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®YAAO OAHTIQN XPHZHZ

Arthrinal

Tevo&ikaun

Arthrinal 20 Alokia emkahuppéva e upévio 20mg

AwaBéote mpooekTikd oAdkAnpo To iAo 0dnyIkv Xprong mpotoy
upxlons va naipvere auto To papuaKo.
(DU)\aErs QuTO TO GUANO 0BNYLWV XPNONG. 10wg XpelaoTel va To
élaBaUETs Eava.
Av éxete Tepaitépw anopleg, pWTAOTE TO YIaTPS 00g Ny TO
9appaKonold oag.
H ouvmvn yia auto 1o ¢<1ppaKo ouprnp@Bnke yia 0ag
TIPOOWTIKA Kall Bev TIpEMel va 10 dboeTe 0e dMoug, Mropef va
TOUG MpoKah€oet PAARN, akOpa kal OTaV Ta GUMITTOHATA TOUG
elval dla pe Ta dikd oag.
ZivBeon:
Apaortikij ouota: TeVoEIKauN
‘Exdoxa: Microcrystalline Cellulose, Lactose, Maize Starch, Povidone,
Sodium Starch Glycollate, Colloidal Silicon Dioxide, Magnesium Stearate,
Tale, Hypromellose, Macrogol 400, Titanium Dioxide, Yellow Ferric Oxide

Karoxog ‘Adeiag Kukhopopiag kai KaTaokeuaoTng

Remedica Ltd, Blopnxavikn Meploxn Aepeaou, Aepeadg, Kumpog, EE.
Ap1Bpog Adeiag Kukhodopiag

Arthrinal 20 : 20028

1. TIEINAI TO Arthrinal KAI NOIA EINAI H XPHZH TOY
H Tevoﬁlkuun T0 §paoTikd ouoTatikd Tou Arthrinal, eivat éva Mn
T1ep0eldéq AvTipAeypovadeg ddppako (MEZAD) To oroio avikel oTIq
OEIKAES.
Ta MZA® elvar ¢pdpuaka Ta omoia xpnmponotouvrm yla va
avakou{oouv amd Ta CUNTTGRATA MU TipokaAovTal aro apBpitida
(psupmlououq) onwg q:)\ayuovn ofdnua (mprEiuo), 6u0quL|Jla Kat
ovog 0Tig apBpdoelg. H dpaon twv MZA® odelletal kuplwg otnv
uvaoro)\n me ouvescnq TWV TPOOTAYAQVIVAV.
Ta q>(1puqm QUTq Sev Qspansuouv mv apbpitida ala Bonbolv
HOVO Y1d 600 kalpd Ta TalpveTe.
Evdeiteig:
To Arthrinal evdelkvural yia mv avakolgion aro Toug novoug g
peupatoeldoug apBpitidag kat oorsoapepméuq Evdeikvutal snmnq
yla m Bpaxuxpovia Beparela oFelwy puookeAeTikdv Slatapaxdv
oupnspl)\apﬁavopevmv ™mg ur[epsmaonq HUGY, BlaOTPEUMATOG Kat
MWV TPAULATIOU®OV TV LOAAKGV LOTGV.
2. TINPENEI NA TNQPIZETE NPOTOY NAPETE TO Arthrinal
npoosF,Ts 1B1aITépug pe 1o Arthrinal.
EvnuapmaTs 70 YLATPO 00G:

av sxm lOTOleO yampoavnpmmv npoB)\npava

Qv TAOXETE AN VEPPIKN 1 NTIATIKN averapkeld.
coav I'(GO)(ETE ano Kupélum QVETIGPKELd 1) UTEPTAON.
* Qv €eTe LOTOPIKO Bpoyxkol aoBuatog.

av Ba unopAnBeite oc peyaAn Xelpoupylkn emEppaon (TLy.

