Hydroxyurea 500 MG (HYDREA®)

1.1 §9n"13AN (Trade name) : HYDREA®
1.2 Feevhluuaraunaruuss (Generic name and potency) :

» Hydroxyurea 500 MG PER CAPSULE
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1.3 gauantAnisndvaauaians (Pharmacokinetic properties)

Absorption: Bioavailability: Oral bioavailability > 80%.

Distribution: Distributed throughout body, crosses placenta, found in

ascitic fluid. Concentrates in leukocytes and erythrocytes

Metabolism: Up to 50% metabolized in liver; a minor pathway involves

degradation by urease in intestinal bacteria.

Elimination: Hepatic and renal; renal is the major route of elimination.

Urine 80% within 12 hours , Half-life 2 to 4.5 hours

1.4 Gously (Indication) :
1. Concomitant use with irradiation therapy for the treatment of primary squamous cell

carcinoma of the head and neck (exluding the lip)

N

Acute lymphoblastic leukemia

w

Acute myeloid leukemia

P

CMML and myeloproliferative disorders
Chronic myelocytic leukemia (resistant)
6. Melanoma
1.5 unlazidly (Dosage and Adminstration) :
> CML: Daily: 20-30 mg/kg po, adjusted to white cell count
» Solid tumors: g 3 d 80 mg/kg as a single dose po (every 3rd day), starting 7 days prior
to radiation therapy and continuing thereafter if tolerated

> auinelunsaiiiinanuduiie

Toxicity Action
ANC < 1 x 10°/L or platelets < | Hold. Re-assess after 3 days. Resume
100 x 10°/L when counts return to acceptable levels
Mild to moderate anemia Transfuse if symptomatic; do not

interrupt.

Severe mucositis or gastric Hold until < grade 1.

distress

Severe/refractory anemia Hold, transfuse, restart when recovered.

Vasculitis Discontinue

Hepatitis or cholestasis Discontinue




> nsUSurwnelugUieniinsinnuvessiuunnses: No data available, but no

adjustment appears to be required if mild to moderate.

» msufuswmeludUieidnshousedaunnses

Creatinine clearance (mL/min)

% usual dose

> 60

100 %

10 - 60

50 %

< 10

Discontinue

1.6 TavulY (Contraindication) :

» Patients with marked myelosuppression (WBC < 2.5 x 109/L or platelets < 100 x
109/L), or severe anemia.

> Patients who have demonstrated a previous hypersensitivity to hydroxyurea or any
other component in its formulation.

» Use with extreme caution in combination with antiretrovirals in patients with HIV.

1.7 e1nsldfieUseasa (Adverse Drug Reaction) :

Side effect” (%)

Organ site Onset"* Orean site Side effect® (%) Onset*®
Dermatological Alopecia (rare) EL Nervous System Dizziness I
Dermatomyositis (dermatommeositis I Hallucinations I
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1.8 UyTevdnunend : A

1.9 dUNINTB158NI9E (Drug-Interaction) :
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