SKU 3020906 Frecutt
Benckiser
COA VERSION | 22 UALITY CERTIFICATE / CEPTH®OIKAT AKOCTI
NAME OF FRODUCT;. |STREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEPWQ!MT
HA3BA TIPOTYVKIIL: CTPEINICUIC® IBFTEHCHUB 3 MEAOM TA JTUMOHOM N° 364844

Country of manufacturing / Kpalus-supobiiic

United Kingdom Bemuxs Bpmniu

CERTIFICATE REGISTRATION NUMBER:

UA/7696/01/01

HOMEP PEECTPAIIHOI0 NOCBITYEHHSA:

UA/7696/01/01

Strength / Potency: [ Cuaa pii/ AkrupRicTs:

Flurbiprofen 8,78 mg/ fI’nypﬁ-irrpod)eH 8,75 ur

Dosage form / Jlixapcnxa dopma.

Lozenges / JIH0MHUKH

Package stze ind type / Poisiip T4 Tun naxosannn

.. ANe16 (8 x 2) in blisters / Ne16 (8 % 2) y Gnicteépax

BATCH NUMBER / HOMEP CEPI: s;_&iﬂsso HDATE OF MANUFACTURF: / IATA BHPOBHHIIT BA; 072024
. N : EXPIR E / JAT. 3AK|H‘{EHHH TEPMIHY S
“DATCH SIZE /POIMIP CEPIL; 5184 Ca HPMITEI"(‘]TCH:“ A 07 1029

quallty wntrnl and relesse / Bm:mnmmt-nuﬁ’aa

Innpoﬁnmo, RAKYBAHNA, KOHTPOIS AKOCTITA
BHMycx ceplt:

Nattingham, NGS0 2DB,United Kingdom

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

Hottirresm, NG90 2DB, Benurd Bpmnm

Pexxirr Bemxizep Xencxep lsrreprermmn flivires, Horriurem cafir, Teitu Poya,

A round paIc yellow to brown loungcs w1t]1 S icon

mikpoopranismis:
Bactetia / Baxrépil (Eur.Ph.2.6.12 / €op..2.6. 12)

Yeasts and Moulds / Jipbesuxesnx va mnicrseux rpubin
|BurPh2.6,12 1 Eep.0.2.6.12)

Staphylococcus aureus (Eur,Ph.2.6.13 / €p.®.2.6:13)

Fseudomonas aéruginosa (Eur.Ph.2,6,13 / €p.0,2.6.13)

(Visual/ sbyinouui) intaglisted on both sides / Kpyrni nsoagumxn sin Snizo- Comglies /
PRORTOT. JI0 KOPHYHEROTO KOLOPY ¥ THCHeHHAM ¥ BT Bianoeinac
[eyxen S 3 obox Goxi. '

|Tdentity Tests 7 Lnenragiranis
Identity of Flurhiprofen/ Inenrndivauia
| biryp6inpodeny P
1)Test 1 by HPLC / BenpoSynanan 1 (BEPX) IComplies with the approved test method / Ilpenapar iibanren Complies /

BiANORiNATH 3aTBEp K HOMY TECTY Binnosigae
2)Test 2 by UY. spectrometry / BunpoSysauun 2 (YO \max at 246 nm = 3 nm Absorbance >0.5 / Complies /
enExTpomeTpln ) max 246 M+ 3 am AGcopSuin >0.5 Binosinae
Average Mass/Cepenun maca: )

(determine with 20 lozenges/ praavacTsex Aa 20 i; :i; E/j;i?;i:m ;2 rgf ;::z':lii
L0 1 aERX) 3 ?

