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Oxymet 0.25 mg/ml Nasal d rops for pediatric 

Oxymet 0. 5 mg/ml Nasal drops for adults 

oxymetazoline hydrochloride 

I. NAME OF THE MEDIC INAL PRODUCT 

Oxymet 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

Active ingredien15" 

I ml contains respectively 0.25 mg or 0.5 mg oxymetazoline hydrochloride 

For the full list of excipients, see section 6.1. 
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4.3 Contraindications 

- Hypersensitivity to the active ingredient or to any of the excipients listed in section 6.1 
- Rhinitis sicca 
- Treatment of children under 2 years of age (sec section 4.2) 

4.4 Warnings and precaut ions 

Children under I 0 years of age; 

Should not be used for more than 5 consecutive days to avoid drug-induced rhinitis ("rebound" 
effect). 

Adults and children over I 0 years of age; 

Should not be used for more than 10 consecutive days. 

The recommended dose should not be exceeded. 
3. PHARMAC EUTICAL FORM 

Solution for nasal drops 

Clear colorless solution 
/~ I /?it~~-.. ,~ \. \ 

4. C LINICAL PARTICULARS f ( _ ~ . . .. . \ 

In case of incorrect use and high dosage, absorption ofoxymetazoline may cause systemic 
effects, especial ly in children (see section 4.9). 

Benefit versus risk should be assessed for the foll owing cases: 

- Glaucoma 
4.1 Indications \ . I 

- - ... • .. I 
Nasal obstruction in acute rhinitis and sinusitis. Supponive treatment for otitis media ancj aller ·c 
rhinitis. Suctioning difficulties in newborns and infants as a result of nasal obstruction. : \ · ·· "_ -:·. • · ·/ : -:-

4.2 Dosage and method of administration ~ ., ~ 

Dosage ..;.: ... -. . · • . . .;., ..,. .. _ ... .-.. , 
Pediatric 0. 25 mg/ml: 

Children 2-10 years: 4 drops (approx. 30 micrograms) in each nostril and no more than 3 times a 
day, wi th at least 8 hours between doses. · 

Should not be used for more than 5 consecutive days (see section 4.4). 

Oxyrnct 0.25 mg/ml is contraindicated in children under 2 years of age (sec section 4.3). 

Adult 0.5 m g/ml: 

Adults and children over I 0 years of age: 3-5 drops (approx. 60 micrograms) in each nostril 2-3 
times a day. 

Should not be used for more than 10 consecutive days (sec section 4.4). 

Oxyrnet 0.5 mg/ml is contraindicated in children under 2 years of age (see section 4.3). 

Instructions for use arc included in all packs. 
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- Severe cardiovascular disorders 
PheochromOC)1oma 

J - Metabolic disorders (e.g. hyperthyroidism, diabetes) 
- Treatment \vi th MAO inhibitors and other medicinal products that increase blood pressure. 

4.5 lnternclion with other medicinal products and other forms of interaction 

Monoamine oxjdasc CMAQ) inhibitors and other medicinal products that increase blood 
r.ressure: 

Like other syrnpathomimetics, oxymetazolinc may potcntiatc the effects of MAO inhibitors and 
induce severe hypertension. Oxyrnctazoline should be used with caution in patients who are 
taking, or have taken MAO inhibitors within the last two weeks (see section 4.4), or who arc 
being treated with other medicinal products that increase blood pressure. 

4.6 Fertility, 11rcgnancy and lactation 

Pregnancy 

Vasoconstrictivc pharmacodynamic effects indicate that oxymetazolinc may be hannful during 
pregnancy. Oxymctazoline is poorly absorbed in an.imals administered intranasally. It is unlikely 
that Oxyrnct cru1 cause fetal hann. Oxymet crut be used during pregnancy in therapeutic doses. 

Lactation 
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II is unknown how much of oxymetazoline passes into maternal milk. Oxymet can be used 
during lactation in therapeutic doses. 

4.7 Effects on ability to drive and use machines 

Oxymet has no or negligible effect on the ability to drive and use machines. 

