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UYGUNLUK DEKLARASYONU
DECLARATION of CONFORMITY

NQOVOS olarak burada deklare ederiz ki,
As NOVOS, here we declare that,

BEBEK TRANSPORT KUVOZU / INFANT TRANSPORT INCUBATOR
(KT-1000, NT-1000)
(GMDN: 35121)

93/42/EEC Avrupa Birligi direktifinin (Ek 2 Bolim 3) Temel Gerekler (Ek 9'a gére Sinif lIb, Kural
9) boliimiindeki sartlari ve 2007/47/EC revizyonunun ilgili sartlarini agagidaki standartlarla
beraber saglamaktadir. / Terms in the Basic Requirements section (Class lIb according to
Annex 9, Rule 9) of the 93/42/EEC European Union directive (Annex 2, Part 3) and the relevant
requirements of the 2007/47/EC revisions are met together with the following standards.

TS EN 60601-1/A2:2021, TS EN 60601-1-2/A1:2021, EN 60601-1-6/A2:2021,
TS EN 60601-1-8/A2:2021, TS EN 60601-2-20:2021, TS EN ISO 10079-1:2022,
TS EN ISO 15223-1:2021, TS EN ISO 14971/A11:2022, TS EN ISO 10993-1:2021,
TS EN 62304/A1:2016, TS EN ISO 62366-1/A1:2020, TS EN ISO 20417:2021,
TS EN ISO 13485/A11:2021, MEDDEV 2.7/1, MEDDEV 2.12/1, MEDDEV 2.12/2

Onaylanmis Kurulug Adi/ Notified Body Name: KIWA BELGELENDIRME HIZMETLERI A.§.
Onaylanmis Kurulus Adresi/ Notified Body Address: ITOSB 9. Cad No:15 Tepedren, Tuzla,
Istanbul, Turkiye

EC Sertifika No/ EC Certificate No: 1984-MDD-09-005

Sertifika Basglangig Tarihi/ Certificate Start Date: 18.12.2009

Sertifika Bitis Tarihi/ Certificate End Date: 27.05.2024

Onaylanmis Kurulus No/ Netified Body No: 1984

Digitally signed by Alexa Gheorghe
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hracat Limiled $i.t-fl‘.: Reason: MoldSign Signature
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caret lthatat ve
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imza/ Signature:
Hatice Ertem :
Sirket Mudtrl/ Company Manager

NOVOS TIBBI CIHAZLAR SANAYI VE TICARET ITHALAT VE IHRACAT LIMITED $IRI§ET1
jvedikosb Mahallesi 1518 Cad. Matbaacilar Sitesi Sit. No: 2/39 Yenimahalle/ANKARA/TURKIYE
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