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Bnaxk
CEPTU®IKAT AHATI3Y TA BIANOBIAHOCTI
HA3BA TA AOPECA BUPOBEHUKA/BUPOBHMUKIB:
YINCA CAC 304 aBeHto [lokTopa XXaHa bpto, 47000 m. AxaH - ®paHuis
JNIUEH3IA HA BUPOBHULITBO: M 15/196
GMP Ceptucpikar: 2021/HPF/FR/103  26. 07. 2021
HA3BA TA AOPECA KOHTPOIKO AKOCTI: 979 aBeHto ae lMipeHe — 47520 Jle Macax - PpaHuin
JIILUEH3IA HA KOHTPOJ1b AKOCTI: M 15/198
HA3BA NMPOAOYKTY: E®EPANTAH 3%, PO3UYMH OPANBHWI 1 bnakoH x 90 MJT — YkpaiHa
CKNAL: 1 MN pO34uMHy opanbHoro mictute Mapauetamony 30 mr
HOMEP PEECTPALIWHOIO CBIAOUTBA:  UA/5237/02/01
HOMEP CEPII: A2669 CAIl KOQa: 1242715
KINMBKICTb: 28,920.00 ynakoBok
OATA BUPOBHULTBA: 17/01 /2022 CTPOK NMPUOATHOCTI: 12/2024
Homep 3pa3ka BusHaueHHs MeTtonu KpuTtepii npunHATHOCTI PesynbTatn
001000019751 OpraHonenTUYHi xapakTepUcTUKU BHYTPILLHIA ::::2:;%%:::?;:“& 3 Bignosigae
KapamMenbHO- BaHiNbHUM
3anaxom
001000019751 BigHocHa ryctuHa €Dd2-2-5 1,15-1,19 1,17
001000019751 pH po3uuHy €d2-2-3 5,0-5,6 5,4
001000019751 CTyniHb KONLOPOBOCTI PiAUHU €D2-2-2 <=B Bignosinae
001000019751  lgeHTudbikauis napauetamony €®2-2-29 Bianosinae Bianosinae
001000019751 KinbkicHe BU3HauYeHH:A €®2-2-29 2,85 - 3,15 r/100 mn 2,99 r/100 Mn
napaueTtamMony
001000019751 KinbkicHe BU3HaueHHs Kanito €d2-2-29 0,360 - 0,440 r/100 Mn 0,396 /100 mn
copbarty
001000019751 KOHTpOnb nakyBaHHs BHYTPIWHIA  Bignosinac Bianosinae
001000019752  3aranbHa KinbkicTb aepoOHUX €D2-6-12 <=102 KYO/mn Bianosinae
Mikpooprai3mis
001000019752  3aranbHa KinbkicTb ApbKAXKOBUX Ta €b2-6-12 <=10" KYO/Mn Bignosinac
nniceHeBux rpubis
001000019752 Escherichia coli €Pd2-6-13 BiacyTtHi B 1 Mn Bignosigae
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BnaHk

CEPTUDIKAT AHANI3Y TA BIAMNOBIAHOCTI

HA3BA TA AOPECA BUPOEHUKA/BUPOBHMUKIB:
YMNCA CAC 304 aseHto [lokTopa »aHa bpto, 47000 M. AxaH - ®paHuis

JNILEH3IA HA BUPOBEHULTBO: M 15/196

GMP CepTtuchikar: 2021/HPF/FR/103  26. 07. 2021

HA3BA TA AOPECA KOHTPOITKO AKOCTI: 979 aBeHto ae lNipeHe — 47520 Jle Macax - PpaHuis

JIUEH3IA HA KOHTPOJ1b AKOCTI: M 15/198

HA3BA MPOAYKTY: E®EPAIITAH 3%, PO3YWH OPAJIbHWN 1 conakon x 90 MJ1 - Ykpaina
CKNAL: 1 MN po34uHy opanbHoro mictute Mapaueramony 30 mr

HOMEP PEECTPALIMHOIO CBIAOLTBA:  UA/5237/02/01

HOMEP CEPII: A2669 CAN KOn: 1242715
KINBKICTb: 28,920.00 ynakoBok
OATA BUPOBHULTBA: 17 /01 /2022 CTPOK NMPUOATHOCTI: 12/2024

Uunm nigTeepaxyto, Wo BULEeBKasaHa iHhopMaLlis € CNPaBKHbO | TO4HO. Lis cepis npoayKTy byna BUroToBneHa,
BK/IO4AKO4YM YNAKOBKY i KOHTPONb AKOCTI Ha BULLE 3rafaHii AiNbHULI B NOBHIN BigNOBigHOCTI 3 BUMOramu GMP
MiCLLeBOro peryniioyoro opraHy Ta 3i cneuudikali€o peecTpauiiHoro cBigouTtsa KpaiHu imnoprtepa/daiiny
cneumndikauii NPoayKTy ANA AOCNIAXKYBaHWX JNiKapcbKMx 3acobis cneuudikauii imnopty npoaykty dain ans
A0CNiAXXyBaHUM BMPO6iB MeanyHOro npusHadeHHA. O6pobKa cepii, makyBaHHA Ta aHani3 3anucis i BCTAHOBNEHO,
wo signosigHo fo GMP,

