BEROTEC Metered Aerosol

Composition
1 metered dose (actuation) contains
1-(3,5-dihydroxy-phenyl)-2-[[1-(4-hydroxy-benzyl)-ethyl]-amino]-

ethanol hydrobromide (= fenoterol hydrobromide) 100 mcg
propellant :1,1,1,2-Tetrafluoroethane (HFA 134a)

other excipients : citric acid anhydrous, purified water, ethanol absolute

Indications

a) Symptomatic treatment of acute asthma attacks.

b) Prophylaxis of exercise induced asthma.

c) Symptomatic treatment of bronchial asthma and other conditions with reversible airway narrowing
e.g. chronic obstructive bronchitis. Concomitant anti-inflammatory therapy should be considered for
patients with bronchial asthma and steroid responsive chronic obstructive pulmonary disease (COPD).

Dosage and Administration

a) Acute asthma episodes

1 actuation is sufficient for prompt symptom relief in many cases. If breathing has not noticeably
improved after 5 minutes, a second actuation may be taken.

If an attack has not been relieved by actuations, further actuations may be required. In these cases,
patients should consult the doctor or the nearest hospital immediately.

b) Prophylaxis of exercise induced asthma
1 - 2 actuations for each administration, up to a maximum of 8 actuations per day.

c¢) Bronchial asthma and other conditions with reversible airways narrowing
If repeated dosing is required, 1 — 2 actuations for each administration, up to a maximum of 8
actuations per day.

In children BEROTEC 100 mcg metered aerosol should only be used on medical advice and under the
supervision of an adult.

Instruction for use
The correct administration of the metered aerosol is essential for successful therapy.

Depress the valve twice before the apparatus is used for the first time.
Before each use the following rules should be observed:
1. Remove protective cap.

(fig. 1)

2. Breathe out deeply.
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3. Hold the inhaler as shown in fig. 1, and close lips over the mouthpiece. The arrow and the base
of the container should be pointing upwards.

4. Breathe in as deeply as possible, pressing the base of the container firmly at the same time, this
releases one metered dose. Hold the breath for a few seconds, then remove the mouthpiece
and breathe out.

If a second inhalation is required, the same action (steps 2-4) should be repeated.

5. Replace the protective cap after use.

6. After not using the inhaler for three days the valve has to be actuated once.

The container is not transparent. It is therefore not possible to see when it is empty. The inhaler will
deliver 200 puffs. When the labelled number of doses have been used the canister may still appear to
contain a small amount of fluid. The inhaler should, however be replaced so that you can be certain that
you are getting the right amount of your medicine in each actuation.

Clean your mouthpiece at least once a week.

It is important to keep the mouthpiece of your inhaler clean to ensure that medicine does not build up
and block the spray.

For cleaning, first take off the dust cap and remove the canister from the mouthpiece. Rinse warm water
through the mouthpiece until no medication build-up and/or dirt is visible.

After cleaning shake out the mouthpiece and let it air-dry without using any heating system. Once the
mouthpiece is dry, replace the canister and the dust cap.

(fig. 3)

WARNING:

The plastic mouthpiece has been specially designed for use with BEROTEC 100 mcg to ensure that you
always get the right amount of the medicine. The mouthpiece must never be used with any other
metered aerosol nor must the BEROTEC 100 mcg be used with any mouthpiece other than the one
supplied with the product.

The container is under pressure and should by no account be opened by force or exposed to
temperatures above 50°C.

Contraindications
BEROTEC is contraindicated in patients with:
e hypertrophic obstructive cardiomyopathy
e tachyarrhythmia
e hypersensitivity to fenoterol hydrobromide or to any of the excipients of the product
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Special Warnings and Precautions

In the following conditions BEROTEC should only be used after careful risk/benefit assessment,
especially when highest recommended doses are utilized:

¢ insufficiently controlled diabetes mellitus

¢ recent myocardial infarction

e severe organic heart or vascular disorders

¢ hyperthyroidism

¢ phaeochromocytoma

Paradoxical bronchospasm

As with other inhaled medicines BEROTEC may result in paradoxical bronchospasm that may be life-
threatening. If paradoxical bronchospasm occurs BEROTEC should be discontinued immediately and
substituted with an alternative therapy.

