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COA VERSION 18 QUALITY CERTIFICATE / CEPTU®IKAT AKOCTI

NAME OF PRODUCT:  |STREPSILS® CHILDREN 6+ CERTIFICATE/CEPTHOIKAT
HA3BA NPOVKINE:  |CTPEOCIIC® A1 AITEM 6+ Ne 268969

Country of minufacturing / Kpaina-supoGumsc United Kingdom Benuka Bpurauis

CERTIFICATE REGISTRATION NUMBER: UA/13607/01/01

HOMEP PEECTPATITIHHOTO HOCBITYEHHST: UA/13607/01/01

|
Strength /Potency: / Cuna aii / Axtusaicrs:

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

2,4-Dichlorobenzyl Aleogol 1,2 mg / 2,4-auxnop6ensiororo caupty 1,2 Mr

Dosage form / Jlixapcska hopma

Lozenges / JIsopasunkn

Package size and type / Posmip Ta THn nakopagus

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

BATCH NUMBER / IOMEP CEPIl: |MG119 DATE OF MANUFACTURE: / JATA BHPOEHUIITBA: 01-2022
EXPIRY DATE / JATA 3AKIHUEHHA TEPMIHY K
'BATCH SIZE / PO3MIP CEPIi: 518 ca PHOATHOCTT: 01-2024

Responsible for manufacture of the product, packing,
quality control and release / Bignosigansunii 3a
BHPOGHULTBO, NAKYBRHHS, KOHTPO/IL HKOCTI T2
BHIYCK cepii:

Nottingham, NG90 2DB‘United Kingdom

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

Hotrinrem, NG90 2DB, Besmuxa Epuranin

PexxirT Benxisep Xenckep Inreprewnn Jlimiren, Horrinrem caitr, Teitu Poya,

Manufacturm,z License/ Jliuenain na supo6unurso:

12862

= e T B ;;:x:‘_ "+ RESULTS OF
e . 1. ANALYSIS
e B PEIVALTATH
Sy g : R AHAJIISIB .-
Appearance / Onie A pink, cu'cu]ar lozenge with a charactenshc strawberry odour
(Visual/Bisyannunii) Land the S icon intapliated on both sides/ Poxepuii xpyrnuii Complies /
JIBOASHHK 3 XAPAKTCPHHM apoMaToM MomyHHL| i3 306paxeniam Binnosinae
3naxa S 3 o6ox Gokis.
Identity/InenTudixanis;
amylmetacresol/aminmmeraxpesony Must comply with the approved test methad / Complics /
Mae ianosinary 3aTsep/mKeHOMY METORY Binnosinae
2,4-dichlorabenzyl aleohol /2,4-aux0pGensunosoroe  |Must comply with the approved test method / Complies/
cRUpTY Mae signosinary saTeepIKCHOMY MeTORY Binnoeinae
Average mass / Cepeans maca 2.25-245¢/225-245¢ 237 g/r
. N 4 Must comply Complies with the requirements of Eu. Ph, 2.9.5 / Mae Complies /
Uniformity of weight/ Onsopiaulers, maen sinnoninath BuMoram €sp,d. 2.9.5. Binnosinac
Uniformity of content / Opmopianicrs aosypanns
Amylmetacresol / Aminmeraxpesony Must comply with the requirements of Eu. Ph. 2.9.6 / Complies /

Mae slanonizarn sumoram Eap.d. 2.9.6. Bipnosinae
2d-dichlorobenzyl alcohol / 2,4-auxnopSenannorors  [Must comply with the requirements of Eu. Ph. 2.9.6 / Complics /
enupTy Mae BianosinaTy suMoram €sp.d. 2,9.6. Bignosinac
Assay [ Kinbxicne suznagenns;

\

1 . I _ mg lozenge
amylmetacresol / aminmeraxpesony 0.54 — 0,66 mg/lozenge (Mr/nL0RAHUK) 0.61 o
2,4-dichlorobenzyl aleohol / 2,4-anxnop6enanmosoro mg Aozenge
i ! 1,08 — 1.32 mp/lozenge (Mr/nsoasHuK) 118 mrfmsopunnc
Microbiological purity®MixpoSionoriuna uncrora;

Taotal viable count of a?roblc coul.n / .liaranbna Complies / Bignosizae
Kinekicrn aepobunx mikpoopranizmis (Ph.Eur. 2.6.12 ¢ [not more than 102 CFU/g / se 6inbme 102 KYO/r

