JIEP’KABHA CJIYXBA 3 JIKAPCBKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKII OBJACTI

npog. Ceitnuurof Hani, 3, m.Kuis, 02099, ten/takc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kon €JIPITOY 37078774

BUCHOBOK
Nnpo sKicTh BBe3eHoro B YKpainy Jikapcbkoro 3aco0y

17.06.2024 Ne 29686/24/10

CTPEIICLJIC® IHTEHCHB BE3 IIVKPY 31 CMAKOM AIIEJBCUHA

(HaltMeHyBARHA 1ixapchxoro 3acofy IriaHO 3 peecTpauiiinuM noceinyeHHAM)
ALosHUKH No 8,75 mr, no 8 nvoaanukis y Gaicrepi, no 2 6aicTepn y kapToHHii KopoOILi

(hopma BURYCKY, JO3YBAHHA, BUA NAKYBAKKA Nikapcskoro 3acoby)
Homep peectpauifinoro nocsiguenns UA/18831/01/01 crpox aii peectpauiiitoro nocsinuents 31.08.2026
Cepis nixapesxoro sacofy Ne SD946 Kinbkicrs BBezeHoro nixapcekoro sacoby 124416

Bupo6ruk Pekkitt Benkisep Xenckep lurepueinnn Jlimiten, Benuka Bpuranis
(naftmenyranms srupoGuuxa nikapeakoro 3acoy, xpafHa noXoKeHHs)

Baeseno B Ykpainy ToBapucTBo 3 06MexeHo0 BinnosiaaabHicTIo "' PexkiTT Benkizep
Xaycxoan Eng Xeac Kep Yikpaina", igeur, xon: 33696041

(afiMenyRauns Ta xoa 38 €IPTIOY jopuamunol ocobu abo npiisuie, iv'a, no 6arbkoni fizuunol
ocobu - nignpuemus, T Micue NPOXHBAHHA Ta PCECTPaUIHHNA HoMep 067ix0BOT KapTKK NNATHAKA
noaaTkis a6o cepin Ta HoMep nacnopTa)

M poTokoa sisyansHore xonTpomo sin 12.06.2024 M 1661/1,

3a pesyNsTATAMH CPKABHOrO KOHTPONIO BCTAHOBJAEHO, IO JikapchkuA 3aci6 BBe3eHo B Yipaily 3
JOTPHMAHHSM BUMOT 3aKOHONARCTBA LIONO 3a0€3neweHHA AKOCTI Nikapchkux 3acobis.
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SKU 3199228
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Benckiser
COA VERSION 20 QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
NAME OF PRODUCT: STREPSILS® INTENSIVE ORANGE SUGAR FREE CERTIFICATE/CEPTH®BIKAT
HA3BA ﬂPOIIYKH“: CTPENCLIC® THTEHCHB BE3 LIYKPY 31 CMAKOM ATIEJILCHHA N2 355374
Country of manufacturing / Kpaina-snpofunk United Kingdom Benuxa Bputania
CERTIFICATE REGISTRATION NUMBER: UA/18831/01/01
HOMEP PECCTPALIIIOTO ITOCBIAMEHHSA: UA/18831/01/01
Flurbiprofen 8,75 mg / ®nyp6inpoden 8,75 mr

Strength / Potency: / Cuaa nit/ AxtusnicTs: P § | DrypGinpabe
Dosage form / Jlixapcika dopma Lozenges / JIboASHUKH
Package size and type / Poisip Ta THD takoBaHuR Nel6 (8 x 2) in blisters / Ne16 (8 x 2) y 6nicTepax
BATCH NUMBER / HOMEP CEPII: [SD946 DATE OF MANUFACTURE: / RATA BHPOBHHLTBA: 04 2024

] EXPIRY DATE / JATA JAKIHYEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPI!: 2688 ca NPHAATHOCTI: 04 2026

Responsible for manufacture of the product, packing,
quality control and release / Biznosinanbnuit 3a

Nomnﬁham, NG90 ZDBiUnited ngdom

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

supobrunTRO, NaXYBRHHA, KOHTPOAL AXOCTI T2 PekkiTt Benxizep Xenckep Inrepuewnn Jliviren, Hotrinrem caitr, Tefin Poya,
BHMYCK cepii: Hotrinrem, NG90 2DB, Benvka Bpurauia
Manufacturing License/ Jliueniin na supofunurso: 12862
Iy n - ; - -_TlE§UL’l‘S oF
 ANALYSS
rE3vaBTATH -
: - B g L . ATIAIDIR
Appearance / Onuc: A white to pale yellow circular lozenge, with an icon
intagliated on both sides / Kpyrnuit 6innit a6o Gnino-kosTHit C?mplies/
NTLOMAKHK 3 BUCIHEHUM 306paxe HHAM 3 oGox Gokis @ Bianosinac
TastesCuae Characteristic orange / Tunosu#t anenscrHoBui C?mpllFs /
Bianosigac

Tdentification / laenTrdixauin

Flurbiprofen by HPLC/ @aypSinpoden meTozom BEPX
Flurbiprofen by UV-Vis / ®aypGinpogen merosom ¥ O-
Bua.