QVTIKATA0TAoN GpBpwong).
Avrevdeigeig:
To Arthrinal avtevdeikvutat oe aoBevelq pe lOTOleO TEEMTIKOU
ENKOUG 1 evepyo TEMIKO £AKOG, YAOTPOEVTEPIKR ailoppayia
(uéhawva Kevmor], aluarspwn) 1 coBapng popq)r]q yaotpitda. To
Arthrinal avtevdeikvutat emiong oe aobeveic pe umepeuaiobnoia
oV TevoEikapn 1 o aoBevels mou £xouv urooTel avidpaon
unspsuuluer]maq (ouumwuqmuoeumoq pwitidag, quenoouﬁnumoq
1 kvidwong) og alo pn UTEpOEl5€q avncp)\syuovwﬁsq OAPUaKO,
oupnzpl)\qpﬁqvopsvnq ™G aompivng, kaBwg umdpyel o kivduvog
TPOKANONG SlaoTaupoUpevng eualodnolag oty TevoEIKaun.
ANnAemdpaoeig:
Mepikd dpappaka eneidn aAnAemudpoly pe Ta MZA® dev mpémet va
Xopnyolvtat Tautoxpova. Mepika 6pwg, tapoho rou aMnAerdpoiy
e auta, propel va xopn\meouv ouyxpoqu KaTw ano EeidIkég
npoq)u)\a&stq 2TV MeplImewan auTr, 0 YIaTpog 0ag Uropel va aMdgeL
m Boovoqu i va )\CIBEI aMa pSTpG av xpemom Av I'[pOKSlTCll
va iapete Arhrinal, €xel onpacia va evnuepwoeTe To ylaTpO 1
0 q;appaKonow 00g Yia, aMa q>appuxa ou TuXOV TaipveTe Kat
1dlaitepa omoLodNmoTe amd Ta akéAouba:
AvtibEiva, Ghha pn oTepoeidn avtipheypovadn pappaka, Bapgapivn
kal GMa  avtimkTika, Ao, KoanomeposmBn BlOUPNTIKG,
KukhooTop(vn, HeBOTPEEATN, WPEMPLOTOVN, KAPBIAKES YAUKOOIDES,
KOUlVO)\OVI’] OQAUKIALKA.
EIdIKég I1poz|60no|nus|q
Ta MZA® mpémet va xopnvouvml He TPOCOY 0E aceavalq e
1oropu(o YQOTPOEVTEPIKWY TIPOBANHATWY Kal O qostan e
mpodndpyouoa aoBével Mratog. Aobevelq e mpodndpyouoa
aoBévela vedppav (oupnapl)\upﬁuvopevwv v 610Bnnxwv e
VEQPIKN QVETAPKELQ), VEQPWOIKO 0UVBPOHO, Helwan Tou Oykou,
aoBévela Aratog, ouquopnnKn Kupémm uvenupxam Kat aoBeveiq
mou AayBavouv TauToXpova BloupnTIKG T VEPOTOEIKA GApHaKa,
TIPETEL V0 UTIOKEIVTALL OE TIDOGEKTIKO EAEYXO TG VEDPIKNG, r]r[unKr]q
Kal quélqmq \ettoupyiag kat va Toug xopnyslrm 1) O HiKPN éoon
TaMZA® npanel va xopnvouvral I'[pOGEKTlKG oe uoeevmq J1€ LOTOPIKO
kapdlakng uver{upxsmq 1 undtaon, sq>ooov ofdnpa exel avadepBel
0€ OUVBUAOO E XOPrYNON TEVOEIKAUNG.
Odppaka omwg To Arthrinal duvato va oyetifovTat pe kpn auEr]or]
TOU KIVBUVOU KapdIaKAG TPOOROANAG («suq;payuq uuompﬁlou») n
ayyelakou eykegahtkou enetaodiou. O Ormolog kIvauvog efval meavog
o Ynhég B60elq Kat mapateTapévn Beparneia. Mny unepBaivete )
ouvIoTOWEVN d00m 1) T Bldpkela TG Beparneiag.
Av £xeTe Kapdlaka TipoPANUaTa, LTOPIKG ayYelaKoy eykegahikol
eneloodlou 1 oTedeTe 0T BlaTpEXETE TOV KIVBUVO Yia TETOIEG
KaTaoTaoelq (VlG napadetypa av SXETE (| nlaor], dlapnm, WAy
XoAnaTepoAn 1 elote KanvioTAig) mpemet va ougnmoete T Bepareia
€ TO Y1ATPO 1) TO GAPHAKONOLO 0T,
Mpoaoxh xpetdeTal emiong 6Tav To Gpapuako xopnyeital oe acbeveiq
TOU TAOXOUV 1} TIoU £XOUV (OTOPIKO BPOYXIKOU A0BpaTog, BLOTL N
TEVOEIKAWN Wropel va Toug npom)\sosm Bpoyxoomaopo.
Exet uvacpspem aUENOM 0T OUYKEVTPWON TV TPAVOGIVAOV
Tou opou 1 GMwv Selktwv mg nratikig Aettoupyiag. Av n auﬁnoq
auTh Bewpnbel onuavtikn 1 erigovn, n AN Tou Arthrinal Tpérel va
dlakorel ka va akohouBnoouv eEeTaael.
To Arthrinal petovel ™y ouvaBpolon awomeTahiov Kkat auEdvel
™y ddpkela ™G atpoppayiag. Auto mipénet va AngBel umoyn oe
aoBevelq mou mpokettal va urofAnBolv ae XELPOUPYIKN snapBuon
(L. QvTIkaTGoTaon ApBpwonG) Kat o€ TepiTrwon mou XpeldZeTal va
MpooBIopIoTEL N dlapkela mg aoppayiag. 1dtaitepn TPOCoXN I'[pST[Sl
va Siverat oToUg n)\lmwusvouq yia my unoq)uvn q)\)\n)\smépqosu)v
He GMa ¢apuaka mou maipvouy, oG emiong mpémeL va ivetat
EAEYXOQ TNG VEDPIKNG, NMATIKAG Kal KapdloaYYEIaKNG TOUG
\eltoupylag, oL oroleg vOEXOMEVWS VA EMPEACTOUV Ao Ta N
0TEPOELDN AVTIGAEYHOVAEN GAPHAKa.

