Mezokeni JITIL (Annysbrudt i ekuiiitiait Jason)
48 Stnery Crpir.

ARHoC Atanacioc HEYCTpRUILIR 3003,

4101 Awuoc Atanacioe, Slimaccoa, Kinp

MEpochTMI HBIT Cepradiar Ne: MEDAMP/2024/001
Tinensis romep: 032
CEPTHDIKAT SIKOCTI
[Ipenapar: AJIMIPAJL, posaus U i ekuifi,7SmMr/3Ms Cepin Ne: AS06BD

VAakoBKA: 10 3 AT B aMnydi; 1o 5 amuyay Gaicrepi; no 2 Baicrepu y kaproii kopobit

Hominatsiuit saict: 3 st poswssiy (1 aMnyna) MICTHTH: ankaogenak Hatpiio 75 Mr Jlara supobunirsa: 0572024
Nokynens: «TOB «XDK «Biokoun Yipaina [Tpuaaruuil 2ot 052027
Paamip cepii: 254550 amryt (25455 xkapronunx xopobok) Pecerpauiiine nocistenis B Yipaini: UAS465/01/01

TlorasHHR Busorn cneundicaudl Pesyaprar J

Onue Tipozopuit Gesbapeuuii abo aerka WOBTYBATHR POIHHIL [iposopuit anersa
FAKOBTYBATHI POIUIY
Excrparosauuit ob’es e menwe 3,00 s 3,16 ma
vernna 1,0050 -~ 1,0150 v/mn 1,0106 o/mMn
pH 7,090 195 |
[Tpoaopicrs po3ulyy [opstaen Oy TH NPO3OPHM Binnoninae
KoanopasicTs posdiny THTORCHBHICTY 3a6apBNCHHA TIPENAPATyY HE NOBHHNG Bianosinac
nepesuiily BaTH STAION Y

Incvmidirauis Yac yTpuManus OCHORHOrO fiiky #a XpOMATOrpas Bianonixac

nanpire Merabicyndity

BHAPOGY BANOTO POBYHHY NOBHHEH BIANCBIJATH HACY YTPIMAHHS
OCHOBHOFO iKY HA XPOMATOCPAM] CTAHIAPTHOTO POSHIILY.

{nentidirauis
mknodeHaky uaTpito Ta
OCHIMIOBOTO CANPTY

Yac yrpumanns nikis AMKIoGenaKy HATPIO 1a GensnaoBoro Bianosinag
CHMpTY Ha XpoMarorpami Bnpoly BANOTO POMMAY HOBHHHI
SIANOBIAATH ¥ACY YTPHMANHA NiKib AMKAODEHAKY narpiio 1a Bignosinac

GeH3HAOBOTO CIIHPTY HA XpOMi\‘K‘OI‘DaMi CTAMIAPTHONO POIHHHY .

Lnenrudikanis Cuekrp TOTJIMEAHHS  POJHUY  NpCHapaty nosnmen  marn | Bignosinae

anknodeiraky Hatpio sarcuMys Bansexo 282 M

Kinpxicie BU3HAUCHHS 1,35~ 1,65 mr/3 mn (90,0 ~ 110,0 % BiZL HOMIHASILHOTO) 1003 %

warpiio meTabicynbdiry

Kinpricue BH3HAMCHHS

- knodienak HaTpiv 71,25 - 78,75 mri3mn (95,0% - 105,0 % B HOMIHATBHOTO ) 99.9%

- GeHanaoBHE ClupT 141.345 — 172,755 srf3man (90,0% ~ 110.0 % Big HOMIHBABLHOIO ) 100, 1%

Cyuytai nostiwsn THAKBIAY 2ABHOT Z0OMiNIKY -~ HE Hiavie 0,2 Yo, 0,061%
CyMa JOMIIOK ~ HE Ginvuie 0,5 % 0,061%

