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OLf{po: AVOKOivOon GYETIKA NE TO TPOIOVTO TOV TEPLEYOVY TAPAQIVT]

H Apuddn Apyn latpoteyvoroyikov EZomAiopol, oog evnuUePOVEL Yo TOVG KIVOUVOLG TOL
EVOEYOUEVMC VO €YOLV TO TPOTOVIO TOL TEPEYOLV TOPOPIVY] OTOV EPYOVIOL CE EMAPY LE
EMAESUOVE, povya, KMVOSKETAGHATO Kot eTBEpaTa, cOUEmVA pe TANpoPopieg Tov ANeOnKay ard
™mv Apudota Apyn tov Hvopévov Baotheiov. TlapatiBeton avtovota n avakoivoon:

"Paraffin containing dermatological products — fire hazard in contact with dressings, clothing and
bedding

Due to recent fatalities European Competent Authorities are now requesting that manufacturers
review the warnings on their packaging and in the instructions for use in light of the essential
requirements and to consider adding a warning for all topical products containing paraffin.

Bandages, dressings, clothes and bedding in contact with topical Paraffin based products are easily
ignited with a naked flame. While some Paraffin containing dermatological products are regulated
as medicines, others are regulated as medical devices. The same risks apply irrespective of
regulatory regime.  The manufacturer should consider whether their product meets the essential
requirements of the Medical Device Directive in particular Article 3 of MDD 93/42/EEC, as
amended, specifically Annex I, 13. The addition of the following warning under a section on
warnings or risk should be considered:

‘This product can be absorbed by dressings, clothing and bedding, after which these fabrics can be
easily ignited with a naked flame. Anyone using or handling this product should keep away from
fire, until any skin or clothing which have come into contact with the product has been adequately
cleaned.’

This issue has been discussed at the EU Vigilance Teleconference and as a result Designating
Authorities are also writing to their Notified Bodies who may be involved in the certification of
medical devices containing paraffin. We recommend you consider this potential fire hazard risk in
your review of manufacturers’ technical documentation and product information, including
labelling and instructions for use. In which case you should ensure manufacturer compliance with
Article 3 of MDD 93/42/EEC, as amended, specifically Annex I, 13.

Thank you for your help in this matter."”
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