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SKU 3008374 a—
Benckiser

COA VERSION 22 QUALITY CERTIFICATE /| CEPTH®OIKAT AKOCTI
NAME OF PRODUCT: |STREPSILS® LEMON SUGAR FREE CERTIFICATE/CEPTHRIKAT
HASBA IPOXYKINI: CTPEIICUIC® BE3 IYKPY, 31 CMAKOM JIIMOHA No 364578
Country of manufacturing / Kpaina-supoinug United Ki:;gdom Bennxa Bpurania
CERTIFICATE REGISTRATION NUMBER: UA/4927/01/01
HOMEP PECCTPAITIHHOIO MO CBIAYEHHST: lua/4927/01/01

Strength / Potency: / Cuna aii / AkraeRicTb:

Amylmetacresol 0,6 mg / AMinmeraxpeson 0,6 MT;

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2 4-pmxnopbensunosoro cmpty 1,2 Mr

Dosage form / Jlikapenxa dopma

Lozenges / JInopamku

Paclkage size and type / Po3mip 1a o naxopannsa

Nel6 (8 x 2) in blisters / Nel6 (8 x 2) y 6nicrepax

BATCH NUMBER / HOMEP CEPLI:  [SM544 DATE OF MANUFACTURE: / JATA BHPOEHUIITBA: 072024
EXPIRY DATE / IATA 3AKIHYEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 375 Ca MPHIATHOCTY: 07 2027

quality control and release / Binnosiaansnnii 3a
BHDOGHIITBO, NAKYBANASA, KONTPOAS AKOCTI T2
BINYCK cepil:

Responsible for manufacture of the product, packing,

Nottingham, NG90 2DB,United Kingdom

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

Horrinren, NG90 2DB, Bemxa Bprrania

Pexxirr benkizep Xesncxep Intepremun Jlimiten, Horrinren caitr, Teiin Poya,

Manufacturing Licensel JIiueHain Ha Bl!poGlIIlIJ.TBO

12862
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Circular Iozenges, white o pale yellow color, intagliated with
the S” icon on both sides/
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Inentadixanis aminmeraxpesony (D0100834)

(D0097245) Complies /
Kpyrii sbogsmuxe, sin 6inoro mo 6nizo-mostore xonsopy, i3 Bianosizae
306pakeHHAM 3Haka «Sy» 3 o6ox Goxis

Taste / Cmax (D0097247) Characteristic Lemon / Xapaxrepruii musommnui Complies / Bimnosinae

E _ 236 g/lozenge

Average mass / Cepeans maca (D0097248) 2.25-2.45 g/ 2,25 -2,45 r g/ lozenge (r/ nrongumk) 236 ©f nbomm

Uniformity of weight / Oaquopinnicts macn Must comply Complies with the requirements of Eu. Ph. 2.9.5 / Mae Complies /

J(Ew.Ph. 2.9.5/ €dp.D. 2.5.5) BiANORiNaTH BuMOTaM €8p.D. 2.9.5. Bignosigae
Amylmet ificati - i
mylmetacresol Igentification / Should be positive / Mae 6ytu nosurusHoo Positive / ITossrrusua

2,4-dichlorobenzyl alcohel Identification /
Inentudirania 2,4-nuxnopbenzunorore ennpry
(D0100834)

