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SKU 3278321 W recitt
Benckiser
COA YERSION 21 QUALITY CERTIFICATE / CEFTH®DIKAT AKOCTI
[NAME OF PRODUCT: JSTREPSILS® MENTEOL & EUCALIFTUS CERTIFICATE/CEPTHOIKAT
HAIBA NTPOIVEKIIL: CTPENICLIC® 3 MEHTOJIOM TA EBKAJINITOM Ne 356840
Country of manufactoring / Kpalea-srpofinax United Kingdom Beminia Bpuragin
CERTIFICATE REGISTRATION NUMBER: UA/6401/01/01
HOMEP PEECTPAINIIIHOIO HOCBITYEHH: UA/6401/01/01

Strength / Pofency:. } Ceura it / Axraenlers:

Amylmetacresel 0,6 mg / Amimeraxpeaon 0,6 Mr;

Levomentol 8,0 mg { JlenoMenron 8,0 M1

Dosage form / Jixapcexa dopma

2,4-Dichlorobenzyl Aleogol 1,2 mg / 2 4-mnutopBenzimornli ennpr 1,2 Mry

——
Lozenges / JIsomnnnxu

Packege size and type / Poimip Ta THI Nakonanus

Ne24 (12 x 2) in blisters / Ne24 (12 x 2) y Gnicrepax

BATCH NUMBER / HOMEP CEPII: [SG506 DATE OF MANUFACTURE: / TATA BHPOEHUIITBA: 05 2024
EXPIRY DATE / HATA 3AKIHYEHHA TEPMIHY
BATCH SIZE* / PO3MIP CEPII* 672 Ca HPUIATHOCTT. 05 2027

Responsible for manufactuce of the product, packing,
quality control and release / Bianosinaneuuit 22
BApOSAALDTRD, DAKYRARHE, KOHTPOAS SIKOCH T2
BHILYEK cepiiz

Notﬁnﬁham, NG90 2DB,United KinEdom

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

Hotrinreym, NG90 2DB, Benwka Bpurania

PerxiTr Benxizep Xenckep Inrepueinun Jlimiren, HoTriarem caitr, Tews Poyn,

Mannfncturin Ll:ense! JIinemin m nnpnﬁlmu‘rao‘ 12862
m- " -

TG e

Ci.rcul:u-, blue ooloured lozengc wnh S icon miBgllated an buth

Complies /
sides / Oxpyrni nmuonine GnawiTeoro KOILOpY 3 TACREHNAM Bianosinae
THaky § 3 o6ox oxin, HoR
Average weight lozenge / Cepenna maca anoganuka:  |2.5-2.7 g/ lozenge 26 g lozenge
pHIHATACTHOX Ha 20 neoRgEMKAx) 25271/ THOMATTHK 2,6 r/nsonanHE
Uniformity of mass / Must comply with the fequirements of Eu. Ph. 2.9.5 / Mae Complies/
Qasuopizgniers Macn feinmopinarit BMoram Esp,d, 2.9.5. Bianasinae
Identity Tests: / InenTrdikaning
Amylmetacresol / Aminmeragperany Must comply with the approved test method / Complies /
Mac siznosinaTs snTDepIKEHOMY MeTony Bignoeinag
2,4 - Dichlerobenzyl Aleohol / Must comply with the approved test methed / Complies /
2 & /inxnopSenaunenoro cnupTy Mae sianosizati saTnepKenoMy METOTY Blanosinae
Levomentol / Must comply with the approved test method / Complies /
Jlenomenton Mae pinnosigatd samaeppxenomy Metony Bignoninae
Asiny / Kbiskicne susnauenns:
Amylmetacresol / AMiUIMeTaxpelona 0.60 mg flozenge
0.54 ~ 0.56 mg/lozenge (Mr/muomAHIK) 6,60 ML oA
2,4-dichlorobenzyl Aleobal / mg Aozenge
2,4-TinxnopSenanaoniil enupr 1.08 = 1,32 mp/lozenpe (Mr/asomsniin . -
Levomenthol / JlesonenTon 7.2 — 8.8 mg/lozenge (Mr/NLoRaInx) 82 mg flozenge
8,2 MI/ALonAnIK
**Microblolagical Examanation/ yast lesled:
**MixpoSiomor{iuea unerora Ara ocrarmoro
. TeCTYBRHA?
Total viable count: 3nramma xinsxicTs uTTEITATRX ’
opraiamie; 06 2024
Acrobic becteria / Aepobirm Gaxrepitt ,
gf‘m_ PhJEBp ?d 52', 6.12) P 1not more than 107 CFU/g / e Gineme 107 KYO/r Complies/ Bignosigae
easts and moulds/TIpixoxesmx Ta nnicnasmx rpubia .
(Eur. Ph/Esp. ®, 2.6.12) T not more than 10' CFU/g / se binsme 10" KYO/r Complies / Bianosinac
Staphylococcus aurevs (Eur. Ph/Eep, $.2.6.13) Absentin | g/ Bincymnictae L 1 Complies / Bianosinac

