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

npos. Hagii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon EAPIIOY 37079055

BUCHOBOK
Npo SAKiCTH BBE3eHOro B YKpaiHy JIIKapCchbKOro 3acody
26.03.2024 Ne 15442/24/26
EKCOIIOH

(HaliMeHYBaHHA iKapChKOTO 3acoby 3rijHO 3 peecTpaliHHHUM MOCBIIYEHHAM)
po3umH s ingysii, 10 mr/mu no 100 M po3uuny y kouTeiiHepi B 3aXucHoMy naxeri, no 12
KOHTeHHepiB B 3AXHCHOMY NAKeT] Y KAPTOHHI KopoOui

(popma BuITyCKy, 103YBaHHs, B NAKyBaHHs JiKapchKoro 3acofy)

Howmep peectpauiitnoro nocsizsenns UA/20130/01/01 crpok aii peectpauiiinoro nocsiauenns 03.08.2028

Cepin nikapcbkoro 3acoby Ne 24-003 KinbkicTs BBeseHoro nikapeskoro saco0y 1192
— HOHI-®@APMA KJIEOH LIETIC ®PAPMACBIOTIKAIJI
R JIABOPATOPIEC CA, I'pewis
(HaiiMeHyBanns BUPOGHHKA NikapckKOro 3acoby, KpaiHa NMoXoKEHH:)
BaeseHo B Vkpainy TosapucTpo 3 06Mexenolo Bianosigansuicrio "BYCT ®APMA",

inenT. kon: 44107410

(Halimenypanns Ta koa 3a CJ/IPIOY iopuiauuHoi ocobu abo npizeuile, iM'a, no GaTbkoBi
pizuunoi ocobu - nianpuemus, ii Miclie NPOXKKBAHHA Ta peecTpaLifinuii Homep 0B:ikoBoi
KapTKH NIaTHUKA noaaTkie abo cepis Ta HoMep nacnopra)

TMpoTokoa BisyaabHoro kourpomo sin 26.03.2024 Ne 1046/1.

3a pesyibTaTaMH EPKABHOTO KOHTPONIO BCTAHOBNEHO, IO JiKapchkud 3aci6 BeeseHo B Vkpainy 3

Mukona XOJIOJAEHKO

(mijnuc) (iniuianu Ta npissMuE)




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

—:.‘AA"':: 0968
BIA A1 KOHTPOJTIO AKOCTI Cneumdikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
26/02/2024 24-003 01/2026
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 97,3%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He Binbwe 0,05% <0,05%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,10%
Cyma JOMiLIOK He Binbwe 0,35% <0,35%
5 3Ha4yeHHA pH 50-55 54
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,0
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,9
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,007
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn .
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn &7
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 5,1 ppm
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 281 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHM He 6inblue 0,88 MO/mn <0,62 MO/mn
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
fionuc / Komic . Midnuc /Onbra Napackesonyny
aHaNiTUK KOHTPOJIIO AKOCTI aHaNiTMK KOHTPOJIIO AKOCTI
14/03/2024 Mignuc meHeaKepa 3 KOHTPOJK AKOCTI

Midnuc / Qiakoc .
Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




e W o= OcraTouHuit BUNYCK cepii Ta ceptudikauia Bepeln; 5.0
NI-PHARMA ynoBHoBaXeHoto ocoboio Aata sunycky:
i EN 04.03.01 [Jata HabpaHHA UMHHOCTI:
Pharmaceutical Laboratories S.A. F04.03.01 Tepmin pji:

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16
PekomeHpauin GMP €C).

Hasga: HOHI-PAPMA KNEOH LLETIC ®PAPMACBHTIKAN NABOPATOPIEC C.A.
Appeca BUpobHUYOro 14-km HALIOHA/TIbHOI IOPOTU A®IHW-NTAMIA 1, GR-145 64 KIDICIA,
MaiigaH4ymKa: rPELLIA

Homep niueHsii 3 BupobHMUTBa . .
] Bupo6Humua MiyeHsia Ne 0000000020/20/3
Ta KOHTPOAIO AKOCTI:

Hassa npogyKry: EKCOIMOH

Nikapcbka dpopma: Po3uyuH 0ns iHgpysili

Cwna pjii/aKTUBHICTB: Mapayemamon / 10 mz/mn

Poamip i TMN ynaKkoBKuK: YIAK X 12 nakemis X 100mn (po3mip cepii 1192yn)
Homepu cepii Ha ynakosu,i: 24-003

[laTa BUroToBNEHHA: 26/02/2024

TepmiH npuaaTHOCTI: 01/2026

KpaiHa imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA MPO CEPTUDIKALIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii
BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NpM3Ha4YeHHs. .
PilweHHA Nnpo BUNYycK cepii Tak Hi
Bunyck cepii v
KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. MaHuyTac
[nignuc/ Bionor, marictp 14/03/2024
YnosHoBaeHa ocoba




CERTIFICATE OF FINISHED PRODUCT Analysis No
aoes
QUALITY GONTROL DEPARTMENT Specifications
EN 09.06.0 UPH, Eur. Ph.
‘Product Name Active gu#u Packaging
Exopon solution for infusions ,10mg/mi Paracatamol BT x 12 Bags x 100 ml
—Wanufacturng Date Lot No: “Explratlon Date |
26/02/2024 24-003 01/2026
Tests pe ons Results
Clear, colorless to slighlly yellow solution, not
1 Appearance more infensely colored than Ref.Sol, Y4, odorless Compsas
2] ldentification of Paracelamaol 1) Retention time of standard Positive
{HPLC Method) 2) UV spaclra
3] Assay of Paracetamol 95.0% - 105.0% 97.3%
Related Substances
4) p-Aminophanal NMT D.05% <0.05%
Any individual unspecified impurity NMT 0.10% <D.10%
Total impurities NMT 0.35% <0.35%
|51 pH valve 5.0-55 54
6] Extractable volume Any individual container: NLT 102.0ml 103.0 ml
. MV Paracelamol: AV<L1% (L1=15)
7] Uniformity of dosage units Eur.Ph.2.9.40 1.9
18] Relative Density 1.008 £ 2% 1.007
Particulate Contamination
o) Vislble particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10pm: NMT 6000 parts/100m| 733
Sub-visible pariicles Size 2 25pm: NMT 600 paris/100mi 87
10] current Eur Ph.2.9.19 Method 1 test 1B
11] Dissolved Oxygen NMT 7.0 ppm 5.1 ppm
12] Osmolality 270 - 320 mOsmolkg 281 mOsmolfkg
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
2] Bacterial Endotoxns NMT 0.88 EU/ml _ <0.62
Passed
s ure
Komis P. o 0lga Paraskevopoulot
QC Analyst Qg Analyst
14/03/2024 Q.C. Manager signature
% ., Diakos .
Chemist MOC.
NMT: Not More Than QC Manager

NLT: Not Less Than
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[UNI-PHARMA]
- A

Phammaceutical Laboratories S.A,

Final Batch Release and Certification Exdoon/ Version: 5.0

by a Qualified Parson Huvia ‘Exboong/
Issue Date:
F 04.03.01 Effactive date:
Hyfvia Afgng/
Exp Date: _

Certification of Compliance for the product, within EU. by a Qualified Person (QP in accordance to Annex 16 EU GMP

Guidelines).
—r UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
: S.A
Address of Manufacturing site : 14™ NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE
Authorization number of Manufacturing & Man. License No 0000000020/20/3

Quality Control site:

Name of product; EXOPON
Dosage form: 'Sotution for infusions
Strangth/Potancy: {Paracetamol /10mg/m!
Package size and type: BTx12 Bagsx100mi ,(batch size 1.192 §T)
Batch numbers appearing on package: 24-003
Manufacturing date: 2610212024
Expiry date: '01/2026
importing Country: UKRAINE
MA UA/20130/01/01
CERTIFICATION STATEMENT

| heraby cerlify that all the manufacturing stages of this balch of finished producl have heen carmied out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorizalion(s) of
the destinat.on country/countnes.

