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SKU 3177527 B et

Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTU®IKAT SIKOCTI
NAME OF PRODUCT; |NUROFEN® EXPRESS ULTRACAP CERTIFICATE/CEPTH®DIKAT
HA3SBA TIPOIYKIN: HYPO®ECH® EKCIIPEC VIIBTPAKAIL N2 367439
Country of manufacturing / Kpaiua-supoGnme United Kingdom Bemika Bprraniz
CERTIFICATE REGISTRATION NUMBER: UA/13599/01/01
HOMEP PEECTPAINIIOTQ NOCBIMEHHS:  JUA/13599/01/01
Strength / Potency: / Cuna aii / Axrnpiers: IBUPROFEN 200 MG / IGYTIPO®EH 200 MI"
Dosage form / Jlikapeska dopma Soft capsules / Kancym M’ axd
Package size and type / Po3atip Ta THR nakonanus Nol16 (8x2)in blister f Nel6 (8x2) y Bnicrepi
BATCH NUMBER / HOMEP CEPII: |ST526 DATE OF MANUFACTURE: / IATA BHPOGHHIITBA: 06 2024

X EXPIRY DATE / JATA SAKTIHYEHILA TEPMIHY

'BATCH SIZE / 'PO3MIP CEPII: 101 Ca OPHAATHOCTL: 06 2026
Responsible for Manufacture of the in bulk: Patheon Softgels B.V., De Posthoornstraat 7, 5048 AS Tilburg, The Netherlands

Binnosiganeunii 3a supofumrrso in bulk ;

[Tareon Codrrxenc B.B., e Ilocroonerpaar?, 5048, AC Tin6ypr, Hinepnaunu

Manufacturing License/ Jlimeniisn wa supofimmgreo:  |4955F
~ Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
Nottingham, NG90 2DB,United Kingdom

Pexxirr Benkisep Xenckep Inreprewnn Jliniten, Hotriurem cajtr, Tekin Poya,
Horrinrem, NG90 2DB, Benuka Bputanin

Manufacturing Licensel Jinenzin wa gupobimureo: 12862
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Responsible for product packing, quality control and
relense / Binnosinanenuit 3a nakysanns, KGIUTPOAL
SKOCTI T Bunyck cepii:

Appearance/3ormimmniii By Red, oval-shapad transparent soft ge[atm capsule with a
(visual /eizyansmaif, .1 MET) ¢NURQFEN» logo printed in white ink /Meprona osamsna Complies /
Npo30pa M AKA KENATHHOBS KalCyMa 3 IONOrpaMoio Binnonizae

«NUROFEN», nanpyroraroo 6inoio dapGoro.

Disintegration / Poimay

(Ph.Eur., 2.9.1./ €sp. Dapy 2.9.1) Not more than 15 minutes / He Ginpie 15 xsumin 6 min /xp
Identity of ibuprofen test A / Inenrudikauin
isynpodeny sunpobynamnua A Complies / Birnosinac Complies / Bignosinae
JHPLC/BEPX)
Identity of ibuprofen test B / Inenrudixaiin
i6ynpodenry BunpoGysanns B Complies / Binnopinae Complies / Binnozinae
J(UV/VIS rVO-BUID
Identity of ponceau 4R (E124)*/ Inentndixatin nouco (,omplljes / Bw;m')m,uae
4R (E124)* Positive/TlosuTHnHa ast tested:
(TLC/TILX) Jlara ocTaHHBEOrO
TEeCTYBaH:
06 2024
Uniformity of dosage units** / Opunopinmicrs Complies / Bianoninac
1030BANNUK OMHANRLLY ¥ Complies / Bignosinae Last tested:
(Ph. Eur. 2.9.40/Cop. Dapss. 2.9.40) : Hara ocrannsoro
TeCTyBaHA"
06 2024
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Assay of ibuprofen / Kinskicite Busnatenus 200,0 (190,0 - 210,0) mg/capsule / ar Ha kancymy 2030 me / caps
iGynpodeny 203,0 Mr{ wancyny
(HPLC, Ph. Eur. 2.2.29 /BEPX, €sp.Papm. 2.2.29)
Dissolution of ibuprofen* / Posunmenns iGynpopeny* |Not less than 75% (Q) in 30 minutes for each capsule /
{(Ph.Eur 2.9.3/ €pp. dapm. 2.9.3} He menme 75% (Q) 3a 30 XprumH a0 KOXHOT Kancynn Last tested:
JHara ocrasubOrO
TECTYBRHA:
06 2024
Degradation Prodacts of Ibuprofen/Tipogykrir pozxaany
J(HPLC, Ph. Eur. 2.2.29 / BEPX, meron xomnanny, €sp.Oapn, 2.2,29)
Esters of ibuprofen and macrogol fedipn iGynpodieny i [Not more than 0.8 mole % relative to ibuprofen/ <0.1 %
MaKporoay He 6inpme 0,8 monsprore % siayocno iGynpodieny <0,1
Sorbitol ester-1/Cop&irumuit edip 1 Not more than 0.1 mole % / He 6inswe 0,1 Monsproro % <0.1 %
<0,
Sorbitol ester-2/Copoirnuii edip 2 Not more than 0.1 mole % / He 6inste 0,1 monspuoro % <0.1 %
<0,
Total esters of ibuprefen/3aranemuii Baicr ediipin Not more than 1.0 mole % / He 6insue 1,0 Monsproro % <0.1 o
iSynpodeny <0,1 ’
2-(4-isobutyrylphenyl) propionic acid (2,4 IBPA)/ Not more than 0.1 mole % w/w relative to ibuprofen/
2-(4-Tzo6yruprurenin)nponionosa kicnora (2,4 He 6insime 0,1 Mongproro % M/m innocao I6ynpodeny :g} %
IBPA) ’
p-isobutylacetophenone (PIBAP)/ Not more than 0.1 mole % w/w relative to ibuprofen/ <0.1 .
n-isodyrinanerodenon (PIBAP) He 6insime 0,1 Monaproro % MM BigsocHo 16ynpodery <0,1 %
Any individual unspecified impuritics (ibuprofen related)/ [ Not more than 0.1 mole % wiw relative to ibuprofen/ <0.1 0
Byns-gKa 0Xpema nesuanatena nomimka (iGynpodeny) He 6iasme 0,1 monspuoro % s/M siguocno iGynpodeny <0,1 &
Total degradation products of ibuprofen (excluding Not more than 0.2 mole % wiw relative to ibuprofen/
esters)/3aranpanii BaicT npoaykYis pozknany He 6inpme 0,2 Monapuoro % M/m sinxocko i6ymnpodeny :g: %
iGynpodeny (snrnouaoun edipn) !
Microbiological tests*/MixpoGicsoriuma ancroTa* Last tested: 06 2024
(Ph.Eur. 2.6.12, 2.6.13 / €p. ®apum, 2.6.12,, 2.6.13 JlaTa 0CTaHHEOTO TECTYBAHI:
Not more than 10°/g bacteria. Not more than 10%g yeasts and
moulds, Absent of E.coliin 1 g/ . . .
. . 3 o i ! 3 . Complies / Bignosigae
He 6inpme nix 10°/r 6axrepiit. He Gimswe mix 107 rpubis,
Bigeyrnicrs E.colis 1 1.

