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SKU 3020904 B Reckitt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT AIKQOCTI
NAME OF PRODUCT: STREPSILS® PLUS _ CERTIFICATE/CEPTHOQIKAT
HAIBA IPOAYXIUE:  JCTPENCLIC® ILTIOC N2 362254
Country ¢f manufacturing / Kpaina-enpoGunx fUnited Kingdom Bensxa Bprrasi
CERTIFICATE REGISTRATION NUMBER: UA/3915/01/01
HOMEP PECCTPAIIHHOTO NOCBIMUEHHA: UA/I915/01/01

Strength / Potency: / Cuna ait / Akrusnicts:

Amylmetacresol 0,6 mg / Aminmeraxpeson 0,6 nr;
2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-guxnoplensunonoro coupry 1,2 mry
Lidocaine hydrochloride 10,0 mg / ninoxainy riapoxsopnzy 10,0 mr

Dosage form / Jlikapcoka dopaa

Lozenges / JIsopanuxs

Package size and type / Poamip Ta THn nakesansn

MNo16 (8 x 2) in blisters / Nel6 (8 x 2) y Gnicrepax

quality control and release / Bianorinansnnii 1a
BEPOGHANTRG, NAKYBARHA, KOHTPOMAL AKOCTI TR
sHIYCK eepil:

BATCH NUMBER / HOMEP CEPII: SK419 DATE OF MANUFACTURE: / ZATA BUPOSHHIITBA: 07 2024
- EXPIRY DATE / JATA JAKIHYUEHHA TEPMIHY 072027

BATCH SIZE* / PO3MIP CEPII* 1792 Ca NPHAATHOCTI: 2

Responsible for manufacture of the product, packing, [Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Nottingham, NG90 2DB,United Kingdﬂm

Pexxirr Berxisep Xenckep Intepuenn Hdimiten, HoTrinrem calir, Telts Poya,
Hotritrem, NG9 2DB, Benuxa Bpurarin

Manufacturing Licen

L

12862 -

EhE 3 {Exa

Appearance (organoleptic)/ A pale ozenge with § icon intagliated on )
Onwe (opraronentaannii) both sides / Kpyrni nsogsuuxn Gnimo ronyGosaro-ienemoro Complies /

KONBOPY 3 THCHEHHRM GYRBH § 3 060X Gokis. Bignorigac
Average weight lozenge (determine with 20 lozenges)/

[Cepensn maca nboastuika (BRINAMACTLOS 1A 20 2.5-2.7 g/ lozenge 2.6 g flozenge
ALOASHAKAX) 2.5 2.7 r/ meostsnmx 2.6 rimsoasHHK
Uniformity of Mass- (Eur.Ph. 2.9.5)/ Must comply with the requirements of Eu. Ph. / Complies /
Onanoponnocts Macent (€sp., 2.9.5.) Mae sinnorinati sumoram Cep.d. Binnosinac
tdentification Amylmetacresol / Must comply with the approved test method / Complies /
Inewmndinaniz Amimeraxperony Mae Bipiosigary 19Ta¢pIREHOMY METORY Bignosinae
Identification 2,4 — Dichlorchenzy] Aleohel / Must comply with the approved test method / Complies /
[nentudixauin 2,4-Muxnopbenznnonoro cnupry Mae sianosinath 3aTsepaReHOMY METONY Bignosinae

':ﬁ:::f;?::o:i:'lﬂ?mi:;:y':":oc:::;d; mo;t;l;):l: e/ Intust camply with the approved test method / Complies /

o Yy Tiap PHLy APATY | Mac eiznosinarn 3ATBEPAKCHOMY MCTOLY Binnoeinae

Assay / Kinbxicne Enznauennn;