—

—

Decision for Batch Release

" Batch Release?

Comments:
Comments:

Yei. ]1 No ;

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
. Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The baich processing, packaging and analysis recards were reviewed and found o be in

compliance with GMP"
| Name § Sjgnaturf of QY authorizing thy balch/slapes Date of Issue
L l Biologist, MSc. 14/03/2024

1 b : Qualified Person - _ i

. [ {

N\ (1)

AR Ry

\,r"



JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

03.12.2024 Ne 64654/24/26

EKCOIIOH

(HaliMeHyBaHHA TiKapCBKOI0 3ac00Y 3TLIHO 3 peecTpaniiiHiM IOCBi TIeHHM)
po3unH aas indysii, 10 mr/mia mo 100 M1 po34nHY Y KOHTelHepPi B 3aXHCHOMY NaKeTi, mo 12
KOHTeliHepiB B 3aXHCHOMY IaKeTi y KapTOHHii KopooIri

(thopma BHIIyCcKy, 103yBaHHS, BIJI IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimaerrs UA/20130/01/01 crpox aii peectpaniiiroro mocsimuenns 03.08.2028
Cepis nikapcekoro 3acooy Ne 24-015 KinpkicTs BBe3eHOTO JiKapchkoro 3acoby 500

IOHI-OAPMA KJIEOH IETIC ®APMACBIOTIKAJI IABOPATOPIEC

BupobOHik :
P CA, I'pemmis
(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOTO 3ac00y, KpaiHa TOX0DKeHH:)
Beeseno B YkpaiHy ToBapucTBo 3 06MeskeHOI0 BimnmoBinaabHicTI0O "BYCT ®APMA",

izenT. xox: 44107410

(maiiMeHyBaHHA Ta KoJ 3a €IPIIOV ropmuirdHoi ocodm abo mpizpimie, iM'sa, o 6aTEKOBI (izIraHOL
ocoDM - MiMpHeMITs, il MicIle IPOKIIBAHHSA Ta peecTpalliiiHiii Homep 00IiKOBOI KapTKI IUIATHIIKA
TOJATKIB abo cepisd Ta HOMep IacIopTa)

IIpotokoa BisyansHoro kontpo.io Big 03.12.2024 N 4186/7.

3a pesynsTaTaMi JepKABHOTO KOHTPONIO BCTAHOBIEHO, MO JIKAPCHKIII 3acib BBe3eHO B VYKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOAABCTBA MO0 3a0e3MeUeHHS AKOCTI TiKapChKIX 3ac00iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mmocazioBa ocoda oprafy JiepKaBHOT'O KOHTPOIIO) (minmic) (igimiam1 Ta mpi3BIIIEe)

ML.IL



CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

e W —= 3517
BIA AN KOHTPOJTIO AKOCTI Cneumndikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
12/09/2024 24-015 08/2026
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 98,3%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He Binbwe 0,05% <0,05%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,10%
Cyma JOMiLIOK He Binbwe 0,35% <0,35%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,0
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,0
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,008
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn W
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn 67
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 6,0
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 281 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHMA He 6inble 0,88 MO/mn <0,62 MO/mn
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
fionuc / Komic . Midnuc / Apiagni NManagaki
aHaNiTUK KOHTPOJIIO AKOCTI aHanNiTMK KOHTPOJIKO AKOCTI
04/10/2024 Mignuc meHeaKepa 3 KOHTPOJIKD AKOCTI

Midnuc / Qiakoc .

Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




[UNI-PHARMA

Pharmaceutical Laborataries S.A.

OcraTouHuii BUNYCK cepii Ta ceptudikauia

Bepcia: 5.0

ynosHoBaxeHow ocoboto Aata sunycky:
EN 04.03.01 Jata HabpaHHA YMHHOCTI:

F 04.03.01 Tepmits g

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16

PekomeHpauin GMP €C).

Ha3Ba:

FOHI-®GAPMA KNEOH LETIC ®PAPMACBIOTIKA/TI TABOPATOPIEC C.A.

Apgpeca BMpobHMYOro
MaiigaH4ymKa:

14-km HALIOHAJIbHOT JOPOTM A®IHN-/TAMIA 1, GR-145 64 KIOICIS,
rPELLIS

Homep niueHsii 3 BupobHMUTBa
Ta KOHTPOAIO AKOCTI:

Bupo6Humua MiyeHsia Ne 0000000020/20/3

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysiin

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMAK X 12 naketis X 100mn (po3mip cepii 1181yn)
Homepu cepii Ha ynakosu,i: 24-015

[laTa BUroToB/NIEHHA: 12/09/2024

TepmiH npuaaTHOCTI: 08/2026

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA NMPO CEPTUDIKALLIIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii

BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NMPM3Ha4YeHHA. .

PilweHHA Nnpo BUNYycK cepii Tak Hi

Bunyck cepii ?

KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. MaHuyTac
[nignuc/ Bionor, marictp 04/10/2024
YnosHoBaeHa ocoba




3517

QUALITY CONTROL DEPARTMENT Specifications
EN 09.06.02 UPH, Eur. Ph.
Product Name Active Substance Packaging
Exopon solution for infusions ,10mg/ml Paracetamol BT x 12 Bags x 100 ml
Manufacturing Date Lot No: Expiration Date
12/09/2024 24-015 08/2026
Chemical Control
Tests Specifications Results
Clear, colorless to slightly yellow solution, not
1] Appearance more intensely colored than Ref.Sol. Y4, Complies
odorless
Identification of Paracetamol 1) Retention time of standard .
2] (HPLC Method) 2) UV spectra Poaiiie
3] Assay of Paracetamol 95.0% - 105.0% 98.3%
Related Substances
4) p-Aminophenol NMT 0.05% <0.05%
Any individual unspecified impurity NMT 0.10% <0.10%
Total impurities NMT 0.35% <0.35%
5] pH value 5.0-55 5.5
6] Extractable volume Any individual container: NLT 102.0ml 103.0 mi
L MV Paracetamol: AV<L1% (L1=15)
7] Uniformity of dosage units Eur.Ph.2.9.40 1.0
8] Relative Density 1.009 + 2% 1.008
Particulate Contamination
lo) Visible particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10pm: NMT 6000 parts/100ml| 467
Sub-visible particles Size 2 25um: NMT 600 parts/100ml 67
10] current Eur Ph.2.9.19 Method 1 test 1B
1) Dissolved Oxygen NMT 7.0 ppm 6.0
12] Osmolality _ 270 - 320 mOsmol/kg 281 mOsmollkg
Bidoglcal Tests
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
2] Bacterial Endotoxins NMT 0.88 EU/mI <0.62
CONTAINER CONDITION Passed
Date Analyst signature
- Komis P. A\ ) daki
iadni Papada
(A qc Analyst A Anatvn
04/10//2024

Q.C. Manager signature

Diakos |.

ZChemist, MSC

NMT- Not More Than
NLT: Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR - 14564 Kifissia, Greece

QC Manager




Final Batch Release and Certification

il — .
UNI-PHARMA by a Qualified Person :'S'I;L\";C'DEIK‘SOUTIQ'
N = EN 04.03.01 Hu/via Egappoyrig/
Pharmaceutical Laboratarles S.A. F 04.03.01 Effective date:
Hp/via Angng/
Exp Date;

‘Exdoan/ Version: 5.0

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP

Guidelines).

Name:

" UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES

S.A.

