Indacaterol
Dry Powder Inhaler

COMPOSITION

Oxima® 75 Acucap Inhaler:
Each Acucap capsule contains
Indacaterol Maleate INN 97 mcg
equivalent to Indacaterol 75 mcg.

Oxima® 150 Acucap Inhaler:
Each Acucap capsule contains
Indacaterol Maleate INN 194
mcg equivalent to Indacaterol
150 mcg.

Oxima® 300 Acucap Inhaler:
Each Acucap capsule contains
Indacaterol Maleate INN 389
mcg equivalent to Indacaterol
300 mcg.

PHARMACOLOGY

Oxima® Acucap Inhaler is a
preparation of Indacaterol
Maleate which is an ultra long
acting B2 adrenergic agonist.
The pharmacological effects of
Indacaterol is to stimulate
intracellular adenyl cyclase, the
enzyme that catalyzes the
conversion of adenosine
triphosphate (ATP) to cyclic 3,
5-adenosine monophosphate
(cyclic monophosphate).
Increased cyclic AMP level
causes relaxation of bronchial
smooth muscle. Indacaterol has
more than 24 fold greater
agonist activity at B, receptors

compared to 1 receptors and
20 fold greater agonist activity
compared to B3 receptors.

INDICATION

Oxima® Acucap Inhaler is
indicated for long term,
maintenance bronchodilator
treatment of airflow limitation in
patients with chronic obstructive
pulmonary disease (COPD).
Oxima® Acucap is not
indicated for the treatment of
asthma.

DOSE AND
ADMINISTRATION

Adult: The recommended and
usual dosage of Oxima®
Acucap Inhaler is the once daily
inhalation of the content of one
75 mcg or 150 mcg capsule using
the Aculizer. The dosage should
only be increased on medical
advice. Once daily inhalation of
the content of one 300 mcg
capsule, using the Aculizer, has
only been shown to provide
additional clinical benefit to some
patients. The maximum dose is
300 mcg once daily. This dose
should not be exceeded. Patients
with COPD who require
corticosteroids should retain this
treatment.

Patients with renal
impairment: No dosage
adjustment is required for

renally impaired patients.
Patients with hepatic
impairment: No dosage
adjustment is required for
patients with mild and moderate
hepatic impairment. There is no
data available for subjects with
severe hepatic impairment.

CONTRAINDICATION
Indacaterol is contraindicated in
patients with a known history of
hypersensitivity to indacaterol
or any component of this
product.

WARNING AND
PRECAUTION

Rarely, serious (sometimes
fatal) breathing problems have
happened to people with
asthma using a long acting
inhaled 32 agonist (salmeterol).
Since indacaterol is similar to
salmeterol, it might cause these
serious breathing problems.

SIDE EFFECTS

Most common side effects of
indacaterol are nasopharyngitis,
cough, upper respiratory tract
infection, headache and muscle
spasms.

USE IN PREGNANCY AND
LACTATION

Pregnancy: Indacaterol is a
pregnancy category B drug.
Because there are no adequate

and well controlled studies in
pregnant women, indacaterol
should be used during
pregnancy only if the expected
benefit justifies the potential risk
to the fetus.

Lactation: It is not known
whether indacaterol is excreted
in human milk. Because many
drugs are excreted in human
milk, the use of indacaterol by
breastfeeding women should
only be considered if the
expected benefit to the woman
is greater than any possible risk
to the infant.

USE IN CHILDREN AND
ADOLESCENTS

Oxima® Acucap Inhaler should
not be used in patients under
18 years of age.

DRUG INTERACTION
Indacaterol shows interaction
with adrenergic drugs, xanthine
derivatives, steroids or
diuretics. Concomitant
treatment with xanthine
derivatives, steroids or diuretics
may potentiate any
hypokalemic effect of
indacaterol. The ECG changes
or hypokalemia that may result
from the administration of non
potassium sparing diuretics
(such as loop or thiazide
diuretics) can be acutely
worsened by 3 agonists.

