AEPXABHA CJIYIKBA 3 JHKAPCBKUX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA Y KHIBCBKIN OBJACTI

nipos. Ceitnsunol Haxii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHCHOBOK _
PO AKICTH BBE3EHOI0 B YKpPAiHy JiKapcbKoro 3acoby

14.05.2024 o Ne 21251/24/10

MIJTIIKCOJ

(Haiisenypanus nikapcrkoro 3acofy srigHoO 3 peccTpaniisin mMocsiTHenHs)
po3unH juIs id exniii, 15 Mr/1,5 Ma; o 1,5 mi B amaysax; no S aMuyJ1 B KapTOHHIi maruti

{hopma BHRYCKY, 03YBANUN, BILA TAXYBAHHA JiKaPCEKOT0 3ac06y)

Homep pecctpaniiinoro nocsintenns UA/15309/01/01 crpox aii peecrpaniituoro nécamqemm 01.01.2099

Cepis nikapeskoro sacofy Ne 712013 KinmbkicTs BBesenoro jikapeskoro 2acody 3300
BrpoSeuk XEJIII C.A., I'peuist
{ilafiMenyBaHHA BHPODHHKA JKAPCEKOFO 3ac06y, KPaTHA MOXOMKeHHA)
Beeacrio B Yipainy Crhinbie ykpaiichbKRO-ecTOHChKE ni,r.mpuemcmo y qmp:m TOBAPHCTBA
3 00MesKeHo10 BiAoBiZaAbLHICTIO "On'rma-(l)apM, JTI", inenr. con:
21642228

(mafisenysansa Ta xkof 3a CHAPIOY oprmunoi ocobn aﬁo npmmmxe iM's, o Garsxosi iznunol
ocobir - ﬂlﬂﬂp]{EMUﬂ i MlCLle TIPOIKHBARHA Ta pGECTpﬂHl}[HllI[_ HOMEDR ofiKoBoT KOPTKH TUTaTHIKA
TogaTkis afio cepid TA HOMED mIcnopTa)

IpoToxoa Bisyansiore xourpomo sin 14.05.2024 Ne 1145/7.

30 pC3yNBTATAMHM ACPAKABHOTO KONTPOMIO BCTAHOBNEHO, [UO JiKapebkuii 3aci6  mmeseHo B VYkpainy 3
AOTPHMAHHSIM s1MOr 3aKOHONZBCTES MOA0 38083MEHSHHA AxocTi TikaperKuX 3acobie.

Onnra EPLOMEHKO

‘(Wiittiani T ipknite)

“'.i_lfl_igm._léé};
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A

BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT /
CEPTU®GIKAT AKOCTI CEPIT NIKAPCLKOFO 3ACOBY

Name of product / Hasea npopyxry
{strength, dosage form, package size
and type / posysaWHa, nikapcobra
$opma, poamip i TR ynakosku)

MILIXOL, solution for injection, 15 mg/1,5 ml, 1,5 mi
per ampoule; 5 ampoules per carton pack with
labelling made in Ukrainian language / MITIKCON,
Posunk ana in'ekuifi, 15 mr/1,5 ma, ne 1,5 wma B
amnynax; no 5 amnyn B

KapToHHIA nauui 3

MapRYBAHHAM YKPAiHCbKOO MOBO

Active substance / gitoua peyosuna

1,5 mi of solution contains 15 mg of meloxicam / i5
M PO3YUHY MICTUTL 15 Mr meaoKCHKamy

Manufacturing
BUPOBHUK

country / kpaina-

Greece / 'peuis

MA number/ Homep PN UA/15309/01/01

Batch number and size / Homep Ta | 712013

posmip cepii 19 785 packs/ 19 785 ynakosok
Date  of manufacture / Jara

BUPOBHKMUTBES G7/2023

Expiry Date / Ctpok npugathocTi 07/2028

Name, address and authorization | HELP S.A,

number of manufacturing site / Hazsa,
agpeca | Homep niueHsii BMPobHUYGT
DineHuLU

Pedini loanninon, loannina, 45500, Greece /
XENM C.A,,
feaini loaninon, foaxina, 45500, MNoeujs

Manufacturing authorization Ne 0000001650/21/2
NliyeHsia Ha BupobruuTBo N2 0000001650/21/2

)y o4 o
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chormaceuticals
Rarameter ) . Control method /
HalMeHyBaHHA Acceptance criteria / gonycrumi mexi
MEeTOU KOHTROMIO
NOKasHUKa

Appearance / Onuc Clear, yellow solution with green tinge, Camplies/
practically free of visible particles / Bianosgigae
Mpo3opuif  po3uuH  KOBTOrO 3  3seneHuMm
BIATIHKOM KONMbOPY, NPaKTUYHO BifibHUI Big,

BUAMMUX HACTUHOK.

Clarity / Nposopictk The Solution should be clear / Complies/
MosukHeH ByTv npozopum. Bianosigae

Colour The degree of the solution colouration should

[ Keavoposicrb not exceed the degree of the reference GY; | Complies /
colouration. / Cryninb 3abapBnerHa posuUHY Bipnobinae
He  MoBMHEH  rMepesMulyBaTM  CTyniHb
3abapsnenHs eTanoHy GYi.

ldentification / The retention time of the main peak on the | Positive /

IpenTudikauyin chromatogram obtained with test solution | MozuTusHui;
should correspond to the retention time of

1. HPLC/ the main peak on the chromatogram

BEPX obtained with standard solution / Hac
YTPUMYBAHHA OCHOBHOFO ARy Ha
Xpomatorpami BunpobysaHoro posuuny mae
BIANOBIAATU uvacy YTPUMYBEHHA OCHOBHOrG
MiKY  H3a  xpomarorpami  cTaHAapTHOrO
PO3YMHY.

