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QUALITY CERTIFICATE / CEPTUDIKAT SIKOCTI]

NAME OF PRODUCT: INUROQFEN® CERTIFICATE/CEPTU®GIKAT

HA3BA TPOAVKINYE:  JHYPODCH® Ne 358719

Country of munuincturing / Kpaina-sipobuni |United Kingdom Benuxa Epurauid

CERTIFICATE REGISTRATION NUMBER: Jua/6313/02/02

HOMEP PE€CTPAIIIHOTQ IIOCBIAYEHHIE: IUAJ’EB 13/02/02

Strength / Potency: / Cuaa nil / AxTaznnicrs:; EBUPROFEN 700 mg / IEVIIPOGEH 200 mr

Dosage form { Jlikapenxa dopma Coated tablets / Tabnerxw, sxpuri ofonouxoio

Patkage size and type / Poamip T THir naxoranss NG 8 (8 x 1) per blister / Ne 8 (R x 1) y Gicrepi

BATCH NUMBER /HOMEP CEFIT: [SH331 DATE OF MANUFACTURE: / JATA BHPOEHHIITBA: 052024
it —————

“**BATCHSIZE/POSMIP CEPIL:  [98.Cca  [r20 Y DATE/ ATASAKIETERHA TEPMIRY 05 2027

Respansible for manufacture of the product, packing,
quality control and release / Bianosinansunii 1a
BHPOGHRUTEC, AAKYBAHHA, KOBTPOAL AKoeT] T)
BHAOYCK cepil:

[Nottingham, NG90 2DB, United Kingdom

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

Horrinrem, NG90 2DB, Benwxa Bpuranis

Peiadir Benxisep Xencxep InTepremmy Nimitea, Horrinres caiir, Teiint Poyn,

(vns_t;l) J’
jonue (sisyansnnin

i SR
A white to off-white, biconvex, sugar coated tablet printed with
ant identifying logo in black on one face/ Bini a6o Majtke Gini

Wlbuprofen ary/
IGynpodeny ( M-cmexTpocxonia)

! . Complies /
asconyisti TabeTkH, nNoKpUTI Lykposolo oBoNoHKOK 3 Bianonigac
lnenredicyionnn Hanucor yopHorg KONLOPY 3 OAHOI CTOPOHH
TAbnETKH.

Tdentification / Inenrudicauin Must comply with the approved test /
[losmiAo Biznosinata 3ATBCPIDKEHOMY METOZY. Cotnplies / Bianosinae

Complies / Binnosinac

*Titenium dioxide / Must comply with the approved test / Last Tested / lata
*Mioxena Turany IMorumio sinnorigarn IATBEPAKEHOMY METOLY. OCTAHHEOTO AHANi3y:
04 2024
Complies / Binnosinae
*Iron oxide / Must comply with the approved test / Last Tested / fara
*Oxens 1aita INosunno sianosinaru JATBEPKEHOMY METOLY, OCTARHEOTO aHANi3Y:
(42024
*Average mass (Eur. Ph, 29537 mg
“Cepeann maca (Esp, O, 19.5) 408 mg - 450 mg / 408 mr = 450 mr j;: wr
Disintegration / Must comply with requirements of Eur. Ph, 2.9.1. / Complies /
Poanaxauns [losnimio simmosinary rumoran Enp. . 2.9.1, Bixnosigac

** Dissolution /

Must comply with the requirements of the USP, Not less than

Complies/ Bianogixae

** Porunnenna 80% (Q) of the stated ibuprofen content dissolves in 60 Last Tested / flata
minutes./ Tlosenno simosizaty pumoras USP. 32 60x8 e OCTRHHBOTO ananizy:
Mere 80% (Q) sia sasBnenot kinbxoeti g po3gini Crnag. 052024
*Microbiclogicsl Examonstion /
*MikpoSionoriuna uncrora
Total vizble count: 3aranbna kimskicrs KUTTEFAATHHX . R .
opranisis: Complies / Bignosizae
Aerabic Bacteria { AepoGm Gaxrepitt (TAMC) < 10° CFUJg /<10° KYO/r Last Tested / Jlaa
OCTAHHKONO BHATZY:
Yeasts and Molds / Hpbiclwesix 12 micenenux rpubia 2 1
(TYMC) < 10° CFU/g / <10° KyO/r 06 2023
Escherichia coli Absent/g / Bigcyriiern n 1 r.
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Certification statement; / 3aara npo ceprudissuio:

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 lozs] Regulatory Authority and with the specification in the Registration
Dossier. The batch processing, packaging and analysis record were in compliance with GMP,

e % 3acinnyI0, Wo HaBezeHs BHILE iHbOpMARix ¢ A0CTORIPHOW T8 Tounow, i cepiso npomyxuil Gyno supobneno (BrtiouacyR TIAKYBAKHA / MAPKYBAHKK) TR
MpoBeneHo XOHTIoNE 11 AX0CT] HA puinesdsnauenill ainbenui ¥ nosuill BiInoriaHoCTi 3 BuMOraMH GMP, BCTaHDRNENH M MICIIEBHM PETYHATOPHUM CPraoM, a

Takox sipnosiaee fo cnsurgixadii, wo Micrarsen y peecTpatiifiioMy nocse. TIpoTokon® BupolHHITES, NaXYBAHRS Ta aHANiI R 6yNo NEpErNsHyTO T4 BCTAHBNEHO
innosinguicTs GMP.

Comments Komentapi:

" The test for Uniformity of Mass (PhEur 2.9.5.) is performed on tablet cores in accordance with specification number 55437, entitled Cores foy buprofen teblets 260
mg. / * Tect Oanopinnocti macu (PhEur 2.9.5.) auxonano wa cepuesHKi Tabretkn y RiRNoBRROCT] 10 Cneiudikazii Ne 55437,

* One batch manufactured per year will be tested for compliance with these tests. / Teet npoeonnThea suGIpROBO Ha oaKill i3 cepilt, ane ue pinwe oasero Pasy Ha pik.
** The first ten batches manufactured will be tested for compliance with this test followzd by a minimum of one batchi in every ten batches manufactured. / Tecr
DpoebeacHo A nepiuwx 10 cepind anx nixTaepaxenns sixnorimnocTi. Morin RpoROARTECK Ha oaHill i1 10 anpoBnackux cepili.

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

Pemip cepif 2aseaven Ak xinskieTe kopoSis BupoGnenok cepil. Onin xopob MicTHts 144 crosuewmx ynaxosok.

Name and position/title of person authorizing the batch release /

Date of signature /
[Mpisrrme Ta nocaga/spannn ocoln, fKa BUARA J0IBLN HA BRIyCK cepil

Jara nignkcknns:

’—-t:aﬁﬂ\-v Electranicaly signad by: Mandy
Signature: '(% Renon’:ara v iy dorumen.

Bata: Jun 2p. 2024 11:37 GMT+1
Email: mandy.turgoose@reckitt.com

Signature / Diznue

Mandy Turgeose, QP / Operatiens Quality Manager.

Eimmuyllgnadb)!hﬂ-wﬁadbq - Electronically Sigrisd by: Philp Knight
. : [T7 Reazon: | am the suthor of thia - . o Reason. | have raviewad this document
Signature mﬂu 2024 09:14 GAIT41 Signature: /— Date: Jun 21, 2074 20:29 GMT+E

Email: Andrew.Godber@reckitt.com Email: Philip.Knight@reckitt.com
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