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inhalyatorun isifadesi tizre telimat

Inhalyatorun yoxlanmasi

llk dafe istifade etmamisdan avval, mistiyin gapagini
yanlardan ylingllce basaraq ¢ixarin, inhalyatoru yaxsi
silkalayin va islak vaziyyatde olmasina emin olmagq tgin
iki defe havaya puskirdiin. 5glin ve daha uzun middat
arzinds istifade olunmayibsa, yaxs! silkalayin va islak
vaziyyatds olmasina amin olmagq Ugin iki defe havaya
puskirdin.

Inhalyatorun istifadesi
1. Mistuyln gapagini yanlardan yiingllcs basaraq
gixarin.

2. Bearkidilmamis hissalarin olub-olmamasini yoxlamaq
Uciin, mustik de daxil olmagla, inhalyatoru daxilden
va xaricdan yoxlayin.

3. Har hansi barkidilmamis hissenin kenarlagdiriimasi
va inhalyatorun tarkibinin garismasina amin olmaq

Ucin inhalyatoru yaxsi silkalayin.

4. Bas barma'g|n|2| muistlyln asagisindaki asasa
qoyaraq, inhalyatoru saquli vaziyystds bas
barmagla diger barmaqlarin arasinda saxlayin.
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5. Mimkiin gadar darindan nafas verin ve mustiyl
dislerinizin arasinda saxlayin, dodaglarinizi
mustlyun strafinda sixin. Lakin mistiyd dislemayin.

6. Agizla nafesalmaya basladigdan derhal sonra

salbutamolun ¢ixmasi (igtin inhalyatorun yuxari
hissasina basin ve bu zaman yavas ve darindan
nafasalmaya davam edin.

7. Nafasi saxlayin, inhalyatoru agizdan ¢ixarin ve
sohadat barmaginizi inhalyatorun Ust hissesinden
¢oakin. Nafasinizi mimkiin gadar ¢ox saxlayin.

y N/ A4
8. Olave puskirma etmak istayirsinizsa, inhalyatoru
saquli veziyyatds saxlayin, yarim dagige gozlayin ve
3-cli banddan 7-ci banda gadar olan harakatleri
tokrar edin.
9. Mustlyln gapagdini bark italayib sixaraq yerina taxin.

Digqet

5, 6 ve 7-ci bandlerds gosterilen harskatleri yerine
yetirarkan taloasmayin. Inhalyatoru basmamisdan avvalki
anda miimkiin gadar asta nafesalmaya baslamaq vacibdir.
Bir nega dafa glizglinuin garsisinda masq edin. ©ger
“tUstliniin” inhalyatorun Ustiinden ve ya agzinizin
qiraglarindan ¢ixdigini gorsaniz, 2-ci banddan yenidan
baglayin.

9gaer hakiminiz Sizs istifads Uzrs forqli telimatlar verirses,
bu telimatlara diqgatle riayat edin. Catinliyiniz olarsa,
hakima miracisat edin.

[nhalyatorun temizlanmasi

Inhalyator hafteds an azi bir defe temizlenmalidir.

1. Metal balonu inhalyatorun plastik korpusundan
cixarin va mustiyln gapagini gixarin.

2. Puskirdicini ihq axar su altinda yaxalayin.

3. Puskirducini daxilden va xaricdan yaxsi qurudun.
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4. Metal balonu ve mustlyiin gapagini yerina taxin.
Metal balonu suyun igine goymayin.

Olave tesirlari

Asagida gostarilan alava tesirlar organ sinif sistemina vo
rastgalma tezliyina gors tasnif olunmusdur. Rastgslma
tezliyina gora: ¢ox tez-tez (21/10), tez-tez (21/100 to
<1/10), bazan (21/1000-dan <1/100-a gadar), nadir
(=1/10,000-dan <1/1000-a gadar) va ¢ox nadir
(<1/10,000), tek-tek malumatlar da daxil olmagla. Cox
tez-tez ve tez-tez rast galinan alava tasirlor klinik
tedqgigatlara @sasen miiayyan olunmusdur. Nadir ve ¢ox
nadir alava tasirlar asasan spontan malumatlara
istinaden miisyyan olunmusdur.

Immun sistemin pozgunluglari

Cox nadir: Hiperhassasliq reaksiyalari, masalan
angioddem, 6vra, bronxospazm, hipotoniya va kollaps.
Metabolizm va gidalanma pozgunluqlari

Nadir: Hipokaliemiya

B,-agonistlarle terapiya ciddi hipokaliemiyaya sabab ola
biler.