2, Uv/vyao UV-spectrum of test solution absorption | Positive /
should correspond to the UV-spectrum of the | MosutnsHus
standard solution / Y®-crniektp norauHaHes
BUNpobyBsatoro POBYUHY MOBUHEH
gignosigatv  Y®-cnektpy CTaHABPTHOTO
PO3UUNHY.

Assay Meloxicam / 95%-105% of the labelled amount /

KiabkicHe BuanaveHus 95%-105% Big, 3aa8n€HOT KiABKOCTI 98,8

Menokcukam

Related substances / At release: / Mpu sunycky:

CynyTHi fomituky Impurity A: / Bomilka A: <0,2 % Not detected/

He suaBnexro
Impurity B / Domiwka B: <0,2 % 0,16

Impurity C: / Romiwka C: €0,1 %

Not detected/
He guagnedo
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pharmaceuticals
Any other impurities: /
byfb-aKi iHWi gomiwkm: £0,2% <D,05
Total impurities: / 0,16
Cyma pomiwok: < 1,0 %
pH 8,2-8,9 87
Relative density / 1,020~ 1,032 1,029
BifHOCHa ryctyHa
Extractable volume / Not less than 1,5 mi / He metiue 1,5 mn 1,7
O6’em, u10 BUTATAETLES
Particulate
contamination / Particles = 10 mem: not more than 675
MexaHiyHi BHAtoYeHHs 6000/ampoule / YacTusku 210 MKm: He
subvisible particles / Binbuse 6000/amnyny
HEBUAWMI YaCTUHKK Particles > 25 mem: not more than 1
600/ampoule / Yactunku 225 mrm: He
Binsire 600/amnyny
visible particles / sugumi Practically free of visible particles / Npenapar Complies /
HaCTUHKM NPaxTUYHO BINLHUA 8i4 BMAMMUX Y3CTUHOK Bianosigae
Sterility / CrepunsHicts | The product should be sterile / Sterile /
Mpenapat nosuHeH Byru cTepuabHUM CrepunbHMi
Bacterial endotoxins / Not more than 23,3 1U/mg of meloxicam <2 1U/ml/
BaKrepianbHi (s233 1U/ml) / He 6inbwe 23,3 MO/mr | <2 MO/mn or/abo
eHZLOTOKCUHM mMenokcukamy (<233 MO/mn) <0,2 U/mg /
<0,2 MO/mr

The batch meets the requirements of QCM for MA No. UA/15309/01/01. / Cepis
BigNOBigae Bumoram MKA go PA Ne UA/15309/01/01.

The packing, labelling and expiry date correspond to the requirements of QCM. /
YRaxoBKa, MapKyBaHHA Ta TepmiH NPUAATHOCTI 8iAnoRigaTs BUMOram MKS.

Storage / Ymosu 36epiranvns; Store in original packaging at a temperature below 25 °C. /
3BepiraT B OpUriHanbHil YNaKoByi npu Temrneparypi He suie 25 °C.

Conclusion: | hereby certify that the above information is authentic and accurate. This
batch of product has been manufactured, including packing/iabelling and quality control at
the above-mentioned site in full compliance with the GMP requirements assigned by the
local regutatory authority and also with specifications of the registration dossier approvad
in Ukraine for investigational medicinal product. The manufacturing records, as well as
packaging and analysis records, were reviewed and found to be in compliance with GMP

requirements and were signed by the responsible persons of the above-mentioned
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manufacturer. / Uum a nigrsepmxyio, wo HageAeHa sulle iHpopmalis € ZOCTOBIpHOK Ta
ToyHotwo. Usa cepin npoaykuii 6y/la BUroToBneHa, BKAIOYAOYH NaKyBaHHMR, MapKyBaHHA Ta
NPOBEACHHA KOHTPOMO 1 AKOCTI Ha 3a3Hauedil BUPOBHU4INA Binsnui vy noskilk
BignosigHoCTi 3 BUMOramu GMP, BCTaHOBAEGHUMU MICUeBUM PEryIATOPHUM OPraHom, a
TAaKOXK BIANOBIGHO A0  cneuudixauii, WO  MICTATbCA B peecTpauiiHOMy A0CHe,
3aTBEpKeHomy B YKpaiHi anA  pochipkysakoro JiKapcokoro 3acoby. MpoToxoAu
BUPOBHULTBA, NAKYBAHHA Ta NPOBEAEHHA aHanisis by nepesipeni, B8CTaHOBREHO
BiANOBIAHICTL BUMoram GMP 1a nianucaHo Bignosiganbiumu ocobamu BUpoOHMKa,

Issued by / Bupano
Qualified Person / YnosHoBaxena ocoba:
{OQULIA BIZA/ HONIA BI3A

Date / flata: 28.07.2023

Page 4 of 4



http://www.tcpdf.org

