Padagis.

2025 7ox

,n/T21 n/npn n/xoN

A'WONN 7Y XONYTI[DIX7 DRIVN [1DTY 7V YITING NYzan n"ya NIfdI0 7KW 0'ARTRD NNaN

ALKERAN TABLETS 2 MG / 2"n 2 ni'7a0 [\p'Ix

Melphalan 2 mg :IpTini 1'wona 7'von Mminn

7XW A'WONY NNIvaN NINNN
For the treatment of: Multiple myeloma and Advanced ovarian adenocarcinoma.

JITVN NINN
JINMIAN TIWN NITNINY ANXNNAE XNDNOKRN 117V7 OXNNA NOI 1IDTYI NIN'0A D TY

.0'9011 D1IDTY DA 07710 DIV aInY V711 0" Ninnn 0DIDTYN D'INIoN IT nVTINA

NIXMAN TIYNA MNXAY NIDINNN 1ARNAA DI019Y IN7W1 X971 [21X7 DRDTIVAN DRI7VN
https://israeldrugs.health.gov.il/#!/byDrug

,NdM2
n"va NIfdIo XY 0'ARTRD

X9NY iy

4.4 Special warnings and precautions for use

[...]
Contraception

Due to an increased risk of venous thromboembolism in patients undergoing treatment with
melphalan in combination with lenalidomide and prednisone or in combination with
thalidomide and prednisone or dexamethasone, combined oral contraceptive pills are not
recommended. If a patient is currently using combined oral contraception, she should switch to

another effective and reliable contraceptive method-(-e—ovulation-inhibitery-progesterone-only
pills-such-as-desogestrel-barrier method;-ete). The risk of venous thromboembolism continues

for 4—6 weeks after discontinuing combined oral contraception.
The recommended duration of contraception in females should be during treatment and for a
period of six months following the cessation of treatment (see section 4.6).

Male patients should use effective and reliable contraceptive methods during treatment and for
a period of three months following the cessation of treatment (see section 4.6).

Fertility
Male patients should have a consultation on sperm preservation before treatment due to the
possibility of irreversible infertility as a result of melphalan treatment (see section 4.6).

Renal impairment
Alkeran clearance may be reduced in patients with renal impairment, who may also have uraemic bone
marrow suppression. Dose reduction may therefore be necessary (see section 4.2), and these patients
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should be closely observed.

Temporary significant elevation of the blood urea has been seen in the early stages of melphalan
therapy in myeloma patients with renal damage.

The use of high dose melphalan has the potential to cause acute kidney injury in patients, especially
those with underlying renal impairment and potential risk factors for reduced renal function (e.g.,
concomitant use of nephrotoxic medications, amyloidosis etc).

4.6 Fertility, pregnancy and lactation
Women of childbearing potential / Contraception in males and females

Female patients should use effective and reliable contraceptive methods during
treatment and for a period of six months, following the cessation of treatment.

Male patients should use effective and reliable contraceptive methods during
treatment and for a period of three months following the cessation of treatment.

The final decision regarding the additional time period on contraception should
be taken by the doctor and/or the patient (see section 4.4).

[...]

Fertility
It is recommended that men who are receiving treatment with melphalan net
he hild-during treatmentand-up-to-6-1menth erwards-and-thatthey-have

a consultation on sperm preservation before treatment due to the possibility of
irreversible infertility as a result of melphalan treatment (see section 4.4).

4.8 Undesirable effects
]

Body System Frequency Side effects
[...]
Renal and Urinary Common blood urea increased*
Disorders Not known Acute kidney injury
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