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Reckitt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTHDIKAT SIKOQOCTI
NAME OF PRODUCT:  |STREPSILS® ORIGINAL CERTIFICATE/CEPTHMDIKAT
HABA IIPOIYKIII: CTPELCIIC® OPHITHANBHIH Ne 362618
Country of manufacturing / Kpaina-supobnnix United KinEdom Benuxa Bpuranin
CERTIFICATE REGISTRATION NUMBER: Ne UA/6479/01/01
HOMEP PECCTPAIIIHOIO NOCBUTUEHHS:  INe UA/6479/01/01

Strength / Potency: / Cuna aii/ Axtasnicrs:

Amylmetacresol 0,6 mg / Aminmerakpeson 0,6 nr;

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-muropBensunosoro enupry 1,2 Mr

Dosage form / Jlikapcnka dopara

Lozenges / JIsopanpku

Package size and type / Posasip Ta Tn nakopanns

Ne24 (12 x 2) in blisters / No24 (12 x 2) y Gaicrepax

¥

quality control and rclease / Bignosigannuuit 3a
BHPOOIIIINTBG, NAKYBANIST, KONTPONE HKOCTI T2
BHOYCK Cepil:

Nottingham, NG5S0 2DB,United Kingdom

BATCH NUMBER / HOMEP CEPII: |SN280 DATE OF MANUTFACTURE: / JATA BHPOBHHIITBA: 07 2024
EXPIRY DATE / JATA JAKIHYEHHS TEPMIIY

'BATCH SIZE / PO3MIP CEPII: 359 Ca NPHIATHOCTI: 07 2027

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

Horrisress, NG90 2DB, Bemmka Bpurauia

Pexxirr Benxisep Xenckep Inrepueurn Jlimiren, Hotrinren cafiv, Teitn Poyg,

SNTTEINATHNX MiKpoopranizamin:

Bacteria / Baxrepii (Eur.Ph.2.6.12 / €5p..2.6.12)

Yeasts and Moulds / Jpixitxessx Ta naicnapux rpubin
(Evr.Ph.2.6.12 / €Bp.0.2.6.12)

Staphylococeus aureus (Eur.Ph.2.6.13 / €8p,®.2.6.13)
Pseudomenas aeruginosa (Eur.Ph.2.6.13 / €p..2.6.13)

not more than 10? CFU/g / re Ginsme 102 KYO/r
not more than 10* CFU/g / ue 6inbe 10" KYO/r

Absent in 1 g/ Bigcyraicte s I ¢

Absent in 1 g/ Biacyruicte e 1 1

Manufacturmg Llcenscl J'Iiu;cmin na BH]’)DﬁlllIuTBO 12862
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Appearance (organulcpnc)l Circular, red coloured lozenge with S icon mtagl:ated on both Coilissy
Onuc (opranoentiunmii) sides / Kpyrni nn0aanuky MepBOHOrO KOMBOPY 3 THCHECHHAM i

; Bianosinae

3Haxy S 3 obox Bokis.
Average weight (determine with 20 lozenges) / 2.5 ~2.7 g/ lozenge 2.6 g flozenge
Cepeaus maca (BusnatacTees na 20 gvogsmikax) 2.5 2.7 v/ meopauuk 26 rinbonsHuK
Uriformity of Mass (Eur.Ph. 2.9.5)/ Must comply Complies with the requirements of Bu. Ph, 2.9.5 / Complies /
Opaopomiocts Macert {Cap.®, 2.9.5) Mae pignosigari rumoram Epp.@. 2.9.5, Binnorinae
Amylmetacresol IDENT / Inenrndiranin Must comply with the approved test method / Complies /
AMinmMverakpezony Mae pignosigaTy 3aTBeplKenoMy METORY Binnosigae
2,4 — Dichlorobenzyl Aleohol IDENT /Igentudixania |Must comply with the approved test method / Complies /
2 A-puxaopbendniosoro cnupTy Mae BiLnoBIATH 3ATBEPLKEHOMY METONY Binnosinae
Content / Kinbricue gusnadennn: 0.62 mg flozenge
Amylmetacresol / Animeraxpesona 10'53 0.67 mg/lozenge (wr/nmonsmr) 0.62 MITNBOAANHK
2,4-DCBA Content / 1.22 mg flozenge
Kimbxicne imnavemis 2,4-TuxnopSensnnosnii compt 1.08 — 1.32 mg/lozenge (Mr/meopauuk) 1,22 Mr/ABORAHHK
*Microbiological Examonation/ Lastiested:
*MixpoSiomoriuna usicroTa Hata ocTans0r0
TECTYDAHA:
Total acrobic microbial t3 iInKi
ero izl count Baransie xinnkicrs 08 2023