Remedica

EvKupoouvn

Enednn ao¢a)\nq Xpnon mg TsvoElKaunq oV eyKupoolvn dev £xel
TekynpLwBEL, TpeTEL va anoedyeTal N Xphon .

ZuuBou)\auGelTe TO ylaTPO N TO Gappakomold oag Tplv AaBete
0ToL0BANOTE GAPHAKO.

Gn).aopoq

Dev lval YVwoTo Qv 1) TEVOEIKAHN AMEKKPIVETAL OTO MNTPIKG YaAa, YU
auTé Bev OUVIOTATAL N X0PAYNON TG KATd To BnAdojio.
ZuuBou)\aueelTE TO YIATPO 1) TO GAPHAKOTOLO 0ag TPV AaBeTe
0ToL0BANOTE PAPUAKO.

03ynon kai mewpoq Mnxavnpérev:

H_tevofikdun eivat pakhov amBavo va empeaget My kavomTa
08AYNONG Kal XELPLOPOU NXavnudT®y.

3.10z NA NAPETE TO Arthrinal

AkohouBeloTe TIG 0dnyleg Tou ylaTpol 0ag.

Evn/\msc Zuvnenq doon Yia evnAikeq elval 20mg (1 Stokio) Hia dopa
™y npépa. Hyepnoteg d60eq peyahlTepes Twyv 20mg TIpEMEL va
anodelyovtaleneidn dev auEavouv alobnTd Ty anoTeAeopaTikoTTa
aM\a elvat duvatov va auEhoouy Ty ouxvoTNTa Kal T BaputnTa Twv
QVETLBUNTWV EVEPYELDV.

Je ofeleq MuookeleTikég dlatapayéq dev amaiteital Bepameia
Bldpketag eyahutepng Twv 7 nuepav. Enl copap@v meplotatikav
WrTope( va GUVEXIOTEL Yia PEYIOTO XPOVIKO BId0TNpA TwV 14 NEPGY.
Hhikiwpéva droua: Mpéret va xopnyeltat pe mpooox. loxuet n Bla
Booo)\oylu j1e TOUG svn)\lKaq

Maidia: Aev ClUVlGTClTCll n xopnvnon ToU Arthrinal ota maudid.
AdBevelg ue vedplkn N nratikn avendpketa: n Socohoyia o’ auth v
KaTNYopla TV aTOPWY 5APTATAL ard TV kABAPOT TG KPEATIVIVIG.