AHanNITUYHI NOCUNaHHS: CTaHpapT TeCTyBaHHs TS00011265
Bepcis 20
CraTtyc 3aTBepaAXeHO
EnextpoHHo BunyLyeHo YnosHoBaxeHow Ocoboto CAMILLE TREHEL
[ata Peniza/Mac 15/02/ 2022, 15:25:23

MpoAyKT po3najy: KOHTPOmb TECTOBOrO NapameTpy NPOBOAUTLCA Ha OAHIV cepil B pik

Bunyck cepii 3aincHioeTbest Ha BUpobHudin ginsHui: YINCA CAC, 304, aeHto [JokTtopa XKaHa Bpio, 47000,
M. AxaH, PpaHuis

NiueHsia Ha BUpo6HULTBO: Byab Nacka, 3BEpHITLCS [0 AAHUX, 3a3HAYEHVX B 3aronoBKy cepTudikaTy

Llen cepTudikaT BuAaHO BanigoBaHOK CUCTEMOIO SIKOCTI.

EnekTpoHHWIA Nignuc exksiBaneHTHUA pyKOMUCHOMY Mianucy.
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 304 Avenue du Docteur Jean Bru, 47000 Agen - France

Manufacturing Licence: M 15/196

GMP Certificate Date: 2021/HPF/FR/103 26.07.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

NAME OF PRODUCT: EFFERALGAN 3% - ORAL SOLUTION 1 BOTTLE X 90 ML - Ukraine
Composition: 1 ml of oral solution contains Paracetamol 30 mg
Marketing Authorization Nr:  UA/5237/02/01

Batch: A2669 SAP Code: 1242715

Quantity: 28,920.00 PC

Date of Manufacture: 17/01/2022 Expiration Date: 12/2024

Sample Number Determinations Methods Acceptance Limits Results
001000019751 Organoleptic characters INTERNAL Brown colored solution, Conform
slightly viscous with a
caramel vanilla odour
001000019751 Density EP2-2-5 1.15-1.19 1.17
001000019751 pH EP2-2-3 5.0-5.6 5.4
001000019751 Coloration EP2-2-2 <=B Conform
001000019751 Paracetamol identification EP2-2-29 Conform Conform
001000019751 Paracetamol assay EP2-2-29 2.85-3.15 g/100ml 2.99 g/100ml
001000019751 Potassium sorbate assay EP2-2-29 0.360 - 0.440 g/100mi 0.396 g/100ml
001000019751 Packaging control INTERNAL Conform Conform
001000019752 Total aerobic microbial count EP2-6-12 <= 10 exp2 CFU/mI Conform
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 304 Avenue du Docteur Jean Bru, 47000 Agen - France

Manufacturing Licence: M 15/196

GMP Certificate Date: 2021/HPF/FR/103 26.07.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

NAME OF PRODUCT: EFFERALGAN 3% - ORAL SOLUTION 1 BOTTLE X 90 ML - Ukraine
Composition: 1 ml of oral solution contains Paracetamol 30 mg

Marketing Authorization Nr:  UA/5237/02/01

Batch: A2669 SAP Code: 1242715

Quantity: 28,920.00 PC

Date of Manufacture: 17/01/2022 Expiration Date: 12/2024

Sample Number Determinations Methods Acceptance Limits Results
001000019752 Total combined yeast and EP2-6-12 <= 10 exp1 CFU/ml Conform

moulds count

001000019752 Escherichia coli EP2-6-13 Absence/1ml Conform
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 304 Avenue du Docteur Jean Bru, 47000 Agen - France

Manufacturing Licence: M 15/196

GMP Certificate Date: 2021/HPF/FR/103 26.07.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

NAME OF PRODUCT: EFFERALGAN 3% - ORAL SOLUTION 1 BOTTLE X 90 ML - Ukraine
Composition: 1 ml of oral solution contains Paracetamol 30 mg

Marketing Authorization Nr:  UA/5237/02/01

Batch: A2669 SAP Code: 1242715
Quantity: 28,920.00 PC
Date of Manufacture: 17/01/2022 Expiration Date: 12/2024

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging 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 / product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Analytical References: Testing Standard TS00011265
Version 20

Status Approved
Digitally Released by Qualified Person CAMILLE TREHEL
Release Date/Time 15/02/2022 15:25:23

PURITY TES T: control of the test parameter is conducted on one batch in year

Batch release is performed at the manufacturing site : UPSA SAS, 304, avenue du Docteur Jean Bru, 47000
AGEN, France

Manufacturing Licence : please refer to data indicated on the header of the CoA

This document is issued by a validated computerized system. The electronic signature is equivalent to a
handwritten signature.
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