Address of Manufacturing site :

14" NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE

Authorization number of Manufacturing &
Quality Control site:

Man. License Ne 0000000020/20/3

Name of product:

EXOPON

Dosage form: Solution for infusions

Strength/Potency: Paracetamol /10mg/ml

Package size and type: BTx12 Bagsx100ml ,(batch size 1.181 ST)
Batch numbers appearing on package: 24-015

Manufacturing date: 112/09/2024

Expiry date: 08/2026

Importing Country: UKRAINE

MA UA/20130/01/01

CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of

the destination country/countries.

compliance with GMP"

Decision for Batch Release S Ye No
Batch Release? u/" '
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in

b

|Ir 7

N3me & Bigpatdre O%QP authorizing the batch release

Date of issue

1. Mantzoutas
Biologist, MSc.

04/10/2024

Qualified Person



JAEPXABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y

28.11.2024 Ne 63609/24/26

EKCOITOH

(HaiiMeHyBaHIis Nikapchkoro 3acoBy 3rilHO 3 peecTpauliiiHiM NOCRIA4EHHAM)
po3unH aas ingysiii, 10 mr/mu mo 100 My po3unHy y KOHTeiiHepi B 3aXHCHOMY nakeri, mo 12
KOHTeliHepiB B 3aXHCHOMY NAKeTi y KapToHHiii KopoOui

((popma BHITYCKY, I03yBaHHs, BUI NaKyBaHHs Jikapcekoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/20130/01/01 crpox aii peectpauiiinoro noceindenHs 03.08.2028
Cepis nikapcbkoro 3acoby Ne 24-014 KinbkicTs BBe3eHOr0 Nnikapebkoro sacoby 1000

IOHI-GPAPMA KJIEOH LIETIC ®APMACBIOTIKAJI IABOPATOPIEC

B 0 i
FDGHHRR CA, I'peris

(HaliMeHyBaHHS BUPOGHUKA likapchKoro 3aco0y, kpaiHa MOXOIKEeHHA)

TOBAPUCTBO 3 OBMEXXEHOIO BIAITOBIJTAJIBHICTIO

SRicasH B TR el "BYCT ®APMA", inent. kox: 44107410

(naiimenyBanis Ta koa 3a €/IPTIOY opuaunyHoi ocobu abo mpissuiLe, iM's, o GaTtbkoBi (hizuunol
0co6H - nianpuemus, i Miclie MpoXHBAHHA Ta peecTpauifiHuii HoMep 06/1iKoBOT KapTKH NiaTHUKa
nonarkie abo cepis Ta HOMep nacnopra)

TpoTokoa BisyansHoro kontpomio sia 28.11.2024 Ne 4140/7.

3a pesyabTaTaMH [EPXKABHOTO KOHTPOMKO BCTaHOBJIEHO, LIO nikapcekuit  3aci6 BeeseHo B VkpaiHy 3
bKHX 3ac00iB.

Mukona XOJIOAEHKO

(iHiuianu Ta npizpuiLe)

(ninnuc)




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

e W —= 3516
BIA A1 KOHTPOJTIO AKOCTI Cneumdikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTtHocTi
12/09/2024 24-014 08/2026
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 98,1%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He Binbwe 0,05% <0,05%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,10%
Cyma JOMiLIOK He Binbwe 0,35% <0,35%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,0
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,2
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,009
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosinae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn V5
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn o
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 57
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 284 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHM He 6inblue 0,88 MO/mn <0,62 MO/mn
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
fionuc / Komic . Midnuc /Craspyna Markaga
aHanNiTMK KOHTPOJIIO AKOCTI aHaNiTMK KOHTPOJIIO AKOCTI
04/10/2024 Mignuc meHeaxepa 3 KOHTPOJIKO AKOCTI

Midnuc / Qiakoc .

Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece
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NI-PHARMA
v

Pharmaceutical Laborataries S.A.

OcraTouHuii BUNYCK cepii Ta ceptudikauia

Bepcia: 5.0

ynosHoBaxeHow ocoboto Aata sunycky:
EN 04.03.01 Jata HabpaHHA YMHHOCTI:

F 04.03.01 Tepmits g

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16

PekomeHpauin GMP €C).

Ha3Ba:

FOHI-®GAPMA KNEOH LETIC ®PAPMACBIOTIKA/TI TABOPATOPIEC C.A.

Apgpeca BMpobHMYOro
MaiigaH4ymKa:

14-km HALIOHAJIbHOT JOPOTM AGIHN-NTAMIA 1, GR-145 64 KIDICIS,
rPELLIS

Homep niueHsii 3 BupobHMUTBa
Ta KOHTPOAIO AKOCTI:

Bupo6Hmua MiyeHsia Ne 0000000020/20/3

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysii

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMAK X 12 naketis X 100mn (po3mip cepii 1173yn)
Homepu cepii Ha ynakosu,i: 24-014

[laTa BUroToB/NIEHHA: 12/09/2024

TepmiH npuaaTHOCTI: 08/2026

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA NPO CEPTUDIKALLIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun sMpobsieHi B NoBHii

BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NMPM3Ha4YeHHA. .

PilweHHA Nnpo BUNYycK cepii Tak Hi

Bunyck cepii ?

KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. MaHuyTac
[nignuc/ Bionor, marictp 04/10/2024
YnosHoBaeHa ocoba
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CERTIFICATE OF FINISHED PRODUCT Analysis No
3516
QUALITY CONTROL DEPARTMENT Specifications
EN 09.06.02 UPH, Eur. Ph.
I Product Name E B Active Substance Packaging 1l
Exopon solution for infusions ,10mg/mi Paracetamol BT x 12 Bags x 100 ml
Manufacturing Date 1 Lot No: ) E)ggiration Date
12/09/2024 _ 24-014 08/2026
N Chemical Control
Tests Specifications Results
Clear, colorless to slightly yellow solution, not .
1) Appeame more intensely colored than Ref Sol. Y4, odorless Complies
é] 1 Identification of Paracetamol il 1) Retention time of standard P
¥ (HPLC Method) 2) UV spectra stlive
3] Assay of Paracetamol 95.0% - 105.0% 98.1%
i Related Substances i
4] p-Aminophenol NMT 0.05% <0.05%
Any individual unspecified impurity NMT 0.10% <0.10%
_ Total impurities i NMT 0.35% <0.35%
5] pH value 50-55 55
|61 Extractable volume Any individual container: NLT 102.0ml 103.0 ml
e il MV Paracetamol: AV<L1% (L1=15)
7] Uniformity of dosage units Eur Ph.2.9.40 1.2
18] Relative Density 1.009 £ 2% 1.009
B Particulate Contamination
9] Visible particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10pm: NMT 6000 parts/100ml 1267
Sub-visible particles Size 2 25pum: NMT 600 parts/100ml 0
10] current Eur Ph.2.9.19 Method 1 test 1B
11] Dissolved Oxygen NMT 7.0 ppm 517
12] Osmolality ____270- 320 mOsmolkg 284 mOsmolkg
Bioloalsal ngg
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
2] | Baclerial Endotoxins NMT 088 EUMI <0.62
CONTAINER CONDITION Passed
Date Analyst signature
omis P-
g Analyst 5\ Stavroula Magkaf
ac QC Analyst
04/10/12024 Q.C. Manager signature
piakos |-
- e \ chemist, MSc.
NMT: Not More Than QC Manager

MLT: Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR - 14564 Kifissia, Greece



Final Batch Release and Certification

“Exdoon/ Version: 5.0

i S 4
UNI-PHARMA by a Qualified Person ::gﬁgunirgoungl
i gt EN 04.03.01 Hw/via E@appoyng/
Pharmaceutical Laboratories S.A. F 04.03.01 Effective date:
Hypfvia Afgne/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP

Guidelines).

Name:

UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
S.A.

