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Atriance 5 mg/ml is indicated for the treatment of patients with T-cell acute lymphoblastic leukaemia (T-ALL) and
T-cell lymphoblastic lymphoma (T-LBL) whose disease has not responded to or has relapsed following treatment

with at least two chemotherapy regimens.
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Novartis Israel Ltd.

6 Totzeret Ha'arets St.

P.0.B 7126, Tel Aviv, Israel

Tel: 972-3-9201123 Fax: 972-3-9229331

.n"va v 0'vnan

,N>112

T791710 N1
Nmn nnpn
n"va "xw' 0'v1aN

:NDY? 1owa 2Ty

177¥2 INIY? DIV

6 Y IND M IN M

ax5n 7126 1.0

03-9229331 : oo 03-9201123 : y1avv




U, NOVARTIS

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

........

Excipient with known effect
Each ml of solution contains 1.725-770 mg (¥5-77 micromols) of sodium.

........

4. CLINICAL PARTICULARS

.......

4.4 Special warnings and precautions for use

......

Sodium warning

This medicinal product contains +-72588.51 mg#st (3.85 mmol75-mieremels/ml) efsodium-
per vial (50 ml). equivalent to 4.4% of the WHO recommended maximum daily intake of 2 g

To-be-taken-into-consideration by patients-on-a-controled sodium -for an adulteiet.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is
important. It allows continued monitoring of the benefit/risk balance of the medicinal product.
Any suspected adverse events should be reported to the Ministry of Health according to the
National Regulation by using an online form

(https:/isideeffects.health.gov.ilf).

6. PHARMACEUTICAL PARTICULARS

Store below 24025°C. For storage conditions after first opening of the medicinal product see
section 6.3.

6.5 Nature and contents of container

Clear glass (Type I) vial with a bromobutyl rubber stopper, sealedand an aluminium
sealsealed with a_red snap-off cap.
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8. REGISTRATION HOLDER AND IMPORTER AND ITS ADDRESS

Novartis Israel Ltd.
POB 7126. Tel Aviv36-Shacham St Petach-Tilova:

Revised in JuneAugust 2021 according to MOHs guidelines.
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