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SKU 3007919 B Reckitt
Benckiser
COA VERSION 23 QUALITY CERTIFICATE /| CEFTHOIKAT AKOCTI _
NAME OF PRODUCT; INUROFEN® EXPRESS FORTE CERTIFICATE/CEFTHDIKAT
HAIBA ITPOIYKULL: HYPOOEH® EKCIIPEC POPTE Noe 359375
JCoun of manufacturing / Kpaina-enpobnar United Kingdom Benwsxa Bparanix
CERTIFICATE REGISTRATION NUMBER: UJA/14179/01/01
HOMEP PEECTPAIIITHOT'O NOCBIMYEBHS:  [UA/14179/01/01
Strength / Potency: / Crna ait / Axtarnicrs: IBUPROFEN 400 MG / IBYTIPO<DEH 400 MI"
Dosnge form / Jlixapcoxa hopma Soft capsules / Kancymy m"axi
Package skze and type / Pozmip Ta Tan nAKasanna Ne10 (10x1) in blister / No10 (10x1} y Gaicrept
BATCH NUMBER/ HOMEP CEPIl:'  |55092 |PATE OF MANUFACTURE: / JATA BUPOEHHITTRA: 082024
- . EXPIRY DATE { IATA 3AKTHYEHEA TEPMIHY
'BATCH SIZE /'FO3MIP CEPIL 782 ca IPHJATHOCTT: 08 2027

Responsible for Manufacture of the in bulk:
Bianosiznasanii 3a supobunnrao in bulk :

Pathcon Sofigels B,V,, De Posthoomstraat 7, 5048 AS Tilburg, The Netherlands
[Mareon Codrraenc B.B., e Mocrooncrpaar?, 5048, AC Tinfypr, Hinepnamm

IManufacturinE Licensef Minenais 5a sapofiuroTBo:

4955F

Rgpomibl_e for product packing, quality control and
release / Binnoslnansitnit 3x naxysanns, KoRTpoAL
nxocﬂ'n sunycx cepils

Reckitt Benckiser Healthcare Infernational Limited, Nottingham site, Thane Road,
[Nottingham; NG30 2DB United Kingdom
Pexxitr Benkisep Xenckep Intepnemns: Jlimiren, Horrinres cafit, Telia Poyx,
Horrinres, NG90 2DB, Benmsxa Bpirania

Mauufacturlng L{censd.muemln Hx nnpoﬁzmmw

12862

Appexrance/3oanimail sarmay Red, ova.l-shaped transpa.rent soﬁ gelatin cnpsule witha
(visual /elayRimEmi) «NUROFEND logoe printed in white ink /deprona oransra Complies/
poJopa MIRA ZENATHIOBA KANCYNR 3 ineerndixyroum Bianoginac
narmcoM «(NUROFENy, HanpyroraruM Giroto dap6oto.
Disintegrailon / Foanag ; . " .
[®hEue 29,1/ €sp. Gep 29.1) Not more than 15 minutes / He Gimeme 15 xormss 7 in /xa
Identity of Ibuprofen test A / Inenrrn dixania L
iGynpodeny srnpobysanns A Complies / Bignonipge Complies / Bianopinae
(HPLC/BEPX, nerox xomnani, Eop. Mapu. 2,2,29)
Identity of ibuprofen test B / Inerrdiranin
Liﬁynpoq)eny sEnpofynanag B Complies / Bimmosinze Complies / Bignorixae
(UV/VIS /Y @-BUN, €op. Gapm. 2.2.25)
Identity of poncesu 4R (E124)*/ Inexradixniz nonco Comnplies/ Bimmosinae
4R (E124)* Positive/Tloautusua Rn?o;:rs:::;m
Meto xoumaril, €ap, @apm. 2.2.27)
(TLC/TILLX, andl, Esp, Gap 7} TeCTynER:
072024
Uniformity of dosage uinlts** / OxrtophouicTs Compliea/ Binnosizac
103002 1IAX OHERLEYS Complies / Binnosinae Last tested:
[h. Eur. 2.9, 40/€5p.®apr. 2.9.40) Alea oetatuisora
TOCTYBAHR:
072024