Complies / Bignosinae
Complies / Bianozinae

Complies / Bignosinac

Complies / Bignosigae

Reckitt Benckiser
Web:www.reckittbenckiser,com
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SKU 0300010 P reckitt

Benckiser

Certification statement: / 3aasa npoe cepridiranio:

[ 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 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,

LTirs % 3aCBiTTYT0, 100 HarcAeHa Blrwe indopManis € zocTopiproto Ta Townoio. Lo cepito npoxykii 6yNio BHPOGACHO (BRNOYAIOYH NAXYDANIS / MAPKYBAHNA) TA
npoBe/iEH0 KORTPOIS i AKOCT Ha BHINe3aIHaueHil AineHuNi y nosHiH BianosigHoCcT] 3 BiMorastt GMP, BCTAHOBNEHIMIE MICUERItM PETYASTOPHIM OPIAtOM, A TAKOK
Biznosinto fo cnenudixadilt, wo Mictateca y pecctpaniiinosy nocse. IIpoTokont BYPOCHHITE], NAKYBAKNA TA aHANi3IB GYNIO MCPErARHYTO T2 BCTAHOBNCHD
mignosipHicts GMP,

Comments /Konsterrapi:

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

* MixpoGionoriume TecTynaHHA NPOBORATE Ha il cepii B pix npH BHAYCKY.

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

Poawmip cepil 3azeaeno Ax KinskicTs kKopoGis sipolienoi cepil. OaH kopoS MiCTRTE 144 CIORHBUNX YHAKOBOX.

Name and position/title of person nuthorizing the batch release / . . Date of signature /
. . Signature / ITianmc L
[pissmue Ta rrecapa/znanns ocob, ska BUAAIA OB 1A BINYCK cepil Jara nignncanust:

M Mhﬁ M %k an ‘g e ﬂsﬂ’ fr?g;cafry signad by: Martha

f Signature: Reason: | This d L
Martha Mukange, QP / QA Technical Support Manager, facason. | aporoy.fhis dacumen

Email: Martha.Mukange®@reckitt.com

Eiectronically signed by: Andrew Godber st Elactronically signed by: Phifip Knight
. Reason: | am ihe suthor of this . Reason: I hava raviewad this datumant
Sisnature:  Miwke- eyt Signature: % ! : .
g LT .y gnat . Dala: Aug 7. 2024 21:35 GMT+ 1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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JEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMMH Y KHIBCBKIX OBJACTI

npog. CeiTnuyuol Hapnil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
IIpO SIKiCTH BBEe3eHOro B YKpaiHy Jikapcekoro 3aco0y

25.10.2024 Ne 46020/24/10

CTPEIICIIIC® OPUTTHAJILHAHN

(naiMeHyBaHHA JiKAPCHROTO 3ac00y 3rinHo 3 peecTpaliiHUM OCRINYEHHIM)
NLOASHUKH; 110 12 neopsiHukiB y 6micrepi, no 2 Gaicrepun B KapToHHiil KopoGui
(thopma Bumycity, JO3YBAHHA, BUJ TAKYBAHHA AiKapCRKOTo 3acofy)

Howep peectpauiitroro nocrianenns UA/6479/01/01 crpox aif peecrpauiiinoro mocsiguenns 01.01.2099
Cepix nixapcskoro sacoby Ne SN280 KinexicTs BBe3¢HOrO Aikapceskoro sacoby 4320

