JNEPXKABHA CJYXBA 3 JIIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitinunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €EJIPTIOY 37079055

BUCHOBOK
NMpo SKiCThL BBE3eHOro B YKpaiHy JiKapcbKoro 3zacody

15.06.2026 Ne 31018/26/26

MEJIOKCHKAM-BICTA

(nalimenyBaHHa JikapchKoro 3acofy 3rilHo 3 peccTpaulifHuM NOCBiAYEHHSM)
po3unH Aaa in'exuii, 15 mr/1,5 ma no 1,5 ma (15 mr) B amnyai, no 5 amny.a B Kaceri B
navmi

(¢opma BunycKy, N03yBaHHS, BUI NAKyBaHHS JiKAPCLKOro 3acoby)
Homep peectpauiiitoro nocsimuenns UA/20372/01/01 crpok nii peectpauiiivoro nocsinuenns 05.03.2029
Cepis nikapcskoro 3acoby Ne 834026 KinbkicTs BBe3eHoro nikapeskoro 3acody 6600

BupobHuk XEJIIT C.A., I'peuis

(HaiMeHy BaHHS BUPODHUKA NIKAPCHKOIO 3aco0V. Kpaina noxo ke )

BeeseHo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOK BULHTOBILIAJBHICTHO
"BYCT ®APMA", inenr. con: 44107410

(naiimenysanis Ta ko 3a CJIPTIOY wopwinanor ocotn abo upissmime. is's. 1o 6atLkon
(hizuunol ocobu - nianpuemits. i Micie NPOKURANIL Ta pecCTpatiifinuil nosep o6 koo
KApPTKH naariuuka HOJATKIB b0 CCPIs Ta HOMEP Bacopra)

Mpotokon sisyansuoro kontpomio sin 15.06.2026 N 3119/01.10-26/8.

3a pe3sysbTaTaMu JePKABHOTO KOHTPOMIO BCTAHOBJEHO, LUO nikapchkuil  3aci6 Beesewo B VYkpainy 3

AOTPHMAHHAM BHUMOI 3aKOHOABCTBA LOO 3a6e3neueHHs AKOCTI pcbKuX 3acobis.

ARGOBIB T4 3
L‘J““ " ¥ "f)'

>

______________________ Mukona XOJIOJIEHKO

HTPOMIO) (rimc) (iniuiasm 1a npisemie)




XEJIII C.A. @apmayebmuuni npodyxmu

Ceptudikar Bignosimaocti GMP Xesnmr: 97350/13-8-2024 e
Odvicn: By Bammaopity, 10, I'P 144 52 Tparcdopmosaro Artvka I'PELIIS @
Ten.: + 30210-2815353, 2843479 .
Anpeca ginsaui: Menini Vionninon, Vonsnina, 45500, TPELLS p h arMmaodcet’ t| e |S
JlinteH3is Ha mo3Bi1 BUpoOHMIITBa: 0000001650/24 /2 we CcQl

Ten.: + 3026510-92054, 92143

BIOAVI KOHTPOJIIO SIKOCTI

CEPTUDIKAT AHAJII3Y
ITATA: 15.01.2025 BUIOAHO ITEPEBIPEHO
A. TIAHHIMAPAC E. IIABOJIATUIY /1. BI3A
KOM: 2.20.0834.1 3ATBEPIIDKEHO SAMIITIOE
B. HAKY
IMponyxr: MEJIOKCMKAM-BICTA po3sunH a1 in’eknin 15mr/1,5m1 JlaTa BUTOTOBJIEHHS: 05.2026
Hasga Tpenpepa: MICTPAJI Tepmin mpypgaTHOCTI: 05.2031
Howmep cepii: 834026
Kpaina-imroprep: Ykpaina Howmep peecrpanirmoro nocsimuenss: UA/20372/01/01 Hivicae no: 05.03.2029
Cxitaz (1 ammrysta): Menokenkam 15 mr/1,5 mix
Posmip ynakoskm: Ynak. * 5 ammrys * 1,5 mun BuryieHa KUTbKicTb (yIIak.): 19 551
BJIACTUBOCTI CITEOVDIKAIIISI PE3YJIbTATU
SOBHILLIHVAV BUTTISIL Hp030pv.n71 posumH )f(OBTOIiO KOIIbOPY 13 3erteriM Bimtosime
BIZITIHKOM, BUIBHW BiJ] YaCTVMHOK
[TPO3OPICTD Pozunu Mae Oyt TposopuM, KanaM.micm Biioniiae
BUpakeHa He OUIBII, HDXK Y KOHTPOJIBHOI CycreHsil I
KOJIbOPOBICTb IMTonibuo mo pedepenrtHoOro posunay GY1 Bingmosinae
IJEHTVIDIKALIIS IMosutnBHMI pe3ymbTar: a) BEPX - 6) TIIIX [TosuTrBHMI
pH 8,2-8,9 8,6
KIUTbKICHE BMSHAYEHH Menokcukam: 95,0 -105,0% 96,7
Cyma momimok: MakcmyMm 1,0% 04
Howmimka A: makc. 0,2% He BusiBiiero
JOMIIIKI Howimka B : makc 0,2% 0,2
Howmimmka C: makc. 0,1% He BusiBiiero
bynp-sixa inma: makc. 0,2% 0,1
BIDHOCHA TYCTMHA 1,020-1,032 r/ M 1,029
OB'eM, IO BMJTYYYETBCSI He menme 1,5 Mt 1,7
Tect 1B: makc. 6000/ prakor > 10um 905
MEXAHIYHI BKITFOYEHHSI
Mmakc. 600/ dprrakon > 25pm 2
CTEPWJIbHICTb CrepribHU CrepribHMI
BAKTEPIAJIbHI
EHIOTOKCVHM makc. 233 MO/ w1 abo 23,3 MO/ mr <2 MO/wmt abo < 0,2 MO/wmr

