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SKU 8021400 Freckitt
Benckiser
COA VERSION 20 QUALITY CERTIFICATE / g;EPTHlDIKAT SKOCTI
NAME OF FRODUCT: [NUROFEN® CERT]F[CATF{CEPTHQ’IKAT .
HA3BA IPOJYKINY:  JHYPODEH® ' | N2 350593
Country of mnnnfncturinsl Kpaina-snpofinux JUnited Kingdom Benwxa Bprrania
CERTIFICATE REGISTRATION NUMBER: UA/6313/02/02
HOMEP PEECTPALIHHOL'O NOCBITUEHHS: UA/6313/02/02 )
Strength / Potency: 7-Crian ail / Amnnim- [BUPROFEN 200 mg / IBYTIPOQEH 200 Mr
Donge form / Jlikapcexs gopma Coated tablets / TaSnerin, skpuTi ofoffonxoin
Package size and type / Pasmip Ta THR nakossnms Na 6.(6 x 1) per blister / No 6 (6 x 1) ¥ Gnicrepi
: DATE OF MANUFACTURE: / JATA '
BATCH NUMBER / HOMEF CEPIT: SA40S BHPOSHHALITEA; 03 2024
. s . - , EXFIRY DATE / JATA 3AKIHYUEHHA TEPMIHY
'BATCH SIZE / PO3MIP CEPil: 287 Ca [PUAATHOCTE: 03 2027
Responsible for manufacture of the product, packing, Reckitt Benckiser Healthcare International Limited; Nottingham site, Thane
qulllty control and #elease / Blgnonigznanuni 1a Road, Nottinghm NG90 2DB,United Kingdom .
sHPOSANKTRO, MAKYRRANA, KORTPoAL KKocTi TA BANYex  Pexxirr Benxiep Xenckep larepremnn Jlimiren, Horrinres caltr, Tefn
cepil: _ Poys, Hotrinrem, NG90 2DB, Benika Bpuristia
Manufacturiug License/ Jiuensis va numﬁuumo 12862
1‘_| B ,
ms oF Amvsxs
s £ pohrr S sy 5 ) SRR i o 5
Appearance (vlsu:l) i A white to off-whlte bxconvex, sugarooated tablet
Onne (sliyansani) Jorinted with an identifying logo in black on one
face/ Bini afo maibxe Gint amoonyxni raGnerxn, Complies /
noxpuri  nyepoBoe  obamomxom 4 Binnosinae.
inerrrndixyromme Rammrcom xoprore xonsopy 3
) onHot cToponK TabneTion.
Identification / Inearndixauin
Thuprofen (IR) / _ _ . : :
: 16yapodesy ( 1Y-enexcrpockomin) f st comply with the approved test/ Complies Binroniaac
; : TlopuUHO BiANCBIAATH 3ATROPXEHOMY METOLY:
4 _ Connplies / Binrosinae
*Titaniuin dioxide / Must comply with the approved test / Last Tested / Jlzra
* Mioscenx TATANY [TOBHRHO BiNOBIIATI FATBEPIKEHOMY METOITY., OCTRHHLOID aHawisy:
: 04 2023
Complies 7 Blanosinae
*Tron oxide 7 Must comply with the approved test / Luast Tested / Tara
*Oxeun wanisa TToninro BiANOBIAATH J4TREDIKEHOMY METORY. OCTastULOre AHANTY:
- ) . 04 2023
"Average mass (Eur: Ph. 2.9.5.) / 436 mg
*Cepeana maca (Enp, . 2.9.5.) 40? mg - 430 mg / 408 ur— 450 mr 436 ur
Disintegration / ) ) )
Pojuamanix Must comply with requiréments of Eiit, Ph. 2.9.T; Complies /
/ Iopsuno signosinaTy pavoran Eap, @. 2.9.1, Binnogigds’
:: Dissoluti:nn / [Must comply w_ilh the _r:qr._lilcmems of the USE. Coniplies / Binniosizae
Poruunenns ot Jeas than 80% (Q} of the stated ibuprofen Last Tested / Hara
content dissolves in 60 minutes./ Tlopuuno ‘OCTAHHLOND AHATIIY:
Bizmonizary sumoram USP. 3a 60xs f1e mewtre . L -
80% (Q) mizanisency ximtxoeri » poagini Tested on the batch. /
Croan, B BunpoSysano ua cepil
*Micrebiological Examonation /
*Mikpobioseriuna unerora : P
Total vial;ld‘count: Saranbia XiAsKicrh sITTEAIATEIX Complies / Binriosinac
OpranmMis; ‘Last Tested / Jlara
Acrobic Bacteria / Aepo6rrx Gaxrepilt (TAMC) < 10° CFU/g / £10° KYO/r oeTH 06 ;;;; w3y
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SKU 8021400 Wreckitt

