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Roveflu DPI Rooyan®

Generic name: Fluticasone propionate with Salmeterol xinafoate.

Brand name: Roveflu DPI Rooyan®
Dosage forms: Roveflu DPI Rooyan” is an inhaled powder form of Fluticasone propionate (250, or 500 pg)
and Salmeterol xinafoate salt (72.5 mng, equlvdlem to 50 pg of Salmeterol bdse) that comes in form of capsules.
Drug class: Fluticasone trifluorinated cor d. Salmeterol xinafoate is a selective
ng 32- ddrenergl(, agomst (LABA) This package contains 60 inhalation capsules.

What is in this leaflet:
. What Roveflu DPI Rooyan® is and what it is used for
. Before using Roveflu DPI Rooyan”
. Warnings, precautions and contraindications while using Roveflu DPI Rooyan®
. Roveflu DPI Rooyan” possible side effects

. The required dose and administration

. Roveflu DPI Rooyan” interactions

. Roveflu DPI Rooyan” pharmacology

. Storage conditions
1. What Roveflu DPI Rooyan® is and what it is used for
Roveflu DPI Rooyan® is a combination product containing a corticosteroid (Fluticasone propionate) and a
long-acting B2-adrenergic agonist (Salmeterol xinafoate) indicated for:
- The treatment of asthma in patients aged 4 years and older. Roveflu DPI Rooyan” should be used for patients
not adequately controlled on a long-term asthma control medication such as an inhaled corticosteroid or whose
disease warrants initiation of treatment with both an inhaled corticosteroid and long-acting p2-adrenergic
agonist.
- Roveﬂu DPI Rooyan” 50/250 is i d for the flow obstruction in patients
with chronic obstructive pulmonary disease (COPD), including chromc bronchitis and/or emphysema. Roveflu
DPI Rooyan® 50/250 is also indicated to reduce exacerbations of COPD in patients with a history of exacerbations.
Roveflu DPI Rooyan” 50/250 twice daily is the only approved dosage for the treatment of COPD because an
efficacy advantage of the higher strength Roveflu DPI Rooyan®™ 50/500 over Roveflu DPI Rooyan® 50/250
has not been demonstrated.
Important limitation of use: Not indicated for the relief of acute bronchospasm.
2. Before using Roveflu DPI Rooyan®
Follow all directions on your prescription label and read all medication guides or instruction sheets. Use the
medicine exactly as directed. Using too much of this medicine can cause life-threatening side effects. Ask your
doctor or pharmacist if you do not understand these instructions.
@ You should not use Roveflu DPI Rooyan" if you are allergic to Fluticasone or Salmeterol, or if you have a
severe allergy to milk proteins or if you are having an asthma attack or severe COPD symptoms.
@ Tell your doctor if you have ever had glaucoma or cataracts; heart disease or high blood pressure; a seizure;
diabetes; a weak immune system; any type of infection (bacterial, fungal, viral, or parasitic); osteoporosis; a
thyroid disorder; or liver or kidney disease.
@ Fluticasone can weaken your immune system, making it easier for you to get an infection or worsening an
infection you already have or have recently had. Tell your doctor about any illness or infection you have had
within the past several weeks.
® Avoid being near people who are sick or have infections. Call your doctor for preventive treatment if you
are exposed to chickenpox or measles. These conditions can be serious or even fatal in people who are using
a steroid such as Fluticasone.
@ Tell your doctor if you are pregnant. It is not known whether this medicine will harm an unborn baby.
However, having untreated or uncontrolled asthma during pregnancy may cause complications such as low
birth weight, premature birth, or eclampsia.
® It may not be safe to breast-feed while using this medicine. Ask your doctor about any risk.
® Do not give this medicine to a child without medical advice.
@ Roveflu DPI Rooyan® is not a rescue medicine for asthma or bronchospasm attacks. Use only fast-acting
inhalation medicine for an attack. Seek medical attention if your breathing problems get worse quickly, or if
you think your asthma medications are not working as well.
@ If you also use an oral steroid medication, you should not stop using it suddenly. Follow your doctor's
instructions about tapering your dose.
® Do not use a second inhaled bronchodilator unless your doctor tells you to. This includes Formoterol
(Symbicort), Salmeterol, or other medicinies of this group.
® Your dose needs may change due to surgery, illness, stress, or a recent asthma attack. Do not change your
medication dose or schedule without your doctor's advice. Once your asthma is under control, your doctor
may want you to stop using this medicine. Do not stop using the medicine unless your doctor fells you to.
® Use the medicine at the same time each day. Use only the inhaler device provided with your medication.
® Rinse your mouth with water without swallowing after each use of your inhaler.
