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Certificate of analysis

CoA number: COA 247328 Date: 24 May 2023

Quality order number: QC-00240102

Product name: PARADYN solution for infusion 10mg/mi, 100m! (12x100ml)

Itern number: 10163 Batch number: 23b50605

Manufactur ng date: May 2023 Expiration date: Nov 2024
Test Unit Specification Result

Content of Glucose monohydrate Y% 96.0-105.0 98.8

Assay of Parecetamol mg/mi 9.50 - 10.50 10.03

Assay of Parecetamol % 95.0-106.0 100.3

Related substances: 4-aminophenol % <= 0.01 <.0.01

Related substances: Individual unknown impurity % <= 0.1 < 0.1

Related substances: Total unknown impurities % <= 1.0 <1,0

Related substances: 5-hydroxymethylfurfural Y <= (.08 <0.08

Sterility Sterile Sterile

Bacterial endotoxins El/mi <= 3.00 < 0,50

Resolution: This batch is in compliance with current ed. E.P. and B.P.

QUALITY CONTROL MANAGER
lonela Gabriela Bacioiu

Cifere 29105/ 1003
Analyses are validated through electronic signature.
CC/PSO/011: 5/05-6/4
Printed on: 24 May 2023 Page: 2of2
Hereby certify that the above information is authentic and accurate, This batch of production has been manufactured, including packaging and quality

control in Infemed Fluids in full compliance with the GMP requirements of the local Requlatory Authority and with the specifications ir the Marketing
Authorisation of the importing country. The batch, packaging and analysis records were reviewed and found to be in compliance with GMP.



JIEPIHKABHA CHYXBA 3 MIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

nipos. Hanit Ceienmanod, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BHCHOBOK
npo aKkicTs BEeserore B Yxpainy gikapeskoro 3acoly

15.09.2023 Ne 46966/23/26

APAJUIH

{nalimenypants Aikaposkoro 3scoly sriane 3 peecrpaifiuum nOCsiANLHIAM)
possns ang iadyaii, 10 mr/va no 100 ma y xeurelinepax; no 12 koureinepin y wapronnil
wopobui

{GopM BRIYCKY, A0TYBANNS, UL 1KY BaHHA JHikapeskero sacoly)
Homep pecerpanifinore nocaiauenus UA/15371/01/01 erpox ail peecrpaniitnoro nopsiaueiy neobmexenui
Cephn nikapeskoro sacoby Ne 23050605 Kinsicts BBeI0HOTO JKkapeskore sacody 2493

Bupabupk Be.Ci, Inthomes Ouyine C.PJL, Pymynis
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Bnanx

CEPTUDIKAT AHAJII3Y

Ceprudixar ananizy Ne: COA 247328

Hata: 24 Tpasus 2023

Ne 3amoBnenns no skocti: QC-00240102

Haspa npoaykry: ITAPAJIIH, po3unn st ingy3iit, 10 mr/mJ, mo 100 mur (12x100 mur)

Kox nponykry: 10163

| Cepis: 23050605

Jlata BupoOHunTRa: Tpasens 2023 |

[Tpunatnuii no: Jiucronang 2024

OpuHuni

IoxasHuku —— Cnenndixanis PesyabTar
Onuc [Tpozopuii po3unH. IIpozopuit
PO3YMH
KonbopoBicTh BbesbapBuuii abo 61in0-conom’ssHuit Be3bapBHuit
(nasieBmii) po3urH pO34YMH
[nenTudikaris
- mapaueTaMon Ha xpomaTorpami Bunpo6oByBaHoro
pO3UMHY, oJiepaKaHii IPH KiTbKiCHOMY
BU3HAUYEHHI, Yac YTPUMYBaHHSI OCHOBHOTO
mika Mae€ BioMoBifgaTH yacy yTpuMyBaHHs | Bignmosinae
OCHOBHOTO IiKa Ha XpoMaTorpami po3uuHy
nopiBHAHHA. Yac yrpuMyBaHHS MKy
napaneraMony Mae Oyt B Mexax 3,6 — 4,1
XBUWJIVH.
[nenTudikaris Y®-cniektp BUNPOOOBYBAHOTO PO3UHHY
- mapaueramon Y® napaueTaMmoIty npu KilbKicCHOMY
BU3HaueHHs MeTogoM BEPX B miamazowni Binmosimae
210-330 um Mae BignoBigatu Y ®-crekrpy
PO3UHMHY MOPIBHSIHHSI MapareTaMmory.
[nentudikaris Cnocr.eplra}oTb 6J'IaKI/IT}.I€ 3a0apBlIeHHS, Bigmosimge
- Aueratu 1110 301IbIIYEThCS B Yaci.
[nentudikaris ITinTBepIKyeThCs B XO/i KiTBKICHOTO Bimaosiss
- I'mroko3za BU3HAYCHHS.
pH pH 4,50 - 5,50 5,14
OCMOJISATTBHICTB MOcMosb/kr | 279 — 309 288
OCMOIAIBHICTE % 95,0 -105,0 98,0
00’eM, 1110 MII >=100,0 106
BUTSTAETHCS
Hesugumi yactku: YacTok/kKoH | <=6,000 24
>= 10 MKM TelHep
Hesumumi gactku: qacTOK/KOH | <=600 2
>=25 MKM TelHep
BwmicT rimroxosu r/100Mx 3,14 —3,47 3,27
MOHOT{IparTy
BwmicT rimroko3u % 95,0 —105,0 98,8
MOHOTIApaTy

