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QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

NAME OF PRODUCT: JSTREPSILS® HONEY & LEMON CERTIFICATE/CEPTH®IKAT
HA3BA ITPOIYKITI: CTPEIICLIC® 2 MEOAOM TA JIIMOHOM Ne 364866

Country of manufacturing / Kpaina-snpobnik United Kingdom Benuxka Bpurania

CERTIFICATE REGISTRATION NUMBER: Ne UA/6400/01/01

HOMEP PECCTPAIIIHOQIO IOCBITYEHH: No UA/6400/01/01

Strength / Potency: / Ciua gii / AxrisuicTs:

Amylmetacresol 0,6 mg / Aminverakpe3on 0,6 mr;

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-mnxnopGenzunonore cnrpry 1,2 Mr

Dosage form / Jlixapenka dopaa

Lozenges / JInoagHiky

Package size and type / Poinip Ta Tow nakosaumn

No24 (12 x 2) in blisters / Ne24 (12 x 2) y 6nicTepax

BATCH NUMBER / HOMEP CEPIT: |SL497 DATE OF MANUFACTURE: / JATA BHPOEHHIITBA; 07 2024
s oan EXPIRY DATE / JATA 3AKIHUEHHS TEPMIHY
BATCH SIZE™ / PO3MIP CEPII™: 1262 Ca HPHIATHOCTL: 07 2026

Responsible for manufacture of the product, packing,
quality control and release / Bignosinansuuii aa
BHEPOOHNNTRO, MAKYBANNH, KONTHOIL AKOCTI TA
BHNYCK Cepil;

Reckitt Benckiser Healthcare International Limited, Nottingham s
Nottingham, NG90 2DB,United Kingdom

te, Thane Road,

Horrinrenm, NG90 2DB, Beymka Epurania

Pexxirr benxizep Xencxep Inrepuemnn Jlimiren, Horrinres caitt, Tejin Poyn,

Appearance (organoleptic)/

Manufacturing License/ Jlinenain ua mlpnﬁlnm'mo. 12862
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Circular, yellow celoured lozenge with $ icon intagliated on both

Omnxe (opramonenTiranuit) sides / Oxpyri ABOAAIIKI XOBTOMO KOIROPY 3 THCHEHHAM HAKY C?mph.es !
. Bignorigae

S 3 ofox Goxkin.
Average weight (determine with 20 lozenges) / 2.5-2.7 g/ lozenge 26  g/lozenge
Cepepnn maca (BusHAYMacTsea na 20 Anogsnirax) 2.5 =27 r/ mpopanux 2,6 r/neopsHNK
Uniformity of mass / Must comply Complies with the requirements of Eu. Ph. 2.9.5 / Complies /
Biaxsinenns sifg cepeannoi pacn Mae ignosinatu sumoram €ap.P. 2.9.5. Bianosinae
Uniformity of content / Oniopianicts go3ysanmns Must comply with the requirements of Eu. Ph, 2.9.6 / Mae Complies /
Amylmetacresol / Aminmeraxpezony signoeimath BuMoram €sp.d. 2.9.6, Binnosinae

Must comnply with the requirements of Eu, Ph. 2.9.6 / Mac Complies /
2,4 DCBA /2 4-JuxnopGensnnosuit enupr BimmosinaTH BaMoram Cep.D. 2.9.6, Bignosinae
AMC IDENT / Incntndixaunia Aminueraxpesony Must comply with the approved test method / Complies /

Mae pinnosinari 3aTeepmAxeHOMY METOAY Binnosinae
2,4 —DCBA IDENT / Iaentndixanin 2,4- Must comply with the approved test method / Mae piznosinatu Complies /
AHX/I0P6eH3I0BOr0 CORPTY ATREPIKEHOMY METOLY Bignosigac
Assay / Kinbkicie Bianauenns: 0.54 — 0.66 mg/lozenge 0.61 mg flozenge
Amylmetacresol / Asmameraxpezona 0.54 — 0.66 Mr/moonsunk 0,61 mrinsopsmmix