Cardiovascular effects

Cardiovascular effects may be seen with sympathomimetic drugs, including BEROTEC. There is some
evidence from post-marketing data and published literature of rare occurrences of myocardial ischaemia
associated with beta agonists.

Patients with underlying severe heart disease (e.g. ischaemic heart disease, arrhythmia or severe heart
failure) who are receiving BEROTEC should be warned to seek medical advice if they experience chest
pain or other symptoms of worsening heart disease.

Attention should be paid to assessment of symptoms as dyspnoea and chest pain, as they may be of
either respiratory or cardiac origin

Hypokalaemia
Potentially serious hypokalaemia may result from beta,-agonist therapy. Particular caution is advised in

severe asthma, as hypokalaemia may be potentiated by concomitant treatment with xanthine
derivatives, glucocorticosteroids and diuretics. Additionally, hypoxia may aggravate the effects of
hypokalaemia on cardiac rhythm. Hypokalaemia may result in an increased susceptibility to arrhythmias
in patients receiving digoxin.

It is recommended that serum potassium levels are monitored in such situations.

Acute progressive dyspnoea
The patient should be advised to consult a physician immediately in the case of acute, rapidly worsening
dyspnea.

Particular warning for regular use

e Ondemand (symptom-oriented) treatment is preferable to regular use.

e Patients must be evaluated for the addition or the increase of anti-inflammatory therapy (e.g.
inhaled corticosteroids) to control airway inflammation and to prevent long-term lung damage.

If bronchial obstruction deteriorates it is inappropriate and possibly hazardous to simply increase the
use of betaj-agonist containing drugs such as BEROTEC beyond the recommended dose over

extended periods of time. The use of increasing amounts of betay-agonist containing products like

BEROTEC on a regular basis to control symptoms of bronchial obstruction may suggest declining
disease control. In this situation, the patient's therapy plan, and in particular the adequacy of the anti-
inflammatory therapy, should be reviewed to prevent potentially life threatening deterioration of
disease control.

Concomitant use with sympathomimetic and anticholinergic bronchodilators
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Other sympathomimetic bronchodilators should only be used with BEROTEC” under medical supervision
(see section Interactions). Anticholinergic bronchodilators may however be inhaled at the same time.

Interferance with laboratory tests or other diagnostic measures
The use of BEROTEC may lead to positive results on fenoterol in tests for nonclinical substance abuse,
e.g. in the context of athletic performance enhancement (doping).

Fertility, Pregnancy and Lactation

Pregnancy

Nonclinical data, combined with available experience in humans have shown no evidence of adverse
effects of BEROTECin pregnancy. Nonetheless, the usual precautions regarding the use of drugs during
pregnancy, especially during the first trimester, should be exercised.

The inhibitory effect of fenoterol on uterine contraction should be taken into account.

Lactation

Nonclinical studies have shown that fenoterol is excreted into breastmilk. Safety during breastfeeding
has not been established. Caution should be exercised when BEROTEC is administered to a nursing
woman.

Fertility
Clinical data on fertility are not available for fenoterol. Nonclinical studies performed with fenoterol
showed no adverse effect on fertility (see section Toxicology).

Driving and Using Machines
No studies on the effect on the ability to drive and use machines have been performed.

However, patients should be advised that symptoms such as dizziness have been reported in clinical
trials. Therefore, caution should be recommended when driving a car or operating machinery.

Interactions

Beta-adrenergics, anticholinergics, and xanthine derivatives (such as theophylline) may enhance the
effects of fenoterol. The concurrent administration of other beta-mimetics, systemically available
anticholinergics and xanthine derivatives (e.g. theophylline) may increase the side effects.
Hypokalaemia induced by beta;-agonists may be increased by concomitant treatment with xanthine
derivatives, corticosteroids, and diuretics. This should be taken into account particularly in patients with
severe airway obstruction (see section Special warnings and precautions).

A potentially serious reduction in bronchodilatation may occur during concurrent administration of
beta-blockers.

Beta-adrenergic agonists should be administered with caution to patients being treated with
monoamine oxidase inhibitors or tricyclic antidepressants, since the action of beta adrenergic agonists

may be enhanced.

Inhalation of halogenated hydrocarbon anaesthetics such as halothane, trichloroethylene and
enflurane may increase the susceptibility to the cardiovascular effects of beta-agonists.