KdBapon kpeativivng
peyahitepn and 25 mi/min

Aodohoyia

ouViBNg 500N aANG Le aTEVN
TapakoAoUBnon Twv aoBevav
Qverapkn Sedopéva yia
kaBoplapo g Sogoloyiag

HIKPOTEPN amo 25 mi/min

Aéyw Tou 01U n TeVOEIKauN Exel tkavomTa uynhig déopevong
TPWTEIVAV ToU TAGOUATOS, TEMEL va Sivetal Blattepn Mpoooxf oe
TEPUTILOEIG AOBNTAG Helwong TG OUYKEVTPpWONG TG aABoupivng
aT10 n)\aoua (mx. oTnV mepirwon vsq>pwomou ouvdpopou) 1y dTav ot
OUYKEVTPWOELS TG XoAepuBpivng eival Ynhég.

Dev urapxouv apkeTé mnpogopeq yia T docohoyia oe aoBeveis
e TpOUapXOUCa NTIATIKN QVETAPKELD,

Tl va anodUyete oTopax(kég EVOXAOELS, TpéTel va mafpvete To
$AppaKo pe apBova uypd KaTa MpoTiunon Petd To yelua. Mpéret va
)\apBavsml KkaBe Pspa my B d bpa.

Av rlupsrs peyahlTepn 5oon and Ty Kuvovu(n

e neplrrrwon ToU TpaTE 600n peyaAiTepn mg mvovmnq,
OTaaTAOTE T AfiYN TOU (UPHAKOU Kal ETIKOWWVAOTE GHEOWG
{e TO YlaTp6 0ag. Aev undpxouv dnpocteupéva otoixela doBaphg
Unepd000A0Y(ag, 0UTe TPOTEWVOHEVN AN EWBIKOV LETPWV. TEVIKA T
MUn Ha- avtaywvioTav propel va gavel suepyeTIKn, evid Mpéret va
Tpaypartorowmbel Muan orouuxou 0 YPNYOPOTEPO dUVATO psru mv
TpOOANYI TOU GAPHAKEUTIKOU TIpOI6VTOG Kalt 0 acBevig Ba mipéret va
TapakoAouBe{Tal 0TeVA Kal UVIOTOUVTAL YEVIKA PETPa UTDOTAPIENG.
Av {sxaom va napere 1o Arthrinal:

Av TipeTieL v AapBaveTal To GApHaKo ouvexs Kat tapakelparte va
napeTe pa doon, Ba mpémet va ndpete ™ d6on aut To TaxUTEPO
duvarov. Av opwg TAnatalel n dpa ylamy snopevr] d6an, jn Aapete
™ d60m Tou mapaAelate, aAAd ouveyioTe kavovika T Beparneia. Mn
dimaotdlete Tiq So0elg. Av mapakeiate va MApeTe epIkéS DOTELS,
OUMBOUNEUTE(TE TO YIATPO 00,

4. MIOANEZ ANEMIOYMHTEZ ENEPFEIEZ

‘Onwg OMa Ta pappaka, 1 TEVOEIKAUN, propel va mpokahEoel
avemBupnTeg evepyeleq.

Ot ouxvotepeg eivat: Faotpeviepikég Slatapaxés (Suomeyia, vautia,
KOIMaKOG r(ovoq, KOl)\lClKr] 6uo¢0pla duako\loTnTa, dldppola,
HETEWPLOOG,  Buoxépela  emydoTplou,  oToparitida, avopetia,
TEETTTIKO EAKOG, YAOTPOEVTEPIKN aioppayla).

Odppaka onwg To Arthrinal duvato va oyetiCovtat pe pikpr alinon
TOU KIvdUvou Kapdlakig mpoaBoAng («Epdpaypa pHuokapdiou») 1
ayyelakol eykepahikoU emeloodiou.