Assay / Kinbkicne sisnauennan:
2,4-dichlorobenzyl Aleohel / 2,4-Huxaopfeninnopuii

1.08 — 1.32 mg/lozenge

115 mgAozenge

HITTEIAATINX Mikpoopranimin:

Bacteria / Baxrepii (Eur.Ph.2.6.12 / €8p.®.2.6.12)
Yeasts and Moulds / Jpixmuesix T2 nnicaasmx rpuGis
|(Eur.Ph.2.6.12 / €8p.D.2.6.12)

Staphylococcus aureus (Eur.Ph.2.6.13 / €8p.$.2.6.13)

cnupT 1.08 — 1.32 pr/nbopsrnx 1,15 Mr/asomsHuk
Microbiological Examonation*/ Last tested:
Mikpobionoriyna uncrora® Hara ocTaHHEOTO
TECTYBAHA:
Total acrobic microbial count Baraasne kiTbkrieTs
04 2024

not more than 10* CFU/g / ue Ginbme 102 KYO/r
not more than 10' CFU/g / me Simsue 10' KV O/

Absentin 1 g/ Bigcyrmicte B I 1

Pseudomonas aeruginosa (Eur.Ph.2.6.13 / €ep..2.6.13)

Absent in 1 g/ BiacyThicte s I 1

Complies / Bignozipae
Complies / Bianosinae

Complies / Bignosinae

Reckitt Benckiser
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Certification statement: / 3anea npo ceprudirauio:

I hereby centify 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 Regulatory Authority and with the specification in the Registration Dossier.
The batch processing, packaging and analysis record were in compliance with GMP.

Ll & 3aceinTyio, mo wasejena euue inopmanis € foctoriprolo Ta Tounolo. Lo cepito npogyxuii Gysno sipoGieno (BRAOYAIONH NaKyBanus / MApKyBaHHR) T4
npoBeAeHo KOHTPOAB 1T AKOCTI HA BRLIE3a3Hayeriil Ainsnuui ¥ nosHIil BiRnoBIHOCT] 3 BiMoraMil GVIP, BCTAHOBAEHHMN MICHEBIM PErYAATOPHIM OPIANOM, 4 TAKONK
sironizno o cnettidikadii, mo MicTATEC ¥ peecTpaltiiioMy focke. IIpoTokony BUPOGHHITEA, NAKYBAHHA T2 2HaNi3ia 6YNI0 TEPErASHYTO TA BCTAHOBEHD
sianosianicTs GMP.

Comments /KomcuTapi:

* Microbiological testing are performed on one freshly manufactured batch per year.

* MikpoGionoriuse TecrysatHa NPOROAMTECA Ha OMHIN cepil B pik NP BIIYCKY.

'The batch size is indicated as cases quantity per manufectured batch. One case has [44 consumer packs.

Posmip cepil 3a3eadeno Ak KinsKicTs kopoBia BipoGieHol cepil. Onui kopol MicTHTL 144 CIOAGIBUIN YIAKOBOK.

Name and position/title of person autkorizing the batch release / R X Date of signature /
i . Signature / Tigmc i
Ipissime Ta nocanaf3sanus ocofu, AKa BuAana A03BiN Ha DINYCK cepii Hata nigmicann:
Elecironically signad by: Marha
- Mukange
Kkange. . SiFnature: M W R ol this d 9
Martha Mukange, QP / QA Technical Support Manager, 24 Raason: | spprovs fhls documont,
Email: Martha.Mukange@reckitt.com )
Efaclmq!car.'y slgned by: Andrew Godber Efacironically sfgred by: Phifip Knight
Signature: Miacdcs- ggf:;’;n;’”’ the suthor of this Sienature: Roason: 1 hive ieawad this documont
Data: Aug 23, 2024 10:52 GMT+1 g o Dato: Aug 23, 2024 14:60 GMT+1
Email: Andrew.Godber@reckitt.com Email; Philip.Knight@reckitt.com

Reckitt Benckiser ““PAGE2 OF 2
Web:www.reckittbenckiser.com 23/08/2024 10:47




