DocuSign Envelope ID; D78779BA-2ESF -4EAB-AE16-BBSCA41ED375

SKU 3020906

¥ Reckitt
Benckiser

COA VERSION 10

QUALITY CERTIFICATE / CEPTHRIKAT AKOCT

NAME OF PRODUCT:

STREPSILS® INTENSIVFE HONEY & LEMON

CERTIFICATE/CEPTH®RIKAT

14384 HPOAYKIN; CTPENCUICE IHTEHCHB 3 MEJOM TA THMOHOX N 240120

Country of manulucturing / Kpalua-supobakk United Kingdom Bennxa Bputaiig

CERTIFICATE REGISTRATION NUMBER: UASTE94M01/01 FROM 11102017 - unhimited

HOMEP PECCTPAIUHAOTO TIOCBLAYENS: UA/TE96/01/01 BIIT11 10 2017 ATHCHE IO neobMexenisi

Strengih / Potency: J Cwaa nil / AKTHBHICTE: Flurbiproten 875 mg / Onvphinpoden §.75 Mr

Dosage form / Mikapebra tpupma Lozenges / Jlbapanngu

Packuge size and type / Posmip Ta THO nukosaaun Nol6 {8 x 2) inblisters / N216 48 % 2} v GrucTepax

BATCH NUMBER / HOMEP CEPI: KGOd0 DATE OF MANUFACTURE: /JLATA BUPOGIIMYTBA: Aug-20
- x . - . EXPIRY DATE /JIATA 3AKINYEHIIA TEPMIRY

13 -] t > = o

BATCH SIZE / PO3MIP CEPLL 4014 CA PHLA TSR Aug-23

Responsible for manufacture of the product, packing,
quality control and release / Bianveiazasunii 1n
BHPOOAHUTRY, TAKYBAHAS, KOHTPOAL HXOCTI 12

BHUY (K Cepil

Nottingham, NG90 2DR, United Kingdom

Reckitt Benckiser lealthcare Intemational Limited, Notungham site, Thanc Road,

Hlornurew, NGSG 2DB, Beanka Epuranis

Perx1TT bedkizep Xenckep Lirrepuewnin Jimgiren, Horrisres caltr, Teifn Poya,

Manufacturing Liccnse/ Jligen1is kg supobuHutso:

12862

Certificate of GMP compliance of listed site /
Cepragixar sianosiagocri GMP zo8 sasuayenol

UK MILA 12862 Insp GMP/AMP 12862/115098-0020

niisHAW
e RESCETR UF
TESTS . LIMITS ANALYSIS-
NOKATHHKH < HOPME PEIYHLTATH
- 5 5 AHAJILE
Appearance / Ounc A round pale yellow 1o brown lozenges with S icon intagliated on
(Visnal/ BiRyaibuni) both sides ¢/ Kpwrni seolsiunxe  Big  Gning-kostore  no Complies /

KOPHUIICBOMO KOMBODY 7§ THCHCIMAM ¥ BHLNRAL Gykok S 7 00ux
GOXIB.

Bianoeyac

lIdentity Tests / [nentudrinania
Identity of Flurbiprofen/ Incnredikauis

1)Test | by HI'LC / Buopotynanus [ (BEPX)

Complies with the approved test method / 1lpenapat noeyten
BIZNOBIADTH 3 TREDAMCHOMY 1CCTY

Comphes /
Bianoninac

23Test 2 by UV spectronmiciry / Bunpobysunus 2 (Y
COEKTPOMETRIN )

dmax al 246 nm = 3 nm Absorbance #). 5/
Amax 246 um £ 3 ust Abcopbuis >0 5

Comphes /
Mineeiaac

Average Mass/Cepeans maca;
{determine with 20 logeages! sninauasTies na 20

2327 g/ lozenge

g ¢ lozenpge

{AM 2005/04)

25271/ asoaaunx 8 1/ NEONAHME
L0 HHKSX)
Uniformity of mass / Qanopianivms sach Complies with the requirements of Ruropean Pharmacopeia / Comphes /
(Eur Ph 2.9.5/ Cap., 2,9.5) Bijnosinac exMoram Crponeitchrai Dapmsakonc Biantesinac
Laiformity of Dosage Units / QunopiusieTs [Complies with the requirements of European Pharmacopeia for Comphics /
nooeaknx opauuns (Eur Ph2.9.40/ Cop.®. 2.9.40)  [Uniformity of Dosage Units/ Ulpenapar nesanes slan08L3aTH Biuoslaac
sumoraM Csponciicexoi @upmaronei wia Oanopuaiect
| Hozosannx CanHuus
Assay / Kumskicue sHIRRMEN N
Fluyrbiprafen Content / OaypBiupoden emict 8.1 = 94 mpfiozenge / 8 1- 9 4 Mrinseasimk 8.7 i Azenpe

MITHLDJSHHME

Microbiological Examonation'/
Mikpaobionoritma yncrora’

Tolal ¥iable Count/ 3aranbHa XINEXICTE WHTTESIaTHIY
MIKBOOPTANiIMLIE
Bactena / Baxrepii (Eur Ph26 12/ Cap @2 612}

Yeasts and Moulds / Apikaxenix Ta nnickasux cpudis
(Cur.Ph2612/Cep ©2.612)

~|Staphylocoecus aureus (Eur Ph2.6.13/€ap @26 12}

Pscudimonas acrugsnosa (Eur.Ph26 13/ Cop @2 6.13)

nat more than 10 CFU/R / ve Sinvwe 107 KYO/r
not more than 10" CFU/g / we Ginnmie 10" KYO4Hr
Absentin | g/ Bucynuere ks 11

Absentin ) g/ Buevnneres 1o

[ast tested:
Jlara ocTannnaco
TECTyBAkS,

Aug-20
Complies / Bianoni,tac
Complies / Bianoaigae
Complhes / Bianosyiac

Complies / Bianoainar

gmaf/%

Reckitt Bencluser
Webrwww.reckiitbenckisar.com

At A07/




DocuSign Envelope ID: DT8779BA-2ESF4EAB-AE 16-8B5CA41ED3T5
-
*
SKU 3020906 Wlieciist
Benckiser

Certiflication staterment: / 3anna npo cepradivanio:

[ hareby certify that the above information 18 authentic and accurate, This bateh of product has been manulactured, including packaging / labelling and quality control at
the above mentioned site(s} io full compliance with 1he GMP requirements of the local Regulatory Authonty and with the specification in the Registration Dossier. The
batch processing, packaging and analysis record were in compliance with GMP

LLin £ 33GBLTUYIO, 1O HAZEACKR BALIE (HOOPMILIA ¢ LECTOAIPIMO Ta TOUKDKO. Lo tepuo npogykui Gyru snpofnero (BIUIOMA0TH Taxyaais / MapKysanHs) Ta
NPOBE/IERT XOBTDOM T AKOCTI & SHWeIAHAMCHII ALK ¥ TOBNIR MUANORIANOCT] 3 uMOraMK GMP, neTaloBNEHHMMN MICUSBHM PEFTMITOPIIN GRTANOM, 3 TAKOK
BILANOBIOHO A0 cnedHbikaii, WO MICTATECA ¥ peceTpauifnony 1oche. [IPOTOKORH anpoBHHLITES, NAKYSAKHA T8 BHANI3IA (YN0 NEPErAANYTO T4 ECTAHOANLEHD
BigwosiaxicTs GMP,

Comments Kenenvapi:

" Microbiological tesung are performed on one freshly munufactured batch per year

‘MixpoS1onerine TCCTYRAHHA MPCROAATECA 133 OTHIA CRPIT B PIX NTPK BRITYCKY

"The balch size 13 indicaied as cases quantity per manufectured batch, One case has 72 consumer packs.

Foamip ¢epil 523¢84¢HO AKX KULLKICTS Kopo6in anpobienal cepii. Oamm kupol uicrrms 72 COCKHISIMX YNIAKOBOK.