Complies to the approved method/ Biznosinae saTsepaxesomy
MeTony

Lamda Max 246nm +/-3nm, Abs >50% deflection / Maxc.
nornaHanns Ap4 246 uM % 3 1M, A6c.>50%

Complies/Binnosinae
Complies/Bianosiaac

Average Mass/Cepeann maca 2.5 to 2.7 g/lozenge / Bin 2,5 no 2,7 rnsonanux i: r?ﬂ“:’;"ie
= b HHK
Uniformity of Mass / Oanopianicts macn Complies with Ph. Eur.2.9.5/ Bianosiasio ao sumor €sp.@apm. Complies /
295 Bignosinae
Uniformity of Dosage Unit (as . . . . .
Content Uniformity) / Onnopianicrs xo3ossmix ;k;mphes with Ph. Eur.2.9.40 / BianosigHo no asMor €8p.®apm. Cn.)mph'es/
OANHKUB (AK oHOpiAKICTL BMiCTY) 940 Bixnonixae
Assay/ KinbkicHe suzpaqenna: 8.1 to 9.4 mg/lozenge 88  mg/lozenge
Flurbiprofen / ®aypbinpoden Bix 8,1 10 9,4 Mr/nboIAHHK 8,8  mr/nbonAHmk
Microbiological tests*: Last tested /
Mixpobionori . 03 2024
ikpobionoriuna uncrora*: Hdara octanHbOro TeCTyBaHA*
Total Viable Count (TVC)/ 3aranbna kinbkicTh
MHTTCIARTERNX opranidmis (TYC)
Bacteria/ Baxrepii not more than 102 CFU/g / ne 6innie 102 KYO/r C?mph'es/
Binnoginae
Yeast and Moulds / [Ipisaxosi Ta naicenesi rpubn  |not more than 10' CFU/g / ne Ginnwme 10* KYO/r C?mpliFS/
Biznosinac
Absent of Staphylococcus gureus/ Bincyruicrs ; : : Complies /
Staphylococeus aureus Absentin 1 g/ Bizcymitiere s 1 ¢ Bianosinac
Absent of Pseudomonas acruginosa/ Blacyrsicte : : : Complies /
Pseudomonas aeruginosa Absent In 1 g/ Bincyruicto s 1 r Bianosiaac

Certification statement: / 3asnsa npo cepradixanirw:

Reckitt Benckiser
web:www.reckittbenckiser.com
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Benckiser

1 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.

1Ium # 32cBinvyl0, WO HaBencHa sxiLe indOpPMaLlia € ROCTOBIPHOIO Ta TOYHOIO. Llio cepito npoxyknil 6yno Bupobaexo (axnaaloH NaKysaHHA / MapkyBaHHR) T2
npoBEREHO KOHTPONS {i #XOCTI HA BxlteIAIHAEHIA AlabHuni y noBKif BinnosianocTi 3 sumorami GMP, BCTAKOBIEHHME MICUCBHM DErYANTOPHIM OPrAHOM, 3 TaKOX
aimoBizHO 10 cneundikadifi, wo MICTATLCA y peccTpatiiiHOMy #OCHL. TpoTokonu sHPOSHHUTEZ, TAKYBAKHA TA aNANi3ie 6yNO HEPErAAHYTO T2 BCTAHOBAEHO
signosianicts GMP

Comments /Komenvapi:

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

* MikpoSionoritse 1ecTyBatHs NPOBOANTECK HA OAHilt cepil 8 pix NpH sUnYCKY.

"The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs.

PoaMip cepil 3a3cadeno ax KinsKicTs xopoGis supolineroi cepil. Onus xopoB MicTTh 72 CTOXHBYHX yRAKOBOK.

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

. : - Signature / Ilianue .
Tpizswe Ta mocaza/ssaung ocoGy, Axa Buaana 203817 HA BHOYCK cepil Jlata nianuncanna:
i —— 1 I