Side Effects
As with all inhalation therapy BEROTEC may show symptoms of local irritation.

Tabulated summary of adverse reactions
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The following adverse reactions have been reported during use of BEROTEC in clinical trials and during
the post-marketing experience.

The following frequencies are taken as the basis for the assessment of side effects.
Very common (2 1/10); Common (= 1/100 to <1/10); Uncommon (= 1/1,000 to <1/100); Rare (> 1/10,000
to <1/1,000); Very rare (< 1/10,000); Not known (cannot be estimated from the available data)

MedDRA System Organ Class Common Uncommon Not Known
terminology

Immune system disorder hypersensitivity
Metabolism and nutrition disorders hypokalaemia

(including serious
hypokalaemia)

Psychiatric disorders agitation nervousness
Nervous system disorders tremor headache, dizziness
Cardiac disorders arrhythmia myocardial
ischaemia,
tachycardia,
palpitations
Respiratory, thoracic and mediastinal cough bronchospasm throat irritation
disorders paradoxical

[For inhalative use only]

Gastrointestinal disorders nausea, vomitting
Skin and subcutaneous tissue disorders pruritus hyperhidrosis, skin
reaction such as
rash, urticaria
Musculoskeletal, connective tissue and muscle spasm,
bone disorders muscular
weakness, myalgia
Investigations blood pressure

systolic increased,
blood pressure
diastolic decreased

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via following contact: Telephone:
+62 21 21684084 Or Email: IDsafety@zuelligpharma.com

Overdosage

Symptoms

The expected symptoms with overdosage are those of excessive beta-adrenergic-stimulation, the most
prominent being tachycardia, palpitation, tremor, hypertension, hypotension, widening of the pulse
pressure, anginal pain, arrhythmias, and flushing. Metabolic acidosis and hypokalaemia have also been
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observed with fenoterol when applied in doses higher than recommended for the approved indications
of BEROTEC.

Therapy
Treatment with BEROTEC should be discontinued. Acid base and electrolyte monitoring should be

considered.

Administration of sedatives and, in severe cases intensive therapy may be needed.
Beta-receptor blockers, preferably betaq-selective, are suitable as specific antidotes; however, a

possible increase in bronchial obstruction must be taken into account and the dose should be adjusted
carefully in patients suffering from bronchial asthma.

Pharmacological Properties

Pharmacotherapeutic group: Adrenergics for inalative use in obstructive airway diseases, selective
beta-2-adrenoreceptor agonists

ATC code: RO3AC04

BEROTEC is an effective bronchodilator for use in acute asthma and in other conditions with reversible
airway narrowing such as chronic obstructive bronchitis with or without pulmonary emphysema. After
oral administration BEROTEC acts within a few minutes with a duration of action up to 8 hours.

Following inhalation of fenoterol hydrobromide in obstructive lung diseases, bronchodilatation occurs
within a few minutes. The bronchodilator effect lasts 3 -5 hours.

Mode of Action

Fenoterol hydrobromide is a direct acting sympathomimetic agent, selectively stimulating beta,-
receptorsin the therapeutic dose range. The stimulation of beta;-receptors comes into effect at a higher
dose range. Occupation of beta,-receptors activates adenyl cyclase via a stimulatory Gs-protein. The
increase in cyclic AMP activates protein kinase A which then phosphorylates target proteins in smooth
muscle cells. This in turn leads to the phosphorylation of myosin light chain kinase, inhibition of
phosphoinositide hydrolysis, and the opening of large-conductance calcium-activated potassium
channels. There is some evidence that the "maxi-K channel" can be directly activated via the Gs-protein.

Pharmacodynamics

Fenoterol relaxes bronchial and vascular smooth muscle and protects against bronchoconstricting
stimuli such as histamine, methacholine, cold air, and allergen (early response).

After acute administration the release of bronchoconstricting and pro-inflammatory mediators from
mast cells is inhibited. Further, an increase in mucociliary clearance has been demonstrated after
administration of doses of fenoterol (0.6 mg).

