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SKU 3106529 Freckitt
Benckiser
COA. VERSION . 22 QUALITY CERTIFICATE / CEPTH®PIKAT AKOCT!
NAME OF PRODUCT: JNUROFEN® 12+ ) CERTIFICATE/CEPTHOIKAT
HA3BA TPOMYKIN:  |HYPO®EU® 12+ N2 352804
Country of manufacturing / Kpaina-supofnax |United Kingdom Benwxa Bpurania
CERTIFICATE REGISTRATION NUMBER; |UA/10906/01!01
HOMEP PECCTPAIIAHOTO HOCBIIYEHHA:  JUA/10906/01/01
Strength / Potencyt / Cuna ait § AxTriulers: IBUPROFEN 200 MG / IBYITPQDEH 200 MI”
Dosage form / Jixapesxa dopma Coated tablets / Ta6reTru, Brputi 06070100

Package tize and typt / Poamip Ta Tun naxosanny Nel2 (12 x 1) in blisters / Na12 (12 x 1) y Snicrepax

BATCH NUMBER / HOMEP CEPIL;  |SN307 DATE OF MANUFACTURE: [ JATA BHPOBHHIITBA: 07 2024
e . EXPIRY DATE / JATA SAKTHUEHHA TEPMIHY:

*BATCH SIZE / *POIMIP CEPI!: 281 Ca ITPUIATHOCTI: | 07 2026

Responsible for manufacture of the product, packing, [Reckitt Benckiset Healthcare International Limited, Nottingham site, Thane Road,

quality ¢ontrol and release / Binnoninansanii 1a Nottingham, NG30 2DB,United Kingdom

BUPOSHULTRO, BEKYBAKRE, KOHTPOASL AKOCTI TA Pexnirr Bensazep Xencxep Lirrepuentiut Jlimiten, Horrikrem caltt, Teftn Poya,

ARNYEK cepil; LHD‘I‘l"iHI"cM, NG90 2DB, Benuxa Bpuranin

ManufacturInE Liccnsd.ﬂmen in 3a nnpoﬁnuu’mn' 12862

Appenranedonnc 7 A whﬂc 10 off white, round, biconvcx sugar conted tah[ct prmted
|(Visual inspection / Bisyanssui xorTpons). with an identifying logo in black on one face / Kpyraa avcormykaa

Lmﬁmﬂ- BXpHTA yXposoio. ofononkore inoro afo mathxe Complics/

. Binnosigac
6irtoro korsopY 3 HaapykopanuM izcaTHdiRatifMNM ToroTHIOM

TOPROCO ROMSOPY 3 ofHOTD BOKY.

Average mass / Cepenna maca
(Determine on 20 tablets, Bu.Ph., 2.9.5 7 Busuauactees  [452 - 500 mg / M 482 mg /mr
He 20 Tabnerxax, Cop.®., 2.9.5)

Identity tests / Inenrmdiccauin:

Sodium Ibuprofen by IR / 16ynpodeny aarpices cian  |Must comply with the approved test /
(I1) TloBHEHO BIANOBIATH IETBEPIREHOMY METOLY.

Complies / Binnoriaae

Must comply with the approved test /
[losritio BigmoBitRTH 3aTRENPREROMY HETORY.

Must comply with the approved test /
[Nozsime sinnosiary satseppxenomy Hetony.

Titanium dioxidet / Tavany piokcua Complies / Bianosinace

Tron oxidea® / 3aniss oxcnpa Complies / Binnosizae

Ibaprofen content®; / I6ynpogeny amier®:

- 202.1 mg / tablet
190.0-210.0 mg / tablet {Mr/ratnerxy) 2021 r { Ta ey
Disintegration / Fosnaaacmicrs Must comply with the requirements of the Ph. Eur for sugar
(EuwPh. 2.9.1./ €rp.0.2.9.1.) coated tablets i.e, less than 60 minutes /

LMae Bimnosimatw bemoram E€.0. TabneTok, BEpHTHX Complies / Bianosinac

LyxpoBo10 060n0HKOH, TOBTO MeHI B 60 xB.