Sinir sisteminin pozgunluglari

Tez-tez: Tremor, basagri

Cox nadir: Hiperaktivlik

Kardioloji pozgunluqlar

Tez-tez: Taxikardiya

Boazan: Urakddylinma

Cox nadir: Qulagciglarin fibrillyasiyasi, supraventrikulyar
taxikardiya ve ekstrasistolalar da daxil olmagla trak
aritmiyalari

Malum deyil: miokardin igemiyasi

Damar pozgunluqlari

Nadir: Periferik vazodilatasiya

Tenoffiis, dés qofesi ve divararaligi orqanlarinin
pozgunluglar

Cox nadir: Paradoksal bronxospazm

Made-bagirsaq pozgunluglar

Bazoan: Agizda va bogdazda giciglanma

Skelet-azals sistemi ve birlagdirici toxuma pozgunluqlar
Boazan: ©zale spazmlari

Doza haddinin agiimasi

Salbutamolla doza haddinin asilmasinin asas
simptomlari B-aqonistlerin kegici farmakoloji tesirlaridir
(bax Xtisusi g0starisler ve ehtiyat tadbirlari ve Slave
tesirler).

Salbutamolun doza haddinin asilmasi zamani
hipokaliemiya yarana bilar. Zardabda kaliumun migdarina
nazarat olunmalidir. Qisa tesir miiddatli B-aqgonistlarin
yuksak terapevtik dozada istifadasi, hamginin doza
haddinin asilmasi ile bagli laktoasidozun yaranmasi
haqgqginda malumat verilmisdir. Buna gérs de doza
haddinin asilmasi zamani zaerdabda sld tususunun
artmasina ve metabolik asidoza nazarat garakli ola bilar
(xususile bronxospazmin digar simptomlarinn, masalan
xiriltilarin kegmasina baxmayaraq, davamli ve ya
getdikce pislesan taxipnoe varsa).

Buraxilig formasi

Salbutamol, HFA 134a propellentinds salbutamol sulfat
suspenziyas! saklinds dozalanmis aerozoldur.
Suspenziya dozalanmis klapanla 6rtilmus, alimunium
balondadir. Har balon tam inhalyatoru formalasdirmaq
Ucln puskirma tgln mistiy ve tozlanmanin garsisini
alan qapaqgdan ibarat plastik puskirdictdan ibaratdir.
Dozalanmis Salbutamol aerozolu har piiskiirma zamani
100 mkq salbutamol (sulfat seklinda) xaric edir. Har
inhalyatorda an azi 200 puskirma dozasi vardir.

200 puskirms dozasi olan inhalyator, iglik veragas ila
birlikde karton qutuya qablasdirilir.

Saxlanma soraiti

30°C-dan asag! temperaturda saxlayin.

Mustuyin gapagdinn kip baglayin va italayin.
Donmadan va birbasa glinas stialarinin tasirinden qoruyun.
Aerozol balonda olan digar inhalyasiya edilen derman
vasitaleri kimi bu preparatin da terapevtik effekti balon
soyuq olduqda azala biler.

Tazyiqalti balon. 50°C-dan yuxari olan temperaturlara
maruz qoymayin. Balon hatta bosaldigdan sonra da
sindiriimamali, desilmemali ve yandiriimamalidir.
Usaglarin ali gatmayan yerda saxlamagq lazimdir.

Yararhliq miiddati
2il.
Yararlilig middati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma garti
Resept asasinda buraxilir.

istehsalgi

Glaxo Wellcome Production, Fransa.

Zone Industrielle No.2, 23 rue Lavoisier, 27000 Evreux,
Fransa.

Qeydiyyat vesiqesinin sahibi
Laboratoire GlaxoSmithKline, Fransa.
23 rue Francois Jacob, 92500 Rueil-Malmaison, Fransa.

