
asthma where use of a combination product 
(long-acting beta-2-agonist and inhaled 
corticosteroid) is appropriate:
 patients not adequately controlled with inhaled 
corticosteroids and "as needed" inhaled 
short-acting beta-2-agonist or,
 patients already adequately controlled on both 
inhaled corticosteroids and long-acting 
beta-2-agonist

Dosage & administration

Adults and adolescents 12 years and older-
Two inhalations of 25 µg Salmeterol and 50 µg 
Fluticasone Propionate twice daily. or, Two 
inhalations of 25 µg Salmeterol and 125 µg 
Fluticasone Propionate twice daily. or, Two 
inhalations of 25 µg Salmeterol and 250 µg 
Fluticasone Propionate twice daily.

Contraindications

Floriva®-F is contraindicated in patients with a 
history of hypersensitivity to any of the 
ingredients.
Special Warnings and Special Precautions: 
Consideration should be given to additional 
corticosteroid therapies, including administration 
of antibiotics if an infection is present. As with all 
inhaled medication containing corticosteroids, 
Floriva®-F should be administered with caution in 
patients with active or quiescent pulmonary 
tuberculosis. Floriva®-F should be administered 
with caution in patients with thyrotoxicosis.

Side effects

As Floriva®-F contains Salmeterol and 
Fluticasone Propionate, the type and severity of 
adverse reactions associated with each of the 
compounds may be expected. There is no 
incidence of additional adverse events following 
concurrent administration of the two compounds. 
Adverse events, which have been associated with 
Salmeterol or Fluticasone Propionate, are given 
below.
Salmeterol: The pharmacological side effects of 
beta-2-agonist treatment, such as tremor, 
subjective palpitations and headache, have been 
reported, but tend to be transient and reduce with 
regular therapy. Cardiac arrhythmia (including 
atrial fibrillation, supraventricular tachycardia and 
extra systoles) may occur, usually in susceptible 
patients. There have been reports of arthralgia 
and hypersensitivity reactions, including rash, 
oedema and angioedema. There have been 
reports of oropharyngeal irritation. There have 
been rare reports of muscle cramps.
Fluticasone propionate: Hoarseness and 

candidiasis (thrush) of the mouth and throat can 
occur in some patients. Cutaneous 
hypersensitivity reactions have been reported. 
Rare cases of facial and oropharyngeal oedema 
have been reported. Both hoarseness and 
incidence of candidiasis may be relieved by 
gargling with water after use of Salmeterol/ 
Fluticasone Propionate Inhaler.
Salmeterol/ Fluticasone Propionate clinical trials:
The following undesirable effects were commonly 
reported:
Hoarseness/dysphonia, throat irritation, 
headache, candidiasis of mouth and throat and 
palpitations.

Use in pregnancy & lactation

Administration of drugs during pregnancy and 
lactation should only be considered if the 
expected benefit to the mother is greater than any 
possible risk to the foetus or child. 
There is insufficient experience of the use of 
Salmeterol Xinafoate and Fluticasone Propionate 
in human pregnancy and lactation. There are no 
data available for human breast milk.

Precaution for Paediatric Use

Orally inhaled corticosteroids may cause a 
reduction in growth velocity when administered to 
paediatric patients. The long-term effects of this 
reduction including the impact of final adult height 
are unknown.

Drug interactions

Both non-selective and selective β-blockers 
should be avoided in patients with asthma, unless 
there are compelling reasons for their use. Due to 
the very low plasma concentrations achieved 
after inhaled dosing clinically significant drug 
interactions are unlikely. Care should be taken 
when co-administering known strong CYP3A4 
inhibitors (e.g. ketoconazole, ritonavir), as there is 
potential for increased systemic exposure to 
Fluticasone Propionate.

Over dosage

There are no data available from clinical trials on 
overdose with Floriva®-F.

Pharmaceutical Precautions

Pressurised canister, do not puncture, break or 
incinerate even when apparently empty.
Avoid storage in direct sunlight or heat.

Storage

Keep out of reach of children. Store in a dry 

place, below 30˚C temperature and protected 
from light.
Packaging

Floriva®-F 25/250: Each canister contains 120 
metered dose inhalations.
Floriva®-F 25/125: Each canister contains 120 
metered dose inhalations.
Floriva®-F 25/50: Each canister contains 120 
metered dose inhalations.