Benckiser
Yeasts and Molds / Jpincaernx a nniceneskx rpibia 3 .
(TYMC) < 10? CFU/g /%10° KYOIr
Escherichia coli Absent in 1g / BlgcyTnicTs 8 I r.

Certifi cstim‘l statement:-/ Iasnss npo eeanq;ixlnim'

cuntml 4t the above méntioned site(s) i full comp!mnee with the GM‘P reqmmnents of the local Regulatory Authnmy and vmh the specuﬁcatlon in the
Registration Dossier. The baich processing, peckaging and analysis record were in compliance with GMP.
Ll % 3aceizayio, o asegena snume inboprmtin € socToniproie T Tovrow, Lo cepiro zpoxyxnil Gyne snpobneno (e=ni04B109H NaKysanuR / MBDKYDAHHA)
nposeneno xorTporE T MxocTi AA BMINEsaINETenilt DIMEMUL v itosuill BinnosiaHOCTI S SimoraMH GMP, crdnrorneHM MicHEREM PEryAXTOPHYM OprancM,
TaKoX pianosinuo Ao creun hiadil, mo mictameex y pecetpanifisomy Aocee. [TpoToxons BUPOSHUUTES, NAKYRAHHL TA BHANIYE SYN0 NEPEriany ™o T4
BeTanosteno innosimicrs GMP,

Icomments fKomerrapis

* The test for Uniformity of Mass (PhEur 2.9.5.) is performed on fablet cotes in accordance with specification number 5437, éntitled Coresfor Thuprofen
tablets 200 mg. / Tecr Oanopianocti macy (PhEur2.9.5.) snxonato ua cepuenrki 1alnerkr ¥ ainnonianocti Ao cnenudiranil Ne 55437,

* One batzh manufactered per year will be tested fof tompliance with these tests. / TecT nponomirsex SuGipKono ia onuill i3 cepill, ane RE pime oRHELY paty
Ha pix.

*4 The first ten batches manufactured will be tested for complmn“ce with this test followed by & minimem of one batch in evety ten batches manufactured. /
[Teer iporénea Ha nepiite 10 cepinx ana ainrsepoxennn signonigrocti. TloTim nposonrrsca na oakili is 10 nupoBieax cepilt.

“The batch vize is indicated as cases quantity per manufectured batch. One case has 144 consumer packs.

JPouip cepil 1arenteno Ak xinskicTs kopoGin srpatinesol cepil, OnKH xopob KicTHTS 144 CTOMARHX YNAKOBOK:

Narme and position/title of person authorizing the batch release / Stonature / i Date of signature /
[Ipisnmine T4 nocamlsnmnn ocob, AKR BHAASA 1038iN Ha BHMYCK cepil ‘gnature f anne Jiava ninnncanms:
Ekmmmlymdby Murha
Marths Mukange; QP / QA Technical Support Mansiger, signature; Marfha. M”ﬂﬂnﬁﬁ Boasod)

doctmant,
Dater Apr 2, 2024 15:28 GMT+!
Email: Martha.Mukange@reckitt.com

L B ) Electronically glgned by: Androw Godber i Edectronically signad by: Philip Knight
Signature:  Niwke et T 8 athar of iy Signatirre: (/g ot o
Dale: Mac 28, 2024 1958 GMT Date: hiwr 27, 2024 20:58 GMT
Emaili Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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