Mexaniuni BROOHEHHS

Pominn fospten Oyt BUILHHM  BiA BHANMAX mexanivnnx | Bianopitae
BRIOUCHE,
Henpanmi MAacTHHKIL 4acTHIOK Z 10 mxm 6000 alo scHwie 226

faMayay; HACTRHOK 2 25 MKM 600 alo Mente £ amMuyny 2
CTepuinbHiCTh Posuun NOBAHEH GYTH CTEPHIIbHUM CrepHapHD
Baxvepianvii He Gimswe 0,4 MO/Me knodenary HaTpile Bianospiaac
CHANTOKCHMHH

Ui 8 3acainvylo, IO Hageea Buiue iHPOpMANS € JOCTOBIPHOIO T3 TOUHOIO. Lo cepito nponyxuii Gyao BipoBAEHO
{BKAIQUAONY nakyBaHHA/MAPKy BalNA) T3 NPOBCACHO goxrpons 1 akocTi MU BHuICsAZHAMEHiT Rinpimnd y vosnif
sinnosinwoeri 3 masorami GMP, BCTAHOBACHHMN MICUEBHM PEIY/STOPHHM OPFafoOM, @ TaKOK BLANOBIAHO 0

crieuuikanii, o MICTATLCR ¥ |

AKLIO NPOJYKUiK0 imnop‘;pﬁﬁ}ig,u

TPALHHOMY A0CHE aB0 roprovift sinensii kpalun-BupobHiIKa 300 xpatHa-imnoprepa,
) “rmocne ceundikauiil ua npenapar i HOCALILKY BAHOTO ATKAPCHKOTO sacoby.

fTpoToxomnit nnpoﬁszuu_;'d;{;;f@hynmlmq@*e{khmain By H0 HepersnyTo T4 BCTAHORICHA pinnosinnicrs GMP.

AApicriny Jlara: 05.07.2024




Medocherie 1.T1 (Ampoute Injectable Facility)
48 fapetou Street
Awios Athanassios Industrial Area.

MEDDUHEMIR

4101 Agios Athanassios | Limassol, Cyprus
GMP Certificate No: MEDAMP/2624/001
License number: 032
CERTIFICATE OF ANALYSIS
Product: ALMIRAL. solution for injection 7SMG{3ML Batch No: ASO6BD

Pack: 3 ml in ampoule, 3 ampoules in blister. 2 blister it carton

i abel claim: 3 miof solution (1 ampoule) contains 75mg Diclofenac Sodium Manutacturing Date:05/2024
Customer Name: LTD "CPCT BIOCON UKRAINE Expiry: 052027
Batch size; 254,530 ampoules (25455 cartons) Registration certificate in Ukraine: LEA/9463/01/01
NALYSIS PERFORME SPECIFICATIONS cSU ;
ANALYSIS PERFORMED SPE RESULTS
5 - ; Clear faintly vellow
.1 Appuaranee Clear. colourless to faintly vellow solution . Lk
C - . solugion
h 1 Exwaciable volume Not less than 3,00 ml 3.06mi
\ Diensity 1.0050 - 1LO150g/ml, 1.0106g/ml
n )
ph T4 9.0 7.3
¢ Slarity of i N o
. Clarity of solution Clear Eontarms
« SEE
p§ Colour of solution Not more infense than reference solution Y7 Confonms
The principal peak has a similar retention time as the peak due
a | Sodium metabisulphite identity | to standard colution in the chromatogram obtained with the Contorms
n test solution
d The peaks due to benzyl aleohol and diclofenae sodium has a T —
. ~ oo ' N " L 5
Benzyl alcohol and Diclofenie similar retention time as the peaks due to benzyl alcohol and
" sodium identity diclofenac sodivm in the chronatogran abtained with the Conlapns
I reference solution, - )
b Diclofenac sodiunt identity The spectrum shows 4 masinum at about 282nm. Conforms
'S‘ Sodiwm netabisulphite assay 1.35-1.65 mg 3 mb (90.0%-110.0% fubel claim} 100.3%
‘ Assay [, " - ; .
| ) [)i;'lnl“c nac sodium 11 2578, 75me3ml (95.0Y0-105.0% label clain) 99.G%
¢ Bcnz;*t 'il(C()E)(i)l 141345172, 755me 3 ml (90.0%0-110.0% label claim) 10014
21 - b e se——]—S 5 A T
slease; Single: Not more than 0.2% 0.001%
U § Retated substances Release: Single: Not more than .25 Y
Total : Not muore than 0.3% 0.061%
Particulate Contamination TR ;
Visible particles {issentially free from visible particuiute matter Conforms
lmn'i«;ihlc '1:1ic£c< Sub visible particles: Particles 2 10pm: 6000 o less? container | 54 )
sthie pi ’ Particles 7 251m: 600 or less? container -
Sterility Sedution must be sterile Sterile
Bacterial Eadotoxins Not more than 0.4 1U/Img diclotenac sodium Canforms

