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SKU 3008374 WFreckitt
Benckiser
COA VERSION 11 ALITY CERTIF PTHDIK, T
NAME OF PRODUCT; STREPSILS® LEMON SUGAR FREE CERTIFICATE/CEPTUDIKAT
HA3BA HPOZYKLLI: CTPETICLIC® BE3 IYKPY, 31 CMAKOM JIHMOHA Ne 239875

Country of manufsctaring / Kpatua-s¥poSunx

Jyni‘lcd Kingdom Beauxa Bpurania

CERTIFICATE REGISTRATION NUMBER:

fLUA/4927/0101 FROM 19.07.2016 TILL 19.07.2021

[NMOMEP PRECTPAIINHOT O MOCBLAYEITHS:

JUA/4927/01:01 BIZ 19 07.2016 JUMCHE JO 19.07.2021

ISlrcnglh { Potency: / Cuaa pif/ AkTuauiers;

[Amylimetacresol 0,6 mg / Aminmeraxpeson 0,6 mr;,

[2.4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-auxnopbenaniororo conpty 1,2 Mr

[posage form / Mixapesa dopma

Lozenges / JIsonsvuxn

[Package size and type / Poamip Ta vnu naxosannn

INa16 (8 x 2) in blisters / Nul6 (8 x 2) y Gaictepax

BATCH NUMBER / HOMEP CFPIL;  |KD158 IDATI: OF MANUFACTURE: / JATA BHPOSHHLITBA: 08 2020
e ————
S S EXPIRY DATE / JIATA 3AKIHYERIA TEPMINY
'BATCH SIZE / PO3MIP CEPIL 371 CA (PIIATHOCTT: _ 08 2023
Responsible for manufacture of the product, packing, [Reckitt Benckiser Healtheare International Limited, Notlingham site, Thane Road,
quality control and release / Bianoninaanunii 3a Nottingham, NG90 2DB, United Kingdom
supobuNnTRO, DAKYNRBRK, KONTPOAS RKOCTI T2 Pexxrrr Besasep Xeacxep lirrepucisia Jlimite, Hornnrem cafit, Telin Poyn,

BuNycx cepil:

1{ornincem. NG90 2DB. Bennka bpuranis

IManufacturing License/ linemsin na nupolineareo;

12862

Certificate of GMP compliance of listed site /
Cepradixsr signoslanocri GMP anx sz3nanuenol
EOUIS T

JUK MIA 12862 Insp GMP/IMP 12862/119098-0020

RESULTS OF
TESTS LIMITS ANALYSIS
TIOKA3IIHKH HOPMH PEIY.IhTATH
AuA 31
Appearuance / Onnc: Circular lozenges, while 10 pale yellow color, intagliated with the
(DO097245) "$” icon on both sides/ Complies /
PYIM AboAxHuKH, Bik Guioio 20 GAii0-x0BTOrO XONBOPY. i3 Bianomaac
soGpamentam naxa «S» 3 06ox Hokis
=
Taste / Cmax (DOU97247) HChwacteristic Lemon / Xapakrepsuf anmonnni Complies / Bianosinac
Average mass / Cepeans muca (D0097248) 2.25-2.45g/2.25 2,45 r g/ lozenge (t / monsitux) 2,35 & /lozene
’ ) ’ ‘ * Tt/ nvomanmx
Uniformity of weight / Oanoplanicrs macx [Must comply Complies with the requirements of Eu. Ph. 2.9.5 / Mac Complies /
(Eu.Ph.2.9.5/Cdp ® 29.5) Iianomaaomn swnoram Cap.@. 295, Bianosiaae

Amylmetucresol lgentification / )
InenTudicauln aminmeraxpesony (DO100834)

!Shuuld be posiuve / Mae 6yTu nosumisnmo

Positive / TloauThana

2,4-dichlorobenzyl alcohol 1dentification /

inesTadixauin 2, 4-auxsopbensnavsoro enupry
(DD100834)

Should be positive / Mac Gy1n noantasion

Positive / TlosuTnaHa

IConlentl Kinnxicue amimavenns (D0100834)

MixpoGioaorinxa umcrora: Cap. O, 3.1.4; 2.6.12;

