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Rx This drug shauld be used only under prescription

HYTINON Hard capsule

Hydroxyurea 500 mg

Keep outof reach of children

COMPOSITION
Fach hardcapsule contains:
Hydroxyurea =« -

PHARMACEUTICAL FORM
Hard capsule.

T*and"HD500°

INDICATIONS
‘The treatment of chronic myeloid levkaemia.
F cancer of i corg

DOSAGE AND ADMINISTRATION
Dosage

Adults
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should be monitored by repeat blood counts.
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SPECIALWARNINGS AND PRECAUTIONS FORUSE

‘The complete status of the blood, Including bane mamow examination, I indicated, as well
J, treatment. i |

{evel, fota!leukocyte counts, and platelet counts should be performed at least once a week throughout the course of hydvaxyulea therapy. I WAC fals below

25 10 or platelet count to <100 x 104, therapy should be intemupted. Counts should be rechecked after 3 days and treatment resumed when they rise

significantly towards normal.

priot to,

fess often and are seldom seen vithout 2 pm(edung leukopenia. Bone marow deares&lon s more fkely in patients wha have previously received mdlotherapy
or cytatoxlc cancer dy In such patients. The recovery from myelosuppression s usually apid when therapy
s interrupted.

Seves anaemia st be cotectedbefore lnlating thrapy with ydrosyures. , durng estment, anaeia ocur comec ithout iterupting bycroxyures
th

Hydroxyurea is not licensed for use in combination with antiretroviral agents for HIV disease and it may cause treatment falure and toxicities fin some cases

fatal) in HIV patients.

In patients recelving long-term theragy with hydroryurea for myeloproliferative disorders, such as polycythemia, secondary leukaemia has been reported. It is
i i i i fing di kin cancer ported

el upis

G ive disorders during therapy with
hydroxyurea. The risk of vasculltic toxictles i increased in patients who receive prior of <cnmmlhnl interferon therapy. Due to potentislly severe cinical
autcomes for the cutaneous vasculitc uicers reports

The possibilty of an increase in serum urlc acid,resulting in the develupmem of gout or, at worst, urc acid nephropathy, should be bome in mind in patients
teeated with hydroxyuses, especially whea used with ather cytotoxic agents. it is therefare impartant to monitor uric acid levels regufarly and maintaln  high
fluid intake during treatment.

Vaccinations: Concomitant use of hydroxyurea with a live vius vaccine may potentiate the replication of the vacdne vinss and/or may ncrease some of the

hydroxywrea may sesult in severe nfection. The patient’s antbady response to vaccines may be decreased. The use of live vaccines should be avoided during
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Pregnancy
; ONA synthests, such

Hydroxyurea is a known teratogentc agent in animals. Therefore, hydroxyurea should not be used In women who are or may become pregnant unless in the

Lactation

When appropriate both male and female patients should be counselied concering the use of contraceptive meascres before and during treatment with
royurea.

EFFECTS ONTHE ABILITY TO DRIVE AND USE MACHINE

‘DRUG INTERACTIONS

The myelosupressv aciy may be potantted by previous o concorfant radiotherapy or cytotoc Werapy. Fatol and norvatal pancreatitls has occurred

in HiVinfected p rapy with or withaut stavudine. resulting in death were
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ADVERSE REACTIONS (ADR}

s ic effect of hydroxyurea

culitic toxicities i  vasculltic d In patients with iferative disorders dudng therapy with
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maintenance therapy with hycroxyurea.
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Metaboliesed Nuon Disorers Atreda
3, vomiting, diarthoes, stornatiis, constipation, mucosit i dyspepsi sl pain, mel
Skin and Tissue Disorders: c\...y.m1 s its, alopeca, rash macule-papular, rash papular, skin exfolation, skin atrophy, skin
! " »Dlood crea . ed, bload

Common (171005 ADR < 7/10):
Psychiatric Disorders: Hallucination, disorientation
Nervous System Disorders: Convuision, dizziness, peripheral neuropathy®, somnolence, headache
Respiratory,Th astinal D i !
infiltraion, dyspnoea

patobiary Dt holestasis, hepatits
Rate {1/10000 SADR< 1000}

infections and Infestations; Gangrene

g

OVERDOSE AND TREATMENT

‘Symptom: Acute mucocuteneous toxicity has been reported in patients receiving hydroxyures at dosages several times the therapeutic dose. Soreness, violet
‘erythema, ederma on paims and soles followed by scafing of hands and feet, severe generafized hypespigmentation of the skin, and stomatits have also been
observe

he cardiorespiratory systems if required. In the lang term, careful

manitoring of ieti i il and, if

PHARMACODYNAMIC PROPERTIES
Hydroxyure i the fist clinically available derivative of urea to show antineoplastic activity. | Hydmxyure st synthestsof ONA ittt mm«enng with
the synthesis of RNA or protein. The main mechanism
Hydroxyurea destroy the tyrosyl free radical that s formed s the i f
conversion of i i liwi i is of DN oh
iliorand maycase el o st th G1- bder,deresse e rteof ol ion into the § phase, and; 1 the S phase
as aresult ofinhibiting DNA synthes

e cytotoric effects of Tydranyures re Himitted to those tissues vith high rates of cellular profiferation and the effects are evident only n those cels that are

b;m:eui ? recover from 2 ickle celf anemia nor y roles i progressive crises; it only
productin o patetets and red biaod ces
PHARMACOKINETIC PROPERTIES
Hydroxyurea I reacily absorbed from the Gi tract, peak i ined within 14 ing oral administrati d
throcyt
totaf body’ i barr o " g approrimates
s fuid,resulting in drug dons in ascites fluld of 2-7.5 tine less than p dons. The drug also i distributed
in ik
. the drug by urease,
bacterk or@mic ac pumb‘ymmllmg fmmlhebreakdnwncfhydrmryureabyumaszsmdylng ith UChbeled

doseat 12 hours,

PACKAGE
10 Hard capsules/ Blister x 10 Blisters/ Ahfoil Bag/ Box.
STORAGE

30°C,
SHELF-LIFE,

36 months from manufactyring date.

SPECIFICATION
Usp.

NAME, ADDRESS OF MANUFACTURER.
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