z

oy
SKU 3042192 Frecitt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTUGIKAT SIKOCTI
NAME OF PRODUCT: STREPSILS® INTENSIVE CERTIFICATE/CEPTHOIKAT
HA3BA IIPOJVKINT:  |CTPENCLIC® INTEHCHB Ne 363568
Country of manufacturing / Kpaina-supoGuus United King@m Benuxa bpuranin
CERTIFICATE REGISTRATION NUMBER: UA/15692/01/01
HOMEP PEECTPAINFHOIO MOCBIUEHHS: UA/15692/01/01

|Strenath IPotcncg: / Cuna ail / AkTuenicTs?

Flurbiprofen 8,75 mg/dose / Duypbinpoden 8,75 nr/ nosa

Dosage form / Jlikapenka dopma

Oromucosal spray, solution / cnpefi oposMyko3uuii, posHH

Package size and type / Poamip ra rimn nakosamuus

15 ml in bottle Nel / o 15 mn y ¢naxoni Nel

BATCH NUMBER / HOMEP CEPIi: |ABD6101 DATE OF MANUFACTURE: / JIATA BUPQBHHIITBA: 04 2024
. EXPIRY DATE / BATA 3AKIHYEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPII: 4160 Ca MPHIATHOCTI: 03 2026

Responsible for Manufacture of the product, packing
and initial release:

Bignosinamemnii 3a Bipobunnrno, nakysanns ta
TIepRHITHNIT BINYyCx eepil:

Reckitt Benckiser Healthcare Manufacturing (Thailand) Limited, 65 Moo 12, Lardkrabang
— Bangplee Road, Bangplee, Samutprakam, 10549, Thailand

Pexrirr Benkizep Xenckep Many(exuypinr (Tainamn) flimires, 65 Moo 12,
Jlapnkpabanr-baurnne Poap, Baurmne, Camytnparapy, 10540, Tainang

Manufacturing License/ Jlivenzin na supobunnreo:

1-2-14-03-18-00279

Responsible for release:
Binnosiganeumnii 3a snnyck cepii:

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

Pexkirr Benxisep Xencxep Inrepreunu Misiten, Hotrinrem cafit, Teity Poyn,
Horrinres, NG90 2DB, Benuxa Bpurtanis

M'\nufacturmg Llcenscl JImeuzm Ha Bupuﬁmlurno

12862

sHi

o RESULTS OF

g;
) Féﬁﬁé"fl“

J&?f EHE] t}‘ *';W.?wnmfi’snre;?m‘;ix;nnft—rr' EXEHALE PR LAy Tilri‘f-u'n'""ﬁﬁ;iﬁ{u?e i AHAJIB[B e
Appearance (D0121711) / Qe (DO121711) Clear, colourless to slightly yellow solution / Complies /
npo3opuit pos3unn Big Geabapeuoro Ao xoBTYBaTOrO KONEOPY Binngninae

Identification of Qurbiprofen/ IncoTudikanin
gaypbinpodeny

~-HPLC/ BEPX

-Spectroscopy /Crtekrpockonisa

Positive/ Mae 6yTu nosuTHBHOIO

Positive/ Mae 6yTu mo3uTHBHOIO Complies / Bianosinae

Cornplies / Bignorinae

Identification (HPLC)/ Inentnikauin (BEPX)

Propylparaben/nponinnapaGen Positive/ Mae Byru nosurisxow g?mph?s !
Methylparaben/merrnnapaten MiToB1RaE
pH 7.4%0,5 7.2/72

. 1,034 - 1,040 g/ml 1.037 g/ml

-] 0,

Density at 20°C / I'yeruna npn 20°C 1,034 - 1,040 tmn 1,037 Ny
Uniformity of Dosage Units / Complies with Ph.Eur.2.5.40 Mass variation/ Complies /
OpropignicTs A030BAINX OB €ap.D, 2.9.40 Pozpaxyuxoro-sarosuit Meton Binnozinae