Important Information for the Patients

Prime your Floriva®-F Inhaler

Floriva®-F inhaler should be primed before using 
it for the first time. You should also prime your 
inhaler when the inhaler has not been used for 
more than 14 days or when the inhaler has been 
dropped.

k´go mJr lîáKrnJ®-Fl AjPyuJr mqmyJPrr xo~ IJkjJPT FKaPT 
k´JAo TPr KjPf yPmÇ FojKT 14 Khj mJ fJr ßmKv Khj mqmyJr 
jJ TrPuS FKaPT k´JAo TPr ßjS~J k´P~J\jÇ

What do we mean by 'Priming' of the inhaler?

AjPyuJr k´JAo TrJ muPf KT mM^J~?

When using your new inhaler for the first time or if 
it has not been used for 14 days or more, you 
should prime your inhaler before use. This is 
known as priming.

AjPyuJr k´go mqmyJr mJ 14 Khj KmrKfPf mqmyJr TrJr xo~ 
FKar krLãJoMuT mqmyJr k´P~J\jÇ FPTA k´JAo TrJ mPuÇ

How to prime the inhaler?

KTnJPm k´JAo TrPf y~?

To prime, simply shake the inhaler well and then 
spray 4 times into the air away from your face, 
shake well before each spray.

k´JAo TrJr \jq ßTKjˆJrPT nJunJPm ^ÅKTP~ Kjj FmÄ oMU ßgPT 
hNPr mJfJPx 4 mJr YJk Khj FmÄ k´Kf YJk ßhS~Jr kNPmt ^ÅJTJPf 
yPmÇ

Why priming of the inhaler is important?

k´JAo TrJ k´P~J\j ßTj?

Priming ensures that your inhaler delivers the 
correct dose. Once primed, your inhaler is ready 
to use and deliver the correct amount of medicine.

k´JAKoÄ IJkjJr AjPyuJrKar xKbT SwMi xrmrJy KjKÁf TPrÇ 
k´JAo yS~Jr xJPg xJPg IJkjJr AjPyuJrKa mqmyJr CkPpJVL 
yPm FmÄ xKbT oJ©J~ SwMi xrmrJy TrPmÇ

Floriva®-F
Salmeterol and

Fluticasone Propionate

Description

Floriva®-F metered dose inhaler is a combination 
of Salmeterol Xinafoate BP and Fluticasone 
Propionate BP. Salmeterol Xinafoate is a 
selective, long acting beta-2 agonist used in the 
treatment of asthma and other forms of diffuse 
airways obstruction. Fluticasone Propionate is a 
corticosteroid with mainly glucocorticoid activity. 
Fluticasone Propionate is stated to exert a topical 
effect on the lungs without systematic effects at 
usual dose.

Mode of action

Floriva®-F contains Salmeterol and Fluticasone 
Propionate, which have different modes of action. 
Salmeterol protects against symptoms, 
Fluticasone Propionate improves lung function 
and prevents exacerbations of the condition. 
Floriva®-F can offer a more convenient regime for 
patients on concurrent β- agonist and inhaled 
corticosteroid therapy. The respective 
mechanisms of action of both drugs are 
discussed below :
Salmeterol: Salmeterol is a selective long-acting 
(12 hour) beta-2-adrenoceptor agonist with a long 
side chain which binds to the exo-site of the 
receptor.
Fluticasone Propionate: Fluticasone Propionate 
given by inhalation at recommended doses has a 
potent glucocorticoid anti-inflammatory action 
within the lungs, resulting in reduced symptoms 
and exacerbaions of asthma, without the adverse 
effects observed when corticosteroids are 
administered systemically.

Composition

Floriva®-F 25/250 HFA Inhaler: Each actuation 
delivers Salmeterol Xinafoate BP equivalent to  
25 µg Salmeterol and Fluticasone Propionate BP 
250 µg.
Floriva®-F 25/125 HFA Inhaler: Each actuation 
delivers Salmeterol Xinafoate BP equivalent to 25 
µg Salmeterol and Fluticasone Propionate BP 
125 µg.
Floriva®-F 25/50 HFA Inhaler: Each actuation 
delivers Salmeterol Xinafoate BP equivalent to 25 
µg Salmeterol and Fluticasone Propionate BP   
50 µg.

Indication

Floriva®-F is indicated in the regular treatment of 
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Parts of an Inhaler

AjPyuJPrr IÄv xoNy

nJuõ
Valve

iJfm TqJKjˆJr
Metal Canister

 TqJk
Dust Cap

FqJTYáP~ar
Actuator

FqJTYáP~aPrr oMU
Mouthpiece

How to use your inhaler correctly?

KTnJPm xKbT k≠KfPf AjPyuJr mqmyJr TrPmj?

