CERALAS® HPD
combined with smoke
evacuation system

loliteC” laser systems
G TR LEONARDO® DUAL 100 and Ceralas® HPD
N ODEVEORSKINEXPOSURETO REF Product
mgg}g%:;;g'}:é;%{j(5]” SLS80+1470nm100W Laser Set LEONARDO® DUAL 100
e il 5L980+1470nm45W Laser Set LEONARDO® DUAL 45
SH1350nm60W400u Laser Set Ceralas® HPD 1350nm 60W
& Alllaser setsincl. 3safety goggles, foot switch, interlock connector, power cord and manualina

carrying case. 1350 nm for Thoracic Surgery/Pneumology/General Surgery

c € 1984
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Bare Fibers Flat Tip

REF Product Length [m] Coreg [pm]/[Fr] ODg[pm]/ [Fr]
501200745 Bare Fiber 600 um, Flat Tip, Adj. Luer, ID(1x6h) 3 565/1.7 860/2.6
503200745 Bare Fiber 600 pum, Flat Tip, Adj. Luer, IC(1x6h) 3 565/1.7 860/2.6
501300415 Bare Fiber 1000 pym, Flat Tip, Adj. Luer, ID(1x6h) 2.6 945/29 1400/4
503300415 Bare Fiber 1000 pm, Flat Tip, Adj. Luer, IC(Lx6h) 2.6 945/29 1400/4

Gas Liquid Cooled Fibers
501200525 GLC180 Gas-, Liquid Cooled fiber, ID (1 x 6 h) 3 565/1.7 1800/5.4
503200525 GLC180 Gas-, Liquid Cooled fiber, IC (1 x 6 h) 3 565/1.7 1800/5.4

Special Fibers
501200930 Jumper for LFHP, ID (1 x 6 h) 3 565/17 1800/5.4
503200990 Jumper for LFHP, IC(1x 6 h) 3 565/1.7 1800/5.4

Handpieces and instruments

501200985 Laser Focus Handpiece
500400370 Instrument for Thoracoscopy, with smoke suction adapter, for 600 -1000 pm fibers
400100100 Universal Dual Luer Handpiece, for 600 -1000 pm fibers

Accessories

AB2570 Mobile Table for HPD Laser

LA5199 Laser safety goggles 950-110 L4 + 1470 L2 (FULL), type: ear piece

LA1371 Lasersafety goggles DIR 804 -1755 L3 (FULL), type: basket, clear

LA5165 Sticker Laser warning 20 x 20 cm

400100115 Medi Strip 0.7/1.2 BF 600 pm, autoclavable — Fiber stripper for BF 600 pm
400100120 Medi Strip 1.0/1.5 BF 1000 pm, autoclavable - Fiber stripper for BF 1000 pm
400100130 Ceramic Fiber Cleaver, autoclavable

AB1908 Touhy Borst Adapter

AB2519 Luer Lock Adapter Female —Female Adapter for GLC fibers

AB2594 Biopsy needle 14 G, 6 cm with cm markings, sterile

Smoke evacuation

MP0016 ATMOSAFE mobile smoke evacuation inclusive autoclavable hose system
MP0O017 ATMOS Main filter (ULPA)

MP0018 ATMOS Prefilter (HEPA)

MPO0019 ATMOS Airhose, g 22 mm, L = 2.10 m, single use

MP0020 ATMOS Airhose, g 22 mm, L = 2.10 m, reusable

MP0O021 [hek, ) JMTMOS Hose connector straight @ 22 mm to g 10 mm
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Kiwa Belgelendirme Hizmetleri A.§.

Notified Body Confirmation Letter I.T.0.5.B 9. Cadde No: 15
Tepedren Mevkii PK 34959
Tuzla Istanbul
Tirkiye
Subject/Konu: Continuation of Surveillance Audits in the Context of
MDD Certificate Extension Tel. +90 216 593 2575
MDD Sertifikasinin Uzatiimasi Baglaminda Gézetim Denetimlerinin Faks +80 216 593 2574
Devami osta@kiwa.com.tr
www.kiwa.com
Date/Tarih: 20.11.2023 www. 1kiwa.com

Reference No/Referans Numarasi: MY-23-002695

To whom it may concern,
Sayin Yetkili,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in
the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746
as regards the transitional provisions for certain medical devices and in vitro diagnostic medical
devices.

