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Indication

contraindications

Posology, dosage &
administration

Special Warnings and
Special Precautions for
Use

Interaction with Other
Medicaments and Other
Forms of Interaction

pregnancy Fertility,
and Lactation

Post-marketing observations

The following adverse reactions have
been reported post-marketing in
temporal association with the use of
Xarelto. The frequency of these
adverse reactions reported from post-
marketing experience cannot be
estimated.

Immune system disorders:
Angioedema and allergic oedema (In
the pooled phase 111 trials, these
events were uncommon (> 1/1,000 to
< 1/100)).

Hepatobiliary disorders: Cholestasis,
Hepatitis (incl. hepatocellular injury)
(In the pooled phase Ill trials, these
events were rare (> 1/10,000 to

< 1/1,000)).

Blood and lymphatic system
disorders: Thrombocytopenia (In the
pooled phase Il trials, these events
were uncommon (> 1/1,000 to

< 1/100)).

Post-marketing
observations

Angioedema and allergic
oedema have been
reported post-marketing in
temporal association with
the use of Xarelto. The
frequency of these adverse
reactions reported from
post-marketing experience
cannot be estimated. In the
pooled phase Il trials,
these events were
uncommon (>1/1,000 to
< 1/100)

Adverse events
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Indication

contraindications

Posology, dosage &
administration

Special Warnings and
Special Precautions for
Use

Interaction with Other
Medicaments and Other
Forms of Interaction

pregnancy Fertility,
and Lactation

Post-marketing observations

The following adverse reactions have
been reported post-marketing in
temporal association with the use of
Xarelto. The frequency of these
adverse reactions reported from post-
marketing experience cannot be
estimated.

Immune system disorders:
Angioedema and allergic oedema (In
the pooled phase 11l trials, these
events were uncommon (> 1/1,000 to
< 1/100)).

Hepatobiliary disorders: Cholestasis,
Hepatitis (incl. hepatocellular injury)
(In the pooled phase 111 trials, these
events were rare (> 1/10,000 to

< 1/1,000)).

Blood and lymphatic system
disorders: Thrombocytopenia (In the
pooled phase Il trials, these events
were uncommon (> 1/1,000 to

< 1/100)).

Angioedema and allergic
oedema have been
reported post-marketing in
temporal association with
the use of Xarelto. The
frequency of these adverse
reactions reported from
post-marketing experience
cannot be estimated. In the
pooled phase Il trials,
these events were
uncommon (>1/1,000 to
< 1/100)

Adverse events