® Your vision and your bone mineral density may need to be checked often.
® Store your medicine at room temperature, away from moisture and sunlight. Avoid high heat, such as open
flame or in a car on a hot day. Carefully follow all storage and disposal directions provided with your medicine.
® Remember, keep this and all other medicines out of the reach of children, never share your medicines with
others, and use this medication only for the indication prescribed.
® Always consult your healthcare provider to ensure the information displayed on this page applies to your
personal circumstances.
Missed dose: Skip the missed dose and use your next dose at the regular time. Do not use two doses at one
time.
Overdosage: Overdose symptoms may include chest pain, fast heart rate, and feeling shaky or short of breath.
Treatment of overdosage consists of discontinuation of Roveflu DPI Rooyan” together with institution of
appropriate symptomatic and/or supportive therapy. The judicious use of a cardioselective B-receptor blocker
may be considered, bearing in mind that such medication can produce bronchospasm. Cardiac monitoring is
recommended in cases of overdosage.
Pregnancy & Lactation
Pregnancy Category C
There are insufficient data on the use of Roveflu DPI Rooyan® or individual monoproducts, Fluticasone
propionate and Salmeterol xinafoate, in pregnant women. Also there are no available data on the presence of
Fluticasone propionate or Salmeterol xinafoate in human milk, the effects on the breastfed child, or the effects
on milk production. The benefits of breastfeeding should be considered along with the mother's clinical need
for Roveflu DPI Rooyan” and any potential adverse effects on the breastfed child.
Pediatric Use
The safety and effectiveness of Roveflu DPI Rooyan” in children with asthma younger than 4 years have not
been established. Inhaled corticosteroids, including Fluticasone propionate, may cause a reduction in growth
velocity in children and adolescents [see Warnings and Precautions]. The growth of pediatric patients receiving
Roveflu DPI Rooyan®, should be monitored. The potential growth effects of prolonged treatment should be
weighed against the clinical benefits obtained. To minimize the systemic effects of orally inhaled corticosteroids,
including ROVEFLU, each patient should be titrated to the lowest strength that effectively controls his/her
asthma [see Dosage and Administration].
Geriatric Use
Data did not include sufficient numbers of subjects aged 65 years and older to determine whether older subjects
with asthma respond differently than younger subjects. As with other products containing B-agonists, special
caution should be observed when using Roveflu DPI Rooyan® in geriatric patients who have concomitant
cardiovascular disease that could be adversely affected by 2-agonists.
Hepatic Impairment
Formal pharmacokinetic studies have not been conducted in patients with hepatic impairment. However, since
both Fluticasone and Salmeterol are predominantly cleared by hepatic metabolism, impairment of liver function
may lead to accumulation of Fluticasone and Salmeterol in plasma. Therefore, patients with hepatic disease
should be closely monitored.
Renal Impairment
Formal pharmacokinetic studies have not been conducted in patients with renal impairment.
3.Warnings, pr i and con while using Roveflu DPI Rooyan®
® Use of long-acting p2-adrenergic agonist as monotherapy (without inhaled corticosteroids) for asthma is
associated with an increased risk of asthma-related death. Available data from controlled clinical trials also
suggest that use of long-acting B2-adrenergic agonist as monotherapy increases the risk of asthma-related
hospitalization in pediatric and adolescent patients.
@ Roveflu DPI Rooyan® should not be initiated in patients during rapidly deteriorating or potentially life-
threatening episodes of asthma or COPD. Also Roveflu DPI Rooyan® should not be used for the relief of acute
symptoms, as rescue therapy for the treatment of acute episodes of bronchospasm. Increasing use of inhaled,
short-acting 2-agonists is a marker of deteriorating asthma. In this situation, the patient requires immediate
reevaluation with reassessment of the treatment regimen, giving special consideration to the possible need for
replacing the current strength of Roveflu DPI Rooyan® with a higher strength, adding additional inhaled
corticosteroids, or initiating systemic corticosteroids. Patients should not use more than 1 inhalation twice
daily of Roveflu DPI Rooyan®. Acute symptoms should be treated with an inhaled, short-acting B2-agonist.
When beginning treatment with Roveflu DPI Rooyan®, patients who have been taking oral or inhaled, short-
acting B2-agonists on a regular basis (e.g., 4 times a day) should be instructed to discontinue the regular use
of these drugs.