Hesehy 1 confirm thi abave wentioned information s complate and aecurate, The bateh was numufactied (including packing/marking) and
fnspected for quadity in the above mestioned site i strict corespondence 10 GMP reguirements, established by reguiatory amthoritics and wiso in
accondinee with specifications included into the Master File o trade ficence of manufactaring of importing country, i the products are
inported, or i the Drug Master File for drug  for an investigation piedicinad product, Reports on production, packing and analyses were

reviewed and the corespondenee with G established,

\,»""‘}
Qualified Pcrson................{,....an......f\,;'\t‘islid(m Date:03.07.2024
Jefiemie 1o
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IEPKABHA CJIYKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiIBCBKIA OBJIACTI

upos. Ceitanyuol Hanil, 3, m.Kuin, 02099, ren/gaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOVY 37078774

BUCHOBOK
PO AKICTh BBE3eHOI0 B YKPAIHy JIKapchKoro 3acoby

29.10.2024 Ne 55096/24/10

AJIMIPAJL

{HaliMeHYBAHHA MKAPCHKOTO 3300y 3riaH0 3 peccTpauiiiHIM NOCEIACHIIM}
PO3HH AN iH'exniii, 75 Mr/3 ma; mo 3 ma B amnyai; no 5 amnya y Oaicrepi; no 2 aicrepn y
KapTOHHIH Kopodui
(hopma BumyCKy, AO3YBANNA, BHI NAKYRAHA JiKapcLKoro 3acoby)

Homep peccrpanifinoro nocsiguenns UA/9465/01/01 crpox nii peecrpauiitnoro nocsizuenns 01.01.2069

Cepis mxapcekoro sacoby Ne AS06BD Kinukicts BBe3€HOrO MiKapebkoro sacoby 120
BHpoOHHK Menmokemi JITI (Amnyneruii 1 exnifinui 3ason), Kinp
(naiimeHyBanEL BUPODHHKA NiKapcrroro 3acofy, KpaiHa NOXO/LKCHHA)
Breseno e Ykpaiuy Crinpae yrpalucbKo-eCTOHChKE MIMPHEMCTBO ¥ (JOpMi TOBAPHCTRA
3 o6Mexeno10 BinnoBizaapnicrio "OnriMa-®apm, JATA", igenT. kom:
21642228

(mafiMeryBanHA Ta ko 3a €JPIIOY opumivsol ocobu abo npizsmiue, in'4, o 6atekosi disiHol
ocodu - mianpueMns, 1f Micle IpoxHBants Ta pecctpaniiinuil HoMep o61ikoBOT KAPTKY IIATHHEA
noxarkis abo-cepiz Ta HoMep nacnopra)

IpoToken Bisyansuoro xonrpoao six 28.10.2024 Ne 3281/2.

3a pe3yAbTATAMH HEPIKABHOFO KOHTPIID BCTAHOBIEHO, Mo Jikapchkdil 3acif  BmeseHo B  YRpainy 3
AOTPHMAHHAM BUMOr 34KOROAABCTRA UIONO 3A0€3MCHEHHA AKOCTI MKAPCHRIX 3acobiB.