Should be positive / Mae 6yTi nosuTHBHOIO

Positive / [TosuTirHEA

Content / KIJII:KICHE.BIIBIIH‘IBHHH {D0100834) 0.53 — 0.68 mg/lozenge (Mr/momsmmK) 0.64 mg /lozenge
amylmetacresol / aminmeraxpezony 0,64  mr/moopsunk
Content / Kinpkiene pranauenua (D0100334)
2,4-dichlorobenzyl alcohol / 2,4-nuxnopBensiiosoro 1.03 - 1.35 mg/lozenge (Mr/meomanpK) 118 mf foxnge
enmpry 1,18 MOmBOfAHIK
|Microbiological tests: Eur.Ph. 5.1.4; 2.6.12; 2.6.13 .
Mikpo6ionoriuna unerora: €np. @. 5.1.4; 2.6.12; Last tested" / 102023
5 6.13 Hara ocrannsoro recrysann®
Total Aerobic Microbial Count/
3aransna kinnkicrn aepobunx mikpoopranizmis Complies to Eu. Ph. / Bisnoeiaue no sumor Epp.d. Complies / Bigniosinae
{TAMC)
Total Yeasts and Moulds /
3arazbita kitbkicTs MuiceneBnx Ta ApiMEHeRNX Complies to Eu. Ph. / Biznosiano zo sumor Ezp.d. Complies / Bizrmorigae
rpufis (TYMC)
Absent of Staphylococcus aureus/ Bipcyrnicte : . 5 g . i
[P —— Complies to Eu. Ph. / Bianosigso no smmvor E€gp. . Complies / Bignosiaae
Absent of Pseudomonas acruginosa/ Bizeyrniers : " . ; : 1
Pseudomonas ereginosa Complies to Eu. Ph. / Bignosiaso mo eumor Enp.d. Complies / Bigmosinae
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SKU 3008374 Yo

Benckiser

Certification statement: / 3astea npo ceprudirauiro:

[ hereby certify that the above information is zuthentic 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.

LM A 3acBinuyo, o Haregena sHine indopManix € JocTOBIPROIC Ta TOHOIO. Lo cepito npoayxuii 6yno aupobneHo (BKMONAIONH NaKyRaHys / MapKYBaHHA) Ta
NPOREAEHO KOHTPOIE IT AKOCT] Ha BNIIe3RIHAYCRIH ANBHHLI y noBRill Bianoninsocti 3 Bumoramy GMP, BCTAHOBACHHMH MICLEBHM PErYIUTTODHHM CPrAHOM, 3 TAKOK
signosinno fo cnenudixadili, mo micraraca y peecrpaniitnomy socse. Ilpotokony BHPoGHILTBS, NakyBaHHA Ta AHANIIE GYI0 NEPErNAHYTO Ta BCTAHOB/EHO
BignosinmicTs GMP.

Comments /Komeurapi:

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

' MikpoGionoritne recryBanis NPOBOANTECA Ha O/HIH cepil b pik npu sumycky.

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

Poanip cepil 3azeayero Ak KinbKicTs XopoeGis aupobneHol cepil. ORuH xopoS Mictirs 144 cnosByI yIakoRok.

Name and position/title of person authorizing the bateh release / 5 ; Date of signature /
: . - Signature / Mignne .
IIpissnute Ta nocaga/ssanas ocobu, AKa BUAAIA T03BLT HA BHNYCK cepii Hata nignneanun:
Efoctronically signed by: Martha
i y Martha Mukange Mot
Martha Mukange. QP / QA Technical Support Manager, Signature; ﬁjf:%’uc’,azpf'gggfb%g%’ﬂ%ﬂ’;

Email: Martha.Mukange@reckitt.com

Electronically signod by: Andrew Godber Elacirontcally slaned by: Phillp Knfah
Signature: Moke §ausun .;nm the avthor of this T — R:as?:ﬁrgvg%,;ewgp p Knigfit
Date: Aug 20, 2024 16:45 GMT+1 J:4 % . g%‘r:g"f;a OO R BN
Email: Andrew.Godber@reckitt.com Email: FPhilip.Knight@reckitt.com
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JEPKABHA CJIYKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIA OBJIACTI

npos. CeiTimrgnoi Hani, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
npo fKicTh BBe3eHOro B YKpaiHy JikapcsKoro 3acody

03.12.2024 Ne 61866/24/10

CTPEIICLJIC® BE3 IIYKPY, 31 CMAKOM JIHMOHA

(naiiMeryBanua gikapceKoro 3aco0y 3riguo 3 peccTpaniiiaumM MOCE AMEHHAN)
JBLOASHUKH; 110 8 nnonsnmkie y Gaicrepi; no 2 6icrepn B kapTonHiit KopoOui

