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Dosage Form: Capsules
Composition: Each capsule contains 5, 20, 100 or 250 mg temozolomide.
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Temodal capsules are indicated for the treatment of:

- Adult patients with newly diagnosed glioblastoma multiforme concomitantly with radiotherapy and
subsequently as monotherapy treatment.

- Children from the age of three years, adolescents and adult patients with malignant glioma, such
as glioblastoma multiforme or anaplastic astrocytoma, showing recurrence or progression after
standard therapy.

- Temodal capsules are also indicated as first line treatment for adult patients with advanced
metastatic malignant melanoma.
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4.4 Special warnings and precautions for use

Female patients

Women of childbearing potential have to use effective contraception to avoid pregnancy while they
are receiving TMZ, and for at least 6 months following completion of treatment.

Male patients

Men being treated with TMZ should be advised not to father a child for at least 3 up-te-6 months
after receiving the last dose and to seek advice on cryoconservation of sperm prior to treatment
(see section 4.6).

4.6 Fertility, pregnancy and lactation

Pregnancy

There are no data in pregnant women. In preclinical studies in rats and rabbits receiving 150 mg/m?
TMZ, teratogenicity and/or foetal toxicity were demonstrated (see section 5.3). Temodal should not
be admlnlstered to pregnant women. Eemale—patrentsend—femate—pa#tneps—ef—mate—patrents—sheeﬂé

; ompletion. If use during
pregnancy must be conS|dered the patlent should be apprlsed of the potential risk to the foetus.
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Breast-feeding

It is not known whether TMZ is excreted in human milk; thus, breast-feeding should be discontinued
while receiving treatment with TMZ.

Women of childbearing potential

Women of childbearing potential should-be-advised have to use effective contraception to avoid
pregnancy while they are receiving TMZ, and for at least 6 months following completion of
treatment.

Male fertility

TMZ can have genotoxic effects. Therefore, men being treated with it should use effective
contraceptive measures and be advised not to father a child for at least 3 up-te-6-months after
receiving the last dose and to seek advice on cryoconservation of sperm prior to treatment, because
of the possibility of irreversible infertility due to therapy with TMZ.

I2IxY7 J1'7b2 DUNINN D2IDTY
.XIN-172 [NIoN 7NNIY VOPL .[INNMN 172 [NION HOINNY VOFV

NMISI NN L IMn 2.5
.IT N9INN N7'V] 1197 NPINA IX V7Y X91N2 YYD L |IMNYT 012'N7 N1IDNA IX [N )INY NAYIN,|IMN2 NN DX
.UNI9N 91N NIRT NIYYYT 17 NN X9NN DX RIX (1NN 7002 PN TIN0Y WNNWNT 110X TNRNA NINT

SHOOA- BN BT WA SR IR HONE- IR RO BIOH0A- Y AHT- RR- IN-PHISIDA-BWA

YN 'WYNN] 01717 DIDNIYEDSY INTINVA 719'0N 17002 |IMNY7 01207 NI7ID'N-B79HRR NITOIVNHRYDIVA
.219'0N DIN WNXY? NINSDY? D'YTIN 6 Ywn71 719'0n 17nna . . D'7'y 1NN

LNTIMoa 719'0n 170N 70 proon? '

D222 NINIS
DNAY X717y NY'IN 'WYNR] YNNWNY? 0DMNY 0N2a 0179101 .12'90 'M72 NNpYY DNA7 717V INTINO
N7'NN 1197 YIT IN'WY Yam Yy'nn? ymnm .719'0n nposn 1NKY 0'wTIN_3 NINSY 65 DAIT N2 NNAyNnY
S19'0n

D727 [N .NIKNAN TIYN 7 DII0I'RN INXAY NIDINNN 1ARNA DNI0TD IXY? INTW [DIXY? 1751 X917 |I'7Vun
.09-9533333 19702 ,MSD nnan ,niwmin w27 nMo T 72V 0'09TIN

.n"ya 712 nnan 'y yam Temodal

bahhl
|"72 NN
nimn nnpn
xwr MSD
References:
Israeli revised SPC and PIL Aug 2021

Page 2 of 2



