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Benckiser
COA YVERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI]
NAME OF PRODUCT: NUROFEN® CERTIFICATE/CEPTH®IKAT
HA3BA IPOAYKLIL: HYPODCH® No 364872
Country of manufacturing / Kpaina-gupobunk United Kingdom Benura Bpirrania
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PECCTPALIIITHOTO NOCBIAYEHHA: UA/6313/02/02
Strength / Potency: / Cuaa gii / AkTHBHICTS: IBUPROFEN 200 mg / IBYITPOPEH 200 mr
Dosage form / Jlikapceka dopma Coated tablets / Tabnerku, BkpuTi 06010HKOIC
Package size and type / Poamip T2 TUN naKoBaHns Ne 12 (12 x 1) per blister / Ne 12 (12 x 1) y 6aicTepi
BATCH NUMBER / HOMEP CEPII: SL478 DATE OF MANUFACTURE: / JATA BUPOBHHIITBA: 07 2024
w EXPIRY DATE / JATA 3AKIHYEHHA TEFPMIHY
'BATCH SIZE / PO3MIP CEPIL: 528 Ca MPUIATHOCTL: 07 2027
Responsible for manufacture of the product, packing,  [Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,
quality control and release / Bignosinanennii 1a Nottingham, NG90 2DB,United Kingdom
BHPOGHBOTEY, NAXYBAHHN, KOMTPOAL AKocTi Ta BUNYycK |PexkitT Benkizep Xenckep lurepremnsn Jlimiten, Horrinrem caiit, Teiin Poyn,
cepii: Hotrinrem, NG90 2DB, Besmxa Bpuranis
Manufacturing License/ Jlinen3is Ha BHpOGHHUTEO! 12862
I T e o BT “RESULTS OF
EST; '
ATH i
e FERL SR S . AHAJIIIR
Appearance (visual) / A white to off-white, biconvex, sugar coated tablet printed with
Onue (Bizsyanbrmii) an identifying logo in black on one face/ bini a6o maibxe Gini Complics /
mpoomykiE TabNCTKH, NOKPHTI LYKPOROK OOGIOHKOIO 3 an}:mfsae
inenTHdiKyIOMHM HAIMCOM YOPHOTO KOJIBODY 3 OQHOT CTOPOHM .
TaAORSTKH.
Ldentification / InenTnidikamin
Ibuprofen (IR) / EMust comply with the approved test / Complies / Binnosinae
I6ynpodeny ( [Y-enexrpockonis) [loBHMHO BiANORIIATH 32TBEP/IKEHOMY METOY.
:T%tanium dioxide / Must comp?y witl"n the approved test / Complies / Bignosinae
Hiokena THTaHY [ToBHMHHO BIANOBIZATH 3ATBEP/KEHOMY METOY. Last Tested / Jlata
OCTAHHBLOIC AHAMNI3Y!
04 2024
*Iron oxide / Must comply with the approved test / Complies / Bianosizac
*Oxeenp zamiza [ToBMHHO BiZNOBIATH 3aTBEPIXKEHOMY METOIY. Last Tested / Jlata
OCTAHHLOTO AHANI3Y:
04 2024
*Average mass (Eur. Ph. 2.9.5)/
4 - 40 —45
*Cepeana maca (Esp. . 2.9.5.) 08 mg - 450 mg /408 wr 0 mr 428 meg /mr
Disintegration / Must comply with requirements of Eur, Ph, 2.9.1./ Complies /
Po3naganusa Ilopuruno Bignesinars eumoram Eep. €. 2.9.1. Binnosigac
:: Dissolution / Ml;St comply with the _requirements ofthe'USP. N?t less than Complies / Bixnosinae
Posynnenun 894: (Q) of the stated- ibupl:()fen content dissolves in 60 Last Tested / Jlata
Jminutes./ Honnm{o. pianosisary suMoram USP. 3a 60xs ne OCTAHHBOTO AHATIY:
menme 80% (Q) Bix 3asBreroi KinskocTi B po3nini Cxnan.
05 2024
*Microbiological Examenation /
*Mikpobiosoriuua yuerToTa
Total viable count: 3aranena KinbkicTs XHUTTE3NATHIX ) . .
opraizMis: Complies / Bignosinae
Aerobic Bacteria / Aepo6mix 6akrepiit (TAMC) < 10° CFU/g / <10° KYO/ir Last Tested / ,[laTa
OCTAHHBOI'O aHANizy:
Yeasts and Molds / JipixoxeBnx 1a ruticeHeBUX rpuGis s 2
lrymo < 10° CFU/g / <10° KYO/r . 07 2024
Escherichia coli Absent in | g/ Bincyrnicts B 1 1,
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Benckiser