Higher plasma concentrations, which are more frequently achieved with oral, or even more so, with
intravenous administration inhibit uterine motility. Also at higher doses, metabolic effects are observed:
Lipolysis, glycogenolysis, hyperglycaemia and hypokalaemia, the latter caused by increased K*-uptake
primarily into skeletal muscle. Beta-adrenergic effects on the heart such as increase in heart rate and
contractility, are caused by the vascular effects of fenoterol, cardiac beta,-receptor stimulation, and at
supratherapeutic doses, by betai-receptor stimulation. As with other beta-adrenergic agents, QTc
prolongation has been reported. For fenoterol MDIs these events were discrete and observed at doses
higher than recommended. However, systemic exposure after adminstration with nebulisers (UDVs,
solution for inhalation) might be higher than with recommended MDI doses (refer to dosage and
administration). The clinical significance has not been established. Tremor is a more frequently observed
effect of beta-agonists.
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In clinical studies fenoterol was shown to be highly efficacious in manifest bronchospasm. It prevents
bronchoconstriction following exposure to various stimuli such as exercise cold air, and the early
response following allergen exposure.

Pharmacokinetics

The pharmacokinetics of fenoterol were studied after intravenous, inhaled and oral dosing.

The therapeutic effect of BEROTEC is produced by local action in the airway. Thus, drug concentrations
in plasma are not necessarily correlated with a bronchodilatory effect.

Following inhalation, 10 - 30% of the active ingredient released from the aerosol preparation reaches
the lower respiratory tract, depending on the method of inhalation and the system used. The remainder
is deposited in the upper respiratory tract and the mouth and is subsequently swallowed.

Absorption
The absolute bioavailability of fenoterol following inhalation from BEROTEC metered aerosol is 18.7%.

Absorption from the lung follows a biphasic course. 30% of the fenoterol hydrobromide dose is rapidly
absorbed with a half-life of 11 minutes, and 70% is slowly absorbed with a half-life of 120 minutes.

Maximum plasma concentrations (geometric mean) following inhalation of a single dose of 200 pg
fenoterol via HFA-MDI was 66.9 pg/mL with a tmax—value of 15 minutes).

After oral administration, approximately 60% of the fenoterol hydrobromide dose is absorbed. The
amount absorbed undergoes extensive first-pass metabolism resulting in an oral bioavailability of
about 1.5%. Thus, the contribution of the swallowed portion of the active ingredient to the plasma
concentration following inhalation is minor.

Distribution

Fenoterol distributes widely throughout the body. The volume of distribution at steady state following
intravenous administration (Vs) is 1.9 — 2.7 L/kg. The disposition of fenoterol in plasma following
intravenous administration is adequately described by a 3-compartment pharmacokinetic model.The
half-lives are t4 = 0.42 minutes, tg = 14.3 minutes, and t, = 3.2 hours. The plasma protein binding is 40
to 55%.

Biotransformation

Fenoterol undergoes extensive metabolism by conjugation to glucuronides and sulphates in humans.
Following oral administration, fenoterol is metabolised predominantly by sulphation. This metabolic
inactivation of the parent compound starts already in the intestinal wall.

Excretion

The renal clearance of fenoterol (0.27 L/min) corresponds to about 15% of the mean total clearance of
a systemically available dose. Taking into account the fraction of drug bound to plasma protein, the
value of renal clearance suggest tubular secretion of fenoterol in addition to glomerular filtration.

Total radioactivity excreted in urine following oral administration is approximately 39% of the dose, and
total radioactivity excreted in faeces is 40.2% of the dose within 48 hours. 0.38% of the dose is excreted
as parent compound in urine after oral administration. Following inhalation from a metered dose

inhaler, 2% of the dose is excreted renally unchanged within 24 hours.

In its non-metabolised state, fenoterol hydrobromide can pass through the placenta and enter the
maternal milk.

There is insufficient data on the effects of fenoterol hydrobromide in the diabetic metabolic state.
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Toxicology

Single-dose toxicity

The oral LDso values in adult mice, rats and rabbits were in the ranges of 1600 - 7400 mg/kg and 150 -
433 mg/kg in dogs. Intravenous LDso values for mouse, rat, rabbit and dog were between 30 and 81
mg/kg. The acute toxicity after inhalation was very low in rats, dogs and monkeys. Depending on the
experimental set-up, mortality was not observed at inhalation doses of 0.58 - 670 mg/kg.