Elecironcally igned by: Marthe

Martha Mukange QA Technical Support Manager & QP | Marfhs MukANGIRATE e pu oomens | 28-MaY-2024
R E— Etactronically signed by: Prilip Knight v Eractronically signed by: Eding Dobos
/é KA et A Edina Dobos Rossor, v rvowsd i dociment
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Benckiser
COA VERSION 34 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
NAME OF PRODUCT: |STREPSILS® INTENSIVE ORANGE SUGAR FREE CERTIFICATE/CEPTHDIKAT
HA3BA TIPOAYVKII:  |CTPENCUIC® INTEHCHB BE3 LIVKPY 31 CMAKOM ATIEJBLCHHA Ne 382454
Country of manufacturing / Kpatua-snpobunx United Kingdom Benuxa Gpuranis
CERTIFICATE REGISTRATION NUMBER: UA/18831/01/01
HOMEP PEECTPAIIMHOIO HOCBITUEHHS: UA/18831/01/01
Flurbiprofen 8,75 ! ©nypbi 8,75
Strength / Potency: / Cuna aii / AxTuBHiCTSb: HEBRASR e/ aypeinpotben R
Dosage form / Jlikapceswa dopma Lozenges / JIbopanmxs
Package size and type / Poanip Ta Tin nakosanng Nel6 (8 x 2) in blisters / Ne16 (8 x 2} y GnicTepax
BATCH NUMBER / HOMEP CEPII: |TC444 DATE OF MANUFACTURE: / TATA BHPOGHILITBA: 12 2024
= EXPIRY DATE / IATA 3AKIHUEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 375Ca NPHAATHOCTT: 12 2026

Responsible for manufacture of the product, packing,
quality control and releasc / Bignopiganeinzii 32

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

Nottingham, NG90 2DB,United Kingdom_

BUPOGHILTEO, NAKYBAIN, KOHTPOJ/IB SIKOCTI TA
BIIYCK cepii:

Pexxitr Benkizep Xenckep Intepuemnn Jimiten, Hotrinrenm calit, Teiiu Poya,

Horrinres, NG90 2DB, Benuka Bputauis

\'I'lnufflcturing License/ Jiuensin tia mlpoﬁmiu‘mo:

I
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A white to pale yellow circular lozenge, wnth an icon
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Appearance / Ore: intagliated on both sides / Kpyrnui 6inwii aGo Gnino-xosTuil Complies /
MLORAHMK 3 BHCIMERMM 306paxennam 3 0box Goxis (H Bimnosinae
Taste / CMax Characteristic orange / Tunoruii anenscunobrit g?mnrl]ii:?:;e

Identification / IneuTupivauin

Flurbiprefen by HPLC/ ®nypbinpodicn meromoss BEPX
Flurbiprefen by UV-Vis / @rypintpoden aerogom Y-
Bup,

Complies to the approved method/ Bianorinac 3arsepiimenonmy
MeTORy

Lamda Max 246nm +/~-3nm, Abs >50% deflection / Maxe.
NOTNMAAHAA npu 246 HM & 3 1M, ABc.>50%

Complies/Bignonigae
Complies/Bignosinae

oY 04 »o¢

; 2.6 g flozenge
2, . Bin2
Average Mass/Cepemun maca 5to 2.7 gflozenge / Bin 2,5 no 2,7 r/nsoasunk 2,6 T/ALOAAHNK
Uniformity of Mass / Canopianicrs macn Complies with Ph. Eur.2.9.5 / Bianosinuo no eusor €ap.dap, Complies/
2.9.5 Bignopinae
Uniformity of Dosage Unit (as L . . .
Content Uniformity) / Omuopinsiers gosonamnx S(;Ig}éltes with Ph. Eur.2.9.40/ Binnosiano xo smvor €ap,®apm. g?mph:esl
oMHHNILEL (MK opHOpinuicTs BMiCTY) e WRAERISES
Assay/ Kinskicne siznagernmn: 8.1 10 9.4 mg/lozenge 83 mg flozenge
Flurbiprofen / ®aypSinpopen Big 8,1 no 9,4 Mr/nsomasnk 8.8 Mr/nsonsstK
Microbiological tests™: Last tested® /
e O . 012025
MikpoGionoriuna uncrora™: Jara ocranusoroe TeeTyBans®
Tatal Viable Count (TVC) / 3arafibna KinskicTe
SRNTTEIaaTHNX oprauizsie (TVCH
; - 2 . 2 Complies /
Bacteria/ Daxrepii not more than 102 CFU/g / ne Ginpe 102 KVO/r . )
Bianosipae
o # 2 i : ; Complies /
Yeast and Moulds / Jpixpacost T2 maicenesi rpufn  |not more than 10 CFU/g / ke 6insmwe 10! KV O/r X )
Binniosigae
Absent of Staphylocoecus aurcus/ Bineyrnicre Absent iz 1 g/ Bigoymsiers n 1 r C?mpllf:sl
Staphylococeus aureus Bipnopinae
Absent d i i i ; : ; i
bsent of Pseu omo-nas acruginosa/ Bincyrnicre Kbseatiin i e Biepesicrin © C?mphfasl
Psendomonas acruginosa Binnosimae
Certification statement: / 3asBa npo ceprudixaniso:
Reckitt Benckiser ;AGE 10F2
Web:www.reckittbenckiser.com ; 02/202510:16
5% A6 S
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Benckiser

1 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.