Azarbaycan Respublikasi arazisinde mahsulun
keyfiyyati ilo istehlakgilarin iddialarini gabul edan va
farmakonazarat masalalari lizra masul tagkilatin adi
ve linvani:

“Zeytun Pharmaceuticals”

AZ1000, Azarbaycan, Baki sahari, Zarife Sliyeva kiigasi 93,
«BEGOC» Biznes Markazi

Telefon: +994124047885 (359)

Mob: +994512251225

Elektron (invan: rafig.ibrahimov@zeytunpharma.az;
0ax70065@gsk.com
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Patient Information Leaflet

SALB UTAM 0 L metered-dose aerosol for

inhalations 100 mcg/dose

International Non-proprietary Name: Salbutamol

Composition

Active ingredient: 120,5 mcg salbutamol sulphate
(micronised) is equivalent to 100 mcg of salbutamol.
Excipients: 1,1,1,2-tetrafluoroethane (also known as
HFA134a or norflurane or GR106642X).

Description
White to off-white suspension of salbutamol sulphate
(micronised) in a liquefied hydrofluoroalkane propellant.

Pharmacotherapeutic group

Drugs for obstructive airway diseases. Adrenergics,
inhalants. Selective beta,-adrenoreceptor agonists.
Salbutamol.

ATC code: RO3AC02

Pharmaceutical particulars

Salbutamol is a selective beta,-adrenoceptor agonist.

At therapeutic doses it acts on the beta,- adrenoceptors
of bronchial muscle.

Pharmacodynamics:

Salbutamol is a selective beta,-adrenoceptor agonist.

At therapeutic doses it acts on the beta,-adrenoceptors of
bronchial muscle providing short acting (4 to 6 hour)
bronchodilation with a fast onset (within 5 minutes) in
reversible airways obstruction.

Pharmacokinetics:

Absorption

After administration by the inhaled route, between 10 and
20% of the dose reaches the lower airways. The remainder
is retained in the delivery system or is deposited in the
oropharynx from where it is swallowed. The fraction
deposited in the airways is absorbed into the pulmonary
tissues and circulation but is not metabolised by the lung.
Distribution

Salbutamol is bound to plasma proteins to the extent of 10%.
Metabolism

On reaching the systemic circulation, salbutamol becomes
accessible to hepatic metabolism and is excreted,
primarily in the urine, as unchanged drug and as the
phenolic sulphate.

The swallowed portion of an inhaled dose is absorbed from
the gastrointestinal tract and undergoes considerable
first-pass metabolism to the phenolic sulphate. Both
unchanged drug and conjugate are excreted primarily in
the urine.

Elimination

Salbutamol administered intravenously has a half-life of
four to six hours and is cleared partly renally and partly by
metabolism to the inactive 4’-O-sulphate (phenolic sulphate)
which is also excreted primarily in the urine. The faeces
are a minor route of excretion. The majority of a dose of
salbutamol given intravenously, orally or by inhalation is
excreted within 72 hours.

Clinical Studies

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 the medicine has a
safety profile comparable to that in children > 4 years,
adolescents and adults.

Indications

Salbutamol is a selective betay,-adrenoceptor agonist
indicated for the treatment or prevention of bronchospasm.
It provides short acting (four hours) bronchodilation in
reversible airways obstruction due to asthma, chronic
bronchitis and emphysema. For patients with asthma
salbutamol may be used to relieve symptoms when they
occur and to prevent them prior to a known trigger.
Bronchodilators should not be the only or main treatment in
patients with persistent asthma. In patients with persistent
asthma unresponsive to salbutamol, treatment with inhaled
corticosteroids is recommended to achieve and maintain
control. Failing to respond to treatment with salbutamol
may signal a need for urgent medical advice or treatment.

Contraindications

Salbutamol inhaled formulations are contraindicated in
patients with a history of hypersensitivity to any of their
components.

Non intravenous formulations of salbutamol must not be
used to arrest uncomplicated premature labour or
threatened abortion.

Warnings and Precautions

The management of asthma should normally follow a
stepwise programme, and patient response should be
monitored clinically and by lung function tests.

Increasing use of short-acting bronchodilators, in particular
beta,-agonists to relieve symptoms indicates deterioration
of asthma control. Under these conditions, the patient’s
therapy plan should be reassessed.

Sudden and progressive deterioration in asthma control is
potentially life-threatening and consideration should be
given to starting or increasing corticosteroid therapy. In
patients considered at risk, daily peak flow monitoring may
be instituted.

Salbutamol should be administered cautiously to patients
with thyrotoxicosis.

Potentially serious hypokalaemia may result from
beta,-agonist therapy mainly from parenteral and nebulised
administration.

