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Rinvoq 15mg

RINVOQ 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 disease-modifying anti-rheumatic
drugs (DMARDs). RINVOQ may be used as monotherapy or in combination with methotrexate.

RINVOQ is indicated for the treatment of active psoriatic arthritis in adult patients who have responded
inadequately to, or who are intolerant to one or more DMARDs. RINVOQ may be used as monotherapy or
in combination with methotrexate.

RINVOQ is indicated for the treatment of active ankylosing spondylitis in adult patients who have
responded inadequately to conventional therapy.

RINVOQ is indicated for the treatment of moderate to severe atopic dermatitis in adults and adolescents 12
years and older who are candidates for systemic therapy.

RINVOQ is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis
who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.

RINVOQ is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease
who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.

Rinvoq 30mg

RINVOQ is indicated for the treatment of moderate to severe atopic dermatitis in adults and adolescents 12
years and older who are candidates for systemic therapy.

RINVOQ is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis
who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.

RINVOQ is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease

who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.
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Rinvoq 45mg

RINVOQ is indicated for the treatment of adult patients with moderately to severely active ulcerative colitis
who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.

RINVOQ is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease

who have had an inadequate response, lost response or were intolerant to either conventional therapy or a
biologic agent.
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RINVOQ®

4.7 Effects on ability to drive and use machines

Upadacitinib kasne-ernegligible-may have a minor influence on the ability to drive and use
machines because dizziness and vertigo may occur during treatment with RINVOQ (see section 4.8).

4.8 Undesirable effects

System Organ Class Very common Common Uncommon
Nervous system Headache?
disorders
Dizziness
Ear and labyrinth Vertigo?®
disorders

2 Presented as grouped term

b In atopic dermatitis trials, the frequency of bronchitis, hypercholesterolaemia, hyperlipidaemia, ALT
increased, and AST increased was uncommon.

¢In rheumatologic disease trials, the frequency was common for acne and uncommon for urticaria

41n ulcerative colitis trials, the frequency was common for acne; abdominal pain was less frequent for
upadacitinib than for placebo.

€ Serious hypersensitivity reactions including anaphylactic reaction and angioedema
f Most events reported as basal cell carcinoma and squamous cell carcinoma of skin

&|n Crohn’s disease, the frequency was common for acne, and uncommon for urticaria and weight
increased.
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" Pneumonia was common in Crohn’s disease and uncommon across other indications.

"Frequency is based on Crohn’s disease clinical trials.

:0'N2N D'9'WO0A DTV 21X7 [1'7vn

199D WINIWN 2aY .2

MNM93122 YNNI NNN)

NMONI WHNWND IN NNID PN AISEIUERUAZ ISR A 28 RPa B ASUA N AYOUA PR PEPS2

.MAYIN NV TY 21237 NPV N3 (HVIY) NIND NYINH IN NNNIND NNN NNN ONX

INND MY .4

100 TN DXWNNWN 1-10-1 MYNHY MIYNMN - (cOommon) MNIOY INNT MYNN

(ML) MINDNYIND @
DNNIND e

,01IUMN 7¥27 N1IO T 7Y 0'09TIN 072177 INYI1L,NIRNAN TIWA MNNAY NIDINNN JARAYT IN7W1 DIX71 XON7 |17V
.09 — 7909600 potva Ix pawn TN ,4 wanin a0 ,AbbVie Biopharmaceuticals Ltd

,NdN1]
120217TIR N2IT

nlimn nnpin

Page 3 of 3