AMeg avameuumaq EVEPYELES: uarplou i fmou Baeuou
TEPIOEPEIOR  oldnua,  Kapdlak  averdpkelo,  avTIOPAoelq
KEVTPLKOU vsuleou ouompuToq (r[ovoxeqm)\oq, ﬁa)\qéeq,
urvnAla, adnvia, kataBAn, veupiko™Ta, adUoIka 6VELpd, Yuxikn
alyxuan, napuloeqoslq {Atyyog), avnt‘)paoaq unepsumoenomq
(a)\)\aleKéq avTIdpaoELS, GVG(DU)\GEKI TPOBAAATA QVATVEUOTIKNG
0d00, aoeua ooﬁapnq uopqmq, Bpoyxoonaouoq Bucnvom)
6appurmsq avtidpdoelg (eEavBnua, ayyelooldnua, dayolpa),
duopoppleg vuxiby, ahwrekia, epUBnua, Kvidwon, avidpacelq
owroeuatobnoaiag, ouv6pouo Lyells oUvdpopo Stevens-Johnson,
ayyelnda, avriotpeiueq augfoels aldtou ouplag aijatog Kat
KpeaTvivng, peiwon aioaaipivng, avaipia, arhaoTikn 1 AHOAUTIKA
avapia, BpopBokuttaporevia, un BpopBOKurquonsvmn TopdUpa,
\eukorevia, nwowodihia, emom&n, aKOKKlOKUTmpulula augnon
OUYKEVTPWONG TPAVOTMIVAOLY TOU 0poU, nriat(Tida, (KTepog, aApol,
duomvola, dlatapayég pamﬁo)\louou (uu&non 1 peiwon Tou quouq,
urtepy)\UKalula) npr]cuava udtia, BoAn opaon, spselauoq panwv
adlaBeola, eupon WTWY, VEPPOTOEKOTNTA BlAPOPWY  HOPGDV
(d1dpeon vsq>pm§a VEDPWOLKO ouvépopo VEdPIKN uvanapxam)

Av avtiAngBeite averBUpnTeg evépyeleg Mo Gev avagépovTal o
Tavw, Tapakaholpie evnpep@oTe To ylaTpd aag.

5. OYAAZH TOY Arthrinal

Huepopnvia AjEewg Tou mpoiovTog:

Avaypagetat oy eEWTEPIK) KAl EOWTEPIK  OUOKeuaoia.
Te Tepimwon mou 1 nuepopnvia auth éxet mapéNBel, pn 1o
XPNOILOTIONTETE.

131aiTepeg MpouUAGEEIS yia T GUAAEN Tou MpoidvTOg:

Aatnpeitat og Beppokpacia katw Twv 25°C, HaKEIG aMo GwS Kat
uypaoia kat oe aoparég uEPOS MakKpLa amd Ta maidia.

6. AOINEZ MAHPO®OPIEZ

Arthrinal 20: To mpoiov auTo eivat dlabéaio oe ouokeuaoieq Twv 4,
10, 20, 30, 100, 1000 Bokiwv.

MBavov va pnv epropebovtar Oheg or ouokeuaoieq ot Oheg TIg
XOpES,

la onomfmnms Tnpodopia OYETIKA e TO nupov qmppuxsum(o
Tpoidv, mapakaheiote va aneuBuvBeite otov kdtoxo TG Gdelag
Kukhodopiag.

Huepopnvia TeAeutaiag avadewpnong Tou pulhadiou:
OepBpoudptog 2009.

Tpomog d1a6<onc:

To GAPHAKO AUTO XOPNYE(TAL HOVO HE LATPIKN OUVTAyN.

D
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PATIENT INFORMATION LEAFLET

Arthrinal

Tenoxicam

Arthrinal 20  Film Coated Tablets 20mg

Please read carefully this leaflet before you start taking the medicine.
Keep this leaflet in a safe place. You may need to read it again.
If you have any questions ask your doctor or your pharmacist.
This medicine was prescribed for you personally and you should not
pass it on to others. It can be harmful, even when their symptoms are
the same as yours.
Composition:
Active substance: Tenoxicam
Excipients: Microcrystalline Cellulose, Lactose, Maize Starch, Povidone,
Sodium Starch Glycollate, Colloidal Silicon Dioxide, Magnesium Stearate,
Talc, Hypromellose, Macrogol 400, Titanium Dioxide, Yellow Ferric Oxide
E172.
Marketing Licence Holder & Manufacturer:
Remedica Ltd, Limassol Industrial Estate, Limassol, Cyprus, EU.
Marketing Licence Number:
Arthrinal 20: 20028

