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NEKJAPAILINA 3A CbOTBETCTBHE C
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OIIMCAHMUE HA ITIPOAYKTA

HaumeHnoBanue Ha MapkaTa: moje no Hanuonaanara cucrema 3a
nporusonoxapHo obopyasane (HCIIO): Tun II mo HCITIO IIR

®opMOBaHO MeTMIIMHCKO H3/IETHE, HAPABEHO OT HAKOIIKO CIIOA,
krnacuduuupano B knac | - MeIHIMHCKO H3/IeHe 33 U3I0JI3BaHe KaTo
3alIMTAa CPEIy BAMLIBAHE HA BUPYCH, OaKTEPUH, IPYyrH
MHUKPOOPTaHU3MH, AJIePreHyn 0T OKOJIHATA Cpezia

[IpousBoauTENAT AeKIapupa Ha CBOs JIMYHA OTTOBOPHOCT, 4¢
[IOCOYEHHAT I10-TOpe MPOJAYKT OTrOBaps Ha YC/IOBHATA 3a
obuyaiina ynorpeda, KakTo M Ha YCIIOBHATA, ONIPEAENIEHH OT
ITpoussoauTes, 4e € 6€30MacCEH H OTroBaps Ha BCHYKH
HEOOXOIHMH 3aKOHOBH YCJIOBHS M H3HCKBaHHUA. IIpOayKTET €
MEIUIMHCKO U3JIeTTHE, KOETO € MPe/IHa3HAYeHO 3a €HOKpaTHA
ynotpeda ¥ eMHCTBEHO B ChOTBETCTBHE C MHCTPYKIIMUTE Ha
ITpouszBoauTes.

CBHOTBETCTBHETO CE OLICHSBA MO-KOHKPETHO 110 OTHOLICHHUE Ha CJICJHUTE
paznopeadu:

«  JInpxaBHa HapeaOa Ne 93/42/EEC 3a MEMIIMHCKHTE H3/CNHs, B KOSTO ce
YCTAHOBABAT TEXHUYECKHU U3UCKBAHHS 338 MEJIMUMHCKUTE H3IEIHS, BIA3HJI B
cHJIa JOKYMEHT

+  Texuunuecku cranaapt EN 14683:2019+AC:2019 MeAMIMHCKH MAaCKH 3a
JIMLE - H3UCKBAHHS U METOJH 3a H3IINTBAHE

«  JIpyro npuiaokuMo XapMOHH3UPAHO 3aKOHOATENCTBO

Jlpyru IpHIOKHMH MECTHH, HALIMOHAIHH M OOIMIHOCTHH CTAHIAPTH

*  3a ollEHKATa Ha CHOTBETCTBHETO OsXa MPHIIOKCHH H CJIEIHHUTE IOKYMEHTH:

+ TecToBe 3a Apa3sHEHE W CBPBXYYBCTBHTENIHOCT OT 3a0aBEH THII

«  Pesynraru ot naboparopuu tectoBe Ha Ekoteks Laboratuvar 3a usnursane
Ha epeKTHBHOCTTA Ha OakTepuanHara GuaTpanus B 1a0OPaTOPHH YCIOBHS

+  Pesynratu ot nabopatopuu TecToBe Ha Ekoteks Laboratuvar 3a HBHHTBaHeﬁ
Ha naboparopHara YuCcTOTa OT MHKPOOH -

+  Pesynraru ot nadoparopHu tectose Ha Ekoteks Laboratuvnr 3a TeCTBa

audepeHIHaTHO HalsAraHe B 1a0OpaTOpHHU YCIIOBHS V4
. Pe3ynTaTu ot nabopatopuu TectoBe Ha Ekoteks Laboraiuvar za TecnéaHe Ha
YCTOMYHMBOCTTA Ha NMPBCKH I10]] HAlAraHe S +£ 2.0y
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MPKHPOBKA, ETHKETHPAHE