(dopma sunyCKy, HO3YBAHKES, B NAKYBAHHA JHKapCAKOTO 32c00y)
Howmep pecerpauiiinoro mocsinuenns UA/4927/01/01 crpox nif peecrpauiitnoro mocimuenns 01.01.2099
Cepix ikapcrkoro 3acofy Ne SM544 KinpkicTe BResenoro ikapeskoro sacofy 34560

Bupobuuk Pexxirt benkisep Xenckep Inreprermsn JliMiten, Benvka Bputanis
(nafivenypaHEA BHpoGHUKa Jikapebkoro 3acofy, xpalia NOXOMKeHHT)

Bgreaeno e Yipainy Tosapuctao 3 o6merxenolo BignosinanbHicTIo "PexkirT Benkizep
Xaycxonn Eng Xenc Kep Yipaina', inenr. xox: 33696041

(uaiimenypanns Ta kog 32 EPIIOY ropuiyHOT 0cobH alo npissume, iM'a, no GaTexosi pisnaHol
ocobu - minmpuenn, 1 Micke MpoxuBanms Ta peccTpaniiteidi HoMep 06NIKOBOT KAPTKY ITATHHKA
nopatkis ao cepis Ta HoMep macnopra)

IpoToxox eizyan.uore xourpomo sin 27.11.2024 N 3724/6.

3a pesynbTaraM¥ OEpKABHOIO KOHTPONIO BCTAHOBJIEHO, INO JIKADCEKMH 3aciG BBeseHo B Yipalay 3
AOTPHMAHHSIM BUMOT 32K0HOABCTBA LIOAO 3a6e3nedeHHA AKOCTI MIKAPCEKYX 3ac00iB,
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SKU 3008374 W eockitt
Benckiser

COA VERSION 24 VALITY CERTIFICATE / CEFTH®IKAT AKOCTI
NAME OF PRODUCT:  |STREPSILS® LEMON SUGAR FREE : CERTIFICATE/CEPTHOIKAT .
HA3BA ITPOIYKIL: CTPEIICLIC® BE3 ITYKPY, 31 CMAKOM .TIHMOHA N2 372034
Country of manufacturing / Kpalua-napofumx JUnited Kingdom Besmaxe Bpuranis
CERTIFICATE REGISTRATION NUMBER: JuamvTaLiol )
HOMEP PEECTPALIIIHOIO NOCEIIUEHHA: Juar927/01/01

Strength / Potency: / Cana ait / AvranuicTh:

Amylmetacresol 0,6 mg / Aninmeraxpeaon 0,6 mr;
2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-aminop6erannosore crupry 1,2 ur

Dosape form ! Jikapenka dopmn Lozenges / JILoatHaky _

Package size and type / Poamip Ta Tan naxosannx Nel6 (8 x 2) in blisters / N16 (8 x 2) y Gnicrepax

BATCH NUMBER / HOMEP CEPIl:  |$X023 DATE OF MANUFACTURE: / JATA BRPOSHHIITBA: 09 2024
i : : EXPIRY DATE / JATA JAKIHYEHHA TEPMIHY

‘BATCH SIZE /FOIMIP ceril: 262Ca RPMIATHOCTI: : 09 2027

Responsible for manufacture of the product, packing,
quality control and release / Bigmorinansnnit 32
BAPeSHALTAO, NAKYBRHHER, KONTPO/Ib SKOCTI TR
BANYCK CEPIT:

Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,
[Nottingham, NG90 2DB,United Kingdom

Pexxltr Berkizep Xenckep Inrepremnn Jimivey, Hotrinren caitr, Teitu Poya,
Horrinrem, NG90 2DB, Bénuxa Bpuranis

Mannfnntunng L[censd JIiuemia lla BnEoﬁlmumu. 12862

lu: iozenges, ‘white to; pale yellow color. mtagllated wuh

CNHpTY

C i .

