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Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTUQIKAT AKOCTI
NAME OF PRODUCT: STREPSILS® INTENSIVE CERTIFICATE/CEPTH®DIKAT
HA3BA DPOAYKIL:  |CTPENCLIC® IHTEHCHB 365939
Country of manufacturing / Kpaiina-supobunk United Kingdom Benuxa Bpurauis
CERTIFICATE REGISTRATION NUMBER: UA/15692/01/01
HOMEP PECCTPALIIAHOIO NOCBINUEHHS: UA/15692/01/01
Strength / Potency: / Cuna aii f AKTiBHicTb: Flurbiprofen 8,75 mg/dose / ©nypbinpodes 8,75 M1/ n03a
Dosage form / Jikapcbka hopaia Oromucosal spray, solution / cripeit oposyko3aui, posuuH
Package size and fype / Po3atip Ta THI NaK0BaHHA 15 ml in bottle Nol/ o 15 mn y duaxoni Nel
BATCH NUMBER /HOMEP CEPI{; |ABDS584 DATE OF MANUFACTURE: / HFATA BHPOEHHIITBA: 06 2024
.. EXPIRY DATE / JATA 3AKIHYEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 10104 Ca IPUIATHOCTI: 05 2026
Responsible for Manufacture of the product, packing | Reckitt Benckiser Healthcare Manufacturing {Thailand} Limited, 65 Moo 12, Lardkrabang
and initial release: — Bangplee Road, Bangplee, Samutprakarn, 10540, Thailand
Bignesipansuuii 3a BupoGHRUTRO, N2KYBRHHA TA Pexkirr Benxisep Xenckep Manythexuypinr (Tainang) Jlimiten, 65 Moo 12,
nepruHHil BUMyCK cepii: Jlapaxpabanr-Bauriue Poag, Banrnae, Camyrnpaxapy, 10540, Tatnaug
Manufacturing License/ Jlinensin xa supofunurso: 1-2-14-03-18-00279
Responsible for release: Reckitt Benckiser Healtheare International Limited, Nottingham site, Thane Road,

Binnosiganennii 3a Bunyck cepii: Nottingham, NG%0 2DB,United Kingdom

Pexxirr benkizep Xenckep Inrepremns Jlimiten, Horrinrens calit, Teiin Poysz,
Hotrinren, NG90 2DB, Benuka Bprrania

Manufacturing License/ Jlinensist ia mlpoﬁmmrno- 12862
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Appearance (D0121711) / Onme (D0121711) Clear, colourless to slightly yellow solution / Comylies /
nipo3opril po3uHH Bix Ge36apBHOTO KO KOBTYBATOTO KONLOPY -
Identifieation of flurbiprofen/ Inentidirauin
daypbinpodeny Positive/ Mae 6yti nosurnsuoIo . . .
_MPLC/ BEPX Positive/ Mae 6yTH no3HTHEHOI Complies / Bignosigac

-Spectroscopy /Criexrpockoris Complies / Binnoinae

Identification (HPLC)/ IpenTndicania (BEPX)

Propylparaben/nponinnapaten Positive/ Mae Gyti nosnTHBHOIO CPmplif’.s ]
Methylparaben/setinnapaten Bigrgsigas
pH 7,4 4 0,5 7.1/7,1

: 1,034 — 1,040 g/m! .
Density at 20°C / Tyeruna npn 20°C 1,034 — 1.040 E}!MH :’ggg ?;:ﬂi
Uniformity of Dosage Units / Complies with Ph.Eur.2.9.40 Mass variation/ Complies /
OguopiauieTs Ao30BaINX OMIHILEB €rp.D. 2.9.40 Po3paxyHKoBO-BarOBH METOI Bimnorinae
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Assay/ Kinsxicne Buztiagenns: 8,31 — 9,19 mg / nominal dose (mr/ HoMinaEHA 1032) 8,79 mg/ mi% )
Flurbiprofen / ®ayp6inpoden 0,20 = 0,24 % wiv (m/06) 8323 W;V?ZOZ; %
Methylparaben/ MerannapaGen 0,039 — 0,048 % wiv (m/o6) g WIV(MG
Propylparaben / ITponinnapaten
Degradation products/ FlpoayxTir xerpagarii
BTS9636 (Ph.Eur. Impurity AY Not more than 0,5% with respect to Flurbiprofen/
BTS9636 (nomimka A, Esp.d.) He 6incme Hixk 0,5% no pigsomenna no duypGinpodeny

0,3 %
BTS24631 (Ph.Eur. Impurity D)/ Not more than 0,46% with respect to Flurbiprofen/
BTS24631 (monimka D, €sp.@.) He 6incee Hixk 0,46% no eignomenna go duypGinpodieny 000 ,

X %
BTS28777 (Ph.Eur. Impurity E) / Not more than 0,46% with respect to Flurbiprofen/
BTS28777 (nomiumxa E, €ep.@.) He insme i 0,46% o signowenna go duyp6inpodeny 0.00 %
BTS42190 (4-Etthyl-2-Fluorobiphenyl)/ Not more than 0,46% with respect to Flurbiprofen/
BTS842190 (4-etun-2-dnyopobidenin) He Ginstne mix 0,46% oo sinHowenus no duryplinpodieny 0,00 o,
Individual Unknown/ Not more than 0,2% with respect to Flurbiprofen/ He
InnuBiyansHa HesitoMa JoMitka l6ineme nix 0,2% no Bipnowenna ao Prypbinpodeny 0,2 %
Total Degradation Products/ Not more than 1,5% with respect to Flurbiprofen/