Particular caution is advised in acute severe asthma as
this effect may be potentiated by concomitant treatment
with xanthine derivatives, steroids, diuretics and by
hypoxia. It is recommended that serum potassium levels
are monitored in such situations.

As with other inhalation therapy, paradoxical
bronchospasm may occur, resulting in an immediate
increase in wheezing after dosing. This should be treated
immediately with an alternative presentation or a different
fast-acting inhaled bronchodilator, if immediately
available. The specific salbutamol presentation should be
discontinued, and if necessary a different fast-acting
bronchodilator instituted for ongoing use.

In the event of a previously effective dose of inhaled
salbutamol failing to give relief for at least three hours, the
patient should be advised to seek medical advice in order
that any necessary additional steps may be taken.

The patients’ inhaler technique should be checked to
make sure that aerosol actuation is synchronised with
inspiration of breath for optimum delivery of the drug to
the lungs.

Interactions

Salbutamol and non-selective beta-blocking drugs, such
as propranolol, should not usually be prescribed together.
Salbutamol is not contraindicated in patients under
treatment with monoamine oxidase inhibitors (MAQIs).
Incompatibilities

None reported.

Pregnancy and Lactation

Pregnancy

Administration of drugs during pregnancy should only be
considered if the expected benefit to the mother is greater
than any possible risk to the foetus.

During worldwide marketing experience, rare cases of
various congenital anomalies, including cleft palate and
limb defects have been reported in the offspring of
patients being treated with salbutamol. Some of the
mothers were taking multiple medications during their
pregnancies. As no consistent pattern of defects can be
discerned, and baseline rate for congenital anomalies is
2 to 3%, a relationship with salbutamol use cannot be
established.

Lactation

As salbutamol is probably secreted in breast milk, its use
in nursing mothers is not recommended unless the
expected benefits outweigh any potential risk. It is not
known whether salbutamol in breast milk has a harmful
effect on the neonate.

Fertility

There is no information on the effects of salbutamol on
human fertility. There were no adverse effects on fertility in
animals.

Effects on Ability to Drive and Use Machines
None reported.

Dosage and Administration

Salbutamol inhaled formulations are administered by the
inhaled route only, to be breathed in through the mouth.
Increasing use of beta,-agonists may be a sign of
worsening asthma. Under these conditions a
reassessment of the patient’s therapy plan may be
required and concomitant corticosteroid therapy should
be considered.

As there may be adverse effects associated with excessive
dosing, the dosage or frequency of administration should
only be increased on medical advice.

Salbutamol has a duration of action of 4 to 6 hours in
most patients.

In patients who find co-ordination of a pressurised
metered dose inhaler difficult a spacer may be used.
Babies and young children may benefit from the use of a
paediatric spacer device with a face mask (See Clinical
Studies).

Relief of acute bronchospasm

Populations:

Adults

100 or 200 micrograms.

Children

100 micrograms. The dose may be increased to

200 micrograms if required.

On demand use of salbutamol should not exceed four
times daily. Reliance on such supplementary use or a
sudden increase in dose indicates deteriorating asthma
(see Warnings and Precautions).

Prevention of allergen or exercise-induced
bronchospasm

Populations:

Adults

200 micrograms 10-15 minutes before challenge or exertion.
Children

100 micrograms before challenge or exertion. The dose
may be increased to 200 micrograms if required.
Chronic therapy

Populations:

Adults

Up to 200 micrograms 4 times daily.

Children

Up to 200 micrograms 4 times daily.

INSTRUCTIONS FOR USE OF INHALER

Testing your inhaler

Before using for the first time, remove the mouthpiece
cover by gently squeezing the sides of the cover, shake
the inhaler well, and release two puffs into the air to make
sure that it works. If it has not been used for 5 days or
more, shake it well and release 2 puffs into the air to make
sure that it works.
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Using your inhaler
1. Remove the mouthpiece cover by gently squeezing
the sides of the cover.

2. Check inside and outside of the inhaler including
the mouthpiece for the presence of loose objects.

3. Shake the inhaler well to ensure that any loose
objects are removed and that the contents of the
inhaler are evenly mixed.

4. Hold the inhaler upright between fingers and thumb
with your thumb on the base, below the mouthpiece.

5. Breathe out as far as is comfortable and then place
the mouthpiece in your mouth between your teeth
and close your lips around it but do not bite it.

74
6. Just after starting to breathe in through your mouth

press down on the top of the inhaler to release
salbutamol while still breathing in steadily and deeply.

