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’ MOLDOVA EUROPEANA Kiwa Belgelendirme Hizmetleri A.S.
Application Acceptance Letter I.T.0.5.8 9. Cadde No: 15
Tepedren Mevkii PK 34959
Tuzla istanbul
Tirkiye

Subject/Konu: CE Certificate Application Acceptance Letter according to
MDR 2017/745 Regulation :i*f‘::;f;;;:;s"’;
MDR 2017/745 Regiilasyonuna gére CE Sertifikasi Basvuru Kabul Yazisi °

TR.Posta@kiwa.com

www._kiwa.com
www.lkiwa.com

Date/Tarih: 11.05.2024

Reference Number/Referans Numarasi: MY-24-002846
Application Number/Basvuru Numarasi: : 00021163

To whom it may concern,
Sayin Yetkili,

This letter confirms that, Kiwa Belgelendirme Hizmetleri A.S. a Notified Body (NB) designated
against Regulation (EU) 2017/745 (MDR) and identified by the number 1984 on NANDO, has
received a formal application in accordance with Section 4.3, first subparagraph of Annex VIl of MDR
and accepted the application of manufacturer which is stated below.

Bu mektup, 2017/745 (AB) Yonetmeligine (MDR) gore belirlenmis ve NANDO'da 1984 numarasiyla
tanimlanan bir Onaylanmis Kurulus (NB) olan Kiwa Belgelendirme Hizmetleri A.S'nin, MDR Ek VII
Bolum 4.3, ilk alt paragrafina uygun olarak resmi bir basvuru aldigini ve asagida belirtilen dreticinin
basvurusunu kabul ettigini teyit eder.

Company Name/Sirket adi: Medimport Saghk Uriinleri Sanayi ve Ticaret Limited Sirketi
AdressfAdres: ikitelli 0SB Mah. Aykosan 4 i1 A Blok Sok. Aykosan Sitesi 4 lii A Blok No: 4 i¢ Kapi No: 245

Bagaksehir/istanbul Tirkiye

On 10.05.2024, an application was made to our organization for the MDR of the products specified in Annex |
and the necessary application documents were submitted to us. The application was accepted on 11.05.2024.

10.05.2024 tarihinde, Ek-I'de belirtilen Griinlerin MDR igin kurulusumuza basvuruda bulunulmus ve gerekli
basvuru dokiimanlari tarafimiza iletilmistir. 11.05.2024 tarihinde basvurusu kabul edilmistir.

Annex-I: Certificate Information
Ek-I: Sertifika bilgileri

Device name OR MDR Device classification (as If the MDR device is a MDD Certificate
Basic UDI-DI proposed by the manufacturer and substitute device, Reference(s) of the
{under MDR verified at the pre-application stage) identification of the devices under MDR
application) / Cihaz / MDR Cihaz siniflandirmasi (liretici corresponding MDD / application, and the
adi veya Temel tarafindan énerildigi ve 6n basvuru MODR cihazi ikame bir NB Identification /
uUbi-Di (MDR asamasinda dodrulandigr sekilde) cihaz ise, ilgili MDR basvurusu
uygulamasi MDD'nin kapsamindaki
altinda) tammlanmasi cihazlarin MDD
Sertifika
Referons(lar)i ve N8B
Tamimlamasi
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Compressor
Nebuliser

Device /
Kompresorld
Nebulizatér Cihazi

Class ITa / Siuf'1la

The MDR device is not a
substitute device. / MDR
cihazi ikame bir cihaz
degildir

Kiwa Belgelendirme
Hizmetleri A.S.

Notified Body
Number/Onaylanmis
Kurulug Numarasi:
1984

Certificate Number/
Sertifika Numaras::
1984-MDD-17-433

Portable Suction
Unit/

Tasinabilir
Aspirator Cihaz

Class Ia/ Simf1la

The MDR device is not a
substitute device. / MDR
cihazi ikame bir cihaz
degildir

Kiwa Belgelendirme
Hizmetleri A.S.

Notified Body
Number/Onaylanmis
Kurulus Numarasi:
1984

Certificate Number/
Sertifika Numaras::
1984-MDD-17-433

Kind Regards,
Saygilarimla,

Medical Devices Division Manager
Tibbi Cihazlar Bélum Yéneticisi

Mustafa Serkan Sevimli

. KIwA

s No: DL20U0 T4 00019
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