Nume and positien/tille of person antborizing the batch release / . . Date of signature /
" y 5 Sigoature / [Hanuc .
11pizRuuie T2 Docana/inases urols, SKa BAALIA Z0IBLT B8 BEAYCK cepil Jara ninoucanun:
DocuSignad by:
Natela Stylianou —
Natata Styliancu

U Signer Name: Natela Slylianou 16-09-2020 | 15:}0 BST

Signing Reason; | approve this decument

Quality Techpical Support Mgr and qp Signing Time: 18-09-2020 | 15:08 BST

B2FAC1E884B04SBDAABTBBD252D10B4B
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JEPKJTIKCIIYXBA
JHEPKABHA CJIYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KMIBCBKINA OBJACTI

npocnexr Banepia JoSanoscskoro, 51, M. Kitta, 03110, ren/daxc: (044) 2753 030
B-mail: dis.ko@dls.gov.uahttps://www.dls.gov.ua, Kon CAPTIOY 37078774

BHCHOBOK
npo sxicrs Bnezenoro B Yxpainy nikapenkoro sacofy

09.10.2020 N 51211/20/10

CTPEIICLIC® IHTEHCHEB 3 MEIOM TA JUMOHOM

(HARMEHYRANRA AiKAPCHEOTD 18000y ITLAHO 3 peeCTPaUiitHIM HOCHIAHEHHAM)
avonsuuxck o 8,75 mr; no 8 avopanuxin y 6aicrepi; o 2 Gaicrepn y xaprormiil ropobui

($opMa BHITYCKY, A0IYDANKSE, BHA TIAKYRAHHN NiKEPCHKOrD aacoby)
Homep peecTpauifiHoro MOCRi puesns UA/7696/01/01 crpox ait peectpanitsoro nocaizsern 01.01.2099
Cepin nixapcuxoro sacofy e KGO40 Kinexict ac3esoro nikapeskoro sacoby 289008

BupoSunxk Pexritt beuxirep Xenckep Iurepuernmin JliMiten, Benuka Bpurania
{(HaRmeHysanns bHPOGHHER PIKAPCLROTD 36000y, KPATHA FIOXOKCHIN)

BeeacHo B Yxpaiiy Tonapucrso 3 o0mexenoio pianosixansiicTio "Pexxirr Beaxiep

Xayexonn Eng Xene Kep Yipaina', nenr. xon: 33696041

(akimenynamin Ta xox 32 € JIPTIOY sopranuHo! ooobn abo nptsaumne, iM'n, no Garsroni gimrmol

ocobis - MinApHeMi, 1T MISHE TPANHBAHIA TR peccTpanifiufl HoMep oGnikopol KOpTKH BAATHIKE
nonaTxia 260 cepik Th HOMEp IrACTOpTa)

Tporokoa ebyansroro xontpomo sin 30.09.2020 2 3258/1.

3a peayARTATAMH ICPXABHONO KOHTPOMO BCTRHOBASHO, N0 nmixgpeexuft  3acié mmescho B YKpainy 3

MROTPH ,W@r IAXOHOAABCTHA MIOAQ 3a5eIneseHNs AKoct MKAPCHKNX 3ac05in.
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JEPHUTIKCIIYIKBA
AEPKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIHA OBJIACTI

npocnekT Banepia Jlobanoscexoro, 51, M. Kuis, 03110, Ten/paxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,htps://www.dls.gov.ua, Kon EPTIOV 37078774

BHCHOBOK
npo sikicTh BBe3eHOro B YKpainy nikapcbkoro 3acoly

30.03.2021 Ne 14081/21/10

CTPENCLIC® IHTEHCHB 3 MEIOM TA JTUMOHOM

(uaflmeiryBanns Alkapeskoro 3acoly 3rixno 3 peocTpauiffinm NocBiuSHHAM)
ALopaxskH 1o 8,75 mr; no 8 AboasHUKIB y GaicTepis mo 2 GuicTepr y kapronnii kKopobui

(bopma aimmycxy, Z03yBaHMuA, BMA LAXYBAHHE Alkapenkoro 3acoby)
Howmep peecTpanifroro noceindenrs UA/7696/01/01 crpox ail peectpauifuoro nocsimsenns 01.01.2099
Cepia rikapcekoro sacofy Ne KT250 Kinsxicms asesetoro fikapcskoro sacofy 137376

BHpOSHHK Pexxitr Benkisep Xenckep Inrepuemmn JliMiren, Besraixa BpraTanis

(ualneryBRHHA BUPOGHHKA NiKEpChxoro 38c06y, kpalua noXoAXeHHS)

Baeseno 8 Yipalhy TosapucTro 3 obmemencio Binnopinaavuicro "Pexxirr Benkisep
Xaycxoan Ena Xesxc Kep Ykpatua”, ineur. won: 33696041

(naltmeryrring T8 kog 38 CJIPTIQY opranol ocofu afio npisenue, 'z, 1o Garaxoal dluuno!
acobiu - nignpremug, T MicIe TPOXKBAILA T peecTpautiitunil sonep o8nikoaol mapTkK nnaTHHKE
noaaTkis a50 Cepik TA HONCP MBCROPTa)

Iiporoxon BlayansHoro korrpomo sin 24.03,.2021 M 084572,

3a PCIYALTATAMH  IEPHABHOTO  KOMTPOJ/UO  BCTAHOBAEHO, w10 Mixapcekui 3aci6 meeseHo 5 Yipalhy 3
AOTpHMBHHSIM BHMOT 32KOHOA8BCTBA 1HOO 380€3NEYCHHA AKOCTI AiKapehkux 3ac00in.
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SKU 3020906

‘F’Reckitt

Benckiser

COA VERSION 14

UAL

CATE / CEPTUDIKAT AKOCTI

NAME OF PRODUCT:
HA3ZBA NPOAYKUIL:

TREPSILS® INTENSIVE HONEY & LEMON
CTPENCIAC® IHTEHCHB 3 MEAGM TA JIHMOHO?

CERTIFICATE/CEPTHOIKAT
N2 244187

Country of manufacluring / Kpatua-aipobuux

Uniled Kingdom Benuwa bpirtanis

CERT{FICATE REGISTRATION NUMBER:

UA/7696/01'01 FROM 11.10.20i7 - unlimited

HOMEP PE€CTPALITIHOTO NOCBUA4EHHA:

UA/7696/01/01 BLA 1) 10.2047 JUACHE O seofaexeunf

Flurbiprofen 8.75 mg ' drypSinpoden 8.75 mr

Sirength / Potency: / Citna aii / Axyitanicyb:
Dosage form / Jlikapebwa gopya

Lozenges / Jle0RAHIIKI

|Packape size and type / Poymip T3 Tun nasonanus

N2 16 (8 x 2) in blistees / Nel6 (8 x 2} y SmicTepax

BATCH NUMBER / HOMEP CEPil;  |KT250 IDATE OF MANCFACTURE: / JATA BHPOBHHLTBA: Nov-20
EXPIRY DATE / JATA 3AKIRHEHHA TEPMIRY _
- |'BATCH SIZE / PO3MIP CEPII: 1908 CA PHAATHOCT): Nov-23

Responsible for manufacture of the product, packing,
quality control sad relerse / Bianoglaazeuni 1
BHPOGNVLT B0, GAKY BANNR, KOHTPOIL SROCT T2
BHAYCK cepilt

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

woninghnm‘ NG90 2DB,United Kingdom

Hotrisires, NG90 208, Bemixa bpirreris

PekkiTT Benkiep Xeackep JurepHewrn Jiinrrea, Hotrikrenm cafit, Tefs Poyy,

Manufacturing License/ diuensia na supobusnuvso:

12862

Certificate of GMP compilance of listed siie /
Cepradinar sianosianocti GMP nian 1a3navcnol

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

ainennyi:
TESTS LS
NOKATHHEH - HOPMH :
: : : e i AHATRIE..
Appearance / Qnue A round pale yellow to brown lozenges with S icon intagliated on