Repeat-dose toxicity

Repeat-dose toxicity studies were performed in mice, rats and dogs for periods of up to 78 weeks and
by varying routes of administration (per os, subcutaneous, intravenous, intraperitoneal, inhalation).
Summarising, these toxicity studies revealed findings in the respective species typical for administration
of beta-sympathomimetics (e.g. depletion of liver glycogen, reduced serum potassium levels,
tachycardia). Myocardial hypertrophy and/or lesions were observed in rat, mouse, and rabbit at various
administration routes at doses > 1 mg/kg/day. In the dog — the most sensitive species to beta-
adrenergics - these lesions were discerned at inhalation doses > 0.019 mg/kg/day onwards. Subacute
inhalation studies in monkeys revealed no direct substance related toxic effects.

Reproduction toxicity

Inhalation reproduction toxicity studies in rats and rabbits revealed no teratogenic or embryotoxic
changes and fertility and rearing were not impaired. Oral doses up to 40mg/kg/day had no deleterious
effects on male or female fertility in rats. Oral doses up to 25 mg/kg/day in rabbits, and up to
38.5 mg/kg/day in mice showed neither embryotoxic nor teratogenic effects. In rats tocolytic effects
were observed at doses of 3.5 mg/kg/day per os, and at 25 mg/kg/day, a slightly increased fetal and/or
neonatal mortality occurred. Extremely high doses of 300 mg/kg/day per os and 20 mg/kg/day i.v.
revealed an increased rate of malformations.

Genotoxicity
Fenoterol hydrobromide did not show any mutagenic activity in vitro and in vivo.

Carcinogenicity
Carcinogenicity studies were performed after oral (mouse, 18 months, rat, 24 months) and inhalation

administration (rat, 24 months). At oral doses of 25 mg/kg/day an increased incidence of uterine
leiomyomas with variable mitotic activity in mice and mesovarial leiomyomas in rats were observed.

These findings are recognised effects caused by the local action of beta-adrenergic agents on the
uterine smooth muscle cell in mice and rats. These results are not believed to be applicable to man.
All other neoplasias found were considered to be common types of neoplasia spontaneously occurring
in the strains used and did not show a biologically relevant increased incidence resulting from
treatment with fenoterol.

Local tolerance

In local tolerance studies with different amplication routes (i.v., i.a., dermal, ocular) fenoterol
hydrobromide was well tolerated.

Availability

BEROTEC 100 mcg M.A. 100 mcg/actuation Reg. No DKI2452504139A1

Canister 10 ml of 200 actuations

Store below 30°C
Store in a safe place out of the reach of children

Only on doctor’s prescription.
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Harus dengan resep dokter.

Manufactured by :
Boehringer Ingelheim Pharma GmbH & Co. KG
Ingelheim am Rhein, Germany

For:

Boehringer Ingelheim International GmbH
Ingelheim am Rhein, Germany

Registered by:

PT Tunggal Idaman Abdi

Jakarta, Indonesia

Version: 05-0626
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Informasi Produk untuk Pasien

BEROTEC® 100 mcg aerosol terukur
Fenoterol hydrobromide

Bacalah seluruh leaflet ini dengan seksama sebelum Anda mulai menggunakan obat ini karena leaflet ini

berisikan informasi penting untuk Anda.

- Simpanlah leaflet ini. Suatu saat Anda mungkin perlu membacanya kembali.

- Bila Anda memiliki pertanyaan lebih lanjut, tanyakan kepada dokter atau apoteker Anda.

- Obat ini diresepkan hanya untuk Anda. Jangan berikan obat ini kepada orang lain. Hal ini dapat
membahayakan mereka meskipun gejala penyakit mereka mirip dengan Anda.

- Bila Anda mengalami efek samping obat, bicarakan kepada dokter atau apoteker Anda, termasuk efek
samping obat yang tidak terdaftar dalam leaflet ini. Lihat bagian 4.