Pseudomonas acruginosa (Eur. Ph./Eep, $.2.6,13)

Absentin | g/ Bincymnictsn I ¢

Reckitt Benckiser
Webrwww.reckittbenckiser.com

Complies / Binnosinae
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SKU 3278321 < Wreckitt

Benckiser

Certification statement: / 3nana npo ceprudikanito:

T herehy certify that the above information is authentic and accurate. This batch of product has been manufectured, including packaging / Izhelling and quality controf at
the abave mentioned site{s) in full compliance with the GMP requirements of the local Reguletory Autherity and with the specification in the Registration Dosyier, The
batch processing, packaging and analysis record were in compliance with GMP,

UrmM A 38cBimTyto, Lo HABCACHA BRIE indopmanix e nocToriproio T8 ToTHow, Lo cepiro npenyxnil Gyno Enpcbrcre (anmoymoTH naxynauma £ MApKYbaitie) Ta
npoBenets XonTpons I koSt HA prinennazerilt Abmanni y nossill signosintoecti a nimorams GMP, »eTasoRIeHAME MICIESBHM DETYANTOPEUM CDIEHOM, & TAKOK
RifmORNAD Ko cnenwdiradii, mo micratees ¥ peecrpanifinomy nocte, IpoToxons sRPOGEATES, NAKYEAHIN TR AHANITB GYNO NEPErMAHYTO T2 ECTAHOANCHE
slimosinuicts GMP.

Comments /KomenTapi:

'The batch size is indicoted a3 cases quantity per manufectured botch. One case hes 144 consumer packs.

|Posuip cepii amscaseno mx kinuxicts xopofiis eupofnenol cepil. Omn xopeS Mictirs 144 cnowuBNIX YRAKOBOK,
*4 Microbiological testing are performed on one freshly menufactured batch per year.

** MixpoGionorime TecTYBARHE NPOBOATLEN AR ORHIN CriwcipaTaToBNeHil cepil B pix npit sumycxy.

Date of signature /
JaTa mignycanns:

Efnctronfcally signod by; Mandy
Signature: nr\"‘dj 1_'3 Rogantepprav s documen.
Date: ot %4 14:57 GMT+1

Email: mandy.turgoose@reckitt.com

[Name and pasitionftitle of person authorizing the batch release /

Mplypamé T4 nocanaaanas ocolin, axa Bunsx ao3ein A BANYCK cepil Stgnature /Tlignne

Mandy Turgoose. QF / Operations Quality Manager,

Signature:  Moske BRSSO e € B s
Date: Ju38, 2024 1624 GHT+ ) ’ Dalo; X 15, 2024 14:20 GMTH1
Emall; Andrew.Godber@reckitt.com Emall: PhilipKnight@reckitt.com
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