Bacteria / baxrepn (EurPh26 12 /€op® 26 (2}

Yeasts and Moulds ¢ JIpixmwkesiix 1a wiicuasnx rpubis
(EurPh26 12/€ep P26 12)

Staphylacoccus aureus tEur Ph 2 6.13/ Cap. @2 6.13)

Pseudomonas aeruginosa (Eur Ph26 {3/ Cap ®26 1)

{Visual/ aivyasmunil) both sides Kpyrnl neomiHnkd s 6A30-%0BTONG RO Complies ;
XOPUSHEBOTO KOALOPY 3 THCHEHHRA) ¥ BUCAAL Bykatl S 3 060X Bianosiunac
onKie

fdentity Tests / Laenvudirauln

Identity of Flurbiprofen/ laeuvitdinauin

DTeat L by HPLC / Brnpobysatuy 1 (BEPX) Complies wilh the approved test method < [Ipenapat nomisiien Complies s
BIAIOBULATH IBTBEPIDKCHOMY TECTY BuinosLaac

2)Test 2 by UV spectrometry / Bunpobyesauns 2 (Y®  fimax 2t 246 nm + 3 nm Absorhance =0 5/ Complies ¢

enexTpoMeTpin ) Amax 246 Myl t 3 1 Abcoplina >0 5 Biancetpac

Average Mass/Cepeans saca: 25.27 g/ lozenge o

{determune with ;0 lozenges/ Bin3sauncTLCa Ha 20 252710 2,6 ¥ zf"“c

WSDMHHK&X) " Ab0UARHIIK P AMOIAMBK

Uniformity of mass / QanopianicTs Mach Complies with the requiremenis of European Pharmacopeia - Complies /

(Eur Pk 2.9.% €ep.P. 2.9.5) BianorLaac esivoray Ceponelicbkol Dapmakoned Binnoeiaae

Uniformity of Dosage Units / Oauopiznicte Camplies with the requirements of European Pharmacopeia for Complics /
la0roBanux oaumiue (Eur Ph 2.9.40/ €ap.®. 2,9.40) (mformuty of Dosage Units / [Tpenapar nosimen sanosath Bipnosigae
sHnoram Epponeficexos Gapyaxonet s Oanopiasoct
1{o10BaHIX CaHHILL
Assay / Kinsxicie auinavuennn:
fFiurbiprofen Content 7 ®aypbinpoden sanet 819 dmglozenge’ 8 [~ 94 MrineongHix 8.9 my fozenge

(AM 2005/04) MM IWOOAKTIK

Microbiological Examonxtion Last tested:

Viinpolicoriana 4ierora’ Alara ocranuoro

TECTYBARS

Total Viable Count! 3aransta KinEXICTS AITTEIAATHIX

MIKPOOPTaHTIMiR Aug-20

not more than 10¢ CFUg ¢ ne Biabwe 10° KYO/r
not more than 10" CFLI7g / ke Giasuse 10' KYOAr
Absent in | g/ Biacythice s [ p

Absent in | g/ Buicyticrn a L ¢

Comphies / Branosiaec
Complies / Binnossaac

Compies / Binnosigac

Complies / Buanogigae

Reckitt Benckiser
Webiwaww reckittbandkiser.com

Vo an 22708 ACof R0 26 0=
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SKU 3020906 P Reckitt
Benckiser

[Ccrtiﬁca(ion staterent: / 3anpx npo ceprudinaulio:

| hereby cenify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging ¢ labelling and qualily control
at the above mentioned sile(s) in ful) compliance with the GMP requirements of the local Regulatory Autbority and with the specification in the Registration Dossier.
The baish processing, packaging and analysis record were in compliance with GMF.

[)1n B 38CRIZNY 0. 1O HABEACH BILLUC THHOPNALLA € AOCTORIPHOK Ta TouN0m®, Lo cepiso npoayxutl Byo BHPOSACHO (BXAKHRIOH) MNAKYBRHHA ¢ MADKYRINHX) T8
NPORAEHO KOKTPOMS 11 AXDCTI W2 BHILEIAIHAYEIA DALHALL Y RORHIN 3LANOBIZHOCTL 3 BHAIOMAAH CMP BCTRHORNCHIMI! MICUSBILY PETYIATOPHNH OPTAHOM, R TAKOW
81 IMORIAHO 10 CewIDIKAPITL, 1O MICTATACS ¥ PECCTPALIAHONY 10CeC TIPOTOKON BHPOGHILITIR. FAKYRIHHA T2 2RAAINR 610 NCPCrIARYTO TR ICTAHOINCHO
aianosizdicTe GMP

Comments /KosenrTspi:

' Microbiological tesiing are performed on one freshly manufactured batch per year

‘MIkpoS1anONSHE TECTYRAHHA NPOROSATCA KA OTHIA CLPIL B DIk NPH BINYCKY

The batch size 1s indicated as cases quaniity per manufectured batch One ¢ase has > consumer packs.

Po1siip Copli 13KRY€HO AX KIRRXIETE KOpoGIA sipobrerot cepil Omin kopad scTims 11 CHOXIBNHX YTIRKOSON

Name and positlon/iitle of person anthorizing the batch release / Sigaature / THamie - Date of signature /
Mpizaniue va nocaas/3sanin ocobi, axu BILIANA 2038 Na BHIYCX Copil * e Jata nlavucanus:
Joanna Hadges /Qualified Person 10.12.2020

Reck:tt Benckiser N
Web:www.reckittbenckises.com PAGE 20OF 2




5 JEPIIIKCIYXEA |
JEPACABHA CHYIKEBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOMIO 34

HAPKOTHEKAME ¥V KRIBCHEIHA OBJIACTI

rpocnext Banepix floGasorcrraro, 51, . Keiz, 03110, renfpane: (044) 363-06:50
B-mail: dis.ko@dls.gov.uahitps:Hwww.dis.gov.us, Kop SAPIIOY 37078774

BHACEBORBOK ,
npo SKieTh BEE3eHOrG B YKpaiKy JiKapesnkore 32¢n6y

06.09.2021 N 49310021120

CTPEICLAC® INTEECHE 3 MEAOM TA JIHMOHOM

|

(HEAMCHYDANIA IHEAPCKOTO JaG00Y 2TVIND 2 PRorTprfiRENM HonaliennRH)
anonsEmEa 20 8,75 mr o 8 avegsunkis y Gaicrepi; fe 2 Gatereps ¥ kapToBnil Kepobial
(BUPME BUYCKY, AGRYARNNS, A/ NAKYBOHMA AIKEREREORD 2aenfiy) ;

Homep peectpauifiners nucainenmx UA/7696/01/01 crpor 23 peecrpasifzone nuosinienns 01.01.2099

Cepix mixaposser 2206y 2 LRI7S ' Kiasricm, BReioHore mixeposkors sacely 212472

BipaSuur Perxits Berizep Xencxep Jzrepaonmn Jiimites, Benuxa Eparamis
frafivcHyanuis RRpoSHHSS AlKApeHGTS gesaly, Xpafim Roxogmens)

Baeaeuo b Yupaluy TorapusTRo 3 ofMeRenoo sianoRiRamuicTIo "Pexrirr Bemiizep
) Xavezoan Eun Xeas Kep ¥ipalag", ineet. ros: 33696041 :
(ialimenyBrims Ta 503 12 SEPEIOY woprma-at oceSi o0 nplamme, iy, 0o Gazasoet Hivernol
geafin ~ nignpres, I #icne HpostiBanaY Ta pecTTRANIREAR HoMep ofaixezol ZRpTEn RAETIRLR '
Torrkis afe copin 12 HUMED HALROFTR) . :

Tiporoxen elyanslioro xosTpoma eiz 01.09.2021 J 3009/2,

%0 peayALTATEMM ASPEGBHOND KOHTPOMO ACTAHOANEHO, MO  HEApenii ancif Apesene = Vxpalmy 3
ACTPAMARHIN pUMOT 3MKOHOARECTRR IO 32GEaNeReHER ERGCT] Hikapehius sacobis. ‘