YMOBM 3BEPITAHH/ TPAHCIIOPTYBAHHSI : KiMmHaTHa TemMnepaTypa

«IymM 1 3acBimayIo, 10 HaBeeHa BuIe iH(OpMarIis € JoCTOBipHOIO Ta ToUHOK. L5 cepist mpoxgykry Oyria
BUTOTOBJIEHA/ BUpOOIIeHa, BKIIOYAIOUNM I1aKyBaHHS/MapKyBaHHS Ta KOHTPOJIb SIKOCTI Ha BUIIe3a3HaAUYeHVIX IUITHKaX y
TIOBHIN BimmosigHOCTi 10 BuiMor GMP MicIIeBoro peryssiTopHOTO OpraHy Ta A0 crerydikariivt y JiireHsii Ha mpoax
KpailHu-iMIopTepa. 3armicu mpo cepivtHy o6po0OKy, ITaKyBaHHS Ta aHaIi3 Oysv ImepeBipeHi Ta BU3HaHI TaKVMU, IO
BignosigaoTe GMP».

Hara anaiisy / sumycky: 28.05.2026 / 02.06.2026

YmosHOBakeHa ocoba 3 BUITyCKy cepii:

FOJIISI BI3A (YnoBuoBaxena ocoba)

ITiprmvac: / nionuc/ neuamxa / ITara: 02.06.2026




IfHELP S.A.
Certificate of GMP compliance of Help: 97350/13-8-2024
Offices: 10, Valaoritou str, GR 144 52 Metamorphosis Attika GREECE C
Tel.: + 30210-2815353, 2843479 h . |
Site address: Pedini Ioanninon- loannina, 45500- GREECE ENAf maceuticals
Manufacturing Authorization License: 0000001650/24/2 frail b
[Tel.: + 3026510-92054, 92143
QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS
DATE : 15/01/2025 ISSUED BY CHECKED BY
D. GTANNIMARAS E. TSABOLATIDOU/L BIZA
CODE': 2.20.0834.1 APPROVED BY REPLACES
V.NAKOU
Product : Meloxicam-Vista Inj. Sol. 15mg/1.5ml amp Mnf. Date : 05/2026
Trader name: ~ MISTRAL Exp.Date:  05/2031
Batch No: 834026
[mporting 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) : 19.551
PROPERTIES SPECIFICATIONS RESULTS
APPEARANCE Clear, yellow solution with green tinge, .
) ] Complies
practically free of particles
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 82-89 8.6
ASSAY Meloxicam : 95.0 - 105.0% 96.7
IMPURITIES Total Impurities : max 1.0% 0.4
Impurity A : max 0.2% nd
Impurity B : max 0.2% 0.2
Impurity C: max 0.1% nd
Any other : max 0.2% 0.1
RELATIVE DENSITY 1.020-1.032 g/ml 1.029
EXTRACTABLE VOLUME NLT : 1.5 ml 1.7
PARTICULATE MATTER Test 1B: max 6000 particles/container 210pum 905
max 600 particles/container 225pm 2
STERILITY Sterile Sterile
BACTERIAL ENDOTOXINS max 233 IU/ml or 23.3 IU/mg <2IU/mlor <0.21U/mg
STORAGE/ TRANSPORTATION CONDITIONS : Room temperature
" 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,
packaging and analysis records were reviewe d to be in compliance with GMP".
||Date of analysis/ release: 28.05.2026 / 0@2‘
Batch release authorized pers
IOULIA BIZA ( Qualified Pe
S PR, e & 5 05 5 N, S Date : 02.06.2026