7. While holding your breath, take the inhaler from your
mouth and take your finger from the top of the
inhaler. Continue holding your breath for as long as
is comfortable.

N /i A4

8. If you are to take further puffs keep the inhaler
upright and wait about half a minute before
repeating Stages 3 to 7.

9. Replace the mouthpiece cover by firmly pushing
and snapping the cap into position.

IMPORTANT

Do not rush Stages 5, 6 and 7. It is important that you

start to breathe in as slowly as possible just before

operating your inhaler.

Practise in front of a mirror for the first few times. If you

see ‘mist’ coming from the top of the inhaler or the sides

of your mouth you should start again from Stage 2.

If your doctor has given you different instructions for using

your inhaler, please follow them carefully. Tell your doctor

if you have any difficulties.

Cleaning

Your inhaler should be cleaned at least once a week.

1. Remove the metal canister from the plastic casing of
the inhaler and remove the mouthpiece cover.

2. Rinse the actuator thoroughly under warm running
water.

@ )

4. Replace the metal canister and mouthpiece cover.
DO NOT PUT THE METAL CANISTER INTO WATER.

Adverse Reactions

Adverse events are listed below by system organ class
and frequency. Frequencies are defined as: very common
(=1/10), common (=1/100 to <1/10), uncommon (=1/1000
to <1/100), rare (=1/10,000 to <1/1000) and very rare
(<1/10,000) including isolated reports. Very common and
common events were generally determined from clinical
trial data. Rare and very rare events were generally
determined from spontaneous data.

Immune system disorders

Very rare: Hypersensitivity reactions including angioedema,
urticaria, bronchospasm, hypotension and collapse
Metabolism and nutrition disorders

Rare: Hypokalaemia

Potentially serious hypokalaemia may result from
beta,-agonist therapy.

Nervous system disorders

Common: Tremor, headache

Very rare: Hyperactivity

Cardiac disorders

Common: Tachycardia

Uncommon: Palpitations

Very rare: Cardiac arrhythmias including atrial fibrillation,
supraventricular tachycardia and extrasystoles
Unknown: Myocardial ischaemia

Vascular disorders

Rare: Peripheral vasodilatation

Respiratory, thoracic and mediastinal disorders

Very rare: Paradoxical bronchospasm

Gastrointestinal disorders

Uncommon: Mouth and throat irritation
Musculoskeletal and connective tissue disorders
Uncommon: Muscle cramps

Overdose

The most common signs and symptoms of overdose with
salbutamol are transient beta-agonist pharmacologically
mediated events (see Warnings and Precautions and
Adverse Reactions).

Hypokalaemia may occur following overdose with
salbutamol. Serum potassium levels should be monitored.
Lactic acidosis has been reported in association with high
therapeutic doses as well as overdoses of short-acting
beta-agonist therapy, therefore monitoring for elevated
serum lactate and consequent metabolic acidosis
(particularly if there is persistence or worsening of
tachypnea despite resolution of other signs of
bronchospasm such as wheezing) may be indicated in the
setting of overdose.

Nature and Contents of Container

Salbutamol, metered-dose aerosol, comprises a
suspension of salbutamol sulphate in the propellant HFA
134a. The suspension is contained in an aluminium alloy
can, sealed with a metering valve. Each canister is fitted
with a plastic actuator incorporating an atomising nozzle
and fitted with a dustcap, to form a complete inhaler.
Salbutamol, metered-dose aerosol, delivers

100 micrograms of salbutamol (as sulphate) per actuation.
Each inhaler contains at least 200 actuations.

One inhaler with 200 actuations with the patient
information leaflet are placed inside of the carton box.

Storage conditions

Replace the mouthpiece cover firmly and snap it into
position.

Store below 30°C.

Protect from frost and direct sunlight.

As with most inhaled medications in aerosol canisters, the
therapeutic effect of this medication may decrease when
the canister is cold.

Pressurised container. Do not expose to temperatures
higher than 50°C. The canister should not be broken,
punctured or burnt, even when apparently empty.

Keep out of the reach of children.

Shelf-Life

2 years.

Do not use after the expiry date which is stated on the
carton.

Prescribing status
Available on prescription.