54
<y : ‘
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SKU 3020206

7’ Reckitt
Benpckiser

COA YERSION ié QUALITY CERTIFICATE / CEFTHGIKAT AKOCT]

NAME OF PRODUCT: ISTREPSILSD INTENSIVE LDNEY & LEMON | v CERTIFICATEACEP THRIRAT
HAZBA LIPO YKL [CI‘PEHCHIC@ THTEHCHB 3 MEJOM TA J[HMOHO.‘I No 256684

Country af manufacturing / Kpaina-supobueg United Kingdor  Benura Bparania

CERTIFICATE REGISTRATION NUMBER: UAT696/01/01 FROM 11102007 - unlimited

BOMEP PECCTPANRHHOTO IGCRIAMEHNS: UA/T696/01101 BIJL1E.10.2017 MIACHE A0 neoinemenaii

: f Cnan i ! ARTaBEICTh: Fhurpiprofen §,75 mg / ©.vphinpoded 8,75 Mr

Dosage form / Jikapenpn dopma Lozenges { Jinongnukn

Packuye size and tvpe / Po3Mip Ta THN NSKeBABRA 06016 (8 x 2} in blisters / Nok6 {8 x 2} v Gaictepax
IBATL‘E! NUMBER / HOMEP CEPIE: II.R979 IDM‘E QF MANUFACTURE: / JATA BHPORHINITBA: Jnl-21

i 4 = . EXPIRY DATE / JATA JAKINGENUS TEPMUYY X ,

'BATCI SIZE § PO3RUIP CERIE 2951 ca MPBIATHOCTE: Jok24 !

Responsible for manufacture of the prodnet, packing,
quality control and release / Biznosinaaensii 3a
BHPCHNBITES, DAKYBANA, KONTPOAL RKOLT T2
ey ex cepii

l:eckiu Benckiser Healtheare International Limited, Nottingham site, Thane Road,
nitingham, NG50 2DB,United Kingdom

Pexxitr Berfxizep Xenekep lirepuewsn Jimiten, HOTTINCEM caitr, Ten Poya.
Horrinrem. NGYD 2DB, Benma Bopuranis

Iﬁnnufacturing Licensef Jiinensin ia nupobraurso:

12862

‘L‘erﬁﬁeate of GMP compliance of listed site /
Cepmmadixet pignoeinnoeti GMP man sazaauersi
i

UK MEEA 12862 Nosp GMPAMP 12862/119093-002¢

: pe Ry e EL 7 A
. TESTS .. : LAMITS. i - ANALYSIS |
HBOKAIBUKR. | - aoPME . .. o 0 0 pal PES¥IBTATR
L S AHATIRIB
Appeasrance / Onme 4 sound pale yeltuw to browa lozenges with 8 icon intagliated on .
[{ Visual sisyunnian) otk sides / Kpyrsi snoasumen iz Grite-womioro 2o Coemplies? |
EOPHGHERGTO KORLGDY 3 THOHRNHAM ¥ BHEMAL Dyxes 5 3 ofox Bianosigac -
Gokin.
Identity Tests / Incerrndiianin o
Identity of Flurbiprefens Incirvindixagin
13Test 1 by HPLL / BanpaGysanasa 1 {BEPX) Complics with the approved test methed / Hlpenapar woemien Complies/ .
RIATORINATH JATRCPLRCIOMY TOETY Bianesisae |
2¥Test 2 by UY specirometsy / BunpeSyzannn 2 (¥®  [hmox at 246 em = 3 wn Absorbance >0.5 / Complies #
cnexTpomeTpia ’ hamax 246 sy £ 3 um AGeopBuais »0.5 Biznopisac -
[Average Niass/Cepeats maea: ‘
{cietermine with 20 lozenges/ ensyavaethen pa 20 2.3 -2.7 g/ lozenge 26 g ¢ lazcnge
. 2.5 =2.7 rf anoaanar r{ puoamik
iRoAnMKAS} :
[Uniformity of mass / Onuepianicsn Mach Complies with the sequiremenis of Ewropean Pharmacopeia / Complies/ .
(Eur Ph 23,5 Cap.d. 2.9.5) Binnorinac suvoraym Caponghchxol Qapmaromsi Bianosiaar
Uniformity of Desage Lnits / Oanapianicts Complies with the requirements of Europezn Pharmacopeia for Complics ¢
nomeanux AL (Eur Th 2,940/ €p.D. 2.040)  [Uniformity of Dosuge Units 7 $lpeiapar nosuuen sirnonsers Bianosiaac -
susoram Ceponelicexol Papmakore] ana QauopiviocTi
JTosezamng O,
Assay / Kinewicie rrzAaaenna: .
Flurbiprofzn Conieat / @uyphinpothen BmicT: 4.1 - 9.4 mpflozenge / 8.1- 9.4 rfmozsmmx 4.8 mg Jlozénge
(AM 2005704) bxlsc
IMicrobio!ogieal Examonatlen'/ Last tsted:
tlikpobionoriane ~scrotat . demo r,ario
TeCTYBany: |
Tetal Viable Count/ Saraznng xitsxieTs MUFTCRTATHIHY -
Jrixpoopranizsia: MeeZl
Beetaria / Bakrepit (Eur.Ph.2.6.12 / Cep.92.6.12) not more than 1P CFL/g / ne Siaeme MF KYO/r Complies / Bianosinae
Yeasts and Mowlds/ [lpixmscenx m oniousenx cpudie . ; s g
dEurPh 2.6.12 1 €up.0.2.6.12) ol mere than 10 CFUfg / ne Giawwe 10° KYO/F Compilies / Bunugmau
Staphylococeus anreus (Fur Ph2.6.13 / Crp.©.26.13)  |Absent in 1 g7 Bincvraicrh 81 ¢ Carmplics / Bianeginac
. IPscudumunas aeruginoss (Bur Ph.2.6.13 / €5p.r.2.6.13) |Absent in | g/ Biacytaieten 1 ¢ Complies / Bi.:!tut;iﬂae
PAGE 1 OF 2
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5KU 3020906 W reckitt
Benckiser

Certification stalement: / 3aasa ppo ceprodinanin;

1 hezeby certify that the abave information is authentic and accurate. This bateh of product hus bevn manuficiused, including packaging / labeiling and quality contro)
at the above mentioned sie(s) in full compliance with the GMP requirements of the jocal Regulatory Awthority and with the spreification in the Registration Dossier
The bawch precessipg, packeging wnd eralysis reoord wers n compliance with GMP. '

Ll 2 30CELAMY10, L0 HARCACHA BHILE itdopMaRin £ AUCTORIpHG T8 TONHOK. Lito copito npoayrwii Gymo aupefintno (AENNAOUH DAKYBAHHA / MADKYRAHNA) TR
inpoamciso HOHTRONS 1 ARGET) AR ERMEIaTnaxed il Alnaun ¥ uosiill BiNROREAHOLTI 3 BAMOranm GMP, BCTRAOBACHHMH MIRICEHM PEryRATOPHAM CIAAOM, 2 TEXOK
BLINOBIANG A6 CReUKdNKAMIA, 120 MICTRTHCR ¥ peccTpanifinomy acese. [Tpovoront cupeSHBOTREa, RAKYRAEHA TA ARAGIiE YN0 NCPCTTAKYTO T BCTAROBACHTD
sianoesizticms GMP

Comments l}(oasﬁri‘épi:

" Micrabiological testing are performed on one freshly manufactured batch pes year.

‘Mixpubiutoriane TEETYBANIG IPHBAZATECH HA OAHIRA SePil B Pik NPIN REMYCKY

"I'he buich size 13 indivated as cases quentity per manufectured baich. One ease hos 72 consumer packs.

Pusmip vepii 3a3eayeio Ak kLILEicTs kopoSia sapoSacnol cepit Oanz kopof micrrm 72 ERGRHELHMX YNAKOBOK.