CC/PSO/011:F/05-6/4

AHaJi3 BaJliIOBaHHIA €JICKTPOHHUM IIiITIHCOM

Hapnpyxosano: 24 Tpasns 2023

Cropinka: 132

um s 3acBinuyro, w0 HaBeeHa BuLe iHdopMallis € focToBipHOO Ta TouHot0. 1ljo cepiro npoaykuii 6yn0 BUPOGIEHO, BKIIOYAIOUH
MAKyBaHHA Ta KOHTPOIb skocTi B [Hdpomen Diyine y mosHil Bigmosignocti 3 BuMoraM HBII, BCTaHOBICHUMHY MiCIIEBHM
PEryIATOPHUM OpPraHOM, a TAKOX BiIMOBiHO 0 crienudikalil, 1o MiCTHTBCSA B peecTpaliiHoMy Hocke kpainu-immoprepa. Cepii,
MaKyBaHHS Ta 3aIIMCH aHATI3iB OyM pO3TIISHYTI Ta BCTaHOBJIEHO BigmosigHicts HBIT.



Ceprudixar ananizy No: COA 247328 Hara: 24 Tpasus 2023

Ne zamoBnenns mo sxocri: QC-00240102

Hassa nponykry: ITAPAIIH, po3uunH ais ingysiii, 10 mr/mu, mo 100 ma (12x100 mur)
Koz npoayxry: 10163 | Cepis: 23050605

Jlata Bupo6uunTRa: TpaBens 2023 | [Tpupatauit no: Jinucronax 2024
KinbkicHe MT/MIT 9,50 -10,50 10,03
BU3HAYECHHS

naparneramory

Kinbkicue % 95,0 —105,0 100,3
BU3HAYEHHS

napatneTamoIy

CynyTHi JoMilku

napareTamony:

e 4-amiHodeHon % <=0,01 <0,01
e OKpema HeBifoMa % <=0,1 <0,1
JoMilIka

o CyMa HeBiZoMHUX % <= 1,0 <10
JIIOMIIIIOK :

® 5-TiIpOKCUMETHII- % <=0,05 <0,05
bypdypar

CrepuIIbHICTh ITpenapat Mae 6yTH CTEPUITEHUM. CrepunbHui
BakrepianbHi MO/mn <= 3,00 <0,50
CHJIOTOKCUHU

Bucnosok: Ils cepis Binnosigae girouomy Buganuio €.®. ta bp. @.

MeHegxep KOHTPOJIIO SIKOCTI
Ionena I"'abpiena bacioy

[Ilevamxka, nionuc] 24.05.2023
AHali3 BaJlifloBaHUU €JEKTPOHHUM TTiIITUCOM.

Ilepexnang BUKOHAHO BIIACHUKOM PEECTPALIHHOTO MOCBiAUEHHS

CC/PSO/011:F/05-6/4 HanpyxoBano: 24 Tpasus 2023 Cropinka: 232

Ium s 3acBinuyto, 1110 HaBeJeHa BHIle iHpopMaLis € J0cTOBipHOIO Ta TouHO. Lto cepito npoaykuii 6yno BUpoOIIEHO, BKIIIOYAIOUH
TIaKyBaHHS Ta KOHTPONb sikocTi B [Hbomen Piyine y mosHil BignosigHocti 3 BuMoraM HBTI, BcTaHOBIEHUMY MiCEBUM
PETYNATOPHUM OPTaHOM, a TaKOX BiIMOBIAHO 10 criermdikaii, 1o MicTUThCA B peecTpaliiHoMy focke kpainu-immoprepa. Cepil,
TIaKyBaHHSI Ta 3aTIMCH aHAJI3iB GYIIM PO3TJISAHYTI Ta BCTAHOBJIEHO Bimmosignicts HBIT.



