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PRODUCT DESCRIPTION
Layered and ınolded nıedical device classified in the Class I - Medical Device to be used as protection against

inhalation of viruses, bacteria, otlıer ınicroorganisıns, allergens fronı the environınent ,

Braııd Name: ÇAMMASKE
Model: ÇAMOl

Type ItR

The Producer / the Maırufacturer declares on his sole responsibility tlıat the product above is. uııder
conditions of norınal use and conditions defined by tlıe Producer / tlre Manufacturer, safe and ıneets all

tlre necessary Iegal conditions and requireınents. The product, a medical device that is iııtended foı,
single use and solely iır accordance with the Producer's / the Manufacturer's instructions.

The Conforınity is assessed especially with the following provisioııs:
ı Government Regulatioıı no. 93l42lEEC Medical devices establishing teclınical reqı;irements for

medical devices, in effective wording
ı 'l'echırical standard EN l4683:20l9+AC:20 l9 Medical face ınasks - Requirenıents and test ınethods
o other relevaııt hannonized legislation
. other relevant local, national and conınıuırity standards
ı For the assessment of contbrmity, the following docuınents were also applied to:
ı Tests for irritation aııd delayed-type hypersensitivity
ı Resıılts of laboratoıy tests Çevre Endüstriyel Testing Laboratoıy Bavterial filtration efficiency
ı Results of laboratory tests Çevre Endüstriyel Testing Laboratory Microbial cleanliness
. Results of laboratoıy tests Çevre Endüstriyel Testing Laboratoıy Differential pressure

ı Results of laboratory tests Çevre Endüstriyel Testing Laboratory splash Resistance pressı.ıre

MARKING, LABELLING
Annex l. §l3, of the Medical Devices Directive (93l42lEEC) or Aırnex l, §23, of the Medical Device Regulation
(EU)20171745 specifies the infornıation that should be specified on the packaging in which the nıedical thce
ınask is supplied. The followiı,ıg information shall be supplied:
type of ınask (as indicated in Table l ). EN ISO |5223-|:2016 and EN l04 l :2008+4 l :20l 3 should be
considered

MEASURES TO ENSURE CONFORMITY
Tlre Producer / tlıe Manufacturer declares that he lıas taken all necessaıy ıneasures to eı,ısure the conforınity of
products placed on the nıarket with technical documentation and basic requirenrents for this type ofproduct.
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