Reckitt Benckiser
Webiwww.reckittbenckliser.com

-_-—

B Quenl 1392 gté’ 0b. 1) %




-SKU 3007919 7 Reckitt

, Benckiser
Assay of ibuprofen / Kinukicne nninaaenus 380,0 - 420,0 mg/capsule / MI HR KANCYNTY ) ]
myﬂ:oq,:nyp 95,0 — 105,0% of stated content / sig 3aanmenel ximsrocri :g; g m's,gx“;?;;}’
(HPLC, Ph. But, 2.2.29 /BEPX, E€np.Gapy, 2:2,29) .
1Dissolutfon of ibuprofen* / Payunnenns iGynpodeny* [Not less than 75% (Q) in 30 minutes for each capsule / Complies / Bignonigae
(Ph.Eur2.9.3/ €np. Papm. 2.9.3) He menme 75% (Q) 3a 30 xBina pm xomnol xancym Last tested:/fTara
OCTAHIEOTO TECTYRAAN,;
072024
. 6.7
FPH (Ph.Eur2.2.3/ €8p. Papn. 2.2.3) 8.0-7.0 67
Degradation Products of Ibeprofen/Ipoayicra pozkiany (HPLC, Ph, Eur. 2.2.29 / BEPX, metog xomnanns, Sep.$apm, 2,2.29)
Esters of ibuprofen and macrogol /edipn ibynpodeny | [Not more than 0.6 % relative to ibuprofen/ <0, "
MAKPOTONTY He Sinsme 0,6 % ninrocae ISynpodeny’ <0,]
[Sorbitol ester~1/CopSivauii edip t Notmore than 0.1 %/ 0.1 “
He Hineue 0,1 % <0,1 i
Sorbitol ester-2/Coplilramit edip 2 Not more than 0.1 %/ <0.1 %
He Sinkne 0,1 % <0,1
Total esters of ibuprefen/3arannrnit amict edipin Not more than 0.8 % / <0,1 %
{ifynpodeny He Ginsme 0.8 % <0,
(ZRS)-2-[4-(2-methylpropanoylphenyl]propanofc acid [Not more than 0.1 % relative to jbuprofen/
(2,4-IBPA, BTS 477113/ He Ginpine 0,1 % nimiocno Iﬁynp.otbbny <01 %
{ZRS)2-[4-(2mcTrninponanoin}denin]nponionona <0, :
wnenera (2,4-18PA, BTS 47711)
1-[4-(2-methylpropyl)pheny!fethanone Not more than 0.1 % relative to ibuprofen/ <01
(FIBAF) BTS 40655/ ‘ He Gineme 0,1 % bliiocus iGynpodeny <1 %
1-[4-{2-Mermnaponin) deasn]eranon (PLBAP) BTS 4065% '
Any individual unspecified Impurities {fbuprofen related) /  |Not more than (.1 % relative to ibuprofen/ <1 .
Jﬁyns-:n OKDEMR HERNIRNEES RU'M[I:II'II' (IByrpodiany) e Sincimne 0,1 % sigmocno iﬁyrrpod:cﬂy «0,1 "
Total degradation products of ibupmfen (excluding  [Notmors than 0.2 % relative to ibuprofen/
ésters)3ariisanii phler mpoayicris poikaazy He 6lmeme 0,2 % aignocno iGynpodeny 2: %
i6ynpodicny (ninkmrouiiosn edipn) !
Micrabiological tests*/MixpoGionoriaaa uncrora® Last tested:/atn ocTaunn0ro Tecrysans; 07 2024
(Ph.Eur. 5.1.4/ €sp, Tapm. 5.1.4) : :
ﬁ?&auﬁ:gﬁ;m;;ﬁf Count/ Jaramsa |Complies / Bimnosizae Complics / Bignosigae
| fungal Aran F—
?;ﬂ:ﬂt::nx rpnﬁci:“m b v sdnslers fp B TR Complies / Binnosinae Complies / Bignosinae
¢} pintcyTHicTs (absence) Escherichia coli JComplies !/ Bimmoninae Complies / Bignon{zae
n) Bircymiicrs (absence) Salmonelle Absent from 10 g/ Mae Gyza sineymiin s 10 ¢ Complies / Binnonizac
t) Enterobacteria and cevtain other Gramnegative bacteria .1 v e
(BOGNY Tonépasrril no kossi rpamicieransi Gaxrepil S 10" CFU/g /<10°KYOir Complies / Bimenizac
Certification statement: / 3aaea npo ceprudiranio:
|1 bereby centify thet the sbove information is suthentie xnd accorate. Tids baich of product has been i d, including packaging / lobelling pnd quatity control at the above mentioned

vite{s} in Full compliance with the GMP requirements of the local Regulatoty Authocity md with the npecdluuun it the Rtg{mﬁm Dossler. The barch processing, peckoging and sna¥pis record
wore in compllance with GMP,

Ljna x 32c2i9ym0, Mo BHmo Dvdopuariy e s ‘TA TOTIIOM, Lboupmnpom Byno sepefmena (nmoqmmxynmu!nlpxymm)nnpmmcmmﬁmcﬂ
e puriesryRasenil pivoad y nalmnuwmsi,:wocn 3 siasorase GMP, 2CTRHOINCINONL MICTEIHU PATYRETOPIOL GFALOM, 1 THXOHK RizmanimNe fo0 creupdixadiR, mo crrmery
Jpeccrpanifinuy gocie, Hporoxom yup BA, TEKY T8 mranivin G50 MEPERTAKYTO Tt BCTAOANEED :uumsimanM‘P

Comments /Komerrapi:

* not paformed routinely; will be catried ot on tho Ert 10 batches and then every 10th batch or ot least once & yers *peryrnpno ne Komp
xoaary 10-ry cepiwa, ane re pirme mix pas e pix
"rmmrt'omndmmly'wﬂ]bccumdmmquﬂrhbmhurnlmtoncuycaﬂ“pqymmmmmpnmmmwmm xosary Wty cepiro, ane pe pimmo xix pus mm pix
"The batch rirs ir indicated as cases q:m:mypq‘mm.rfumud batch. One cats has 144 consuner packs.

Posuip copif saverveno s XimexicTs xopaSin nrpodenoi cepit, Ozmr xopofs uittar 144 CTOOAHEYIX YITIKODOX,

% Xompomotos mep 10+74 cepif, a novin

Name and position/title of person authorizing the batch release / Signature / ian Date of signature /
Tlpiszrme Ta mocagalsnanrn ocobu, ska Biiaa AoInin Ha RATyeK cepil £ ne ,lIa-m mignAcanms:
Martha Mukange QA Tachnlcal Support Manoger & QP | Aztz. w oen 2% rore . £ 1;.(3;}{'2024
d Razzon: | am the author of this
document
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