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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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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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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