Appearance / Onue: the “S™ icon on both sides/ Kpyrni msogausks, six Ginoro zo Complies /
(D0097245) Gnina-x0810rD KOMEOPY, 14 306paKenwan Jueca Sn 3 060 Binnopinze
Taste / Caase (DD097247) Charactcnsuc Lemon / Xapaxrepmsh numMontnii Complies / Binnoginae

X _ 2 2.35 g/ lozenge
Avergge mass / Cepennn maca (D0097248) 2.25-245¢/225-2,45 1 { lozenge (r/ nxonAnmx) 235 A o)
Uriformity of welght / QnnopinnicTs raen Must comply Complies with the requirements of Eu, Ph. 2,9.5 / Mae Complies /
(Pu.Ph. 2.9.5/ Edp.d. 2.9.5) sinnosinari numoran €sp.2.9.5. Bianorinae
Amylmetacresol Igentification / . o .
Inerrinbikaniz aubmmersxpesony (D0100834) Should be positive / Mae Gy'm HOIHTEBHOW Positive / ITosurusua
2,4-dlchlorobenzyl nleohol Identification /
Inerrnhicania 2,4-gnxnopSemmionoro cnnpry Should be positive / Mae 8y mositrsnols Positive / Hoasriana
(D0100834) i
Content / Kinnxicae sminauenna (DD100334) i 0.64 wg flozenge
armylmetacressl / aminmeraspezony 053 - 0.68 mgflozenge (Mrinbonsem) 0,64 MI/TIBOAAHHK
Content / Kinexiene pinnagenns (D0100334)
2,4-dichlorobenzyl alcohol / 2,4-quxnopSensitocoroe 1.05~ 1.35 mg/lozenge (Mo/meoasuuK) 12 me lezcngs

: 1,19 MIMBOASHHK

Micrabiologlcal tests; EuruPh. 5.1.4; 2.6.12; 2.6.13

Linst tested» /

Mixpofionari i €ap, O, 5.1.4; 2.6.12;
2‘6.1[; iomariuua witeroTa; Erp ; 3 Tlava oerasitnorn TecTyoaiE 10 2023
Total Aerobic Microbial Count/
3aransua Kinexicrs sepafinny. ikpeopramizmia Complies fo Ev, Ph. / Binriosigse no sumor Esp. P, Complies / Binnosinae
framey
Total Yeasts and Moulds / .
Jaransaz ¢inexlers naicencenx Ta apbemxennx Complies to Eu, Pk. / Bimmosigno no nwmor Epp.d, Complies / Binnosinae
ronfin (TYMC)
Absent of Staphylococcus aurcus/ Bineyrricrs . % o
JSsstigtorsecassicass ey Complies fo Eu. Ph. / Bimioe{awo go srsor €sp.O. Complies / Binnopinae
Absent of Pseudomonas aeruginosa/ Bincyrniers . . .
e tononasenyinom B ym Complies to Eu, Ph, / an_qnmﬂo Ao suMor €sp, D, . Q‘qmpl:es { Binnoeipac

Reckitt Bencklser s
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SKU 3008374 Wreckiit
Benckiser

Certificntion statement: / 3anea npo ecepradiranino:

1 herehy certity that the above information Is suthentic and accurate, This batch of product has been manufactured, including packaging / labelling and quality contral at
the above mentioned site(a) in fisll complianea with the GMP requirements of the local Regulstory Authority and with the specification in the Registration Dossier. The
batch processing, packeging and analysls record were in compliance with GiVP.

[ x saceinwyso, Ll Haneness mine indopMauii & Aoctoriprowo Ta Tounoio. Lo ceplio npoaykuil Gyno sapoSnets (akmoyaoy® naxynanna / MapKyERHHA) Ta
nposeneits KOITRONS I axocti Ha BunesmIHazenill ginkruui y nostif nignonimocTi 3 anMorams GMP, BCTRIORRCHIMIL MICICBIM PErYTATODHHM OPraHOM, & TAKOX
sinnosinno fo cenmdixadli, o MicTaTsca ¥ peectpanifinomy focse. [Iporoxony sypoSruLTas; naxyBaia Ta axanizis 6yno ncperntHyTe T2 BCTAROBLHO
simmoaimmicts GMP,

Comments /KomeaTapi:

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

* MixpoSionariyie TecTyBRHEN MPORONTEES Ha ofHil cepil A pik opr BHmycKy.

