JEPKABHA CHYIKBA 3 JJIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

nipos. Hanii Ceitnnunol, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
PO AKICTh BBE3€HOT0 B YKpPaiHy JiKapchbKOro 3acody

28.11.2024 Ne 63609/24/26

EKCOIIOH

(HaliMeHyBaHHs JIKAPCHLKOro 3ac00y 3riiHO 3 peecTPalitHiM 110CBIAYCHHAM)
pozumn ais indysii, 10 mr/vur no 100 M po3uuny y KoHTeiiHepi B 3aXHcHOMY MaKeTi, o 12
KOHTelHepiB B 3aXNCHOMY NaKeTi y KApTOHHIN KopoOui

(dbopma BHNYCKY, 103yBAHHS, B/ NAKYBaHHA JTiKapchKoro 3acoby)
Homep peecrpatiitroro nocsigaenns UA/20130/01/01 crpox nii pecerpaniitiioro nocsigenns 03.08.2028

Cepisa nikapcskoro zacoby Ne 24-014 Kinuxicts BBesenoro sikapeskoro sacoby 1000

FOHI-®APMA KJIEOH LETIC ®APMACBIOTIKAJI JIABOPATOPIEC
CA, T'peuin

(naitMenyBaiis BUPOOHKKa NIKAPCLKOro 3acody, KpaiHa NoXoKeHHs)

Bupobuuk

TOBAPUCTBO 3 OBMEXEHOIO BIIIMTOBIITAJBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

Beeszeno B Ykpainy

(naitmenyBanus Ta koa 3a CLUPTIOY topuanunor ocodu abo npizsuule, iM's, 110 6aTbkoBi Qiznunoi
0CcOBH - MIANPHEMUS, 1T MiCUE NPOKUBARHS TA peecTpallifinuit Homep 0651ixoBo! KapTKH TIIATHNKA
noziaTkis abo cepis Ta HOMep racropTa)

IMporokon Bisyansuoro kontpoumo sin 28.11.2024 Ne 4140/7.

3a pe3ynbTaTaMu  JICPXKABHOI'O  KOHTPOJIHO  BCTAHOBJICHO, IHO ﬂiKapCbKI’If:l 3aci0  BBE3ECHO B YK])a'l'Hy 3

HOTpHMaHHﬂM BHUMOT 3aKOHOJIABCTBA 11010 3a0e3ricHenHs AKoCTl JIIKApChKHX 3ac00iB.

Hauansamnk Mukona XOJIOAEHKO

(inigiayy Ta npizsuLe)

(nocamosa ocoba oprany JEpKaBHOTO KOHTPOITIO) (mirc)
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CEPTUDIKAT rOTOBOI NPOAYKLIT

