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- Prroxosa BU3HAYCHHSL. !
pH pll 4,50 -~ 5,50 5,14
Ocmons ABHICT mOcmons/xr | 279 — 309 302
Oc.\;zo,-”isx;{mm;pb Y% - 95,0-105,0 102,6
CO67em, w10 M3 >=100,0 106
BUTATAETLCS
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>= 25 MM Teduep
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[Heuamra, nionuc) 29.03.2024
AHai3 BaNiIOBAaHUA CJIICKTPOHHUM ITIAIIHCOM.

Ileperiao BUROHAHO BIGCHUKOM PEECPAITNG20 ROCGIOUEHHS

CC/PSO/OL1:F05-6/4 Cropinka: 232

L{nt 91 3a0B114YVI0. WO HABSASHA BLLE THdopMaLin ¢ 10CTOBIPHOIO TA TOUHOIO. LU0 ceplio npoayKUiT 5310 BHPOTICHO. BRIIOUAOUH
(AKYBAHHS TA KOHTPOIH sikoer B lindonen ®ayiace y nosuill sianoriirocri 3 Bvoray HBIL BeTanoBISHMMIL MiCUEBUM
PErYVIISTOPIMM OPFAHOM. & TAKOK Bl 1NOBLIHO 10 criewndirauil. mo MiCTHTbSA B peecTpatiiihoMy [1oehe kpainu-isinoprepa. Cepii,
TAKYBAHHA Td 3aiMCH aa1izia Gy po3risuy i 1a BETauoBIeHO Bianosiamicts HBIL



[locomun koameanii ma d1ank]

CEPTHOIKAT BIANOBIIHOCTI

e: 482/24 Bin 11.04.2024
Hassa npoayxuii: [TAPAIH
Kpaina-imneprep: Yxpaina
Homep peccrpaniiinoro nocsingenns B Yipaini: UA/15371/01/01
Cuaa gii/akruBuicTo: 10 Mo/mn
HMosoBana Qopma (rikapenka dopma): posunn ans indysii, 100 mr
Posmip ynaxosxu Ta Ta: 110 100 M1 y koureltnepax; mo 12 KOHTEHHEPIB y KapTOHHIN KopobIi
Homep cepii: 24030383
Hara pupobuuursa: 14.03.2024
Ipuaarauii ge: 09/2025

Haspa 1a agpeca supobunursa: Ec. Ci. Ingpomen ®nyine C.P.JL, Cexrop 3. Bys1. Teopopa [Tannaxni,
Ne 50, byxapecr, 032266, Pymynis

Homep BupoGuuoil ninensii/ninensis abo ceprudikar GMP siamosiymocti BUpOOHUKA: HOMED
niensii Ha GapmanesTudHe BUpoGHUITBO Ta Toprismo: 21F Buaaua: 26.10.2023

PesyapTatu anadizy: CoA 303606 /29.03.2024
Komenrtapi/morariu:

— Poswip cepii: 30206 xoureiinepis/ 2517 ynakoBox
— BijsanTtaxena xinpkicts: 30096 xomnteitepis/ 2508 yrakoBox
— Howmep ceprudixary GMP sianosizrocti: 042/2023/RO Buaanmii: 26.10.2023

3asBa upo ceprudikamiro:

LM 5 3acBiqdyro, WO HaBeAeHa BUIIE iHpOPMALLs € ROCTOBIPHOIO Ta TOUHO. L{fo cepiro mpomykii
Gyno BUPOGAEHO, BKITFOYAIOUH NAKYBAHHA/MAPKYBAHHS Ta KOHTPOJIb 11 SKOCTI HA BUINE3A3HAYCHII
BUPOOHKYIN JUIBHMUI TIPOBEACHO y MOBHIH Biamosimmocti 3 Bumoram HBIL, BCTAHOBEHEMH
MICUEBHM pPETyIATOPHHM ODraHOM, a TakoX BiTIOBIAHO JO cnequdikanii, mo MicTHTECH B
peecrpanifinomy mocee. [IpoTokonu BHPOGHWLTEA, MAKYBAHHS T4 aHANI3IB Gyno po3misHyTO Ta
BCTaHOBJIEHO Biamosignicts HBII.