B npunoxenue 1, §13, or Jlupexrupara 3a MeAuIMHCKUTE n3aemus (93/42/EUO)
win npunoxkenne 1, §23, ot Pernmament (EC) 2017/745 3a MeIHIMHCKUTE U3/ETHS
ce omnpeens nHopmalusTa, KOSTo TpadBa Aa Ob/le 0COUEHa BLPXY ONlaKOBKaTa, B
KOSITO ce IOCTaBsl MeIMIIMHCKaTa Macka 3a nuue. [Ipenocrass ce cienHara
HHpopmanms:

THI Ha Mackarta (KakTo e nmocoyeno B Tadmuna 1). EN ISO 15223-1:2016 u EN
1041!2008+A1:2013 cnenBa na Obae

OonSfdtred

MEPKH 3A OCUT'YPSIBAHE HA CHOTBETCTBHE
[IpousBoaMTENST AEKIapUpa, Y€ € B3eJl BCHUKH HeOOX0IMMH MEPKH 32
OCHTYpsiBaHE Ha CHOTBETCTBUETO Ha [IyCHATHTE Ha Ma3apa NpOJyKTH ¢
TeXHHUYECKATa JOKYMEHTAIIMS i OCHOBHUTE U3UCKBAHHA 3a TO3M THIl IPOYKTH.

Ioonucanama Jliwomuna I'eopeuesa Kosavesa yoocmosepasam 6epHOCHMA HA U3EbPUIEHU
Om MeH npesod om aH IUIICKU HA BbI2apCKu e3UK HA NPULONCEH U OOKYMEpnT [
3a coomeemcmeue. [Ipesodvm ce cbemou om 2 cmpaHuyu. @ *
IIpesooau:

Joomuna Ieopeuesa Kosauesa

C19721




EU DECLARATION OF CONFORMITY

MANUFACTURER
NOKTA TEKSTIL URUNLERI TURIZM INSAAR SANAYi TiCARET
LiMiTED STI
15Temmuz Male. 1498. Sok. No:24 K:2-3 Bageilar ISTANBUL/ TURKEY

PRODUCT DESCRIPTION
Brand Name: NFES Model: NFES II Type IIR

Layered and molded medical deviceclassified intheClass I - Medical Device tobe
used as protection against inhalation of viruses, bacteria, other microorganisms,
allergens from the environment

The Producer / the Manufacturer declares on hissole responsibility that the
productaboveis, tuidet conditions of normal use and conditions defined by
the Producer/the Manufacturer, safeand meetsall thenecessary legal
conditions and requirements. The product, amedical device thatis intended
for single use and solely in accordance with the Producer's /the
Manufacturer’s instructions.

The Conformity is assessed especially with the following provisions:

«  Government Regulation no. 93/42/EEC Medical devices establishing
technical requirements for medical devices, in effective wording
Technical standard EN 14683:2019+AC:2019 Medical faoe masks - RequirDm8ntS
Rd testmethods
Other relevant harmonized legislation
Other relevant local, national and community standards

+  Fortheassessment of conformity, the following documents were also applied to:

+  Tests tor irritation and delayed-type hypersensitivity

«  Results of laboratory tests Ekoteks Laboratuvar Telling Laboratory Bavterial
filtration efficiency

+  Results of laboretory tests Ekoteks Laboratuvar Testing Laboratory Microbial
Cleanliness

+  Results of laboratory tests Ekoteks Laboratuvnr Testing Laboratory Differential
Pressure

+  Results oflaboratory tests Ekoteks Laboraiuvar Testing Laboratory Splash
Resistance Pressure

MARKING, LABELLING

Annex1, §13, ofthe Medical Devices Direelive (93/42/EEC) or Annex 1, §23,ofthe

Medical Device Regulation (EU)2017/745 specifies the information that should be

specified on the packaging in which themedical face mask is supplied. The following
information shall be supplied:

type of mask (as indicated in Table 1). EN ISO 15223-1:2016 and EN 1041!2008+A1:2013
should be

QonSfdtred

MEASURES TO ENSURE CONFORMITY

The Producer/the Manufacturer declares thathe hastaken all necessary measures to ensure
the conformity of products placed on the market with technical documentation and basic
requirements for this type of product.