Address of Manufacturing site :

14" NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE

Authorization number of Manufacturing &
Quality Control site:

Man. License No 0000000020/20/3

Name of product: EXOPON

Dosage form: Solution for infusions L
Strength/Potency: [Paracetamol /10mg/ml

Package size and type: BTx12 Bagsx100ml ,(batch size 1.173 ST)

Batch numbers appearing on package: 24-014

Manufacturing date: 112/09/2024

Expiry date: 08/2026

Importing Country: UKRAINE

MA UA/20130/01/01

CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of

the destination country/countries.

compliance with GMP"

Decision for Batch Release Yes No
Batch Release? —t '
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in

authorizing the batch r
|

s | Dateofissue
Biologist, MSc. 04/10/2024
Nualified Person
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JAEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npoB. Hapnii Ceitinuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
PO SKiCTh BBE3€HOro B YKpaiHy JIiKapcbKOro 3acooy
17.01.2025 Ne 1739/25/2611
EKCOIIOH

(HaliMeHyBaHHA NiKapCHKOro 3acofy 3riiHo 3 peecTpauifHMM MOCBiA4EHHAM)
posumH As iHgy3ii, 10 mr/mua mo 100 Ma1 po3unHy y KOHTelHepi B 3aXHcHOMY nakeTi, no 12
KOHTEHHEepIB B 3aXHCHOMY NAKeTi y KApTOHHiH KopoOui

(dopma BunycKy, A03yBaHHA, BUI NMaKyBaHH: JikapceKoro 3acoby)
Homep peecrpaniiitoro nocsimuenns UA/20130/01/01 crpok aii peecrpauiiinoro noceinuenns 03.08.2028
Cepis nikapcbkoro 3aco6y Ne 24-016 KinbkicTh BBe3eHOrO Jikapcbkoro 3acoby 485

IOHI-®GAPMA KJIEOH LIETIC ®APMACBIOTIKAJI

PRI JIABOPATOPIEC CA, I'penis
(uaiiMeHyBaHHs BUPOGHUKA JTiKapCHKOro 3aco0y, kpaiHa MoxokeHHS)
Beeseno B Vkpainy TOBAPUCTBO 3 OBMEXEHOIO BLINOBIJAJIBHICTIO

"BYCT ®APMA", inent. xoa: 44107410

(naiiMeHyBanHs Ta koa 3a €JIPTIOY 1o0puan4Hoi ocobu abo npiseuuie, im's, 10 6aTbkoBi .
(iznunoi ocobu - nianpuemus, ii Micue NPOKMBAHHS Ta peecTpallilinuit Homep o6nikoBoi
KapTKH MIaTHHKa MoaaTkis abo cepis Ta HOMEp nacrnopra)

Ipotokoa Bisyansnoro koutpomio sin 17.01.2025 N2 104/01.10-25/8.

3a pesynsTaraMd JEpXKABHOrO KOHTPOJIIO BCTaHOBJIEHO, MIO nikapcekuii  3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHONABCTBA LIOJI0 3abe3neyeHHs AKOCTI JAkapchbKkux 3aco0iB.

Hasamsnffi = 7 o) Muxona XOJIOJITEHKO
(nocaz(g:_ig 0;:{;5a or:;I_fé‘}ly'gcpi;anh]éhd;kaﬁrponm) (nmignuc) (iniwianu Ta npissuie) s

{

-1 [JKAY 2|1
I'll'\'_f,-, \ LML ’




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

e W —= 3518
BIA AN KOHTPOJTIO AKOCTI Cneuundikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
12/09/2024 24-016 08/2026
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 97,4%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He Binbwe 0,05% <0,05%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,10%
Cyma JOMiLIOK He Binbwe 0,35% <0,35%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,0
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,7
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,008
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn 54
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn &7
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 5,5
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 287 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHMA He 6inble 0,88 MO/mn <0,62 MO/mn
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
fionuc / Komic . Midnuc / Mapis Managima
aHaNiTUK KOHTPOJIIO AKOCTI aHaNiTMK KOHTPOJIIO AKOCTI
04/10/2024 Mignuc meHeaKepa 3 KOHTPOJIKD AKOCTI

Midnuc / Qiakoc .

Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




[UNI-PHARMA

Pharmaceutical Laborataries S.A.

OcraTouHuii BUNYCK cepii Ta ceptudikauia

Bepcia: 5.0

ynosHoBaxeHow ocoboto Aata sunycky:
EN 04.03.01 Jata HabpaHHA YMHHOCTI:

F 04.03.01 Tepmits g

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16

PekomeHpauin GMP €C).

Ha3Ba:

FOHI-®GAPMA KNEOH LETIC ®PAPMACBIOTIKA/TI TABOPATOPIEC C.A.

Apgpeca BMpobHMYOro
MaiigaH4ymKa:

14-km HALIOHAJIbHOT JOPOTM A®IHN-/TAMIA 1, GR-145 64 KIOICIS,
rPELLIS

Homep niueHsii 3 BupobHMUTBa
Ta KOHTPOAIO AKOCTI:

Bupo6Humua MiyeHsia Ne 0000000020/20/3

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysiin

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMAK X 12 naketis X 100mn (po3mip cepii 1186yn)
Homepu cepii Ha ynakosu,i: 24-016

[laTa BUroToB/NIEHHA: 12/09/2024

TepmiH npuaaTHOCTI: 08/2026

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA NMPO CEPTUDIKALLIIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii

BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NMPM3Ha4YeHHA. .

PilweHHA Nnpo BUNYycK cepii Tak Hi

Bunyck cepii ?

KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. MaHuyTac
[nignuc/ Bionor, marictp 04/10/2024
YnosHoBaeHa ocoba




UNI-PHARMA| 3518
LS THECE LA 1L _
— a QUALITY CONTROL DEPARTMENT Specifications
i EN 09.06.02 UPH, Eur. Ph.
Product Name Active Substance Packaging
Exopon solution for infusions ,10mg/ml Paracetamol BT x 12 Bags x 100 ml
Manufacturing Date Lot No: Expiration Date
12/09/2024 24-016 08/2026
Chemical Control
Tests Specifications Results
Clear, colorless to slightly yellow solution, not
1] Appearance more intensely colored than Ref.Sol. Y4, Complies
odorless
7 ' tdentification of Paracetamol 1) Retention time of standard -
2] (HPLC Method) 2) UV spectra Foskive
3] Assay of Paracetamol 95.0% - 105.0% 97.4%
i Related Substances
4] p-Aminophenol NMT 0.05% <0.05%
Any individual unspecified impurity NMT 0.10% <0.10%
I Total impurities NMT 0.35% i <0.35%
5] pH value 5.0-55 5.5
6] Extractable volume Any individual container: NLT 102.0mi 103.0 mi
I | L ) MV Paracetamol: AV<L1% (L1=15)
?] Uniformity of dosage units Eur.Ph.2.9.40 1.7
8] Relative Density 1.009 + 2% 1.008
' Particulate Contamination
9] Visible particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10um: NMT 6000 parts/100m| 133
(| Sub-visible particles Size 2 25pum: NMT 600 parts/100mi 67
10] current Eur Ph.2.9.19 Method 1 test 18
11] Dissolved Oxygen NMT 7.0 ppm 55
12] Osmolality _ 270 - 320 mOsmol/kg 287 mOsmol/kg
Biological Tests
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
Bacterial Endotoxins NMT 0.88 EU/mlI <0.62

CONTAINER CONDITION

Date

Passed

Analyst signature

i dima
Komis P- Maria Papa

C Analyst
@ Qc Analyst sl Q
04/10//2024 Q.C. Manager signature
Diakos .
AChemist, MSe
NMT: Not More Than 7 QC Manager

NLT: Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR - 14564 Kifissia, Greece
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UNI-PHARMA
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Final Batch Release and Certification
by a Qualified Person

‘Exdoorn)/ Version: 5.0
Hy/via 'Exdoang/
Issue Date:

EN 04.03.01 Hu/via Egappoyrig/
Pharmaceutical Laboratories S.A. F 04.03.01 Effective date:
Hu/via Afgng/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP

Guidelines).

Name:

UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
S.A.

Address of Manufacturing site :

14" NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE

Authorization number of Manufacturing &
Quality Control site:

Man. License No 0000000020/20/3

Name of product:

EXOPON

Dosage form: Solution for infusions

Strength/Potency: |Paracetamol /10mg/ml

Package size and type: BTx12 Bagsx100ml ,(batch size 1.186 ST)
Batch numbers appearing on package: 24-016

Manufacturing date: 12/09/2024

Expiry date: 08/2026

Importing Country: UKRAINE

MA UA/20130/01/01

CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of

the destination country/countries.

compliance with GMP"

F—.

