JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPIIOY 37079055

BUCHOBOK
Npo AKICTh BBE3eHOro B YKpainy JiikapcbKoro 3aco0ly

17.02.2025 Ne 7329/25/2611

MEJIOKCHUKAM-BICTA

(HalmenyBaHus nikapcbkoro 3acofy 3riiHO 3 peccTpatiiHUM NOCBiYEeHHAM)
po3uMH Aas in'ekuiid, 15 mr/1,5 ma no 1,5 ma (15 mr) B amnyai, no S amnyJ B kaceri B
na4ii

(thopma Bunycky, N03yBaHHA, BH/L NaKyBaHHs JiKapceKoro 3acoby)
Homep peectpauiitnoro nocsinuenns UA/20372/01/01 crpok aii peectpauiiinoro nocsinuenna 05.03.2029
Cepis nikapcskoro 3aco6y Ne 834014 KinbkicTs BBe3eHoro nikapeskoro saco6y 8000

BupoGHuk XEJITT C.A., I'peuis

(nalimeHyBanHa BUpoOHMKa NikapeLKOro 3acoby, KpaiHa NOX0MKEHH:)

Beeacto B Vipaliy TosapucTso 3 o6meskenolo Bianosinaabnictio "BYCT ®APMA",
inenT. won: 44107410

(HaiimenyBaHHs Ta Kot 3a €/IPTIOY opuanusoi ocodu abo npizeuiue, im's, no GaTbkosi
(iznuHOT 0cobH - nianpuemu, i Micue NpoxHBaHHA Ta peccTpauiinuid Homep oGnikosol
KapTKH NiaTH1ka noaatkis abo cepis Ta HoMep nacnoprta)

IMpoTtokoa Bisyansnoro kourpomo sia 17.02.2025 N 441/01.10-25/24.

3a pesynbTaTaMM AEpPKABHOTO KOHTPOMIO BCTAHOBAEHO, WO JK knii  3aci6 Beeleno B VYkpainy 3

AOTPHMAHHSAM Bumor 3akononancTsa wono 3abesneuenns skocpAikapcbkux 3acobis.
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XEJIII C.A. @apmanebintiuni npodyxiiu
Ceprudikar Bignoeigaocri GMP Xesm: 97350/13-8-2024
Odicn: Byn. Banmaopity, 10, I'P 144 52 Tpancdopmosaro Artuka IPELTII

Ten.: + 30210-2815353, 2843479

helo

=

Anpeca ginsavmi: [lemimi Wouninon, Vomina, 45500, TPELIIST p h armMmeacet) t|CC
Jlinenzina Ha mozein Bupobuurrea: 0000001650/24/2 L& COl
Ten.: + 3026510-92054, 92143 el
BIOAIT KOHTPOJIIO SIKOCTI
CEPTU®IKAT AHAJII3Y
HATA: 15.01.2025 BUIAHO TIEPEBIPEHO
. ITAHHIMAPAC E. IIABOJIATU/IY /I BI3A
KO/: 2.20.0834.1 3ATBEP/DKEHO 3AMIIIIOE
B. HAKY

ITpoayxt: MEJIOKCHUKAM-BICTA pozwis m1st il ekmint 19mr/1,5mvt JaTa BUTOTOBJIEHHS: 12.2024
Hasea Tperiaepa: MICTPATI TepMiH TPUOATHOCTI: 12.2029
Homep cepil: 834014

Kpaima-inmopTep: Vkpaina

Howmep peecrpamirHoro noceimgenns: UA/20372/01/01

Cxag (1 ammyna): Mestokenkam 15 mr/1,5 M

Hivicee mo: 05.03.2029

Poaumip yrakopku: Yoak. * 5 ammyn * 1,5 Mot Bumyirena xinekicTs (ymax.): 19 902
BIIACTMBOCTI CIIEOUPIKAIILA PE3YJIIbTATU
3OBHIIIHIVI BUTTIS HPO3W$£?$‘$§$E°$”;‘$£“MI Birmosizae
TEGHARICT S s i S ot et Bammias
KOJIbOPOBICTb IToni6Ho mo pedepenTHoro posunHy GY1 Bimmoerinae
INEHTVIOIKAIIIA TloswrveHwMiI pesynerat: a) BEPX - 6) TIIIX TTosrTHBHINT
pH 8.2-89 8.7
KUIbKICHE BII3BHAYEHHA Memnoxcuxan: 95,0 -105,0% 98,6
CyMa mowirmok: MakcvyM 1,0% 0.2
Homimka A: makc. 0,2% He Busgeneno
JOMIIIIKI Homimka B : makc 0,2% 0.1
Homimka C: maxc. 0,1% He Busgeneno
Bymb-sxa immma: Makc. 0,2% 0,03
BIMHOCHA TYCTVMHA 1,020-1,032 r/mm 1,031
OB'€M, ITTO BMWJIYIYETBCA He mentme 1,5 M 1,7
MEX e —— Tect 1B: makc. 6000/ dpraxox > 10pm 354
maxc. 600/ ¢pmaxon = 25pm 2
CTEPWJIBHICTDB CrepuwwisHITL CrepwipHII
Eﬁﬁg%% maxc. 233 MO /wt abo 23,3 MO/ vr < 2 MO/ w1 abo < 0,2 MO/ v

