Selektine®

Malowacam
Compaosition:
hﬂempgm.

Exciplernis: Lacioio manohydrato, microcnysialling cellulose,
croscammeiose sodivm, magnesium stearate, calloidai anty-
drous sifica and sodium |merdsule,

Properties:
Meloxicarn, the ective ingrediant of Selektine®, is a non-
staroidal antindlammatory drug (NSAID) of the anolic acld
cless, Meloxoam hns shown mone potent inhibiton of he
biosynthasis of prostaglandins a1 1he sita of inAammatan
than in the gasirk: rmucosa or the kidney, This was explaned
by maelokicam’s  salactive  inhibdion ol COX-2  isclom
induciible isclorm) of the cyclo-oxygenase enzymea ralalive Lo
¥1, Thir absalulo availability of malodcam is around 85°%
aftar oral adménistration, and almost metabolzed completely
i tha fiver 1o pharmacologically inacdive matebalites. It is
amund 4% bound 10 human plasma profeins,

Indicatians:

Selektine® ks mdicated lor symplomalic treatment o
- Rbeumioid anhritis,

- Dsipoarthrtis (arthrosis, degeneratve [oint Gseesa),
- Ankyloaing spondylitis,

Dosage and adminlatration:

- Fheumatoid antheits and ankylosing spondyliie; 15 mg once
daily. Dosa ma'{ be reduced o 7.5 mg onca daity aecondng
10 the therapeulic reaponse,

- Datesarthitis: 7.6 my once daily, Whan neoded, doso may
ba incraasad 1o 15 mg onca daiy.

- In patiants with increasad risks of pdverss reactions: San
Troatmant ab e dose of 7.5 mag dady,

- The maximum recommendad daily dose of Selektine” iz 15

mg,

- Dnsalgur:au; children has not bean established.

- Selaktl fablatz should be swallowad with water or any
Suikatie Tiguid, and to bo taken with lood.

Conlraindication: 1

= Kpown hypersensiliviy to melokicam or amy companant of
Ihis product, Thera | potental for cross sensiliviny b seetyl
E-ﬂlil:sllic acid ‘and olher - nonstercidal * anti-nflammatony

rugs.

= As wilh othed NSAIDS, melokicam should nol b given io
palients who have davelopad signs of ‘asthmae or nasal
polyps or englo-edama iollowing the: agminisiraton of
acitylsalicylic pcid or any othar NSAIDS,

- & paplic ulcaration,

= Patieents bolow 15 yoars of :

- Savers hapalic or renal insufiiciency.

Drug Interactions:

= Mo inlaractions weare detected with rasgect 1o the concomi-
tant administrakion of modoxicam with antacids, dmetidine,
digoxin or furdsamida,

= A5 owith other NSAIDS, concoematan] administration with
oftar drgs may lead to intaractions, as;

- Raducing the efect of antihypertenswve drugs (.0, bata-
blockers, AGE- inhibdlors, vasodilalors, ard diwatcs) may
oocur due o thelr concomitant edminkstration with NSAIDS:

= 1 ig nat advised 1o take mare than one MSAID at a sama
lima, dua 10 the e synergistic’ action, which may
leEad t<;- an mcreased sk of gestroinlastingl ulceration and
t-'-:ledu;?

- Wsing MNSAIDE with oral anicoaguiants, licopiding, systam-
izally admmisiored hoparin or balylics may load 1o an
increased risk of biaading: IF this Is the case, close monibo:-
ing of the ellects ol e anicoagulants & equined.

= If taen with lithium, NSAIDs have been raponed (o increass
Ihiwm plasma lavels,

= NSAIDS may morease the haamatological towicity of
melhotraxate;

= NEAIDS decreass the officacy of mtrauting devicos.