1. WHAT IS Arthrinal AND WHAT ARE ITS USES.
Tenoxicam, the active substance of Arthrinal, is a Non Steroidal Anti-
Inflammatory Drug (NSAID) that belongs to oxicams. NSAIDs are drugs
that are used for relieving the symptoms caused by arthritis (theumatism),
such as inflammation, oedema (swelling), rigidity of and pain in the joints.
The action of NSAIDs is due mainly to the inhibition of the synthesis of all
prostaglandins.
These drugs do not cure arthritis, but only help for as long as you take
them.
Indications:
Arthrinal is indicated for the relief of pain in rheumatoid arthritis and
osteoarthritis. It is also indicated for the short term management of acute
musculoskeletal disorders including strains, sprains and other soft tissue
injuries.
2. WHAT YOU SHOULD KNOW BEFORE YOU TAKE Arthrinal
Be particularly careful with Arthrinal:
Inform your doctor,
+if you have a history of gastro-intestinal problems,
+ i you suffer from renal or hepatic insufficiency,

if you suffer from cardiac insufficiency or hypertension

if you have a history of bronchial asthma,
+if you are about to undergo major surgery (e.g. joint replacement).
Contra-indications:
Arthrinal is contra-indicated to patients with a history of or active
peptic ulcer, gastro-intestinal bleeding, (melaena, haematemesis) or
a serious form of gastritis. Arthrinal is also contra-indicated to patients
with hypersensitivity to tenoxicam or to patients who have suffered a
hypersensitivity reaction (symptoms of asthma, rhinitis, angioedema or
urticaria) to another nonsteroidal anti-inflammatory drug, including aspirin
as the potential exists for cross-sensitivity to tenoxicam.
Interactions:
A number of medicines interact with Arthrinal and should not be used
concomitantly with NSAIDs. However, a few of them can be used
concomitantly under special precautions. In this case, your doctor can
change the posology or take other precautions if needed.
If you are about to take Arthrinal it is important to inform your doctor or
pharmacist if you are taking any other medications and particularly any
of the following:
Antacids, other nonsteroidal anti-inflammatory drugs, warfarin and
other anticoagulants, lithium, corticosteroids, diuretics, cyclosporine,
methotrexate, mifepristone, cardiac glycosides, quinolones, salicylates.
Special precautions:
NSAIDs should only be given with care to patients with a history of
gastrointestinal disease and in pre-existing hepatic disease. Patients
with pre-existing renal disease (including diabetics with impaired renal
function), nephrotic syndrome, volume depletion, hepatic disease,
congestive cardiac failure and those patients receiving concomitant
therapy with diuretics or potentially nephrotoxic drugs. Such patients
should have their renal, hepatic and cardiac functions carefully monitored,
and the dose should be kept as low as possible. NSAIDs should be given
with care to patients with a history of heart failure or hypertension since
oedema has been reported in association with tenoxicam administration.
Medicines such as Arthrinal may be related to a small increase of the risk
for cardiac attack («myocardial infarction») or cerebrovascular episode.
This is more possible to happen when taking increased doses and during
prolonged therapy. Do not exceed the recommended dose and duration
of treatment.
Caution is required if administered to patients suffering from, or with a
previous history of bronchial asthma since tenoxicam has been reported
to cause bronchospasm in such patients.
Occasional elevations of serum transaminases or other indicators of liver
function have been reported. If the abnormality is significant or persistent,
Arthrinal should be stopped and follow-up tests carried out. Arthrinal
reduces platelet aggregation and may prolong bleeding time. This should
be bome in mind for patients who undergo major surgery (e.g. joint
replacement) and when bleeding time needs to be determined. Particular
care should be taken to regularly monitor elderly patients to detect possible
interactions with concomitant therapy and to review renal, hepatic and
cardiovascular function which may be potentially influenced by non-
steroidal anti-inflammatory drugs.
Pregnancy:
As the safe use of Tenoxicam during pregnancy has not been established,
it should be avoided.
Consult your doctor or pharmacist before taking any drug.

Lactation:

It is not known whether Tenoxicam is excreted into human milk. For this
reason its administration is not indicated during lactation.

Consult your doctor or pharmacist before taking any drug.

Driving and operating machinery:

Tenoxicam is rather improbable to affect the ability to drive and operate
machinery.

3. HOW TO TAKE Arthrinal

Follow your doctor’s instructions.