4.8 Adver.>e reactions 

Local irritation may occur (burning/stinging sensation). Long-lem1 use of mucosa] dccongeslatll 
nasal drops may cause mucosa] irri tat ion with drug-induced rhinitis, mucosa] edema and 
hypersecretion. see sections 4 .2 and 4 .4 . 

Uncommon Rare System Organ Class 
I> 1/1,000 to < I / IOOl I> 1/10 OOO to < 1/1,000) 

Restlessness, Irritabili ty, 
Neurological disorders Insomnia in children 
Disorders of the respiratory Sneezing, Dryness in 
organs, thorax and mouth and throat mediastinum 
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Symptomatic treatment is considered in cases of overdose. Charcoal if indicmed. Emetics arc 
contraindicated. Diazcpam for convulsions. 

5. PHARMACOLOGICAL PROPERT IES 
5.1 Pha rmacodynamic properties 

Pharmacotherapeutic group: Rhinologics. Adrenergic, uncompounded preparations. 

Mechanism of action 

Alpha adrencrgic stimulat ion causes vasocon1rnc1ion and redistribution of local blood now, 
which reduces edema of the nasal mucosa. This improves venti lation, drainage and reduces nasal 
congest.ion. 

5.2 Phu rmacokinetic prope rt ies 

Absomtion 

Rapi d onset of action on the nasal mucosa. 

Elimination 

Rcnorting of suspected advcr.>e reactions The mucosa! decongestant effect Iasis for 6-12 hours. 

Reporting of suspected adve_rse reactions aflerthe authorization oflhe medicinal product is ,. ... ~~"'~ 6. PHARMAC EUTICAL PARTICULARS 
11nportant. It allows fo r contmuous monnonng of 1he nsk-benefit rauo of the med1cmal produc1,. · ·?'.-. · · .. , 6. 1 List of exci pients 
Healthcare professionals are encouraged to report any suspected adverse reactions. This is done .' _.. · ~· , 
via the reporting fom1 available on Egyp1ian Phannaceutical Vigilance Cenler Email: / 
P' lt,lltmur'.!~ cdat: ~l't go\ . c~ 

4.9 Overdose 

Risk of effects on the heart, circulation and central nervous system. 

Symploms 

Adrcnergic effec1s such as increased blood pressure, palpitations, 1achycardia ru1d nervousness. 
Symptoms oft en appear within I hour. Restlessness, dizziness, tremors, various degrees of CNS 
depression down 10 coma, but also CNS exci1a1ion occurs. Possibly convulsions and 
hypotension. bt11 may also cause tachycardia ru1d hypertension. Irregular respiration. Mild 
hypothertnia. Peripheral vasoconstriction, cold extremities. 

Pediatri c population 

Bradycardia. In rare cases of overdose, almost exclusively seen in children, symptoms have been 
rapid or irreb>ttlar heart rate, eleva1ed blood pressure ru1d sometimes loss of consciousness. 

Treatment 
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Benzal~onium chloride 50%, Sodium chloride, Disodiwn hydrogen phospha1e, Disodium 
edetate, Potassium dihydrogen phospha1e and Purified waler 

6.2 Incompatibi li ties 

Not relevant. 

6.3 Shelf life 

See the outer pack 

6.4 Sto rage conditions 

Store at 1emperature not exceeding 30°C. 

Keep oct of reach of children 

6.5 Packaging (type and contents) 

l ocal pgck: 

Carton box comaining labeled transpare111 LDPE bonle of 15 ml solution covered with while 
HDPE cap and HOPE plas1ic nozzle + insert leaflet. 

Tender onck: 
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Nasal drops for Pediatric 0 25 mg/ml· Canon box containing plastic dropper bottle (consists of 
transparent (LDPE) bottle , (HDPE) nozzle and pink (HDPE) cap) containing JO ml solution+ 
inscn leaOet 

Nasal drops for Adult 0 S mg/ml· Canon box containing plastic dropper bottle (consists of 
transparent (LDPE) bottle, (HDPE) nozzle and blue (HDPE) cap) containing I 0 ml solution + 
inscn lcaOct 

6.6 Specinl precautions for dispos al and other handling 

No special precautions. 

7. Manufacturer & license holder 

Pharaonia Pham1accuticals (Pharo Phann a) 
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