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Uptravi® 200 microgram to 1600 microgram Film-coated tablets :pmn

(Selexipag 200 microgram to 1600 microgram)

7w [>71x71 X917 D117vn D DY TINYG wizan J-C Health Care Ltd. niwn 7va
2024 7anx¥Ta 10TV ITAY DN'YWONN

/nI0n VAWINY VO7V ,0ITXA [NION YOIV VO70) TWNNA D'V'SIN DMP'VA [IDTYN 01D

.0'9011 DIDTY D'N"'? N, ( AXHAHZ-BH-72A2 00j70D

MW MYINND Atnnn
Uptravi is indicated for the long-term treatment of pulmonary arterial
hypertension (PAH) in adult patients with WHO functional class (FC) II-lI,
either as combination therapy in patients insufficiently controlled with an
endothelin receptor antagonist (ERA) and/or a phosphodiesterase type 5
(PDE-5) inhibitor, or as monotherapy in patients who are not candidates for
these therapies.
Efficacy has been shown in a PAH population including idiopathic and heritable
PAH, PAH associated with connective tissue disorders, and PAH associated
with corrected simple congenital heart disease.
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Tabulated list of adverse reactions

Johnson&Johnson
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Adverse reactions obtained from the pivotal clinical study and post-marketing
surveillance are tabulated below. The adverse reactions are ranked by frequency within
each system organ class (SOC) and , presented in order of decreasing seriousness.
Frequencies are defined as very common (>1/10), common (>1/100 to <1/10);
uncommon (>1/1,000 to <1/100); rare (>1/10,000 to <1/1,000); very rare (<1/10,000).

System organ class Yery common Common Uncommon
(=1/10) (=1/100 to < 1/10) (=1/1,000 to <1/100)
Blood and lymphatic Anaemia*
disorders Haemoglobin decreased*
Endocrine disorders Hyperthyroidism*
Thyroid-stimulating Hormone
decreased
Metabolism and nutrition Decreased appetite
disorders Weight decrease
Nervous system disorders | Headache*
Cardiac disorders Sinus tachycardia*
Vascular disorders Flushing* Hypotension*
Respiratory, thoracic and | Nasopharyngitis (of Nasal_congestion
mediastinal disorders non-infectious origin)
Gastro-intestinal Diarrhoea* Abdominal pain
disorders Vomiting * Dyspepsia*
Nausea*
Skin and subcutaneous Rash
tissue disorders Urticaria
Erythema
Angioedema’
Musculoskeletal and Jaw pain*
connective tissue Myalgia*
disorders Arthralgia*
Pain in extremity*
General disorders and Pain

administration site
conditions

* See section Description of selected adverse reactions.
T Cases of angioedema have been reported in post-marketing experience with a latency that can exceed 30 days

of treatment.
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