
Fibers
Bare Fibers Flat Tip

REF Product Length [m] Core ø [μm] / [Fr] OD ø [μm] /  [Fr]

501200745 Bare Fiber 600 μm, Flat Tip, Adj. Luer, ID (1 × 6 h) 3 565 / 1.7 860 / 2.6

503200745 Bare Fiber 600 μm, Flat Tip, Adj. Luer, IC (1 × 6 h) 3 565 / 1.7 860 / 2.6

501300415 Bare Fiber 1000 μm, Flat Tip, Adj. Luer, ID (1 × 6 h) 2.6 945 / 2.9 1400 / 4

503300415 Bare Fiber 1000 μm, Flat Tip, Adj. Luer, IC (1 × 6 h) 2.6 945 / 2.9 1400 / 4

Gas Liquid Cooled Fibers

501200525 GLC 180 Gas-, Liquid Cooled iber, ID (1 × 6 h) 3 565 / 1.7 1800 / 5.4

503200525 GLC 180 Gas-, Liquid Cooled iber, IC (1 × 6 h) 3 565 / 1.7 1800 / 5.4

Special Fibers

501200990 Jumper for LFHP, ID (1 × 6 h) 3 565 / 1.7 1800 / 5.4

503200990 Jumper for LFHP, IC (1 × 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 μm ibers

400100100 Universal Dual Luer Handpiece, for 600 ‒ 1000 μm ibers

Accessories
AB2570 Mobile Table for HPD Laser

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

LA1371 Laser safety goggles DIR 804 ‒ 1755 L3 (FULL), type: basket, clear

LA5165 Sticker Laser warning 20 × 20 cm

400100115 Medi Strip 0.7 / 1.2 BF 600 μm, autoclavable ‒ Fiber stripper for BF 600 μm

400100120 Medi Strip 1.0 / 1.5 BF 1000 μm, autoclavable ‒ Fiber stripper for BF 1000 μm

400100130 Ceramic Fiber Cleaver, autoclavable

AB1908 Touhy Borst Adapter

AB2519 Luer Lock Adapter Female ‒ Female Adapter for GLC ibers

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

Smoke evacuation
MP0016 ATMOSAFE mobile smoke evacuation inclusive autoclavable hose system

MP0017 ATMOS Main ilter (ULPA)

MP0018 ATMOS Preilter (HEPA)

MP0019 ATMOS Air hose, ø 22 mm, L = 2.10 m, single use

MP0020 ATMOS Air hose, ø 22 mm, L = 2.10 m, reusable

MP0021 ATMOS Hose connector straight ø 22 mm to ø 10 mm

biolitec® laser systems
LEONARDO® DUAL 100 and Ceralas® HPD

REF Product

SL980+1470nm100W Laser Set LEONARDO® DUAL 100

SL980+1470nm45W Laser Set LEONARDO® DUAL 45

SH1350nm60W400u Laser Set Ceralas® HPD 1350nm 60W

All laser sets incl. 3 safety goggles, foot switch, interlock connector, power cord and manual in a  

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

VISIBLE AND INVISIBLE LASER RADIATION 

AVOID EYE OR SKIN EXPOSURE TO 

 DIRECT OR INDIRECT RADIATION

CLASS 4 LASER PRODUCT
Diode-Laser 1350 +/- 30 nm CW 60 W (Max.)
Diode-Laser 635 +/- 10 nm CW         4 mW (Max.)

EN 60825-1:2007  EN60601-2-22:1996

VISIBLE AND INVISIBLE LASER RADIATION 

AVOID EYE OR SKIN EXPOSURE TO 

DIRECT OR INDIRECT RADIATION

CLASS 4 LASER PRODUCT
Diode-Laser 1350 +/- 30 nm CW 120 W (Max.)
Diode-Laser 635 +/- 10 nm CW    4 mW (Max.)

EN 60825-1:2007  EN60601-2-22:1996

1984

CeramOptec GmbH
Siemensstr. 44, D-53121 Bonn

CERALAS® HPD 

combined with smoke 

evacuation system



EC Certificate 

Full Quality Assurance System according to 

Medical Devices Directive 93/42/EEC Annex-II Section 3 

Certificate Number: 1984-МDD-16-372 

We hereby declare that an examination of the under mentioned full quality 

assurance system has been carried out following the requirements of the national 

legislation to which the undersigned is subjected, transposing annex it (with the 

exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify 

that the full quality assurance system conforms with the relevant provisions of the 

aforementioned directive. 

Organization: 

Ceramiptec GmbH 

Siemensstrasse 44, 53121 Bonn, Germany 

Facility: Brühler  Strasse  30 53119 Bonn, Germany 

Products: Diode Lasers, Probes for Lasers, Handpieces, Introducer for Probes, 

Athletic LED 

The products defined at the enclosure which is the part of this certificate and 

contains two pages. The certificate is valid till expiration date, subject to successful 

completion of periodical surveillance audits. Please contact Kiwa for details. 

