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: SKU 3081192 kit
Benckiser

COA VERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT: NUROFER® CERTIFICATE/CEPTH®IKAT
1 HAIBA IPOAYKII:  [HYPODQEH® Ne 364873

Couniry of manufacturing / Kpalun-snpofunk United Kingdom Bemixa Bpiranix

CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02

HOMEP PEECTPAINIROIO NOCBIINEHHS:  |UA/5313/02/02

Stﬂ}h I Potency: / Cuna it/ Axmmenicrs: IBUPROFEN 200 mg / IBYTIPODEH 200 Mr

Dosage form / Jlixapeska diopya Coated tablets / TaGnerxw, nxperi o6oionxoio

Package size and type / Poimip Ta THR nakenaus Ne 24 (12 x 2) per blister / No 24 (12 x 2) y 6micrepl

BATCH NUMBER / HOMEP CEPIl: [SL485 iDATE OF MANUFACTURE: / IATA BHPOEHHITTBA: 07 2024

\BATCH SIZE / POIMIP CEP1I; 649Cn o mocan BB TEPMIY 07 2027
1 Responsible for manufacture of the product, packing, |Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,
; quality control and release / Bianoninansunit 1a Nottingham, NG90 2DB United Kingdom
H BRAIOSHANTAO, NAKYBANNSA, KONTDOAL AKocT] T2 Pexxirr Berxizep Xencxep InTepnemnn Jimirea, HoTtikrem calir, Teim Poya,

BHRYCK cepil: Horrinres, NG90 2DB, Benuxa BpuTanix

Manufacturing License/ J'hucnam iy BﬂEoﬁlmnTno. 12862
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v Appearancc (visual) / A white to off-white, biconvex, sugar coated tablet pnnted with

Onne (Buymnunii) an identifying logo in black on one face/ Bini aGo malbwe Gini Complies /
asoomyxni Tabierky, NOKpHTE uyKpopoto obonoHkoi 13 omplies
' . . Binnozinae
ineuTrdikyounM HAMHCOM HOPHOTG XOALODY 3 OAHOT CTOPOHY
N Gaereu.
# [dentification / Inenrréivanis
[huprofen GR)/ Must comply with the approved test / Complies / Binnosinae
; I6ynpodeny { T-cnexrpockanis) [Torxmmo BiATCRINRTY I8TEEPIASHOMY MCTOLLY.
' *Titanium dioxide / Must comply with the approved test / Complies / Bignosizae
E *ioxenn TaTany [loanruo slomosinaTy 3aTBCpKCHOMY METOAY. Last Tested / Jata
' OCTaHHBOTO aranisy:
04 2024
: *Iron oxide / Must comply with the approved test / Complies / Blanorizac
: *Oxenpg 3anba [Monmmo Bignosioary 3aTeepaxeHOMy MeTONY. Last Tested / Hara
i OCTAHMLOTO AHANITY}
; 04 2024
! *Average mass (Eur, Ph. 2.9.5,)/
} ‘Cepeans maca (Enp. @ 29.5) 408 mg -~ 450 mg /408 Mr—450 mr 432 mE /Mr
g Ditintegration / Must comply with requirements of Eue, Ph, 2.9.1./ Complies /
! Poanapanns [Tossmitio sinnoeknara Bamorane Bep, @, 2.9.1, Bianosimae
| *+ DIssolution (AM2001/05) f Must comply with the requirements of the USP. Not less than Complies / Binmoniznae
i ** Pozunnenns (AM2001/05) 80% (Q) of the stated ibuprofen content dissolves in 60 Last Tested / Hata
. minutes./ ITossxmno nignosinam seporam USP. 32 60xs ue OCTRHHLOMO AHATEY:
! merme 80% (Q) nlx sannnenol kinskocti 8 posaini Crmn. 05 2024
i *MIcrobiological Examonation /
; *MixpoSionoriuna yucrora
ﬁ Tatal viable counf: 3aramsua kinkkicTs AKITTCINATHIX . . .
i oprasiaia: Complies / Binnosinae
i Aeroble Bactetin / AcpoSinoe Gaxrephit (TAMC) < 10° CFU/g /<t0* KYO/r Last Tested/ Hera
: Veasts nd Molds/ Jpbeb ) 6 OCTAHABOTD aHanity:
| easts and Molds e8rDC TA nniceHenix Tpubin 2 "
i (TYMC) < 10" CFU/g /<10°KYO/r 07 2024
, Escherichia coli Absent in | g/ Mae 6yta sincymmine I T
i
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SKU 3081192 Wrecitt

Benckiser

Certifieation statement: / Jastea npo cepradicanio:

1 hereby certify that the 2bove information is authentie and accurate. This batch of product has been manufacturcd; including packaging / labelling and quality conlrol at
ihe above mentioned site{s) in fill compliance with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier, The
batch processing, packaging and anslysis record were in complinnce with GMP.

1M % 3ACBiTTy10, MO HaReReRE 2Hie indopatatia € nocToRipUOo TA TOTHOK. 1110 cepito mpogyxull Syno expolaenko (BrToMAaE NAKYBONRA { mapxysaniia) T
nporeneno xomtpots 1l gxocTi #a prINEIIIHEYENil AimEHHEL Y nosHift sianosingocTia pumera GMP, sCTanonneHnME MICUSBIN PEryTTOPHIL ODIBHOM, B TAKOK
slanosimo o cnetudixadilt, mo MicTarien y peectpantfinomy aocse. Tiporaxoni sitpaSHMITTES, NakyDAHRN TA pHanitia Gyno NEPETIAHYTO TA BCTALORICHT
algnoaimricrs GMP.

Comments /Karentapi:

s The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification nursber 55437, eatitled Coves for Thuprofen tablets 200
g, # Teer Omtopinsest mece (PhEur 2.9.5.) auxoiano #a cepnenni Tabnetrn ¥ simosigiocti Ao crenudixanil Ne 55437,

* One bateh manufactared per year will be tested for complience with these tests, / Tecr nposonutecs andipxoso xa oRHill i3 cepifl, ans ¥e pinute opporo pa3y Ma pix.
«* The first ten hatches manufactured will be tested for compliance with this test followed by & minimum of one batch in every ten batches manufactured. / Teer
npoBenero a nepuinx 10 cepiax anx nigTacpracknn sinnosimiocd. Motin nposoRiTaea i opwitt i 10 BipoSaennx cepilf,

'The batch size is indizated as cases quentity per manufectured botck. One case has 144 consumer packs.

Poawip cepil 3aenueiio mx xinexicts xopoSis arpotnenal cepil. Onxa xopol mietims 144 CROXHATHX YHAROROK,

Name and position/title of pecson authorizing the batch release / . . Date of signature /
. . . Signsture / Ilinoue
IIpiseume Ta nocang/yaanna ocoSw, KKa BRAAIR fo3Bis fia BANYCK cepll Java nignuecanunt

Elactronieally £igned by: Natols

Signature: Natela &@”MOH Stybanoes

Raason: [ #pprove thir document
Dste; Aua 23, 2024 12:11 GMT+{

Natela Stylinnan QP / Compliance nnd Validation mansager.
- Email! Natela.Stylianou@reckitt.com

Signature:  Mbwke R e ol Signature: @ El:”"'"””";?"m{aww
Dt Ay 22, 20 20:48 GMTST ) Date: ALz 23, 2024 08:49 GHT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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