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TREVICTA, a 3 monthly injection, is indicated for the maintenance treatment of

schizophrenia in adult patients who are clinically stable on 1 monthly paliperidone palmitate
injectable product
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Paliperidone (as palmitate) 200 mg / 1ml
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4.8 Undesirable effects

System Organ Class Adverse Drug Reaction
Frequency
Very Common Uncommon Rare Not known
common
Infections and ..., subcutaneous ...,subeutaneous
infestations abscess abscess
Blood and lymphatic thrombeeytopenia | thrombocytopenia,
system disorders 5
Nervous system , head titubation B
disorders
Vascular disorders pulmonary b e
embolism, ek
Respiratory, thoracic e bt respiratory tract
and mediastinal et e congestion,
disorders b ...wheezing,
Gastrointestinal intestinal B
disorders obstruction, obstruction:
Skin and subcutaneous seborrhoeic D
tissue disorders dermatitis e
Musculoskeletal and ool
connective tissue
disorders
Reproductive system galactorrhoea | galactorrhoea priapism, priapisn
and breast disorders

6.5 Nature and contents of container

175 mg

0.88 mL suspension in a pPre-filled syringe (cyclic-olefin-copolymer) with a plunger stopper,
backstop, and tip cap (bromobutyl rubber) with a 22G 1'4-inch safety needle (0.72 mm x 38.1 mm)
and a thin wall 22G 1 inch safety needle (0.72 mm x 25.4 mm).

263 mg

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

350 mg

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

525 mg

2.63 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).

Attach needle

o elocke . .
Hold the syringe pointing up. Att

ach the safety needle to the syringe using a gentle twisting motionto

avoid needle hub cracks or damage. Always check for signs of damage or leakage prior to
administration.




N
janssen )'

vamq(l}wﬁnwm

:02°N 128D YA D™MpPYA DTV

Paliperidone (as palmitate) 200 mg/ml:ITI>*Y/immdi '2'yon Ininn 1010

7'n 0.88 1ma ,(urVMY9D) 1199 A" 175 :0'7Dn a"n 175 noEINo
Paliperidone 175 mg (as palmitate) in 0.88 ml
7'n 1.32 7ma (urvM79d) ITM9*9 1"n 263 :n'7'on 1"n 263 noEINL
Paliperidone 263 mg (as palmitate) in 1.32 ml
7"n 1.75 7m2a (uxV™M79) IT9%9 2" 350 :n7'n a"n 350 noiNo
Paliperidone 350 mg (as palmitate) in 1.75 ml
7'n 2.63 1ma (urVMT9D) ITM19"9 A"n 525 07N a"n 525 noEino
Paliperidone 525 mg (as palmitate) in 2.63 ml
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