Llsts 1 3aceigwyno, Mo Rasemena BIMIE itrdhopMalia € AocToBipHOIO TA TouHOIO. Llro cepito mpomykuil 6yno BpobneHs (BKNICHAIOHI NakyBAHNHA / MApKYBaHHA) Ta
TPOBEAEIO KONTPONL T AKCCT Ha RinwEesasuaeniit Ainenuni y nosuiit signosianocti 3 BiMoramit GMP, BCTAHOBREHMMH MICIEBIM PErYALTOPIIM OPraHoM, A TAKOK
ianeningo fo crewdiradiii, wo micTarres y pecetpauifinosy gocse. [IpoToxomt BHPOGHIITDA, TAKYBAHNR TA AHANIAIB G0 [IEPEIAAKYTO T4 BCFAHOBIEHD
sinnesingicTs GMP,

Comments /Koaenrapi:

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

* MikpoGionoriuie TecTyBaiHa NPOBOAKTLCH Ha ONHIN cepii B pik npi BHnycKy.

'The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs.

Po3uip cepil 3a3caueHO AK KiRBKICTE XopoSiB supoGaenol cepil. Ouu kopol MicTiuth 72 CHOKHBYNX YNAKOBOK.

4Name and paosition/title of person huthorizing the batch release /
TIpiseimie Ta nocaga/3sanaa ocobi, KA BrAaNA 4O3GIA Ha Banyck cepil

Date of signature /

Signature / ITianue .
Hava migmucann:

fignature: Martha M%kaﬁge Ew«ange

eason: | kpprove this document.
Martha Mukange. QP / QA Technieal Support Manager. Dl FonY 7. 2025 06.20 GAT.
Email; Martha.Mukange@reckitt.com

Elactranically signed by: Andrew Godber e Electrorically signed by: Philip Knight
. R 1l f - ;> b
Slgnature: MGk dg::;r;mam iha suthor of ihis Slgnature: /’— = ng:;:]:;ﬂlrhava revigwed [his
Dale: Fab 14, 2025 10:38 GMT Liato: Feh 14, 2025 21:34 GMT
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
Reckitt Benckiser PAGE 2 OF 2

Web:www.reckitthenckiser.com 14/02/2025 10:16
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JEPKABHA CJIYXBA 3 IKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KHIBCBKIM OBJACTI

mpos. Crimmrasof Hagil, 3, mKuis, 02099, ren/daxe: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
npo sKicTs BBe3eHoro B YkpaiHy Jikapenioro 3acody

03.04.2025 Ne 14869/25/10

CTPEOCLIC® IHNTEHCHB BE3 IIVKPY 31 CMAKOM AIEJLCHHA

(uaiiMeyyBanas nikapcsroro sacofy 3rimno 3 peecTpaniiinum noceltueHHAM)
JbodAHnKH o 8,75 Mr, no 8 neoasHukis y Gricrepi, o 2 6nicTepn y kaprouaiit kopodmi

{¢opna pismyCeKy, A03YEaHIA, BIA TAKYBAHHA Nikapebxoro 3acoby)
Homep peccrpaulitnoro noceimuenns UA/18831/01/01 crpok ail peecrpanifinoro nocsinuenns 31.08.2026
Cepix nixapesxoro sacofy Ne TC444 Kinericts maeaenoro nikapesxoro sacoby 27000

BupoBuux Perkitr Beuxizep Xenckep Inrepuemnn Jliviten, Benuxa Bpuranis

{naliMcHyBaHuA BRPODHMKA nikapcsKOro 3acoly, Kpalua NOXOAKEHHN)

Bseaeito B Vkpaftly Torapucteo 3 oc6MexkeHoo BianoBinaneaicTo "Pexrirt Benkizep
Xayexonpn Eun Xenc Kep Yipaina', inenr. xon: 33696041

(najimerypansg Ta xoa 3a EJIPTIOV 1opumeanol ocobu aGo npissnme, M, no Gatskori dizsanol
ocofiu - nimmpaeMus, I Micue nposimanix Ta pecctpatiifiuli oMep oSniKOBOT XAPTKH NAATHHKA
nogarxis aGo cepia Ta HoMep Nacnopra)

Iporokon sisyinsxore kosrpomo slx 27.03,.2025 M 0946/2.

3a pesynsTaTaMil  ASp/KABHOTO KOHTPOMO BCTAHOBREHO, WMo Jikapcekull  3aci6 mBseseno B Vxpaiyy 3
ROTPHMAHHAM eynmor 3aKoHOAARCTEA 1M0A0 3a0cancyckna axact nixaperkmx 3acobis.

e R Gy : Omsra €EPHOMEHKO
A TS

KORTPONIO) {ntamic) (lsininam ta nplzsrc)
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JNEPKABHA CJIYXKFBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMH Y KUIBCLKIN OBJIACTI

npos, CeiTmmunol Hanii, 3, M.Kuis, 02099, ren/dac: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
npo sKicTh BBe3eHOro B YKpaiHy Jikapcbkoro 3acoly

24.07.2025 Ne 34794/25/101

CTPENICLIC® IHTEHCHUB BE3 LIVKPY 31 CMAKOM AIIEJILCHUHA

(nafimerryBanna gikapebxoro 3acofy 3rinHo 3 peectpauifinum nocsiguenam)
JboARHUKH 1o 8,75 mr; no 8 Aboasuukis y Gaicrepi, mo 2 6nicTepn y kapTonnid Kopobui