€p.Dupu. 2.6.12) Last tested:
Tatal viable count of Yeasts and Moulds count/ ﬂa’;z;:;s:::.nm
3aranpna kinLkiers gpixaxosnx i nricenennx rpnbis Jnot more than 10 CFU/g / ne 6inswe 10 KYO/r c T
(Ph.Eur. 2.6.12 / €sp.dapm. 2.6.12)

lStaphylo:nccus aureus (Eur,Ph.2.6.13 / €8p,0.2.6.13) Absent in 1 g / Bigcytnicts g 17
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Pseudomonas aerupinosa (Eur.Ph.2.6.13 / €8p.0.2.6.13) Absent in 1 g/ BincytnicteB L l

Certification statement: / 3ansa npo ceprudixanizo:

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging / labelling and quality control
ot 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 snd analysis record were in compliance with GMP,

Llumt 2 3acEinuyto, 1o Hasenena sune indiopMauis € nocTosipAOIO Ta TouHo:o. Lito cepito mpomyxuil Gyo BrpoGAeHO (BXMOYRIOH NAKYBAHHS / MADKYBAHHS) TR
ApoBEnEHO KOHTPONS T Axocti Ha suwesasnaveniil Ainbunui y nosHil sinnosiaxocti 3 BuMoramk GMP, BCTaHOBCHUMH MICLEBHM PETYIIATOPHHM OPraHoM, & TRKOX
signosiauo no cnenndiradii, wo mictaTses y peccrpauiftromy gocse. [poTokony BipoGAUITES, NAKYBIHAA TA aHAN3IA 6YJI0 NEPErAHYTO T BCTAHOR/CHO
signosiguicrs GMP,

Comments /Komenrapi:

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

* MixpoGionoriuBe TecTyBaHHA NPOBOAKTECA HA OAHIl cepil B pik npx Bunycxy.

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

Poamip cepii 1a3eateno ax xinexicrs kopoGis BupoGaenol cepil, Onun xopaG MICTHT: 144 CHOKHBYHX YRAKOBOK.

Date of signature /
Jara mianucanns:

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

Ipissnme ta nocana/ssanus ocoliu, 7Ka BNAANA 103BLT HA BHIYCK Cepil Signature/ Hignne

Elactopcaty
Mandy Turgoose (Qualified Person) f% \u@-‘-ﬁw sk | 98- Jan-2022
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Tpoenert; Banepis Jloaroscxxoro, 31, M. Kuis, 03110, Ten/hare: (044) 363-06-50
E-mail: dIs.ko@dls.govgua,hﬁpg:l/w_vgy.d]s,gov.ug, Kon €ZIPIIOY 37078774

BHCHOBOK
TIPO SKicThL BBe3enoro n Yipainy JiKapcnKoro 3acoGy

'15.02.2022 , Ne 4927/22/10

CTPEIICLIC® IS JLTEMA 6+

(attiMeryparmy aikapenroro 3acoby arifino PeccTpanitriny nocsiqicHmaMm)
ALONAHAKE; 110 12 Jihoasnakip Y Gnicrepi; o 2 Gaicrepn B KapToumiit xopobni

(Gopma mmycxy, nosysarmy, HHL MAXYRAREN JHXEPCEROTO 38C00Y)
Howep pesctpanitiitoro mocalwerrs UA/| 3607/01/01 cxpox git peeerpaniitaoro mocsizzerz 01,01 2099

Cepix mixapcrroro sacaby e MG119 Kinkxicts »peaenoro nixepeexoro saceby 74592
Bnpoﬁm 3
Epekkoro sacaly, xpatia TOXO/RCRER)
Baeserto pVigpaliry ToBapuerno 3.06mexenor sianonixansaicrio "Pexxirs Benxiaep
Xayexoan Eng Xenc Ke Yxpalaa'; neur, won: 33696041 -

(HalivayHamm Ta, mea;emnovmmmor o6 e60 npi3pame, iM's; Tio Gatiron] iaramol
0cobrs mmmmumuzmﬁpme TA peecTpauiitmdt nouep o57ixoB0T Xapras Minkrayxy
‘oRATKIB #50.céplx 78 ROMep mAcTopTa)

Tporoxen BlsyanLHOro KorTpONM Bin 07.02.2022.{& 032713..
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