AHani3 Ne

3516
BIAAIN KOHTPOMO AKOCTI Crneundirauii
EN 09.06.02 UPH. Eur Ph.
Hazsa npoaykry Airoua PeyoBuHa lMakysaHHs
EKCOMMOH, po3unH ana indysif 10mr/mn MNapauetamon Ynak. X 12 naketig x100mn
[ata BuroroBaeHHa Homepu cepil Ha ynakosui Tepmin npugarHocri
12/09/2024 24-014 08/2026
XimiyHWit KoHTPONb
Tectu Cneyudikauina PesynsbTtati
Mpo3opuit, besbapsHuil abo 3nerka
L WOBTYBaTUIA po3unH, 3abapsnenuid He BinbLu ) .
1 30BHIUIHIN BUTASA, ) . . Bignosinae
IHTEHCUBHO, Hi¥ eTaNOHHUM po3unH Y4, 6e3
3anaxy
laeHTUdIKaLia napaleTamony 1) Yac yTpumaHHsa cTangapTy .
2 [Mo3UTUBHUNA
(meTop BEPX) 2) Yd-cnektp
3 KinbKicHe BM3HaYyeHHA napaueTamony 95,0% -105,0% 98,1%
CynposiaHi BOMILLIKK
P-AmiHodeHoN He 6inbwe 0,05% <0,05%
4 Byab-aka okpema HecneymdikoBaHa AoOMilLIKa He 6inble 0,10% <0,10%
Cyma JomiloK He binblwe 0,35% <0,35%
5 3HayeHHs pH 50-5,5 5,5
Byab-AKUIA OAMHAPHUN KOHTERHED He MeHLWwe
6 O6’em LLO BUTArAETHCA 103,0 mn
102,0 mn
7 OAHOPIHICTL [030BAHUX OOWMHULD PBM Mapaueramony: AV<L1% (L1=15) 1,2
Eur Ph. 2.9.40
8 BigHocHa ryctuHa 1,0094+2% 1,008
MexaHi4Hi BKAOYEHHA
g Buammi 4acTku Mae signosigatu Er. Ph, 2.9.20 Bignoeinae
Posmip 2 10um: NMT 6000 yacTuHok/100 mn
10 HeBuaMmi YacTKK Poamip 2 25 pm: NMT 600 yactnuHok/100 mn 12067
noTodHa Eur Ph.2.9.19 Metoga 1, Tect 1B
11 Po34nHeHUI KUuceHb He 6inbwe 7,0 ppm 5,7
12 OCMONANbHICTL 270 - 320 mOcmonb/Kr 284 mOcmonb/Kr
BionoriuHi Tectn
Tectn Cneyundikauin Pesynbratun
1 CTepunbHicTb CrepunbHuii {notouna Ph. Eur.) CTepunbHui
2 baKkrepianbHi eHA0TOKCUHM He 6inbuwe 0,88 MO/mn <0,62 MO/mn
CTAH TAPU MPOVAEHO
L cepis signosinae cneyndikanii
NaTta flianuc AHaniTuKa
Nidnuc [ Komic M. Nidnuc /Craspyna Markada
aHaNITUK KOHTPONIO AKOCTI AHANITUK KOHTPONIKO AKOCTI
04/10/2024 Nignuc meHegepa 3 KOHTPOJIO AKOCTI

Ximik, maricrp

fiénuc [ Qiakoc 1.

MeHeaep 3 KOHTPOIO AKOCTI

NMT - He Binkwe / Not More Than
NLT - He merie 1k / Not Less Than

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




OcratouHuii Bunyck cepii Ta ceptudirauis Bepcia: 5.0

YIIOBHOBaXEHOI0 00600 Aara sunycky:
EN 04.03.01 Aa?a HQGQQHHQ QWHHOC?E:

Pharmaceutical Laboratories S.A. F 04.03.01 Tepmin gii:

CepTudikauin 8ianosiAHOCTI NPoAYKTY 8 mexax EC ynoBHoBaxeHoto ocoboto (YO signosigHo ao Joaatky 16
PekomeHpauin GMP €C).

Hassa: FOHI-PAPMA K/IEOH UETIC ®APMACBHOTIKAN NTABOPATOPIEC C.A.
Anpeca sBupobHUYOro 14-km HALIIOHANBHO! 4OPOTU A®IHU-TAMIA 1, GR-145 64 KidICIA,
MmanaaHumnKa: rPELLIA

Homep niueHsii 3 sMpobHUUTBA
b .p 4 BupobHuyua NileHsis Ne 0000000020/20/3
Ta KOHTPO/IIO AKOCTI:

Hazsa npoaykry: EKCONOH

JNlikapcbka popma: Po3uuH gas indysii

Cuna Ajii/akTBHICTL: Napauetamon / 10 mr/mn

Po3mip i TUN yNaKoBKU: VNAK X 12 naketis X 100mn (poamip cepii 1173yn)
Homepu cepii Ha ynakosli: 24-014

[ara BUrotoBneHHs: 12/09/2024

TepmiH npugaTHoOCTI: 08/2026

KpaiHa imnopry: YKPATHA

PeecrpauiiHe nocsigueHHs UA/20130/01/01

3AABA MPO CEPTUDIKALLIIO
Uum A NigTeepaxyo, Wo Bci eTanu BMpoBHULTEA Liei cepii roToBoro npoaykty 6yan supobaeHi B nosHin

BignosiaHocTi go sumor GMP €EC i [aKkwo B meax €C] po sumor PeecTpauiiiHoro [OCbE KpaiHKu/KpaiH

NPU3HAYEHHS. .
PiweHHAa npo BunyckK cepii Tak Hi
Bunyck cepii ? v
KomeHTapi:

Uum 7 3acsiguyio, Wo HaBeaeHa sulle iHbopmaLis € AOCTOBIPHOW Ta TodHo0. Lia napTia npoaykTy
Byna BUroTOBAEHA, BKAOYAIOYM NAKyBaHHA/MapKYBaHHA Ta KOHTPOAb AKOCTI Ha BUUiE333HAYEHMX
finaHkax(ax) y nosHiit signosigHocti Ao sumor GMP  micueBoro peryisTopHoro oprady Ta
cneuudikaLili y PeecTpaliiiHomy Aocbe KpaiHu-imnoprepa abo crieundikauii npoaykry abo ¢ain ans
[OCNIAKYBAHUX NiKapcbKMx 3acobis. 3anucu Npo cepiiiHy 06poBKy, nakysaHHA Ta aHanis 6ynu
nepesipeHi Ta BU3HaHI TakKnMu, Wo Bianosigatote GMP

Im'a Ta nignuc YO, Wwo 20380AA€ BUNYCK cepii [ata Bunycky
. Manuyrac
/nignuc/ Biosor, marictp 04/10/2024
YrioBHoBameHa 0coba




GERTIFICATE OF FINISHED PRODUCT Analyals Mo
3516
QUALITY CONTROL DEPARTMENT Specifications
EN 08.06.02 UPH, Eur. Ph,
Product Name Active Substance Packaging
Exopon solution for infusions ,10mgimi Paracetamol BT x 12 Bags x 100 mi
KManufacturing Date Lot No: Expiration Date
1210912024 24-014 08/2026
Chemical Contro}
Tests Specifications Resuits
. Appearance Clear, colorless to slightly yellow solstion, not Complies
4 ppearance more intensely colored than Ref.Sol. Y4, adorless p
vt ldentification of Paracetamol 1} Ratention time of standard -
71 . PO Positive
: (P Rielhiod) 23UV speclia
3] Assay of Paracetamol 95.0% - 105.0% 948.1%
Relaled Substances
4] p-Aminophenot NMT 0.05% <0.05%
Any individual unspecified impurily NMT 0.10% <0.10%
Total impurities NMT 0.35% <0.35%
51 pH value 50 - 5.5
6] Extractable volume Any individual container: NLT 102.0mi 103.0mi
. e MV Paracetamol AV<L1% (L.1215) .,
7 Uniformity of dosage unils Eur Ph 29,40 1.2
8] Relative Density 1.009 £ 2% 1.008
Particulate Contamination
9] Visible particles Must Comply with Er, Ph. 2.9.20 Complies
Size 2 10pm: NMT 6000 parts/100ml 1267
Sub-visible padicles Size 2 25um; NMT 600 parts/100m} 4]
10} current Eur Ph.2.9.19 Method 1 test 1B
i s Ooiygen NMT 7.0 ppm 5.7
12] Osrnolality 270 - 320 mOsmolkg 284 mOsmol/kg
Biological Tests
Tests Specifications Results
1] Sterility Sterite (current Ph. Bur.) Sterile
21 Bacterial Endotoxins NMT (.88 EUimd <0.62
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Final Bateh Release and Certification Exdoan Version. 5.0

by a Qualified Person Hufvia Exdoong
. . lasue Date:
EN 04.03.01 Huvi Egappoyiy/
Pharmacentical Laboratories S.A. # 04.03.01 Efective date:

Hpvie Ading/

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

N , UNEPHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
ame: S A
Address of Manufacturing site : 14" NATIONAL ROAD Athens-Lamia 1, GR-145 64 KIFISSIA, GREECE
Authorization number of Manufacturing & Man. License No 0000060020/20/3 :
Quality Control site: i
N aF oroanet e
Dosage form: . Solution for infusions
Strangth/Potency: Paracetamol 110mg/ml -
Package size and type: BTx12 Bagsx100ml (batch size 1.1?3@1’) o
Batch numbers appearing on package: 2A014
Manufacturing date: | 12109/2024
Expiry date: . | 0872028
UKRAINE
UA/20130/01/01

CERTIFICATION STATEMENT

| hereby certify that all the manufacturing stages of this baich of finished product have been carmed out in tull compliance
with the GMP requirements of the EU and fwhen within the EU] with the requirements of the Marketing Authorization(s) of
the destination country/countries. '

Decision for Batch Release o ] Yes | No
Batch Release? e
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 Authorily and with the specificalions in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinat
Froducts. The baich processing, packaging and analysis records were reviewed and found to be in
compliance with GMP"

s YR {viantzoties f A A
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