BupoGunxk Pexxitt Benkisep Xenckep Iureprenan Jlimiten, Bemika Bpurania
(naiineryBanHA BEpOGHHEKA NiKapCEKOTO 3acaby, xpaila NOXOIHKEHHR)

Baeseno B Yipaiuy TopapncTso 3 0dMezxenoio BigmosigansuicTIo "PexkitT Benwxisep
Xayexonny Enp Xesne Kep Yrpaina", inenr. xon: 33696041

(naitmenypanns Ta xon 3a €IPTIOY ropunmunoi ocobu afo npissute, iM's, o batskoBi izHunoY
ocofu - mimmpremua, I Micue apoxyBanns Ta peecTpaniiivuii HomMep 06aikonol KapTKH NNATHMKA
nonatkis afo cepiz Ta HoMep nacnopTa)

IIpoToxox Bisyansnore koxrpoaio six 13.09.2024 Ne 2°726/1.

JlaGoparopuuit ananiz sxocri sikapcekoro zacoby suificHermit:

HI1 "Lentpansna nabopatopis 3 aHafisy axocTi nikapeskux 3aco6iB i MeAMMHOT MpomyKLii”
(M.Kuis, Byn. Kyapsascsxa 10r m.Kuis, syn. Kyapasceka 8B Kuiscska o6nacts, c. Hosi [letpipii,
ByJ. Igana Opanka, 19}

(maiivenysanns T2 Micuesnaxomxenus nabopatopil, me nponesa nabopaTopHui ananis gxocti)

Bucnorok mogo axocti AikapcsKoro 3acoby, sunanuii naGoparopicio pig 09.10.2024 Ne 2032

PesyneTaru nabopaTopHoro ananisy fxocti Jiikapckxoro 3acofy 3a mepesipenumn nokasHuxamn Binosinalore
BHMOTaM METOAIR KOHTPOIIO AKOCTI (AHAMITHYHO-HOPMATHEHOT TOKYMEHTALIT),

3a peaynsTaTaMy JCpXKABHOIO KOHTPONI) BCTAHOBNEHO, WO JHKAPCBKMH 3aci6 BBeseHO B Yxpainy 3
AOTPHMAHHAM BiMOT 3aKOHOAABCTBA 100 3abe3mneT e A SKOCTI AIKAPCHKHX 3acoBiB.
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JEPXKABHA CJIYXKFBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKII OBJIACTI

npos. Csitmarol Hapi, 3, mKuls, 02099, ren/daxc: (044) 576-40-41
. E-mail: dIs.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
npo sikicTb BBe3eHoro B Yxpalny aikapcbkoro 3aco6y

24.12.2024 Nt 66824/24/10

CTPEIICLIIC® OPHTTHAJBHUH

(maltmesrysamna nixapchroro 3aco6y sriamo 3 peectpaniituim nocsirIcHHAM)
asoasuuxn; no 12 asoasuuxis y 6xicrepi, no 2 6aicrepn B kapronnifi kopobui

(bopma BuMYCKY, K03YBARRA, BHA NAXYBAHHA NIKapCLKOTO 3acoby)
Homep pecerpaitifitiors nocsimaenns UA/6479/01/01 crpox ail pecctpauifinoro noceiguetns 01.01.2099
Cepia nikapcsxoro 3acoby Ne SV306 Kinexicrs seesenoro nixapcsxoro 3aco6y 4320

Bupobimx: Pekxirtr Benkizep Xenckep Inrepremnn Jlimiten, Benuka Bputania

(uaitmerysania snpo6rma nikapesroro 3acoby, xpaim noxogxens)

Baeaeno » Vxpalny Tosapucrso 3 06Mexenolo Biznosinannuicrio "Pexxitr Benkizep
Xayexong Enx Xeac Kep Vipaiua", ixenr. woa: 33696041

(maitverysamn T2 xox 3a EPIIOY sopuarnol ocobu aGo mpisswme, in's, no Garsxosi diswanol
00061+ nimnpuenms, 1 yicite npoxwmpani Ta peccrpartifimit RoMep 06nixoBoT KAPTXH NIATHHKA
nojarxis a6o cepix Ta HOMEp nACTIOPTE)

Tlporoxoa sisyansnoro xonrpoato sin 13.12.2024 M 3996/4.

