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SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

Respero Myrtol forte gastro-resistant capsules, soft, 300 mg

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

One gastro resistant soft capsule contains 300 mg of the active substance: Distillate of a mixture
of rectified essential oils of eucalyptus, sweet orange, myrtle and lemon.

Excipient(s) with known effect: Each capsule contains sorbitol (E 420), see section 4.4

For the full list of excipients, see paragraph 6.1

3. PHARMACEUTICAL FORM

gastro-resistant capsules, soft

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Acute and chronic bronchitis and sinusitis.

Respero Myrtol forte is indicated for adults, adolescents and children from 6 years.
4.2 Posology and method of administration

Posology

Unless otherwise prescribed, the following dosage recommendations apply:

Age For acute inflammatory conditions: [For chronic inflammatory conditions:
6 — 12 years 1 capsule 1 — 3 times per day 1 capsule 1 — 2 times per day
> 12 years 1 capsule 3 — 4 times per day 1 capsule 2 - 3 times per day

Method of administration

Respero Myrtol forte capsules should be taken without chewing about half an hour before food
with plenty of cold liquid. The last dose can be taken before retiring to bed.

4.3 Contraindications



Respero Myrtol forte capsules may not be used

- in patients suffering from inflammatory gastrointestinal and biliary disorders or severe
hepatic disease,

- if there is a hypersensitivity to the active substance or one of the ingredients listed in
section 6.1,

- in children younger than 6 years.

4.4 Special warnings and precautions for use

In the package leaflet, the patient is given the following warnings:

“If your symptoms should persist or get worse, or if you develop shortness of breath or fever,
or if you start coughing up mucus containing blood or pus-like matter, you should consult a
doctor immediately.

If you suffer from bronchial asthma, whooping cough or other respiratory diseases
accompanied by marked hypersensitivity of the respiratory system, you should only take
Respero Myrtol forte capsules after talking to your doctor”.

This medicinal product contains less than 1 mmol sodium (23 mg) per capsule, i.e. essentially
‘sodium- free’.

This medicinal product contains sorbitol (E 420). Patients with rare hereditary problems of
fructose intolerance should not take this medicine.

Respero Myrtol forte capsules are not suitable for children under 6 years.

4.5 Interaction with other medicinal products and other forms of interaction

In therapeutic doses there are no known interactions.

4.6 Fertility, pregnancy and lactation

Pregnancy

Animal studies as well as decades of therapeutic experience with Respero Myrtol forte capsules
in humans do not indicate reproductive toxicity. Therefore Respero Myrtol forte capsules can
be used during pregnancy if clinically indicated. As with any medication during pregnancy, a
physician should be consulted before using Respero Myrtol forte capsules in this period (see
section 5.3).

Breastfeeding

Because of the lipophilic properties of Respero Myrtol forte capsules passage into human milk
must be considered very likely; however animal tests showed that the plasma concentration is
below detection limit in suckled offspring. As with any medication during breast-feeding, a
physician should be consulted before using Respero Myrtol forte capsules in this period.



Fertility

No human data on the effect of Respero Myrtol forte capsules on fertility are available. In rats,
there was no effect on mating or fertility with Respero Myrtol forte capsules treatment (see
section 5.3).

4.7 Effects on ability to drive and use machines

None known

4.8 Undesirable effects

Adverse reactions are listed below in descending order by frequency of occurrence:

'Very common (>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)

Gastrointestinal disorders:

Uncommon: gastrointestinal complaints may occur, e.g. gastric pain/epigastric discomfort;
taste alteration.

Rare: nausea, vomiting or diarrhoea.

Immune system disorders:
Rare: hypersensitivity reactions (e.g. cutaneous rash, pruritus, facial swelling, dyspnoea
or circulatory disturbances) have been reported to occur.

Renal and urinary disorders:
Very rare: migration of existing renal calculi may occur.

