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Special
: DIMOD NAON warnings
and
Transmissible agents precautions
for use
4.6 Fertility, Pregnancy and Lactation 4.6 Pregnancy and lactation | Fertility,
Pregnancy
Pregnancy The safety of this medicinal and
The safety of this medicinal product for use in human product for use in human Lactation
pregnancy has not been established in controlled clinical pregnancy has not been
trials and therefore should only be given with caution to established in controlled
pregnant women and breast-feeding mothers. Intravenous clinical trials.
immunoglobulin G have been shown to cross the placenta, Clinical experience with
increasingly in the third trimester. Clinical experience with immunoglobulins suggests that
immunoglobulins suggests that no harmful effects on the no harmful effects on the
course of pregnancy, or on the foetus and the neonate are to | course of pregnancy, or on the
be expected. foetus and the neonate are to
be expected.
Breast-feeding
Immunoglobulins are excreted into the milk and may
contribute to protecting the neonate from pathogens which
have a mucosal portal of entry.
Fertility
Clinical experience with immunoglobulins suggests that no
harmful effects on fertility are to be expected.
The ability to drive and operate machines may be impaired | No effects on ability to drive | Effects on
by some adverse reactions associated with intravenous and use machines have been ability to
immunoglobulins. Patients who experience adverse reactions observed. drive and
during treatment should wait for these to resolve before use
machines

driving or operating machines.




:NADIN Undesirabl
Reporting of suspected adverse reactions e 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/getsequence/getsequence.aspx
ormType=AdversEffectMedic@moh.health.gov.il ) or by
email (adr@MOH.HEALTH.GOV.IL ). Additionally, you
should also report to Kamada LTD.

: NOOIN Nature and
Vial with 5000 IU in 100 ml solution contents of

container
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