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Oxymet 0.25 mg/ml Nasal drops for pediatric

Oxymet 0. 5 mg/m! Nasal drops for adults

oxymetazoline hydrochloride

1. NAME OF THE MERICINAL PRODUCT

Cryinet

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Active ingredients:

| ml contains respedively 0.25 mg or 0.5 my oxymetazoline hydrochloride

For the full list of excipients, see section 6.1.
3. PHARMACEUTICAL FORM
Solution for nasal drops

Clear colorless solution

4. CLINICAL PARTICULARS
4.1 Indications

Masal obstruction in acute rhinitis and sinusitis. Suppontive treatment for otitis media ¢
rhinitis. Suctioning difficulties in newboms and infants as a result of nasal obstruction

4.2 Dosage and method of administration
Dosage

Pediotric 0,25 mp/mi:

Children 2-10 years: 4 drops (approx. 30 micrograms) in cach nostril and nomorc than 3~ a
day, with at least 8 hours betwecn doses.

Should not be used for more than 3 consecutive days (sec section 4. 4),
Oxymet 0.25 mg/ml is contraindicated in children under 2 years of age (see section 4.3).

Adult 9.5 mg/mi:

Adults and children over 10 years of age: 3-5 drops (approx. 60 micrograms) in each nostn] 2-3
times a day.

Should not be used for more than 10 consecutive days {see seclion 4.4},
Oxymet 0.5 mg/m) is contraindicated in children under 2 years of ape (see section 4.3).

Instructions for use are included in all packs.
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4.3 Contraindications

- Hypersensitivity to the active ingredient or 1o any of the excipients listed in section 6.1
- Rbhinitis sicca
— Treatment of children under 2 vears of age (see section 4.2)

4.4 Warnings and precautions

Children under 10 years of ape:
Should not be used for more than 5 consceutive days to avoid drug-induced rhinitis (“rebound”
effect).

Adults and children_over 10 vears of ape:

o

uld not be used for mare than 10 consecutive days,
recornmended dose should not be excecded.

ase of incorrect use and high dosape, absorption of exymetazoline may cause systemic
cts, especially in children (see section 4.9).

iefit versus risk should be assessed for the following cascs:

Glaucoma

Severe cardiovaseular disorders

Pheochromocytoma

Metzbolic disorders (e.g. hyperthyroidism, diabetes)

Treatment with MAQ inhibitors and other medicinal products that increase blood pressure.

Interaction with other medicinal products and other forms of interaction

1oamine oxidase (MAQ)_inhibitors and other medicinal preduds that inerease bload
ELaSULe

Like other sympathomimetics, oxymctazoline may potentige the effects of MAQ inhibitors and
induce severe hypenension, Oxymetazoline should be nsed with caution in patients who arc
taking, or have taken MAC inhibitors within the last 1wo weeks (see section 4.4), or who arc
being treated with other medicinal products that increase blood pressure.

4.6 Fedility, pregnancy and lactation
Pregnancy

Vasoconstrictive pharmacodynamic effects indicate that oxymetazoline may be hannful during
pregnancy. Oxymetazoline is poorly absorbed in animals administered intranasally. 11 is unlikely
that Oxymel can cause fetal harm. Oxymet ¢an be used during pregnancy in therapeutic doses.

Lactation
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It is unknown how much of oxymetazoline passes into matemal milk. Qxymet can be used
during lactation in therapeutic doses.

4.7 Effects on ability to drive and use machines
Oxymet has no or nepligible effect on the ability to dnove and use machines.
4.8 Adverse reactions

Local irritation may oceur {burning/stinging sensation). Long-term use of mucosal deconpestant
nasal drops may cause mucosal imitation with drug-induced rhinitis. mucosal edema and
hypersecretion, see sectious 4.2 and 4.4,

—

Uncommon Rare
= 171,000 to < 1/100) (2 1/10,000 10 < 1/1.000)
Restlessness, Lrritability,
Insommnia in children

System Organ Class

Neurological disorders

Disorders of the mespiratory
organs, thorax and
mediastinum

Sneczing. Dryness in
mouth and throat

Reporling of suspected adverse reactions

Reporting of suspecied adverse reactions after the authorization of the medicinal produet is
important. It allows for continuous menitoring of 1he nisk-bencfit ratio of the medicinal produ
Healthcare professionals are encouraged to report any suspected adverse reactions. This is dor
via the reporting form available on Egyptian Pharmaceutical Vigilance Center Email:
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4.9 Overdose
Risk of effects on the hean, circulation and central nervous system,

Symptoms

Adrenergice effects such as increased blood pressure, pal pitatiens, tachycardia and nervousness
Symptoms often appear within 1 hour. Restlessness, dizziness, tremors, various degrees of Ch
depression down to coma, but also CNS excitation oceurs. Possibly convulsions and
hypetension, but may also cause tachycardia and hypenension, [rregular respiration. Mild
hypothermia. Peripheral vasoconstriction. cold extrcmitics.

Pediatri ¢ population

Bradycardia. In rare cases of overdose, alinost exclusively seen in children, sympioms have been
rapid or irregular heart rate, elevated blood pressure and sometimes loss of consciousness.

Treatment

Pagedcfg
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Symptomatic treatment is considered in cases of overdose. Charcoal if indicated. Emetics are
contraindicated, Diazepam for convulsions.

5, PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic propertics

Pharmmacatherapeutic proup: Rhinologics. Adrenergic, uncompounded preparations.

Mechanism of action

Alpha adrencrgic stimulation causes vasocontraction and redistribution of local blood Mow,
which raduces edema af the nasal mucosa. This improves ventilation, dminage and reduces nasal
conpestion.

5.2 Pharmacokinetic properties
Abserption
Rapid onset of action on the nasal mucosa.
Elimination
mucosal decongestant cffcct tasts for 6-12 hiours.

'"HARMACEUTICAL PARTICULARS
Ast of excipients

alkonium chlorde 50%, Sedium chloride, Disodiwn hydrogen phosphate, Disodium
ite, Potassium dihydrogen phosphate and Purilied water

ncom patibilities

elevant.

helf Jifc

he outer pack

torage conditions
Store at temperature not exceeding 30°C.
Keep oui of reach of children
6.5 Packaging (fype and contents)
Local pack:

Carton box containing labeled transparent LDPE bottle of 15 ml solution covered with white
HDPE eap and MDPE plastic nozzle + insert leaflet.

Tender pack;
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Nasal drops for Pediatric 0.25 mp/ml: Carlon box containing plastic dropper botle (consists of
transparent ( LDPE) bottle, {HDPE) nozzle and pink {HDFPE) cap) containing 10 n:l solution +
insen leaflet

Nasal drops for Adult 0.5 mg/ml: Carton box containing plastic dropper boitle (consists of
transparent (LD PE) bottle, (HDPE) nozzle and blue {HDPE) cap) comtaining 10 ml solution ~
insert Jeaflet

6.6 Special precautions for disposal and other handling
No special precautions.
7. Manufacturer & license holder

Pharaonia Pharmaccuticals { Pharo Pharma)
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