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Hosminansunii pmicr: 1,5 mn posuuny (1 amnyna) micturs MeNoKCHRamy |5 mr
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Komwoposicrs Iurencusuicr, salapsnenms NPENAPATY He NOBKHED Binnosigae

PO3YHHY nepesinysary eranonn GY abo Y

Excrparosanuii He menme 1,5 mn 1,60 an

of'eMm

pH 8489 8.67

ycruna 1,013 1,035 r/mn 10267 rivn

Inenrndixauis A, YO/ supamuii CREKTPOGOTOMETPHY U anani3 Bianosigae
NOBHTHBH I Bianosinae
B. Hosurusunii ananis metonom BEPX

Cynyrhi gominixy Homitku B ~ e Ginsiie 0,5 %, 0,226 %
ol okpemol nominiki - e Gimiue 0,2 %, Hinkue nivi-y susiss.
Cyma iHnux goMinok — He Ginnune 0,5 % Hikue nivi~y nugmay.

LKianicrw 95,0~ 105,0 % 98,9 %

BUBHAYCHHSY

Mexariuni Posuun nosunen Gyt APAKTUYHO BinbHUM BiA musMuX | Binnosinae

BRIUOCHUA: BAIMMI | Mexaniuiux BRIIOYCHE,

YACTHHKH

Mexaniuni Hesiwmmmi wactiuxs: wacinion 2z 10 MM 6000 abo | 3

BIGTOYCH N MEHIIE faMIynty; wactanok » 23 Mem 600 ato uerme 7] Q

HEBMANMI MaCTHHKH ammysy

Crepwisnicrs PO3UHH NOBHHEH GyTH CTEPHIBHUM Crepunbuo

Baxvepiannni He Ginbwe 13,3 MO/Mr senorenxana <5,3 MO/ur
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Medochemic LTD {Ampoule Injecrabhe
Facility)

48 lapetou Street, Agios Athunassios
Industrial Area, 4101 Agios Athanassios.
Limassal, Cyprus

GMP Certificate No: MEDAMP/202201
License number; 32

ERQOHEMIE

CERTIFICATE OF ANALYSIS

Product:  MELOX, solution for tnjection 13MG/T.5MLL Manufacturing date: 0272024
Bateh No: A215BD Expiry date: 022027

Pack: 5 ampoules in blister. 1 blister in carton

Customer: LTD ~CPC™ BIOCONT UKRAINE

Label claim: 1.5 ml of solution {1 ampoule} containg Meloxicam | 5mg
Batch size: 68.050 ampoules (13.610 packs)

Registration certificate in Ukraine: UA/IS382/01/01

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Appuarance Clear, yellow 1o greenish-vellow solution Conforms
CoL. Clear or not more opalescent than reference
I Clarity , ) Conforms
suspension |
e
m | Colowr Not more intense than reference solution GY or Y 1 Conforms
l o - . e ‘
. Extractable volume 1.5 ml 1.60ml
a i pH & - 8.0 867
! : ; o
Relative density 1O1S-1.033/ml 1.02679/ml
i L 1. UV 7 Vis spectrometry Conforms
n 1 ldentification » ) ; -ORIOGUS
d 2, Positive analysis by HPLC test Conlorms
, Impurity 3: Not more than 0.5% 0.226%
p | Refated substances Any other impurity: Not more than 0.2% Undder disregard Himit
h Total other impuritics: Not more than 0.5% Under disregard limit
¥ - o
o 1 Assay 95,0%0 - 105.0%% 08.9%,
R o —
Particulate contamination
. Visible particles Fssentially free froms visible particulate matter Conforms
] AV e AT A
Particulate contamination | = pa particles: not more than 6000 3
Suh visible particles =28 1um particles: not more than 600 0
Sterility Sterile Sterile
o IS iy EI /
Bacterial Endotoxins Not more than 13.3 1 mg S5 g

Hereby 1 oconfinm the above mentioned information is complete amd accurate. The batch was masufactured  (inchuding
packing/murkingy and inspeeted for quatity in the abowe mentinned site it striet correspondenee to GMP requirements, established by
reaulatory authorities and alse in pecordance with specitications included into the Master File o trade Heence of manufactaring ot
importing country, il the products are imported. or in the Drug Master File for drug for an investigation medicinal product. Repors
on production, packing and analyses ware reviewed ;m{gi..li\xu cortespondence with GMP established.
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