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Dosage Form: Film Coated Tablets
Composition: 10 mg ezetimibe and 10, 20, 40 or 80 mg of atorvastatin (as calcium trihydrate).
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- Prevention of Cardiovascular Events

Atozet is indicated to reduce the risk of cardiovascular events in patients with coronary heart disease (CHD) and
a history of acute coronary syndrome (ACS), either previously treated with a statin or not.

- Hypercholesterolaemia

Atozet is indicated as adjunctive therapy to diet for use in adults with primary (heterozygous familial and
nonfamilial) hypercholesterolaemia or mixed hyperlipidaemia where use of a combination product is appropriate
patients not appropriately controlled with a statin alone

patients already treated with a statin and ezetimibe

- Homozygous Familial Hypercholesterolaemia (HoFH)

Atozet is indicated as adjunctive therapy to diet for use in adults with HoFH. Patients may also receive
adjunctive treatments (e.g., low-density lipoprotein [LDL] apheresis).
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4.4 Special warnings and precautions for use

Myasthenia gravis and ocular myasthenia

In few cases, statins have been reported to induce de novo or aggravate pre-existing myasthenia gravis or ocular
myasthenia (see section 4.8). ATOZET should be discontinued in case of aggravation of symptoms.
Recurrences when the same or a different statin was (re-) administered have been reported.

4.8 Undesirable effects

Not known hypoesthesia; amnesia; peripheral neuropathy;
myasthenia gravis

Eye disorders
Not known | vision blurred; visual disturbance; ocular myasthenia

I22XY7 17V2 D''NIan DRTY
UTIONA YIN'YY? Yana NITni'm NNATR 2.2

0N 17W X917 190 ,0TIVNA 719'0N 19Y



mailto:organon.ra.israel@organon.com

-5 ORGANON

D'YNYNN DY 0'N'I0N DN N770N N'7'7D DY NYTZIN 7Y 0'7NNn) N0ORM 17 N IR Y7 W' e
A'MNN? oMy 0'717Y 01'OLVO PY ('VN 1Y NY2INT NNIIAN N7NN) N1'Y NR0OoKRTM IX L,(NN'wl Nyl
("N7 niyoim" 4 qryo Nk ) NIVOXR'M 7Y NIWNINNYT 72107 IX 2¥nn DX

NXI1'7 niyoIn .4

(D1'ATH DIMINN NINDYA DX 1WN7 [N K7) QYT DI'RY DINDWA INNT NINAN 'RI70 NIYOIN
NY2 D'YNYUNN DMWY D'NAYI0N DNPNA 7710 1770 DY NW2INT Nnnian n7nn) 0'0a NfVoR'N e
(nnren
(I"vh "Mw nY7In? nnann n7nn) Ny N0OR'M e

IN N7190 N"KRY ,NI7'WO 7W NIDIPN TNX? N"NMNNY D220 IX NIYINTA AY2IN DN NNX OX 7Y X9Nn DY NNIY
.NN'YI NIR IN Y700 'WIR D19V NNY