Astay/ Kinsxicne snsnaqennn: L 0.51 mg Nozenge
Amylmetacresol f Amunmeraxpeiona 0.53 — 0.68 mg/lozenge (Mr/nnoasmix) 0,61 HEinbONAHI
2,4-dichlorobenzyl Alcohol / 1.19 mg Aozenge
2,4-TTuxzopbenimnonnit cnnpr 1.05 - 1.35 mg/lozenge (urinsonamix) 1,19 ser/nno;patie
Assay / Kinokicue susnauennn: Lidocsine
hydrechloride monohydrate / ninoksiny 9.0 - 11.0 mg/lozenge (Mr/msoatumK) 10.3 my Jlozenge
rizgpoxnoprngy monoriapary 103 Hr/nbonpice
**Microblological Examonation/ Lasttested:
**Mikpobioaoriuna yncrora Hata ccranmoro
TECTYRAHA:

Total viable-count: 3aransna xinukicTs xutresnarnux
opranizMia; 06 2024
Aerobic bacteria / AepoGuux Gaxrepilt ’ . : .
(Eur. Ph./Esp. . 2.6.12) not more than 102 CFU/g / e 6insine 102 KYO/r Complies / Bianosinae
Yeasts and moulds/fpisckesux 1a rricusaux rpufis . - . s
(Eut. Ph/Esp, ®.2.6,12) not more than 10" CFU/g / ne Sinsme 10" KYO/r Complies / Bianosinac
Staphylococcus aureus (Eur, Ph./Eep. €.2.6.13) Absentin 1 g/ Bigcythicts s L 1 Complies / Binnosizgac
Pseudomonas acruginosa (Eur, Ph/Eep. €.2.6.13) Absentin | g/ Bincyrnicts s [ 1 Comp]fé's/ Bianoninac
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SKU 3020904 W Reckitt
: Benckiser

Certification statement: / 3asina npo ceprudikanito:

L hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control
at the abaveé 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.

LTuM £ 3aczingyo, mo anegena arine indopManin € Jocroripyoio Ta Toudw. Lo cepito npoxyxnii Gyno prpoGnens (BrIioTa0TH Maxyzsank / MAPKYRAHKA) TA
TPOBEACHO KONTPOUE Ti 2x0CTi WA BriretasHadedill Kitsuuni y nosuifi Bignosianccti 3 prmoravu GMP, BCTRHOBICHHMM MICUERMM PETYISTOPHHM OPrAHOM, 2 TAXOK
Binnosigno zo cneumbixadilt, wo MictaTies y peceTpanifinomy socse, IIPOTOKOAY RUPOGHHUTEA, MAKYBAHHA TA ZHATIZIE SYNO NEPEINRHYTO TA BCTAHORNEHD
nianosisnicrs GMP,

Comments /Komenrapi:

"The batch size is indicated as cases quantity per manufectured batch. Cne case has 72 consumer packs.

Ponmip cepil 3azeaueno tx kiILKicTE kepoGin supobnerol cepii. Oxua xopob MicTHTE 72 CIOXHBUHX YIAKOROK,
** Microbiological testing are performed on one freshly manufactured batch per year.

** MixpoSionoriune TecTyBaHNA NPOBORHTEEA Ha onHil cepil B ik npu BumyCKy.

Name and position/title of person authorizing the batch release / Signature / i Date of signature /
Mpisamne Ta nocaga/seanna ocofn, Axa BHIANA 10IBLT HA BHNYCK cepil grature / Llanus Hara nignrcauna:
Eisctronically aigrma by: Martha
Signature: Md!‘ﬂ’ld MMﬁdH > Mukangn
Martha Mukange. QP / QA Techaieal Support Manager. B 17 Rurson:  sonuve s docuent.

Email: Martha.Mukange@reckitt.com

Efactromicaly sipned by: Andrew Godber Elctronically signed by: Natels
. T Raaaon; | am the suthor of i . y Siylianou '
Signature. m;ﬂ 2024 1023 GMT 1 Signature. Nm 5{?&"‘2’“’“‘ R‘e’:son:maverev)ewedmis documant

Data: Jur 29, 2024 0854 GMT+1

Email: Andrew.Godber@reckitt.com Email: Natela.Stylianou@reckitt.com
Reckitt Benckisee - PAGE20OF2

Web:www.recklttbenckiser.com ’ 26/ 07/202410:08