/é . @;;/ Bixtop CTEM®KIBCHKHH

v T i
i (nianney {inivinas ta npizsioe)




JTEPXABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KHiBCbKIN OBJACTI

npos. Ceitnuysoi Hagii, 3, m.Kuis, 02099, ten/dpaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €EAPIIOY 37078774

BUCHOBOK
PO AKICTH BBe3€HOro B YKpaiHy jJikapcbKoro 3acoly

15.04.2025 Ne 17736/25/10

AJIMIPAJI

(naiiMenyBamis JikapchKoro 3acoby 3riHO 3 PEECTpauifHNM MOCBIAUCHHAM)
po3uun Aas in'exuiii, 75 mr/3 mur; o 3 ma B amnyi; mo S ammya y OJricrepi; mo 2 6aricrepu y
KapTOHHIN KOpoO1Li

({opma BuMyCKy, HO3yBaKHS, BUI IAKyBAHHS JiKapchKoro 3acoby)
Howmep peectpaniiinoro nocsiguenns UA/9465/01/01 crpox aii peecrpauiitsoro nocsiguenus 01.01.2099
Cepis nikapcokoro sacoby Ne AL10BD KinbkicTb BBe3eHOT0 Jlikapebkoro 3acoby 240

BupoGuux Menoxemi JITJ (Amnyasnuit In"exuitinnit 3aBon), Kinp

(naiiMenyBants BUpoOHMKa NIKapCHKOro 3acofy, KpaiHa roXomKeHHs )

Baeseno B Yipainy CuoinbHe ykpaiHcbKO-eCTOHCHKE NiANpueMcTBO y hopMmi ToBapuUcTBa
3 o6MeskeHo0 BiqnoBigaapHicTio ""OnriMa-@Papm, JITI", inenr. con:
21642228

(naiiMenyBanus ta kop 3a CAPITOY 1opuanunoi ocobu abo npizpuLie, im's, no Garbicosi Qiznunol
ocobu - nianpuemus, i MicLe NPoKKHBaHHS Ta peecTpalifiHii HoMep 0ONIIKOBOT KapTKH [1aTHHKA
nonatkis abo cepist Ta HOMeEp I1acropra)

Mporokon BizyansHoro xoutpodo sin 14.04.2025 Ne 1124/5.

3a pesyneTaTaMH ACPXaBHOTO KOHTPOJIO BCTAHOBJICHO, UIO Jikapcokui 3aci® BBeseno B Ykpainy 3

AOTPUMAHHAM BuMOT 3aKOHOJABCTBA LIOM0 3a0e3MedeHHs SKOCTI JIIKapChKUX 3ac00iB.

-occ(
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Menoxemi JITIT (AMnynsHuit [0 exuiiinuii 3asom)
: 48 Snery Crpir,

Axoc Aranacioc [ugycrpiansha 30Ha,

4101 Axnoc Artanacioc, Jlimaccon, Kinp

1§

MEDOCHEMIE HBIT Ceprudixar Ne: MEDAMP/2024/001
Jlinensin Homep: 032
CEPTH®IKAT AKOCTI
[Ipenapar: AJIMIPAJI, po3uns s in’exuiit,75Mr/3mn Cepin Ne: AL10BD

Ynakoska: no 3 mn B amnyi; no 5 amrryn y Gaicrepi; no 2 Gnicrepu y kapToHHil kopo6ui

Houinansnuit sMicT: 3 Mn posunHy (1 aMmysna) Mictuthb: AuknodeHak Hatpiio 75 mr  Jlata BupoGuuuTea: 11/2024
[oxyneus: «TOB «X®K «BiokoH» Ykpaiua Tlpuaaranit no: 11/2027
Poamip cépi‘x': 228850 ammyn (22885 kapTOHHHX KOPOGOK) Peectpanifine nocsinueHHs B Ykpaiki: UA/9465/01/01