- Chafestyramine binds meloxicam in the gastroimestinal tract
liziling 1o & lnster lirmsnation ol msoxicam

= Maphrodoxicity of cyclosparin may be enhancad by NSAIDs

Warnings:

- Melomicam ehould be withdraws if peptic ulcaratian or gas-
Irnimdestingl blieding Doours,

= Spacial attention should be paid in patients reporing maco:
cutaneous adversa evenls and consideration given 1o dis-
cortinuing maloxicam,

Precautions:

= A5 with othar NSAIDE, maloxcam sholld ba given wilh caw-
lhan 1o patients with-a history of upper gastroinestonal dis-
Iaa.su' Al in patients receiving roalmant with: anticoage-
EHEEE

- |t NSAIDS are 1o bi guin 10 dehydraled palienls raceving
divratics. patiants should ba adequately hydratad and mon-
iored for renal function prior 1o initiating trealment dua o
ﬁulunlial acidn mnal insuticoncy caesed by he wsa of

58|05 in those patients. Do nol excesd 7.5 mﬁu'day of
meloicam in patients wilh end-stage renal faluee an
hemodulysis, Mo need o make dose reducion in patiapts
with mikd 1o moderate renal iImpairment in which creatning
crance & graabor than 28 mlfmin,

- g with most othar NSAIDs, meloxcam should be stopped
and lallew up tests caried oul oo lpge o persisie
increasa in sarum levels of rensaminases ar ather liver
fenction parametess have been reparted.

- As with athor NSAIDS, caution should ba exercised in fraal-
ing tha E|I:|E'IE' patients who gre mare likaly o ba sulfenng
frar imgaired renal, hepatic or casdiac function.

- Prognancy:

= 1% and 2% inmaster ol pragnancy: Category C, here are no
adequate and well condrolled studies in pregnant women
Usa during l|:|r nancy only i 1he polential benefit justilies
13|11.~1r:||ulu;ha rris to lha [uh.E.m -

. master af pregrancy: Cate X

- Lactation: Sll.lll:l:Ilr:ﬁ [+ mlﬂﬁ\!itiL;ul'?dl?;tcrE"Un i hdman milk
hava nol baan conducied, Meloxicam should not be usad
during breastlesding.

Advorse reactions:

- Dua 1o fs preferantial COX-2 innibitan, meloxicam has
shown less  pgastrointestinal side eHects - swch Bs,
ocasophagilis, gastreintestnal bleeding, gesiroinlestingl per-
1nﬂirﬂ; calitss-and - gastroduodenal woer- than  ofbor

NSAIDs,

= Tha following side eflects may ocour: DCryspepsia, nausaa,
vomiling, atdominal gain, fatoncn, constipaton, diarhaa,
tranaiary Bbnormalithes af beer lunalion parsmeiers, anemia,
dsiurbancas of blood count, stomatiis, unicaris, - prumwes,
skin mash, photodersiisation, onGol of acule asthma, Sght-
headedness, headache, vanigo, nnaus, drowsiness, osde-
ma, increase of biood pressure, palpietions, fushes and
ibnormal renal funclion parameders {increased SarUm crea:
lining: arclior Sarum uaea).

Owverdosaga:

Thirre 5 no knawn antidoto for moleeticam. In case of ovor
dosage, gasiric lavage and adrsnisiration of cholestyramine
Io accalaraie the elimenation of melokicam can be done,

Information for the patient:

- Salaktine® tablats should be swallawad wih water or any
suitabia Equid, ard to ba takan with food.

- Irtarm your doctor I yau Rave or had any Gl peoblems, any
gllergic probéams or asthma.

= Do not use alcabol, madicalions containing aspinin o sall-
cylates, or athes NSAIDS withoul consalfing prescribar

Prosentations:
Selekline™ 7.5 mg. Tahlets: Each tablel containg 7.5 mig

Maloxicam in faclcs of 10 fablets and 30 Ebbats,
Euluktltf 15 mg Tablels; Each 1ablat confains 15 mg
Ml i i packs of 10 tables and 30 aklts

* Bame presemations miy not be wvailobles in cerfain counnaes.

[This Is o medicampnt - keop medicamants oul'of tho reach of
chibdran)

+ Madicament is a product that alfects vour health, and
s nnnsumpllm?‘mmrary o instructions s dangerous
Tor you. ' |

+ Fallow strictly the doctor's prescrpton, the meathod of
use and the insinictions of the phammackst wha dis-
pensed the medicamant. |

* The docior and the pharmacist are axpers in medi-
cing, Its bonalits and risks.

« Do not by yoursell intermupt the pericd of treatment
presoribed for you,

+ Do not repaal the sama prescription without consult-
ing your doctor;
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