‘Decision for Batch Release Yes No
Batch Release? u—
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
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JAEPKABHA CJIYKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

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

BUCHOBOK
Npo siKiCTh BBE3eHOro B Y Kpainy JjikapcbKoro 3acody

17.02.2025 Ne 7358/25/26

EKCOITIOH

(HalmenyBaHHA Nikapcbkoro 3aco0y 3riiHo 3 peccTpailifiHiuM NocBia4eHHIM)
po3umnn aas indysii, 10 mr/mu mo 100 mur po3unny y Koureiinepi B 3axucHomy nakeri, mo 12
KOHTeHHEpiB B 3aXHCHOMY MAKeTi Y KapTOHHii KopoOui

(thopma BunycKy, 103yBaHs, BUA NaKyBaHH: 1iKApCchKOro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/20130/01/01 crpok aii peectpauiiinoro nocsinuenns 03.08.2028
Cepis nikapcekoro 3acoby Ne 24-017 KinbkicTs BBe3eHOrO Nikapeskoro 3acoby 300

IOHI-®APMA KJIEOH LIETIC ®APMACBIOTIKAJI
JIABOPATOPIEC CA, I'peuis

Bupobuux

(naiimenynanns supoOHKMKa Nikapckkoro 3acoby, kpaiHa noxoKenns)

BseseHo B Vkpainy TosapucTso 3 o0Mekenoro Bianosinaasnicrio "BYCT PAPMA",
inen. kon: 44107410

(naiimenysanns Ta koa 3a €JIPTIOY 1opuanunoi ocobu aGo npizsuiie, im's, no 6arTbkosi
(iznunoi ocobu - niaAnpHemus, ii Micue NpoKHBaHHA Ta peccTpauiitnnii nomep obaikoBoi
KAPTKW nuatHika nojarkis abo cepis Ta Homep nacnopra)

MpoTtokon Bisyansnoro kontpoaio sia 17.02.2025 N 441/01.10-25/12.

3a pe3ynbTaTaMH JEPXKABHOrO KOHTPOJIO BCTAHOBAEHO, WO Jjkapcekmil 3aci6 BeezeHo B VYkpaiHy 3

AOTPHMAHHSAM Bumor

0 3ACOB18 73
Go h“lt’.llif‘,
'\1 B —

KOHOABCTBA 1100 3abe3neuenns AKgRTYNikapcbkux 3acobis.

£ »

Muxkona XOJIOJAEHKO

(nianue) (iniuianm Ta npissuiie)




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

—:.‘AA"':: 4248
BIA AN KOHTPOJTIO AKOCTI Cneuudikauyii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
31/10/2024 24-017 09/2026
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCUBHO, Hi}X €TaNOHHWIA po34uH Y4, bes
3anaxy
5 loeHTMdIKaUin napaueTamony 1) Yac yTpUMaHHs cTaHaapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 102,2%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He Binbwe 0,05% <0,05%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,10%
Cyma JOMiLIOK He Binbwe 0,35% <0,35%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,0
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,5
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,009
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn 607
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 58
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 285 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHMA He 6inble 0,88 MO/mn <0,62 MO/mn
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepina signosigae cneundikayii
Oata Mignuc AHaniTMKa
nionuc / Komic . nidm.:c / Axin.niac I'!anap,.iMiTE)y
aHaNITUK KOHTPOJIIO AKOCTI Kepieiwr MIKPOGKTWNHOI
naboparopii
22/11/2024 Nignuc meHeakepa 3 KOHTPOIKO AKOCTI

Midnuc / Aiakoc .
Ximik, marictp

MeHegKep 3 KOHTPOJIKO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




e W o= OcraTouHuit BUNYCK cepii Ta ceptudikauia Bepeln; 5.0
NI-PHARMA ynoBHoBaXeHoto ocoboio Aata sunycky:
i EN 04.03.01 [Jata HabpaHHA UMHHOCTI:
Pharmaceutical Laboratories S.A. F04.03.01 Tepmin pji:

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16
PekomeHpauin GMP €C).

Hasga: HOHI-PAPMA KNEOH LLETIC ®PAPMACBHTIKAN NABOPATOPIEC C.A.
Appeca BUpobHUYOro 14-km HALIOHA/TIbHOI IOPOTU A®IHW-NTAMIA 1, GR-145 64 KIDICIA,
MaiigaH4ymKa: rPELLIA

Homep niueHsii 3 BupobHMUTBa . .
] Bupo6Humua MiyeHsia Ne 0000000020/20/3
Ta KOHTPOAIO AKOCTI:

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysiin

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMAK X 12 nakeTtis X 100mn (po3mip cepii 1 166yn)
Homepu cepii Ha ynakosu,i: 24-017

[laTa BUroToBNEHHA: 31/10/2024

TepmiH npuaaTHOCTI: 09/2026

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA MPO CEPTU®IKALIIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii
BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NpM3Ha4YeHHs. .
PilweHHA Nnpo BUNYycK cepii Tak Hi
Bunyck cepii ? v
KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. Qiakoc
/nignuc/ Ximik, marictp 22/11/2024
YnosHoBaeHa ocoba




CERTIFICATE OF FINISHED PRODUCT Analysis No
; 4248
QUALITY CONTROL DEPARTMENT Specifications
= EN 09.06.02 UPH, Eur. Ph.
Product Name ‘Active Substance Packaging
Exopon solution for infusions ,10mg/ml Paracetamol BT x 12 Bags x 100 ml
Manufacturing__ﬁ_ate Lot No: I-Explration Ba_te_
31/10/2024 24-017 09/2026
Chemical Control
Tests Specifications Results
Clear, colorless to slightly yellow solution, not
1] Appearance more intensely colored than Ref.Sol. Y4, Complies
odorless
; Identification of Paracetamol 1) Retention time of standard =
a | (HPLC Method) 2) UV spectra Rostive
3] Assay of Paracetamol 95.0% - 105.0% 102.2%
T Related Substances
4 p-Aminophenol NMT 0.05% <0.05%
Any individual unspecified impurity NMT 0.10% <0.10%
I Total impurities NMT 0.35% <0.35%
5] pH value 50-55 55
16] Extractable volume Any individual container: NLT 102.0mi 103.0 ml
71 Uniformity of dosage units L Paraceg?g;“;\g‘k;% (L1=15) 15
e Relative Density 1.009 £ 2% 1.009
: Particulate Contamination
fo7 Visible particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10um: NMT 6000 parts/100ml 67
Sub-visible particles Size 2 25pm: NMT 600 parts/100ml 0
10] current Eur Ph.2.9.19 Method 1 test 1B
11] Dissolved Oxygen NMT 7.0 ppm 58
12] | Osmolality ____270- 320 mOsmolkg 285 mOsmolkg
Bioloaical Tests
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
21 | Bacterial Endotoxins NMT 0.88 EU/ml <0.62
CONTAINER CONDITION Passed
Date P Analyst signature
K(? Tr::lys.‘.t Achillcas Papadimitriou
@Q A\ \iicrobiology Laboratory
22/11/2024 Q.C. Manager signature”F=" """
I I "
5 54

NMT: Not More Than
NLT: Not Less Than

va

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR - 14564 Kifissia, Greece




i — Final Batch Release and Certification ‘Exdoon/ Version: 5.0

— : by a Qualified Person Hu/via ‘Ekdoong/
l{blkl PHA R_ﬂf} Y Issue Date:

EN 04.03.01 Huivia Egapuoyrig/
Pharmaceutical Laboratories S.A. F 04.03.01 Effective date:
Hu/via Afgng/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP
Guidelines).

N " UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
e SA.
Address of Manufacturing site : 14" NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE
Authorization number of Manufacturing & Man. License No 0000000020/20/3
Quality Control site:
Name of product: EXOPON
Dosage form: [Solution for infusions
Strength/Potency: Paracetamol /10mg/ml
Package size and type: BTx12 Bagsx100ml ,(batch size 1.166 ST)
Batch numbers appearing on package: 124-017
Manufacturing date: 31/10/2024
Expiry date: 09/2026
Importing Country: [UKRAINE
MA UA/20130/01/01
CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of
the destination country/countries.