1

1. Shake the inhaler well before use
(3 to 4 times)

KYP©r of f\tjL S mMPzJ IJñMPur oPiq AjPyuJrKa
iPr 3 ßgPT 4 mJr ^ÅJKTP~ KjPf yPmÇ

3

3. Breathe out slowly and gently until your
lung feels comfortably empty

oMU KhP~ iLPr iLPr mJfJx ßmr TPr IJkjJr láxláxKa
UJKu TPr KjjÇ

4
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2. Remove the cap from the mouthpiece of 
the actuator

FqJTYáP~aPrr oJCgKkx ßgPT TqJkKa xKrP~ KjjÇ

2

Rinse your mouth after taking inhaler

AjPyuJr mqmyJPrr kr TáKu TPr oMU kKrÏJr TPr KjjÇ

Cleaning of your inhaler
  

Keeping the plastic actuator clean is very 
important to prevent medicine buildup and 
blockage. The actuator should be washed 
with warm water & shaken to remove 
excess water and air-dried thoroughly at 
least once a week. The inhaler may stop 
spraying if not properly cleaned.

TqJk S FqJTYáP~ar kKrÏJr rJUJ UMmA èr∆fôkNetÇ iJfm 
TqJKjˆJr ßgPT FqJTYáP~araJ UMPu yJuTJ Vro kJKjPf 
x¬JPy TokPã FTmJr iMP~ KjPf yPm FmÄ mJfJPx 
ÊKTP~ KjPf yPmÇ AjPyuJr KbTof kKrÏJr TrJ jJ yPu 
FaJ KhP~ KbT of ß¸s TrJ pJPm jJÇ

4. Bring the inhaler to your mouth. Place it 
in your mouth between your teeth and 
close your mouth around it.

AjPyuJrKaPT oMPUr oPiq rJUPf yPmÇ AjPyuJPrr 
Kj”xreÆJr oMPUr oPiq hJÅPfr lJPT ˙Jkj Tr∆j FmÄ 
ßbJÅa KhP~ lJTJ \J~VJ mº TPr KjjÇ

5. Start to breathe in slowly through your 
mouth. As you start to breathe in, press 
down firmly on the top of the can to 
release your medicine, continue to breathe 
in steadily and deeply.

oMU KhP~ iLPr iLPr võJx V´ye TrPf yPm FmÄ FTA 
xoP~ TqJKjˆJrKaPT YJk KhPf yPmÇ FnJPm iLPr iLPr 
VnLrnJPm võJx ßj~Jr xo~ FTKa oJ©J KjPf yPmÇ

6. Hold your breath. Remove the inhaler from 
your mouth. Continue to hold your breath as 
long as possible, up to 10 seconds.

võJx iPr rJUPf yPmÇ AjPyuJrKaPT oMU ßgPT xKrP~ 
ßluPf yPmÇ 10 ßxPT¥ IgmJ pfãe x÷m võJx iPr 
rJUPf yPmÇ If”kr iLPr iLPr võJx ZJzPf yPmÇ

Tips for Children

Children may need assistance of their 
parents. Children and others who have 
weaker hands may have difficulty pressing 
down on the top of the can with just one 
hand. They can use both hands to make 
their Inhaler work.

KvÊPhr mqmyJPrr \jq KkfJ oJfJr xyPpJKVfJ k´P~J\j 
yPf kJPrÇ pJPhr yJPf vKÜ To fJPhr ßãP© FT 
yJPf YJk k´P~JV TrPf xoxqJ yPf kJPrÇ fJrJ YJk 
k´P~JPVr \jq hMA yJf mqmyJr TrPf kJPrjÇ

Notes
If you need another puff of medicine, wait 1 
minutes, then repeat step 3 to 6

pKh FTJKiT oJ©J V´yPjr hrTJr y~ fPm TokPã 1 
KoKja IPkãJ TPr 3 ßgPT 6 jÄ iJk kMjrJmOK• Tr∆jÇ

xfTtfJ
YJkpMÜ TqJjˆJr, IJkJf hOKÓPf UJKu oPj yPuS KZhs TrJ, nJñJ 
IgmJ ßkJzJPjJ pJPm jJÇ 
 xrJxKr xNptJPuJT mJ fJk ßgPT hNPr rJUMjÇ
 30˚ßx. Fr KjPY xÄrãe Tr∆jÇ
 ßYJPUr xÄ¸Pvt IJxPf ßh~J pJPm jJÇ
 KvÊPhr jJVJPur mJAPr rJUMjÇ

Precautions

Pressurised canister, do not puncture, break or
incinerate even when apparently empty.
 Avoid storage in direct sunlight or heat.
 Store below 30˚C.
 Keep away from eyes.
 Keep away from children.
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Opsonin Pharma Limited
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