Adults: Usual dose for adults is 20mg (1 tablet) once daily. Daily doses in
excess of 20mg should be avoided as they do not enhance the efficacy
of the drug but may increase the frequency and severity of undesirable
events.

In acute musculoskeletal disorders, treatment should not normally be
required for more than 7 days. In severe cases it may be continued up to
amaximum of 14 days.

Elderly: It must be administered with caution. The same conditions as for
adults apply.

Children: Use of Arthrinal in children is not recommended.

Use in patients with renal and hepatic insufficiency: Dosage in this
category of patients depends on the creatinine clearance.

Creatinine clearance Dosage regimen

Greater than 25 mi/min | Usual dosage but with careful monitoring

of patients

Less than 25 ml/min Insufficient data to make dosage

recommendations

Because of the high plasma protein-binding of tenoxicam, caution is
required when plasma albumin concentrations are markedly reduced (e.g.
in nephrotic syndrome) or when bilirubin concentrations are high.

There is insufficient information to make dosage recommendations for
Arthrinal in patients with pre-existing hepatic impairment.

In order to avoid stomach upsets, you should take the drug with plenty of
fluids, preferably after meals. It should be taken at the same time every
day.

If you take a dose larger than normal:

In case you have taken a dose larger than normal stop taking the medicine
and contact your doctor immediately.

There are no published data of serious overdosage symptoms, neither are
there any specific measures to be suggested. Generally administration of
He-antagonists may be beneficial, while gastric lavage should be carried
out as soon as possible, after ingestion of the pharmaceutical product, and
the patient should be closely observed. General supportive measures are
recommended.

If you forget to take Arthrinal:

If you have to take the medicine continuously and you missed a dose of the
drug, you should take the missed dose as soon as possible. However, if it
is almost time for your next dose, skip the missed dose and go back to your
regular dosing schedule. Do not double doses.

If you missed more than one dose consult your doctor.

4. POSSIBLE UNDESIRABLE EFFECTS

As with all medicines tenoxicam, may cause undesirable effects:

Most frequent are: Gastro-intestinal disorders (dyspepsia, nausea,
abdominal pain, abdominal discomfort, constipation, diarrhoea, flatulence,
epigastric distress, stomatitis, anorexia, peptic ulcer, gastro-intestinal
bleeding).

Other side-effects: peripheral oedema of mild or moderate degree,
cardiac failure, central nervous system reactions (headache, dizziness,
somnolence, insomnia, depression, nervousness, abnormal dreams,
mental confusion, paraesthesias, vertigo), hypersensitivity reactions,
allergic reactions, (anaphylaxis, respiratory tract problems, aggravated
asthma, bronchospasm, dyspnoea), skin reactions (rash, angioedema,
pruritus), nail disorders, alopecia, erythema, urticaria, photosensitivity
reactions, Lyell's syndrome, Steven-Johnson syndrome, vasculitis,
reversible elevations of blood urea nitrogen and creatinine, decrease in
haemoglobin, anaemia, aplastic or haemolytic anaemia, thrombocytopenia,
non-thrombocytopenia purpura, leukopenia, eosinophilia, - epistaxis,
agranulocytosis, raised serum transaminase levels, hepatitis, jaundice,
palpitations, dyspnoea, metabolic disorders (weight increase or decrease,
hyperglycaemia), swollen eyes, blurred vision, eye iritation, malaise,
tinnitus, various forms of nephrotoxicity (interstitial nephritis, nephrotic
syndrome, renal failure).

If you experience undesirable effects that are not mentioned above, please
inform your doctor.

5. STORAGE OF Arthrinal

Product expiry date:

Shown on the inner and outer packaging. In case the expiry date has
lapsed, do not use.

Special precautions for storage of the product:

Itis stored at a temperature below 25°C, away from light and moisture and
safely away from the reach of children.

6. OTHER INFORMATION

Arthrinal 20: This product is available in pack-sizes of 4, 10, 20, 30, 100,
1000 tablets.

Not all pack-sizes may be marketed in all countries.

For any other information regarding this pharmaceutical product, contact
the Marketing License Holder.

Date of last revision of leaflet:

February 2009.

Legal Category:

This medicine is dispensed only by medical prescription.
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