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SKU 3146120 W reckitt
Benckiser
COA VERSION 23 QUALITY CERTIFICATE / CEPTH®IKAT SIKQCTI
NAME OF PRODUCT: |[NUROFEN® EXPRESS FORTE CERTIFICATE/CEPTH(DIKAT
HA3BA IIPO,I[YKI.IIT: HYPOMOEH® EKCITPEC ©OPTE N2 367594
Country of manufacturing / Kpaia-ssupobunix United Kingdom Bemka Bpurania
CERTIFICATE REGISTRATION NUMBER: UA/14179/01/01
HOMEP PEECTPALTAHOIO INOCBITUEHHA: UJA/14179/01/01
Strength / Potency: / Cuna gil / Axtusnicrs: IBUPROFEN 400 MG / IBYIIPOPEH 400 MI”
Dosage form / Jlikapeeka dopma Soft capsules / Karcynn s’ axi
Package size and type / Posmip 12 Tin naxonanus Ne20 (2x10) in blister / Na20 (2x10)y Gnicrepi
BATCH NUMBER / HOMEP CEPIl: ]s528% DATE OF MANUFACTURE: / JATA BUPOBHHIITBA: 07 2024
, EXPIRY DATE / JATA 3AKIHUEHHS TEPMIHY
'BATCH SIZE /'PO3MIP CEPI{: 1003 Ca IPHAATHOCTI: 07 2027

Responsible for Manufacture of the in bulk:
Binnosiganbuiii 3a Bupobunureo in bulk ;

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

[Mareon Codmxenc B.B., Je Ilocrooncrpaar?, 5048, AC TinSypr, Hinepnamnmu

JManufacturing License/ Jlinensis na supoSunurso:

4055F

Responsible for product packing, quality contro! and
release / Bianopigansnuii 3a maxypanus, KOHTPOIE
AKocTi Ta BUNIYCK cepii:

Nottingham, NG90 2DB,United Kingdom

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Hotrinren, NG90 2DB, Bemuka Bprrania

Pekxirr Benxizep Xenckep Inrepuemmn Misiten, Horrinres caiir, Teiin Poysx,

S )

Appearance/3osuiumiii Bursy
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Red, oval-shaped transparent soft gelatin capsule with a
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Manufacturing License/ Jlinemain ua Bnpuﬁmmmo‘ 12862
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(visual /eisyansmsit) «NUROFEN» logo printed in white ink /Jepsona oramsxa Complies /
ApO30pa M'AKA MEAATHHORA Karcya 3 iqeHTH( Ky Binriosiftae
HarmcoM «NUROFENy, manpykosatum Ginoto dapboio

Disi i .Eur,, 2,9.1, . . . i

) ;flln;egratmn / Posuan (Ph.Eur., 2.9.1/ €ep. Dapas Not more than 15 minutes / He 6insme 15 xnuann g xmam

Identity of ibuprofen test A / Inentudirkania
iGynpodeny punpoSyeanns A
(HPLC/BEPX, meton kommanii, €sp. Dapm, 2.2.29)

Complies / Binnmosinae

Complies / Bignorinae

Identity of ibuprofen test B / Inentudiranin
iGynpodeny sunpebyeanun B
|uvvis /yo-BU, €up. dapm. 2.2.25)

Complies / Bignosigae

Complies / Bintosinae

Identity of ponceau 4R (E124)*/ Inentudikania monco

Complics / Binnosizae

Reckitt Benckiser
Web:www.reckittbenckiser.com

4R (E124)* Positive/Tlosurrara Last tested; /fata
(TLC/TIIX, meron xomuanii, Eap. dapu. 2.2.27) OCTAaHHBOID TCCTYRAHS:
08 2024
Uniformity of dosage units** / Oauopiznicrn Complies / Binnosinae
mezonanmx ogumis™** (Ph, Bur. 2.9.40/Cep.$apa. Complies / Bingosigac Last tested://Jata
2.9.40) QCTAaHHBOI'D TECTYEAHA:
08 2024
Assay of ibuprofen / Kinnkicne suzuasenna
ifynpogery (HPLC, Ph. Ear. 2.2.29 /BEPX, 3§°5° ]ﬁ%?,,milcfp:zle”t‘r A 405.8 e / caps
€np.Daps. 2.2.29) b — 105,0% of stated content / nig 3ansnenol xinexocri 405,8 mr/ gancymy
Complies / Binnosigae
Dissolution of ibuprofen* / Posunnennn iGynpodeny* |Not less than 75% (Q) in 30 minutes for each caps IEJ Last tested:/Jata
(Ph.Eur 2.9.3/ €sp. Oapm. 2.9.3) He merwe 75% (Q) 3a 30 xRywmiH ANA KOXKHOT Kancynuz CCTAHHEOI'C TCCTYBAHA:
082024
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SKU 3146120 W reckitt

