SKU 0300040 Freatt
Benckiser
COA VERSION 20 QUALTITY CERTIFICATE / CEPTH®OIKAT SIKOCT!
NAME OF PRODUCT: |STREPSILS® ORANGE WITH VITAMIN C CERTIFICATE/CEPTHOIKAT
HA3BA ITPOIYKIIT: CTPEIICIJIC® 3 BITAMIHOM C, 3i cararon anenecnusg No 356142

Cozntry of manufacturing / Kpalua-supofumk

United Kingdom Bemuca Bpuraris

CERTIFICATE REGISTRATION NUMBER:

UAS7436/01/01

HOMEP PEECTPAINAIIOTO NOCBLTYEHHA:

UA/7436/01/01

Strength / Potency: / Cruta il / Axtamuicrs:

Amylmetacresol 0,6 mg / Animaeraxpeaon 0,6 Mr;
2/4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-mxnopSemsmosuft conpr 1,2 MriSodium
ascorbate 74.9 mg; werpito acxopSary 74,9 wr; Vitamin C 33,5 mg / Bivamin C 33,5 M,

Dosage form / Jdixapenka dbopma

Lozenges / JIsopanyuxsn

Peelags size and type / Poamip Ta THI nakosanis

Na24 (12 x 2) in blisters / Ne24 (12 x 2) y GnicTepax

BATCH NUMBER /HOMEP CEPIl: [SB274  |DATE OF MANUFACTURE: / TATA BUPOGHUITTEA: 05 2024
TE/ JATA JAKIHIEHHA TEPMIHY
BATCHSIZE* /PO3MIP CEPI**:  |140Cs  [Formnercmt 052027

Responsible for manufacture of the product, packing,
quality control and relcase / Binmoninanegnii 3a
BHpOGHHOTRO, CAKYBAHHN, KORTPO/IE KOCTI TR
BHAYCK CEpil:

Reckitt Benckiser Healthcare lntcrnahunnl Limited, Nottingham site, Thane Road,
Nottingham, NG5O 2DB,Uniied Kingdom

Pexxirr Benxisep Xencrep Inrepuernnn fimiren, Hottinrem caitr, Tein Poyx,
Horrivrem, NG90 2DB, Bemixa Gpuranin
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Clrcular, orange coloured lozenge with 8 icon Intagliated on both
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Appearancel Ounc' Complics /
sides / Oxpyrni neoMMHMKM noMapamiesoro xomsopy 3 Bimosi
A imnosipae
THCHeHHAM 3Haky S 3 0Gox foxis.
Average weight (defermine with 20 lozenges) / 2.5-2.7 g/ lozenge 2.6 g Alozenge
Cepeans mace (saamanacraen 1a 20 1nogaHRKAx) 2.5 2.7 v/ meopmun 2,6 T/REORAKIK
Uniformity of weight / Must comply with the requirements of Eu. Ph, 2.9.5 / Mae Complies /

“Omtupbillim MACH Bifnosigaty suporam €ap.d. 2.9.5. Binnoginae
Unif fd its F B .

1 . Dm“? . Must comply with the requitetnents of Eu. Ph, 2.9.40 f Mac Complies /
Onroplanicss zorosanex oputie sianoslgaty smoram Erp.d. 2.9,40 Binnosin;
(Ph.Exnr, 2.9.40/ Eapon.Daps. 2.9,40) Pt Anesies
Amylmetacresol IDENT / Must comply with the approved test method / Complies /
Amimmerarpeson Inentndixauia Mae eignorizaTr saTnepmxeHOMy MeTORY Binnoeinze
2,4~ DCBA IDENT / Incurndixanis 2,4- Must comply with the approved test method / Complies/
auxacpbennronoro cRapTy Mae sianogizartn saTeepomenoMy MeTony Binnoeigac
Asvorbic acid IDENT / Must comply with the approved test method f Mae sinnosinats Complies /
Insntndikagia AckopSinosof kncinora ATHEPIOKCHOMY MCTOMY Biznosinae
Assay [ Kinuxicue snanavenun: 0.63 mg flozznge
Amylmetacresol /] Amanmerakpesona 0.54 — 0,66 mg/lozenge (Mr/nLoasmEK) 0,53 Mr/ThOARIKK
24-dichlorebenzyl Alcohol / 1.20 mg flozenge
2,4-Buxnopbensnnonnii enupr £.08 —1.32 mg/lozenge (r/ntonamer) 120 MrinLoLsHIK
Ascorbic acld / 100.5 mg flozenge
AcxkopSinonn xienora 50~ 110 mg/flozenge (MI‘/HLOMHHK) 160,5 MT/MEOARHEK
*Mleroblological Examonation/ Last fested:
*MirpoGlosroriunz mircrora Jam ocramizoro TecTynaks:
Total viable count; 3aramsra KinbrioTs xuTTEIRATHIN )
opraniamis: 062023
Acrobic bacteria / Aepofumx Soxrepiii i
(Eue. Ph/Esp, ©. 2. 6?12) P not more than 10? CFU/g / se Gineme 10? KYO/r Complies / Rinnotinae
Yeasts and moulds/fpincoxenmx Ta mickasux rpuGis : 5 P
(Eur. Ph/Bop. ©. 2.6.12) P not mote than 10" CFU/g / He Ginstoe 10! KYO/r Complies / Binnowinae
Staphylocaccus aureus (Eur. Ph/Ezp. ©.2.6.13) Absent in 1 g/ Bincytuicrsn I ¢ Compties / Binnosizae