Manufacturer

Glaxo Wellcome Production, France

(Zone Industrielle No.2, 23 rue Lavoisier, 27000 Evreux,
France)

Marketing authorisation holder
Laboratoire GlaxoSmithKline, France
(23 rue Francois Jacob, 92500 Rueil-Malmaison, France)

Name and address of the organization responsible for
pharmacovigilance and accepting consumer
complaints about product quality in the territory of the
Republic of Azerbaijan:

“Zeytun Pharmaceuticals”

93 Zarifa Aliyeva str., Baku, Azerbaijan, <BEGOC»
Business Center AZ1000,

Phone: +994124047885 (359)

Mob. Phone: +994512251225

E-mail: rafig.ibrahimov@zeytunpharma.az;

Azarbaycaf
Sahiyya
Farmakoli

Ekspert $u

Darman vasitasinin istifadasi tizre telimat (xastaler iclin)

SALBUTAMOL 100 mkg/doza inhalyasiya

ligtin dozalanmis aerozol
SALBUTAMOL

Beynalxalq patentlagdirilmamis adi: Salbutamol

Torkibi

Tosiredici madds: 100 mkq salbutamola ekvivalent

120,5 mkq salbutamol sulfat

(mikronizaolunmus).

Kémekgi maddaler: 1,1,1,2-tetrafloretan (hamginin
HFA134a va ya norfluran, yaxud
GR106642X kimi malumdur).

Tosviri
Hidroftoralkan propellentinde mayelasdiriimis ag ve ya
agimtil rangli (mikronizeolunmus) suspenziyadir.

Farmakoterapevtik qrupu

Tenaffiis yollarinin obstruktiv xastalikleri Gglin derman
vasitesi. Adrenergik vasitaler, inhalyasion maddaler.
Bo-Adrenoreseptorlarin selektiv agonisti. Salbutamol.
ATC kodu: RO3ACO02.

Farmasevtik xiisusiyyatlari

Salbutamol B,-adrenoreseptorlarin selektiv aqonistidir.
Terapevtik dozada bronx azalalarinin
Bo-adrenoreseptorlarina tesir gostarir.
Farmakodinamikasi

Salbutamol B,-adrenoreseptorlarin selektiv aqonistidir.
Tanaffiis yollarinin geriya dénan obstruksiyasi zamani
terapevtik dozada bronx azlalarinin
Bo-adrenoreseptorlarina tesir gosterarak tez baslayan

(5 daq arzinda) gisa tesir miiddatli (4-6 saat)
bronxodilatasiyani temin edir.

Farmakokinetikasisi

Absorbsiyasi

Inhalyasiyadan sonra dozanin 10-20%-i asagi tenaffiis
yollarina gadar gatir. Dozanin galan hissasi ¢atdiriima
qurgusunda qalir, yaxud adiz ve udlaqda qalaraq oradan
udulur. Tenaffls yollarinda toplanan hissasi agciyar
toxumasina va damarlara absorbsiya olunur, lakin
adciyarler vasitasile metabolizma ugramir.

Paylanmasi

Salbutamolun plazma ziillalari ile birlegmasi 10%-dir.
Metabolizmi

Umumi gan ddvranina gatdigdan sonra salbutamol
qaraciyar vasitasile metabolizma ugraya bilir ve asasan
dayisilmamis sakilda va fenol sulfat seklinda sidikle xaric
olunur.

Inhalyasiya olunan dozanin udulan hissasi madas-bagirsaq
traktindan absorbsiya olunur va fenol sulfata gadar
metabolizma ugrayir. Hom dayisiimamis derman vasitesi,
ham da konyuqatlar asasen sidikla xaric olunur.

Xaric olmasi

Venadaxili istifade olunan salbutamolun yarimpargalanma
dovril 4-6 saatdir va bir hissasi béyrakler vasitesile, diger
hissasi isa geyri-aktiv 4'-O-sulfata (fenol sulfat) gadat
metabolizma ugrayaraq asasan sidikla xaric olunur.
Nacisle az miqdarda xaric olunur. Venadaxili, peroral ve
ya inhalyasiya vasitasile gabul olunan dozanin ¢ox hissasi
72 saat arzinds xaric olunur.

