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5KU 3177527
reckitt
. COA VERSION 18 ' QUALITY CERTIFICATE / CEPTH(DIKAT SKOCTI
i NAIAEOF PRODUCT:  INUROFEN® EXPRESS ULTFU\CAP CERTIFICATE/CEPTIIDIEAT
AASBA TPOAYKEGL:  [HYPO®EN® EKCHPEC YJIbTPAKAIL N2 2900341
snatry of menufacturing / Kpafaa-pi:pobmk . fUnited Kingdom Benuxa Bpurarnia
CERTAFICATE REGISTRATION RUMBER: JUA/13599/01/01
HOMEP.PEECTPALITIONO NOCRTSENNTS:  JUA/: 359070101

Streapth / Poteney: / Cuns ait / Axroiicrn:

IBUPROFEN 200 MG / IBYTIPQDEH 200 MI

Dosage form / Jixarcnica dopara

Sofl capsules / Kancymn maxi

Package size and type / Postip Ta Tnm naxorsnns

Nel6 {dx2)in blisier / Nel& (8x2) y Gnicvepi

BATCH NUMBER / HOMEP CEFIL:  IMZ744 DATE OF MANUFACTURE: / BATA lillPOEImilTnA: 45 2022
EXPIRY DATE / HATA 3AKTHUENIIA TEPMIHY
'BATCIL SIZE / 'POIMIP CEPI: 1300 ¢ca NPHAATHOCTI: 05 2024

Responsible for Manufacture of the in bulk:
Bianovinannnuh 34 supoSusturno in bulk :

Patheon Softgels B.V,, D¢ Posthoornsraat 7, 5048 AS Tilburg, The Notheriands

Tareou Cothrxenc 5.8, K¢ [Toctooncrpanat?, 5048, AC TinGypr, Hinepnaruy

4955F

Manufacturing License/ Jinenyin ua aupoSunnteo:

Responsible for product packing, quality control and
release f Bignoriaansned 3a naxysame, Kontpons
axoeTi T4 sunyex cepil:

tNoWingham, NGSD 2DB.United Kingdom

Reckitt Benckiser Healtheare Interastional Limited, Nattingham site, Thane Road,

Horrinres, NG90 2DR, Benuxa Bputanis

PexxiTt benkizep Xencxep luTepsterarie Jkivitea, HoTrinrem caitt, Teha Pn)'n,

Marufacturing License/ Jhienain na anpoﬁmnrrao'

12862

Appcsrancenunammiﬁ ENrAN

Rad, ovai-shaped transparent soft gelatin capsule with a

{HPLC/BEPX)

{_v:sual fizyanemit, n.1 MKA) «NUROTFENy logo printed in white ink Heprona opaskia Compies /
MPoIOPA M'AKA KCNATHHORA KATICYNA 3 NOFOTPAMOHO Binnoniztae
«NUROFEND, uzapyrosaroro Ginom gapboto.

Disintegration / Pornan ; ; ;

(Ph.Eur, 2.9.1/ €rp. @apy 2.9.1) Not more than 15 minuwtes / He ﬁmung 15 xnumng 4 min /xa

Hdentity of ibuprofen test A / Inenrudiksnia :

ifynpodeny pinpoGynanus A Complies / Bianosizae Compties / Bianosinae

dentity of ibuprofen tesi B/ Iaentudinauin
ibynpodeny eunpobyennns B

Comglies / Bigmoninae

Complies / Bignonizac

VIS /Y®-BH)
Idertity of poneeau 4R (E124)%/ Inentedikania nonco LComphes/ Bmm—mmc
4R (E124)* Positive/TloanTursa .[[arl;a:t tested:
(TLC/THIX CTAMIBLATD
| ) TCCTYRAHN:
04 2022
Usiformity of dosage units** / Opnropianiers _ Complies / Binm.minac
ADIOBAHEX HIIHLENE Complics / Binnosinac Last tested:
|(Ph. Euz, 2.9.40/€8p Dapm, 2.9.40) i Bata ocrarmbore
: TECTYROKRA:
': L] 2w 2 g ¥ o . A 042022
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;. SKU 3177527 R
Assay of ibuprofer / Kinnkicne snansvenna 200,0 (199,0 - 210,0) mgfeapsule / wr wa kancyny me / caps
iynpodeny L mr/ xancyny
{(HPLC, Ph. Eur. 2.2,29/BEPX, €np.Qapn. 2.2.29) 5

Dissolution of tbuprofen* / Pornmenua ibynpadeny* |Not less than 75% (Q) in 30 minutes for cach capsule / 103%
(Ph.Eur 2.9.3/ Erp. Dapat, 2.9.3) ' He memne 75% (Q) 3a 30 xaunnie arn xomuoi Kacyms