Decision for Batch Release Yes No
Batch Release? v7 '
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP"

Name & Signature of QP authorizing the batch release Date of issue |
. 22/11/2024
YA 1. Diakos

Qualified Person




JAEPXABHA CJIYXKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hauii Citanunoi., 3. 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua. Koa €JIPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JiKapchKoOro 3acody

29.05.2025 Ne 26852/25/26

EKCOIIOH

(HaFMeHyBaHHs JikapcbKoro 3acofy 3rijino 3 peecTpaitifiuM NOCBIAYEHSM)
posumH As indys3iii, 10 mr/ma no 100 ma po3uunny y KOHTeiHHepI B 3aXHcHOMY naKeTi, no 12
KOHTeiiHEPiB B 3aXHCHOMY MAKeTi Yy KAPTOHHIH Kopobui

(popMa BHIYCKY. JLO3YBAHHS. BUL IAKY BAHHA JiKAPCLKOro 3ac00y)
Homep peectpauiiinoro nocsinuenns UA/20130/01/01 ctpok aii peccTpauiiinoro nocsiaueHs 03.08.2028

Cepis nikapcbkoro 3acoby Ne 25-003 KinskicTh BBE3€HOrO Aikapcbkoro 3acoby 393

FOHI-PAPMA KJIEOH IETIC ®APMACBIOTIKAJI JIABOPATOPIEC

S CA. I'peutis
(HafMenyBanns BUposHHKa JiKapeLKOIo 3acoly. kpaita NOXOIKCHHA)
Buessi s Vrpatey TOBAPUCTBO 3 OBMEKEHOIO BIANMOBIAAJIBHICTIO
"BYCT ®APMA", inent. koa: 44107410
(Haiimenysaiis ta ko/ 3a C/IPTIOY 1oprinuHol ocoiu abo npissMuLe. iM's, no 6aTekosi (izuuHOT
0coOM - ninpueMis. T micte HPOAHMBAI T4 peceT paiiinnit nomep 0G:iK0OBOT KAPTKH NJaTHHKA

noaTkis ado cepist Ta HoMeEp nacnopra)

Mpotokon BisyansHoro kontpoaio sin 28.05.2025 Ne 1876/01.10-25/11.

3a pe3ynbTaTaMu JEPKABHOrO  KOHTPO/IO  BCTAHOBJICHO. 11O Jlikap 1aci® BBezeHo B YKkpaiHy 3
AOTPUMAHHAM BHMOT 3aKOHONABCTBA [LOAO sabeineuenna skoeTi nkapghkux 3acobis.

Muxo;'la XOHOHEHKO

{|||||nd mTa ||p|3HM|uL}

SEpLronTPO.No) (nizume)

{ I' ,sz (:(Loﬁ] Aﬁ 3




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

= W = 1500
BIA AN KOHTPOJTIO AKOCTI Cneuudikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
09/04/2025 25-003 03/2027
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 102,6%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He 6inbwe 0,05% 0,01%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,05%
Cyma JOMiLIOK He 6inbwe 0,35% 0,01%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 103,6 M
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 1,3
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,007
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn 495
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn o
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 5,6
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 281 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHMA He 6inble 0,88 MO/mn <0,62
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
Midnuc / BeniaHiTi A. Midnuc / Kpicrina KaHakaki
AHaniTMK KOHTpOAO AKOCTI AHaNiTUK KOHTPOAIO AKOCTI
05/05/2025 Mignuc meHeaepa 3 KOHTPOJIKD AKOCTI

Midnuc / Qiakoc .

Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




e W o= OcraTouHuit BUNYCK cepii Ta ceptudikauia Bepeln; 5.0
NI-PHARMA ynoBHoBaXeHoto ocoboio Aata sunycky:
i EN 04.03.01 [Jata HabpaHHA UMHHOCTI:
Pharmaceutical Laboratories S.A. F04.03.01 Tepmin pji:

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16
PekomeHpauin GMP €C).

Ha3Ba: FHOHI-OAPMA KNEOH LIETIC ®PAPMACBLHOTIKAN TABOPATOPIEC CA
Appeca BUpobHUYOro 14-i1 Kkm HauioHanbHoi goporun 1 bya. A 1a bya. b, Kato Kidicia ATTuka,
MaiigaH4ymKa: 14564, Ipeuin

Homep niueHsii 3 BupobHMUTBa . )
] Bupobuuua fiuensia Ne 0000000020/20/3
Ta KOHTPOAIO AKOCTI:

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysiin

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMAK X 12 nakeTtis X 100mn (po3mip cepii 1 161yn)
Homepu cepii Ha ynakosu,i: 25-003

[laTa BUroToBNEHHA: 09/04/2025

TepmiH npuaaTHOCTI: 03/2027

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA MPO CEPTU®IKALIIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii
BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NpM3Ha4YeHHs. .
PilweHHA Nnpo BUNYycK cepii Tak Hi
Bunyck cepii ? v
KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. Qiakoc
/nignuc/ Ximik, marictp 05/05/2025
YnosHoBaeHa ocoba




[ . CERTIFICATE OF FINISHED PRODUCT Analysis No
| UNI-PHARMA| 1500
3 = QUALITY COHTR_O__L DEPARTMENT Specifications
41X, EN 09.06.02 UPH, Eur. Ph.
Product Name Active Substance Packaging
Exopon solution for infusions ,10mg/ml Paracetamol BT x 12 Bags x 100 ml
Manufacturing Date Lot No: Explraﬂon Date
09/04/2025 __ 25-003 03/2027
Chemical Control
Tests Specifications Results
Clear, colorless lo slightly yellow solution, not "
1] & more intensely colored than Ref.Sol. Y4, odorless Comples
] Identification of Paracetamol 1) Retention time of standard .
2 (HPLC Method) 2) UV spectra Positive
3] Assay of Paracetamol 95.0% - 105.0% 102.6%
Relaled Substances
4 p-Aminophenol NMT 0.05% 0.01%
Any individual unspecified impurity NMT 0.10% <0.05%
Total impurities NMT 0.35% 0.01%
5] pH value 50-55 55
6] Extractable volume Any individual container: NLT 102.0mi 103.6 ml
. MV Paracetamol: AV<L1% (L1=15)
7] Uniformity of dosage units Eur.Ph.2.9.40 1.3
18] Relative Density 1.009 + 2% 1.007
Particulate Contamination
9] Visible particles Must Comply with Er. Ph. 2.9.20 Complies
Size 2 10pm: NMT 6000 parts/100ml 333
Sub-visible particles Size 2 25pm: NMT 600 parts/100ml 0
10] current Eur Ph.2.9.19 Method 1 test 1B
11]) Dissolved Oxygen NMT 7.0 ppm 5.6
12] Osmolality _____270- 320 mOsmolikg 281 mOsmol/kg
Biological Tgsts
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
2] Bacterial Endotoxins NMT 0.88 EU/mI N <0.62
CONTAINER CONDITION Passed
" Analyst signature
@ ac Anawst AL QcC AnaIvSt
05/05/2025 Q.C. Manager signature
Diakos I.
‘4 Chemist, MSc.