Name 204 position/title of person authorizing the baich release / . . Date of signature /
: Signature f Dipnuc .
Iipirzanue 7a nocagafieanun ceofin, R EEIANA 638E0 B BONYCR cepii Jis7a nignecngana:
Wwﬂ?“
Mandy Turgeose {Qualified Person) Mandy Tw:gﬂﬂs@ Fo e 16/087821
- ?m E IL'MT
1
-
Reckitt Benckisar PAGE 2 OF 2
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SKU 3020206

T . A L

“5;:'

Reckitt
Benckiser

CUALATY ZERTE ICATFICE TROIKAT LG,

L

NAME OF PRODUCT: I‘S’l"

CLS® INTENSI Y GONEY & LENON

EOR L

COA VERSION } 13
E?

HA3BA HPOAYXIL: ﬁx; SCC® T8 n(‘i‘

B2 MEIGM TA JiMOHON

CERTLICATICS
v 262802

Country of manufa:turmg ! }\pama-snpoﬁuu::

Duited Mingom  Renuxa Bputanin

CERTIFICATE REGISTRATION NUMBER:

UA/T636/01/01

HOMEP PECCTPAIITHOIO HOCBITUEBHL:

'Un/ / “"6/‘01/01

Flurbiprofen 8,75 mg / &Dnypﬁmpor{ cH 5,73 M

Strength / Poteney: / Cuan il / AKTHEUICTL:
Dosage form / Jlikapcenka gopma

Lozenges / ibonaunkit

Package size and type / Po3mip Ta THN NaK0oBaHHA

Nel§ {8 x 2) in blisters / Nel6 (8 x 2) y 6uicrepax

BATCH NUMBER /HOMEP CEP):  |LZ304 DATE OF MANUFACTURE: / JATA BAPOBHUUTBA: 09 2021
, N EXPIRY DATE / JATA SAKTHUEHHS( TEPMIHY

! S ] CPIT; 09 2024

BATCH SIZE/ PO3MIP CEPII; 2560 ca TFUIATHOCTE: 9

Responsible for manufacture of the product, packing,
quality control and rclease / Bianorixansuni 3a

Nottingham, NG90 2DB,United Kingdom

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

RHPOGHHMUTBO, NAKYBAHHA, KOHTPOIb AKOCTI T2
RUNYCK Cepil:

Pexxrrr Benkizep Xenckep Iutepuewwn Jlimitea, Horrinrem caitr,

Tum Poya,

Tiortinren, NG90 2DB, Beauxa Bpuranis
12862 .

Manufacturing License/ Jliensia na BHPOOHIUTRO!

U LIMITS

eSTUITS OF
ANALYSIS

o PE3YILTATH
Al 1318

Appearance / Ounc

A round pale yellow to brown lozenges with S icon intagiiated aa

(Visual/ Bisya:mnnii} boir sides ¢ Kpyrii swolsnuke e Grigoe-wostoro ko Complies / i
KOPHUHEBO0I0 KONBOPY 3 THCHEHHAM ¥ uupmm Gyran 8§ 3 obor. Bizuosinae i
Boxkie. i
[dentity Tests / Lienrudinauin :
identity of Flurbiprofen/ Inenrugixauia
1)Test T by ITPLC / Buupobysauna 1 {(BEPX) Complies with the approved test methed / [Ipenapat norunen Complies /
BLANOELIATH 3aTBCPLACHOMY TCCTY Bianoeijac
2)Test 2 by UV spectrometry / Bunpobyganma 2 (Y@ fhnax at 246 nm + 3 nm Absorbance »0.5/ Complies /
CneKTpoMerpisn ) xmax 246 gm * 3 um AbeopSuin >0.5 Bianosizac
Averupe VMass/Cepernin maca: ,
(dctcn;’dnc with 20plozcngesi BH3HAMACTLCA Ha 20 2527 gl, lozenge &h g /lozenge
NBOIAHHKAX) : 2.5 -2.7 v/ nroaskhAK 2,6 €/ MLOIANHK
Uniformity of mass / Oauopimicts Macu Complics with the requirements of European Pharmacopeia / Complies /
(Eur Ph 2.9.5/ €pp.d, 2.9.5) " |Binnosizae exMoram €sponedichkol apmaxoriel Bignosipae
Uniformity of Dosage Units / Onuopiauicts Complies with the requirements of European Pharmacopeia for Compties /
Aozoraumx onuuuuk (Cur Ph 2.9.40/ €xpD, 2.940)  {Uniformity of Dosage Units / 1Ipenapart nosuxes BiANOsi1ETH Eiamosinae i
wuMoraM Cuponcitcskoi Papmaronel g Cnuopinsocti
Ho3opanux OosHuL
Assay / Kinnricue susnavucnny:
Flurbiprofen Content / dnypSinpoden smict: 8.1- 9.4 mg!iczenge/ 8.1— 9.4 Mr/avopirix 8.8 mg flozenge
(AM 2605/04) &8 MIZILOUNIIHR

Microbiological Examenation/
Mirpobionoriuns wserora’

Total Viable Count/ 3arawisna Ku:mucu. ARHTTEILATHAX
MikpoopIakismis:

Bacteria / baxrepii (Eur.Ph.2.6,12 /€Bp.¢.2.6.12)
Yeasts and Moulds / JTpisxesnx Ta wticussnx rpnGis
(Eur.Ph.2.6.12 / Crp.d.2.6.12) ' '

Staphylococeus aureus (Eur.Ph.2.6.13 / €pp.@.2.6.13)

Pseudomonus aeruginosa (Eur. PI).2.6.13 / E€pp..2.6.13)

not more than 10* CFU/g / ne 6iaswe 102 KYO/r

not more than 10" CFU/g / ne 6inswe 10' KYO/ir

Absentin 1 g/ Bigcytnicts B L T

Absentin 1 g/ Biscytuicter L T

Ao it s €g 20177

Recwitt Benckiser
Weh:www.reckittbenckiser.com

17@/ N5

Last tested;
Jata octalnsoeroe
TeCTyBaMA:

03 2021

Coemplies / Biguosi;ae

Complics / Bianosijac




SKU 2020806 | et

Benckizer

Certilication statement: / 3zus8 0po ceprnzpixauik»:_

i hereby centify that the above information is exthentic and eccurat. This batch of product has been manufactured, including packaging / 1zbellieg fn}.l quelity control
al the above mentioned site(s) in ful compliance with the GMP reuirements of the local Regulatory Authority end with the specification i1 Le Regicuation Dossie:,
The batch processing, packaging and analysis record were in compliznce with GMP. : o

LlsiM 3 3223i24y10, (WO HABENEHE THALE IHUODMALIA £ NCCTIRIpdLG T2 Tomoo. i cepito npoaykuil 6yno supsBaeno (EKL0YAIONH NayRaHNT / MAPKYZRHHA) T2
npoBencHo KOKTPOLD ii AKOCTI A Bamlesa3HANERIR Altb L y n03uiil Bianosilcocti 1 6aMoramy GMP, BCYaHOBIEHAMH MICUEEHM PErYILITOPHHM OPraHOM, 3 TakoK
BiANIO8imI0 10 cretudikudill, 0 MICTRTbSA Y [ e6CTpaLiAnemMy RocLe. Ilpotoxosmm aupobHmITea, NAKyBasHs T2 20a1i3is GYN0 NEPErAEYTO T 3CTAHOBNZHO
signosigsicts GMP.

e

Comments /KomenTapii

' Microbivlogical testing are performed on one freshly manufactured batch per year.

'Mixpo6ionoriaHe TecTyBanIik NPOBOAATHCK Ka O/HifH CEPIl B pix Opd BHAYCKY.

IThe Latch size is indicated as cases quantity per manufecsured batch. One case has 72 consumer packs.

fPosip cepii 3a3caucho Ak KinbkicTs xopoSis BHpoBnenoi cepil. Cann kopab wisrmre 72 CHOKNBMHX YIAKOBOK.

