Mezoxesi JITIL (Amnyauuud {10’ exuiitindt 3ason)
48 Stnery Crpit,

ARioc Atanacioe HIYCTpRABHA 2013,

4101 Amcroe Atanacioe, Jlimaccoa, Kinp

HBT Ceprudirar Ne: MEDAM Pr2024/001
Tlinewsis womep: 032

MEDOCHEMIE

CEPTUMDIKAT SIKOCTI

[Ipenapar: AJIMIPAJL, posun s in ki, 7SMr/3ma Cepin Ne: ASO6BD
Viakonka: 1o 3 AUt B amnayii; no 5 amoyny Gaicrepi; no 2 Baicrepu ¥ kaprowuiit xopoditi

Hominamsauil saicr: 3 sa posusiy (1 ammyaa) MICTHTD: ankaodenak Hatpio 75 Mr

Jlara supoduuursa: (572024

Nokyfieus; «TOB «XDK «Biokonn Yepaina Tpuaarnuit g0t 05,2027
Pasmip cepil: 254350 amnys (25455 xapronunx Kopubok) Pecerpauiiine nocsiiMenHa B Yipaini: LUAG465/01/01
lorazsR Bustorn cuenngicaud! Pesyaprari |
Onue TTponopuit Geadapsrmit a60 21eFKa KOBTYBATRE PO34HIL Iposopu#t aerka
FKOBTYBATHE PO3URH
Excrparosauuit 00’ enm e menute 3,00 ma 3,16 mn
vernna 1,0050 - 1,0150 r/mn 1,0106 o/mn
pH 7,090 71,95 |
[Tposopicrs po3usby [owstaeH Oy TH MPQIOPAM Binnoninae
KoanoposicTs posuity THTOHCHBHICTL 330APRACHHS TIPENAPaTy He NOBHHNHG Bianosinac
Nepepriy BATH STIUION Y
Incrmidiranis UYac yTpUMaHHa OCHOBROMD fiky #a XpaMaTorpami Bianoninac
narpire Merabicyandity BHIpoBy BAHOTO POIYHHY NOBHHEH BIANOBLAATH HACY YTPHMAHHR
OCHOBNOTO TIKY HA XPOMATOrPaM] CTAH/IAPTHOTO pOIUIiLY.
{nenrudirauis Uac yrpumanus iKis mknodenary HATPItD ‘A GeHIAoBoro Bisnosinae
meknodenaky uaTpito Ta | COMpTY Ha Xpomarorpani Bposy Banoro pouHRY HOBIHHI
BCHIHIOBOTO CHHPTY SiANOBIAATH HACY YTPHMAHHA Nikis AHKAODCHAKY parpiio 1a Bianosinac
GeHIHAOBOTY CIHPTY HA xpoMarorpasi CTAHIAPTHOTO POIHHBY,
Lrenrudikauis Crexyp TOTTMEAHHS  PO3uHMY  TIPCMApaTy nonunen  Marn | Bianosinae
HENOQICIaKY HATPIK sarcHmys 8am3sx0 282 By
Kinsxicue Buznauenns 1,35 ~ 1,65 mr/3 Mn (90,0 ~ 110,0 % sin HOMIMATILHOTO) 1003 %
warpio MeTabicy abdiTy
Kinpkicie BU3HAMCHHE
- utknodienak HaTpi 71,25 - 78,75 mré3mn (95,0% ~ 103,0 % BLA HOMIRATBHOTO ) 99,9%
- (eHINAOBHE COHPT 141,345 — 172,755 srf3mn (90.0% ~ | 10,0 % Bia HOMIHGABHOTO ) 100,1%
Cyuy i nostiuxs THAHBAYAIBHOT ZOMIIKI -~ HE Hiavie 0,2 %o, 0,061%
CyMa AOMIOK ~ HE Ginwuie 0.5 % 0,061 %
Mexaniuni BRAOHCHIA Porinn COBMHCH OyTH  BUILHHM BiA  BHIHMAX mexaniunux | Bianopitae
BRITIONCHD,
Henpaumi nacrunki vacruiox 2 10 MrM 6000 abo wcwume | 226
fAMIYNY; HACTHHOK 2 25 MKM 600 alo Menme £ amuyny 2
CrepunbHicTs Posuud nosupen Gy Ty CTECRHILHHUM CTepHiIbHO
Bakvepianuii He Ginvute 0,4 MOME smriopenary HaTPilo Bianosiaac
CHAOTOKCHHH