3 paymmai_in OEPXABHOTO XOHTPOMO BCTAHOBNCHO, MmO Jlikapchkmit 3aci6 seeseHo = Vipalny 3
AOTPHMAHHSAM pHMOr 3aKOHOAABCTBE MO0 3a6e3ncuetnx axocTi AikapchKuX 3acobis.

-/ Omsra EPLOMEHKO

"~ (rkarmc) {Isiutams ™ nplysyne)
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SKU 0300010 .
Benckiser
COA VERSION 24 UA ' CERTIFICATE / CEPT] KAT AK 1
NAME OF PRODUCT:  JSTREPSILS® ORIGINAL CERTIFICATE/CEPTH®IKAT
HA3BA ITPORXYKIII: CTPETICLJIC® OPUT'THAJILHU Ne 372707
Country of manufacturing / Kpalna-supoGuux JUnited Kingdom Besmuxa Bprrasia
CERTIFICATE REGISTRATION NUMBER: INe UA/6479/01/01
HOMEP PECCTPAIIIITHOTO NOCBLIMEHHSA: Ne UA/6479/01/01

Strength / Potency: / Cua gi/ Axrusuicrs:

Amylimetacreso] 0,6 mg / Aminmeraxpeson 0,6 mr;
2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-anxnop6ensnnosoro canpty 1,2 Mr

Dosage form / JIixapenia dopma

Lozenges / Jlvonaruxn

Package size and type / Poamip T4 tTan nakosauns

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

quality control and release/ Bixnosinansunit 32
sMpOSHRITBO, NAKyBANNR, KOHTHOAL AXOCTI TA
aunyex cepil:

BATCH NUMBER / HOMEP CEPIl:  |SV306 DATE OF MANUFACTURE: / JATA BUPOEHHITBA: 102024
- EXPIRY DATE / RATA SAKIHUEHHA TEPMIHY

'BATCH SIZE / PO3MIP CEPII: 256 Ca MPMIATHOCTI: 10 2027

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

Nottingham, NG90 2DB,United Kingdom -
Pexxitr Beuxizep Xencrep Inrepreunm Jlimiten, Horrinres cafir, Teiin Poya,
Hotrinrem, NG90 2DB, Benuxa Bpuranis

Appearance (organoleptic)/

. RESULTS OF

Circular, red coloured lozenge with S icon intagliated on both

Ounc (opravonearnnnit) sides / Kpyrni ns0aa:#uxy 4epBOHONO KONBOPY 3 THCHEHHAM g?mphss /

. iznosizae

uaxy S 3 06ox GOKIE.

Average weight (determine with 20 lozenges) / 2.5-2.7 g/ lozenge 26 g /lozenge
Cepeann maca (Br3nauacToes na 20 avogsnaxax) 2.5 =2.7 r/ nbopasnK 2,6 r/AOARHKK
Uniformity of Mass (Eur.Ph. 2.9.5) Must comply Complies with the requirements of Eu. Ph. 2.9.5/ Complies /
Oanopoanocts maces: (€p.®. 2.9.5.) Mac Bignosinary sumoram €8p. 9. 2.9.5. Bianoginae
Amylmetacresol IDENT / Izenrndixania Must comply with the approved test method / Complies /
Aminmeraxpesony Mac siatosizam saTBepaXEHOMY METOAY Biznosizac
2,4 = Dichlorobenzyl Alcohol IDENT / lnentndixanis [Must comply with the approved test method / Complics /
2,4-guxnopSerinnonoro canpry Mae sirosiaaTi 3aTREpIKEHOMY METOZY Bianosigac
Content / Kinsxicue sninauenns; 0.53 —~ 0.67 mg/lozenge (Mr/n50a8HAK) 0.61 mg flozenge
Amylmetacresol / AMuameraxpeiona 0,61 mr/nsonAnnx
2,4-DCBA Content / 1.08 - 1.32 mg/lozenge (Mr/moonxniK) 1.19 mg Nlozenge
Kinsxicne sranavenns 2,4-Tuxiaopbeninnonnit cnupr 1,19 MI/NBOIRHUK

