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Benckiser
COA YERSION 22 QUALITY CERTIFICATE / CEPTHDIKAT SIKQCTI
NAME OF PRODUCT:  |STREPSILS® ORIGINAL CERTIFICATE/CEPTH®IKAT
HA3BA IMPOIYKINE:  |CTPENCIIC® OPHITHANBHHLL Ne 362618

Country of manufacturing / Kpatua-supobnmnk

United Kingdom Benuxa Bpuranis

CERTIFICATE REGISTRATION NUMBER:

Mo UA/6479/01/01

HOMEP FEECTPAIIIHOIO NOCBIUEHIS:

Ne UA/6479/01/01

Strength / Potency: / Cuna aii / AkTusmicrs;

Amylmetacresol 0,6 mg / Aminmeraxpeson 0,6 wr;

2,4-Dichlorobenzy! Alcogol 1,2 mg / 2,4-muxnopGensunosoro enupry 1,2 Mr

Dosage form / Jlikapcuka dopma

Lozenges / JIbopnemxn

Package size and type / Posatip Ta Tin makopannn

No24 (12 x 2) in blisters / No24 (12 x 2) y Gricrepax

BATCH NUMBER / HOMEP CEPI{: |SN280 DATE OF MANUFACTURE: / AIATA BHPOBHHIITBA: 07 2024
EXPIRY DATE / JATA 3AKIHYEHHA TEPMIITY
'BATCH SIZE / PO3MIP CEPII: 359 Ca NPHIATHOCTI: 07 2027

Responsible for manufacture of the product, packing,
quality control and release / Bignosinansauit sa

Noﬂingham, NG90 2DB,United Kingdom

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

BHPOOUNKTEO, NAKYBANHA, KOLTPOAL SKOCTi TA
BHTYCK Cepil:

Hotrinres, NG90 2DB, Benmxa Bpurania

Pexkirr Benxisep Xencxep Iureprenen Jimires, Hotrinres caiir, Teiin Poyn,

Manufacturing License/ J'Iiucuzin na mipuﬁn:m‘rno 12862
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Appearance (organoleptic)/ Citcular, red coloured lozenge with S icon mtaglmted on both Complics /
Onue (opranosentiannii) sides / Kpyrni nnoganuxy 9epBOHOrO KOMBOPY 3 THCHEHHAM . P .
X Bianosinac
3HaKy S 3 060X GoKiB.
Average weight (determine with 20 lozenges) / 2.5 ~2.7 g/ lozenge 2.6 g flozenge
Cepeaust maca (su3nayacrsen na 20 JNLOASIHKAX) 2.5 2.7 r/ mopaHuk 2,6 r/neOnAHIK
Uniformity of Mass (Eur.Ph. 2.9.5)/ Must comply Complies with the requirements of En. Ph. 2.9.5 / Complies /
Onnopoanocrs macckt (Cap.®. 2.9.5.) Mag pignosinaty sumMoraM €sp.®d, 2.9,5, Binnmoeinae
Amylmetacresol IDENT / Inenrndivanin Must comply with the approved test method / Complies /
Amimserakpelony Mae pignosinarn sateepmxenoMy Merony Binnosigae
2,4 — Dichlorobenzyl Aleohol IDENT /Igentndirania [Must comply with the approved test method / Complies /
2, 4-muxropbeninnoBoro cnupry Mae BifinoBINATH SRTBEPLKEHOMY METONY Binnosinae
Content / Kinbricie pusnadenna: 0.62 mg flozenge
Amylmetacresol / Amuimeraxpesona 10'53 0.67 meflozenge (r/sonmx) 0.62 MITNBOAANHK
2,4-DCBA Content / 1.22 mg flozenge
Kinskicue sisnavenns 2,4-Tuxnopbeninnos it cnupr 1.08 - 1.32 mg/lozenge (Mr/meonanuk) 1,22 MI/ABORAHKK
*Microbiological Examonation/ Last iested:
*MixpoSionoriuna =ireroTa Mata goTaris0r0
TecTyDa:
Total acrobic microbizal t Baran inbki
fal count Baraneme kinskicrs 08 2023

ANTTEIAATHIX MIKpoopranizain?

Bacteria / baxrepii (Eur.Ph.2.6.12 / €3p.D.2.6.12)

Yeasts and Moulds / fipbksskesyx Ta nnicnspux rpubis
(Eur.Ph.2.6.12 / €pp.h.2.6.12)

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

not more than 102 CFU/g / ste 6innme 102 KYQ/r
not more than 10' CFU/g / se 6inse 10' KYO/r

Absent in 1 g/ Bincythictes I ¢

Pseudomonas aeruginosa (Eur.Ph.2.6.13 / €5p.®.2.6.13)

Complies / Bignosinae

Complies / Bianozinae

Complies / Bignosinac

Absent in 1 g/ Bigcytnicrnn I 1

Complies / Bignosigae
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SKU 0300010 P recitt

Benckiser

Certifeation statement: / 3asiea npo cepridiraniio:

1 hereby certify that the above information s authentic and accurate. This batch of preduct has been manufactured, including packaging / labelling and quality control
at the above mentioned site(s) in fuil 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.

Lluat # sacsifeayio, wo sasenena sie intopMmallis € 20CTOBIPHOIO T2 TOYN0O, Lo cepilo npomykuii Syne anpobacko (BKMOYAIONI NaXYBAHIS / MAPKYBAHHA) TA
TPOBCAeH0 KORTPOME il AXOCTI HA BHINE3AIHAMeHiiT Alneruui y noskif BinnosianocTi 3 Bisorasy GMP, BCTAHOBASHIMY MICLEBItM DETYARTOPHIM OPraltOM, A TAKOK
Bizmosinno sio cnelndikarbift, wo MicTaTaca y pecetpanifnomy Kocse. [IpoTokom BipaGHILTES, TAKYBAHHA T2 HANI3ID GYN0 MCPErAALYTO TA BECTANOBNCHD
sianosianicts GMP.

Comments /Kosenrapi:

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

* MikpoGionoriune Tecrysatua POBOAATE Ha OfIHii cepii B pik npu Bumycky.

*The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs,

Poamip cepil sazeayeno Ak Kinskicts kopoGie pipobaecnoi cepil. Onue xopoB MicTaTs 144 cnosxuBYIX YNAKOBOK.

Name and position/title of person authorizing the batch release /
TIpisemue Ta mocapa/3spannn ocofin, sika BHANA J036iNA a BHOYCK cepii

Date of signature /
Jlara nignicans:

M Mhﬂ M%!( ﬁﬁﬁe f,,’s:ggg;ww signed by: Merthg

H Signature: R 1 This d. L
Martha Mukange, QP / QA Technieal Support Manager. g Raasor: | approvs Mis doguman

Email: Martha.Mukange@reckitt.com

Signature / Hinnue

E’::;::n.'?aﬂmy ﬂgnud u?{r ?Pglrrgw Godbar /‘“‘“‘ . gn'ectranfﬁﬂy signed by. Philip Knight
- i I an R * 5
Signature:  Méwks- documant Signature: é Dater Aug 7. 2004 31.35 oo
Dale: Aug 6, 2024 09:33 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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