(dhopMa BHTIyCKY, RO3YBAHMNA, BUA NAKYBAHHA NikAPCHKOTO 3acoby)
Howmep peectpaultnoro nocsimuenns UA/18831/01/01 crpox aii peectpauifinoro nocsiavenns 31.08.2026
Cepin nixapcsxoro 3acoby Ne TD735 KinskicTs seeseHoro nixapcexoro sacofy 26208

Bupo6Hux Pexkitt Benkizep Xenckep Iurepuewun Jlimiten, Benuka bpuranis

(xafimeHyBaHHA BUpoGHHKa nikapcbkoro 3acoby, xpaiHa NOXomkeHHR)

Baeaeno » Yxpainy Tosapuctso 3 06mMexenoro Bianosigansuictio "PexkitT Benkizep
Xaycxonn Ena Xeac Kep Ykpaina', inenr. xon: 33696041

(nalimenymaunn Ta xof 38 €IPTIOY opuanutoi ocobu abo npissriue, im'a, no 6arsxost Giznynol
oco6H - mianmpremis, il Miclie MPOXHBRHKA Ta peccTpauifHKA HOMEp 06NIKOBOT KaPTKH NAITHHKA
noaarxis abo cepis ta HoMep fracniopTa)

Npotokon Bizyaasuoro kourpome sia 16.07.2025 X 2251/5.

3a pelynbTaTaMH [CPKABHOMO KOHTPOJIIO BCTAHOBNCHO, IO Nikapchxui 3aci6  BBeleHo B  Ykpalny 3
AOTPHMAHHSM BuMOr 3aK0HORABCTBA OO 3a6€3neUeHHA AKOCTI NikapcLKkux 1acobis.

Onsra CPHOMEHKO)

(11s1a0n 1a 1P ssnute)
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COA VERSION 24 UAL ERTIFICATE / CEPTU®DIKAT AK 1
NAME OF PRODUCT:: |STREPSILS® INTENSIVE ORANGE SUGAR FREE CERTIFICATE/CEPTHUOIKAT
HA3BA TPOAVKINY:  JCTPENCLIC® IHTEHCHB BE3 IIYKPY 31 CMAKOM AITEJIbCHHA Ne 385360
Country of manufacturing / Kpaina-snpobunx lUnited Kingdom Benuxa Bpurranix
CERTIFICATE REGISTRATION NUMBER: Jua/18831/01/01
HOMEP PEECTPAIIIIHOT'O MOCBLTYEHHS: UA/18831/01/01

Strength / Potency: / Cana nil / Axrasnicrs:

Flurbiprofen 8,75 mg / &nyp6inpoden 8,75 mr

Daosage form / Jlikapenxa dopms

Lozenges / JIbOASHHKH

Package size and type / Paamip T8 THR nakosaunx

No16 (8 x 2) in blisters / No16 (8 x 2) y 6nicTepax

BATCH NUMBER / HOMEP CEPIl: |TD73% DATE OF MANUFACTURE: / IATA BUPOEHULITBA: 02 2025
EXPIRY DATE  JATA 3AKIHYENHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 1516 Ca HPH,IIATHOCI'I?A 02 2027

Responsible for manufacture of the product, packing,
quality control and release / Binnoninanuanit 3a

Nottingham, NG90 2DB,United Kingdom

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

BRPOGHANTEO, NAKYBAHHNA, KOBTPOS RKOCTI TS Pexxitr Benxizep Xencxep lureprewnn Jimiten, Horrinrem caitr, Teitu Poyn,
BHnYyCK cepils Horrinrem, NG90 2DB, Benuxa Bpurania
Manufacturing License/ Jlinenyin na srpobnaurso: 12862
RESULTS OF
TESTS LIMITS ANALYSIS
TTORASHHKH HOPMH PEIVABLTATH
AHAJII3IB
A white to pale yellow circular lozenge, with an icon
Appearance / Onac: intagliated on both sides/ Kpyrawit 6imit abo Gnino-mosnit Complies /
NLOAXHHK 3 BHCIYEHUM 306paxKenHam 3 060X GoKis | (7, Biancoiaac
Taste / Cmax Characteristic orange / THnoBRit anentcuuopnit Cs)mp l{cs /
Binnosigac

Identification / Inenrndixanin

Flurbiprofen by HPLC/ ®@nyp6inpoden meronom BEPX
Flurbiprofen by UV-Vis / @ayp6inpoden meronom YD-
Bun.