Dregradation Products of Iboprofen/iIpogysTn posknany

JatPLC, Ph. Eur. 2.2.29/ BEPX, meton xomnanuy, Cep.dagn. 2.2.29)

Esters of ibuprofen and macrogol /edipn i6ynpodeny i [Not more than 0.8 mole % relalive to ibuprofen/ - ”

- [maxporony ile Ginnire 0,8 mommprare % nianoci iGynpodicry '
Sorbitol ester-1/Cop6irnnit edip 1 Not morg than 9.1 mole %/ He Ginnwe 0, monepnoro % <0,1
Sorbitol ester-2/Copbirinik edpip 2 Not mote than 0. male % / He dinniue 0,1 smonspitors % <f,1 9%
. Tatal esters of ibuprofen/Iaraneinit asicr edipin WNM more than 1.0 mole % / He Ginbuie 1,0 monapiiore % i %

lisynpadeny : ¢
2-{4-isobutyrylphenyl) propienic acid (2,4 IBPAY Not more than 0.1 mole % wiw relative to ibuprofen/

: 2H{4-DobyTpnsdenia)nponionoss xneaora (1,4 He Sinntue 0,1 morspnioro % a/u miznocho iGynpodreny <0,1 %

1BPA)

p-isobutylacetophenone (PIBAP)/ Not inote than 0.1 mole % w/w relative to ibuprofen/
. [n-bobyTananeradenon (FIBAF) He Ginsine §,1 monaprore % /M sianocno iGynpodeny b %
Any individiral unspecified impuritics {Ebaprofen related}/  [Nol more than 0.1 mole % wiw relative o ibuprofen/
ByAs-X2 OKPeys HeaRTREANERS AoMiwa (iGynpodeny) He Ginpwe 0,1 stonspitoro % /v sinstocko iGynpodery N <0l %
Total degradation produets of ibuprofen (excludlng  [Not more than 0.2 mole % wiw retative o ibuprofen/
csters)3arampunil Bxicy npoayxris poykaany He Ginume 8,2 monspmors % m/M simiocno iGyapodeny <0, te
{iGynpodeny (pioumoun edipm) )
" Microbiological tests*/M ixpobionoriuna uncrora* Last tested: 06 2022
(Ph.Eur. 2.6.12, 2.6.13 / €ap. dapm. 2.6.12,, 2.6.13 Jlata o£TaINLOr0 TEETYBAMR:
Not mare than 10/g bacteria. Not mare than 10*g yeasts and
moulds, Absent of Ecoliint g/ : A .
X - . . ! . Complies / Binnoninac
He Gintpttre siise 107/ Gawrepilt, He Ginbwe nis 10%r rpusin,
: BincvrHicth Ecolin 1 r.
Cerlificstion statement: / 3aspa mpo ceprudikanivo: _
t hercby certify that the abve informstion ix authentic and This batch of prodict ha bees manufactured, including pach ging / lnbelling and quatity control a1 the sbave mentioned siteda}

in fill complisnce: with the GMP requirements ofthe Tocal Repdaiory Authority tnd wilh the specification in the Registralion Dossier, The baich processing, packaging snd analysis recard were i
Lmspiilme with GMP. ’

Ll 9 3ncriawym, wo autne ishopsranix € = ToTimH. Lo £epin mpoanyxuil Eynn sipobaera (roctron fExyRARHE { Mapry RarmA) TA 1D T
HA kit nineireci y nowdl sianon; i3 GMP, i PETYARTOPHIM OPLANOM, B TAKK BLINGHIHO RO cattdimdill, wo sicTreca ¥
peccTpauifinosuy aocsc. [pororent supolnacres, naxysaime Ta ananhid Syan teperaniyTe T xcrRroRaEI0 BaresmRCTE GMP.

ii awoeti

Comments [Komeirrapi:

* nou performed rowtinely; will be carried owt on the Grst 10 bches and drers every [0th beich or ol least ence 2 year/ "perynapita we
ronaty |01y cepivo, 252 ic piome wim pad Ma pix

“* ot performed rowtinely: will be carried o every’ 10¢h baich or st ledst ance s year/** perynapne we T W;

The batch size is indicured a1 cases quantity per manufoctured baich. One case hns 72 consumer packs.

Porsp cepil 30ckaeH0 #x sinericrs xopofia supobaency £epit, Onmt xopob wicTwh 12 engwuatis ynaxosok,

nepiti | Goma cepilt, 8 noTiv

P b,

b xoacy M-y e4pino, mne we piace it paa wa pix

Name and position/title of person avihorizing the batch refease / Signature / Tlia Date of sipaatwre /
Mpisenme T4 nocanaspanns ocofin, KKa BUALIA 2OIBIN 112 nunyck copil ghature e HAzra ninancams:
ela.Stylianou .. + - {Qualificd Person)|watsia stytancu Rermo e et | 18-Aug-2022
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