Apa saja yang terdapat dalam leaflet ini

Apakah Berotec dan digunakan untuk apa

Apakah yang perlu Anda ketahui sebelum Anda menggunakan Berotec
Bagaimana cara menggunakan Berotec

Kemungkinan efek samping

Bagaimana cara menyimpan Berotec

Isi paket dan informasi lainnya

ok wNE

1. Apakah Berotec dan digunakan untuk apa

Berotec aerosol terukur mengandung zat aktif yang disebut fenoterol hidrobromida. Fenoterol merupakan
agen simpatomimetik yang bekerja langsung secara selektif menstimulasi reseptor beta-2 dalam rentang
dosis terapeutik. Fenoterol merelaksasi otot polos bronkus dan pembuluh darah serta melindungi terhadap
stimulus penyebab penyempitan saluran pernafasan seperti histamin, metakolin, udara dingin, dan
allergen.

Berotec merupakan golongan bronkodilator efektif yang digunakan untuk:

e Terapi gejala serangan asma akut.

e Pencegahan asma akibat olahraga.

e Terapi gejala asma bronkial dan kondisi lain dengan penyempitan saluran napas reversibel, misalnya
pada penyakit paru obstruktif kronik (PPOK). Terapi antiinflamasi bersamaan perlu dipertimbangkan
untuk pasien asma bronkial dan penyakit paru obstruktif kronik (PPOK) yang responsif terhadap
steroid.

2. Apakah yang perlu Anda ketahui sebelum Anda menggunakan Berotec
Jangan menggunakan Berotec
e Bila Anda alergi terhadap fenoterol hydrobromide atau bahan lainnya yang terkandung dalam obat ini
(terdaftar dalam bagian 6)
e Bila Anda memiliki kelainan pada otot jantung (hypertrophic obstructive cardiomyopathy)
e Bila Anda memiliki gangguan irama jantung (tachyarrhythmia).

Peringatan dan Perhatian
Bicarakan kepada dokter atau apoteker Anda jika Anda sedang atau pernah menderita beberapa penyakit
atau kondisi sebagai berikut:

e Anda menderita diabetes

e Anda memiliki masalah jantung atau gangguan sirkulasi pembuluh darah,

o Anda memiliki kelenjar tiroid yang terlalu aktif (hyperthyroidism)
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e Anda pernah menderita sesuatu yang disebut ‘pheochromocytoma’. Ini adalah tumor langka yang
tidak ganas.
e Anda pernah menderita sesak nafas akut (Acute progressive dyspnoea)

Anak-anak dan Remaja
Pada anak-anak penggunaan Berotec 100 mcg hanya boleh digunakan atas saran dokter dan di bawah
pengawasan orang dewasa.

Mengonsumsi obat lain dan Berotec
Beri tahu dokter atau apoteker Anda jika Anda sedang mengonsumsi, baru saja mengonsumsi, atau
mungkin mengonsumsi obat lain. Dokter Anda mungkin perlu mengubah dosis obat-obatan ini atau
mengambil tindakan pencegahan lainnya. Dalam beberapa kasus, Anda mungkin harus berhenti
mengonsumsi salah satu obat. Hal ini terutama berlaku untuk obat-obatan yang tercantum di bawah ini:

e Obat beta adrenergik, antikolinergik, dan golongan xantin (seperti teofilin)

e QObat yang disebut ‘beta blocker’

e Obat untuk depresi.

e Obat untuk glukokortikosteroid

e Tablet air (juga disebut ‘diuretik’).

e Digoksin - digunakan untuk mengatasi detak jantung cepat atau gagal jantung.

Dokter Anda mungkin akan memeriksa fungsi ginjal, tekanan darah, dan kadar elektrolit (misalnya kadar
kalium) dalam darah Anda secara berkala.

Operasi

Beberapa gas yang digunakan dalam operasi (gas anestesi) dapat memengaruhi cara kerja obat Anda. Jika
Anda akan menjalani operasi, pastikan Anda memberi tahu dokter, dokter gigi, atau ahli anestesi bahwa
Anda mengonsumsi Berotec.

Tes Urin

Tes Jika Anda harus memberikan sampel urin sebagai bagian dari tes penyalahgunaan obat (dopping)
dalam hal ini seperti tes pada atlet, beri tahu orang yang melakukan tes bahwa Anda mengonsumesi
Berotec. Ini karena Berotec mengandung fenoterol dan ini dapat menyebabkan hasil positif.