Adverse effects 1-10%

Candidiasis (0-10%)

Throat irritation (7-9%)

Musculoskeletal pain (2-9%)

Bronchitis (2-8%)

Upper respiratory inflammation (4-7%)

Viral respiratory infections (4-6%)

Nausea or vomiting (4-6%)

Cough (3-6%)

Sinusitis (4-5%)

Hoarseness or dysphonia (2-5%)

Fever (3-4%)

Diarrhea (2-4%)

Gastrointestinal discomfort or pain (1-4%)

Oral candidiasis (1-4%)

Muscle cramps or spasms (3%)

Malaise or fatigue (2-3%)

Viral Gastrointestinal infections (0-3%)

Postmarketing Reports

In addition to adverse reactions reported from clinical trials, the following adverse reactions have been identified

during postapproval use of any formulation of Roveflu DPI Rooyan”. Because these reactions are reported

voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency

or establish a causal relationship to drug exposure.

Cardiac: Arrhythmias, ventricular tachycardia.

Endocrine: Cushing syndrome, growth velocity reduction in children and adolescents.

Gastrointestinal tract : Abdominal pain, dyspepsia, xerostomia.

Metabolic: Hyperglycemia, weight gain.

Musculoskeletal: Arthralgia, cramps, myositis, osteoporosis.

Neurologic: Paresthesia, restlessness.

Psychiatric: Agitation, aggression, depression, behavioral changes (eg, hyperactivity, irritability; rare and

occurring primarily in children).

Reproductive: Dysmenorrhea.

Dermatologic: Ecchymoses, photodermatitis.

Vascular: Pallor.

NOTE: Other side effects not listed in this guide may also occur in some patients. If you notice any other

effects, check with your doctor.

5. The required dose and administration

Roveflu DPI Rooyan® should be administered as 1 inhalation twice daily by the orally inhaled route only. After

inhalation, the patient should rinse his/her mouth with water without swallowing to help reduce the risk of

oropharyngeal candis

More frequent administration or a greater number of inhalations of the prescribed strength of Roveflu DPI

Rooyan” is not recommended as some patients are more likely to experience adverse effects with higher doses.

Patients using Roveflu DPI Rooyan” should not use additional long-acting 32-adrenergic agonist for any reason

[See Warnings and Precautions].

ASTHMA

- For patients aged 12 years and older, the dosage is 1 inhalation twice daily, approximately 12 hours apart.

‘When choosing the starting dosage strength of Roveflu DPI Rooyan®, consider the patients' disease severity,

based on their previous asthma therapy, including the inhaled corticosteroids dosage, as well as the patients'

current control of asthma symptoms and risk of future exacerbation.

- If asthma symptoms arise in the period between doses, an inhaled, short-acting 32-agonist should be taken

for immediate relief.

- The maximum recommended dosage is Roveflu DPI Rooyan” 50/500 twice daily.

- Improvement in asthma control following inhaled administration of ROVEFLU can occur within 30 minutes

of beginning treatment, although maximum benefit may not be achieved for 1 week or longer after starting

treatment. Individual patients will experience a variable time to onset and degree of symptom relief.