Name and position/title of person authorizing the batch release /
[Ipi3BHIe TA NOCANA/IBAHNA 0COGH, 5Ka BHIAIA JUSBUI HA BEIYCK CCPit

Date of signature /

Signature / Nianuc R
JlaTa minrucanus;

Mandy Turgoose (Qualified Person) Handy Tiggoose e ﬁ"f.. 15/11/21
o
Peckit Benckiser PAGE2 OF 2
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JEPYCUKCIYXKBA | :
JEPIKABHA CHAYXBA 3 JIKAPCHKMX 3ACOBIB TA KOHTPOJIIO 3
HAPKOTHUKAMHU Y KUIBCHKIH OBJACTI

npocnext Banepis JloBanoncnkoro, 51, M. IKuis, 03110, tea/daxe; (044) 363-06-50
E-mail: dis.ko@dls.gov.uahtps://www.dls.gov.ua, Kog EAPIIOY 37078774

BUCHOBOK
npo AKicTL BBE3enoro B Ykpaiuy aikapebsKoro 3acoly

09.12.2021 - Ne 71699/21/10

CTPENCLIC® IHNTEHCHB 3 MEJIOM TA JIHMOHOM

(nedMenynanng nNikapeskoro 3acofy arinno 3 peecTpallifyuM rocsinesnIy)
Jponsinika o 8,75 mr mo 8 nwoasuukis y 6xicrepi; nmo 2 6aicrepyn y Kapronuiii xopobui

($opma BuIycKy, NOIYRAHHA, BIL IAKYBAHHA NIKAPCEKOTO 3ac06y)
Howmep pecctpauiiinoro nocsimsenns UA/7696/01/01 crpox xif peectpauittuoro nocsinuenns 01.01.2099
Cepin nixapcskoro sacoby Ne LLZ304 Kinsxicts Be3enoro sixapcskoro aacoby 184320

BupoGnux Pexxirt Benkizep Xenckep Iurepremsn Jlimiren, Besmka Bpuranis

(nasimeHyaanng Bupobhuka nikapeskoro 3acofy, KpaTHa NOXOUKEHHS)

Baezeno B Yipainy TopapucTo 3 o6Mmexenoo Binnorigansnicro "Pexkirr Benkizep
Xaycxonn Eng Xesic Kep Yxpaina", taent. xon: 33696041

(Hakmenynarms ta koa 38 €APTIOY opuamunol ocobi abo npiipuue, iM's, no Garrkosi diswunol
oco0n - nlanpuemus, if Micue npoxXusaudy Ta pgecTpauiiiunil HoMep 061iX0oBOT XAPTKH NIATHIKE
noaarkis abo cepid Ta HoMep NIacnopTa)

Iporoxon sisyansuera xenrpomo siz 30.11.2021 N2 4332/3,

3a pesynnrraraMu  JEPKABHOTO KORTPONW BCTAHOBIEHO, MO Jikepcekufi 3aciG mmesero B Ykpaiwy 3
OT 3aKOHOAABCTBA W00 3ale3netents sRpeti nikapebkux 3acobis,

\ " Onexcitt COJIOJPAT

\(ﬂhmnc) (imiuiank Ta upizpHLe)




HEPXRITEKCIIYKEBA ;
AEPKABHA CIVXBA 3 JIKAPCREUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMH ¥ KHIBCHEIM OBJACTI

opociekt Banepia JloGaucacnroro, 51, m. Kuis, (3110, ren/dare: (044) 363-06-50
E-mail: dis.ko@dls.gov.uahitpsiiwery.dls pov.ua, Kop SRPTIOY 37078774

BUCHGBOK
ape AKieTs BReseHoro B Yrpatuy Aikapenioro 3acoby

30.12.2621 ‘ M T7610/21/19

CIPEDCIAC® IHTEHCHE 3 MEAOM TA JEMOBOM
(ualbueiypanns aivaperxoro anceGy ariauc 3 peectpanifingm nocRimIaRIn)
aneagEnry ze 8,75 Mr 0o 8 anopsnaris v Gaictepi; uo 2 Snicrepn v RapTonnil xopeln
((opHa B¥RIYOKY, NOTYRANEA, AT/ MAKYOZALA RIKAACHEOTO Tacofy}

Homep peecrpauilivero nccsigaerna UA/7696/01/01 crpos aif peecrpanilinors nocsimacnas 01.01.2099
Cepia nixapeskoro sacofy Mo MC049 Kinbricrs seesenorn aizapearero sacody 290304

BapoGrux Pexaitr Bemdsep Xencxep Iuvepremnn Jimiten, Bemska Bpuranis
(uatierynamnn kHpeGHMKR stkapeLROre 280Gy, KpRTe aaxomRamHE)

Bneacno B Vepaluy Tonapuerro 3 ofimexeane signosinansuice "PexkiTr Bearizep

Xaycxong Eng Xene Kep Yipaina®, iacut. xon: 33696041

(ﬁaﬁmaynm TR XOR 7R €)1Pﬁ0¥ wpnaieasol ocatn ebo mplaenmy, in's, no Gavekerl Hiznmkol

acobin - maprows, T vicue npoxieauna Ta peeeTpaifinnl aomep alnixanol KegTen GAsTHHER
noazTkiR ik copla TR HOWER naEnopTR)

Tipororen nizyannuors woatpone alg 28.12,2021 X 47274,

32 poaynnToTOMB  GEDERRHOTY KOMTROMO  AOTAHORICHS, MO mixepenknft  3006l0 mmesesio b Yepalwy 2
ROTPEMAUHEM simor 3aK0HGAARCTES 0/ Safeanconna SKooT! MKapehKnz 3acebin.

Bacrynanxﬁaﬁagmﬁﬁm

Jleprmsigt chyRBiratapcsrax sacobie )

'raﬂoarpogm"" aapxé&g ¥ Ku¥poprifi // 3yGapesa H. B.
i y

{nﬂmm Mﬁ?mm HKOHTEOAO) (alasmo) (iminien: T2 RpissunR}




~ v
SKU 3020906 W recuitt
Benckiser
COA YERSIDN 18 UALITY CERTIFICATE. { CEPTUDIKAT BKOCTL
NAMEGE PROMICT: STREPSILSE INTENSIVE HONEY & LEMON l X CERTIFICATE/  EPTHOIKAT
11A38A PO YKIUL: CTPENCLICS INTEHCHB 3 MEIGM TA JIS!&!{}I[OI\} g Ne A

Cavntry of manufacturing / Kpa‘fna—mépaﬁumc

lUnitéd Kingdomn Denuka Bpuianin

ICERFIFICATE REGISTRATION NUMBER!

|uarzsasiorat

HOMEP PECCTRALDITIOTO NOCBIAYENNS:
Strenuth / Potency: 7 Cinia 4 / AxTRBRICTE:

DAF7696/01/08

Flurbiprofen 8.75 mg / StnypSiapoden 8,75 ar

Irosage form /- Hikapeske Hopma

Lozenges / flsoanimku

Packape size and type / Poiniip 72 THR N2R0BALHS

[Mbi6 (R x 2) in blisters / NedG (8 x 2) ¥ Bricrepax

BATCH NUMBER / HIOMEP CEPH:  |Mcas9 imm; OF MANUFACTURE: £ JIATA BHPOBINESITTRA: 112021
' TARIHUERLA TEPRINY
'RATCH SIZE / POSMIP CEPIL: 1032 Ca ff;f,‘;‘:]_':fgglf"‘r"‘ 112024

Responsible for manufcture of the product, packing,
quality contvol and release / Rianorinaasnuii 22
BUpNRBINTEN, RAKYEANNA, ROATHONL HKOCTE T2
Banyer cepiis