_ m lozenge
smylmetacresol / aminmersxpesony 053 = 0.68 mg/lozenge (ur/monzhi) 042 Wr/AOIARHK
Content / Kinuxicue smananenns (DO100834)
2,4-dichlorobenzyl alcohol / 2 4-nuxnopbeninsosoro 1.05 ~ 1.35 mgflozenge (Mr/an0nasuK) 1,18 mf fozengs

NI TTRODARNK
cnupTy
Microbiological tests: Eur.Ph, 5.1.4; 2.6.12; 2.6.13 Last tested* / 112019

JIATR OCTANLBOI0 TECTYBANS",

Total Aerobic Microbia) Count/

3aransaa xirbkicrs aepobaxx mikpoopranismis
(TAMC)

Total Yeasts and Moulds /

3araassa kisexicn. anicenenux Ta 2pbxakesnx
rpaGis (TYMC)

Absent of Staphyloroccas nureus/ Biaeytuicrn
Staphylocorcus awreus

Absent of Pseudomonas aeruglnosa/ Biacyrmicre
|Pseudomonas aeruginoss

1

Complies to Eu. Ph. / Bianoniauo no sumor €ap. 0.

JComphes to Eu Ph / Binmoaiano 1o samor Cup Q.

Complies 10 Eu. Ph. / Biguosiano 1o aumor €sp.®.

Complies to Eu. Ph. / Bianosiano a0 anmor Esp.®.

_] Complies / Bianosiaar

Cumplies / Butnosinac

Complics / Blanosinae

Complies / Bianosiaac

Que /[6H0 % Jol/mw

Reckitt Benckiser
Web:www.reckittbenckiser.com
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DocuSign Envelope ID: 884CFB3F-1533-4313-31FB-30014AF27ABE

SKU 3008374 W reckitt
Benckiser

Certification staterent: / 3ansa npo cepradixanin:

| hereby certify that the above information is suthestic and acourate. This batch of product has bees manfactured, including packsging / Iabelling and quality control at
-lmmmimaaq.)hnnmpsmmmoww.m«unxmlRmmqadmmwnmmammimm.m
processing, packagiog and analyzis record were in complisnce with GMP.
2 3acBiAvYI0, 10 NaneeHa suxie indopuaia ¢ ip T 0. Lbo cepiro mpoay i Gymo 3wpoGineno (IRONAIONI NAKYSAXA / MADKYRRRRS) TR

mmpomI‘l‘men’|numu!nimuuiymlm’lnm:muw,mmunimwnmlm

mmmwmm-mymm.mmm.nm-m-wmmnmm

[asizmomamers GMP.

|Comments /Komenzapi:

* Microbiolagical testing are pesformed on one freshly manufectured batch per yenr.

* MipoSianoriite TecTysarow nposaaxTLCA e omsill copil 5 pik nPW sHmyeKy.

‘The beaich size is indicated a3 cascs quanticy pec manufectured batch. One case has 144 consumer packs.

ip cepil 30CARCHO A XimxicTs KopoSis supobinenoi cepil. Omm xopos micTars 144 enosaex ynaxosox.

Name and position/title of person authorizing the batch release / Siguatare / Miazne Date of signature /

Npissnine 72 nocags/ssanaa ocoln, axa sean;ia 203eln na vanycx cepil Jlara nEllulm
Mandy Turgoose DocuSigned by: 14-09-2020 | 1§:39 BST

d §ﬁn'3'ﬁ?m¢ Mandy Turgoose

Signing Reason: | approve this
I Signing Time: 14-09-2020{ 17:30 BST
SA1A3B4AT1DFG47AA84BBBAYTECO

Factory Suppliers compliance Manager and qQuali

. PAGE2OF2
- 11/09/2020 14:06
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Reckitt Benckiser
Web:www.reckittbencidser.com




W

JEPXUTIKCIYXEA
JAEPKABHA CJIV)KFA 3 JIKAPCHhKHX 3ACOBIB TA KOHTPOJIIO 3A
mrxomm YV KHIBCBHKTH OBJIACTI

npocniext Banepis JioGanoscskoro, 51, M. Kuls, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls gov. ua,ht_tummdh‘m Koa EAPIIOY 37078774