Klinik tadqiqatlar

4 yasdan kicik usaqlar

Tanaffis yollarinin geriya donan obstruktiv xastaliklari il
alagadar bronxospazmi olan 4 yasdan kicik usaqglar
Uizerinda tovsiya olunan doza ila (SB020001, SB030001,
SB030002) aparilan pediatrik klinik tadgiqatlar
g6starmisdir ki, darman vasitasinin tahlikasizlik profili

4 yasdan yuxari usaqglarda, yeniyetmalarda va
bdytklards olan tahliikssizlik profiline uygundudr.

istifadesine gdstarigler

Salbutamol B,-adrenoreseptorlarin selektiv aqonisti olub,
bronxospazmin mualicasi va ya profilaktikasi Ggtin
gOsterisdir. O, astma, xroniki bronxit ve emfizema
naticasinde tenaffis yollarinin geriye déna bilen
obstruksiyasi zamani gisa tesir middatli
bronxodilatasiyani temin edir (4 saat). Astmali xastalarda
salbutamol simptomlar yarandiqgda onlarin yaxsilagsmasi
ve astmaya sabab ola bilacak tatiklayici faktorlarla
temasdan avval garsisini almagq tglin istifade olunur.
Davamli astmasi olan xastelerde bronxodilatatorlar
yegans va asas mialice vasitesi olmamalidir. Salbutamol
ilo effekt almayan davamli astmasi olan xastslerde
nazarate nail olmaq ve onu gorumagq Uguln inhalyasiya
soklinda kortikosteroidlarle mualice tdvsiya olunur.
Salbutamolla miialicays garsi cavabin olmamasi tacili
tibbi yardima ve mualicays ehtiyacin oldugunu géstarir.

Oks gostarigler

Salbutamolun inhalyasiya olunan formasi onun terkibindaki
har hansi komponente garsi anamnezinda hiperhassasliq
olan xastslers aks gdsterigdir.

Salbutamolun venadaxilina istifada lglin nazarda

Qisa tesir middatli bronxodilatatorlarin, xtsusila
Bo-agonistlerin istifadasinin artmasi astmaya nazarstin
pislesmasini gosterir. Bela vaziyyatda xastenin mualica
planina yenidan baxiimahdir.

Astmaya nazaratin gaflatan ve progressiv pislosmasi
hayat Ugln tahllikalidir ve bu zaman kortikosteroidlarle
terapiyaya baslamagq ve ya onlarin dozasini artirmaq
lazimdir. Risk grupunda olan xastelerda giindalik
nafasvermanin pik suratinin monitoringina baslamaq olar.
Salbutamol tireotoksikozu olan xastslara ehtiyatla tayin
olunmalidir.

Bo-Agonistlerle mualica zamani, xususile parenteral va
nebulayzerla olan formalardan sonra ciddi hipokaliemiya
riski vardir.

Xususile kaskin agir deracali astma zamani ehtiyatl
olmaq tdvsiya olunur. Bels ki, yanas! olaraq ksantin
téramalarinin, steroidlarin, diuretiklarin istifadasi ve
hipoksiya bu effekti artira biler. Bela vaziyyatlorde
kaliumun zardabdaki migdarina nazarat tdvsiya olunur.
Digar inhalyasion mualicelarle oldugu kimi, paradoksal
bronxospazm yarana biler, bu zaman dozani gabul
etdikden derhal sonra xiriltilar artir. Bu vaziyyat derhal
alternativ preparatla ve ya mimkunsa diger tez tasir
g0steran inhalyasiya olunan bronxodilatator vasitasile
miualice olunmalidir. Salbutamolla mualice
dayandiriimalidir ve lazim olarsa, daimi mialice tgiin
diger tez tesir gdstaran bronxodilatator tayin olunmaldir.
Ogar inhalyasiya olunan salbutamolun avvaller effektiv
olan dozasi an azi 3 saat arzinda tasir etmirsa, xastoya
lazimi slava tadbirlarin gérilmasi tG¢iin hakima miracist
etmasi tévsiya olunur.

Darman vasitasinin agciyarlere optimal ¢atdiriimasi G¢in
aerozolun piskirdilmasinin nafesalma ile diizgiin
sinxronizasiya olub-olmadigina emin olmaq magsadila
xastanin inhalyasiya texnikasi yoxlaniimahdir.

Diger darman vasitalari ile qarsihqgh tasiri

Salbutamol va propranolol kimi geyri-selektiv B-blokatorlar
adaten eyni zamanda teyin olunmamalidir.

Monoamin oksidaza inhibitorlari (MAOI) ile mlalica alan
xastalara salbutamol aks gosteris deyil.

Uyusmazligi

Malumat yoxdur.

