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11aTta « TROPEHHA!
BnaHk

CEPTU®IKAT AHANI3Y TA BIAMOBIAHOCTI

HA3BA TA AJPECA BUPOEHWKA/BUPOEHMKIB:

YTMNCA CAC 304 aseHwo [oktopa XXaHa bpro, 47000 AxaH - ®paHuis
M 15/196
2021/HPF/FR/103

NIUEH3IA HA BUPOBHULUTBO:
GMP Ceprudpikar:
HA3BA TA AOPECA KOHTPONK AKOCTI:

26. 07. 2021
979 aseHio ae MNipeHe — 47520 Je Macax - ®paxuyis

NIUEH3IA HA KOHTPOIb AKOCTI: M 15/198

CropiHka 1i3 2

1190724 1640 2R
1 )24 1641 3

HA3BA NPOAOYKTY: E®EPAJIAH 150 mr, cynoanTopii pektansHi 2 Bnictepa x 5 — YKPAIHA
CKNAL:
HOMEP PEECTPALINHOIO CBIOOLTBA: UA/5237/03/02
HOMEP CEPI: B6378
KINBKICTh: 8,880.00 ynakoBok
OATA BUPOBHULTBA: 17 /10/ 2024

1 cynosuTopii mictute Mapaueramony 150 mr

CAN KOQA:

1090630

CTPOK NPUOATHOCTI: 09/2027

Homep 3pa3ka Bu3nayeHHRA MeTtoamn KpuTtepii npuHATHOCTI PesyneTatu
001000063160 OpraHonenTu4HiI BHYTPILLHIA Bini, rnagki Ta rnaHuesi Bianoeinae
XapaKTepUCTUKK cyno3suTopii
001000063160 CepenHs maca BHYTPILLHIA 0.950 -1.050r 1.003r
001000063160 OpHopigHicTb EP2-9-5 Bignosigae Bionosinae
iHAMBIAyanbHUX Mac
001000063160 PoanapaHHsa EP2-9-2 <=30 xB Bignosipae
001000063160 lpenTudikauin EP2-2-25 Bignosinae Bignogipae
napauetamony
001000063160 KinekicHe EP2-2-25 142,5 - 157,5 mr/ 148.2 mr/
BU3HAYeHHA Cyno3uTopin Cyno3uTopin
napaueramony
001000063403 KoHTponk nakyBaHHa BHYTPILHIW Bianosinae Bianosipae
3aranbHa Kinbkictb EP2-6-12 <= 10° KYOIr He
aepobHMx NPOBOAUTLCA
MikpoopraHiamis
=102
3aranbHa KinbKictb EP2-6-12 <= 10°KyO/r He
NPOBOAWTLCA

APIKOKOBUX |
nnicHABUX rpubie




CropiHka 2 i3 2
[ata crBopedHa: 20/11/2024 16:40:38
Bnank

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AJPECA BUPOBEHUKA/BUPOEHUKIB:
YIMNCA CAC 304 aseHo [okTopa »KaHa Bpro, 47000 AxaH - ®paHuis

NIUEH3IA HA BUPOBHULUTBO: M 15/196

GMP CepTtudpikar: 2021/HPF/FR/103  26.07. 2021

HA3BA TA AJPECA KOHTPOJIKO AKOCTI: 979 aseHio ae MipeHe — 47520 fle MNacax - PpaHuis
NILEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA MPOOYKTY: E®EPANTAH 150 mr, cynoauTopil pektansHi 2 6rictepa x 5 — YKPAIHA
CKNAL: 1 cynosuTtopin Mictute Mapauetamony 150 mr
HOMEP PEECTPALIMHOIO CBIAOUTBA: UA/5237/03/02

HOMEP CEPI: B6378 CAN KOQAO: 1090630
KINBKICTb: 8,880.00 ynakoBok
OATA BUPOEBEHULTBA: 17 /107 2024 CTPOK NPUOATHOCTI: 09 /2027

Lium s 3acsiguylo, Wo HaBeaeHa Bulle iHpopMalia € AOCTOBIpHOW Ta TouHow. Liko cepito npoaykuii 6yno Bupobnexo,
BKMTHOMAK0MM NaKyBaHHA, Ta NPOBEAESHO KOHTPONb Ti AKOCTI Ha BULLE3a3HaqeHIA AiNbHUL y NOBHIX BIANOBIAHOCTI 3 BUMOramu
GMP, BCTaHOBNEHWMW MICLEBUM PErynsTOPHAM OPraHoM, a TakoX BIAMOBIAHO A0 cneuwdikauii, Wo MICTATbCA Y
peecTpauiiiHoMy Aocke KpaiHu-iMnopTepa abo y 4ocke cneuudikauiil Ha npenapaT Ans AOCMNIAXKYBaHOrO NiKapcbkoro
3acoby. NpoTokonu BMpoBHULITBA, NakyBaHHA Ta aHanisie 6yno NnepernsHyTo Ta BCTaHOBNEHO BianoBiagHicTe GMP.

