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Bosutinib 100 mg; Bosutinib 400 mg; Bosutinib 500 mg

Film coated tablets

Bosulif is indicated for the treatment of adult patients with:
e newly-diagnosed chronic phase (CP) Philadelphia chromosome-positive chronic myelogenous
leukaemia (Ph+ CML).

e chronic phase (CP), accelerated phase (AP), and blast phase (BP) Philadelphia chromosome positive
chronic myelogenous leukaemia (Ph+ CML) previously treated with one or more tyrosine Kinase
inhibitor(s) [TKI(s)] and for whom imatinib, nilotinib and dasatinib are not considered appropriate
treatment options.
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4.4 Special warnings and precautions for use

Photosensitivity

Exposure to direct sunlight or ultraviolet (UV) radiation should be avoided or minimised due to the risk of
photosensitivity associated with bosutinib treatment. Patients should be instructed to use measures such as
protective clothing and sunscreen with high sun protection factor (SPF).

4.8 Undesirable effects

Tabulated list of adverse reactions

The following adverse reactions were reported in patients in bosutinib clinical studies (Table 2). These
represent an evaluation of the adverse reaction data from 1,272 patients with either newly-diagnosed

CP CML or with chronic, accelerated, or blast phase CML resistant or intolerant to prior therapy or Ph+ ALL
who have received at least 1 dose of single-agent bosutinib. These adverse reactions are presented by system
organ class and frequency. Frequency categories are defined as: very common (> 1/10), common (= 1/100 to
< 1/10), uncommon (> 1/1,000 to < 1/100), rare (> 1/10,000 to < 1/1,000), very rare (< 1/10,000), not known
(cannot be estimated from the available data). Within each frequency grouping, adverse reactions are
presented in order of decreasing seriousness.

Table 2 - Adverse reactions for bosutinib

Skin and subcutaneous tissue disorders

Very common

Rash (including Rash generalised, Rash macular, Rash maculo-papular, Rash
papular, Rash pruritic)

Common Urticaria, Acne, Pruritus, Photosensitivity reaction
Uncommon Exfoliative rash, Drug eruption

Rare Erythema multiforme

Unknown Stevens-Johnson Syndrome™, Toxic epidermal necrolysis™




112985 1By 2Py BTy Yo

7DI1MN2 RRNMIT N1EY L2

UV/wnw: s1om 7157
0P WRNWAR WRw MR? 2°0WN W PR M0D? 21w 2210012 122wl 1ar2 UV 1ph R winw? any woan aanw 1an>
.(SPF) wnwi »197 M2ax 7157 27pn QY 73M1

SRY® Nwen 4

SRN?0 MYDIN 1AW RIPN? 972°0 DX .0WaNwHan P SRN? Myon? o1ae 7wy RP10122 wancwsT ,a917n 902 1m0
77 DR X7 91200 R’ 1000

1@ 10 ®o% 1 7w-2 299372 NRY) NITSR RN Ny
(0K IR Mpm wawan UV omp? mwad) RS w3 nann ...

TRY PP TINE KOW ORND NYDING P20 AR TWRD IR LTINRR IR NMPDINR ION a8 RN NYDIN TYIDNT BN
XDV Ay yyenah

MDY P17 YT DAY ,YTA NOOIN 0°99107 22001 DI WX L1010 LINNT NN IR YPI2 DOWATIAN DWW
SANT DA IRY

IR TIWH INRIAW MIDIINT TARN2 DNI0TD TIXY NIRCIT TN WHWI 207V 20V
https://data.health.gov.il/drugs/index.html#!/byDrug

12133 .7.0,9 9paw ,n"v2a HRAWS 7p°02XNR0 270 17277 N1ID7 101 097N Ko 1Y N7aph 1ot
46725 ,mnes 77930

,79722
P1'ZWID N
praialalalsirdll


https://data.health.gov.il/drugs/index.html#!/byDrug