Kehamilan dan menyusui

Beritahukan dokter Anda apabila Anda sedang hamil, kemungkinan besar akan hamil atau menyusui Jangan
gunakan jika salah satu dari yang disebutkan di atas berlaku untuk Anda. Jika Anda tidak yakin, bicarakan
dengan dokter atau apoteker Anda sebelum menggunakan Berotec.

Mengemudi dan menggunakan mesin
Anda mungkin merasa pusing saat mengonsumsi Berotec. Jika hal ini terjadi, jangan mengemudi atau
menggunakan alat atau mesin.

3. Bagaimana cara menggunakan Berotec
Ikuti petunjuk berikut untuk mendapatkan hasil terbaik. Jika ada yang tidak jelas setelah membaca brosur
ini, tanyakan kepada dokter, apoteker, atau perawat Anda.

Berapa banyak unit dosis
Berotec terdiri dari 200 unit dosis. Dosis rekomendasi untuk indikasi:
e Terapi gejala serangan asma akut adalah 1 aktuasi. Jika pernapasan belum terasa, aktuasi kedua
dapat dilakukan setelah 5 menit.
e Pencegahan asma akibat olahraga adalah 1-2 aktuasi untuk setiap pemberian, hingga maksimum 8
aktuasi per hari.
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e Asma bronkial dan kondisi lain dengan penyempitan saluran napas reversibel adalah 1-2 aktuasi
untuk setiap pemberian, hingga maksimum 8 aktuasi per hari.

Jangan menggunakan Obat lebih dari yang diperintahkan dokter Anda.

Jika Anda menggunakan Berotec lebih dari yang seharusnya

Jika Anda secara tidak sengaja mengonsumsi terlalu banyak aktuasi, segera hubungi dokter, apoteker, atau
unit gawat darurat rumah sakit terdekat. Anda mungkin mengalami jantung berdebar cepat, sesak napas,
pusing, gemetar, penurunan ataupun kenaikan tekanan darah, pelebaran tekanan nadi, nyeri dada, aritmia,
dan kemerahan pada wajah.

Kondisi yang dikenal dengan sebutan asidosis metabolik dan hipokalemia juga telah diamati pada
penggunaan fenoterol dalam dosis yang lebih tinggi.

4. Kemungkinan efek samping

Seperti semua obat, obat ini dapat menyebabkan efek samping, meskipun tidak semua orang mengalaminya.
Anda harus segera menemui dokter jika mengalami salah satu gejala berikut:

Efek tidak diinginkan yang sering terjadi (dapat dialami 1 dari 10 orang)
e tremor
e batuk

Efek tidak diinginkan yang tidak sering terjadi (dapat dialami hingga 1 dari 100 orang)
e penurunan kadar kalium pada darah (hipokalemia) termasuk hipokalemia berat
e gelisah
e gangguan irama jantung (arrhythmia)
e kondisi yang disebut bronkospasme paradoks, merupakan reaksi yang terjadi pada terapi
bronkodilator dimana saluran napas tiba-tiba menyempit, bukannya melebar, setelah pemberian

obat
e mual
e muntah
e gatal-gatal

Efek tidak diinginkan yang belum diketahui
e hipersensitivitas

¢ gugup
e sakit kepala
e pusing

e penurunan aliran darah dan suplai oksigen ke otot jantung (myocardial ischaemia)
e denyut jantung yang terlalu cepat (tachycardia)

berdebar-debar (palpitasi)

iritasi tenggorokan

e keringat berlebih

e reaksi kulit seperti ruam, bentol

e nyeri otot (spasme otot)

e mialgia

e kelemahan otot

Investigasi
tekanan darah sistolik meningkat, tekanan darah diastolik menurun
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Pelaporan efek samping

Jika Anda mengalami efek samping, beritahukan dokter atau apoteker Anda. Hal ini termasuk efek samping
yang mungkin terjadi yang belum tercantum di leaflet ini. Anda dapat juga melaporkan keluhan efek samping
atau kondisi tidak nyaman tersebut secara langsung ke Industri Farmasi melalui kontak berikut:

Telepon: +62 21 21684084 atau Email IDsafety@zuelligpharma.com

Dengan melaporkan efek samping, Anda dapat membantu memberikan informasi lebih lanjut tentang
keamanan obat ini.