. . . . o \ ; 07 %

JaransHa KineKicTs NpoxyKTis Aerpaganit He Ginnine misx 1,5% mo sigHowewss no guypbinpodery
Microbial Quality (Eur.Ph.5.1.4,
Eur.Ph.2.6.12/Eur.Ph.2.6,13)/ Mikpabionorima
uucrora (€sp. @, 5.1.4, €sp. €.2.6.12/ €pp, ©.2.6,13)
Total Aerobic Microbial Count/
3aranena KinbkicTe aepoGHuX Mikpooprakismis (TAMOC): |< 102 CFU/ml / < 102 KVYO/Mn Complies / Bignoninag
Total Yeast and Mouid /
3arabHa KiALKICTs Apix/pkesnx Ta mwricenesnx rpubis  |< 10" CFU/MmI/ < 10" KYO/un Complies / Bignosinae
{TYMC})
Staphylococcus aureus Absent in 1 ml / Bigcyrricts B I Mn Complies / Bignoginae
Psendomonas eeruginesa Absent in 1 ml/ Bigeytricts B 1 Mn Complies / Binnosiznae

Certification statement: / 3asina npo ceprudirnarito:

I hereby certify that the above information is awthentic 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,

Llunr 4 3acaipvyo, e Hasenena siue indiopmatia € ROCTOBIPHOI Ta Towrot. Lo cepiio npoaykuii Gysio sipotineno {srmoyaious naxypaHHx / MapKyBaHHs) Ta
npoBCAEHD XOHTPONS Ti Axocti Ha nuulesasHayenil minnHuni y nosuik pinnosiikoeTi 3 sumoramMu GMP, BCTAHOBNEHIMIL MICUEBIM PECYINTOPHIIA OPraHOM, & TAKOHK
sizrtosiane Ao cnewndixagif, mo MicTaTECA ¥ peecTpartiituomy aocke, IipoTokONH BHPOGHMITTEA, MAKYBAHHS TA AHAMIZIB Gymo meperas’yTO Ta BCTAaHORNEHO
Rignosinnicts GMP.

Comments /KomenTapis

'The batch size is indicated as cases quantity per manufectured batch. One case has 6 consumer packs.
Poamip cepil sn3eaveno ax kinskicTs xopoGis supoGienol cepil. Omun kopoB MICTHTE 6 CIOMHBYIX YIAKODOK.

Name and positionftitle of person authorizing the batch release /

; . . . ignat
Ilpiseuwe Ta nocaaa/snannn ocobu, AKa BHAM A03BIN Ha BUNYCK cepii Signature / ITianne Date of signature /

Hara ninnucanns:

-'—\'_ gfaclmn.lrah'y signod by: Mandy
- W:‘j*‘"* urgooss
Slgnature: r% Reason: ! approva this document.

Dalo; Sep 5, 2024 14:34 GMT+1

Mandy Turgoose, QP / Operations Quality Manager,

Email:

Reckitt Benckiser
Web:www.reckittbenckiser.com
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AEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIH OBJACTI

npos. Ceitnrunoi Haaif, 3, m.Kuie, 02099, ten/dakc: ((44) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICThL BBe3eHOIr0 B YKpaiHy JiKapchKoro 3acofy

24.12.2024 Ne 66823/24/10

CTPEIICLJIC® IHTEHCHUB

(uafimenysanta AikapesKoro 3acoGy 3rinuo 3 peecrpauilfumnM nocsingennam)
crpeii opomykKo3Huil, pozuun 8,75 mr/mosza; ne 15 ma y dakoni; no 1 daaxony B kaprouuii
KOpooi

(thopma BHNYCKY, KO3YBAHHA, BHA NaKyBaHHA NiKAPCHKOre 3acoby)

Homep peectpaniiinoro noceinuenns UA/15692/01/01 crpox ki peccrpauiiinoro nocsiauenss 01.01.2099
Cepis nixapcrkoro 3acoby Ne ABD8984 Kinekicts BBesenoro nikapeskoro zacoy 2880

Bupo6unk Pexxirt Benxisep Xenckep Inreprewnn Jlimiten, Benuxa Bputanis
(maiimenysamms BUpoGHHKa nikapepkoro 3acoby, kpalna moxomxeH ER)

Bzezeno B Ykpainy Tosapucreo 3 oOmexenolo Bianopinansuicrio "Pexxirr Benxizep
Xaycexong Enp Xesic Kep Vrpaiua", inenr. kon: 33696041

(uaiivenyBanus Ta xon 3a €PTIOY opuan4not ocobu abo npiasuute, iM's, no Gathkoai dizuunol
0co0H - MANPUEMUN, 1T MiClle NpOKHBAHHA T2 peccTpaLiiinuil noMep 06MKOROI KAPTKY MIATHHKA
nonatkis aBo ceplr Ta HoMep facnopTa)

Ilporokoea Bisyaasnoro xorrpomo six 13.12.2024 Ne 3996/3.

3a pesynbTAaTAMM JEPIKAaBHOTO KOHTPONIO BCTAHORNEHO, IO Iikapcekuil 3acif  ppeseno B Vipainy 2
BOTPHUMAHHSM Bumor 3aKOHOAAECTRA M0N0 3a6e3eYeHHs AKOCTI JikapchKuX 3acobie.
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