HPs:udumonas aeruginoss (Eur. Ph/Esp. ©,2.6.13) Absent In 1 g / Bincyrnicrs s I ¢ Complies/ Bianorinac

Reckitt Bencklser
Webiwww.reckittbenckiser.com




SKU 0300040 ' S reckitt

- Benckiser

Certification statement: / 3axna npe ceprudinanio:

T hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured, including packaging / labeiling and quality control
at the abave mentioned site{s) in full complirnce with the GMP requirements of the local Regulatory Authority and with the specification in the Registration Dossier
The batsh processing, packnging and analysis record were in compliance with GMP.

s x 3acalayio, WO NnpencHa rume indopmanix e gocTobipror T 1o, Lio cepio npoayxitil 5370 a1poGiero (BRMOHAIDTH NKYHRNHA 1 mapicypanaa) Ta
npozenelo koiTpons 1T sxocti Ha BpueseInavenili Abrsig y ronuil ainnosizgocti 4 suMorann GMP, BCTAHOBNEHHMH MICUEBHM PEryAXTOPHIM OFTEHOM, & TAKOK
wimmozimto 0 crempdikadift, mo MicTarier y peccrpanilinomy accee. IpaToxons spoGHAITIEL, NAKYBAHHX TR BRANIYE 6YN0 NEPETARYTO T4 BCTAHOBNCHO
signosinwiere GMP.

Comnpients /Komentapi:

* Microbicloglcal testing are performed oa one freshly manufactured batch per year,

* MixpoSionoriyne TecTYRBiAX MPOBOAATECK Ha ofinift eepil m pix np sunyexy.

VThe batch size is Indicated 23 cases quantity per manufectured batchL One case has 144 consumer packs,

Posmip cepil amseacko K KinbxicTs xopoSis supodneuot cepll. Ok xopoG micTuTs 144 crioaaim4in ynaxonox,

Date of signature /
[Mata nianncanun:

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

Tplinrue Ta mocegaf3panun acolit, KA BIIANR A03DIA HA BRNYCK cepli Siganture / Mixmue

Elactronically signad by: Nalels
Signature: Netela 57’)’-”4”0 U 3 ity SO R—
fafe: Mev 33, 2024 11:30 GMT+1

Email: Natela.Stylianou@reckitt.com

Natela Stylianou QF / Compliance and Validatlon manager.

Etectronically signed by; Androw Godbor Elatironica ad by:
Signature:  Mieke et g Wt ol e Signature: ¢ g iﬁm'r"m%mmﬁmmm
.Dn!d.'MayJO.Ml 19:68 GMT+1 Damv.ﬂ. 2024 D547 GMT+T
Email: Andrew.Godber@reckitt,com Email; Philip.Knight@reckitt.com

Reckitt Bencklser
Webwww.reckitthencklser.com




AEPIKABHA CIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKII OBJIACTI

npoe. CeitTmunol Hapaii, 3, m.Knis, 02099, Ten/dakc: (044} 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO SAIKICTH BBe3eHOro B YKpaiHy JikapchbKoro 3acoy

18.10.2024 Ne 43405/24/10

CTPEIICLIC® 3 BITAMIHOM C 31 CMAKOM AIIEJbCHHA

(maiimMenypanHa nikapcuKoro 3acofy 3riAHO 3 peecTpaniiinim nocsingentr)
JILONsSIHUKH, 0 12 ApoasnnKis y 6aicrepi; no 2 Gaicrepn B kapTonwuiii xopobui

