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The medicinal product must be
administered with caution to
patients with the following
conditions:

Hypertension, cardiovascular
diseases

Hyperthyroidism, diabetes
Prostatic hypertrophy, urethral
stenosis.

Pheochromocytoma

Caution should be exercised in
patients predisposed to: Angle-
closure glaucoma

Epistaxis (e.g. in elderly patients),...

Immediate hypersensitivity
including urticaria, angioedema,
rash, bronchospasm, pharyngeal
edema and anaphylaxis may occur.

The medicinal product must be used
with caution in patients who are
sensitive to adrenergic substances,
which may give symptoms such as
sleeping disturbances, drowsiness,
tremor, cardiac arrhythmias or
elevated blood pressure.

The medicinal product
must be administered
with caution to

patients predisposed to
narrow-angle glaucoma
or patients with
hypertrophy of the
prostate and stenosis of
the bladder bar....

...Caution is
recommended in patients
predisposed to epistaxis
(e.g. elderlyy, ...

The medicinal product
must be used with
caution in patients who
are sensitive to
adrenergic substances,
which may give
symptoms such as
sleeping disturbances,
dizziness, tremor, cardiac
arrythmias or elevated
blood pressure.

Special Warnings and
Special Precautions
for Use




The treatment duration should not
exceed 7 days, as chronic treatment
with xylometazoline hydrochloride
may cause swelling of the nasal
mucosa and hypersecretion due to
increased sensitivity of the cells,
called »rebound effect” (drug-related
rhinitis). ...

Caution is
recommended in
patients with
hyperthyroidism,
diabetes mellitus,
hypertension,
cardiovascular diseases
or pheochromocytoma.

... 1t 1s advisable to take the
precaution of not using Otrivin®
Complete during pregnancy.

Label warning: If you are
pregnant or taking any other
medicines, or are under a
doctor’s care, consult him before
using Otrivin® Complete.

...caution should be exercised and
Otrivin® Complete should be used
only on the advice of a doctor
whilst breastfeeding.

... Otrivin Complete
should not be used in
pregnancy unless clearly
necessary.

... The mother’s need
for treatment with
Otrivin Complete and
the advantages of
breast-feeding must be
weighed against the
potential risks to the
infant.

Fertility, pregnancy
and Lactation

SOC: Immune system disorders,
Frequency: not known
Hypersensitivity,

SOC: Eyes disorders

Frequency: not known:

Intraocular pressure increased, blurred
vision, mydriasis, halo vision

SOC: Cardiac disorder
Frequency: not known:
Atrial fibrillation

SOC: Respiratory, thoracic and mediastinal
disorders

Frequency: not known:
laryngospasm, pharyngeal edema

Skin and subcutaneous disorders:
Frequency: not known:
rash, urticaria

Adverse events







