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SKU 3020904 B recktt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
NAME OF PRODUCT:  |STREPSILS® PLUS CERTIFICATE/CEPTH®IKAT
HA3BA ITPOAYKIN:  |CTPENCLIC® ILIIOC Ne 365633

Country of manufacturing / Kpaina-sspobunx

United Kingdom Bemuka Bpurania

CERTIFICATE REGISTRATION NUMBER:

UA/3915/01/01

HOMEP PECCTPAIITHOI'O NOCBLIUEHHA:

UA/3915/01/01

Amylmetacresol 0,6 mg / AminmeTaxpeson 0,6 ur;

Strength / Potency: / Cnna gii / AKTHBICTB: 2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-mxsopGensunosoro coupry [,2 sr
Lidocaine hydrochloride 10,0 mg / ninoxainy rinpoxaopugy 10,0 mr
Dosage form / Jlikapenica Gopata Lozenges / Jvopnunxu
Package size and type / Poamip Ta Tin nakosanns Nol6 (8 x 2) in blisters / Ne16 (8 x 2) y BricTepax
BATCH NUMBER / HOMEP CEPIl:  |sM932 DATE OF MANUFACTURE: / TJATA BHPOBHHIITBA: 08 2024
5 EXPIRY DATE / JATA 3JAKIHYEHHSS TEPMIHY
BATCH SIZE* / PO3IMIP CEPII* 1612 Ca IPIIATHOCTT; 08 2027

Responsible for manufacture of the product, packing,
quality confrol and release / Binnosinansnit 3a

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

te, Thane Road,

BRPOGHIITED, NAKYBAINA, KONTPOIB MKoCTL TA Pexritr Benkisep Xenckep Invepuewnn Mimiten, Horrinrem caift, Tedin Poya.
BIIYCK cepii: Hotriures, NG90 2DB, Benuka Bpuranis
Manuf'lcturmg License/ Jlimensin 1a pupofutuTeo: 12862
2 bk 1203 datatelbed L LELE)n s & RESULTS OF
:g‘i } %‘3 ‘iﬁ !_33 i‘g{h?}si«i:é:: “-i &rrfé”}'éﬁa‘h !;;’ .}if ’f :% l# z‘ ANALYSIS
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Appearance (organoleptic)/ A pale blue-green circular lozenge w1th S icon mtaghated on
Omuic (oprauoaenticuisii) both sides / Kpyrni neopsmuku 6xino romyfosato-3eneHoro Complies /
KOSLOPY 3 THCHEHEAM Oyxen S 3 06ox Gokis, Binnozinae
Average weight lozenge (determine with 20 lozenges)/
Cepeain aaca asopninka (Bnsmuavacrsen na 20 2.5 -2.7 g/ lozenge 26 g Mlozenge
SLOASHITRAX) 2.5 =27 r/ nponAHUK 2.6 AR
Uniformity of Mass (Eur.Ph. 2.9.5)/ Must comply with the requirements of Eu. Ph./ Complies
Omopomuocrs macent (Epp.@. 2.9.5) Mae signosinaTy Bumoram Eep.d. Bianosigac
Identification Amylmetacresol / Must comply with the approved test method / Complies /
Imentudinanin Amitmerakpesony Mae BignoBiAaTH 3aTBEPMKEHOMY METOAY Bianosizgae
Identification 2,4 — Dichlorobenzyl Alcohol / Must comply with the approved test method / Complies /
Inentidirania 2,4-MuxaopGensnnosors ennpry Mae BiAnosinaty 3aTBEpIKEHOMY METOLY Binnoainae
dentificati i i i ’
in:::;::;?;:fni:ﬁ?;:;:;:y?u Cl;:j:;df’mo:ziﬁfatil Must comply with the approved test method / Complies /
8 y nap puay YIPATY | Mae BiAMOBIAATH 3aTBEDIKEHOMY METOAY Binnosinae
Assay / Kinbricite Biznadennn:
Assay/ Kinbricue Buzuauennsm: 060 g locenge
Amy]mctacrcsg[ i A}\"L,rlmerraxpc:mna 0.53-0.68 mg]]ozenge (MT’HBO}IF{HHK) 0,60 M URRLIRIHE
2,4-dichlorobcnzyl Aleohol/ 117 my lozenpe
2,4-Muxnopfensnonuii coupt 1.05 - 1.35 mg/lozenge (mr/nbomsitk) 117 A RO M
Assay / Kinbkicue pisna«ennn: Lidocaine
hydrechloride monohydrate / migoxainy 9.0 — 11.0 mg/lozenge (MI/LOARAIK) 9.9 mg flozenge
¢ F 9.9 MEMSORAIK
rifPOXNOPIAY MOHOTIAPATY
**Microbiclogical Examonation/ Epuesed,
**Mikpobionoritma unerora Mara ocraxmsoro
TECTYRAHA:
Total viable count: 3aransna KinbXiCTS HKUTTEINATHHX 0
opraissis: 6 2024
Aerobic bacteria / AepoGuux Gaxrepiit 5 : 3 . . ‘ .
(Eur. Ph./Esp. . .6.12) not more than 10* CFU/g / ne 6inswe 102 KYQ/r Complics ¢ Bi:nosi, e

Yeasts and moulds/dpixoxesnx Ta wiicunsux rpubis
(Eur. Ph./Esp. ®. 2.6.12)
Staphylococcus aureus (Eur. Ph./Esp. ©.2.6.13)

Pseudomonas acruginosa (Eur. Ph./Esp. ©.2.6.13)

not more than 10* CFU/g / nte 6inbuue 10° KYO/r
Absent in 1 g/ Bincyrnictsn | r
Absent in 1 g/ Bipcytnictee I
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Certification statement; / 3ansa npo ceprudikanio:

I hereby cerlify 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.