(dopma BHOYCKY, JO3YBaUIA, BUJ| IRKYBAHHA JIIKAPCHKOTO 3acofy)
Howmep peectpaniitioro nocsinuenns UA/7436/01/01 crpox aif peccrpatiiinoro nocsinuenns 01.01.2099
Cepix nixapcskoro 3acoby Ne SB274 Kinexicrs BBe3enoro nikapcsxoro sacoby 30240

Bupobrux Pexkitr benxizep Xenckep Iurepuemun Jlimiten, Benuka Bpuranis
(naiiveHyBanHa BUpOGHUKA MiKapchKOro 3acoby, KpalHa MOXOMKEHHS)

Baeseno B Ykpatny TosapucTBO 3 0GMeKEN010 BiANMoBifaALHicTIO " PexKiTT Benkisep
Xaycxonn Enag Xene Kep Vipaina", inenr. xoa: 33696041

(maimerypanns Ta koA 3a EAPTIOY 1opuavanoi ocobu abo npizsHiLe, IM'S, [0 GATHKORI thismanof
ocobu - nignprents, il Micne NpouBaHNA T4 peccTpaniittnit HoMep oBIiKOBOT KAPTKY MIATHUKA
nozatkie afo cepis Ta Homep macropra)

Iporokon sisyarenoroe korrpomo six 30.08.2024 N 2579/4.

JIaGoparopawii ananis axocti nikapeskore 3acoGy 3nifcHe ik

HII "Uentpaneia naGopaTopis 3 aHanizy sxocti nikapchkux 3aco6iB i Megmumol npoayxiii"
(m.KuiB, Byn. Kynpapcska 10r m.Kuis, Byn. Kyzapsscska 8B Kuiscska obnacts, c. Hosi Ierpisui,
BYIL Ipana @panxa, 19)

(mafimerypnnng Ta MicuesHaxomxe s JafopaTopii, mo nposena hiaGoparopuwit avaniz sxoeri)

Bucrorox wono sxocti nikapeskoro sacoby, Bunanuit naGoparopiero rig 18.09.2024 Ne 1853

PeaynrraTi taGoparoproro aHanisy axocTi nixapchkoro 3acofy 3a NEpeBIPeHAMH IOKASHUKAME BiAnoBinaoTn
BHMOTaM METOLB KOHTPOMO AKOCTI (aHANITHYHO-HOPMATHBHOT KOKyMEHTALL),

3a pesyneTaTaMH MEDXEBHOTO KOMTPONMK BCTAHOBIEHO, IO nikapcskuit  3aci6 BBeseno B Vkpainy 3
AOTPHMAHNHAM BHMOT 3aKOHOJABCTBA 1OAO 336e3NeYeHHs AKOCT nikapcrKMX 3acobis.
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JEPKABHA CJIYKBA 3 JIKAPCbKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHA Y KHIBCBKIN OBJIACTI

npos. Ceitmunoi Hanii, 3, M.Kui, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxg €IPTIOY 37078774

BHUCHOBOK
po sKicTh BBe3eHOro B YKpainy Jikapcbkoro 3aco6y

21.01.2025 Ne 864/25/1011

CTPEIICLVIC® 3 BITAMIHOM C 31 CMAKOM AIIEJIbCHHA

(naiiMeHyBaHHA JliKapchKOro 3aco0y 3riTHO 3 peecTpalliiiHIM MOCBiIICHHAM)
JbOASTHHKH, N0 12 aboaaHuKIB y 6aicTepi; no 2 6jicTepn B KapTOHHIH KopoOui

(¢opma Bumycky, R03yBaHHS, BHA NaKyBaHHA JiIKapChKOro 3acoby)
Howmep peecrpauiiinoro noceinuenns UA/7436/01/01 crpox aii peectpauiitroro noceimuenns 01.01.2099
Cepis nikapcexoro 3aco6y Ne SJ173 Kinskicts BBe3eHoro nikapcskoro 3aco6y 37440

Bupo6uuk Pexkitt benkizep Xenckep Intepnemnn Jlimiten, Benuka bputanis

(nafiMeHyBaHHA BHUPOGHMKA JiKapChKOTo 3acoby, kpaiHa MOXOKEHHS)

Beeseno B VkpaiHy ToapucrBo 3 o6mexeHolo BianosinaasHicTio ""PekkiTT Benkizep
Xaycxoaa Ena Xenc Kep Ykpaina", inenr. xon: 33696041

(nafimeHyBaHHA Ta koA 3a €/IPTIOY opuandHoi oco6u a6o mpissume, iM'a, no Garskosi dizudaHoi
ocobu - mianpueMI, ii MicLie TPOXKHBAaHHA T4 peecTpauiliHuit HoMep 06/iKOBOT KapTKH IUTATHHKA
nozaarkie aGo cepis Ta HoMep nacrnopTa)

Ilpotokon Bisyansnoro konrpomo Bia 15.01.2025 Ne 0060/7.