Iloxa3sHUKH Bumorn cnenudirkanit PesyabTaT

Onine [Mpo3zopuii 6e36apsuuit a6o aerka *KOBTYBATHY PO3YHH. TIposopuii 3nerka
JKOBTYBATHH pO3UHH
Excrparosanuit 06’eM He menwe 3,00 mn 3,12 Mn
I'ycruna 1,0050 - 1,0150 r/mn 1,0117 r/Mn
pH 7,0-9,0 7,93
[Tpo3opicTsb posurHy TToBuHEH OYTH Npo3opUM Binnosinae
KobopoBicTb posuHHy InreHcHBHICTE 3a6apBiIeHHA Npenapary He NOBHHHA Bimnosinae
TiepeBHLLY BAaTH eTION Y7

[nenTndikauis Yac yTpHMaHHA OCHOBHOTO MKy Ha XpoMmarorpami Bianosinae

Hatpito Merabicynbdity | BUMpoGYyBaHOro Po3YHHy NOBUHEH BiMOBIZATH YaCy yTPHMAHHS
OCHOBHOTO I1iKy Ha XpOMAaTOrpaMi CTaHAapTHOI'O PO3YHHY.

[nenTudikauis Yac ytpumanns mikis quiiodpenaky HaTpio Ta 6eH3UN0BOTO Binnosinae

aukohenaky HaTpilo Ta | COHPTY Ha XPOMATOrpaMi BUIPOGYBAHOrO PO3YMHY MOBHHHI

GeH3KI0BOTO COUPTY BIZMOBiaTH 4acy yTPUMAaHHA NikiB AMKIodeHaKy HATpiKo Ta Binnoginae
GeHINIOBOTO CIIHPTY HA XPOMATOrpaMi CTAHAAPTHOIO PO3YHHY.

Inentudikauis CrexTp TOMMMHAHHA pPO3YMHY IpenapaTy NOBHHEH MatH | Biznoeimae

auknodeHaky Harpir MakcHMyM Gin3bko 282 HMm

Kinbkiche Bu3HaueHHs 1,35 - 1,65 mr/3 mn (90,0 — 110,0 % Bix HOMiHaIEHOTO) 94,5 %

Harpito MeTabicynpbity

KinskicHe BH3Ha4YeHHS

- ouknoeHak Hatpiio 71,25 ~ 78,75 mr/3mn (95,0% ~ 105,0 % Bin HominansHOTO ) 99,0%
- OeH3WIOBHH CiHpT 141,345 — 172,755 mr/3mn (90,0% ~ 110,0 % Bin nominanshoro ) | 99,8%
CynyTHi JOMIIIKH InpuBigyansHol noMikH — He Ginbiue 0,2 %, Huxie nimity
Cyma foMimox — He Ginsue 0,5 % Hixkye nimity
MexaHiuHi BKIIOYEHHS Posuun nosuHeH OyTH BUIBHEM Bil BHIMMHX MeXaHiuHux | Bimnosinae
BKJIFOYEHb.
HeBuaumi vacTHHKH: wactuHOK > 10 MkM 6000 abo meHwe | 624
/aMmyJty; YacTHHOK > 25 Mxm 600 abo MeHile / aMmyiy 1
CrepwIbHICTD Po34HH noBHHEH OYTH CTEPHIILHHM CTepHibHO
Bakrepianbhi He 6inbue 0,4 MO/Mr anxinodenaky Hatpito <0,32 MO/mr
SHIOTOKCHHH

LinM 5 3acBiauyio, mo HaBezeHa BHue iHQOpMaLlis € KocToBipHOI Ta TouHOW. Lilo cepito npomyxuii 6yo BHpOOGIIEHO
(BrmoualouM naKyBaHHA/MapKyBaHHA) Ta NpPOBEAEHO KOHTPOMb i AKOCTI HA BHMUIE3a3HAuEHIH AimbHHLI y TOBHii
sianosigHocti 3 Bumoramu GMP, BCTAHOBNEHMMH MiCUEBMM pPETYJATODHMM OpraHoM, a TakOX BiANOBiZHO IO
cneuudixauii, wo Migfﬁsc);’ iﬁpeec;;pauiﬁﬂomy nocee abo Toprosiit niuensii kpaiHu-BrpoGHHKa a60 kpaiHu-iMnopTepa,
AKIIO NMPOAYKL{IO iMIiopPoBano, abo y. nocke cneundikauifi Ha npenapar A JOCHDKYBAHOTO JHKAPCHKOTO 3acoby.
IpoTokonu BUpoOHHLTHA, MKy BaHHA Ta aHaNi3iB GYJ10 MeperiaHyTo Ta BCTAHOBIEHO BiANOBiAHicTE GMP,