- For patients who do not respond adequately to the starting dosage after 2 weeks of therapy, replacing the

current strength of Roveflu DPI Rooyan” with a higher strength may provide additional improvement in asthma

control.

- If a previously effective dosage regimen fails to provlde adequate improvement in asthma control, the

therapeutic regimen should be luated and addi options (e.g. repl: the current slrenglh

of Roveflu DPI Rooyan” with a higher strength, additional inhaled corticosteroids, initiating oral corticosteroids)

should be considered.

CHRONIC OBSTRUCTIVE PULMONARY DISEASE

The recommended dosage for patients with COPD is 1 inhalation of Roveflu DPI Rooyan” 50/250 twice daily,

approximately 12 hours apart. If shortness of breath occurs in the period between doses, an inhaled, short-

acting B2-agonist should be taken for immediate relief.

6. Roveflu DPI Rooyan® interactions

Sometimes it is not safe to use certain medications at the same time. Some drugs can affect the blood levels

of other drugs that patient takes, which may increase side effects or make the medications less effective. Tell

your do(.lor dbout all your other medicines, especially:
and Sal I, the individual cc p s of Roveflu DPI Rooyan®, are substrates of P450 3A4.

The use of strong P450 3A4 inhibitors like ritonavir, atazanavir, clarithromycin, indinavir, itraconazole,

nefazodone, ketoconazole, telithromycin, with Roveflu DPI Rooyan® is not recommended because increased

systemic corticosteroid effects (including Cushing's syndrome and adrenal suppression) and increased

cardiovascular adverse effects (like frequent increases in QTc duration) may occur.

- Roveflu DPI Rooyan” should be administered with extreme caution to patients being treated with monoamine

oxidase inhibitors or tricyclic antidepressants, or within 2 weeks of discontinuation of such agents, because

the action of Salmeterol, on the vascular system may be potemmted by these agents

- B-blockers not only block the pul effect of p-z uch as Sal ol in Roveflu DPI Rooyan”,

but may also produce severe bmm.hospdsm in patients with dsthmd or COPD. Therefore, patients with asthma

or COPD should not normally be treated with B-blockers. However, under certain circumstances, there may

be no acceptable alternatives to the use of B-adrenergic blocking agents for these patients; cardioselective

B-blockers could be considered, although they should be administered with caution.

- The electrocardiogram changes and/or hypokalemia that may result from the administration of non-

potassiumsparing diuretics (such as loop or lhidzide diuretics) can be acutely worsened by B-agonists, such

as Salmeterol in Roveflu DPI Rooyan”, ially when the r ded dose of the B-agonist is exceeded.

Although the clinical significance of these effects is not known, caution is advised in the coadministration of

Roveflu DPI Rooyan™ with non-potassium-sparing diuretics

NOTE: This list is not complete and many other drugs may affect Fluticasone and Salmeterol. This includes

prescription and over-the-counter itamins, and herbal products.

7. ROVEFLU Pharmacology

Mechanism of Action:

Roveflu DPI Rooyan™ contains both Fluticasone and Salmeterol. These drugs represent two different cla

of medications. Fluticasone is a synthetic trifluorinated corticosteroid with anti-inflammatory activity. It inhibits

multiple cell types (like mast cells, eosmophlls basophils, lymphocytes, macrophages, neutrophils) and mediator

production or sec: (like hi leukotrienes, cytokines) involved in the asthmatic response.

Salmeterol is a selective long-acting p2-adrenergic agonist, causing bronchial smooth muscle relaxation.

Absorption: Peak plasma time of Fluticasone is 1-2 hour; and of Salmeterol is 20 minute.

Distribution: Protein bound of Fluticasone is 99%; and ofSalmelerol is 96%.

Elimination: Half-life of Fluticasone is 11-12 hour; and for Salmeterol is 5.5 hour.

Excretion of Fluticasone: Feces (95%), urine (5%).

Excretion of Salmeterol: Feces (60%), urine (25%).

8. Storage conditions

- Store below 30°C.