Hamilalik ve laktasiya dovriinda istifadesi

Hamilslik

Preparatin hamilelik zamani tayini yalniz ana tgln
g6zlanilen faydasi dél Gglin mimkiin riskdan Ustiin
oldugda mimkinddir.

Dunya Uzre marketing tecriibasi zamani, salbutamolla
miualice alan xastslerin évladlarinda nadir hallarda
damaqda yariq va straflarda inkisaf qlsurlari kimi
mixtalif anadangslma anomaliyalar geyda alinmisdir.
Bazi analar hamilalik zamani bir nega derman vasitesi
gabul etmigdiler. Qusurlarin inkisafinda davamli ardicilliq
tayin etmak mimkiin olmadigi t¢lin ve anadangsima
anomaliyalarin saviyyasi 2-3% toskil etdiyi liglin
salbutamolla alageni mlayyanlosdirmak mimkin deyil.
Laktasiya

Salbutamolun ana siidiine kegmasi ehtimal olundugu
igin, gézlanilan fayda riskdan ustiin deyilsa, ana sudi
ile gidalandiran analarin istifade etmasi tovsiye olunmur.
Ana sudiina kegan salbutamolun yenidogulmus tgln
ziyanli olub-olmadigi malum deyil.

Fertillik

Salbutamolun insanlarda fertillik gabiliyyatine tasiri
hagqinda malumat mévcud deyil. Heyvanlarda fertillik
gabiliyyatina slava tasirlari yoxdur.

Nagliyyat vasitalarini va digar potensial tahliikali
mexanizmleri idaraetma qabiliyyatina tasiri
Malumat yoxdur.

istifade qaydasi va dozasi

Salbutamol inhalyasion formasi yalniz inhalyasiya yolu
ila, agizdan nafes alaraq gabul edilir.

Bo-Agonistlerin istifadasinin artmasi astmanin
pislegmasinin alamati ola bilar. Bu zaman xastanin
mualica planina yenidan baxiimalidir ve yanasi olaraq
kortikosteroidlarla terapiya nazarden kegirilmalidir.
Haddindan artiq yliksek doza slava tasirlare sabab ola
bildiyi Gguin, doza va istifads tezliyi yalniz hakim
maslahati ile artirila bilar.

Salbutamolun tasir miiddati akser xastalerds 4-6 saatdir.
Tezyiq altinda dozalanmis inhalyatordan istifadede
catinlik cakan xastalar speyserdan istifade edas biler.
Korpalar va kigik yasl usaglar iz maskasi ila tachiz
olunmus pediatrik speyserdan istifade eda bilar

(bax Klinik tadqiqatlar).

Kaskin bronxospazmin aradan qaldiriimasi

Qruplar:

Béyiiklar

100 ve ya 200 mikrogram.

Usagqlar

100 mikrogram. Ehtiyac oldugda doza 200 mikrograma
qadar artirila biler.

Talablara géra salbutamol glinde 4 dafadan artiq istifade
oluna bilmaz. Daha tez-tez istifade olunmasi ve ya
dozanin kaskin artiriimasi astmanin pislesmasini gdstarir
(bax Xabardarliglar ve ehtiyat tadbirlari).

Allergenle temasdan ve ya fiziki mesqden sonra yaranan
bronxospazmin profilaktikas!

Qruplar

Béyiiklar

Fiziki mesgden ve ya allergenle tamasdan 10-15 dagige
avval 200 mikrogram.

Usagqlar

3. Dry the actuator THOROUGHLY inside and out. 0ax70065@gsk.com tutulmayan formalari agirlasmamis vaxtindan svval Fiziki magqden ve ya allergenls temasdan avvel
dogusun qarsisini almagq Ugiin ve diisiik tahliikesi zamani 100 mikrogram. Ehtiyac oldugda doza 200 mikrograma
C ‘ istifade olunmamalidir. godar artirila bilar.
. - . . —— Xroniki miialice
‘ Xiisusi gostarigler ve ehtiyat tadbirlari Qruplar
Astmanin mualicesi adaten marhalali programla olmalidir, Boyiiklor
xastoenin mualiceya verdiyi cavab reaksiyasina ise klinikaya 200 mikrogram giinde 4 dafeys gadar
() ) va agciyarin funksional testlarine asasan nazarat edilmalidir. Usaglar ’
200 mikrogram giinde 4 dafaye gadar.
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