YMOBWM 3BEPIT AHH1/ TPAHCITIOPTYBAHH : KiMmHaTHa TeMIIepaTypa
«ITvM s 3acBimUyIO, IT[0 HaBeMEeHA BUIIE iH(OPMAaLIis € HOCTOBIpPHOIO Ta TouHoIo. L cepis mponyKTy Gyra

Bmorom]ena/supoﬁne]{a, BRITHOYAROYTI HaKYBa}H{E/IMapKYBa}H{S{ Ta KOHTPOIIb SKOCTI Ha BUINe3da3HAUEHIX ,E[i?]SEHIKaX v

HoBHi BinmoeinHocTi go Bvmor GMP MicIieBoro pery/IsTopHOro opraHy Ta o cHelludiKaliin y milleHsii Ha IIp ofak
KpalHU-iMIIopTepa. 3aImicy Ipo cepiftHy 06pobKy, IaKyBaHHS Ta aHasi3 Oyimi ImepeBipeHi Ta BU3HAHI TaKVIM, IO

Bimmoeigarote GMP».

Hara aHamizy / Bumycky: 21.01.2025 / 21.01.2025
ViopHOBakeHa ocoba 3 BUITYCKY Cepii:
IO BI3A (VnoBroBaxena ocobn)

TTlimrmic:

/nionuc / newanika /

Hara: 23.01.2025

|s



HELP S.A.

Certificate of GMP compliance of Help: 97350/13-8-2024

Offices: 10, Valaoritou str, GR 144 52 Metamorphosis Attika GREECE h @l
Tel.: + 30210-2815353, 2843479

Site address: Pedini loanninon- [oannina, 45500- GREECE phOFmOCeL t'COlS

Manufacturing Authorization License: 0000001650/24/2 we con
Tel.: + 3026510-92054, 92143

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

DATE : 15/01/2025 ISSUED BY CHECKED BY
D. GIANNIMARAS E. TSABOLATIDOU/ 1. BIZA
CODE : 2.20.0834.1 APPROVED BY REPLACES
V.NAKOU
Product : Meloxicam-Vista Inj. Sol. 15mg/1.5ml amp Mnf. Date:  12/2024
Trader name: = MISTRAL Exp. Date : 12/2029
Batch No: 834014
Importing Country: Ukraine Marketing Authorization Number: UA/20372/01/01 Valid until: 05/03/2029
Composition (1 ampoule): Meloxicam 15mg/1.5ml
Package Size: Bt * 5 ampoules * 1.5ml Released Quantity (packs) : 19.902
PROPERTIES SPECIFICATIONS RESULTS
APPEARANCE Clear, yellow solution with green tinge, !
Complies
practically free of particles
I[CLARITY The solution should be clear, the opalescence is not .
) Complies
more pronounced than that of reference suspension I
([COLOUR Similar to reference solution GY1 Complies
IDENTIFICATION Positive by : a) HPLC - b) TLC Positive
(pH 8.2-89 8.7
ASSAY Meloxicam : 95.0 - 105.0% 98.6
IMPURITIES Total Impurities : max 1.0% 0.2
Impurity A : max 0.2% nd
Impurity B : max 0.2% 0.1
Impurity C: max 0.1% nd
Any other : max 0.2% 0.03
RELATIVE DENSITY 1.020-1.032 g/ml 1.031
EXTRACTABLE VOLUME NLT :1.5ml 1.7
PARTICULATE MATTER Test 1B: max 6000 particles/container 210pm 354
max 600 particles/container 225um 2
STERILITY Sterile Sterile
BACTERIAL ENDOTOXINS max 233 IU/ml or 23.3 IU/mg <2IU/mlor <0.2 IU/mg

STORAGE/ TRANSPORTATION CONDITIONS : Room temperature

"I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /manufactured,
including packaging/labeling and quality control at the above mentioned sites in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch processing,
idMed and@ynd to be in compliance with GMP",

packaging and analysis records were 3

Batch release authorlzed p -
T No
IOULIA BIZA ( Qualtﬁed - ﬁ42 i A

Signature:............... n {Ne ....... /' Date: 23.01.2025
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