Complies to the approved method/ Binnosinae zateepaxenomy
MeTonmy

Lamda Max 246nm +/-3nm, Abs >50% deflection / Maxc.
MOrNHKAHHA NpH 246 HM = 3 1M, ABc.>50%

Complies/Bianosizac
Complics/Bianosiaar

Abscnt of Staphylococcus aurcus/ Bizcyrricms
Staphylococeus sureus

Absent of Pseudomonas aeruginosa/ Bizcyrnicrs
Pscudomonas acruginosa

Absent in | g/ Biacyrnictsa 1 ¢

Absent in 1 g/ Blacyrsicte s 1 r

Average Mase/Cepenng maca 2.5 t0 2.7 gllozenge / Bia 2,5 20 2,7 r/avoasunk ;-2 r?ﬂ‘l‘;ii’:fx
Uniformity of Mass/ OauoplauicTs Mach Complies with Ph. Eur.2.9.5/ Binnosiaxo ao sumor €sp.dapm. Complies /
2.9.5 Bianoeinae
Uniformity of Dosage Unit (as J . \ . .
Content Uniformity} / OanoplaricTs nosonansx gt;n‘;%hes with Ph. Eur.2.9.40 / Biznosinno no samor €sp.dapwm. Cf)mph.csl
oanunus (A oanopianicTs nmicry) o Bianoninae
Assay/ Kituxicne Bu3nagenna: 8.1 to 9.4 mg/lozenge 87 mg Auzenge
Flurbiprofen / ®aypbinpoden Bin 8,1 10 9,4 mrimsonnuux 8.7 UL Lo LY
Microbiclogical tests*; Last tested* / 2
MikpoSiosoriuna uncrora*; JIaT2 0CTAHHLOrD TECTYRIHN" o1 2025
Total Viable Count (TVC)/ 3aransna kintnkicrn
wuTTeIaTHAX opranimis (TVC):
Bacteria/ Baxrepll not more than 102 CFU/g / ue 6insme 102 KYO/r C?mp hf,'s !
Bignominae
Yeast and Moulds / [Ipbeaxont Ta aniceneni rpuba  |not more than 10* CFU/g / ve Gimeme 10° KYO/r gf)mpli?s /
innosainae

RE HOH)
BlanoHinae-_’7,)
(.'unﬂ;.fkﬂ’ ~ 2
BEYMESTIB

Certification statement: / 3ansa npo ceprudikauiso:

Reckitt Benckiser
Web:www.reckittbenckiser.com




SKU 3199228 Wreckitt
Benckiser

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, inciuding packaging / labelling and quahity enatrol 4t
the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specitication in the Registration Dossivr, The
batch processing, packaging and analysis record were in compliance with GMP.

Linu 2 2acainuyio, Mo Hanenena Brue iHGOPMALLIN € ZOCTOBIPHOIO TA Toun0I0. Lito cepito mpoayxnil Syro supofineno (Brmoyaony NAKYRAUHT / MANKYBAUNR) TR
nponeneus xoNTPOML IT AXOCTi Ha BunesRINAUENiR AUTLRUTI Y moBKiN BinnorignoeTi 3 BuMorams GMP, seTaHORIEMUMM MICUEBUM DETYINTOPHUM ODIAHOM. A TAXOX
Biznosizno 10 cneundixadiit, mo micrariea y peectpauiiroMy Aocke. TIpoToxomM BUPOSHRITTEA, NAKYBARKS TR anamniiis 6yN0 NEPErNKHyTO T2 BCTAHORICHO
sianosianicts GMP.

Comments /KomenTapl:

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

* MixpoGionoriune TecTysasux NPOBOAATECA HA ORKIK cepil 8 pix npy BAMYCKY.

*The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs.

qu'mip cepil Ja3caucHO AX KinbKicTs KopoSin Bupobinenol cepil. Oy xopof MICTHTL 72 CHOKHBYHX YNAKOBOK.

Dats of signature /
Jl9T8 NUINHCRHNRAL

$mnmmu ly signed Dy Mandy
ggnature: Pﬂ’@ S Roason | dbprove Iis document,

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

[Iplisnme Ta nocana/isanun ocobn, Axa BHAANR 2038Ln HA BHOycK cepil Sigausuney Diznue

1
) Date: Mar ? 2025'11.61 GMT
Mandy Turgoose. QP / Operutions Quality Manager. Email: mandy.turgoose@reckitt.com
;wt«;m signad by Andrew Godber /'—' e Elac&oquﬂy Aigned by: Philip Knight
Signature:  Mbwke Ressor: | o o uor of (8 signature: < é Roaton: [ have reviwed s
Dats: Mar 12, 2025 18:00 GMT Dste Mar 12 2025 20 06 GMT

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

hasi gt
JOKYMEHTIB

’

Reckitt Benckiser
Web:www.reckittbenckiser.com
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QUALITY CERTIFICATE / CEPTHDIKAT SKOCTI

NAME OF PRODUCT:

STREPSILS® INTENSIVE ORANGE SUGAR FREE

CERTIFICATE/CEPTH®IKAT

- "-"-""95*"‘7‘""

ek e . s

Ay

HHA3BA HPOIIYICHIT: CTPEIICUIC® IHTEHCHE BE3 LIYEPY 31 CMAKOM ATIEJLCHHA N2 395470
Country of manufacturing / Kpaina-nipoGme United Kingdom Benuxa Gprtanin
CERTIFICATE REGISTRATION NUMBER: UA/18831/01/0t
HOMEP PEECTPAUIITHOT O IIOCBUTUEHHS: UA/18831/01/01
Flurbiprofen 8,75 mg / ®nyp6i en 8,75 mr
Strength / Polency: / Cuna pii / AkTiBHICTE: KoRrasen me ypoinpog
Dasage form / Jlicapcnica dopara Lozenges / JInogaunku
Package size and type / Possiip Ta T nakosanus Nel6 (8 x 2) in blisters / Nel6 (8 x 2) v Guicrepax
BATCH NUMBER/ HOMEP CEPIf: [TMS512 DATE OF MANUFACTURE: / JATA BHPOBIIHIITBA: 052025
-~ - EXPIRY DATE / HATA 3AKIHUEHHS TEPMIHY
'BATCH SIZE/ PO3MIP CEPII; 1600 Ca PHAATHOCTE: 05 2027

Responsible for manufacture of the produect, packing,
quality control and release / Bignosinannunii 1a

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

Nottingham, NG90 2DB,United Kingdom

BUPOTHRITEG, NARYBAHI, KOITPOAL SIcocT] TA
BHOYCK copii:

Pexkirr Benkisep Xenckep Inrepuemnn Jisiren, Hotrinren caiit, Teiin Poyn,

Horriures, NG90 2DB, Bennka Bprranis

Manufacturing License/ Jlinensin ua nupofimmrso: 12862
g RESULTS OF
TESTS CLIMITS ANALYSIS
NOKA3ZHNKH HOPMIL- PE3YJARTATH
e e L L Lo S S OO DO AHAJIZEB
A white to pale yellow circular lozenge, with an icon .
Appearance / Onire; intagliated on both sides / Kpyranit Gintit ao 6nino-sconTsit Cf’mi’]"cs /
NLORANKK 3 BUCIMCHHM 306paxkennam 3 o6ox Goxis (5} Binnosinac
o - . z Complies /
I'nste / Caax Characteristic orange / Tunosuit anenscusoruit ; .
Binnosinae

Identification / Inentudvicanin
Flurbiprofen by HPLC/ Quyp6inpodien merogos BEPX

Complies to the approved method/ Bignosinac $ATBED/KCHOMY
MeTony

Complies/Binnosinac

Flurbiprofen by UV-Vis / Gayp6inpoden arcrogos YO- |Lamda Max 246nm +{-3nm, Abs >50% deflection / Maxc. Complics/Binnosinae
Bus. norAHHAHNA npit 248 Hu & 3 uy, ABc>50%
Average Mass/Cepeans paca 2.5 10 2.7 gflozenpe / Bin 2,5 o 2,7 o/nronanik eah B /lozenge
2,6 T/ne0NAHNK
Unifermity of Mass / OmuopinmicTs atacu Complies with Ph, Eur.2.9.5 / Bianoeigno o Bumor Cap.Dapat. Complics /
295 Binnosinae
Uniformity of Dasage Unit (as o : : :
Content Uniformity) / Omuopimticrs xozonamx ;Zon;%hes with Ph, Eur.2.9.40 / Bignosisno 2o susor €up.dapw, gf)mpll'es /
oanHuNb (1C oANopiAuicTs BMicTy) 9. iAnoBigae
Assay/ Kinnilene susnaremis: 8.1 to 9.4 mg/lozenge 8.8 mg Mlozenge
Flurbiprofen / Gnypéinpohen Bix 8,1 mo 9,4 Mr/nuonstimx 8,3 MI/ILOIRIK
Microbiological tests*; Last tested® / 01 2025
MixpoBiosorivga uncrora*: JLATa 0cTAuNLGTO TeCTYRAUA
Total Viable Count (TVC)/ 3arannua wifeiciets
WIHTTCIAATHHRX opranisain (TVC):
Bacieria/ Baxrepii not more than 10* CFU/g / ue Ginswe 102 KYO/r C?mpllfas 4
Bianoninae
i ¢ . . s Complies /
Yeast and Moulds / Jpiugtxoni Ta naicencri rprbn tnot more than [0' CFU/g / He Ginswe 10" KYO/r ) ;
Bigmosinae
1 f Staphy 1 i i . . . Complies /
Absent of Staphylococcus nurcus/ Bigeyruicrs Absent in 1 g / Bincyrsicrs 5 1 r omplies
Staphylococcus aurcus Binnosinae
Absent of Pseudomonas neruginesa/ Bineyrniers ; ; ; Complics /
B . .
Pseudomonas acruginesa Absentin 1 g/ BineyrHicte B I T Bimstaziase
Certification statement: / 3asaea npo cepTuhiraniio:
PAGE1QF2

Reckitt Benckiser
Web:www.reckitthenckiser.com
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SKU 3199228 .
reckitt

I 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 lacal Regulatory Authority and with the specification in the Registration Dossier. The
baich processing, packaging and analysis record were in compliance with GMP.

