obbvie

2023 'Nn

,N/T201 n/xoN
,N/1201 Nn/njzN

RINVOQ

Prolonged release tablets
(Upadacitinib 15mg, 30mg, 45mg as hemihydrate)
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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.

Rinvog 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.

Rinvog 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.
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RINVOQ®
1. NAME OF THE MEDICINAL PRODUCT

RINVOQ 45 mg prolonged-release tablets

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

RINVOQ 45 mg prolonged-release tablets

Each prolonged-release tablet contains upadacitinib hemihydrate, equivalent to 45 mg of upadacitinib.

3. PHARMACEUTICAL FORM

RINVOQ 45 mg prolonged-release tablets

Yellow to mottled yellow 14 x 8 mm, oblong biconvex prolonged-release tablets imprinted on one side with
‘ad5’.

4.4 Special warnings and precautions for use

Diverticulitis Gastrointestinal perforations

Events of diverticulitis and gastrointestinal perforations have been reported in clinical trials and from

post-marketing sources. Biverticulitis-may-cause-gastrointestinal-perferation:

Upadacitinib should be used with caution in patients who may be at risk for gastrointestinal perforation
(e.q., patients with diverticular disease, a history of diverticulitis, or who are taking nonsteroidal anti-

|nflammat0rv druqs (NSAIDs) cortlcostemlds or op|0|ds) wmmvenmmapdﬁeaseeﬂéespem

Patlents presentmg W|th new onset
abdomlnal 5|gns and symptoms should be evaluated promptly for early identification of diverticulitis_or to
prevent-gastrointestinal perforation.

6.1 List of excipients

Rinvog 45mg
Tablet contents:

Microcrystalline cellulose

Mannitol

Hypromellose

Tartaric acid (powdered)

Magnesium stearate

Page 2 of 5



obbvie

Silica, colloidal anhydrous / Colloidal Silicon Dioxide

Film coating:

Polyvinyl alcohol
Macrogol /Polyethylene Glycol

Titanium dioxide (E171), Formatted: Font: (Default) +Headings CS (Times New
Roman), Complex Script Font: +Headings CS (Times New
Talc Roman), Spanish (Mexico)

Iron Oxide Yellow (E172)

Iron oxide red (E172)

6.4 Special precautions for storage

Rinvog 15mg, Rinvog 30mg

Store up to 30°C.

Store in the original blister or bottle in order to protect from moisture. Keep the bottle tightly closed.

Rinvog 45mg

No special storage requirements.

6.5 Nature and contents of container

RINVOQ 45 mg prolonged-release tablets

Polyvinylchloride/polyethylene/polychlorotrifluoroethylene - aluminium calendar blisters in packs
containing 28 prolonged-release tablets.

HDPE bottles with desiccant and polypropylene cap in carton containing 28 prolonged-release tablets.

Not all pack sizes may be marketed

9. REGISTRATION NUMBER

164-29-36194
168-69-37036
172-42-37344
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microcrystalline cellulose, mannitol, hypromellose, tartaric acid (powdered), magnesium stearate,
silica colloidal anhydrous/ colloidal silicon dioxide
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polyvinyl alcohol, macrogol/ polyethylene glycol, titanium dioxide (E171), talc, iron oxide
yellow (E172), iron oxid red (E172).
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