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SKU 3286871 Freckitt
Benckiser
COA VERSION 22 QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
NAME OF PRODUCT: |NUROFEN® FORTE CERTIFICATE/CEPTH®IKAT
HA3BA PO IVIKIIL: HYPODEH® ©®OPTE N2 365594
Country of manufacturing / Kpaina-supofuug United Kingdom DBenuka Epurania
CERTIFICATE REGISTRATION NUMBER: Ne TJA/6313/02/01
HOMEP PECCTPAIIITHOIO NQCBIMUEHHT: Ne UA/6313/02/01

Strength / Potency: / Cuna aii/ Akrusnicrs:

IBUPROFEN 400 MG / IBVIIPODEH 400 MT”

Dosage form / Jlikapeeka dopma

Coated tablets / TaGnerxy, BrpuTi 06010HKOK

Package size and type / Poimip Ta THO Rakesamn

No24 (12x2) in blisters / No24 (12x2) y Gnicrepax

BATCH NUMBER / HOMEP CEPII: |SM384 DATE OF MANUFACTURE: / TATA BUPOEHUIITBA: 08 2024
" EXPIRY DATE / JATA 3AKIHYEHHS TEPMILY
*BATCH SIZE / PO3MIP CEPII: 523 Ca OPMIATHOCTL: 03 2027

Responsible for manufacture of the product, packing,
quality contrel and rclease / Bignosinanonuit 3a

Reckitt Benckiser Healthcare International Limited, Nottingham site, Thane Road,

Nottingham, NG90 2DB,United Kingdom

ERpOOHIITRO, MAKYBAHMSA, KOUTPOL SKOCTI Ta
BHITYCK Cepii:

Pexxirr Benkizep Xencxep Intepnew Jlintiten, Horrinrem caitr, Teiir Poysa,

Hotrinrem, NG90 2DRB, Benuka Bpuranis

Manufacturmg License/ Jlimenzin wa supoGmunrao:  |12862
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Appcaran:elOnnc A white to off-white, biconvex, sugar-coated, tablet printed with
an identifying logo in red on one face / Bini aGo maitke Gini, Complies /
npoomyinl  rtafneTR, BKpUTI  LykpoBo0 ofoAOHKOK 3 B?I?Igz:?sae
inewtudixyiounn HammcOM wepBOHOrO RKOABOPY HA OMHIH HATOBIA
cTOpoHi TabneTk,
Identification of Ibuprofen/ Must comply with the approved test / . . .
s . R Complies / Bignorinae
InenTidicauin iGynpodeny [Tonmmo pignosigarn sateepHxeHOMy MeTogy.
Identificati itani ioxide? M ly with .
cntification of Titanium dioxide®/ ust comply with the approved test/ Complies / Bizmosizae

Inervadicania Torany gioxcumny?

TTopmnmno sigmoninary saTBepmKeHOMY MeTORY.

Identification of Iron oxide¥
Inentadixkanin 3amiza oxcirgy?

Must comply with the approved test /
[osxeno siAnoBinarn 3aTRepaAKeHOMY MeToy.

Complies / Bignosigac

Average mass / Cepefiun paca

816 —900 mg / 816 — 900 M

866 mg /mr

Unifirmity of mass'/
Oanopiguicrs aacn

Must comply with Eur.Ph /
Toeuuna sinnosinari Cep.®apm.

Complies / Bianosinae

Disintegration /

Must comply with Eur.Ph (not less than 30 minutes) /

Posnagamia [osunno signosigary Cap.dapy. (ne Gimme 30 xe) 1 min /x8

Dissolution? / Not less than 80% (Q) of the stated ibuprofen content dissolves in Comolies /
3 60 min/ 3a 60 xe we menute 80% (Q) nin ximexocri Brasanot np. |  95% omplies

Po3ummenns Binnopigae

Crnan

Microbiological Examonation'/
Mikpotionoriuna unerora?

Aerobic Bacteria / AepoBrix Baxrepiii (TAMC)

Yeasts and Molds / ipixmkerux Ta rnicenepix rpuGis
(TYMC)

Escherichia coli

<10’ CFU/g / <10° KYO/Ir
< 10* CFU/g / <10° KVO/r

Absent in 1 g/ Mae 6yt rigeymrine s I ¢

Complies / Bignosiaae
Complies / Bignosipae

Complies / Bigmosizae

Reckitt Benckiser
Web:www.reckittbenckiser.com
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SKU 3286871 W reckitt

Benckiser

Certification statement: / 3asna npo eepridiixatito:

I hereby certify that the above information is authentic and accurate. This bateh of product has been manufactured, including packaging / labelling and quality control
at the above mentioned sites) 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,

Lsim 9 3acBinyyro, 1o Hasesena situie indopmauia € nocTosiprow @ Tounow. o cepilo npoayKLil 6y10 BHpeGneHo (BIUTIOYAOMH NaKYBAHHA / MAPKYBAHHA) T3
NpOREAEHO KOHTPONE iT AxocTi Ha BHIe3aInayeniit sl y nosxif Binnosiamecti 3 Bivoramit GMP, BCTAHOBREHIMH MICLEBHM DETYNSTODHHM OPr2HOM, 3 TAKOW
Binnoriano no cneungixadiit, wo MictaTseA ¥ peecTpauniiinonmy gocse. Ilpotoxoni BpOGHIITEA, TaKYBaHHA Ta aHatizin G0 NEPEINSHYTO T4 BCTAHOBIEHD
pigmoeianicts GMP.

Comments /KoneuTapi:

' This test is performed on the tablet cores/ e Brnpolysantin BUKOHYETLCA HA AApAX TaGNETOK

* These tests will not be performed routinely. One batch manufactured per year will be tested for compliance with these tests/ He pyrisumii tecr. Tipoogutacs
B1OIpKOBO A onHIET cepil, BipoBAcHOl NpoTaroM poky.

* These tests will not be performed routinely, the first ten batches manufactured will be tested for compliance with this test, followed by a minimum of one batch in
every ten batches manufactured/ He pyminensii Tecr, [IponoauTses [ MepUimX AecAT srpoGaeiix cepili, Hamani, s MiHiMys, 1 k0xHol tecaTol BnpoBrenct
cepil.

*The batch size is indicated as cases quantity per manufectured batch. One case has 144 consumer packs,

Poamip cepil 3azeateno % KinskicTs kopoGis BupoGrerol cepii. OniH kopoS MicTATA 144 CROXHB4IX YNMAKOBOK.

Name and position/title of person authorizing the batch release /
TIpizenine Ta nocaga/3sanua ocolin, AKa BHAANA A03BiA HA BHIOYCK cepil

Date of signature /

Signature / ITignsic .
& A JaTa mignncauin;

Elacironically signed by: Natela

. - Styth
Slgnature: W %‘“ Rgggg;"fappruvetmsdocumanl_

Dala: Sep 3, 2024 15:51 GMT+1
Email: Natela.Stylianou@reckitt.com

Natela Stylianou QP / Compliance and Validation manager.

Elactronically signod by: Androw Godber Efastronicaily stgnad by: Fhill Knlgh!
Signature:  Moxke Rt 3 Gutr o e Sienature: Elstontey snad by e Kot
Date: Aug 28, 2024 15:39 GMT+1 & ) " gf;;g? se:; 3.2024 13:41 GMT+1
Email: Andrew.Godber@reckitt.com Email; Philip.Knight@reckitt.com
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