“The batch size is indicated at cases quantity per manufectured batch, One case has 144 consumer packs.

|Poxip cepil 2a1eayeno xx xinexicTs kopaSin anpotinenol cepil. G xopoS Micrira 144 coauiBiik ynakosok,

Name and position/iitle of person authorizing the batch release / Stenature / Minnme Date of signature/
[Ipianmme T8 nocena/ieanns ocofinm, aka sHa2sa Ao3Bln Ra BHIycx cepil En w Jara ninmncauns:
Eloctorjcally signed by: Martha
; bignature;  Martna MUKANGE B -, e
Martha Mukange, QF / QA Technical Support Manager, Date: Mjv 7. 2024 15.14 GHT
Email; Martha.Mukange@reckitt.co
Elsctoakaly elgnec by: At Gocter
Signature:  Miwke FRamiom | am e aihor P Signature: & ! :72 Reﬁxﬁ‘fﬁmﬁrﬂ*w
Date: Nov 8, 2024 1727 GMT ' Darer Now 6, 2024 21:35 GMT
Email: Andrew,Godber@reckitt.com Email: Philip.Knight@reckitt.com
Reckitt Bencklser s 'PAGE2 OF 2
Webiwww.reckittbenckiser.com 05/ 11/2024 16:55
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AEPKABHA CJIYKBA 3 JIIKAPCBKI'/_.ITX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥ KMIBCHKIN OBJACTI

nipos. Critnuunot Hapit, 3, M.Kuiis, 02099, Ten/are: (044) 576-40-4
" E-mail: dIs.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
1po SIKICTL EBe3eNOro b YKpaiHy AikapcbKoro 3acoby

24.12.2024 : Ne 66822/24/10

CTPEIICLIC® BE3 UYKPY, 31 CMAKOM JIMMOHA

(uafimenysattis Aikaposkoro 3acofy 3rigHo)3 pecerpaniiivnm Hoceizyernay)
JLONAHHKH] 0 8 ALOARKHKIB Y 6aicrepi; no 2 6aicTepu B KapTonuiii Kopobui;

{dropma BrnyexKy, fe3yBanms, BER MaxKyBaHH JikapesKoro Jaceby)
Homep peectpantitsioro nocsimzenns UA/4927/01/01 crpox i peecpattitinoro nocsipzerna 01,01,2099
Cepia nixapcrxora aacofy Ne SX023 Kinsxicth secaesoro nikapeskoro sacofy 4320

Bupobunk Pexxirr Beukisep Xenckep Intepuetnn Jlimites, Benuxa Bpuranis

(#aliverynarmn srpofHNKA Nikapeekoro 2acoy, Kpaina NOXokeHNHE)

Baeaeno B Ykpalny TosapucTeo 3 06mexenold Bixnosinansuicrio "Pexwitt Benxizep
Xaycxos Eng Xene Kep Vrpatua®, ineur. won: 33696041

(uaitMenypannt Ta xont 38 €APTIOY. lopuanuuof ocofis abo npiseute, iM'A, N0 GuTLKOB i3HaHOT
ocofin - ninnprena, I Micne opomusana Ta pecetpauifumnt Homep o6aikonoT KapTKY MIATHAKE
nopatxis a0 cepiz Ta Homep nRCNOpTE)

Iporokoa nlsyaiasiore xonrpomo six 13.12.2024 x: 3996;/2.

32 pesymLTaTaMM JEpHABHOTO KOHTPOMC BCTAHORNCHO, ILO nikapceknfi  3aci6 Beezeno ' Yipainy 3
AOTPHMAHHAM suMOr 3aK0N0AABCTEA oA 3a6e3neueHni arocTi niKapesKkux 3acobis.

Onzra EPBOMEHKO
{tuitdnms Ta nplaannge)
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