- Store in a dry place away from direct heat or sunlight.

- Keep out of reach of children.

- Roveflu DPI Rooyan™ should be stored inside the unopened moisture-protective package and only removed

from the package immediately before initial use.

- Do not attempt to take the inhaler apart.

IMPORTANT: This medication guide summarizes the most important information about Roveflu DPI Rooyan”

and does NOT have all possible information about this product. This information does not assure that this

product is safe, effective or appropriate for you. Always ask your health care professional for complete

information about this product and your specific health needs.

Manufactured by Rooyan darou Co., Nejatolahi St., Tehran
E-mail: mzb@rooyandarou.com
Revised February 2021

Rcfcrcnccs
data.fda.gov 2019

@ Clinically significant cardiovascular effects and fatalities have been reported in association with i
use of inhaled sympathomimetic drugs. Patients using Roveflu DPI Rooyan® should not use another medicine
containing a long-acting B2-adrenergic agonist (e.g., Salmeterol, Formoterol fumarate, and others) for any
reason.

@ In clinical trials, the development of localized infections of the mouth and pharynx with Candida albicans
has occurred in subjects treated with Roveflu DPI Rooyan®. When such an infection develops, it should be
treated with appropriate local or systemic antifungal therapy while treatment with Roveflu DPI Rooyan®
continues, but at times therapy with Roveflu DPI Rooyan" may need to be interrupted. Advise the patient to
rinse his/her mouth with water without swallowing to help reduce the risk of oropharyngeal candidiasis.
® Lower respiratory tract infections, including pneumonia, have been reported in patients with COPD following
the inhaled administration of corticosteroids, including Fluticasone propionate. Physicians should remain
vigilant for the possible development of pneumonia in patients with COPD as the clinical features of pneumonia
and exacerbations frequently overlap.

@ Persons who are using drugs that suppress the immune system are more susceptible to infections than healthy
individuals. Chickenpox and measles, for example, can have a more serious or even fatal course in susceptible
children or adults using corticosteroids. In patients who have not had these diseases or been properly immunized,
particular care should be taken to avoid exposure. Inhaled corticosteroids should be used with caution, if at
all, in patients with active or qui tuberculosis i of the resp tract; ic fungal, bacterial,
viral, or parasitic infections; or ocular herpes simplex.

® After withdrawal from systemic corticosteroids, a number of months are required for recovery of hypothalamic-
pituitary-adrenal (HPA) function. Patients requiring oral corticosteroids should be weaned slowly from systemic
corticosteroid use after transferring to Roveflu DPI Rooyan”. During withdrawal from oral corticosteroids,
some patients may experience symptoms of systemically active corticosteroid withdrawal (e.g., joint and/or
muscular pain, lassitude, depression) despite or even impr of respiratory function.
@ Fluticasone propionate, a component of Roveflu DPI Rooyan®, will often help control asthma symptoms
with less suppression of hypothalamic-pituitary-adrenal function than therapeutically equivalent oral doses
of prednisone. The beneficial effects of Roveflu DPI Rooyan® in minimizing hypothalamic-pituitary-adrenal
dysfunction may be expected only when recommended dosages are not exceeded and individual patients are
titrated to the lowest effective dose. Particular care should be taken in observing patients postoperatively or
during periods of stress for evidence of inadequate adrenal response.

@ The use of strong cytochrome P450 3A4 inhibitors (e.g., ritonavir, atazanavir, clarithromycin, indinavir,
itraconazole, nefazodone, ketoconazole, telithromycin) with Roveflu DPI Rooyan® is not recommended [see
Drug Interactions].

