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QUALITY CERTIFICATE / CEPTHRIKAT AKOCTI

NAME OF PRODUCT: |NUROFEN® EXPRESS ULTRACAP CERTIFICATE/CEPTH®IKAT

HA3BA IIPOYKIIL: HYPOOEH® EKCIIPEC VIIBTPAKAIT N2 355826

Country of manufacturing / Kpaina-supofunk

United Kingdom Benuxa bpurasis

CERTIFICATE REGISTRATION NUMBER:

UA/13599/01/01

HOMEP PECCTPAIIIHOIO NOCBLTYERHI:

UA/13599/01/01

Strength / Potency: / Cnaa nii / AKTHBHiCTB:

IBUPROFEN 200 MG / IBYTIPODEH 200 MIT

Dosage form / Jlikapcuka dopma

Soft capsules / Kancynu m’axi

Package size and type / Posmip Ta THN nakoBanua

Ne10 (10x1D)in blister / Ne10 (10x1) y Gricrepi

BATCH NUMBER / HOMEP CEPI{: [SE684

DATE OF MANUFACTURE: / JATA BHPOGHHIITBA: 03 2024

'"BATCH SIZE / 'PO3MIP CEPIi: 268 ca

EXPIRY DATE / TATA 3AKIHUEHHA TEPMIHY

NPUJIATHOCTI: 03 2026

Responsible for Manufacture of the in bulk:
Bignosiganabueuii 3a supobuunreo in bulk :

Patheon Softgels B.V., De Posthoornstraat 7, 5048 AS Tilburg, The Netherlands

IMateon Cotprxenc B.B., Je Ilocrooncrpaar?, 5048, AC Tin6ypr, Higepnanau

Manufacturing License/ Hinenzist na gupobunnrro:

4935F

Responsible for product packing, quality control and
release / BianopinaneHuil 32 nakysanns, KoHTPOIE
AKOCTI T BHIYCK cepii:

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB,United Kingdom

Pexkitr benkisep Xemckep intepuewna Jlimiren, Hotrinrem caitr, Teitn Poya,
Horrinrem, NG90 2DB, Benuka Bpuranis

Manufacturing License/ JTinensis na supoduunrro:

12862

- T RESULIS OF
ANALYSIS.
X PEIVIIBTATH

(UV/VIS /Y D-BID

R i iy R e il AT AR

Appearance/3orilniil Burnnn Red, oval-shaped transparent soft gelatin capsule with a

(visual /Bizyaneuuit, m.1 MEKS) «NUROFEN» logo printed in white ink /Mepsoxa opaibHa Complies /
Tpo30pa M’ AKA KENATHHOBA KANICYNA 3 NOrGrpaMoro Bianosipae
«NURQFEN», Haapykosanoo 6inowo dgapboro,

glﬁlgzerg,r;tgoln ;' g;’:‘;f;w 29.1) Not more than 15 minutes / He inbme 15 xsunun 6 min /xs

Identity of ibuprofen test A / Inentudixanin

iGynpodeny ennpobysanus A Complies / Binnosinae Complies / Bianosinac

(HPLC/BEPX)

Identity of ibuprofen test B / InenTudgixanin

ibynpodreny sunpobysanun B Complies / Bignopigae Complies / Biznoeinae

Identity of ponceaun 4R (E124)*/ Inenvudirauin nouco
4R (E124)*
(TLC/TUIX)

Complies / Binnosiaac
Last tested:
Jata ocTaHHBOTO
TECTYBAHA:

03 2024

Positive/TTosuTHBHA

Uniformity of dosage units** / Qguopinuiern
0I0BAHMY OQUHHULY*
(Ph. Eur. 2.9.40/Cep.Papm. 2.9.40)

