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e L Tamg) 27 B A4 — N—IKIZ XV G L, REFICFEWAEEE (FEV) ZHIE L7z,
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4.0-6.0 3.09+1.07 5.25+2.04 8.34+2.54
6.0-10.0 3.7840.94 6.84+8.18 10.62+8.18
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60~65% PRt S I, T DK 40% BTNV v UG R THD Y

(2) RBISEESTDEE CYPIS0 %) OHFHE
AR L

) MEEANROEERVZDEE
GrEAT—%) @
YT Z = OfE ARG TIIAIEIEED RS RIE STV D,

AFNOAGRB SN MIE - HE TV, IBRICET2HA 2. HEROHE] OHESHM




VI. EYEhREIcBd H1EE

4) REYOFHEOEERVLE
REFOTEMEITA VT LF U oD 12000 EHESTWAE 7D

(5) FERHHYORERI/NZ A —4F

HHEANT—%) 12
fREERL A 10 1 (22~25 7%, 52~80kg) |ZH /L7 % F—/LEE dmg 2 OG- L7- i
Wil 2 7 VAL AR

B MAE R 49.6~120ng/mL

o i L PR SR EEIRE R ¢ 1.00~5.15 REfH

7 )7 F A : 98.5+23.5mL/min (Mean+S.D.)
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FDA ™ %4348 : Pregnancy Category C (201944 A)
A=A N VT DA
An Australian categorisation of risk of drug use in pregnancy A (201944 1)

2% HEOBE
FDA ™433A : Pregnancy Category
C : Animal reproduction studies have shown an adverse effect on the fetus and there are no adequate and
well-controlled studies in humans, but potential benefits may warrant use of the drug in pregnant women

despite potential risks.

F—2A2 87 U7 D% © An Australian categorisation of risk of drug use in pregnancy
A : Drugs which have been taken by a large number of pregnant women and women of childbearing age without
any proven increase in the frequency of malformations or other direct or indirect harmful effects on the fetus

having been observed.
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Hi B FLHNA
KIE DG CE: Pediatric Use
(2014 12 H) The safety and effectiveness of VENTOLIN HFA in children aged 4 years and older

have been established based upon two 12-week clinical trials in subjects aged 12 years and
older with asthma and one 2-week clinical trial in subjects aged 4 to 11 years with asthma.
The safety and effectiveness of VENTOLIN HFA in children younger than 4 years have
not been established. Three trials have been conducted to evaluate the safety and efficacy
of VENTOLIN HFA in subjects younger than 4 years and the findings are described
below.

Two 4-week randomized, double-blind, placebo-controlled trials were conducted in 163
pediatric subjects aged from birth to 48 months with symptoms of bronchospasm
associated with obstructive airway disease (presenting symptoms included: wheeze,
cough, dyspnea, or chest tightness). VENTOLIN HFA or placebo HFA was delivered with
either an AeroChamber Plus® Valved Holding Chamber or an Optichamber® Valved
Holding Chamber with mask 3 times daily. In one trial, VENTOLIN HFA 90 mcg (n =
26), VENTOLIN HFA 180 mcg (n = 25), and placebo HFA (n = 26) were administered to
children aged between 24 and 48 months. In the second trial, VENTOLIN HFA 90 mcg (n
=29), VENTOLIN HFA 180 mcg (n = 29), and placebo HFA (n = 28) were administered
to children aged between birth and 24 months. Over the 4-week treatment period, there
were no treatment differences in asthma symptom scores between the groups receiving
VENTOLIN HFA 90 mcg, VENTOLIN HFA 180 mcg, and placebo in either trial.

In a third trial, VENTOLIN HFA was evaluated in 87 pediatric subjects younger than 24
months for the treatment of acute wheezing. VENTOLIN HFA was delivered with an
AeroChamber Plus Valved Holding Chamber in this trial. There were no significant
differences in asthma symptom scores and mean change from baseline in an asthma
symptom score between VENTOLIN HFA 180 mcg and VENTOLIN HFA 360 mcg.

In vitro dose characterization studies were performed to evaluate the delivery of
VENTOLIN HFA via holding chambers with attached masks. The studies were conducted
with 2 different holding chambers with masks (small and medium size). The in vitro study
data when simulating patient breathing suggest that the dose of VENTOLIN HFA
presented for inhalation via a valved holding chamber with mask will be comparable to
the dose delivered in adults without a spacer and mask per kilogram of body weight.
However, clinical trials in children younger than 4 years described above suggest that
either the optimal dose of VENTOLIN HFA has not been defined in this age-group or
VENTOLIN HFA is not effective in this age-group. The safety and effectiveness of
VENTOLIN HFA administered with or without a spacer device in children younger than 4
years have not been demonstrated.

#[E D SPC Pharmacodynamic properties
(2015 4-7 A 9 H) | Special Patient Populations
Children < 4 years of age
Paediatric clinical studies conducted at the recommended dose (SB020001, SB030001,
SB030002), in patients < 4 years with bronchospasm associated with reversible
obstructive airways disease, show that Ventolin Evohaler has a safety profile comparable
to that in children > 4 years, adolescents and adults.
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