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ATOZET® 10 mg/10 mg (Ezetimibe 10mg/ Atorvastatin 10 mg)
ATOZET® 10 mg/20 mg (Ezetimibe 10mg/ Atorvastatin 20 mg)
ATOZET® 10 mg/40 mg (Ezetimibe 10mg/ Atorvastatin 40 mg)
ATOZET® 10 mg/80 mg (Ezetimibe 10mg/ Atorvastatin 80 mg)

Dosage Form: Tablets
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Hypercholesterolaemia
ATOZET is indicated as adjunctive therapy to diet for use in adults with primary
(heterozygous familial and non-familial) 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).
Prevention of Cardiovascular Events
ATOZET s 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.
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4.2 Posology and method of administration
In patients taking hepatitis C antiviral agents containing elbasvir or grazoprevir concomitantly
with ATOZET, the dose of ATOZET should not exceed 10/20 mg/day

4.4 Special warnings and precautions for use

Whilst on treatment

Patients must be asked to promptly report muscle pain, cramps, or weakness especially if
accompanied by malaise or fever or if muscle signs and symptoms persist after discontinuing
ATOZET.

The risk of myopathy may also be increased with the concomitant use of gemfibrozil and
other fibric acid derivatives, erythromycin, niacin, the hepatitis C antiviral agents boceprevir,
telaprevir, elbasvir, grazoprevir, or the combination of tipranavir/ritonavir. If possible,
alternative (non-interacting) therapies should be considered instead of these medicinal
products.

4.5 Interaction with other medicinal products and other forms of interaction
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Multiple mechanisms may contribute to potential interactions with HMG Co-A
reductase inhibitors. Drugs or herbal products that inhibit certain enzymes (e.g.
CYP3A4) and/or transporter (e.g., OATP1B) pathways may increase atorvastatin
plasma concentrations and may lead to an increased risk of
myopathy/rhabdomyolysis.

Consult the prescribing information of all concomitantly used drugs to obtain further
information about their potential interactions with atorvastatin and/or the potential for
enzyme or transporter alterations and possible adjustments to dose and regimens.

Pharmacokinetic interactions

Inhibitors of Breast Cancer Resistant Protein (BCRP): Concomitant administration of
products that are inhibitors of BCRP (e.q., elbasvir and grazoprevir) may lead to increased
plasma concentrations of atorvastatin and an increased risk of myopathy; therefore a dose
adjustment of atorvastatin should be considered depending on the prescribed dose. Co-
administration of elbasvir and grazoprevir with atorvastatin increases plasma concentrations
of atorvastatin 1.9-fold (see Table 1); therefore, the dose of ATOZET should not exceed
10/20 mg daily in patients receiving concomitant medications with products containing
elbasvir or grazoprevir

:22XY7 17Va D''NiIan 0R2PTY
JIMNDN 172 WATIN 90INNY 'MINA VOV
.90 INN PTVNNY MINNN VTN 71 V'om 707w uin'oa

OTIOX DY |n'7w N'XPRIVY'XR] NWIT'N DNNR NISINNY e

2'9IMIX IX ,1027X ;11190 120 C _a1on 7D D717 DUYRII'0IN DY'WON e
(C a10n T2 NPT DIN'T TAD PANNY? NIYNWN NIDINN)

((o'wnnun 100 Y mn 1 7Y 2V Y'OUNT NIMYY) NINDY X7 'RI7 NIYOIN

(nExa) 0710772 TNIFNA NINDINN '™7IN IX NID'Y NYIND ;0720 X7 nwin e

-0'1'000N NXIAPN NISNN YIN'YN NV INNTY NIMWOKX INI'7 NIYOIN

X7 UN 11D ATh INIKA DX TNIMAAL QYRR NN YR DY DYZIN IR NIYAD ,ARD e
NI'X NINDWYN) VTIOX NPOON TNKT qI7N7 X7 D717V TWKR_,NIDA DIN )7 W' IR A1V
(hyr

AT NYTINA 09701 DI'RI D'NINN DI'RY D'O011 DADTY I'N PIX71 XON7 D117y
JINMAN TWN T2y 0NYINGD DRI7Y] |1Y7 W DI0NION [N NIRINTIE X7 YTy

07277 N1 L,NIKNAN TIWN MNXKAY NIDNNN 1ANAQ DION9Y IN7W1 DX X917 0I17Vn
.09-9533333 19702 78w MSD nnan 01w 7va% N9 T 72V 0'09TIN

n"va 2721 n1an "y yom ATOZET®

,NdN11
1910 7O

nlimn nnpn
References: Israeli approved PC & PPl 1.2018

APmprietary