BHCHOBOK
npo axicTs BBesenoro B Yxpainy aikapebkoro 3acoGy

13.10.2020 Ne 52462/20/10

CTPEIICLIC® BE3 HYKPY, 31 CMAKOM JJHMOHA
{smilMenynmmma nixspearoro 3scolly JrLAKO 3 POECTPALIAHNM TTOCRIRNEHHAM)
HUKH no 8 nnonsunxis y Gaicrepi; no 2 Gaicrepn B xaprommidt xo
($opua munycxy, RosyBanite, BiA NEXyDBaHRR Xixapcixare sacofy)

Homep peectpaniftuoro nocaimmenns UA/4927/01/01 crpox aif peccrpanifinoro nocaiguenxa 19.07.2021

Cepix ixapcaxoro sacoly M KD158 Kinexicrs ssesesioro mixapesxoro sacofy 53424

BrpoGunx Pexxirr benkisep Xencxep [ureprenmin Jlimiren, Benmxa Bpurania
(wathecynamns spoSiNxa Nixapcrxoro 3acoby, Kpaive NOXOANEHHA)

Boeacwo 8 Vxpaliy Tosapucrno 3 obmemencio sinnopizansuicrio "Pexucirr Be

Xaycxoan Eng Xexc Kep Vxpaliua", iaenr, xoa: 33696041

(menmmnmamovnpmmommmmlw;mmm

ocolu - ninnpnmm,ruiaunpomuumnpewmuulmlmpo&vhudmmm
noastxis 250 cepls Ta Homep nacnoprs)

HpoToxoa shyansnoro konTpoan ain 06.10.2020 Ja 3344/1,

32 pEIyILTETAMH AEPEERHOIO KONTPOMIO BCTAHORTCHO, IO fixapcuxui  3aci6 msesewo 3 Vapalny 3
AOTPHMAHHAM BAMOT 3aKOHONABCTES WORO J80E3NEUEHHA AXOCTE NiXAPCHKHX 3acobis.

3acTynHRK HaYaNBHUKA BTy
Hepxabiol cayx6n 2 nikapcsxnx 3acoGin ,
™ tompomo 33 HapxoTHXaMu y Kuiachkiit % 3yGapesa H. B.

(nixsc) (inininm T8 npienme)




AEPAUNIKCIIVIKBA
HEPIKABHA CJIYKBA 3 JIIKAPCI)KI’.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCLKII OBJACTI

npocrekr Banepisn JloGanoscekoro, 51, M. Kuis, 031 10, ren/pakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Mpo SIKICTH BBE3EHOI0 B Ykpainy Jikapeskoro 3acoly

10.02.2021 Ne 3978/21/10

CTPEIICLIC® BE3 LIYKPY, 31 CMAKOM JIUMOHA

(nadiMenynauns aikapesxoro sacofy 319210 3 peecTpaniiiim MIOCBETHEHIsN)
ABOJSHHKH 110 8 IbojsHuKIB ¥ aicrepi; no 2 Gaicrepn b KapToHniil kopobui
(hopma sunyeky, ACIYBAHUS, BHTIAKYBAHIA AKapehkore 3acoby)

Houmep peectpauiiinoro nocsinuenns UA/4927/01/01 CTPOK aii peccrpauifinoro noceinuenns 19.07.2021
Cepin aikapebkoro sacoby Ne K1.934 Kinbkicrs BBE3cHOrO Nikapeskoro 3acoby 54864

Bupotuuk Pexkirr benkisep Xencxep Inreprentan Jlimires, Bemka bpuranis

(1alisenysanas supodumnka AiKapeLEero 3acody, kpaina NOXO KRN )

Breseno s Vipainy Tosapuerso 3 o6meskenomn BiAnoBizanbuicTio "PerkiTt benrizep

Xayexoan Eup Xeae Kep Yrpaiua", inenr. koa: 33696041

{Haisienysarus ta ko sa C/PNOY fopransnol ocodi abo npizsuie, iv'a, no GarLron] Bizmannt
ocoll - nianpuesus, ¥ micue NPpOHBANNS T4 pecerpauiiinmii tosep oGaikonsot KPR TEETHUKA
noaarkis abio cepis ta omep Hacnopra)