1T # sncoinuyin, wo nanencna site indhopatanis € Aocrozipiiolo Ta Ternolo. Ilie cepio npoaykuil Gyno sipobieno (sxmovaoun flakysannsa / MapryBatig) Ta
POBCALHO KOITPOAL 1T 2KOCT Ha Brwesaznavenii Al y nosuiii sinnosiguocTi 3 BRMOras GMP, BCTAIOBACHIMEL MICLICBHM PEryASTOPHIM OPFAHOM, A TAKOK
BiANGRIAND A0 cucttinhikadiiil, wo miceatsen y peccTpanifiony nocse. [Tporokomit BipobHUILTRL, NARYBAKIA Ta aNANI3A OYN0 NEPErAAHYTO Ta BRCTAIGBACIO
sianosignicts GMP.

Comments /Komenrapi:
* Microbiological testing are performed on one freshly manufactured bateh per year.

* MixpoGionoriune TecTynanits NPpoBOAMTLCA Ha OaHilt cepii B pik npi BHITyCKY. v
“The batch size is indicated as cases quantity per manufectured batch. One case has 72 consumer packs. %

Posmip cepii sustatiero sk Rinbkicts kopoBir pupoBaeHol cepif. Onuit xopob MicTHTL 72 CHOKHBMEX YNAKOBOK.

Date of batch release / flara sumyexy cepii: 16/06/2025
Nanie and position/title of person authorizing the batch release / . : Date of signature /
s . Signature / ITigmuc 3
Hpissnme T2 nocapa/zsanus ocobit, 1K BHAANA S03nIN Ha BHIYCK cepif Jata nignucanmus;
Fleciont] hily signed by: Martha

- = Murkan,

b lgnature: M Raaso.-%':u. [approve this decument.
Stephen Hines, QP Dato: Jur24. 2025 16:08 GMT+i

Email: Martha.Mukange@reckitt.conf

Eteclronically signed by: Andrew Gedbar T R U Eleciranically signed by: Philip Knight
& 5 e

Signature;  Miuke o Signature: == Batar son 18, 3098 sy s document
Date: Jun 17, 2025 18:58 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
*
%
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AEPKABHA CIIYXBA 3 JIIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KMIBCLKIA OBJIACTI

npos. Critanunol Hapii, 3, s.Kuis, 02099, Ten/paxc: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIQY 37078774

BHUCHOBOXK
Ipo SIKICTL BBE3eHOro B YKpaiHy Jikapchroro 3acofy

16.09.2025 Ne 44532/25/1011

CTPENICLIC® IHTEHCHB BE3 IIVKPY 31 CMAKOM AOEJBCHHA

(HaiiMeryEaHHS RKAPCRKOTO 3acoGY 3rIAHO 2 PEECTPAIHHIUM TOCHIAMCHRN)
JLONSHMKH 110 8,75 Mr, 10 8 neonsnnkis y Gmicrepi, o 2 GuicTepy y xapronniii kopodui

((opaa puRycky, #03yEanNA, BIA NAKYBIRAS NIKAPCLKOTO 31c06y)
Howmep peectpauiitnero nocainuenns UAS18831/01/01 erpox aii peecrpauiituoro nocsinvenns 31.08.2026
Cepis mixapcskoro sacoby Ne TIVIS12 Kinexictn Bnesenoro sikapenkoro sacoby 27648

Bupobunk Pekxitr Benkizep Xenckep Inrepuewnn Jimiten, Benmnxa Bpuranis

(uafinenysattit spoSHEKA RikapeLkoro 3acoby, Kpailia noxomxenns)

Breseno 8 Yipainy Tosapncrso 3 o6Mekenoro BignoBinansuicrio "Pexxirt Benxizep
Xaycexona Eng Xene Kep Yipaina”, inent. xon: 33696041

(nafimenysnima ta ko 33 €IPTIOY topuantmof ocoby abo npinHule, iM'a, no GaTakoai
disinol ocoli - mignpuenms, i Micue npokiBarEa Ta peecTpauifixmit nomep obnikongi
KapTKN MAaTitiika noAaTKie abo cepia Ta omep nacnopTa)

IIporowon sisyannioro xourponio sin 15,09.2025 Ne 2865/9.

3a peaymeTaTaMH  JICPHKABHOTO KOHTPOMIO BCTAHOBRGHO, IO JiKAPCLKMEE 3acif BBeseHo B Yrpaluy 3

JOTPHMAINAM BHMOr 3aKOHOAABCTEA IOAO 306E3IeTeHIIs AKOCT] MiKapCEKKX 3ac06iB.

Onsra EPBOMEHKO

(nizmac) (inininnn e npianmue)

w

crenn g
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