Pk Qo ~236 Lo s,

Reckitt Benckiser
Web:wwuw.reckittbenckiser.com




SKU 3042192 W recuitt

Benckiser
Assay/ Kinpkicne Busuavens: 8,31 =9,19 mg / nominal dose (Mr/ HosminansHa go3a) 8,64 mg / Mr¥e
Flurbiprofen / ®nypbinpoden 0,20 - 0,24 % w/v (v/06) 0,21 wiv(m/oB) %
Methylparaben/ Metunnapaben 0,039 — 0,048 % wiv (M/06) 0,042 wiv(p/cB)
Propylparaben / ITponinnapa6en
Degradation products/ Xpoayeti aerpaganit
BTS9636 (Ph.Eur. Impurity AY Not more than 0,5% with respect to Flurbiprofen/
BTS9636 (gomiwka A, €8p.®D.) He 6Ginsme wix 0,5% mo signowenny no gnypdinpodeny
0,3 %o
BT824631 (Ph.Eur. Impurity DY/ Not more than 0,46% with respect to Flurbiprofen/
BTS524631 (noaiwka D, Exp.d.) He 6inewe nix 0,46% no sianowenn go gnypGinpodeny 0
0, %
BTS28777 (Ph.Eur. Impurity E) / Not more than 0,46% with respect to Flurbiprofen/
BTS28777 (gomiuixa E, €ep.d.) He Glabwe mix 0,46% no signoment ao qurypGinpodieny 0.00 "
BTS42190 (4-Etthyl-2-Fluorcbiphenyl)/ Not more than 0,46% with respect to Flurbiprofen/
BTS842190 (4-etun-2-Qayopobidenin) He 6insmme nix 0,46% no sigowenns no ¢nypGinpodeny 0,09 o
Individual Unknown/ Not more than 0,2% with respect to Flurbiprofen/ He
Tyminyansua verinoma nominrka finniwe iz 0,2% no signowents go duypGinpodeny 0,2 %
Total Degradation Products/ Not more than 1,5% with respect to Flurbiprofen/ .
3aransHa KinbKicTs nponykTis Aerpaganii He Gianwe nix 1,5% nio BigHomenns o dpnypGinpodeny 0.7 %
Microbial Quality (Eur.Ph.5.1.4,
Eur.Ph,2,6.12/Eur.Ph.2.6.13)/ Mikpobionoriuna
uncrora {(€np. @. 5.1.4, €ap. ©.2.6.12/ €ap, ©.2.6.13)
Total Aerobic Microbial Count/
3aransya kinskicTs aepoGuux Mikpoopranismis (TAMC): f< 102 CFUMI 7 < 102 KYO/mn Complies / Binnonizae
Total Yeast and Mould /
Saramsia kinbricTs Nplkmxesyx Ta mricenennx rpubie  |< 10" CFUMI/ < 10" KVO/un Complies / Bigrnozpinae
(TYMC)
Staphylococcous aureus Absent in 1 m! / BiacytricTs B 1 Mt Complies / Binnopinae
Pseudomonas aeruginosa Absent in 1 ml/ Biacyrnicts 8 1 Ma Complies / Bignosigae
Certification statement: / 3anpa npo ceprudixauio:
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 local Regulatory Authority and with the specification it the Registration Dossier. The
batch processing, packaging and analysis record were in compliance with GMP,
11 2 3aceinuyro, 10 RabedeHa Buwe indiopMartin e AOCTORIpHOIO T2 Toune:o. Lo cepite npomyxuii Gynoe suposneno (Braovalonn naKkypaHHus / MapkyBRaHHus) Ta
TIPOBE/CHO KOKTPOAL IT AKOCTI HA BitleIasHAYenilt ALMBHILI y nosRilt pignosiakoCTi 3 BusMoraMi GMP, BCTAHOBNEHIMIT MiCUERIM PErY/SIATOPHHM OPraHoM, a Takow
aifnosinto go cueundixadiit, wo Micratsca y peectpauiiitomy nocse. TIpoTokonl BHPOGHHITEA, NAKYBAHAN T4 AHANID Byno REPerNAyFO T4 BCTRHOBIIEHO
BiznoRinHicTE GMP.
Comments /Koaerrapi:
"The batch size is indicated as cases quantity per manufectured batch. One case has 6 consumer packs.
Poamip cepil saseatiero sk kinpkicrs kopobis sipoGnencl cepii. Omim KopoS MicTHTS 6 crowBHIE YMaKoBOK.
Name and position/title of person anthorizing the batch release / .
. . . . Date of signature /
Ipizenme Ta necaga/ssans ocobn, stxa BuATA Qo3BT 12 BHIYCK cepil Signature / Iinome .
Hara mignocannsa:
. Elactronically sigrned by: Notela
i . Natela Stylianou swianow
Natela Stylianou QP / Compliance and Validation manager. Signature; b/ L '_52?;.?§;L;f;5°5’§;’;‘;,‘{;°gﬁ$2’;
Email: Natela.Stylianou@f_gckittr.comi"-;,,-,“"\
et W e \eY
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