Hporoken sisyansuoroe kowrposio sixn 03.02.2021 N 0249/3,

32 pesyaetatamu  pemkasnoro KOHTPOMO  BCTAHOBAGHO, MO  JIiKapchRul  3aci6  mBezeno o Yrpainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTRA WOAO 3a6e3nevctius :ikocq'i Aixapeskix sacobis.
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DecusSign Envelope ID: EB8E82F9-9F31-41CA-9906-BO5SESAATCEF6

SKU 3008374

90

ﬁ. Reckitt
Benckiser

COA VERSION 14

QUALITY CERTIFICATE / CEPTH®IKAT SIKQOCTI

NAME OF PRODUCT:

STREPSILS® LEMON SUGAR FREE

HA3BA MPOJAYKUIT:

CTPENCLIC® BE3 LIYKPY, 31 CMAKOM JIMMOHA

Ne

CERTIFICATE/CEPTH®DIKAT

242928

Country of manufacturing / Kpaina-pupobunx

Uniled Kingdom Benuxa Gpuranis

CERTIFICATE REGISTRATION NUMBER:

UA/4927/01/01 FROM 19.07.2016 TILL 19.07.2021

HOMEP PEECTPALIIIHOIO MOCBITUEHHS:

UA/4927/01/01 BLT 19.07.2016 JIMCHE JIO 19.07.2021

Strength / Potency: / Cunia aii / AKTHBuICT:

Amylmetacresol 0,6 mg / Aminvetakpeson 0.6 mr,

2,4-Dichlorobenzy! Alcogol 1,2 mg/ 2, 4-auxnopSenauiosoro cnupry 1,2 mr

Dosage form / Jlikapenka dopma

Lozenges / Jlnojisimku

Package size and type / Pozmip Ta Tn nakosanus

Nel6 (8 x 2 in blisters / Na16 (8 x 2) y GricTepax

BATCH NUMBER / HOMEP CEPIT: KL934 DATE OF MANUFACTURE: / JIATA BUPOBHHILITBA: Oct-20
e = . “ EXPIRY DATE / HATA 3AKIHUEHHSI TEPMIHY

1 ‘ TP a

BATCH SIZE / PO3MIP CEPII: 381 CA NPHAATHOCTE: Oct-23

Responsible for manufacture of the product, packing,
quality control and release / Bianosinansuuit 3a
BHPOGHHITEO, NAKYBANIN, KOHTPOIL AKOCTI T4
BHNYCK Cepii:

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

e, Thane Road,

PexkirT Berixizep Xenckep lnrepuenan Jiviten, Hormnres CaT,
Horrikrem, NG90 2DB, Benuxa Bpuraitis

Teiin Poya,

Manufacturing License/ Jinensis ua supoéauurno;

12862

Certificate of GMP compliance of listed site /
Ceprudirar ginnosinnocti GMP aas 3a3nauenoi
aEISITIH

UK MIA 12862 Insp GMP/IMP 12862/119098-0020

RESULTS OF
TESTS LIMITS ANALYSIS
MMOKA3HHKH HOPMH PE3VILTATH
AHAJII3IB
Appearance / Onue: Circular lozenges, white to pale yellow color, intagliated with the
(D0097245) “S” icon on both sides/ Complies /
Kpyrni nsonsnnkn, sin Ginoro 1o 67i10-%08TOMO KONBOPY, 13 Binnosizac

3o0panceniaM 3Haka «8x» 3 06ox Gokin

Taste / Cyax (D0097247)

Characteristic Lemon / Xapakrepruii iumomiui

Complies / Bianosinae

Average mass / Cepeansa maca {D0097248)

225-245g/225-2A45r g/ lozenge (r / ALOAAIHK)

g/ lozenge

2,35
o/ npomHuK

Uniformity of weight / Oanopianicrs vacn
(EuPh. 2.9.5/ €dip.D. 2.9.5)

Must comply Complies with the requirements of Eu. Ph. 2.9.5 / Mae
BifnosigaT suMoram €sp.@. 2.9 5,

Compiies /
Bianosinac

Amylmetacresol Igentification /
Lientrdikauin avinmeraxpesony (D0100834)

Should be positive / Mae 6yT1 nozumysnoio

Positive / [losuTusnia

2,4-dichlorobenzyl alcohol Identification /

Inentndiranis 2,4-nuxopdeninnosoro cnupTy
(D0100834)