LI # 3acBingyto, wo vasegeHa enule indiophayis € focTosipno0 Ta Tovnclo. Mo cepito mpoayxuii Gyno supobnero (BrA0MaYH NaKkysauna / MapKyBanHa) Ta
MpOBEAEHO KOHTPONS 11 AKOCTI Ha BHle3asHadeH il Ainsuitti ¥ nosuiil sianoninuocti 3 oumoramu GMP, BCTAHOBIEHRMH MICUEBHM PErYNSTOPHIM OPraHoM, 4 TAKOHK
riznonimio no cretntdixadiii, wo sicTATRca ¥ peectpattiiinomy gocke. [Iporokomt BUPOGHILTEA, TAKYBAHHA T2 AHANI3IB GyN0 NEPerRAnYTo T RCTAHORREHOD
rignonianicts GMP.

Comments Komentapi:

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

Poanip cepii 3a3eaueno Ak KinbkicTs kopobis BupoGnenol cepil. OanH kopod MICTHTL 72 CNOXUBYHX YNAKOBOK.
**+ Microbiological testing are performed on one freshly manufactured batch per year.

** MikpoGionoriyue TeecTyBaHHA NMPOBOMNTECR HA OAHIN cepii B pik NpX BHIYCKY.

Date of signature /
Hara mignucanns;

'-"\'— ;Jaclron!ceﬂy signad by: Mandy
1 . Y ‘a@ “{33‘ A urgoase
Slgnatm’e- Re’gson: { pprova this dogument.
Datg: Sep 3, 2024 09:48 GMT+1
Email: mandy.turgoose@reckitt.com

Name and position/title of person authorizing the batch release /

. ; Signature / Hinuse
IIpissmue Ta nocaga/3panua ocofinn, IKa BHAANA JO3BIN Ha Bunyck cepii

Mandy Turgoose. QP / Operations Quality Manager,

Elactranically signed by: Androw Godber AT Elactronically signad by: Philip Kmught
. Roason: | am tha author of this -
Signature:  Mbwke domant Signature; Ké D " e
Dale; Sep 3, 2024 09:34 GMT+1 Dale: Sen 3. 2024 0339 GMT+1

Email: Andrew.Godber@reckitt.com Email; Philip.Knight@reckitt.com

Reckitt Benckiser
Web:www.reckittbencklser.com
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AEPIKABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIHN OBJIACTI

npoe. CeiTnuynol Hanif, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO fAAKICTH BBE3EHOT0 B YKPaTHY JIiKapcbKoro 3acoby
03.12.2024 Ne 61869/24/1011
CTPEICIJIC® IIJIXQC

(naimemypanus nixapeskoro 3acoBy ariguo 3 peecrpauiiinuM noceinuennan)
ALOASTHHMKH; 10 8 NLOoASHUKIR y BaicTepi; mo 2 GuricTepu B KapTousiii kopoBui
(dopma BunycKy, 03YBaKKs, BUL NAKYRAHEA MIKAPCHKOTD 3ac06Y)

Howmep peecrpaiitnoro nocsinaenns UA/3915/01/01 crpox aii peecrpauifitoro nocrigyerms 01.01.2099
Cepia sikapcskoro 3aco6y Ne SVI932 Kinekicrs BBeseHoro sixapcrkoro 3acoby 32256

Brpobuuk Pexkirr Benxisep Xenckep Intepuemnn Jlimiten, Benuka Bpuranis
{naitmenysanna BupoGHHKa Nikapchkoro 3acoby, Kpaia HOXONKEHH)

Beeseno B Yxpainy Tosapucrso 3 o6mexxenoro signoBipaneuicTio "PexkirT Benkizep
Xayexony Eng Xene Kep Yrpaina", inenr. won: 33696041

(HaiiMenysanivt Ta koA 3a €APIIOY opummanol ocou ado npizeume, iM'1, no Gatekori dizianol
0co0H - NiANpPHEMI, 1i Miclle NpOKHBAHHA T2 peccTpaniiimmi HoMep 0GIIKOBOT KAPTKH INATHHKA
noaarxis aGo cepist Ta Homep nacnopra)

IIporokoa sisyansHore korrpumo sig 25,11.2024 N2 3724/9,

3a pesyibTaTaMM HEepXKABHOrO KOHTPONIO BCTAHOBNIEHO, WIO JIiKapchkuil 2aci6 Bmesemo B Yxpalny 3
ZOTPHMAHHAM pHMOr 3aKOHONABCTBA OO 3a0e3eUeHHs AKOCT niKapchbkux 3acobis,

% - Onsra EPBOMEHKO

(ninnuc) (iniuam T2 npisenue)
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