Certification statement: / 3ansa npo ceprudixanito;

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

LiM # 3ac8in4yio, [0 HABE/IEHA BHITe iH(OPMANIS € ACCTOBIPHA:0 Ta TOHNOK. LIF0 cepito npoayknil 6yno BMpoGIeRo (BIIOUAICMH MTAKYBAHHA { MADKYBAHHA) T2
NPOBEERO KOHTPO/IG 11 AKOCTI Ha BHIIEIa3HAYERIi ABHAL y m0BHIl BiEnosianocTi 3 sumoramn GMP, BCTanoBNEHMME MICLEBIM PETYARTOPHEM OPraHoM, 4 TAKOXK
BiznoBiaKo Ao cnenndixadii, o MicTATheA y peecTpaniiHOMy A0CHE. [IPOTOKONN BHPOGHMITEA, NAXYBAHHA T8 AHANIMB GY/I0 NEPETAHYTO Ta BCTAHOBNIZHO
signosignicte GMP.

Comments /KomenTapi:

s The test for Uniformity of Mass {PhEur 2.9.5.) is performed on tablet cores in accordance with specification aumber 55437, entitled Cores for [buprofen tablets 200
Img. / Tecr Oanopinmocti Mack {(PhEur 2.9.5.) BukonaHo na cepuessii Tabnerke y Bianopineocti fo enenndirauii Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / TecT npoBoauTsca BRGIPKOBY Ha OAHIH i3 cepliil, ane He pigwe GANOTD Pa3jy Ka pik.
=+ The first ten batches manufactured will be tested for compliance with this test followed by a minimum of one batch in every ten batches manufactured. / Teer
{poBenero na nepuwx 10 cepinx wis nigTeepmxenns Bignorignocti. IToTiM npoBoauTseA Ha OMHIH i3 10 BnpobIeRNX cepii.

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

Po3mip cepil 3a3cadeHo 4K KiTbKicTh KOpoGis BrpoBneHol cepil. Onmu kopob MicTirs 144 CHOXHBUNX YNakosok.

Name and position/title of person authorizing the batch release / . . Date of signature /
. . Signature / Ilignue R
Mpizsue Ta nocaga/spakua ocobn, IKa BHIATA R03BiN HA BUNYCK cepil Jats nignucanusa:
Electronicatly signed by: Natela

Signature: Nﬂ’f’ﬁ/ﬂ 57’)’”&7”01,1 Styfianou

. . . - Reason: | approve this document,
Natela Stylianou QP / Compliance and Validation manager. Date: Aua 33, 2024 08:47 GMT+1

Email: Natela.Stylianocu@reckitt.com

Electronically signed by: Andrew Godber

I Electronically signed by: Philip Knight
. Reason: | am the author of thi. . " ; N
Signature: Aol dggj;gmam o au ‘j”’ o Signature: /@? g;:;;t;n-;have raviewed this
Date: Aug 22, 2024 20:40 GMT+1 Date: Aug 23. 2024 06:51 GMT+7
Email: Andrew.Godber@reckitt.com gmail; Philip.Knight@reckitt.com
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