Reporting Side Effects

This format and its contents have been updated and
approved by the Ministry of Health in June 2022.
For more information, see the patient package insert.
You can report side effects to the Ministry of Health
using the online form for reporting side effects on
the Ministry of Health homepage: www.health.gov.il,

It is important that you report immediately to
your prescribing doctor pregnancy or any side

Xi7 nYSIN 73 7y IX MDY 790na X9 T Nt 21wn
.U'MIOdINA 719'0N 170N VoI N1V

X117 NIYOIN NI

TIWN T 7Y NYIRE DTV 12101 AT 0'01D VNID

N .27 1w Y7 wr o vy .2022 i niknan
0910N NIYXNXA NIXNAN TIWNYT 'RI7 NIYDIN 7V NIT?
ANKX 7Y NN 9T KXY R DIYOIN 2V N2 jiznn
NP7 N0 vy Ik www.health.gov.il :mixman Twn
.https://sideeffects.health.gov.il/

MINM PO DT YR'? AN 710r0Y

O 91 Jan &gaa (e 198 rellall Gunlall £301 aghl o
-0 ge 91 = Ml SIS pedaa 08 (gA) il (B¢ (T

For the treatment of pulmonary arterial hypertension dxala (21,0l e gl
oo Lagale Balially Laghaant &3 Lalgingg Gllaill sia Bon
e aila) alaglal 12022 5l & dawall 3,055 Jud
Ll 02 leT o poldll SISeYL . sty ellgtonall 8 5l
Tsla (alel e polill LAl ¢ isaill dacalsy Ll 315]
Aaall 55155 a8 Lol ndiall e ysasll

(bl 5 58,01 pull adds Lo 3 Ml
I GLeYl Jga dola cilaglas oo dlianlf 634 (5 giad
clale a0 g 91 - ke AL wie Lg38 500 cale i g
b JSI Lga s (19 <8 gl Jl b clao dBlaslf 038 Jas
s palaldl ”. Izl %é'd" iy

YTIn NIra? 1*7YY 21UN 'MIN'La YT 7'on At 0'v1d
NT 0'VD NXYY 7Y .L!MIODIXA 719'0 NP I'IX

effects that may occur during treatment with
Opsumit.

This card contains important safety information
you need to be aware of when receiving
treatment with Opsumit. Carry this card with you
at all times and show it to any doctor involved in
your medical care.
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Patient Card

Pregnancy

Opsumit may harm the development of the foetus.
Therefore you must not take Opsumit if you are
pregnant and you must also not become pregnant
while taking Opsumit. Moreover, if you are suffering
from pulmonary arterial hypertension, the
occurrence of a pregnancy can severely deteriorate
the symptoms of your disease.

Contraception

You need to use a reliable form of birth control
(contraception) while you are taking Opsumit. Be
sure to discuss any questions you may have with
your doctor.

You should have a pregnancy test before initiation
of Opsumit and every month during treatment even
if you think that you are not pregnant.

Like other medicines of this class, Opsumit can have
effects on the liver. Your doctor will take blood test

before you start treatment with Opsumit and during
treatment to test whether your liver is working properly.

Signs that your liver may not be working properly

include:

- nausea (urge to vomit)

- vomiting

- fever (high temperature)

- pain in your stomach (abdomen)

- jaundice (yellowing of your skin or the whites of
your eyes)

- dark-coloured urine
- itching of your skin
- lethargy or fatigue (unusual tiredness or exhaustion)
- flu-like syndrome (joint and muscle pain with fever)

If you notice any of these signs, tell your doctor
immediately. If you have any question about
your treatment, ask your doctor or pharmacist.