@ As with other inhaled medicines, Roveflu DPI Rooyan® can produce paradoxical bronchospasm, which may
be life threatening. If paradoxical bronchospasm occurs following dosing with Roveflu DPI Rooyan”, it should
be treated immediately with an inhaled, short-acting bronchodilator; Roveflu DPI Rooyan” should be discontinued
immediately; and alternative therapy should be instituted. Upper airway symptoms of laryngeal spasm, irritation,
or swelling, such as stridor and choking, have been reported in patients receiving Roveflu DPI Rooydn
® Immediate hypersensitivity reactions (e.g., urticaria, ioedema, rash, bronct hyp ), may
occur after administration of Roveflu DPI Rooyan®. There have been reports of anaphylactic reactions in
patients with severe milk protein allergy after inhalation of powder products containing lactose; therefore,
patients with severe milk protein allergy should not use Roveflu DPI Rooyan® [see Contraindications].
® Roveflu DPI Rooyan” should be used with caution in patients with cardiovascular disorders, especially
coronary insufficiency, cardiac arrhythmias, hypertension and also it should be used with caution in patients
with convulsive disorders or thyrotoxicosis (Changes in thyroid status may require dosage adjustments;
hyperthyroidism may increase corticosteroids clearance while it may decrease in hypothyroidism) and in those
who are unusually responsive to sympathomimetic amines.

® Decreases in bone mineral density have been observed with long-term administration of products containing
inhaled corticosteroids. Patients with major risk factors for decreased bone mineral content, such as prolonged
immobilization, family history of osteoporosis, postmenopausal status, tobacco use, advanced  age, poor
nutrition, or chronic use of drugs that can reduce bone mass (e.g., anticor , oral corti ds), should
be monitored. Since patients with COPD often have multiple risk factors for reduced bone mineral density,
assessment of bone mineral density is recommended prior to initiating Roveflu DPI Rooyan" and periodically
thereafter. If significant reductions in bone mineral density are seen and Roveflu DPI Rccyan“‘ is still considered
medically important for that patient's COPD therapy, use of medicine to treat or prevent osteoporosis should
be strongly considered.

@ Orally inhaled corticosteroids may cause a reduction in growth velocity when administered to pediatric
patients. Monitor the growth of pediatric patients receiving Roveflu DPI Rooyan® routinely. To minimize the
systemic effects of orally inhaled corticosteroids, including Roveflu DPI Rooyan®, titrate each patient's dosage
to the lowest dosage that effectively controls his/her symptoms [see Dosage and Administration].
® Glaucoma, increased intraocular pressure, and cataracts have been reported in patients with asthma and
COPD following the long-term administration of inhaled corticosteroids, including Fluticasone propionate.
Consider referral to an ophthalmologist in patients who develop ocular symptoms or use Roveflu DPI Rooyan”
long term.

@ In rare cases, patients on inhaled Fluticasone propionate, may present with systemic eosinophilic conditions.
Some of these patients have clinical feature of vasculitis consistent with Churg-Strauss syndrome. Physicians
should be alert to eosinophilia, vasculitic rash, worsening pulmonary symptoms, cardiac complications, and/or
neuropathy presenting in their patients.

® B-adrenergic agonist medicines may produce significant hypokalemia in some patients, which has the potential
to produce adverse cardiovascular effects. The decrease in serum potassium is usually transient, not requiring
supplementation.

CONTRAINDICATIONS

® Primary treatment of status asthmaticus or acute episodes of asthma or COPD requiring intensive measures.
@ Severe hypersensitivity to milk proteins or demonstrated hypersensitivity to Fluticasone propionate, Salmeterol,
or any of the excipients.

4. Roveflu DPI Rooyan® possible side effects

- Get emergency medical help if you have signs of an allergic reaction: hives; difficulty breathing; swelling
of your face, lips, tongue, or throat.

- Call your doctor at once if you have the following signs: breathing problems after using Roveflu DPI Rooyan";
fever, chills, cough with mucus, feeling short of breath; chest pain, fast or irregular heartbeats, pounding in
your neck or ears; tremors, nervousness; blurred vision, eye pain; signs of fungal infection like sores or white
patches in your mouth or throdt trouble swallowing; high blood sugar symptoms like increased thirst, increased
urination, dry mouth; low potassium level signs like leg cramps; signs of a hormonal disorder such as worsening
tiredness or weakne:s feeling light-headed, nausea, vomiting.