Noagingham, NG90 2DB,United Kingdom

Reckitt Benckiser Healtheare Internativnal Limiled, Nottingham site, Thane Rond,

Pesuitr Benkizep Xenckep trrepucmma Jlimitea, [lortivrem cafiv, Telin Poya,

Hotrinrexs, NGOG 2108, Benwma bperania

CORKTROMETDIn }

Maaufactucing License! Huenzin 12 t:n[ms-a'mwrsu: 12862
BEI LIS O
TESTS LEMITS ANALYSIS
TOKAIIMKE HOPMHN PEI¥NhTATH
. ANASIYE
Appearanee f Gune A round pale yelow e brown lozenges with § icon inlagliated on
(Visnal/ nisyaannyii} Jboth sides / Kpyrai acomsmngyn sis Grigo-mostorn 5o Complies /
P © KONLODY 3 THCHCHMMAM ¥ RNl Gyxaa § 3 obox Bianosizac
Sokis.
Lilentity Tesix 7 Lientudinaia
Tdentity of Flnrbiprofenf Laentuhikania
1YTest 1 by (IPLEC / BunpoSveauns 1 (BEPX) Complics with ihe approved jest method f [ipenapar noemuer Complies /
pinmorinarit 3aTREPHTRCHOMY TECTY ' Binuesiane
2)Test 2 by LY spectrometry / Bunpobysansa 2 (YD  [hmax at 246 nm £ 3 om Absosbance 0.5/ Complies

hmax 246 um & 3 um AbeopGuin >0.5

Birmosinac

Avernge Mass/Cepeans maca:

2.5 ~2.7 g / lozenge

g / lozenge

Yeasis and Moulds / Jipimasenux Ta nricuspmt Tpudie
(Eur.’h.2.6.12 / Cop..2.6.12)

Staphylococcus sueeus (EunPh.2.6,13 / €ap..2.6.13)

iPscudnmonas acruginoss (Enr.Ph.2.6.13 / Cep.$.2.6.13)

(determing with 24 luzenges/ BunragacTics ua 20 26 3
r . . 2.5 2.7 v/ aronsuvk r { anopskiK
NHOIAHNRAR)
Uniformity of mass / Ononopizniete Macn Complivs with the requircments of Bucopean Pharmacopsia / Complies /
|{Exr Ph 2.9.5/ Eep. 3 2.9.5) Biwtwsiane puvoras Crponehickol Gapmaronci Biggosigae
Uniformity of Bosage Urits / Onnupinpicre Complies with the requirements of E‘,u{opcnn P]wnnacape]n for Complies
aoionannx aumnis (Eur Ph 2.2.40/ €ep., 2.9.90)  NUnifarmity of Dasage Units/ Tlpenapat nozunes piauoaizaty Bignoniage
sunioram Eaporciichkol Papmaronel ans OxeopianocTi
 Horosasux Oounaus
Assay / Rinwkicne suinascryn:
Fluehiprofen Centent / ©rypbinpdgien avict: 18.1 - 9.4 mgfiorenge / 2.1~ 9.4 Mrfunuasnik gy  medemnge
I{ AM 2005/02) MElABOIAEIN
In-timbiu:ugicaa Examsnation'/ Lastlesied:
Aixpofiiociori=emna wicrora® Aaxa acTatinnors
- TOCTYRaNS:
Total Viable Count! 3aranbeu KURICTh murTEa0TINNS
MikpoopraniiMia: 032021
Bacteria / Bawrepil (Eur Ph.2.6.12 ¢ €rp.9.2.6.12) [t more than 1497 CPUVg / e Ginne 102 KYO/p Complies / Blignosinac

not more than 1 CFU/e / nie Ginewe 10° KVO/r

Absent in § g/ Biacyruictaa i r

Absentin § g/ Biacymuiersa l r

Reckitt Benckiser
Wehiwowwr.reckittbenckiser.com

Complies / Biatweinox

Complies 1’ Binnasigac




SKL 3020906 W aeckitt
Benckiser

Certifieation statement: f 2anea mpo cepradicanin:

I herehy conify that the above information is authentic and sceurate, This barch of praduct bas been manufaciured, includiog packaging / labeiling and quality control
at tho sbove mentioned site(s} in full comphiance with the GMP requircments of the toenl Regulitary Authority and with the shecification in the Registeation Dossiar,
'Ihe bach processing, packaging and analysis resord wers in compliance with GMP,

Linm % 2acaiavylo. 1M0 HADSACHD BHNE indUPMaLia ¢ AGSTORIpAOHY T2 Towisor. Lo cepilo npoZykail 6YN0 PRpoGRens {(Brmeuaiovi AaKyRAHHA / MEPKYBAHBR) 12
NPOBEAEHS RUKTPONS T AKSCTL MO BMmElahraenifl instini ¥ Noani% sianonimtoes 2 diMoramy GMP, BCTanoBACHAMI MiCugiim PATYAATORSHM DPTAHOM, A FAKDR
mignoRIANG A0 cooundikalin, 1o MICTATLCS ¥ precTpauifinomy aocke. Tiporokenn papoliuuTee, ISKyRaNNZ T2 2 izik GYN0 NECINAHYTO Ta ACTAHORACHO
mianosianiers GMP.

Comments fevenTapi:

|| Microbiological testing are perfanned on ane feshiy meaufacomed batch per year.

"MikpoGionoTiose TecTynanta OPORONSTRCA 1A Omill ¢opil & pix npy eaayexy.

"The batch size {5 indicated as cases quastity per manufectured batch. One case bas 72 consumer packs.

Poawip cepil 1ascadcro ax ximaicTs xopobin enpoabrenci cepii. Onun kopeb MicTuTs 72 CROKBEDREX VIAEOROK.

Daie of signatore /
[Iaza nianaeanna:

Name and positiontitie of person anthorizing the batch release /

. . - Siga e
Fipizane Ta nocagafzaanns ocofu, Rk BRIAGA S038IT KA BHAYCK CEPIl iganture/ Tlin

Martha Makangs - Qualified Person Martha Mitange el 14-Dec-2021

Rackitt Benckiser
Webwwon reckittbenckiser.com




 JEPEJOKCIVIBA _
AEPKABHA CJIVIKBA 3 JHKAPCBLKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHN Y KMIBCHKIA OBJIACTI

nipocrext Banepin JloGanoscsKkoro, 51, m. Kiis, 03110, ven/gakc: (044) 363-06-50
B-mail: dis.ko@dls.gov.uahttps:/www.dls gov.ua, Kox €APIIOY 37078774

BHCHOBOK
Npo AKICTH BEE3CHOro B YKpaiHy JiKapceroro sacoly

18.06.2022 Ne 22542/22/10

CTPENCLIC® IHTEHCHR 3 MEJOM TA JHMOHOM

(safinrsayaums Tikaporkero decely 3rine 3 pecoTpauifinus FOCRIAUEHHSEM)
Apoxsankn 008,75 Mr no § Anoaanukis v Gnicrepi; no 2 Saicrepu y kapronnii ropobui

{dopMa BREYCKY, BO3YRAHHEE, BHI TAKYBAHIG THKAPCEKOTS 3acoby)
Howmep peccrpaniitoro nossivsenns UAST696/01/01 erpex uii peectpanifinors nocsigesHa 01.01.2099
Cepin nikapeekoro sacoBy Me MIN313 KinexicTs spesenoro nikaperkoro acofy 92160

Bupofaux Pexxitr Benxizep Xenckep Intepuetinn Jliviren, Beawka bpuiania

{rafiMeRysasIA BHPoBHIKA TIKAPCLKOTT Jacefy, kpalia HUXOMKEHEs)

Bueieito 5 Ypainy Topapucrso 3 obmemenioto Biunosiaiicrio "PexkitTT Bedkisep
Xayexoan Eng Xene Kep Yrpaina', inesr, xox: 33696041

{paftmenyBakss T £oi 38 CAFTIOV wpuanano’l ocofn b0 npissuue, in's, 6o BurbKesi
(iznuroi 0cobH - manpreais, T MiCUE TPORERAHNS 18 peccTpanifunll somep obnikeno!
KapTA NaaTea nogaTkls abo-cepla T HoMen qacniopra}

fiporoxen Bityanssoro konrpoaw six 17.06.2022 Ne 139273

32 pesynbTATAMH REPARABIONO KOWIPOMIO BUTAHORNEHU, 10O fAlKApCeicki el msezens B Yupaiuy v

JOTPHMAHHEM 31MOF 32KOHORERLTEE IO 3afeImeueniin IKOCTI TiKapCE¥Ik 3aC00iB.