Uniformity of Dosage Units by mass variation® / Must comply with the requirements of Eii. Ph.for Unj formity of
Onnopiauicrs golopannx oannnub, POIPAXYRKOB O~ dosage units by mass variation / o,
rarosuii Meroa® Mae sianorinare pumoram €ap.d. no Onuopianocti gozonamsx Complles / Blanosinac
(EuPh. 2.9.40. / €sp. . 2.9.40.) ORHHHIE, POIPBAYHKOBO-BATORHH METOH
Dissolutiont / Posunpennss : Must comply with the requirements of the USP. Not less than 80 Complies / Bianosigae
% (Q) of the stated ibuprofen content dissolves in 60 minutes. / Last tested / [lara
Mee siznosinaty suvoram @.CIIIA. 3a 60 xrumiy Mae OCTAHHBOID AHATIIY:
pozuuHuTIca He Mene 8G % (Q) sin jaxanenot Kingxocti
iGynpodeny. 12 2023
Microblologleal Examonation®/ Last teésted] -
e G e 972024
Mixpobiogeriyns yncroras Mara octansrorg ECTYHANHS -

Reckitt Bancldser
Web:www.reckittbenckiser.com
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SKU 3106529 Frecutt

Benckiser
Total Viable Count / KinnxicTs surrreanarinm
MixpooprayiMis
Aerobic bacterinf Aepoui Saxrepil (TAMC) < 10° CFUg / KVOIr . Complies / Bianoninac
Yenasts and Moulds / [iphanoxi Ta aicuani rpafixa < 107 CFUfg / KY Ol Complies / Bianosizac
(TYMC)
Escherichia coli (Bur.Ph2.6.13/ Cep @, 2.6.13) Absent in [ g/ Mae 6ytn sincyTim 3 1 r npenapary. Complies / Bianosinae

Certification statement: / 3asna npo cepridicantio:

[ hereby certify that the above information is authentic end accurate. This batch of product has been manufacturéd, including packaging / labelling and quality control
at the above tentioned 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.

InM £ Jachiftyo, o Rasenea suute indopManis € ocToBipHO Ta ToHow. I cepito mpomyxwii 6yno srpoBreno (xmouanyn HAKYSARHA / MAPKYBAHHA) T2
nposeaess konTpom il AxocTi Ba nuuesaHAyeril ginsHani ¥ nosuil sianoeiauocti 3 sumoraMn GMP, BCTAHOBRCHHMN MICILEBHM PErYARTOPHKM DPrAHOM, A TAKOH
sinmonigno o creundixadif, to MicTaTLER ¥ pecctpanifuomy gocke. TlpoToxoms mrpoSHMITEA, MakyBaHHA TA aHARI3 Byno RepernsHyTO Ta ECTAHOBIEN0
signorianicts GMP.

Comments /KomenTapi:

"The batch size is indicated as cases quantity per menufectured batch. One case hes 144 consumer packs.
Poamip cepil saseaueno ax xinbxicTs Xopobis srpuSneno! cepil, OaMR Xopob Mictith 144 CHOAKHBAKX YNRKOBOK.
Tests on the release of the batches is carried out on tablets with printed printing. Tablet cores must comply with the regular specification 0183521
TecTH TpH EuNYCKY cepil-nposoxsrs 1a Talnerxax I3 xanecennm apykom. fnpa Tabnerox noswnd sinfiosinarn perynapuiit cneunpikauii 0185521
" These tests will not be pcrformed routinely. One batch manufactured per year will be tested for compliance with these tests
* TecT Re NPOBOARTE PeryAspHo. Ha slanomizkicts uHM TecTER KOHTPONIOKITE OOHY BAPOGAEHY Cepio na pik.
" These tests are performed on tablet cores in accordance with specification numbet 0185521, entitted Cores for Sodium Touprafen tablets 256 mg.
B Tect 1PoBOAATS N3 RAPRX TABICTOK ¥ BiLnOBiHocTi A0 cneuwdikauil nomep 0185521 efapa Tatnetox 16ynpoieny narpicnol coni Ho 256 M.
> This test will not be performed routinely. The first 20 batches manufactured will be tested for compliance with this test followed by & minimum of one batch 1 every
43 batches manufactured.
* Tecr me NpoboaTh perynapuo. Ha BinnosiaricTs fanoMy TecTy XoNTOMOIOTS nepmi 20 eupobnemmx cepill, & ToTiM, Ax Minimym, onwy is 25 cepiif.

Name and position/title of person authorizing the batch release / Signature / Tix Date of signature /
TIpisBhuie Ta nocana/spans ocoly, Axa BHAaTA 1038i0 Ra BUDYCK cepll £ * e Jlara mignucanun:

Nﬂf@[d S‘fy/[dnou Efecm;c,yy signad by: Natela

Natela Stylianou QP / Compliance and Validation manager. Signature: Reasan: | aporove his documant

Email: Natela.Stylianou@reckitt.com

Emcvmrmuyn!gnsdnymmm b Elsctronica. ad by: Phip Kn.
Slgnature:  Mésks- iy e it ol Signature: % Rarsor Tvasmensd w2
. P § it
Cate: Avg 6. 2024 10:05 GMT+{ Date: Aun 7. 2024 21:34 GMT+1
Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com

Reckitt Benckiser
Webiwww.reckitthbenckiser.com




