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Abbreviated Prescribing Information TAFINLAR® (dabrafenib) 50 mg and 75 mg Hard capsules
Important note: Before prescribing, consult full prescribing information of TAFINLAR® (dabrafenib). When INIST® both products. Presentation: Hard capsules: contain dabrafenib mesylate equivalent to 50 mg or 75 mg of dabrafenib. Mekinist® for the treatment of patients with unresectable or metastatic melanoma with
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Remmmended dose either as monotherapy or in combination with Mekinist is 150 mg twice daily. Tafinlar should be taken without food, with water, enlhev at \east ‘one hour before, or at least two hours after a meal with an interval of approximately 12 hours between doses. Tafinlar should be taken 2! similar \When Tafinlar Kinist, Me kmlsl shaulﬂ be taken at the same time each day

iy dose of Tafnlar Missed dose: Wanagement of requie treatment discontnuaton years): Sty ot establshec ot o dise
admsmenl required. Severe: Should be used with caution. Hepatic impairment: M\\d No dose adjustment required. Moderate or severe: Should be used with caution. None. Warnings and pr Pyrexia including severe rigors, dehydration Mekmsl Monitori
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another ant-neoplastic therapy. ly appropriate. In case of a. Tisks treatment. No wired when taken in Tafnlar, of serum amylase and lipase. Close monitoring when re-starting Tafinlar.
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‘symptoms of VTE. 1d drug reaction (DRESS), fatal, have been reported with Tafinlar in combination with Mekinist. Before initiaing treatmen, patients should be advised of the for skin reactions. If d suggestive of SCARS
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Tafinlar and for at least 2 weeks after stopping it If taken and for \easHSweeks after stopping it. Efficacy of oral mzny other sy should be 2d. Male Judi Tafinlar and for at least
2 wesks aferstopping . aken n Wekin treatment an for at east 16 weeks after stopping which may be meversing apy i papiloma, e e, oo v i, darocs, oin fes 5 o). o,
palmar-plantar erylhmwsesmesm ‘syndrome, ar\malg\a myz\gm pain in extremity, asthenia, chills, fatigue, pyrexia. Common (1 to 10%): nasopharyngitis, a.cmclvmdun (skin tags), cutaneous squamous cell carcinoma SCC) luding SCC 'the skin, SCC \ﬂ SMu (Bowen's di and seborrheic keratosis, constipation, skin effects (anlm\c Keratosis, skin lesion, dry skin, erythema, pruritus),
photosensiviy,ni Uncommon (0.1to . hypersensiiy,wets, pancreatts,panncults,renl faure, ac encl neutropen ot dtss, o g ool o, g
diarrhoea, nausea, vomiting, dry skin, Dmnlus rash, dermatiti iic arthralg my \g\a ) fatigue, oedema peripheral, da, chill ’h increased, aspartate increased. Common (1 to 10%}: cellulits, folliculitis, paronychia, mslv stul: it papilloma including
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fissures, panniculitis, photosensitivity, muscle spasms, blood creating Dhnsphak\nasemveased renal failure, mucosal inflammation, influenza-like illness, face oedema, blood ol increased, Uncomt (ﬂ 110 1%): new primary melanoma, hy rbital oedema, left ventricular dysfunction, cardiac failure, pneumonitis, interstitial lung
disease, gastroitesinalperoraton, i, pancrealis,habdomyolysis nephis, in Stage I neuto ek, e, o, petrsen mqh nausea, dariss. g it i oo, sy kol oo e o,
arthralgia, myalgia, pain in mvemwy musc\e ‘spasms, pyrexia, fatigue, chills, oedema peripheral, Common (1 to 10%}: uveitis, chorioretinopathy, retinal delannment palmar-plantar \creased, ejecti Uncommon (0.1 to 1%): , renal failure.
combination with ek PR, oA, e s, T, YIrson, s, oA, ot pet,orttn e, o, hyperieratosi Vot . et o, vl i, s, v rloing Ao s oot
(generalized and uenn»evzlb chills, blwd alkal\ne aspartate \ reased, al: ased. Common (1 to 10%): cutaneous squamous cell carcinoma, leukopenia, dehydration, detachment of veﬂnz/vema\ pigment epithelium, ejection fraction decreased, hypertension, pulmonary embolism, pancreatitis acute, renal failure, mnmn\mevsmml nephritis. For a complete list, consult ful prescribing
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Abbreviated Prescribing Information MEKINIST® (trametinib) 0.5 mg and 2 mg Film-coated tablets
Important note: Before prescribing, consult full pvescnhlng m!nm\aﬂun of MEKINIST® {trametinib). When used in combination with TAFINLAR® (dabrafenib), consult full prescribing information of both products. Presentation: Film-coated tablets: contain trametinib dimethyl sulfoxide equivalent to 0.5 mg and 2 mg of trametinib. Indications: As monotherapy or in combination with Tafinlar® for the treatment of patients with unresectable or metastatic
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impairm oder None. Warni i ventricular ejection i left ventricuiar
function for LVEF prior o niiaton of treatment. Hemorhage: s, ncluding major in patients taking Tafinlar,Visual  retinal pigment epithelal detachment
(RPED) and reina vein occlusion (RVO) observed. Not recommended for paiens vith hstory of RVO. Unmha\m\ug\w\ eva\uaﬂuﬂ should be performed at haselme anu during wreatment.f relmal atnomabe obseed,Ueanont i b truptd inmodstely and a1 speilstshoudbecoserePemarent dcoiruon  neamont ¢ 0 o oo, Rash Dhselved in Mekinist monotherapy and in wﬂ\bmaﬂun with Tefnlar. Severe
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should be withdrawn. Venous thrombo-embolism (VTE): VTE mc\udmg ueep vein thrombosis (DVT) and pulmonry embolism (PE)can occur when used as munume.apy orncombiation e Tamar Patients should seek immediate mecical care if mey dwe\up symptoms of VTE. Pyvena Pyreda mc\udmg severe rigors, dehydration and hypotension (ncucing acme s msu”\c\encyy reported. Incidence and severty increased when Mekinist used i1
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