po3uls npenapary 3a CTyNEHEM MYTHOCTI HE NOBHHEH NepeBUILYBaTH

eranod [l

Posy nopiz.: 6,00 NTU
Posy npen.; 1,39 NTU

Oannopinuicts V sinnosizuocti no $.CLLIA <905> AMoKc, Knas. k-ra
JL030BaHHX OAUHULE 102,2 % 96,1 %
105,0 % 98,7 %
0,94 % 0,99 %
Bona He Ginuiue 3,5 % 0,52 %

CynyTui JOMiLIKu Neniunnnoesol kuchoru (nomiuka D): < 5,0% Huxue niMmity

AMoKcHLMNIHY AnMepy (Romiwka J): < 5,0% 0,466%
Byab-sixoi iHwol LoMiwku: <3,0% 0,138%
CyMa BCiX 10MiLLOK: <150% 0,604 %

Kinbkicne Ha srnyck: B 95,0 % xo 107,5 % Bif HOMiHANBHOTO aMOKCHLMMIHY Ta Amoxkce.: 103,1%
BU3HAYCHHA K/1aBYy 1aHOBOT KMC/IOTH Knasyn k-ra: 96,9 %
Ha tepmin npuaarnocri: ia 90,0 % no 107,5 % sin HominansHoro
AMOKCHLMILIHY T@ K/1aBY1aHOBOT KHCIOTH
Mexanivui He 6insiue 6000 yactuHok po3Mipos Ginkie 10 MkM, ) 539
BKMIOYCHHS, He Ginbuwe 600 wacTHHOK poamipom Ginblie 25 MM Ha 0aNH (rakoH. |
HEBHIAUMI YACTHHKH
Bakrepiansii He Ginsiwe 0,25 EU Ha | Mr aMokcHLHAiHY <0,1 EU/Mr
€H/I0TOKCHHN
CTepuibHicTb [Ipenapar nosuHCH 6YTH CTCPUIBHUM . CTepHiIbHO

Liun 5 3acBinnyio, Lo Haseiena Buie in(opmauis € 10CTOBIpHOIO Ta TouHoo. Lo cepito nponykuii 6yno BHPOOGACHO (BKIIOUAIOUK
NaKyBAHHS/MAPKYBAHHA) T NPOBEACHO KOHTPOMb 1i AKOCTI Ha BHlIE3a3HaueHil AinbHUUI Y nosHil BinNOBLOHOCTI 3 BMMOramu
GMP, BCTRHOBJICHHMK MICLIEBMM PEryJIATOPHUM OPFaHOM, @ TakoXK BLANOBIAHO 10 cneunikauii, wo micratacs y peectpauiiHoMy
Hocke aGo ToproBil niuensii kpaiHu-srupoGHUKa a6o KpalHN-IMNOPTEPa, AKIIO NPOLYKUIlO IMIOPTOBAHO, 260 y HOCHE cneuudikauiit
Ha npenapar Ans JOCHiiyBAHOMD JKAPCHKOro 3acoBy. ITpoTOKoM BUPOGHHMLTBA, MAKyBaHHS Ta aHani3iB Oyno neperisHyTo Ta
BCTAHOB/IEHO BIANOBIAHICTH LM,

A.Apicriny [Mara: 28.02.2025

/)/\(/ Cre /v/w%?/ﬁ
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MEOQOGCHEMIE

Medochemie LTD (Factory B)

48 lapetou Street,

Agios Athanassios Industrial Area,
4101 Agios Athanassios, Limassol, Cyprus
GMP Certificate No: MEDINIB/2022/01

CERTIFICATE OF ANALYSIS

Product: MEDOCLAVY, powder for injection or infusion G020
Pack: 10 vials in carton

Compasition:

AMOXICHLLIN . SODIUN

EQUIVALENT TO 1G OF

CLAVULANATE BQUIVALENT 10 0.2G OF CLAVULANIC ACHD PER VIAL

Manutactoring Date:

(2:2028

Customer: LTD CPC™ "BIOCON" UKRAINE
Batch size: 2,573 packs X 10 25730 vials
__Registration certificate in Ukraine: VA28 02:01

Licence number; 032

Batch No: B219RE
AMONICH.LIN  AND

POTASSIUM

Expiry: 0252027

ANALYSES .

- SPECIFIC ONS CSULTS
PERFORMED PECIFICATION RESULT
Deseription White or almast white powder. White posvder

S . Powder dissolves corpletely leaving no visible residue, Contorms
Constituted solution el e 1 LT )
essentially free from particles of foreign matter
ol 5 Ee Nat more than two individual weight deviate from the average | Av. 1.3509¢
h Uniformity of weight . 0 il Sp0,
- " = by mare than { 0% and none deviates by more than 20% SO 2099,
m A, The principal spot in the chromatogram obtained with test
i sulution corresponds in position. size and intensity to that in
c e the chromatogram obtained with reference solution, Contorms
3 Identitication B. The retention time neak in the ol et e s eyt o ] )
- The retention time peak in the chromatogram o tained with | Contorms
| the test solution corresponds to the retention time of the peak
in the relerence solution.
a iy
o Alkalinity 8.0-10.0 9.03
d Clarits of solut] Cle: lescent than reference suspension N Ret. Susp. 1 6.00NTU
Clarity ol solution ear or not more opalescent than reference suspension Op: L3ONTU
P Amox. Clav.Acid
h Uniformity of dosage 102.2% 96.1%
¥ unites Complies with USP - 003 105.0% 987
5 0.04% (.99 o
’ Water content Nat more than 3.3% (.30,
¢
a Prenicilioic acid (impurity D) not more than 3.0%0 Under disregard limit
| . Amoxicitlin dimnwer (impurity J): Not more than 3.0% 0.466%
Related Suhstances ) . P ) i "
Any ather impurity: not more than 3.0% (L138%
Sum ot all impurities: Not more than 15.0% 0.604%
Release: Not fess than 93.0% and not more than 107.5% of Amox: 10310 ‘
A the tubelled wmounts of Amoxicillin and Clavulanic acid o
584 » e - . YR el V]
S5y Shelf life: Not tess than 90.0% and not more than 107.5% of Clav. Acid: 96.9%
the tubelled amounts of Amoxicillin and Clavulanic acid
!\'-1 Particulate Matter -H)‘;un puru.clcs: 6000 or less per contatiner 339
i < 23pm particles: 600 ar less per container |
c.
v o ) A < HUimg
Bacterial Endatoxing Not more than (.25 U mg
Sterility Should be sterile Sterile

flerehy | canfirm the shove mentionad information iy true and correet to the hest ol my hnowledge
manulictured (inehrding packing marking) and cheched o gualit i the above mentioned site in strict aceordanee with GAP
reguirements, approved By tocal regubatony anthoritics. ind also aceording to specifications from the Master File or “trade Jicence af
country -manuficturer or ™ country -importer. i products sere imported”, or in Drog Master 1

?A}%fwiicﬂ and complinnee with GX P was establishud.

PProduction reports, paching and analys
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,The mentioned hateh was

“ile for ins estigational medicinal products,

Date: 28.02.2025
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