NMT . Not More Than
NLT: Not Less Than

7 CC Manadget

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR - 14564 Kifissia, Greece



_— - Final Batch Release and Certification ‘ExSoon/ Version: 5.0
UNI-PHARMA] by a Qualified Person Louie Beomns/
A e EN 04.03.01 Huy/via Egappoyng/
Pharmaceutical Laboratories S.A. F 04.03.01 Effective date:
Hplvia Afgng/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP

Guidelines).
_N"_ . o UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
ame: SA
Address of Manufacturing site : 14th km National Road 1 Building A & Building B, Kato Kifisia Attiki

,14564,Greece

Authorization number of Manufacturing &
Quality Control site:

Man. License No 0000000020/20/3

Name of product: EXOPON

Dosage form: Solution for infusions
Strength/Potency: Paracetamol /10mg/ml

Package size and type: BTx12 Bagsx100ml ,(batch size 1.161ST)
Batch numbers appearing on package: 25-003

Manufacturing date: 09/04/2025

Expiry date: 03/2027

Importing Country: UKRAINE

MA UA/20130/01/01

CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of

the destination country/countries.

compliance with GMP"

Decision for Batch Release Yes No
Batch Release? vV
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in

‘Name & Signature of QP authorizing the batch release Date of issue
1. Dtakos
! 5 05/05/2025
: Chemist, M5C.
L9

Qualified Persost




JAEPKABHA CJYXKBA 3 JIIKAPChbKUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTUKAMMU y m. KUEBI

npos. Haaii Ceitanunoi, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kon CZIPTIOY 37079055

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

29.05.2025 Ne 26851/25/26I1

EKCOIIOH

(HafMeHyBaHHs 1KAPCHKOT0 3ac00Y rijIH0 3 pecCTPaItifinuy H0CRIAYCHHSM)
po3umu s indys3iii, 10 mr/mi no 100 mu1 posunny y Koureiinepi B 3aXHcHOMY nakeri, no 12
KOHTeiiHepiB B 3aXHCHOMY I1AKeTi y KADTOHHIH Kopob6ui

(hopMa BHITYCKY. JI03YBAIIHA. BHIL IIAKY BAHILS J1iKapehKoro 3acoby)
Homep peectpauiiinoro nocsiauenns UA/20130/01/01 ctpok aii peccrpauiiinoro nocsiayens 03.08.2028
Cepis nikapcbkoro 3acofy Ne 25-002 KisibkicTh BBe3eHOro Aikapebkoro 3acoby 107

IOHI-PAPMA KJIEOH 1ETIC ®APMACBIOTIKAJI JIABOPATOPIEC

Bupob . ;
B CA, I'penis

(naiiMenyeanig supodiuKa JiKAPCLKOro 3acofy. Kpaiia noxokenns)

TOBAPUCTBO 3 OBMEXKEHOK BUINTOBIJIAJIBHICTHO
"BYCT ®APMA", inenr. kon: 44107410

BseseHo B Y kpainy

(naitmenysaiis ta ko sa C/IPTIOY opuainot ocoiu abo npisprine. is's. 1o Oarekosi iznunol
0COGH - NLIPHCMILL. T MICLC TIPOIKKMBAIHA T4 pECCTPallifini novep 0BJKOBOT KAPTKH NJIATHHEKA
no/aTkis ado cepis T HOMEp nacnopra)

MpoTokon Bisyansnoro kourpoaio sin 28.05.2025 N 1876/01.10-25/10.

3aci6 BBEeleHO B YKpaiHy 3

3a pesyibTaTaMM NEPHKABHONO KOHTPOJIO  BCTAHOBACHO, IO JliKkapeh
AOTPHMAHHAM BUMOI 3aKOHOAABCTBA 1O/10 3a0E3NEUCHHS AKOCTI 1K}

WX 3aco0is.

——

Mukona XOJIOJJEHKO

IHTPOIHO) (niznme) (iHitiann Ta npissyuw)

jf / T
(nocag\’(iéa; b{:nﬁa {




JAEPKABHA CJIYKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI

npos. Hanit Ceitanunod. 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa €JIPT1IOY 37079055

BUCHOBOK

Npo AAKICTh BBE3eHOro B YKpainy JiikapcbKoro 3acofy

23.05.2025 Ne 25326/25/26

EKCOITOH

(HalimeHyBaHHA NiKapCbKOro 3acofy 3rijHO 3 peecTpallifiuy NOCRLIMEHHAM )
po3uuH auas indysii, 10 mr/ma no 100 mur po3unny y KoHTeiiHepi B 3axucHoMy nakeri, no 12
KOHTeHHEpPIB B 3AXHCHOMY NAKeTi Yy KApTOHHIH KopoOui

(hopMa BHIIVCKY . J103Y BAHHA. BICLIAKY BAHNS JIKAPCLKOTO 3c0y)
Homep peecrpauiiinoro nocsiauenns UA/20130/01/01 crpok aii peectpauiiinoro nocsinvenns 03.08.2028
Cepis nikapcbkoro 3acofy Ne 25-002 KinbKicTh BBE3€HOIO JiKapchkoro 3acoby 52

IOHI-®APMA KJIEOH LIETIC ®APMACBIOTIKAJI JIABOPATOPIEC

Rt CA, I'peutis
(HafimenyBanis BupoOHHKa Aikapeekoro 3acoby. KpaiHa NoOXoKeHHs)
BseseHo B Ykpaihy TOBAPUCTBO 3 OBMEXKXEHOIO BIANMOBIAAJIBHICTIO

"BYCT ®APMA"", inent. kon: 44107410

(naiimenysanis Ta ko1 3a CJIPHOY opunanor ocodu abo npissuiie, iM'a. no 6atekosi QisHynoi
OCOOH = HAUIPHEMILE. T MICLE HIPOAMUBAIIHSA T8 peceTpattifinni nomep 00IKOBOT KAPTKH NIATHWKA
nosarkis abo cepis Ta HOMEp nacnopra)

IMpotokon Bizyaasnoro koutposio Bin 23.05.2025 Ne 1809/01.10-25/6.

3a pesyabTaTamH JCPKABHOIO KOHTPOJIIO BCTAHOBJIECHO. 11O JNiKapchkui  3acid  BBeseHo B Ykpainy 3

JAOTPHMAHHAM BUMOI 3aKOHOAABCTBA 11010 3a0e3NeUeHNA SKOCTI JIikg x 3acodis.
Muxkona XOJIOJEHKO
KOHTPOII0) (nianue) (ininiaam Ta npizsuuie)




CEPTU®IKAT rOTOBOI NMPOAYKUIT

AHanis Ne

= W = 1499
BIA AN KOHTPOJTIO AKOCTI Cneuudikauii
EN 09.06.02 UPH. Eur Ph.
Hassa npogyKry [Hitoua PeuoBuHa MakysaHHA
EKCOMOH, po3uurH ansa iHgysin 10mr/mn Mapauetamon Ynak. X 12 naketis x100mn
Jlata BUroToBNeHHA Homepu cepii Ha ynakoBLi TepmiH npugaTHocTi
09/04/2025 25-002 03/2027
XimiuyHMA KOHTPONb
Tectn Cneuudikauia PesynbTath
Mpo3opwia, 6esbapsHuii abo 3nerka
N YOBTYBaTWUIA pOo34MH, 3abapBaeHniA He BinbL . .
1 30BHIWHIW BUrNAA . . . Bignosipae
iHTEHCWMBHO, HiXK ETaNOHHWI po34nH Y4, be3
3anaxy
5 laeHTMdiKaUiA NnapaueTamony 1) Yac yTpUMaHHA CTaHdapTy EN——
(meToa BEPX) 2) Yd-cnekTp
3 KinbKicHe BU3Ha4YeHHA NapaueTamony 95,0% -105,0% 100,2%
CynposiaHi fOMiLLIKK
P-AmiHOopeHON He 6inbwe 0,05% 0,01%
4 Byab-sika okpema HecneyudikoBaHa AOMILLKa He 6inbwe 0,10% <0,05%
Cyma JOMiLIOK He 6inbwe 0,35% 0,01%
5 3Ha4yeHHA pH 50-55 55
. T Byab-AKWUIA OOQMHAPHWIA KOHTEMHEP HE MEeHLLE 1035 M
102,0 mn
7 OOHOpIAHICTE 0030BaHUX O4UHULb il & e S e 0,2
Eur Ph. 2.9.40
8 BiaHocHa ryctuHa 1,009+2% 1,006
MexaHi4Hi BKNIOYEHHA
2 Buaumi 4acTku Mae Bignosigatv Er. Ph. 2.9.20 Bianosipae
Po3mip = 10pm: NMT 6000 YacTMHOK,/100 mn S
10 Hesnaumi 4acTku Po3mip = 25 pm: NMT 600 YacTUHOK/100 mn o
noto4Ha Eur Ph.2.9.19 Metopa 1, TecT 1B
11 PO34MHEHWIA KNCEHDb He 6inbwe 7,0 ppm 54
12 OcmoNAnLHIcTb 270 - 320 mOcmonb/Kr 281 mOcmonb/Kr
bionoriuHi Tectn
Tectn Cneuudikauin Pesynbtatn
1 CTepunbHiIcTb CrepunbHuii (noTo4Ha Ph. Eur.) CTepunbHUiA
2 BakTepianbHi EHOOTOKCUHMA He 6inble 0,88 MO/mn <0,62
CTAH TAPHU I'IPOﬁﬂ,EHO
Lia cepia signosigae cneuugikauii
Oata Mignuc AHaniTMKa
Midnuc / BeniaHiTi A. Midnuc / Kpicrina KaHakaki
AHaniTMK KOHTpOAO AKOCTI AHaNiTUK KOHTPOAIO AKOCTI
05/05/2025 Mignuc meHeaepa 3 KOHTPOJIKD AKOCTI