JEP)KABHA CJIYKBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
Npo AKiCTh BBE3eHOro B YKpainy JikapcbKoro 3acoby

27.02.2026 Ne 9354/26/26

MEJIOKCHKAM-BICTA

(HadmenyBanig Nikapcbkoro 3acoby 3riino 3 peccrpatifiinum NocsiMeHnaM )
posumn aas in'exuiii, 15 mr/1,5 s, o 1,5 mun (15 mr) B amnyaax; no S amnya y Kaceri B
navui

(thopma BUITYCKY, N03YBAHHS, BHA NAKYBAHHS AiKapcekoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/20372/01/01 crpok aif peccrpauiiinoro nocsinuenns 05.03.2029
Cepis sikapcnkoro sacoby Ne 834016 KinbkicTs BBe3eHOrO Nikapeskoro sacoby 6600

BupoGunk XEJI C.A., I'penis

(Halmeny sanis BUPOOHHKA JIKAPCHLKOrO 3aC00y. KPaiHA NOXOKCHHA )
pe b

Baeieno B Yipainy Tosapucrno 3 odmexenoo sianosizaasuictio "BYCT ®APMA",
inenr. won: 44107410

(Halmenysanns Ta koa sa €APTIOY wopuanunol ocobu abo npisanuie, iM's, no Gatskoni
hiznunol ocobu - nianpuemus, 1T Micle NpokUBaINS Ta peccTpautiiimit nomep obaikosoi
KAPTKH NJAaTHHKa NoAATKIB abo cepin Ta noMep nacnopra)

Iporokoa sisyansuoro konrpomo sin 27.02,2026 N 869/01.10-26/8.

3a  pesyanTataMH  €pKABHOIO KOHTPOMIO BCTAHOBAEHO, 1O AiKapch 3aci6 sBeseno B Ykpainy 3
JAOTPHMAHHSM BUMOTr 3aKOHOAABCTBA WOAO 3a0e3neueHHs AKOCTi ni/mch 3acobis.

}Ialiam, HHK Mukona XOJIOJIEHKO

(mianuc) (idinianm Ta npisamine)

(nocaona



XEJIII C.A. @apmayebmuuni npodykmu
Ceprudikar signosinaocti GMP Xesm: 97350/13-8-2024
Odicn: By Bammaopity, 10, I'P 144 52 Tparcdopmosaro Arrvka I'PELIIS

Ten.: + 30210-2815353, 2843479

he

Anpeca ginsaumi: Tegini Vonsizon, Vionnina, 45500, TPELILST @, harmaceuticals
JlirreH3is Ha mo3Bin BupooOHMIITBA: 0000001650/24 /2 L1 COCM
Teon.: + 3026510-92054, 92143 ' i
BIOI1JI KOHTPOJIIO SAKOCTI
CEPTUDIKAT AHAJII3Y
IJATA: 15.01.2025 BUOAHO IIEPEBIPEHO
. TTAHHIMAPAC E. IIABOJIATUIY /L. BISA
KO[I: 2.20.0834.1 3ATBEPDKEHO 3AMIIIIOE
B. HAKY

ITponyxTr: MEJIOKCUKAM-BICTA po3unH a5 in’eknin 15mr/1,5mi1 IlaTa BUrOTOBJIEHHSI: 01.2026
Hasgsa Tperipepa: MICTPAJI TepmiH mpymaTHOCTI: 01.2031
Howmep cepii: 834016

