DECISION
no. 28/03.07.2015
on approval of switch of classification for release
of Kitonail 80 mg/g medicated nail lacquer (ciclopirox)

The Scientific Council of the National Agency for Medicines and Medical
Devices (NAMMD), established based on Order of the Minister of Health No.
374/02.04.2014, reunited on summons of the President of the National Agency
for Medicines and Medical Devices in the ordinary meeting of 03.07.2015, in
accordance with Article 12(5) of Government Decision no. 734/2010 on
establishment, organization and operation of the National Agency for Medicines
and Medical Devices, as amended, adopts the following :

DECISION

Sole article - The switch of classification for release from release on
medical prescription to over the counter release of Kitonail 80 mg/g medicated
nail lacquer (ciclopirox), marketing authorisation holder: Polichem SA,
Luxembourg, packaging size: 3.3 ml or 6.6 ml box or vial, is approved.
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