Design Examination according to Medical Devices Directive 93/42/EEC Annex-II 

Section 4 certificate is also mandatory for class III device covered by this certificate. 

Report Number: 1.4508.06 

Date of first issue: 14 March 2016 

Date of last issue: 25 May 2021 

Revision Number: 06 

Expiry Date: 12 March 2024  

Muhteşem Gökhan Yücel  

25 May 2021, Istanbul, Turkey Head of Notified Body 

Kiwa Belgelendirme  Hizmetleri  A.Ş. 

ITOSB 9. Cad. No:15  Tepeören, Tuzla,  Istanbul, Turkey 

Tel.: +90 216 59325 75, Fax: +90  216 593 2574 

Web: w.,w.kiwa.com.tr ,  , e-mail: posta@kiwa.com.tr  
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Enclosure of the Certificate: Page 1/2 

Full Quality Assurance System according to 

Medical Devices Directive 93/42/EEC Annex  Il  Section 3 

Certificate Number: 1984-MDD-16-372, Revision Number: 06 

Concerned medical devices; 

Product: Diode Lasers 

Types: - Type Ceralas E 

- Type Ceralas HPD 

- Type Leonardo 

- Type Leonardo HPD 

- Type Leonardo Mini 

- Type Leonardo Bonsai 

- Type Leonardo FPS 

Product: Probes for Lasers 

Types: -Type Bare Fiber, single-use, sterile 

- Type Bare Fiber, reusable, sterile 

- Type Endoprobe, single-use, sterile 

- Type Gas Liquid Cooled, single-use, sterile 

- Type Side Fiber, single-use, sterile 

- Type PLDD Bare Fiber, single-use, sterile 

- Type Cylindrical diffuser, single-use, sterile 

- Type ELVеS Fiber, single-use, sterile 

- Type Twister, single-use, sterile 

- Type ELVеS Radial, single-use, sterile 

- Type Bare fiber for Ho:YAG Laser, single-use, sterile 

- Type Bare fiber for Ho:YAG Laser, reusable, sterile 

- X-Ray, single-use, sterile 

- CALA, single-use, sterile 

25 May 2021, Istanbul, Turkey 

Kiwa Belgelendirme  Hizmetleri  A.Ş. 

ITOSB 9. Cad. No:15  Tepeören, Tuzla,  Istanbul, Turkey 

Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74 

Web: www.kiwa.com.tr  , e-mail: posta@kiwa.com.tr  

Lо'2Lп  
Muhteşem Gökhan Yücel  

Head of Notified Body  
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Enclosure of the Certificate: Page 2/2 

Full Quality Assurance System according to 

Medical Devices Directive 93/42/EEC Annex  Il  Section 3 

Certificate Number: 1984-MDD-16-372, Revision Number: 06 

Concerned medical devices; 

Product: Handpieces 

Type: Type Derma Handpiece; reusable, Loma Handpiece 

Product: Introducer for Probes 

Type: Type ELVеS Plus Catheter, sterile 

Product: Athletic LED 

Kiwa Belgelendirme  Hizmetleri  A.Ş. is Notified Body under Council Directive 

93/42/EEC concerning medical devices with identification number: 1984  

Muhteşem Gökhan  Yucel 

25 May 2021, Istanbul, Turkey Head of Notified Body 

Kiwa Belgelendirme  Hizmetleri  A.Ş. 

iTOSB 9. Cad. No:15  Tepeören, Tuzla,  Istanbul, Turkey 

Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74 

Web: www.kiwa.com.tr  , e-mail: posta@kiwa.com.tr  







NA Authorised Representative name (if applicable) 

NA Authorised Representative address and contact details 

NA Single Registration Number (SRN) (if available) 

Notified body name (if applicable) 

MDD: kiwa Certification Services Inc. 

MDR: mdc medical device certificate  GmbH 

Ceramiptec GmbH Manufacturer name 

Manufacturer address and contact details Siemensstraße 44, 53121 Bonn, Germany 

Single Registration Number (SRN) (if available) DE-MF-000005607 

Ceram ptec® 
Ceramiptec GmbH 1 Slemeп55traße 441 D-53121 Bonn Ceramiptec GmbH 

Siemensstraße 44 
D-53121 Bonn 

Tel.: +49(0)228/979670 
Fax: +49(0)228 / 97 967 99 
E-Mail: info@ceramoptec.de 
www.ceramoptec.de 

Manufacturer's Declaration 

in relation to 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, in particular 
with respect to 

• the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical 
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive Certificates) 
and/or' 

• the compliance of the devices and us as their manufacturer with the conditions for the continued 
placing on the market and putting into service 

1 The first condition is not applicable in case of devices for which the conformity assessment 
procedure pursuant to MDD did not require the involvement of a notified body, for which the 
declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment 
procedure pursuant to this Regulation requires the involvement of a notified body. 