Complies / Biznosinae
Last tested:
Jara ocTanusoro
TECTYRAHA

03 2024

Complies / Bignosinae
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Benckiser
Assay of ibuprofen / Kinpkicie susnaqennn 200,0 (190,06 - 210,0) mg/capsule / Mr Ha Kancyiy 206.1 i / caps
iGynpodeny 206,1 Mr / Kamcyny
(HPLC, Ph. Eur. 2.2.29 /BEPX, €ep.dapm. 2.2.29)
Dissolution of ihuprofen* / Pozuunennn i6ynpodeny* [Not less than 75% (Q) in 30 minutes for each capsule / 102%
(Ph.Eur 2.9.3/ €sp. Pdapm. 2.9.3) He meume 75% (Q) 32 30 XBHIHH A% KOXKHOT KANCYJIH Last tested:
Jlara ocTaHHBOTO
TECTYBAHA:
03 2024
Degradation Products of Ibuprofen/TIpoaykrn posxiaay
(HPLC, Ph. Eur. 2.2.29 / BEPX, Metoa koMmanus, €sp.DPapm. 2,2.29)
Esters of ibuprofen and macrogel /edipu i6ynpodeny i [Not more than 0.8 mole % relative to ibuprofen/ <0.1 %
MAKPOromy He 6iapwe 0,8 Monsproro % BifnocHo i6ynpodeny <0,1
Sorbitol ester-1/Cop6irunii edip 1 Not more than 0.1 mole % / He 6inbiue 0,1 Monapuoro % <0.1 %
<G
Sorbitol ester-2/CopGirnunii edip 2 Not more than 0.1 mole % / He 6inbue 0,1 moagprore % <(.1 %
<1
Total esters of ibuprofen/3arannunii BMicT edripia Not more than 1.0 mole % / He 6iasmne 1,0 momsproro % <G.1 o
idbynpodeny <(,1 ’
2-(4-isobutyrylphenyl) propionic acid (2,4 IBPA)/ Not more than 0.1 mole % w/w relative to ibuprofen/ o1
2-(4-Iz06yTipradenit)nponionosa kuetora (2,4 He 6imbine 0,1 momsproro % m/M Bignocue iGynpogeny :0.1 %
IBFA) ,
p-isobutylacetophenone (PIBAP)/ Not more than 0.1 mole % w/w relative to ibuprofen/ <01 .
n-isobyriunanerodenon (PIBAP) He 6insine 0,1 momaproro % m/m BigHocHo iGynpodeny <0,1 ?
Any individual unspecified impurities (ibuprofen related)/  [Not more than 0.1 mole % w/w relative to ibuprofen/ <0.1 o
fyab-fiKa oxpema HeBHINANEHA fomimka (iGynpodeny) He Ginsure 0,1 monapHoro % m/m BigzocHo iGynpodeny <0,1 ’
Total degradation products of ibuprofen {excluding Not more than 0.2 mole % w/w relative to ibuprofen/ |
esters)3arannanii BMicT npoAYKTIE pozknany He Ginpie 0,2 MonspHoro % m/m gigdocHo iGynpodeny :gl %
ibynpodeny (Bnxkmrouaton edipn) ’
Micrebiological tests*/Mikpo6ionoriuna ynerora* Last tested: 03 2024
(Ph.Eur. 2.6.12,2.6.13 / €sp. ®apm. 2.6.12., 2.6.13 Jlara octaHHBEOTO TecTyBana:
Not more than 10°/g bacteria. Not more than 10%/g veasts and
mou .ds Absc.:nt 0f3E coli in 1 g/ . ‘ , ‘ Complies / Biaaoixac
He Ginpimne wisxe 10°/r 6axrepiit. He 6insme nix 10°/r rpudis.
BincyThicts E.colin l r.

Certification statement: / 3ansa npo ceprudiircaniio:

[ 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 comnpliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier. The batch processing, packaging and analysis record were in
compliance with GMP.

Llem 2 3acpinTyio, o kaseaena sume indopmacia € MocTosiprero Ta Tourcmw. Lo cepito mpomykuii Gyn0 papobneno (BIUTIONATONH NAKYBAHNA / MADKYBAHHA) T NPORERERO KOHTPONE T tKOCTD
1a puiuesasuavenift Alnbrng y nosril Binnosianocti 3 BUMorami GMP, BCTAHOBIEHHMH MiCUSEMM PECYNATOPHIN OPTAHOM, 2 TAKO BIANOBIIHG 10 cnengdixadili, o MicTaTRC ¥
peectpanifinony accse. [TpoToxeny BupobHUUTE, NAKYEAHHA Ta aHaNiiE 6yn0 NEPErIAHY TS Ta BCTAHOBIEHO BianosinuicTs GMP.

Comments /Komentapi;

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *perynapso ne ROHTpOMAIOTE; KORTPO/HORITE mepii 10-ms cepiif, a notim
weskHy H-Ty cepiro, ane e pinme Abk pas ma pix

** not performed routinely; will be cartied out every 10th batch or at least once a year/** PErymapHo He KOHIPOMOIOTE, KOHTPOMIOWTE kaxuy 10-Ty cepiio, ane He piawe aix pas Ha pix

"The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

JFosmip cepii saseaueno ax KibkicTs kopobis supoBnenci cepil. QM xopal MicTHTL 144 CHOXHBYHX YAKGEOK,

Name and position/title of person authorizing the batch release / Signature / ixme Date of signature /
. . i nH )
IIpisenue T2 nocaga/sBannn ocody, AKa BHAANA A03BIT HA BUIIYCK cepii g Jarta nianucaunn:
- Elecuaqica!ty signed by: Migriha Makonge)
Martha Mukange QA Technical Support Manager & QP | Martha Mikange Reascr: | approve iis documont. 28-May-2024
T Electronically signed by: Philip Knight Electronicafly stgned by: Edina Dobos
/ é Reason: [ have reviewed this document (‘EM pr e Reassn: | hava reviewsd this document

Data: May 23, 2024 17:28 GMT+1 Date: May 24, 2024 08:07 GMT+1
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