Ui 8 3acBiAUYI0, 10 HABGACHA BHILC ingropmanis ¢
{sKAOUAIOUH nakyaamm!Mapxynamm) T3 NPOBCACHO KOHTPO/IL T akoeri ma pucansHateniil pifsinn ¥
ginnosiauocti 3 ppmoramu GMP, BCTRHOBACHBMN MICLCBHM PEIYJITOPHHM OPranoM, @ TiKOK BLANOBLAHO A0
g g39§g:malliiix»«on4y socse 460 Taprosi ey kpaiHi-BHPOOHUKA 460 xpatuu-iMnoprepa,
woro aikapeskoro zacody.
YO T8 BCTAHORNCHO sianosianicts GMP.

crieumdikanii, wo MiCTATLC y
AKLIO NPOIY Ko IMIOPEORBHO,: abo Yrrpche cneundikauiil wa npenapay A noCALIKY B
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Medochemie 17D (Ampoule Injectable Facility)
48 lapetou Street.
Auios Athanagsios Industrial Area.

MEDRUBEMIE

4101 Agios Athanassios . Limassol, Cyprus
GMDP Certificate Not MEDAMP/2024/001
License number: 032
CERTIFICATE OF ANALYSIS
Product: ALMIRAL. solution for injection 75MG3ML Batch No: AS06BD

Pack: 3wl in ampoule, 5 ampoules in blister. 2 blister i1 carton

| abel claim: 3 miof solution (1 ampoule) contains 75myg Diclofenae Sodium Manutacturing Date:05/2024
Customer Name: LTD =CPCT BIQCON UKRAINE Bxpiry: 05/2027
Batch size: 254,530 ampoules (25455 cartons) Registration certificate in Ukraine: LIA/9463/01/01
ANALYSIS PERFORMED SPECIFICATIONS RESULTS
. iy . Clear faintly vellow
" Appearinee Clear. volourless 1o faindy yellow sohution d., intly y
C o . sodugion
h 1 Exwactable volume Not less than 3,00 mi 3.16mi
m Dinsity LOAS0  LO1S0g/ml. 1.0106gml
{ pH T4 90 703
[V “larite of s 3 s - :
. Clarity of solution Clear Conforms
« s
| Colour of solution Naot more infense than reference solution Y7 Conforms
The principat peak has a simila retention Hme as the peak dae
a | Sodium metabisulphite identity | 1o standard solution inthe chromatogram obtained with the Contorms
a test solution
d The peaks due to benzyl aleohol and diclofenae sodium hasa e
. ~ oo s N . 8 5
Benzy! aicobol and Diclofenie similar retention time as the peaks due to benzyl alcohol and
) sodivn identity diclofenac sodinm in the chromatogram obtained with the -
P . . ¥ Conforms
reference solution,
0§ Diclofenae sodium identity The speetram shows a masimum at abon 282, Conforms
'S\ Sodium metabisulphite assay 1.35-1.65 my 3 mL (90.0%110.0% fubel clann} 100.3%
\ Assay o e e £ « - . ;
I Diclotenae sodium 712578, 75mp3ml (93,0%-103.0% kabel claim) 49 9%
- Diclolenae sodiu N e . .
C L Benayl 'il(C()b(')l 141,348 172.73%me! 3 ml (90.0%6-110.0% Label claim) 1. 1%
E‘ - i rY s S ——— e R
U1 Refated substances Relgase: Single: Not more than 12% 0.001%
clated substances o . 32 o
‘ ! Fotal : Not more than 0.3% 0.0061%

Particulate Contamination , . s - .
h ) S {issentially free from visible particulute matter

Visible particles T . . ; . Conforms
b partit’ Sub visible particles: Particles 22 10uny: 6000 o Jess? comtainet ‘ ’
Invisible particies i fen o VG ) . . 124
Particles  250m: 600 or fess?” contaner o
Sterility Solution must be sterile Sterile
Bacterial Endotoxins Not more than 0.4 1U/Img diclofenac sodium Conforms

Hesehy 1 vonfions the above wentiowed infonmation is complete and aeurae. The buteh was mumnfactrad tncluding packing/marking} and
fnspected for quality in the above mertioned sitg in sirict corespondence 1o GMI mquirements. established by reguiatory authorities and glso in
accordiney with specifications incladed into the Muster Fite or  trade ieence of manufactoring or fmporting courtey, il the products are
irnported, or i the D Master Fite Tor drug  tor an invesligation medicinad product, Repors on production, packing amd analyses were

reviewed and the cortesponduenie with G established,

Qualified Person.caeriecrsc s W;.......:\M-'\t‘istidml Date:05.07.2024
REDSCHEMIE | TD