[Uniformity- of mass / Onnopignicrs maca Complies with the requirements of European Pharmaco peia / Complies /
(Eur Ph'2.9.5/ Enp.d. 2.9.5) Bignonimee sumaram €pponettcsxol Dapmikonet Bianoeinge
Uniformity of Dosage Units / Oanopinmicts FCDmphes with the requirements 6f Europeart Pharmacopeia Complies /
Ro3onanax oannRus (Eur Ph 2.9.40/ €sp.®.2.9.40)  |for Uniformity of Dosage Units / Tpenapar nosnuesn Bimmositae

Faw:noamm B¥Moram Cepomeiicskol Papmaxone] jus:
Onropianocti Rozosenmx Ofmmms .

Assay / Kinskicme pusmagenns;

Flurbiprofen Content / tI’nypG‘ npodeit puicT: 8.1 — 9.4 mg/lozenge / 8.1— 9.4 Mr/msonsmmk 83 mg flozenge

(AM 2005/04) LR MI/TRONARUK

Mitrobiological Examonationt/ Last tested:

MixpoGionoriies uncrors! Aara ocranmoro
TECTYBRUA:

Total Viable Count/ 3aranina rinbKicTs AHTTEiaTHIX o7 ‘202 s

nat more than 10* CFU/g / e Ginpwc 10° KYO/r
not more than 10° CFUfg / we Ginnme 10" KVO/r
Absent in 1 g / Bigeymwicrs m 1 r

Absent in 1 g/ Bizcymniernn 1 1

Complies / Bianosinac
Complies / Binnosinae

Complics / Bitniosinae

Complies / Bignoninae
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SKU 3020906 W eckitt
Benckiser

Cértification statementy/ 3agsa npo cepmdikaniwo:

I heteby cerfify that the above inforimation is authentic dnd accurate. This batch of product has beenmanufactured, including packaging / labetling and quality
cofrtrol at the zbove mentioned site(s) in full compliance with the GMP requtrements of the local Regulatory Authority and with the specification in the
Registration Dossier. The baitch processing, packagifig and analysis record weré in complinnce with GMP.

L[ x 3acoinayIo, L0 Ranenena auute irdopManin ¢ _joc-ronipnmo T3 ToTHoI0. [l ceplo iponyrnil Syno snpobiead (axmouBiitn naxysainy / MBPEYRANA) Ta
npgenero xoHTHOIE # axocti Ha nnmmhuaqemﬂ minbumni y noseit BinoninnoeTi 3 BiMoraMu GMP; ACTARORRCRIMI MICIICBHM DCTYNATODHANM OPraHOM, 2
TaKOK piznoniimo o cnenuiinadifi, mo MicTaTECR Y pecctpamﬂuouy focse, Hpororony sHpoSHALTES, TEKYBBRAX TA AHANI3IA 5YR0 DEPEIAHYTO TA
mi‘tanoRneHo ignorigpicrs GMP.

Comments ﬂ{nmmpi'

‘Ml_l_cpoﬁ:w:oﬁue TECTYBAHRE' nponomcx Ha o;mm&g:_epﬁ ] pn: HPH BUIYCKY.
"Ihe batch size'is indicated a4 cases quantity per matifectured batch. One case has 72 consumer packs.
O¥uip CEpil da3eayeno xx Xinsxicrs. kopoBis mupoSnenol cepif, Onm: xopo& MicTiry 72 CMOXISUNX YOAKOBOK.

Name and position/title of person authorizing the batch release / Siviat i—_ Date of signature /
IIpizsuame T4 nocana/inannn ocobn, AKkx RAAANR K016l Ha BHNYCK cepil waature /L lnac Java nigucanun:
. . Elac)roﬂfcai.‘y signad by: Martt
Mandy Turgoose. QP / Operations Quality Manager. Signature: Martha M“‘e‘@* Rmon ot | spprows s document.

Emails Martha.Mu[(ange@reckltt.com

. Elsctionically sipned by: Andrew Godber
Signature;  Mdwke Avase: a1 b of e signatures < Reser s et 2
! ) fog_Alta?T.M. 17:81 oMt} o : Date: Auazs. 2024 06:57 GMT+1
Emall: Andrew.Godber@reckitt.com. Email: Philip, Knight@reckltt com
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