. .\,-w@\tau"-‘—"'“"““ Vo

YnoBHoBaykeHa 0co6a........... EOMerereres ;
n5ad / d
R AN

A.Apicrimy Hara: 23.01.2025

/i s, ,; N T
///"f" gu n’ 731 if Bt ol

L. '/ )
e ~3 ’
\%,, s //



Product: ALMIRAL. solution for injection 73MG/3MIL

Medachemie LTD {Ampoule Injectuble Facility)

4% faputou Street,

Aplos Athanassios Tndustrial Arca,
A0 Agios Athanassios . Limassol, Cyprus
GMP Certificate No: MEDAMP/2024001

CERTIFICATE OF ANALYSIS

Pack: 3 ml in ampoude. 5 ampoules in blister, 2 blister in carton

Label claim: 3 mi of solution (1 ampoule) containg 75mg Diclofenac Sodium
Customer Name: LTD ~CPC” BIOCON UKRAINE

Batch size: 228.850 ampoules (22883 cartons)

License number: 032

Batch No: AL1OBD

Manufacturing Date: 1172024
Expiry: 1172027

Registration certificate in Ukraine: UA/G465/01/01

ANALYSIS PERFORMED

SPECIFICATIONS

RESULTS

C
h
¢
m
I

Appearance

Clear, colourless to faintly yelow sofution

Clear faintly vellow
solution

Extractable volurme

Not fess than 3.00 ml

3.12mi

- Benazvl alcohol

Density LO0SO - LOT50wmL L0 7g/ml
pH 7.0-9.0 7.93
Clarity of solution Clear e
3 Conlorms
Colour of solution Not more intense than. reference solution Y7 Conforms
The principal peak has a similar retention time a5 the peak due
Sodium metabisulphite identity | to standard solution in the chromatogram obtained with the Conforms
test solution
The peaks due to bengyl aleohol and diclofenie sodivm hasa | .
. g g e 3 Conforms
Benzyl aleohol and Diclotenac | similar retention time as the peaks due to benzy! aleohol and
sodinm identity diclofenac sodium in the chromatogram obtained with the "
- . . Conforms
reference solution,
Diclofenae sadium identity The spectrum shows aomaximum at about 282nm. Conforms
Sodium metabisulphite sssay LASSL63 mgy 3 mb (9009 01 10.0% o labe] elaim) 9:4.3%
Assay A < o < . & i
Biclatere soliam TL25-78.75me 3ml (950 0- 105,04 lubel clsim) §9.0%
~ Diclotenau sa Y P - .
‘ FHL3H5-172.785me” 3 ml (90.0%0-110.0° Jabel claim) 99.8%

Related substances

Release: Single: Not more than 0.2
Total : Not more than .59

Under disregard limit
Under disregard fimit

Particulate Contamination
Visible particles
Invisible particles

Essentially free from visible particulate matter
Sub visible purticles: Particles » 10pm: 6000 or less’ container
Particles - 25pm: 600 or less’ container

Conlorms
624
1

Sterility

Solution must be sterile

Sterile

Bacterial Endotoxins

Not more than 0.4 [U/mg diclofenae sodium

< 0.32 W/ mg

Hereby 1 confirm the above menfioned information is complete and aceurate. The batelt was manufactured (neluding packingmarking) and
inspected foryuality in the above mentioned site o strict correspondence t GMP requirements, establisted by regulitory authorities and also in
accordanve with speeifications inchuded into the Magter File or frade Heeace of manufiscturing or importing conniry, iU the products are imparted.
or in the Drug Mister File for drug for an investipation medicinal product. Reports on production. packing and anals ses were reviewed and the

carrespondence with GMP established,

Qualificd Porsona .o ereenreyee

Date:23.01.2025
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