*Microbiological Examonation/
*Mixpobionoriuna yncrora

Total aerobic microbial count Baransue xinbkicTs
KHTTCIARTREX Mikpoopraniiming

Bacteria / Baxrepil (Eur.Ph.2.6.12/ €pp.®.2.6.12)

Yeasts and Moulds / [lpixaxesnx Ta nicussix rpubin
(Eur.Ph.2.6.12/ €8p.0.2.6.12)

Staphylococcus aurcus (Eur.Ph.2.6.13 / €8p.0.2.6.13)
Pseudomonas aeruginosa (Eur.Ph.2.6.13 / €sp.®.2.6.13)

Last tested: / Jara
OCTAHHLOTO TECTYBAHS:

112024

not more than 10? CFU/g / ne 6insme 102 KYO/r Complies / Bianosizac

not more than 10' CFU/g / ne Ginume 10' KYO/r
Complics / Biznosinac

Absent in 1 g/Bincyrrictss I ¢ Complies / Bixnosinae

Absent in 1 g/ Bincyrricte s 1 1 Complies / Bianosiase

Of
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Reckitt Benckiser
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SKU 0300010 ‘ W reckitt

Benckiser

Certification statement: / 3ansa nipo ceprndixanino:

I hereby certify that the sbove 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 focal Regulatory Authority and with the specification in the Registration Dossier.
& batch processing, packaging and analysis record were in compliance with GMP.

Ilum & sacsizryro, mo nasegena sune hidopmais € A0cToBipHON0 Ta TouHOI. Llto cepilo sipoxyxuil Gyno sHpoaeno (BXIIOHAI0A NaKyBAHNA / MADKYBAHHS) Ta

nposeseno xorTpoms Tt sxoctl #8 autnetasnadenid ginsnni y nosnil siznosianocti 3 sumoramn GMP, BCTRHOBNEHHMN) MICUCBUM PECYAXTOPRUM OPrAHOM, & TAKOXK

sianosiamo so cneundixadif, wo mictaTies ¥ peccrpaniftnoMy nocse. [poroxann BHPOSHUTRA, AKYRAHRS TR axanizis 6yn0 NEPErNARYTD TA BCTAHOBNEHO

winnopinuicrs GMP.

Comments /Komesrrapit

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

* MixpoGiosorivne TeCTypaHHA IPOBOANTS Ha ORKIR cepil B pix MPE pamyCKY.

'The batch size is indicated as cases quantity per manufectured batch. One caso has 144 consumer packs.

Poamip cepil saaeaueno ax Kinsxicts xopoSis rrpoSnenof copil: Onit xopo MICTHTS 144 CIOWMBHUHX YTIAXOBOK.

Date of signature /

Name and position/title of person suthorizing the batch release /
JlaTa nianucannusn:

[Ipiseuitie T8 nocazs/spannsg ocoba, sxa snaana 103811 kA BHAYCK cepil Steuatore) Miaun¢

; Electronially signed by: Marthe
kignature:  Martha Mukange B : .
Martha Mukange. QP / QA Technical Support Manager. § Dore B 5008 1éos T
Email: Martha.Mukange@reckitt.co

memm - Enwomeuy. signed by: Philip Xnight
Signature: Mo Reaeon: | am the suthor of this Slgnature: @ Reason: | have reviewed ihis
Date: Nov 6, 2024 15:34 GMT Date: Nov 8. 2024 21:37 GMT

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

Reckitt Benckiser
Web:www.reckittbenckiser.com
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