Kpaina-immoprep: Ykpaina

Homep peecrpamnirHoro nocsimuenss: UA/20372/01/01

Ckian (1 amrrysa): Menokcenkam 15 mr/1,5 mot

Hivicae go: 05.03.2029

Posmip ymakosku: Ynak. * 5 ammyn * 1,5 mi Bumymena KinbKicTh (yrmaxk.): 19 800
BJIACTMBOCTI CITEOVPIKAIILA PE3YJIbTATU
e I
[POSOPICTD Bnp:ﬁ;?:{zd gfni};njjdﬂriliiiﬁgézi:i?:;cizzsﬁ I Biznosinae
KOJIbOPOBICTb IMTonibHo mo pedepenTHOrO posunuy GY1 Bigmosinae
IDEHTU®OIKALILL IMosutvBHMI pesynbrart: a) BEPX - 6) TIIIX IMosuTvBHWUIL
pH 8,2-8,9 8,7
KUTBbKICHE BM3HAYEHHSI Menokcmkam: 95,0 -105,0% 100,4
Cyma gomimok: MakcumyM 1,0% 0,1
Howmimmka A: maxkc. 0,2% He BusiBiiero
JOMIILLKM Howimka B : makc 0,2% 0,1
Howmimmka C: makc. 0,1% He BusiBiiero
bynp-sxka inma: maxc. 0,2% 0,02
BIDTHOCHA TYCTMHA 1,020-1,032 /™t 1,030
OB'eM, IO BIWITYUYETDBCSI He menme 1,5 M 1,7
MEXAHIYHT BKTFOYEHHS Tect 1B: makc. 6000/ dprraxon > 10um 468
Makc. 600/ dpmakon = 25um 1
CTEPWIBHICTD CrepwibHUT CrepwibHM
EIA—‘IIELE]?FPCI)QJCIZII;[I_I{IIM makc. 233 MO/ w1 abo 23,3 MO/ mr <2 MO/wmt abo < 0,2 MO/wmr

YMOBWM 3BEPITAHHSI/ TPAHCIIOPTYBAHHSI : KimHaTHa TeMnepaTypa

«ImM s 3acBigdyTo, IO HaBeeHa BuIIe iHdopMariis € JOCTOBIpHOIO Ta TOUHOIO. LI cepis mpomykTy Oya
BUTOTOBJIEHA/ BUPOOIIeHa, BKIIOUAIOUNM I1aKyBaHHS/MapKyBaHHS Ta KOHTPOJIb SIKOCTI Ha BUIT[e3a3HAUYEHVIX AUTTHKaX y
TIoBHIM BinmosigHOCTi 0 BMor GMP MicIieBoro peryssiTopHOTroO opraHy Ta 10 crenmdikariint y irensii Ha mpomax
KpalHU-iMIIopTepa. 3amvicy Ipo cepivtHy oOpoOKy, MaKyBaHHS Ta aHasli3 Oysm mepesipeHi Ta BU3HaHI TaK/MM, IO

Bimmosigarote GMP».

Hara anamizy / Bumycky: 13.02.2026 / 13.02.2026
YmoBHOBa)keHa 0coba 3 BUITYCKY cepii:
FOJIISI BI3A (VnobBroBaxena ocoba)

TTimrvac:

/ nionuc/neuamxa /

Hara: 13.02.2026




HELP S.A.

Certificate of GMP compliance of Help: 97350/13-8-2024
Offices: 10, Valaoritou str, GR 144 52 Metamorphosis Attika GREECE h@ I
Tel.: + 30210-2815353, 2843479 y
Site address: Pedini Ioanninon- loannina, 45500- GREECE phOmeC@UUCQIS
Manufacturing Authorization License: 0000001650/24/2 e COn

lel.: + 3026510-92054, 92143

QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS

DATE : 15/01/2025 ISSUED BY CHECKED BY
D. GIANNIMARAS E. TSABOLATIDOU /L BIZA
CODE: 2.20.0834.1 APPROVED BY REPLACES
V. NAKOU
Product : Meloxicam-Vista Inj. Sol. 15mg/1.5ml amp Mnf. Date:  01/2026
Trader name:  MISTRAL Exp. Date:  01/2031
Batch No: 834016
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) : 19.800
PROPERTIES SPECIFICATIONS RESULTS
APPEARANCE Clear, yellow solution with green tinge, )
; ) Complies
practically free of particles
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 82-89 8.7
ASSAY Meloxicam : 95.0 - 105.0% 100.4
IMPURITIES Total Impurities : max 1.0% 0.1
Impurity A : max 0. 2% nd
Impurity B : max 0. 2% 0.1
Impurity C: max 0.1% nd
Any other : max 0.2% 0.02
RELATIVE DENSITY 1.020-1.032 g/ml 1.030
EXTRACTABLE VOLUME NLT:1.5ml 1.7
PARTICULATE MATTER Test 1B: max 6000 particles/container 210pm 468
max 600 particles/container 225pum 1
STERILITY Sterile Sterile
BACTERIAL ENDOTOXINS max 233 IU/ml or 23.3 IU/mg <21U/mlor <0.2IU/mg

STORAGE/ TRANSPORTATION CONDITIONS : Room temperature

"] 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,
packaging and analysis records were reviewed and found to be in compliance with GMP".

IOULIA BIZA ( Quahfte Dérso .} No
094423082
Signature:... o ks . ....................... Date : 13.02.2026



http://www.tcpdf.org