Benckiser
pH (Ph.Eur.2.2.3/ €sp. Qapm. 2.2.3) 6.0-7.0 6.9/6,9
Degradation Products of Ibuprofen/Tipogysrn poswcnany (HPLC, Ph. Eur, 2.2.29 / BEPX, MeToR xommanny, €ep.Papm. 2.2.29)
Esters of ibuprofen and macrogol fedhipu iGynpodeny i [Not more than 0.6 % relative to ibuprofen/ <0.1 %
Jsaxporony He 6Ginpme 0,6 % sigHocHo i0ynipodeny <0,1
Sorbitol ester-1/CopGirnuit edip 1 Not more than 0.1 % / <0.1 %
He 6inbme 0,1 % <q,1
Sorbitol ester-2/Copbirumuii edip 2 Not more than 0.1 %/ <0.1 %
He Ginsme 0,1 % <{,1
Total esters of ibuprofen/3aransuuit Baicr edipis Not more than 0.8 % / <0.1 P
ibynpodeny He Ginsure 0.8 % <0,1
(2RS)-2-[4-{2-methylpropanoyl)phenyl]propanoic acid |Not more than 0.1 % relative to ibuprofen/
(2,4-IBPA, BTS 47711Y/ He Ginste 0,1 % sigsocHo i6ynpodicHy <0.1 %
(2RS)-2-[4-(2-meTruinponanoin)penin]aponionosa <0,1
xuenora (2,4-IBPA, BTS 47711)
1-[4-(2-methylpropyl)pheny)jethancne Not more than 0.1 % relative to ibuprofen/ <01
| ®IBAF) BTS 40655 / He Gissme 0,1 % nixmocuo iGynpodeny 0.1 %
1-[4-(2-meTrnnponin) dennnaleranon (PIBAP) BTS 40655 :
Any individual unspecified impurities (ibuprofen related)/  |Not more than 0.1 % relative fo ibuprofen/ <0.1 %
|oyas-sKka oxpema nesn3nadena gomimea (iGynpodeny) He Ginsime 0,1 % pinnocko iGynpodeny <0,1 a
Total degradation products of ibuprofen (excluding  [Not more than 0.2 % relative to ibuprofen/ .l
esters)/3aranbunit BaicT MPOAYKTIS pozrIagy He 6inpwe 0,2 % signocHo iSynpodieny <0-| %
ifynpodeny (BHrAodaloun edipn) ’
Microbiological tests*/MixpoGionoriuna uncrora* Last tested: /[lara OCTaHHLOPO TECTYBAHA: 08 2024
(Ph.Eur. 5.1.4 / €ep. dapu. 5.1.4)
lﬂ?TOtf'lI bacteris/total a.emblc m:czrol?lal Count/ 3aramsna Complies / Binnosizae Complies / Bizmosinae
kinpkicTh aepobisx Mikpoopranizmin
2;22:£$%2;§th / 3aramiia xinpxicts, Aphiokennx Ta Complies / Binnosigae Complies / Bignosizae
¢} BineytHicTE (absence) Escherichia coli Complies / Binnosinae Complies / Bignosiaae
) BincyTHicTE {absence) Salmonella Absent from 10 g / Mae 6ytu sigcytnimM s 10T Complies / Bignosigae
YTH
e) Enterobacteria and certain other Gramnegative bacteria 5 2 . , ,
(EOGN) Tonepautui 10 »x0pui rpamueratisni Gakrepil < 10" CFU/g /<10° KYO/r Complies / Binnosinae

Certification stafement: / 3anna npo ceprudircanio:

HI hezchy certify that the above information is authentic and aceurate. This batch of product has been manufactured, including puckaging / labelling and quality control at the above mentioned site(s}
in full compliance 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,

Llunt 1 9acsigryio, mo naseness e ingopravia € AocronipHato ra Toae. Mo cepito npoayruii 6yno srpoGiene (sxmonatom TIAKYERHHA / MAPKYRARHA) TA TPOBEAEHO KOHTPONS T axocTi
Ha Bhmcaxtnzaexiif aipsram y nosHilt BimmoriaR0CTi 3 3rMorarar GMP, BCTRHORICIIME MICLCBHM PErYIATOPHIA DPTANOM, B THKO DIAMOBIMIO 40 enetpbirngifi, mo Micrrser y
peectpauiiinosy mocse. [TpoToxonis aupeHILTEa, NRKYRAHHA T& BHAMNIE GYNO MEPErMIHYTO T8 BCTAHOBNERO RignorimscTs GMP.

Comments /Ilomenrapi:

* not performed routinely; will be carried out on the first 10 batches and then every 10th batch or at least once a year/ *perynapo e KOHTPOMIONOTE; KOHTPO0r0oTs nepini 10-1 cepii, a noTin
keay 10-1y cepizo, 2ne e pigme Bk pas Ha pik

** not performed routinely; will be carried out every 10th batch or at least once a year/** perymapio He KOHTPOMOIOTS; KOHTPOIOHOTS Koty |0-Ty cepilo, ane He pinwe Hix pas Ha pix

"The batch size is indicated 25 eases quantity per manufectured batch. One case has 72 consumer packs.

Posmip cepil 3n3esveno ax simsricTs kopofis ppeGacwol copil. O xopob MicTirs 72 cronaeTi YNAKOBOK.

Name and position/title of person authorizing the hatch release / . . Date of signature /
, . " Signature / Ilignue
IIpissume Ta mocaga/ssauns ocoGmn, AKa BHjIaa X03BiA n2 BHRIIYCK cepil Hara nignncannn:
. -—-\‘— l_'.-::rer;r;r;facam' signad by: Mandy
Mandy Turgoose. QP / Operations Quality Manager. Signature: % ® Roason: [ approv thls document,

Email: mandy.turgoose@reckitt.com

Elect.'an'r}:a”:,v ﬁgned utlny: A}-ng:;ew Godtsar
Signature:  Aliadks documant o ot s Signature:

Eloctronically signed by: Philip Knight
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