3a pesyneTaTaMH JEpPKABHOrO KOHTPOMIO BCTAHOBAGHO, INO JKApCHKHMA 3aci6 BBeseHo B VYkpainy 3
AOTPHUMAaHHSAM suMOr 3aKOHOJABCTBA OO 3a6e3neyeHHs AKOCTI MikapChKUX 3acoiB.

Omera EPLOMEHKO
(nizmmc) (inixiama Ta npissume)
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QUALITY CERTIFICATE / CEPTUDIKAT AKOCTI

NAME OF PRODUCT:

STREPSILS® ORANGE WITH VITAMIN C

HA3BA ITPOYKIII:

CTPEIICLUIC® 3 BITAMIHOM C, 3i cmaxom aneabcungd

Ne

CERTIFICATE/CEPTH®IKAT

360055

Country of manufacturing / Kpaina-supoGunk

JUnited Kingdom Benuxa Bpuranis

CERTIFICATE REGISTRATION NUMBER:

UA/7436/01/01

HOMEP PEECTPAIIIITHOI'O NIOCBITYEHHS:

UA/7436/01/01

Strength / Potency: / Cuna aii / AKTHBHicTB:

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

2,4-Dichlorobenzyl Alcogol 1,2 mg / 2,4-nuxnopGensunosuii cnupr 1,2 mr;Sodium
Jascorbate 74.9 mg; Hatpito ackop6ary 74,9 mr; Vitamin C 33,5 mg / Biramiu C 33,5 mr.

Dosage form / Jlikapcbxa dopma

Lozenges / JIbopaHuku

Package size and type / Po3mip Ta THR nakoBaHuA

INe24 (12 x 2) in blisters / Ne24 (12 x 2) y 6nicTepax

Responsible for manufacture of the product, packing,
quality control and release / Bixnosinaanunii 3a
BHPOGHHITBO, NAKYBAHHSA, KOHTPOJIb AKOCTi T
BHIYCK cepil:

Nottingham, NG90 2DB,United Kingdom

BATCH NUMBER / HOMEP CEPIi: SJ173 DATE OF MANUFACTURE: / JATA BUPOBHUIITBA: 06 2024
EXPIRY DATE / JATA 3AKIHYEHHSI TEPMIHY

BATCH SIZE** / PO3MIP CEPIi**: 290 ca InpupaTHOCTI: 06 2027
Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Hotrinrem, NG90 2DB, Bemmxa Bpuranis

PekxitT benxisep Xenckep Inreprennn Jlimiten, Hotrinrem caiit, Teiin Poya,

Manufacturing License/ Jliuensin na BupoGHuuTBO;

Appearance / Onnc:

12862

Circular, orange coloured lozenge with S icon intagliated on both

*Mixpo6ionoriuna uucrora

Total viable count: 3aransna KinbKicCTh XHTTEINATHHX
opraHi3mis:

Aerobic bacteria / Aepo6uux Gaxrepiit

(Eur. Ph./Esp. @. 2.6.12)
Yeasts and moulds/[IpixokeBux Ta mwicHABHX rpuGin

(Eur. Ph./Eep. ®. 2.6.12)
Staphylococcus aureus (Eur. Ph./Esp. ¢.2.6.13)