Indacaterol as with other B,
agonists should be administered
with extreme caution to patients
being treated with monoamine
oxidase inhibitors, tricyclic
antidepressants or other drugs
known to prolong the QTc
interval. Beta adrenergic
receptor antagonists (8 blockers)
and indacaterol may interfere
with the effects of each other
when administered
concurrently.

OVERDOSE

An overdose of indacaterol is
likely to lead to exaggerated
effects typical of B, adrenergic
stimulants. Supportive and
symptomatic treatment is
indicated. In serious cases,
patients should be hospitalized.
Use of cardio selective 3
blockers may be considered,
but only under the supervision
of a physician and with extreme
caution since the use of
adrenergic blockers may
provoke bronchospasm.

STORAGE

Oxima® Acucap must not be
swallowed. It should be used with
Aculizer. Remove Acucap from the
blister pack just prior to use, as
Acucap exposed to moisture may
not tear easily. Store in a cool
(below 25°C) and dry place.
Protect from light. Keep away from
the reach of children.

PACKING

Oxima® 75 Acucap Inhaler:
Carton of 30 Acucap capsules
in blister pack.

Oxima® 150 Acucap Inhaler:
Carton of 20 Acucap capsules
in blister pack.

Oxima® 300 Acucap Inhaler:
Carton of 10 Acucap capsules
in blister pack.
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Before using your Aculizer,
please read this part and follow
the instructions carefully.
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What is Aculizer?

Aculizer

The simple and effective way to drug inhalation

HOW TO USE YOUR
ACULIZER CORRECTLY
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Oxima® Acucap must not be swallowed. It should be used with Aculizer.
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Cleaning Technique:
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Clean the Aculizer after each
dose using the following
procedure, after having
discarded the empty capsule:

HORAR JIIGH *F et FopEl
& i iRt fReffo
Ty ot AR 3= ¢

izer i i i Turn the mouthpiece backto  Pressthe push button firmly,once  Now put the mouthpiece in Remove the device from your
Aqu[zer_ls . devr:cel that <:ellvers Hold the Aculizer 1 the closed position. &release it.The two needles inside betwsen your lips &?nhale mouth & hold your breatx for
i |c|at|oE tr? _tnﬁ I‘"(‘ig; rcl’,m ar]' device upright. (Pic-1) SRS R IR 7 will puncture the capsule in the deeply.Remember not to cover  about 5-10 seconds. Then
:g%s:ui::j Svitrl1 caa esu]e ?g,'ff N fooisf® B ’ chamber & push button willback  the air slits around the breathe out gently. (Pic-9)

der inhalati pTh_ t r;; AR foe e to its previous position. (Pic-6) mouthpiece. The spinning noise
B sulo s kv o Ao eter w1 (fBa-5) ensures proper operation. (Pic-8) 433 eRoAT 4 (4T @ T 4
our capsule is known as Acucap. Pt JBAS 1T &G b7 A t-50 G 186 3451 4 TG |
anIgEIRE 2 5 g@%@m y TQEIE T p Repeat step eight if the capsule %13 {18 8 I =1 | (Ba-5)
ARSI T 9T RO T I Y — msf Wﬂtii W:;g is not evacuated completely. Deeply press the push button a
(SR G FPFT ([ TR Remove the cap. - WT;(? By few times whilst keeplng the
G TR FH | iR Moo (Pic-2) : 1 (ba-v) < OIS S 7R ST chamber turned upside down.
AR T FII RO b - ’ After completion of inhalation, o R

T | AT @R 11 T e | A GO T GR T @ remove the empty capsule & put PRI AR A op

T IR P A | 9 (B 7 3 | 779 3147 (97 FOIPICT 9T the cap back on the device. After  JIDAD TSI TR BITLT |
FPPET AT A AR | - Tilt your head Dol G611 g 35 | §fwo completion of the inhalation
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