Bunano na Ec. Ci. Indomen ®nyine C.P.JI,
Hara: 11.04.2024

Hana Manra [ITigmuc] [Ilevarka]
By Teodopa Hariadi Ne30,
Cexmop 3. k00 032266
byxapecm, Pyyywis
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Infomed Flulds

Phone: +4021 345 02 22, Fax: +4021 345 31 85
office@infomedfiuids.ro, www.infomedfluids.com

Bd. Theodor Pallady, Nr 50 Bucharest, 032268, Romania

Certificate of analysis

CoA number: C0A_303606 Date: 29 Mar 2024
Quality order number: QC-00279197
Product name: PARADYM sclution for infusion 10mg/ml, 100mi (12x100mli)
ltem number: 10163 Batch number: 24030383
Manufacturing date: Mar 2024 Expiration date: Sep 2025

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

Retention time of main peak In

chromatogram of sample solution,

obtalned In Assay, must corregpond to
Identification - Paracetamol retention time of maln peak in Complies

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 - Paracetamoil UV HPLC method within 210-330 nm Complies
must comply UV-spectrum of
paracetamol reference solution.

Observe the biue color, which

identification - Acstates increases over time. Complies
Identification - Glucoﬁe it confirmed in the Assay Complies
pH oH 4.50 - 5.50 5.14
Osmolality 'k*;osm"'/ 279309 302
Osmolality % 95.0 - 105.0 102.6
Extractable volume mi >= 100 106
Subvisible particles >=10 pym part/bag <= 6,000 56
Subvisible particles »=26 ym part/bag <=600 0
Content of Glucose monohydrate g/100m}  3.14-3.47 3.19
ep R ey
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Hereby certify that the above information is authentic and accurate. This batch of production has been manufacturédrine adi‘ﬁ“ﬁ%ackaging and
quality control in inforned Fluids in full compliance with the GMP requirements of the local 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.



infomed Flulds
Phone: +4021 345 02 22, Fax: +4021 345 31 85

office@infomedfluids.ro, www.infomedfluids.com
Bd. Theodor Fallady, Nr 60 Bucharest, 032266,Romania

Certificate of analysis

CoA number: COA 303606 Date: 29 Mar 2024

Quality order number; QC-00279197

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

tem number: 10163 Batch number: 24030383

Manufacturing date: Mar 2024 Expiration date: Sep 2025
Test Unit Specification Result

Contant of Glucose monohydrate % 95.0 - 105.0 96.5

Assay of Paracetamol mg/ml 9.50 - 10.50 10.03

Assay of Paracetamol % 95.0-105.0 100.3

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

Relatad substances: individual unknown impurity % <= 0.1 <Q.1

Related substances: Total unknown impurities % <=1.0 <1.0

Related substances: S-hydroxymethylfurfural % <= (.05 < 0.08

Storility Starile Sterile

Bacterial endotoxing EU/mi <= 3.00 <D.50

Resolution: This batch is in compliance with current ed. E.P. and B.p.
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Hereby certify that the above information is authentic and accurate. This batch of production has been manufactured, including packaging and
quality control in infomed Fluids in full compliance with the GMP requirements of the local 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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CERTIFICATE OF CONFORMITY
No.: 482/24 of 11.04.2024

Name of product: PARADYN

Importing Country: Ukraine

Marketing Authorization Number: UA/15371/01/01

Strength/Potency: 10 mg/ml

Dosage form (pharmaceutical form): Solution for infusion, 100 m|

Package size and type: 100 ml in containers; 12 containers in cardboard box
Batch number: 24030383

Date of fabrication/manufacture: 14.03.2024

Expiry date: 09/2025

Name and address of fabricator(s)/manufacturer(s): S.C. Infomed Fluids S.R.L., Sector 3, Str.
Theodor Paltady, No. 50, Bucharest, 032266, Romania

Number of Manufacturing Authorisation / Licence or Certificate of GMP Compliance of a
manufacturer/fabricator: License number of pharmaceutical production and sales: 21F Issued:
26.10.2023

Results of analysis: CoA_303606 / 29.03.2024

Commenis/remarks:

- Batch size: 30206 containers / 2517 packs

- Quantity shipped: 30096 containers / 2508 packs

- Certificate number of GMP Compliance:; 042/2023/R0O issued: 26.10.2023
Certification statement:

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

issued at infomed Fluids SRL,
On: 11.04.2024

)
Dana Manta C/{/,f,,ﬁ*{

Qualified Person of Infomé&d Fluids SRL,
50 Theodor Pallady Blv

3rd District, 032266

Bucharest, Romania.

Tel; +40 21 345 02 22, Fax: +40 21 345 31 85; offlctem‘omedﬂutdsﬁ*wWmeemedﬁmﬁs m;%
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