Hepatobiliary disorders:
Very rare: migration of existing gallstones may occur.

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 the
national reporting systems of the Eurasian Economic Union Member States.

Republic of Armenia

Scientific Centre of Drug and Medical Technologies Expertise

0051, Yerevan, Komitas av., 49/5

(+374 10) 23-16-82, (+0374 10)23 08 96, (+374 10) 20-05-05, (+374 96) 22-05-05
admin@pharm.am; vigilance@pharm.am
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4.9 Overdose

No case of overdose has been reported.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Expectorants, excl. combinations with cough suppressants
ATC- Code: RO5C

Pharmacodynamic effects

Respero Myrtol forte has both a secretolytic and secretomotor effect. Thick mucus is loosened,
mucus clearance is increased and expectoration is thus promoted. In animal trials, mucus
production has been shown to be activated following oral administration in accordance with
clinical use; this represents a prerequisite for its therapeutic use as a secretolytic agent. In
addition to its secretolytic activity, further animal experiments and in vitro studies have shown
an antimicrobial action at high doses. Furthermore, anti-inflammatory effects have been
demonstrated in appropriate models. Taken as a whole, all of these effects play a role for the
therapeutic use of Respero Myrtol forte capsules.

5.2 Pharmacokinetic properties

Absorption.

Peak plasma levels of 1,8 cineole, limonene and a-pinene are observed approximately 1 — 3
hours following ingestion of Respero Myrtol forte capsules. AUC values for 1,8 cineole are
around 20 times higher than AUC values for limonene and oa-pinene. There is wide
interindividual and intraindividual variation in the Cmnax and AUC values of the three main
substances.

Biotransformation:

The three main substances 1,8 cineol, limonene and a-pinene are mainly hydroxylated with
subsequent partial or complete glucuronidation. Limonene is mainly converted to dihydro
perilla acid, perilla acid and limonene-1,2-diol.

Elimination:

The three main substances are mainly excreted as metabolites in the urine. A fraction is exhaled
with the breath.



5.3 Preclinical safety data

Chronic administration of the distillate of a mixture of rectified essential oils of eucalyptus,
sweet orange, myrtle and lemon to rats and dogs over 26 weeks was not associated with any
histopathological toxicity of relevance to humans. Effects which occurred in safety
pharmacology studies following oral administration of very high doses reflect the already
known effects of essential oils.

CNS sedation and the reduction in locomotor activity seen after very high doses is probably
triggered by non-specific membrane effects which occur as inhibitory effects in the structures
of the central nervous system. Increased renal blood flow, resulting in an increase in the
glomerular filtration rate, has been assumed to be the cause of the increasing diuretic effect.
An effect on the smooth muscles has been confirmed in studies on the gastrointestinal tract, in
which gastrointestinal motility was reduced. A decrease in gastric juice production was also
observed, for which no pharmacological explanation could be found. Cardiovascular and
respiratory system function was not affected.

In animal trials, there was no evidence of impaired male and female fertility or teratogenic
potential. 1,8 cineole has been shown to cross the placenta in studies on rats. Below the
maternally toxic dose range, pre- and postnatal development was not adversely affected.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Refined rapeseed oil; gelatin; glycerol 85%; sorbitol solution 70% (non-crystallising),
hydrochloric acid (13 %)*; hypromellose acetate succinate; triethyl citrate; sodium
laurilsulfate; talc; dextrin; ammonium glycyrrhizate.

* This excipient is only used for pH adjustment. In the finished capsules it is not present
(dissociated).

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

3 years.
Do not use this medicine after the expiry date.

6.4 Special precautions for storage

Store in the original package in order to protect from moisture. Do not store above 25°C.
Keep this medicine out of the sight and reach of children.

6.5 Nature and contents of container



The following pack sizes are available:
One package contains 20, 50 or 100 gastro-resistant soft capsules.
6.6 Special precautions for disposal and other handling

No special requirements.
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