2020 xne

n/T251 a/xoN
n/T1201 n/npin

-1 Olumiant 2mg n™'wdonn 7w X711 X917 D217yn D DDYTINY? TYpan 77 nnan
10Ty Olumiant 4 mg

7102 2 n'Inion NN DUIAND DTI'Y . TA7] DTRIAN DRIIDTY P DYIXA T AYTINA

BN |17V N N0INY VOV |''XN AXIN Ij7 DY VOV

N1 NINNADN TIYN ANXAY NIDINNN 1AXNA DI019Y IN7w) X7 X917 DD TIvNN nniyn

MM L4 qrun n"ya xawr ' X oivnn 7ya? amo 2y 0'ooTIn 07 pY
09-9606234 :"70

,N2722

Y pan
namn NN

a'"'n 2 vaNMITIX
a"n 4 vakmI7Ix

NnIoxXn ni'av

Olumiant 2 mg film-coated tablets

Each film-coated tablet contains 2 mg baricitinib.

Olumiant 4 mg film-coated tablets

Each film-coated tablet contains 4 mg baricitinib.

'YONYT NMYINNA A'lINAn

Olumiant is indicated for the treatment of moderate to severe active rheumatoid arthritis in
adult patients who have responded inadequately to, or who are intolerant to one or more
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disease-modifying anti-rheumatic drugs. Olumiant may be used as monotherapy
or in combination with methotrexate (see sections 4.4, 4.5 and 5.1 for available
data on different combinations).
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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Venous Thromboembolism

Events of deep venous thrombosis (DVT) and pulmonary embolism (PE) have been reported in
patients receiving baricitinib. Olumiant should be used with caution in patients with risk factors
for DVT/PE, such as older age, obesity, a medical history of DVT/PE, or patients undergoing
surgery and immobilisation. If clinical features of DVT/PE occur, Olumiant treatment should be

discontinued temperariy-nrterrupted-and patients should be evaluated promptly, followed by
appropriate treatment.

Hypersensitivity

In post-marketing experience, cases of drug hypersensitivity associated with
baricitinib administration have been reported. If any serious allergic or
anaphylactic reaction occurs, baricitinib should be discontinued immediately.

4.8 Undesirable effects

System Organ Common Uncommon

Class

Very common

Infections and
infestations

Upper respiratory tract
infections®?

Herpes zoster,

Herpes simplex®
Gastroenteritis

Urinary tract infections
Pneumonia
Thrombocytosis

>600 x 10° cells/L®

Blood and
lymphatic
system disorders

Neutropaenia
<1 x 10° cells/L®

Metabolism and

Hypercholesterolaemia®

Hypertriglyceridaemia®
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nutrition

disorders

Gastrointestinal Nausea

disorders

Hepatobiliary ALT increased >3 x ULN°® | AST increased >3 x ULNF®

disorders

Skin and Rash Acne

subcutaneous

tissue disorders

Immune Swelling of the face,

disorders Urticaria

Respiratory, Pulmonary embolism

thoracic

mediastinal

disorders

Vascular Deep Vein Thrombosis

disorders

Investigations Weight increased
Creatine phosphokinase
increased >5 x ULN®

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization 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://sideeffects.health.gov.ilhttp:
:01)'N |.')'\¥'7 |I'7D1 D' pP'vn DNDTYN
A9NA YIn'wn 11oY .2
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