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[...] [...] 4.4 Special
Traceability of PULMOZYME: In None warnings and
order to improve the traceability of precautions for use

Pulmozyme the trade name of the
administered dornase alfa and the
batch number should be clearly
recorded in the patient file.

Reporting of suspected adverse 4.8 Undesirable
reactions effects

Any suspected adverse events
should be reported to the Ministry
of Health according to the
National Regulation by using an
online form
(http://forms.gov.il/globaldata/gets
equence/getsequence.aspx?form
Type=AdversEffectMedic@moh.h
ealth.gov.il ) or by email
(adr@MOH.HEALTH.GOV.IL).

[...] [...] 6.5 Special
precautions for

The Pari eRapid nebuliser, a The Pari eRapid nebuliser, a disposal and other
general purpose electronic general purpose electronic handling
vibrating membrane nebuliser nebuliser utilising vibrating

may be used. Parity between the | membrane technology may be
eFlow Rapid electronic nebuliser | used.

and the LC Plus jet nebuliser has
been demonstrated in vitro and in
vivo. The average droplet size
distribution of the aerosol
generated by the eFlow Rapid
nebuliser compared with the LC
Plus jet nebuliser is shown below,
using an adult breath simulator
profile. The mass median
aerodynamic diameter (MMAD)
was 4.8 £ 0.4 um (n=16) for e
Flow Rapid and 4.6 + 0.4 ym
(n=12) for LC Plus. The geometric
standard deviation (GSD) was
1.80 £ 0.11 for eFlow Rapid and
2.14 £ 0.04 for LC Plus. The drug
delivery rate was 380 * 60 pug/min
(n=88) for eFlow Rapid and 93 +
16 pg/min (n=40) for LC Plus. The
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total drug delivered was 567 + 62
pg for eFlow Rapid and 570 + 80
pg for LC Plus. The Pari eFlow
Rapid nebuliser should be used
with the Pari EasyCare cleaning
accessory and cleaning should be
performed every seventh
nebulisation cycle (a cycle being
defined as a nebulisation of a
single ampoule of Pulmozyme
followed by cleaning and
disinfecting in accordance with
the PARI eFlow Rapid nebuliser
system instruction for use). Using
the eFlow Rapid nebuliser without
EasyCare cleaning accessory
may lead to lower and more
variable dose delivery
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