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Xeplion is indicated for the acute and maintenance treatment of schizophrenia in adults.

Xeplion is indicated for the treatment of schizoaffective disorder as monotherapy and as an
adjunct to mood stabilizers and antidepressants.

:%yH 201 n
Paliperidone (as palmitate) 100 mg / 1mi
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4.8 Undesirable effects

S
janssen
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System Organ Class Adverse PrugReactions reactions
Frequency
Very Common Uncommon Rare Not known
common
Infections and .., subcutaneous ...,subecutaneous
infestations abscess s
Blood and lymphatic thrombeeytopenia | thrombocytopenia,
system disorders 3
Nervous system , head titubation Lronebritebation
disorders
Vascular disorders pulmonary prhnenary
embolism, embolismy
Respiratory, thoracic respiratory tract respiratory tract
and mediastinal congestion, congestion,
disorders P e ...wheezing,
Gastrointestinal intestinal St
disorders obstruction, obstruction;
Skin and subcutaneous seborrhoeic S
tissue disorders dermatitis dermatitis
Musculoskeletal and oelopais
connective tissue
disorders
Reproductive system galactorrheea | galactorrhoea priapism, SR
and breast disorders

6.5 Nature and contents of container

50 mg

0.5 mL suspension in a pPre-filled syringe (cyclic-olefin-copolymer) with a plunger stopper,

backstop,

and tip cap (bromobutyl rubber) with a 22G 1'%-inch safety needle (0.72 mm x 38.1 mm) and

a 23G

1-inch safety needle (0.64 mm x 25.4 mm).

75 mg

0.75 mL suspension in a pPre-filled syringe ....

100 mg

1 mL suspension in a pPre-filled syringe ....

150 mg

1.5 mL suspension in pPre-filled syringe ....

The following information is intended for medical or healthcare professionals only and
should be read by the medical or healthcare professional in conjunction with the full
prescribing information (Summary of Product Characteristics).

2. Hold the syringe with the tip cap pointing up, While-helding-the-syringe-upright; remove the

rubber tip cap with a gentle twisting motion.

3. Peel the safety needle blister pouch half way open. Grasp the needle sheath using the

plastic

peel pouch. Hold the syringe pointing up. Attach the safety needle to the syringe using a

gentle

twisting motion to avoid needle hub cracks or damage. Always check for signs of damage or

leaking prior to administration. Attach-the-safety-needle-to-the luerconnection-of- the-syringe
vithoncos releclonieo buictine mretion
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