Jybapena H. B,

{iminiann T HpisaLe)

s
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SKU 3020906 Freckitt
Benckiser
COA VERSION 18 DUALITY CERTIFICATE  CEPTHEGIKAT RKOCTI
NAME OF PRODUCT: STREPSILS® INTENSIVE HONEY & LEMON CERTIFICATE/CEPTHDIKAT
HASBA JPOIyKIGL:  WCTPENCLIC® IHTEHCHE 3 MEAOM TA JIMMOHON N2 274514
{Country of manufagturing / Kpaina-papobuuk United Kingdom Bennka bparania
CERTIFICATE REGISTRATION NUMBER: UASTEI6/01/01
HOMEP PECCTPAITHUOT) HOCBLUMEHE: HA!?’Q%/O]/OI
Serensth / Potency: / Cris afi { AxTHBHRICTE: Flurhiprofen 8,75 mg / ©aypSinpodes §,73 mr
Dosage form / Jlixapeska hapaa Lozenges / Jlooaspukn
YPackage size and type / Posstip ta THu nakopanns Nel6 {8 x 2} in blisters / Neis (8 x.2) y Gaicrepax
BATCH NUMBER / HOMEP CEPI: MN313 DATE OF MANUFACTURE: / JATA BHPOGHHIITBA: 43 2022
e B . ST EXPIRY DATE ! AATA JAKHTUEHIH TEPMINY
BATCH SIZE / PO3MIP CEPIL: 7849 CA TPHIATHOCTE: 03 2025

Responsible for manufacture of the preduct, packing,
quality control and release / Bhinosinanenuil 1a
BIIpQﬁHﬂﬂTBO, TIAKYRINHRA, KOBTPOIE AR TR

Reckit Benckiser Healtheare Internationat Limited, Nottingham site, Thane Road,

Nottinghum, NGS0 2DB, United Kingdom

—
Peksitr Benxizep Xenckep larepnenmn Jliiter, Horrinresm cafit, TeRy Pova,

BHIYCK £epiit _ .. {Horrinresm, NG9S 2DB, Bennga Bpwrasia
Manufacturing License/ JHuensin na suposbunnrse: 11862 )
- RESULTSUE
TESTS LIMITS ANALYSIS
TIOKASHIIKI HOPMH PEIVILTATH
: - ‘ AHAIRIE
Appearance / Onae

(Visual/ sisynaeunii)

A round pale veliow to brown lozenges with S icon intagliated on
both sides / Kpyrl osoaswuky Big Onige-wosTore Ao
KOPHUHCROTT KOJBOPY 5 THCHCHAMM ¥ BHIRSIL Gyxest S 3 0Box
tokis.

Complies /
Bimoiiguc

Identity Tests / LaenTrdiranin
Identity of Flerbiprofen/ Izentudikania

1)Test I by HPLC / Bunpefysanus 1 (BEPX)

Complies with the approved test. method / [lpenapar noeBHHCH Complies /

BiAROBIAATH 1ATBEPIKCHOMY TECTY _ Biznosizae

. Z)Test 2 by UV speetrometry / Bunpobysanna 2 (¥®  |imax at 246 nm = 3 nm Absorbance 0.5/ Complies /
CHERYHOMETDIN } Amax 246 pu ik 3 sm ADcopbuig >0.5 Bianosiue

Average Mass/Cepenna maca:
(determning with 20 lozenges/ swsmamacruca 7a 20
JIbUHARURAX )

2.5 1.7 g/ lozenge
2.3 2.7 r/ npopanng

25 g /lozenge
26 r!nmoansnk

Uniformity of mass / Opuopiauicr, sacs
(Eur PH2.9,5/ €Cap. @, 2.0.5}

Complies’ with the requirements of European Pharihacopeia /
Binnosigne susoram Cepotnsiickrol Papmaxonet

Complies /
Binnosinac

Uniformity of Dosage Units / Onmopinnicrn
aoresanux omnmas (Eur PR 2.9.40/ Cepd. 2.9.449)

Complies with the requirements of Buropeat Phanmacopeia for
Uniformity of Dosage Units / Tlpenapar snosndes signoslostu
susMoram Eeponeficsrol $apaakone’ T Onpopigmocti
Hozosennx Opsese.

Complies ¢
Bianosizac

Assay / Kinpricae BUIRaTeENA
Flurbiprofien Content / Oy pSispofen msicT;
(AM 2605/04)

8.1 — 2.4 mg/lozenge / 8.1~ %4 mr/meozminag

88 mg Aozenge
8.8 mrimnonsEik

Microbiologicat Examonatien’/
Mixpoebionorivas umerors

Total Viable Coent/ Jaranena ginbkICTs RUTTEFIaTHIY
MixpaopraHiamis:
Bacteria / Baxrepii (Dur.Ph.2.6.12 / Cepa0.2.6,12)

Yeasts and Moulds 7 Dpisssesux Ta roticusonx rpriin
(Eur.F0.2.6.12/ Cap.D.2.6:12)

Staphylococcus aureus (Eur Phi2:6.13 / €ap.©.2.6.13}

Pseudomonas asraginoss (BurPh 2633/ Cap n.2.613)

Aot more thon 12 CFU/ / 1o Slnsme 307 KV

nat iore-than 107 CFU/g 7 5o Sinewe 10° KYO/E
Absentin | g7 Bieyruicrs s 11

Abgentin | g/ Bineymsicte s 1 v

{.ast tested:
FaTa 0CTaHHROIO
TECTYHAHA

022022
Complies / Bignostaue

Complies / Binnosiaac

Complies / Binmosipac .

Complies./ Biznozinae

 Reckitt Bendkiser
Webiwww.reckittbenckiser com
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SKU 3020906 W reckist

Benckiser

Certification statement: / 3ansa npo ceprudiranin:

{ hereby certify that the sbove information is authentic and aceurate. This batch of product has heer manufactied, inctuding packuging / lebelling and quality control
at the sbove mentioned site(y) in full compliance with the GMP requirensents of the lozal Regulatory Authority and with the specification in the Registration Dossier,
The bateh processing, packuping and analysis record were in compliance with GMP,

a5 3aceinuyio, om waneena Aanme indopsai € LOCTORIIOID Ta tosnon, (o cepho apoaykiti Gyno spobReRe (BRADIAIOUY maxyEanHa/ MapKYRAREAY Ta
npogeseHO KOHTpoRL H sxocti na smulesaiuasentit Aol y nowdik signoeianoct 3 anMornys GMP, BCTARCRRENAMN MISLEBHM PEEYIRCODINY DRTARDM, o TaRoH
BiANOSIARG K0 cenafikadii, ue MICTATLOH ¥ peecTpaiiHoMy focle. TIpoToKom srpolunuTes, IKYBaHHR T8 BHANIIR 5YA0 ACPLIVIARYTE TA BOTARORICHD
rianosigsicrs GMP.

Commnents /Komenrapi:

" Microbioloizical testing are performed on one freshly manufactured batch peryear.

| Mipalionorie TCTYSALIS UPOBGINTLCH HE ORI cepll B pik 0pu BERYCRY.

"The baich size is indicated ag cases gquantity per manufeclured batch. One case has 72 consumer packs.

Poauip cepii 3aseates Ax KinbkETE kopohin sxpobnenol cepil. Uaus xepul MicTats 72 CROKHEYAX YAAKOBOK.

Name and positien/title of person authorizing the batch release f

Date of signature /
Ipissime T4 nocannfybaisg oeolu, HK2 BILAITE KU3BLT e BHAYCK Cepil

Jlnrz signucanns;
' s Sy o rase
fi/j 5 éf S?‘ g i L af?-mwm

Oste] mlﬂmi‘”
sl i

Signature/ Hinnne

Natcla Stylianoun QF / Compliance and Validation manager,

10-Jun-2022

 Reckitt Benckiser
Webiwww.reckittiencklsergom
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