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Merck Sharp & Dohme Corp., a subsidiary of
r DA ¢_» MERCK & CO,,INC.

Whitehouse Station, NJ 08889, USA SFDAHEMIEMTE
i : =
INDICATIONS AND USAGE el BRTA-TS LN

CANCIDAS is an echinocandin antifungal drug indicated in adults and HEIC (+is) ¢ 5 5
pediatric patients (3 months and older) for: -
« Empirical therapy for presumed fungal infections in febrile, neutropenic AFHE £ £

patients_ (1) SR T 5 5
« Treatment of candidemia and the following Candida infections: intra-

abdominal abscesses, peritonitis and pleural space infections. (1) R © T z
« Treatment of esophageal candidiasis. (1) T L 5 -
= Treatment of invasive aspergillosis in patients who are refractory to or

intolerant of other therapies (e.g., amphotericin B, lipid formulations of RitEZL " £ A

amphotericin B, itraconazole). (1) TR EED j"c i

(&R AE]
AntigG M PO B AL R (A A R=P AL -
® USRI PR A g R R N TR AT BE LR R
.

TE T AT AR AN BE M 52 1) {2 22 M i 7 s

US cancidas_pi; 3. MSD-LPC 2010.
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SPORANOX® SPORANOX® SPORAHOX™
{itraconazole) (itraconazole) (ITRACONAZOLE)
INJECTION Oral Solution CAPSULES

Congestive Heart Failure: When itraconazole was administered intravenously to
dogs and healthy human volunteers, negative inotropic effects were seen. If signs
or symptoms of congestive heart failure occur during administration of
SPORANOX® {(itraconazole) Injection, continued SPORANOX® use should be
reassessed.  (See CLINICAL PHARMACOLOGY: Special Populations,
CONTRAINDICATIONS, WARNINGS, PRECAUTIONS: Drug Interactions and
ADVERSE REACTIONS: Post-marketing Expenience for more information.)

Drug Interactions: Coadministration of cisapride, pimozide, quinidine,
dofetilide, or levacetylmethadol (levomethadyl) with SPORANOX®
(itraconazole) Capsules, Injection or Oral Solution is contraindicated.
SPORANOX®, a potent cytochrome P450 344 iscenzyme system (CYP344)
inhibitor, may increase plasma concentrations of drugs metabolized by this
pathway. Sertous cardiovascular events, including QT prolongation, torsades de
pointes, ventricular tachycardia, cardiac arrest, andfor sudden death have occurred
in patients using cisapride, pimozide, levacetylmethadol (levomethadyl), or
quinidine concomitantly with SPORANOX® andfor other CYP3A4 inhibitors.
{(See CONTRAINDICATIONS, WARNINGS, and PRECAUTIONS: Drug

Interactions for more information.)
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4.4 Special warnings and precautions for use

Hepatic effects:

The development of foci of altered hepatocytes (FAH) and hepatocellular tumours after a
treatment period of 3 months or longer were observed in rats. The assumed threshold for
tumour development in rats is approximately in the range of clinical exposure. The relevance
of this finding for the therapeutic use in patients can not be excluded. Liver function should
be carefully monitored during micafungin treatment. To minimise the risk of adaptive
regeneration and potentially subsequent liver tumour formation, early discontinuation in the
presence of significant and persistent elevation of ALT/AST is recommended. Micafungin
treatment should be conducted on a careful risk/benefit basis, particularly in patients having
severe liver function impairment or chronic liver diseases known to represent preneoplastic
conditions, such as advanced liver fibrosis, cirrhosis, viral hepatitis, neonatal liver disease or
congenital enzyme defects, or receiving a concomitant therapy including hepatotoxic and/or

genotoxic properties. A\ K4 S, —$1 _t | I/—' N
7, NS
< ! H‘ W / r!l

Micafungin treatment was associated with significant impairment of liver function (increase of ALT,
AST or total bilirubin > 3 times ULN) in both healthy volunteers and patients. In some patients more
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21 1 eaflet of Mycamine from European Medicines Agency
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