UYGUNLUK BEYANI
DECLARATION OF CONFORMITY

URETIci ADI/ MANUFACTURER NAME TMS MEDIKAL PLASTIK URUN. SAN. Ve DI§ TiC. LTD. $Ti.

ADRES/ ADRESS ISTANBUL DERI ORGANIZE SANAYi MAHALES] ALSANCAK SOK. .

NO:3/A TUZLA/ ISTANBUL/TURKIYE
TIBBI CIHAZIN ADI : Oksijen Muskeleri

DEVICE NAME | Oxygen Masks
URUN MODELLERI(PRODUCT MODELS) : Bebek, Pediatrik,Yetiskin

URUN ADI .
PRODUCT NAME Tip Mode!, Ref No GMDN KODU/GMDN CODE

| Yetigkin 720168
| OKSIJEN MASKEST | Gocuk T20167

: Bebek 720166
. OKSIIEN MASKESI Yetiskin
_(REZERVUARLI) T20170

OKSIJEN MASKEST Coeuk
_ (REZERVUARLI) T20174

URUN SiNIFI : SINIF ta (Ek 9 Kural 3’e gére)

PRODUCT CLASS . CLASS lla (according to rule 3 of Annex IX)
UYGUNLUK DEG. ROTASI i EkV

CONF. ASSESSMENT ROUTE : ANNEXV

Bu belge ile yukarida bahsi gecen iiriiniin Tibbi Cihazlar Yénetmeligi’ne 93/42/AT, uygun oldugu beyan
edilir. Bu beyan: destekleyici biitin dokiimaniar firmamiz arsivinde muhafoza edilir,

We hereby declare that the above mentioned products meet the provisions of the Council Directive
93/42/EEC for medical devices. All supporting documentation is retained under the premises of the

manufacturer. EN ISO 62366:2015, EN 1041+A1:2013, TS EN 1SO 13485:2016, EN ISO 15223~ |{
UYGULANAN STANDARTLAR 1:2016, EN ISO 14791:2019, BS EN 13544-1:2007+A1:2009, SO 5356-1:2015, IS0 !

: 5367:2014, ISO 27427:2019, EN IS0 10993-1:2018, EN ISO 10933-5:2008, EN I1SO
STANDARDS APPLIED 10993-10:2013

ONAYLANMIS KURULUS UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi

Sanayi ve Ticaret Ltd. Sti.
NOTIFIED BODY
(1 'm\v- “.‘-:1""%‘
ONAYLANMIS KURULUS ADRES : Mutlukent, Umitkdy Kavsagi No:10, 06800 Cankaya/Amkanay, 111
Digitally signed by Chirtoaca Iurie !I & %lll .
Notified Body Address Date: 2023.03.31 14:09:56 EEST i 1

Reason: MoldSign Signature
ONAYLANMIS KURULUS NUMARASI : 2292 Location: Moldova
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NOTIFIED BODY NUMBER

AT SERTIFIKA NUMARAS! M.2021.106.14340

EC CERTIFICATE NUMBER

RKA A TARIHI
CE MARKALAM 05.03.2021 Tank ALP

START OF CE MARKING DATE Genel Midir {General Manager)

IMIZALANDIGI YER, TARIH ISTANBUL, 05.03.2021
PLACE, DATE OF ISSUE:

Yayin Tarihi: 01.02.2012 Rev. No: 1 Revizyon Tarihi: 02.03.2021
~ Sayfal /1~
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