Certification statement: / 3assa npo cepradiramito:

I hezeby certify that the above information is nuthentic and accurate. This batch of product has been manufietured, including packaging / Iabelling and quality control ot the above mentioned site(s)
in full compliance with the GMP requirements of the locat Regulatory Authority and with the specification in the Registration Dossier. The batch processing, packaging and analysis record were in
compliance with GMP.

Ll & aacoinyio, mo tasenenn ume infiopMatda € DocTopipior Ta Tounoo. Lo cepito npomyxuit Gyno sispobnatio (Bxmonniown DUKYDROHHA [ MapRYBAaHHA) Ta TPO2EZCHO KOITPOND 1f axoct
112 snsesaznaneniit mimen y nostift slanosiatiocti 3 nimorass GMP, Detanobaeninnt MiCHEBHM FErYATTOPHING CITANOM, & TAKOM: BIIORHO N0 crnewirathiit, o sicraTsca y
pecctpatiiiomy gocse. [poTokonmt enpobimITea, Naxysam T8 aHanisis By NepernaNyTo Ta DCMHORAEHO BiumoBinHicTs GMP.

Comments /fonmenTapi

* not performed routinely; will be carried out on the fitst 10 batehes and then every 10th batch or at least once a year/ *perynspiio ue KOHTPOMOOTE; KOITPomaioTs nepmi [0-Th cepiii, a mowim
koxary [0-ry cepiio, ane e pinme Hix pas Ha pix

** not performed routinely; will be caried out svery 10th batch or ot [east ance a year/* * paryiapio 1e KONTOTIONTS; KOHIPMIONTE %oty 10Ty cepito, aste ne pinme nis paz ma pix

"The batch size is indicated as cases quantity per manufectured bateh. One case has 72 consumer packs.

JPo3mip ccpil saseateno AK KinbKICTs kopoGie BHpoBneHeT cepii. O kopob MicTI, 72 crosamti YnakoRoK.

qName and position/title of person authorizing the batch releasc /
Hpissuute Ta nocapn/isanus ocofi, Axa nugana 403N na pumyck eepii

Date of signature /

Signature / Mignne A
Hara nignueatims:

?fecfmn.'ca!fy slgnad by: Mandy
Signature: oason |

Mandy Turgoose. QP / Operations Quality Manager, Roason: | this t
y Turgoose. QP / Op Quality Manag Do e By S et
. e AT
Email: mandy.turgoose@re,ckl_tf.qqm;_""f’"“
AN
L »/
jry
Elsctronically sigred by: Andrew Godb ; ‘ i[ é,ij[fw‘y,ﬁgy&'pj Knigh
cally sig 9 new or <, ti " Elaglean, signad byLPhilip Knight
. Reason: I ain the author of ki - ' ; : :
Signature:  Alfdke Dacament " Lie euthor of this Signature: @ . 5555;?:%;:’:“"""’”"‘?5“”".’;
Crate: Sep 16, 2024 19:21 GMT+1 LT ‘~7 Date: SED"?.-2024P5“4 G?JTH
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@réckitt.coti®® =21 7
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