Midnuc / Qiakoc .

Ximik, marictp

MeHegKep 3 KOHTPOJIHO AKOCTI

NMT - He 6inbwe / Not More Than
NLT - He meHwe Hix / Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road Athens-Lamia 1, GR -14564 Kifissia, Greece




e W o= OcraTouHuit BUNYCK cepii Ta ceptudikauia Bepeln; 5.0
NI-PHARMA ynoBHoBaXeHoto ocoboio Aata sunycky:
i EN 04.03.01 [Jata HabpaHHA UMHHOCTI:
Pharmaceutical Laboratories S.A. F04.03.01 Tepmin pji:

CepTtudikauia signosigHocTi npoayKTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16
PekomeHpauin GMP €C).

Ha3Ba: FHOHI-OAPMA KNEOH LIETIC ®PAPMACBLHOTIKAN TABOPATOPIEC CA
Appeca BUpobHUYOro 14-i1 Kkm HauioHanbHoi goporun 1 bya. A 1a bya. b, Kato Kidicia ATTuka,
MaiigaH4ymKa: 14564, Ipeuin

Homep niueHsii 3 BupobHMUTBa . )
] Bupobuuua fiuensia Ne 0000000020/20/3
Ta KOHTPOAIO AKOCTI:

Hassa npogyKry: EKCOIOH

Nikapcbka dpopma: PosuuH ans indysiin

Cwna pjii/aKTUBHICTB: MNapauetamon / 10 mr/mn

Po3mip i TN ynakoBKu: YMNAK X 12 nakeTtis X 100mn (po3smip cepii 1 159yn)
Homepu cepii Ha ynakosu,i: 25-002

[laTa BUroToBNEHHA: 09/04/2025

TepmiH npuaaTHOCTI: 03/2027

Kpaina imnopry: YKPAIHA

PeecTpaujiiHe nocBigueHHs UA/20130/01/01

3AABA MPO CEPTU®IKALIIO

Uum 8 nigTeepayto, WO BCi eTany sMpobHMUTBA Liei cepii roTtoBoro npoaykry 6ynun supobsieHi B NoBHii
BianosigHocTi o sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro gocbe KpaiHu/Kpaid

NpM3Ha4YeHHs. .
PilweHHA Nnpo BUNYycK cepii Tak Hi
Bunyck cepii ? v
KomeHTapi:

LUum s 3acsiguyto, Wo HasedeHa sulle iHPopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAKOHKM NaKyBaHHA/MapKysaHHA Ta KOHTPO/b AKOCTI Ha BMLUE3a3Ha4yeHMX
AinaHkax(ax) y nosHiM signosigHocti go sumor GMP MicueBOro perynsaTopHOro opraHy Ta
cneumndikauin y PeectpauiiHomy gocbe KpaiHn-imnoptepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNigXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis bynu
nepesipeHi Ta BM3HaHI TaKMMM, WO Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii Jarta sunycky
I. Qiakoc
/nignuc/ Ximik, marictp 05/05/2025
YnosHoBaeHa ocoba




~CERTIFICATE OF FINISHED PRODUCT Analysis No
_ 1499
QUALITY CONTROL DEPARTMENT Specifications
EN 08.06.02 UPH, _ELurPh
Product Name Active Substance Packaging
Exopon solution for infusions ,10mg/ml Paracetamol BT x 12 Bags x 100 mi
Manufacturing Date Lot No: Expiration Date
09/04/2025 . 25-002 03/2027
Chemical Control
Tests Specifications Results
Clear, colorless to slightly yellow solution, not ’
1] AppSasence more intensely colored than Ref Sol. Y4, odorless Comphes
2] Identification of Paracetamol 1) Retention time of standard Positive
(HPLC Method) 2) UV spectra
3] Assay of Paracetamol 95.0% - 105.0% 100.2%
Related Substances
4) p-Aminophenol NMT 0.05% 0.01%
Any individual unspecified impurity NMT 0.10% <0.05%
Total impurities NMT 0.35% | 0.01%
5] pH value 50-55 55
6] Extractable volume Any individual container: NLT 102.0ml| 103.5 ml
P , MV Paracelamol: AV<L1% (L1=15)
7] Uniformity of dosage units Eur.Ph.2.9.40 0.2
18] Relative Density 1.009 £ 2% 1.006
Particulate Contamination
9 Visible particles Must Comply with Er, Ph. 2,9.20 Complies
Size 2 10pm: NMT 6000 parts/100mi 200
Sub-visible parlicles Size 2 25pm: NMT 600 parts/100mi 0
10] current Eur Ph.2.9.19 Method 1 test 1B
11] Dissolved Oxygen NMT 7.0 ppm 54
12] Osmolality 270 - 320 mOsmolkg 281 mOsmollkg
Biological Tests
Tests Specifications Results
1] Sterility Sterile (current Ph. Eur.) Sterile
2] Bacterial Endoloxins NMT 0.88 EU/mI _ <0.62
CONTAINER CONDITION Passed
Analyst signature
Velianiti A. r L_(:hrvs':_:a‘t\KaalJ‘lE;:(akl
]@ QC Analyst QC Analy
05/05/2025 Q.C. Manager signature
" piakos |
JChemist, MSC.
it

NMT: Not More Than
NLT: Not Less Than

Uni-Pharma Kleon Tsetis Pharmaceuti
14th km National Road Athens-Lamia

g

cal Laboratories S.A.
1, GR - 14564 Kifissia, Greece

i



e - Final Batch Release and Certification Exdoon/ Version: 5.0
UNI-PHARMA by a Qualified Person H"‘N‘u EKGOOI}Q’
i N : Issue Date:
- EN 04.03.01 Hu/via E@appoyrg/
Pharmacestical Laboratories SA. F 04.03.01 Effective date:
Hplvia Angng/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP
Guidelines).

N . UNI-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
ame: SA
14th km National Road 1 Building A & Building B, Kato Kifisia Attiki
Address of Manufacturing site : 14564, Greece 9 ng
Authorization number of Manufacturing & Man. License No 0000000020/20/3
Quality Control site:
Name of product: EXOPON
Dosage form: ‘Solution for infusions
Strength/Potency: Paracetamol /10mg/ml
Package size and type: BTx12 Bagsx100ml ,(batch size 1.159ST)
Batch numbers appearing on package: 25-002
Manufacturing date: 09/04/2025
Expiry date: 03/2027
Importing Country: UKRAINE
MA UA/20130/01/01

CERTIFICATION STATEMENT
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance

with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of
the destination country/countries.

Decision for Batch Release Yes No
Batch Release? Vv '
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Reguilatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP"

Name & Signature of QP authorizing the batch release Date of issue
g 9 ~— 1. Diakos 7
: 05/05/2025
4 Chemist, MSc.

(f/' 2\ Qualified Persof
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