[JTocomun kxomnanii ma 6aanx]

CEPTUDIKAT BIAIMOBIZHOCTI

Ne: 990/23 Big 05.06.2023
Hassa nponayxuii: [TAPAIIH

Kpaina-imnoprep: Ykpaina

Homep peecTpaniiinoro noceiguenus B Ykpaini: UA/15371/01/01

Cuua pii/akTuBHicTb: 10 Mr/mi

Ho3zosana gpopma (sikapebka opma): posunn mis indysii, 100 v

Posmip ynakosku Ta Tumn: no 100 mn y koHTeliHepax; o 12 KoHTeliHepiB y KapTOHHIN KopoOLi
Homep cepii: 23050605

Hdara Bupoouunrea: 08.05.2023

Hara 3akiHyeHHs1 TepMiHy npugaTHocti: 11/2024

Hasga Ta aapeca Bupoonunrsa: Ec. Ci. [npomen ®@inyine C.P.JI., Cexrop 3, Byn. Teomopa [Tannagi,
Ne 50, byxapect, 032266, PymyHis

Howmep BupoOnu4oi ninensii/ninensis abo ceprudikar GMP BigmosigHocTi BUpoOGHMKA: HOMEp
ninen3ii Ha apMaLeBTHYHE BUPOOHUITBO Ta Toprisio: 21F Bunana: 06.09.2021

PesynbraTn ananizy: CoA 247328/24.05.2023
Komenrapi/HoTaTku:

— Po3mip cepii: 29976 konreiinepis/2498 ynakosok
— BigpanTtaxeHa KibKicTb: 29916 koHTelHepiB/2493 yrmakoBok
— Howmep ceprudikary GMP Bignosignocti: 011/2021/RO Bunannii: 24.08.2021

3asgBa npo ceprudikamiro:

L™ st 3acBinuyro, mo HaBeJeHa Bulle iHGopMaNLis € TocTOBipHOIO Ta TouHOKO. L0 cepiro mpoxyKil
Gyso BUPOOGIEHO, BKIFOUAIOYH MaKyBaHHA/MapKyBaHHs Ta KOHTPOJb 1i IKOCTi Ha BHIe3a3HAYCHIi
BUPOOHMUIN JITBHUII MpoBeIeHO y TMOBHIM BigmosigHocti 3 BuMoram HBII, BcTaHOBIEHUMH
MICUEBUM DPEryIATOPHUM OPraHOM, a TakOX BIANOBIAHO 10 crewudikaiii, 1o MicTHTBCS B
peectpaniiiioMmy nocke. IlpoTokonyu BUpOOHHUTBA, MaKyBaHHA Ta aHali3iB Gylo pO3TNSHYTO Ta
BCTaHOBJIeHO Bimnosinuicts HBIT.

Bunano na Ec. Ci. [ndomen ®@nyingc C.P.JI,
Hata: 05.06.2023

Hana Manra [ITignuc] [Tleuyarka]
Byn. Teooopa Iannaoi Ne50,

Cexmop 3, ko0 032266
Byxapecm, Pymynis

AC/PSO/020: F/06-6/1

Ilepexnao 30iticneno enacHukom peccmpayiiinozo noceiouenHs
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Certificate of analysis

CoA number: COA_247328 Date: 24 May 2023
Quality order number: QC-00240102
Product name: PARADYN solution for infusion 10mg/ml, 100ml (12x100ml)
ftern number: 10163 Batch number: 23050605
Manufacturing date: May 2023 Expiration date: Nov 2024

Test Unit Specification Result
Description | Clear solution Clear solution
Color Colourless to slightly yellow Colourless solution

Retention time of main peak in

chromatogram of sample solution,

obtaingd in Assay, must correspond to
Identification - Paracetamal retention time of main peak in Gomplies

chromatogram of reference solution.

Retention time of Paracetamol peak

must be within 3.6-4.1 min

UV-spectrum of Paracetamol sample
solution obtained during Assay by
Identification - Paracetamol UV HPLC method within 210-330 nm must  Complies
comply UV-spectrum of paracetamol
reference solution.

Observe the blue ¢olor, which increases

Identification - Acetates over dinie. Cornplies
Identification - Glucose it confirmed in the Assay Complies
pH oH 4,50 - 5.50 5,14
Osmolality Z‘O""“”“"" % 279.- 309 288
Osmolality 95.0 - 105.0 98.0
Extractable volume il >= 100 106
Subvisible particles >=10 ym part/bag <= 6,000 24
Subvisible particles »=25 ym part/bag <= 600 2
Content of Glucose monohydrate o/100nit 314 -3.47 3.27
Analyses are validated through electronic signature.

CC/PSO/011: F/05-6/4

Printed om: 24 May 2023 Page: 1of2

Hereby certify that the above information is authentic and accurate. This batch of production has been manufactured, including packaging and quality
contral in Infomed Fluids in fuli compliance with the GMP requirements of the [ocal Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch, packaging and analysis records were reviewed and found to be in compliance with GMP.
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