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

not more than 102 CFU/g / ue 6inpme 102 KYO/r

not more than 10' CFU/g / e 6inswme 10' KYO/r

; . Complies /
sides / Oxpyrmi /nbOAAHMKH TOMapaHYeBOrO KONbOPY 3 : )
; Binnosinae
THCHEHHAM 3HaKy S 3 060X 60kiB.
Average weight (determine with 20 lozenges) / 2.5-2.7 g/ lozenge 2.7 g /lozenge
Cepexns Maca (Bu3navacTben Ha 20 AboRgHAKAX) 2.5 -2.7 r / nboasuMK 2.7 /NBOAAHMK
Uniformity of weight / Must comply with the requirements of Eu. Ph. 2.9.5 / Mae Complies /
OnnopianicTs macu Jsinnosinati Bumoram €sp.d. 2.9.5. Binnosinae
Uniformity of d i ’ ; .
on armifyef dasage nits) Must comply with the requirements of Eu. Ph. 2.9.40 / Mac Complies /
AROPIAHICTH 1030BAHMX OXAHHHIB Bl SRo T S0, 3 040 Bi .
(Ph.Eur. 2.9.40/ €epon.®apw. 2.9.40) P. £.5.8% HAoRUIAE
Amylmetacresol IDENT / Must comply with the approved test method / Comoplies /
Aminmeraxpeson Inenrndixauin Mae BinmoBinaty 3aTBepaxeHOMY MeTOIy Binnosinae
2,4 - DCBA IDENT / InenTudixauis 2,4- Must comply with the approved test method / Complies /
uxaopbeninaosoro enupry Mae BianoBifaTH 3aTBEPLKEHOMY METOIY Bianosigae
Ascorbic acid IDENT / Must comply with the approved test method / Mae ignosinati Complies /
Inentndikanin Acxopbinosol kucoTn 3aTBEPAKCHOMY METOXY Bianosigae
Assay / Kirbkicne Busnauenns: 0.63 mg /lozenge
Amylmetacresol / AMunmeraxpesona 0.54 — 0.66 mg/lozenge (Mr/nboaAHHK) 0,63  mr/neonAnmk
2,4-dichlorobenzyl Alcohol / 1.20 m
_ s g /lozenge
2,4-TInxopGensuiosnii cnupr 1.08 - 1.32 mg/lozenge (ur/mnonsi) 1,20 mr/msopsmux
Ascorbic acid / mg /1
_ g /lozenge
Acxop6iHoBa KncaoTa 90 - 110 mg/lozenge (ur/mozstux) 101 MI/NBOASHUK
*Microbiological Examonation/ Last tested:

JlaTa ocTaHHbOro TecTyBaHA:

07 2024

Complies / Bignosinae

Absent in 1 g/ BincytnicteB 1 1

Absent in 1 g/ BiacyrmicteB 1 1

Reckitt Benckiser
Web:www.reckittbenckiser.com
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SKU 0300040 Wreckitt

Certification statement: / 3asaBa npo ceprudixaniro:

[ 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.

1{uM 1 3aCBiAYYI0, IO HaBeeHa BHLIE iHdopMaLis € AocTOBIPHOIO Ta TO4HOW. LIt cepito npoaykuii Gyno BHpoGieHO (BKTIOYAIOYH TAKYBAaHHA / MapKyBaHHA) Ta
NpoBe/IEHO KOHTPONB ii AKOCTI Ha BHINe3a3HaveHilk RUTBHALI y nOBHI#A BixNnOBiAHOCTI 3 BUMOramMu GMP, BCTaHOBICHHMH MICUEBHM PETYIATOPHHM OPTraHOM, a TaKoX
IsinnosiaHo no cneundixadiit, mo MicTATECA y peectpauifinomy Aocse. [IpoTokonH BUPOSHHLTBA, NaKyBaHHA Ta aHANI3iB 6y/I0 NEPEMIAHYTO Ta BCTAHOBEHO

sianosigHicte GMP.

Comments /KomenTrapi:

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

* MixpoGionoriuHe TeCTyBaHHA IPOBOAATLCA Ha OAHIM cepii B pik MpH BUITYCKY.

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

Po3mip cepii 3a3eaueHo AK KinbKicTs Kopo6is BupoGneHoi cepii. Onuu kopo6 MicTHTE 144 COXUBYMX yNaKOBOK.

Name and position/title of person authorizing the batch release / Signature / Ii Date of signature /
TpisBuime Ta nocaza/3paHHA 0co6H, sika BHAAIA 03B HAa BANYCK cepil ‘gnature/ Tanue JaTa nianucanns:
. Elactronically signed by: Martha
Martha Mukange QA Technical Support Manager & QP ngm g e o 09-Jul-2024
Electronically signed by: Philip Knight Efectronically signed by: Andrew Godber
Reason: | am the author of this document MNionkke : | have this dt
< g Date: Jul 5, 2024 21:03 GMT+1 Date: Jul 8, 2024 10:08 GMT+1

Reckitt Benckiser
Web:www.reckittbenckiser.com
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