Should be positive / Mae 6yTu nosurusHomw

Positive / | losutuena

Content / Kinbkicne suznauenms (DO100834)

myg fozenge

CHOHPTY

53 -0 loze » I
amylmetacresol / aminmerakpesony 053 ~ 0.68 mgflozenge (Mr/uwonanmk) O MIU/ILOSHIK
Content / Kinbkicie Buznauenus (D0100834) 7
2,4-dichlorobenzyl alcohol / 2,4-nuxnop6enzunosore 1.05 - 1.35 mg/lozenge (mMr/nroasnug) 1,18 TR OREIRG

MENBOMAHME

Microbiological tests: Eur.Ph. 5.1.4; 2.6.12; 2.6.13
MikpoGionorinna wnerora: €sp, B, 5.1.4; 2.6.12;

Last testedv /
JATa 0cTAHUBOTO TECTYRANRY

Feb-20

Total Aerobic Microbial Count/

3aranbia KiabKicTh acpoGunx Mikpoopranizmis
(TAMC)

Total Yeasts and Moulds /

3araneHa Kungicrs nnicenennx Ta ApIKIKEBHX
rpubis (TYMCQC)

Absent of Staphylococcus aurcus/ Bigcyrnicts
Staphylococcus aurcus

Absent of Pseudomonas acruginosa/ Bincyruicts
Pseudomonas acruginosa

Complies to Eu. Ph. / Binnosiano so sumor Eap.d,

Complies to Eu. Ph. / Binnosinio go sumor Erp.d.

Complies to Tu. Ph. / Bianosinno a0 sumor €ap.@.

Complies to Eu. Ph./ Bianosiane 1o sumor €p.d,

Complies / Bianosinae

Complies / Binnosinae

Complies / Binnosixae

Complies / Bianosinac

Reckitt Benckiser
‘Web:www.reckittbenckiser.com
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DocuSign Envelope ID: EBS8EB2F9-9F31-41 CA-9908-BOSESAA1C8F6

SKU 3008374 Wit

Benckiser

Ceriification statement: / 3ansa npo ceprudiraniio:

[ 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 Regulatery Authority and with the specification in the Registration Dossier. The
batch processing, packaging and analysis record were in compliance with GMP.

[list 2 33CBIANYS0, WO 1HaBENCHA BHIE nepmanis € nocTonipho Ta Tounoio. Lo cepiio nponykuii Gyno supobueno (srmouaioyn aKysanna / Mapkysanns) ta
POREACHO KOHTPOIND 1T AKOCTI HA BHLIC3IAZHAYCHIR MimbiHy] ¥ noskiit pifnosiasocT 3 Bumorasu GMP, eTanosneHumu MICLEBHM PEYNATOPHIAM OPraloM, 8 TAKOK
B1AN0BIH0 10 crienn (hixadiiii, uo MicTaTsca ¥ PECCTPAIIHHOMY 10ChE, lNpoTokonm supodHuLTRE, HAKYBAHIA T4 AHAMI3IB BYNI0 NEpernanyTo Ta BETAHOBIEHD
BinnosiHicTs GMP,

Comments /KomenTapi:

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

" Mikpobiosnoriune TecTyRanung nposoauThes 113 onwiii cepil B pik npH BHIYCKY.

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

Poamip cepii 3aseaueno ak KinbxicTh kopobin supobnenoi cepii, Onun kopo6 micTnTh 144 crosxmsix YMOAKOBOK,

Name and position/title of person authorizing the batch release /
[Mpiserine m mocaga/ssanus ocobu, ka pugaia A03BiJl HA BHIIYCK cepil

Date of signature /

Signature / ignuc :
& # Jlata nignucauns:

DocuSigned by:
Mandy Turgoose Plondiy Toigocse

U Signer Name: Mandy Turgoose
Signing Reason: | approve this documerft
i dd P%ﬁmér@nﬁmei 16-Nov-2020 | 14.17 GMT]

SA1A364A1DFB47A484BBBASTECO1RET

16-Nov-2020 | 14:18 GMT

Factory suppliers Compliance Manager and Qualif

< ; PAGE 2 OF 2
Reckitt Benckiser
Web:www.reckittbenckiser.com 16/11/2020 12:47
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