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UBRELVY is a calcitonin gene-related peptide receptor antagonist indicated for the acute treatment of
migraine with or without aura in adults.

Limitations of Use

UBRELVY is not indicated for the preventive treatment of migraine.

:X9IN7 17v2 DY

4 CONTRAINDICATIONS

UBRELVY is contraindicated:

e Hypersensitivity to the active substance or to any of the excipients listed in section 11.
Serious hypersensetivity reactions may include anaphylaxis, dyspnea, and facial or throat edema
[see Warnings and Precautions (5.1)]

5 WARNINGS AND PRECAUTIONS
5.1 Hypersensitivity Reactions

Hypersensitivity reactions, including anaphylaxis, dyspnea, facial or throat edema, rash, urticaria, and
pruritus, have been reported with use of UBRELVY. Hypersensitivity reactions can occur minutes, hours. or
days after administration. Most reactions occurred within hours after dosing and were not serious, and some
reactions led to discontinuation. If a serious or severe hypersensitivity reaction occurs, discontinue
UBRELVY and institute appropriate therapy /see Contraindications (4) and Adverse Reactions (6.2)].
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6 ADVERSE REACTIONS

The following clinically significant adverse reactions are described elsewhere in labeling:

e Hypersensitivity Reactions [see Warnings and Precautions (5.1)]

6.2 Postmarketing Experience

The following adverse reactions have been identified during post-approval use of UBRELVY. Because

these reactions are reported voluntarily from a population of uncertain size, it is not always possible to

reliably estimate their frequency or establish a causal relationship to drug exposure.

Immune System Disorders: Hypersensitivity (e.g., anaphylaxis, dyspnea, facial or throat edema, rash,
urticaria, and pruritus) /see Contraindications (4) and Warnings and Precautions (5.1)]

12 CLINICAL PHARMACOLOGY

12.3 Pharmacokinetics

Drug Interactions

In Vivo Studies

Other Drug-Drug Interaction Evaluations:

No significant pharmacokinetic interactions were observed for either ubrogepant or co-administered drugs
when UBRELVY was administered with oral contraceptives (containing norgestimate and ethinyl estradiol),
acetaminophen, naproxen, sumatriptan, ex esomeprazole, erenumab, galcanezumab, or atogepant {a-pretesr
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