5. Bagaimana cara menyimpan Berotec

Simpan di tempat yang aman dan jauh dari jangkauan anak-anak.
Jangan gunakan obat ini setelah tanggal kedaluwarsa yang tertera pada karton dan label botol. Tanggal
kedaluwarsa mengacu pada hari terakhir bulan tersebut.

Simpan pada suhu di bawah 30°C. Jangan dibekukan.
Simpan pada kemasan aslinya untuk melindungi Obat dari cahaya dan kelembaban.

Jangan membuang obat-obatan melalui air limbah atau sampah rumah tangga. Tanyakan kepada apoteker
Anda cara membuang obat-obatan yang tidak lagi Anda gunakan. Langkah-langkah ini akan membantu
melindungi lingkungan.

6. Isi paket dan informasi lainnya

Berotec mengandung zat aktif fenoterol hydrobromide.
Setiap aktuasi mengandung fenoterol hydrobromide 100 mikrogram.

Bahan-bahan lainnya adalah: asam sitrat anhidrat, air murni, etanol absolut dan 1,1,1,2- Tetrafluoroethane
(HFA 134a) sebagai aerosol propellant

Seperti apa bentuk Berotec dan isi kemasannya
Berotec berisi satu kanister 10 ml dengan 200 aktuasi

Reg No.
BEROTEC 100 mcg M.A. 100 mcg/aktuasi Reg. No DKI2452504139A1

Harus dengan resep dokter

Diproduksi oleh:
Boehringer Ingelheim Pharma GmbH & Co. KG
Ingelheim am Rhein, Germany

Untuk:
Boehringer Ingelheim International GmbH
Ingelheim am Rhein, Germany

Diregistrasi oleh:
PT Tunggal Idaman Abdi
Jakarta, Indonesia
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Instruksi Cara Penggunaan

BEROTEC® aerosol

Bacalah Instruksi Cara Penggunaan ini sebelum Anda menggunakan Berotec aerosol
Tekan katup dua kali sebelum peralatan digunakan untuk pertama kalinya.

1. Buka tutup pelindung

2. Buang nafas

3. Posisikan inhaler seperti pada gambar 1, dan katupkan bibir pada corong. Panah dan dasar wadah harus
mengarah ke atas.

(Gambar 1)

4. Tarik nafas sedalam mungkin dan tekan dasar wadah dengan kuat secara bersamaan untuk melepaskan
satu dosis terukur. Tahan napas selama beberapa detik, lalu lepaskan corong dan hembuskan napas.
Jika aktuasi kedua dibutuhkan, ulangi langkah 2-4

5. Pasang kembali tutup pelindung setelah digunakan

6. Setelah tidak menggunakan inhaler selama tiga hari, katup harus diaktifkan sesekali

Kemasan tidak transparan. Oleh karena itu, tidak mungkin untuk melihat apakah isinya kosong. Inhaler akan
menyemprotkan 200 semprotan. Setelah dosis yang tertera pada label digunakan, tabung mungkin masih
terlihat berisi sedikit cairan. Namun, inhaler sebaiknya diganti agar Anda dapat memastikan dosis obat yang
tepat setiap kali disemprotkan.

Bersihkan corong setidaknya sekali seminggu
Penting untuk menjaga corong dari inhaler tetap bersih untuk memastikan Obat tidak menumpuk dan
menyumbat spray.

Untuk membersihkan, pertama-tama lepaskan tutup debu dan lepaskan tabung dari corong. Bilas corong
dengan air hangat hingga tidak ada endapan obat dan/atau kotoran yang terlihat.

(Gambar 2)

Setelah dibersihkan, kibaskan corong dan biarkan mengering tanpa menggunakan sistem pemanas. Setelah
corong kering, pasang kembali tabung dan tutup debu.
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(Gambar 3)

PERINGATAN:

Corong plastik telah dirancang khusus untuk digunakan dengan Berotec 100 mcg guna memastikan Anda
selalu mendapatkan dosis obat yang tepat. Corong ini tidak boleh digunakan dengan aerosol terukur lainnya,
dan Berotec 100 mcg tidak boleh digunakan dengan corong selain yang disertakan dalam produk.

Wadah ini bertekanan dan tidak boleh dibuka paksa atau terkena suhu di atas 50°C.

Version: 05-0626
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