S

FAMAR

NAME OF PRODUCT: 11078640 NUROFEN® FOR CHILDREN ~ = CERTIFICATECEFTHOIRAT |
'HA3BA MPONYKIIL: |HYPO®EH® LA AITER s i

Country of manufacturing/ Kpnmi;iupoﬁunx

Greece /Tpettis

CERTIFICATE REGISTRATION NUMBER/ "]
HOMEP PECCTPAIIIHOMO NOCBITYEHHUA: |

Mo UA/6642/02/01 FROM '19.03.2018 = unlimited registration
Ne UA/6642/02/01 BT 19.03.2018 - tepmiu il seobmexetnlt

| Strength / Potency: / Cuna gil/ AxTueHicTs;

| tbuprofen 60 mg / 16ynpodien 60 M.

‘| Dosage form / Jlikapcuxa dopma

| Su

ppositories. 60 mg / Cymouropii mo 60 mr__.

| Bignosigamuuft  3a
‘| xoHtpons axocTl Ta Runycx cepil:

BHPOGHHLTBO, TIAKYBAHNA,

‘| Package size and type / Poamip 14 Tun nawonauus § Nal0 (5 x 2) in blisters / No10 (5 x 2) yGnicrepax i
BATCH NUMBER/ |~ e 2405292 | DATE OF MANUUFACTURE: / JATA BHPOBHHIITBA: 105/2024
"HOMEP CEPII: | e 2 -
Batch size/ Poamip "~ 39408 CU/yn | EXPIRY DATE / JIATA JAKIHUEHHSA TEPMIHY NMPUJATHOCTI: 0572026
cepfls. . g s e e e O ¢
Responsible for manufacture of the product, packing, | Faiar A.V.E. Avlon Plarit; 49th kifi National Road Athens-Lamia, Aviona Attiki, 4
.| quality control and release: 19011, Greecs /Licence: 108865 F

Qamap A.B.E. Jason Asnon, 494 kM Hewenn Poyn Adir

perin !ﬂiueua[:i.lﬂssﬁs F .

m-Jlamia Aanona ATTIKi,

4 (Blsygunuuil)
1 Surface (Visual) / lMonsepxun (Blyysanunf)._._. .

v

,,,,,, 19011, . y
St IRSYSEEr s e e “T LIMITS —J. RESULTS OF ANALYSIS |
TIOKATHHEKH AT Sokn HOPMH_ PEIVJILTATH AHAATIIB :
FCharacteristics / XapaxTepucTukn ; = : ;
‘Shape (Visual)/ ®opma(Blayansuui) ‘;E"!‘urpcdo-shapod, unbroked /Toprienosyunta, 6¢3 | Complics / Bianosizee- |
‘Iachextin /
Colour of suppositories (Visual) / Kontip cynosnropila :|' Almost white to white / Blnnit a6o majixe Ginu#t | Complies / Bignosinae

{:Smooth / 'nanxa_

1 Uniformity of mass / Opvopiunicie mucn

: -Pharmaccutical-and -Technicalrequiréments /. @apmanenTussi i Toxnidni-umorn=_
 Average mass ] Cepeniin mac ; “

. 1547-605 mg /547-605me. . — . .

~EMusl comply \ifilhreqdimnui&:Ew P
‘£Mac sianoninary eumoraw €rp. @. 2.9.5

7 Disintegration time/ Posnaganun

t1530 minutes / < 30 xeumun

Chemical and Physical requirements / Xisiunl 1a dlsnani sumorn

1 Ibuprofen Identification /

: j’omtwe 7 [Toai

{Related substance HPLC / Cynyrui aomimnn BEPX

{LHPLC/BEPX_ __ =~ salas - - Positive / [loanTiaiia
12, UV* { Y®' (cnextpodotomerpis Positive / TToanTHena T " Paositive / Moantnsna
‘ icnsrpetmip) e Last tested: 1212023
s niemian. 4 oamein —- —ie b R o — Jlate ocranmboro - .
TecTynauus  12/2023
Assay - Tbuprofen HPLC:/ Buicr Iubyr;pocbéusr BEPX 51.(5—6316 l-!_lglsupposi'torf 7 5'5:0-63,0- o L ms/ﬁw(ﬂfctm)
i =i iFoaxoMy cymozwropil

~a%

| 4-itobutilacetophenone 7 4-iobyTnaauetodenon

| Total / 3aranens KinekicTh " [ NMT 0,7 % relative to ibuprofen / '
| e Ginsute 0,7 % siamocTo pmicty {Gynpodeuy ’
Every single unknown impurity / | NMT 0,2 % relative to ibuprofen / <0,1 %
Kinsrlcms Gyan-nxol nesinomol nomlinrxu. ue Ginsure 0,2 % sinuocTo amicty [Gynpodeny
 INMT0,3 %elative to ibiiprofen/  ~ <0, % )

Microbiolegical Testing'
MixpoSienoriuna wuerota*
Tolal Vighle Count /
3aramua xineKicTh XHTTEIAATHHX OpraniaMis:
Aeroblc Dacterla / AepoGuux Guxrepiit

Yeasts and Molds / fipisoxesux Ta nnicenemt rputia
Escherichia coli

ifme Glnsme 0,3 % signocto emicty i6ynpodeny

110’ CFUi /10° KyOH
<102 CPU/g /<102 KO/

Tast tested: 172013
JaTH 0CTANNLOTY TECTYBEHHR
1272023

< 50 CFUlg /<50 KYOIr
< 80 CFU/g /<S0KYO/r

BiacyriiMe I ¢

| Complies / Blanoalaae

Certificationstatément: 7 3anna npo ceprudiraitho:
|1 herehy certify that tha ahnve information 18 anthentin and accumta This bateh of
| control at the above mentioned site(s) in full eompliance with the GMP requirements of the local Regulatory Authority and
| Registration Dossier, The batch processing, packaging and analysis record were
Llum & 32csimiyio, 1o Hamensna minme intopmattis ¢ MOCTOBIPHOM TA TOYHOWD,
TA NPOREALHO KOHTPOAL IT AKOCTI HA BHIEIRIHAYCHIR Ains KN y nosxif sinnost
& Taxox Bianosiano so crenndixadill, mo Micraruex y peecTpauifnomy goc

BcTaHoRNEHO pianosianicrs GMP,

in compliance with GMP,

it has hreen mammfantured, inchiding packaging/labelling and quality

with the speoification in the

Lo cepito npoayxuil Eyao supoleno (axmosaion naxysas/uapxysausx) i
asocTi 3 pnMorami GMP, BCTAHOBNCHHMA NiCUCAMM PEryNSTOpHIM OPraHOM, -
be. [IpoTokony supofumimsa, nakysaxix T axanizis Gyno nepernanyTo Ta |

Comments /Komenrapl: - - R
*This test will not be performed routinely. Testing
*Tecr nPosoARTEEA He pyTHHIG - TerTynanux By;

will be performed on refease of cvery tenth batch
MPOSOAHTRCA HE koxuill pecaTint capiT_"Tm‘icc pi@?ﬁmmmpay Ha pix.. .

or at lcast annually

Nariie and position/titlesf person authorizing the batch release |

Mpisuue Ta nocana/spanHA ocobin, Axa snana noasin

Ha sunyck cepil

T l

Signltul"’t}"}l nue s

X

v et A 0861 %lfr/é@?agﬂ - o




