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FDA : Pregnancy Category C
ADEC : Pregnancy Category
(An Australian categorisation of risk of drug use in B3

pregnancy)
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FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and
there are no adequate and wellcontrolled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despite potential

risks.

< https://www.accessdata.fda.gov/drugsatfda_docs/label/2018

/020762s0531bl.pdf > (2019/6/18 77 & A)

ADEC : (An Australian categorisation of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women
and women of childbearing age, without an increase in the frequency of
malformation or other direct or indirect harmful effects on the human fetus

having been observed.

Studies in animals have shown evidence of an increased occurrence of
fetal damage, the significance of which is considered uncertain in humans.
< https://www.tga.gov.au/prescribing-medicines-pregnancy-database >

(2019/6/18 72 £ X)
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8.4 Pediatric Use

The safety and effectiveness of NASONEX Nasal Spray 50
mcg for allergic rhinitis in children 12 years of age and older
have been established [see Adverse Reactions (6.1) and
Clinical Studies (14.1)]. Use of NASONEX Nasal Spray 50
mcg for allergic rhinitis in pediatric patients 2 to 11 years of
age 1s supported by safety and efficacy data from clinical
studies. Seven hundred and twenty (720) patients 3 to 11
years of age with allergic rhinitis were treated with
mometasone furoate nasal spray 50 mcg (100 mcg total daily
dose) in controlled clinical trials /see Adverse Reactions (6.1)
and Clinical Studies (14.2). Twenty-eight (28) patients 2 to 5
years of age with allergic rhinitis were treated with
mometasone furoate nasal spray 50 mcg (100 mcg total daily
dose) in a controlled trial to evaluate safety [see Adverse
Reactions (6.1)] Safety and effectiveness of NASONEX Nasal
Spray 50 mcg for allergic rhinitis in children less than 2 years
of age have not been established.

%1 : < https://www.accessdata.fda.gov/drugsatfda_docs/label/2018
/020762s0531bl.pdf > (2019/6/18 727t R)

HH ELEANE

RZEDHRMNXZE | 4. Clinical particulars
(20175 12 A)
X2

Paediatric population

Seasonal Allergic Rhinitis and Perennial Rhinitis

The safety and efficacy of NASONEX Nasal Spray in
children under 3 years of age have not been established.

% 2 . < https://www.medicines.org.uk/emc/product/1663 > (2019/6/18 77+t
A)
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