AB) 2017/745 sayili ve (AB) 2017/746 sayili Tizikleri belirli Tibbi cihazlarin ve in vitro tant amach
Tibbi cihazlarnn gegis hikiimlerini tadil eden 2023/607 Sayil Avrupa Parlamentosu ve Konsey
Tiiziigli” Sayilt Yénetmelik gergevesinde, resmi bir bagvurunun durumunun onaylanmasi, yazilt
anlagma ve uygun gézetim.

This letter confirms that, MDC MEDICAL DEVICE CERTIFICATION GMB a Notified Body (NB)
designated against Regulation (EU) 2017/745 (MDR) and identified by the number 0483 on NANDO,
has received a formal application in accordance with Section 4.3, first subparagraph of Annex Vil of
MDR and has signed a written agreement (Customer No: D14869) in accordance with Section 4.3,
second subparagraph of Annex VIl of MDR with the following manufacturer

Bu mektup, (AB) 2017/745 Sayii Yénetmelik (MDR) kapsaminda atanan ve NANDO'da 0483
numarasi ile tanimlanan bir Bildiriimis Kurulus (NB) olan MDC MEDICAL DEVICE CERTIFICATION
GMB'nin, MDR'nin Ek VilI'nin 4.3. maddesi birinci alt paragrafina uygun olarak alinan resmi bir
bagvuruyu ve MDR'nin Ek Vil'nin 4.3. maddesi ikinci alt paragrafina uygun olarak imzalanan
(Customer No:D14869) yazili anlagmay! asadidaki retici ile gerceklestirdigini teyit etmektedir.

Ceramoptec GmbH
Siemensstrasse 44, 53121 Bonn, Germany
Facility: Briihler Strasse 30, 53119 Bonn, Germany

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive

93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
with-drawn, this letter also confirms that:

- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate
expiry; or

- provided evidence that a competent authority of a Member State had granted a derogation in ac-
cordance with Article 59(1) of the MDR or

- provided evidence that a competent authority of a Member State had granted an exemption from
the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-
spectively,
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90/385/EEC Sayili Direktif (AIMDD) veya 93/42/EEC Sayili Direktif (MDD) kapsaminda diizenlenen
ve 26 Mayis 2021 tarihinden sonra ve 20 Mart 2023 tarihinden dnce siiresi dolan ve geri gekilmemis
sertifikalt cihazlar durumunda, bu mektup ayrica sunlar da teyit etmektedir:

-Uretici, MDD/AIMDD sertifikasinin siresi dolmadan énce MDR kapsaminda yazili anlagmayi

imzalamugtir; veya

-Bir AB liye devietinin yetkili makaminin, MDR'nin 59(1) maddesine uygun olarak bir muafiyet
verdigine dair kanit sunulmustur; veya
-Bir AB (iye devletinin yetkili makaminin, MDR'nin 97(1) maddesine uygun olarak gegerli uyguniuk
degerlendirme prosedtiriinden muafiyet verdigine dair kanit sunulmusgtur.

On 16.11.2023, an application was submitted to our organization for MDD surveillance audits of the
products specified in Annex-1, and the contract with Reference Number QUO-189677-C1VODS was
signed on 16.11.2023. In this context, the company's audits will be continued by Kiwa Certification
Services Inc. until 26.09.2024.

16.11.2023 tarihinde, Ek-1'de belirtilen iiriinlerin MDD denetim denetimleri igin kurulugumuza bagvuruda
bulunulmug ve 16.11.2023 tarihinde QUO-189677-C1V0DS referans numarall sézlegme imzalanmigtir.
Bu baglamda, sirketin denetimleri Kiwa Belgelendirme Hizmetleri A.$. tarafindan 26.09.2024 tarihine
kadar devam ettirileceklir.

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

Notified Products Certificate Valid Date/ Regulation
Body/Onayi [Cihazlar Number/Sertifika Gecerlilik lYénetmelik
Kurulug Numarasi Tarihi

-Diode Lasers

-Probes for Lasers
Kiwa -Handpieces
Belgelendirme -Introducer for Probes 1984-MDD-21-372/1984- 12.03.2024 93/42/AT
Hizmetleri A.S. -Athletic LED MDD-21-745

-CALA, Single Use,

Sterile

Kind Regards,

Saygrlarimla,

Debut General Menager
Genel Miifiir Yardimcisi

Mehmet Fevzi Guliinay
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