AHaniTM4HI nocunaHHAa: CraHpapT TecTyBaHHA TS00011179
Bepcis 14
Cratyc 3aTBepaxeHo
EnekTpoHHo Bunywexo YnoexosaxeHow Ocobor PAULINE DEJEAN
HaTta Peniza/Mac 20/11 /2024, 16:40:29

TECT HA HACTOTY: sunpobyBaHH| NPOBOAUTLCS HE PYTUHO
MIKPOBIONONYHA YACTOTA: npoBoauTLCA 3 PErynAapHUMM iHTEpBanaMu Ha 2 cepisx abo ABivi Ha pik
Bunyck cepii 3aiicHi0eTECA Ha BUpoBHuUin ainaHui: YIICA CAC 304 asento [loktopa XaHa Bpio, 47000 M. AxaH, ®paHuis

NiueHsis Ha BUpoBHUUTBO: ByAb Nacka, 3BEPHITLCA 40 AaHUX, 3a3Ha4YEHWUX B 3aronoBKy cepTudikaTy

Llei cepTudikaT BMgaHO BaNIA0BAHOK CUCTEMOK AKOCTI. ENEKTPOHHWA NiANUC eKBIBANEHTHWIA PYKONUCHOMY NiANUCY.
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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 150 MG - SUPPOSITORIES RECTAL 2 BLISTERS X 5 -
Ukraine

Composition: 1 suppositoriescontains Paracetamol 150 mg

Marketing Authorization Nr:  UA/5237/03/02

Batch: B6378 SAP Code: 1090630

Quantity: 8,880.00 PC

Date of Manufacture: 17/10/2024 Expiration Date: 08/2027

Sample Number Determinations Methods Acceptance Limits Results

001000063160 Organoleptic characters INTERNAL White, smooth and shiny ~ Conform

suppositories

001000063160 Average mass INTERNAL 0.950-1.050¢ 1.003 g

001000063160 Uniformity of individual mass  EP2-9-5 Conform Conform

001000063160 Disintegration EP2-9-2 <= 30 min Conform

001000063160 Paracetamol identification EP2-2-25 Conform Conform

001000063160 Paracetamol assay EP2-2-25 142.5 - 157.5 mg/suppo 148.2 mg/

suppo

001000063403 Packaging control INTERNAL Conform Conform
Total aerobic microbial count EP2-6-12 <= 10 exp3 CFU/g Skip Test
Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Skip Test

moulds count
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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 150 MG - SUPPOSITORIES RECTAL 2 BLISTERS X 5 -
Ukraine

Composition: 1 suppositoriescontains Paracetamol 150 mg

Marketing Authorization Nr:  UA/5237/03/02

Batch: B6378 SAP Code: 1090630
Quantity: 8,880.00 PC
Date of Manufacture: 17/10/2024 Expiration Date: 09/2027

| 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 TS00011179
Version 14

Status Approved
Digitally Released by Qualified Person PAULINE DEJEAN
Release Date/Time 20/11/2024 16:40:29

PURITY TEST : control of the test parameter is not routine

MICROBIAL CONTAMINATION : test parameter is performed at regular intervals on 2 batches or twice per
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.




JNIEP’KABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitnuanoi Haxii, 3, M.Kuis, 02099, Ten/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B Y KpPaiHy JiKapcbKoro 3acody

27.01.2025 Ne 1857/25/10

ED®EPAJI'AH

(naliMeHyBaHHs JIKapCHKOro 3acofy 3ri/IHO 3 PecCTPalliHHHM MOCBIT4CHHAM)
cyno3uTopii pexraiasni no 150 mr; mo 5 cynosuropiis y 6.icrepi; no 2 dicrepu B KapTOHHIH
KopoOui

(hopma BHIYCKY, Z03YBaHHS, BU NMAKyBaHHA J1IKapCLKOTo 3acoby)
Howmep peectpauiiinoro nocsiguenas UA/5237/03/02 crpok nii peecrpauiiinoro nocsizgenns 01.01.2099
Cepis mikapcrkoro 3acoby Ne B6378 KinekicTs BRe3eHOrO Nikapcbkoro 3acofy 8880

BupobHHK VIICA CAC, Opanuis

(naitMenyBaHHA BHpoOHHKa JliKapceKoro 3acoby, KpaiHa MOXOIKEHH)

Beesero B Ykpainy TosapucTso 3 oomexkeHnor0 BianosinaapuicrTio "JIEJIbBTA
MEJIIKEJI", inent. xon: 39448817

(naitmenyBanns Ta koA 3a €/IPTIOY topuan4Hoi ocobu abo npizenime, iM's, no 6aTbkosi GisnyHOl
0co6H - miANpHEMLA, 1T MiCLIe TIPOKHBAHHA Ta peecTpallifiHuil Homep 00J1iKOBOT KAPTKH MIATHHKA
noaatkie abo cepis Ta HOMEp nacropra)

Iporokoa Bisyanasnoro konrpomo in 21.01.2025 Ne 0107/3.

3a pesylbTaTaMH JEPKABHONO KOHTPOJIO BCTAHOBJIEHO, IO JIKapchkuii 3aci6 BBeseHo B VYkpaiHy 3

JOTPHMAHHSIM BHMOT 3aKOHOJIaBCTBA II0/I0 3a0€3MeUeH s AKOCTi TiKapChbKHUX 3ac00iB.

Onera EPLOMEHKO

(mianuc) {iminianu Ta npissue)

ng.
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