- Fluticasone can affect growth in children. Talk with your doctor if you think your child is not growing at a
normal rate while using this medication.

- Most common adverse reactions (incidence >3%) in patients with asthma include upper respiratory tract
infection or inflammation, pharyngitis, dysphonia, oral candidiasis, bronchitis, cough, headaches, nausea and
vomiting and in patients with chronic obstructive pulmonary disease (COPD) include pneumonia, oral
candidiasis, throat irritation, dysphonia, viral respiratory infections, headaches, musculoskeletal pain.
Adbverse effects>10%

Upper respiratory tract infection (21-27%)

Headache (12-21%

Pharyngitis (10-13%)

2 Mdl’tlnddle the complete drug reference, 38th Edition
3. Reference. Medscape

INSTRUCTIONS FOR USE
® The inhaler device (ROVEHALER")is specifically designed for inhalation of Rooyan Darou
inhalation capsules.

@ Do not swallow Roveflu DPI Rooyan® capsules!

@ Follow the instructions below for using your Rovehaler” inhaler device. You will inhale the medicine in the
capsules from the device. If you have any questions, ask your healthcare provider or pharmacist.

@ Do not give this medicine to a child without medical advice.

@ Keep your Rovehaler” inhaler device dry and handle it with DRY hands.

The Rovehaler” is a single dose inhalation device made from acrylonitrile butadienf styrene (ABS) plastic
materials and stainless steel. The capsule chamber is made from methyl-methacrylate-acrylonitrile-butadiene-
styrene (MABS) orpolycarbonate (PC) plastic material.

Inhaler device is launched in the cardboard within the protective packaging for safety purposes.

Please take out your device from the package before using, as shown at figure.

‘While using Rovehaler” inhaler device, please do not forget to follow the instructions of your doctor carefully.
The inhaler device is specifically designed for inhalation of Rooyan Darou inhalation capsules. It should not
be used to take another drug. The aerolizer consists of the following parts:
1. Powder cap

2. Mouthpiece

3. Central reservoir

4. Drill button

5. Bottom reservoir

1. To liberate the powder cap, please press to the drilling button and leave.

2. Open the powder cap completely by pulling it upward and then open the mouthpiece by pulling it upward.

%
3. Take a Roveflu DPI Rooyan” inhalation capsule out of the blister strip, shake the capsule well before use (It is

important that you take the capsule from the blister pack only immediately before you use it) and as shown at figure 3,
place it in the central reservoir. It does not matter direction of the capsule in the reservoir.

4. Close the mouthpiece tightly until it clicks. Leave the powder cap open.

5 Keep the inhaler device upright and push the drilling button only a single motion and leave. Thus holes will
be opened in the capsule and will allow the drug to be released when you breathe.
@

6. Breathe out fully.
Important: Please do not breathe into the mouthpiece at any time.

7. Place the mouthpiece in your mouth and tilt your head slightly backwards. Close your lips around the
mouthpiece and breathe in as quickly and as deeply as you can. As you breathe in, you will inhale the medicine
into your lungs. You should hear the capsule spinning in the inhaler. If you do not hear this whirring noise,
the capsule may be stuck in the compartment. If this occurs, open the inhaler and loosen the capsule by prising
it out of the compartment. Do not try to loosen the capsule by repeatedly pressing the button.
If you have heard the whirring noise, hold your breath for as long as you comfortably can while taking the
inhaler out of your mouth. Then breathe normally. Open the inhaler to see if any powder is still in the capsule.
If there is still powder in the capsule repeat steps 6 and 7.

8. Open the mouthpiece again. Turn the device and discard the used capsule. If you need to clean the inhaler,
wipe the mouthpiece and capsule compartment with a dry cloth or a clean soft brush. Close the mouthpiece
and powder cap and leave your device.

NOTE: DO NOT use water to clean the inhaler.

The capsules should not be exposed to extreme temperatures.
Roveflu DPI Rooyan® Inhalation capsules contains a small amount of a powder, therefore capsules are only
partially filled.

Discard the ROVEHALER' device 12 months after first use.
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