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AT UYGUNLUK BEYANI
EC DECLARATION OF CONFORMITY

Conformity (Beyan)
Ritim Grup A$. the undersigned Company declares under its sole responsibility that the item of product specified below satisfies the
essential requirements of the Medical Devices Directive 93/42/EC with amendment 2007/47/EC directive which are apply to it.
(Ritim Grup AS., asagida tanimlanmis olan Grlinlerin 93/42/AT Tibbi Cihaz Yénetmeliginin 2007/47/EC degisiklikleri ile beraber temel gerekliliklerinin
yerine getirildigini ve sorumlulugun alinmig olduunu beyan eder.)
Product Uriin Product Name / Uriin Adi %ﬁ;gﬁ;e's
Aselsan Heartline AED  Automatic External Defibrillator (Otomatik Eksternal Defibrilatér) AED
gg: ﬁggﬁ Cihaz Opsiyonlar::
-Yari otomatik — Kapakli — Ekransiz — Tirkee (Semi automatic - With cover - Without display - Turkish)
-Yari otomatik — Kapakli — Ekranli — Tiirkge (Semi automatic - With cover - With display - Turkish)
-Yari otomatik — Cantali — Ekransiz — Tlrkge (Semi automatic - With bag -Without display -Turkish)
_______ -Yari otomatik — Cantali - Ekranli - Tiirkce (Semi-automatic - With bag - With display - Turkish)
-Tam otomatik — Kapakli — Ekransiz - Tlirkge (Fully automatic - With cover - Without display - Turkish)
GMDN Code -Tam otomatik — Kapakli — Ekranli - Tirkge (Fully automatic - With cover - With display - Turkish)
GMDNKodu | 12y gtomatik - Gantali — Ekransiz - Tiirkce (Fully automatic - With bag - Without display - Turkish)
-Tam otomatik — Cantali — Ekranli — Tlrkge (Fully automatic - With bag - With display - Turkish)
Tam Otomatik | -Yan otomatik — Kapakli - Ekransiz - ingilizce (Semi automatic - With cover - Without display English)
Cihazlar igin -Yari otomatik — Kapakli — Ekranli - Ingilizce (Semi automatic - With cover - With display - English)
1 (For full -Yari otomatik ~ Cantall - Ekransiz - Ingilizce (Semi automatic - With bag - Without display - English)
y -Yari otomatik — Cantall — Ekranli — Ingilizce (Semi-automatic — With bag - With display - English)
automated | o ik Kapakli - Ekransiz ~Ingilizce  (Fully automatic - With cover - Without display - English)
devices): -Tam otomatik — Kapakli - Ekranli - Ingilizce (Fully automatic - With cover - With display - English)
48047 -Tam otomatik ~ Cantall - Ekransiz - Ingilizce  (Fully automatic - With bag - Without display - English)
-Tam otomatik — Cantall — Ekranli — ingilizce (Fully automatic — With bag - With display - English)
Yan Otomatik | - Yar Otomatik — Kapakli — Ekransiz — RF (Semi automatic - With cover - Without display - RF)
Cihazlar igin | - Yan Otomatik — Kapakli — Ekranli - RF (Semi automatic - With cover - With display - RF)
(For semi- - Yari Otomatik — Cantali- Ekransiz — RF (Semi automatic - With bag -Without display - RF)
. - Yar Otomatik — Cantali — Ekranli - RF (Semi-automatic — With bag - With display — RF)
autqmatlc - Tam Otomatik — Kapakl — Ekransiz - RF (Fully automatic -With cover-Without display -RF)
devices): - Tam Otomatik — Kapakli — Ekranli — RF (Fully automatic - With cover - With display — RF)
47910 - Tam Otomatik — Cantali~ Ekransiz — RF (Fully automatic - With bag - Without display - RF)
- Tam Otomatik — Cantali — Ekranli — RF (Fully automatic — With bag — With display - RF)
Brand Name / Manufacturer (Markal Uretici): Marka (Brand Name): Aselsan Heartline
Uretici (Manufacturer): Ritim Grup Tibbi Cihazlar Elektronik Sanayi ve Tic. AS. Ankara Subesi
Conformity Assessment Route (Uygunluk Degerlendirme Yontemi): Annex Il Except Section IV / EK Il BoIGm [V Harig
Classification (Siniflandirma): Class Ilb Annex IX, Rule 9 (Sinif I1b Ek IX, Kural 9)
Applicable EU Directives/Standarts (Uygulanan AB Yonetmelikleri/Standartlar)
93/42/EEC Medical Devices Directive (93/42/AT Tibbi Cihaz Ydnetmeligi, 2007/47/EC Yonetmeligi degisiklikleri ile)
* EN 60601-1:2006+A12:2014 * EN 60601-1-2:2015 * EN 60601-2-4:2011 *EN 60601-1-6:2010+A1:2015 *EN 60601-2-27:2014
*EN 60601-1-11:2015 *EN 62366-1:2015  *EN 14971:2012 * EN 62304:2006/A1:2015 * TS EN 1789 +A2:2014
EC Certificate Start Date (Baglangig Tarihi): 25.06.2019 EC Sertificate End Date (Bitis Tarihi): 27.05.2024 :
EC Certificate No (At Belgesi No): 1984-MDD-19-602
Notified Body (Onaylanmig Kurulus): KIWA BELGELENDIRME HIZMETLERTA.S. (CE-1984)
UTOSB 9. Cadde No: 15 Tepedren Tuzla 34957 istanbul / Tlrkiye

ON BEHALF OF MANUFACTURER - IMALATCI ADINA
Name / Adi : Zeki KUTLU
Position / Gérevi : Genel Midir ~ /

Place | Yer : Ankara - TURKi)/E Date / Tarih: 23.09.2020
Signature / imza < /
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