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COA VERSION 22 UALITY CERTIFICATE / CEPTH®IKAT AKOCT]

NAME OF PRODUCT: |STREPSILS® INTENSIVE ORANGE SUGAR FREE CERTIFICATE/CEPTHDIKAT

HAIBA ITPOTYKIIT: CTPEHCIIIC® IHTEHCHE FEI IIVEKPY 31 CMAKOM ATIEJLCHHA Ne 365034

Country of manufacturing / KpaTua-papobuy United Kingdom Bemxa Bprrauiz

CERTIFICATE REGISTRATION NUMBER: UA/18831/01/01

HOMEP PECCTPALIHOIQ NOCBITYEHHA: UA/18831/01/01

) Flurbiprofen 8,73 mg / Ooypbinpoden 8,75 Mr

Strength / Potency: / Cuaa ail / Axtwpuicrs: 4 &/ oypoip :

Dosage form / Jlixapehka dropma Lozenges / Jlnonsunxn :

Package size and type / Posmip T4 THD nakomannn Nel6 (8 x 2) in blisters / No16 (8 x 2} y Giilcrepax

BATCH NUMBER / HOMEP CEPIl:  [SN714 1DATE OF MANUFACTURE: / TATA BUPOBEHHIITBA: 072024
EXPIRY DATE / JATA 3JAKIHUEHHA TEPMIHY

'BATCH SIZE / PO3MIP CEPIL: 960 Ca nm'mgnocnfm 07 2026

Responyible for manufacture of the product, packing,
quality control and release / Bianosinansnaif 38
BRpOGARNTRO, NAKYBARAN, KORTDOTL AX0CTE TR
BRmycx cepil:

Nottingliam, NG30 2DB,United Kingdom

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

Horriiren, NG90 2DB, Benuka Bpuranis

Pexxitr benxizep Xencxep Iiwrepueumn JliMires, Horritwred caltr, Teitn Poyn,

Mlnufncturing Licensrl Jliuemlw na nnpoﬁnmmo'
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Appearance/ Omnue;
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A whlte to pale yellow c:rcular ]ozenge, with an icon
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Flurbiprofen by UV-Viy / @ayp6inpoden metonom Y-
Benp,

Lamda Max 246um +/-3nm, Abs >50% deflection / Maxe,
normraEs mpa 246 £+ 3 am, AGe>50%

intagliated on both sides / Kpyrauti Ginuft aGo Gmizo-sosTuit Comp[if:si
[reonznwy 3 muciaciuns s06paernam 3 06ox Goxia () Bianosiaae
Taste/ Conax Characteristic orange / Temosnii anemscrHoRMi C?mp “FS /
Bimnoeizae
Ldentificatlon 7 InenTrdicanin Complies to the approved method/ Bisnosinae nateepmxeroMy
Flurbiprofen by HPLC/ @aypGinpoden metonom BEPX [meTony Complies/Binnesinac

Complies/Binnonizae

Reckitt Benckiser
Web:www.reckitibenckiser.com

) 2.6 g flozenge
Average Mass/Cepeana maca 2.5 t0 2.7 gllozenge f By 2,5 10 2,7 r/avonxumk 26 A
Uniformity of Mass / Oasopianicrs macn Complies with Ph. Eur.2.9.5 / Biznosimno g0 sumer’ Cap.dapm, Complies /
2.9.5 Bignoninae
Unifermity of Dossge Unif (as .
Content Uniformity) / Oxeoplanicrs nosonammx 1;?«;11‘;1;11“ with Ph. Eur.2.9.40 / Bianosizne no sumor €ap.Gapwm. O?mpllv.:s /
oprrAme (AK eanopigficTs smicTy) Bignosinze
Assay/ Kinixicne suinavennx: 8.1 o 9.4 mg/lozenge 3.7 mg Aozenge
Flurbiprofen { Daypbinpoden Bin 8,1 fio 9,4 mt/nronsmmk’ 8,7 mrfasonsiny
MIicroblological tests®: Liast tested* /
{MixpoSionoriuma gyncroTa*: JaTa ocranesore TeeTysann® 122023
Total Viablé Count (TVC)/ 3araniua kinskicrs
KUTTCINATHAX opragizmis (TVC):
Bacteria/ Baxrepll Joot more than 102 CFU/g / me Ginsie 102 KYO/r Complies /
Binnosinac
! . \ Complies /
Yeast and Moulds / Ipbiensconi Ta naicenest rpntn  |not more than 10' CFU/g / ve Gimume 10! KYO/r Blamosigac
IIOR
Absent of Staphylococeus aureus/ Bincyrnicts . . . Complies /
Staphylococcus sereus Absentin 1 g/ Bieymricrb s 1 r Bignosinac
Absent of Pseudomonas seruginosa/ Bineyrrictn Absentin 1 g/ Bincymicrs s 1 r C?xpglif:s /
Pseudomonas zeriginosa J Bignosigar
Certification statement;’f 3nana npo cepradikanin; R
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Benckiser

I herchy certify that the above information is authentic and aceurate, This batch of product has been manufactured, including packaging / labetling and quality centrol
at the abave mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority sand with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

Llam x 3acaiTaym, e nanenena rume indopmania ¢ aocroriproto Ta TodAow. Lo cepito npomyxuil 6yn0 RHpoSncHo (BXMOHAICH NEKYBARHN / MAPKYBRHNX) TA
nposenexo kontpons I txocTi na BRiesasHavexill nitsuMLi Y Howkilk »ignosinrocTi 3 sumorama GMP, peTaHOBACHAMEA MICLIERHM PETYISTOPHHM OPTAHOM, & TAXOM
piznoninHo 1o cnenedixadil, mo MicTATBER y peeerpaxifinomy pocke. IIpoToxoms aapoSHHLITRR, NAKySARHE T4 ARATIZiE Syno NepernssyTo T BCTAHOBACHO
winmosinuicrs GMP.

|Comments /KomenTapi;

" Microbiological testing are perforted on one freshly manufactured batch per year.

* MikpoGionoriaye TeoTyBarEA NpokOARTLCE Ha OXHIK cepil B pix mpH BrRycKy.

"The batch size is indicated a1 cases quantity per manufectured batch, One case has 72 consumer packs.

JPosuip cepil saieaueno KX KibXicTs KopoSin BrpoSnesol cepil, Omun kopo§ MICTRTE 72 cokusMIts YTIAKOBOK.

Name and position/titie of person authorizing the batch release /
Mpisnnmnie 7a nocana/imaunn ocoliu, ssca swjiana go3sln na eunyck cepit

Date of signature /

ga'ra nigmHcaHHR:

. Elactronicaily aignad by: Marthe
signature:  Martha Mukangs 'é'é’ﬁ:’.?.?ﬂ.&pmm document.
Dale: Sep 13, 2024 05:41 GMT+]

Email: Martha.Mukange@reckitt.com

Signature / Hiznue

Martha Mukange. QP / QA Technical Support Manager.

. Elocironicaly sipned by: Andraw Gudber P Efecironically signed by: Natels
Signature:  Mivke Resson | am the suthor of e . MNadela Styltanote Sy
gnature Baeun 13, 2004 09:18 oMy Signature: 4 Dato Son 13, 2024 owees et
Emailt Andrew.Godber@reckitt.com Emall; Natela.Stylianou@reckitt.com
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