- 

в  
Geschäftsführer 
Dr. Damian Flange 
Dr. Roland  Dreschau 
Dr. Markus Rohner 

- - Register 
HRB 4633 

Amtsgericht 
Bonn 

Ust-1dNr. 
DE 811188 951 - 

-  

Commerzbank AG 
'BAN DE92 8204 0000 0258 3078 00 
BIG COBADEFFXXX 



 

❑x See attached schedule 

Notified body number (if applicable) 

kiwa Certification Services 1nс.:1984 

mdc medical device certificate  GmbH:  0483 

lI See attached schedule 

Directive Certificate number(s) 
to which this confirmation is made (if applicable) 

1984-MDD-16-372 

I See attached schedule 

Original expiry date as indicated on the Directive 
Certificate prior to the extension of the validity (if 
applicable) 

12 March 2024 

(] See attached schedule 

End date of extended validity/transition period 

December 31, 2028, for Class Ilb 

December 31, 2027, for Class 111 

0 See attached schedule 

We, as the manufacturer declare under our sole responsibility: 

• for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the 
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or2 

• the listed device(s) in the attached schedule and we as their manufacturer are in compliance with 
the conditions listed in Article  120.3с  of the MDR for continued placing on the market and putting into 
service, 

namely by fulfilling the following conditions: 

➢ Directive Certificate(s) as listed above or in the attached schedule 

• Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were 
valid on 26 May 2021 and have not been withdrawn afterwards. 

Choose applicable statements: 

❑ Expired before 20 March 2023: 

❑ Before the original date of expiry as indicated on the Directive Certificate(s), we and the 
notified body have signed written agreement(s) in accordance with Section 4.3, second 
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect of 
the device(s) covered by the expired certificate(s) or in respect of a device(s) intended to 
substitute that/those device(s), or 

❑ A Competent Authority has granted a derogation from the applicable conformity assessment 
procedure in accordance with Article 59(1) MDR (may be provided upon request), or 

❑ A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, 
to carry out the applicable conformity assessment procedure (may be provided upon request) 

2  The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not 
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the 
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body 



Choose one of the following statements only if a derogation per Article 59(1) or a requirement 
per Article 97(1) has been granted by a Competent Authority: 

❑ Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph 
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted 
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached 
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in 
accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September 
2024. 

❑ We do not intent to lodge an application for conformity assessment by 26 May 2024'  therefore 
the transition period will end on 26 May 2024 

❑x Expired/expires after 20 March 2023: 

Choose one applicable statement.: 

l Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph 
of Annex VII MDR for conformity assessment has/have been made or will be made/submitted 
by us to a notified body no later than 26 May 2024 for the device(s) listed in the attached 
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in 
accordance with Section 4.3, second subparagraph of Annex VII MDR before 26 September 
2024. 

❑ We do not intent to lodge an application for conformity assessment by 26 May 2024'  therefore 
the transition period will end on 26 May 2024. 

➢ Upclassified devices 

■ In case of devices for which the conformity assessment procedure pursuant to MDD did not require the 
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 
and for which the conformity assessment procedure pursuant to this Regulation requires the involvement 
of a notified body: 

Choose one applicable statement: 

❑ Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of 
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by 
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule 
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with 
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024. 

❑ We do not intent to lodge an application for conformity assessment by 26 May 2024'  therefore 
the transition period will end on 26 May 2024. 

➢ Quality Management System (QMS) 

Choose one applicable statement: 

❑ A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024. 

A QMS in accordance with Article 10(9) MDR is in place. 

❑ A notified body has issued the attached certificate for the MDR-compliant QMS. 

➢ Device(s) as listed in the attached schedule 

• The device(s) continue to comply with the AIMDD or MID. 
. There are no significant changes in the design and intended purpose. 
• The device(s) do not present an unacceptable risk to health or safety of patients, users or other 

persons, or to other aspects of the protection of public health. 



Signed for and on behalf of the manufacturer: 

Full Company Name: Ceramiptec  GmbH 

Location & Date: Bonn, 15.01.2024 

Signature, Print Name, Title:  

Contact Details (at least email): roland .dгеѕсhаub іoІitес.соm 

Schedule of Devices 

The above Manufacturer's Declaration is valid for the following devices: 

Identification of the 
device(s)3 
(e.g., device name, 
family/group name 
device model or 
catalogue number) 

Directive 
Certificate 
number(s) 
to which 
this 
confirmatio 
n is made 
(if applicable) 

Original 
expiry 
date as 
indicated 
on the 
Directive 
Certificat 
a (s) prior 
to the 
extension 
of the 
validity 
(if 
applicable) 

Notified 
Body 
name and 
number 
that 
issued the 
Directive 
Certificate 
(if 
applicable) 

Notified Body 
name and 
number where 
the MDR 
application was 
lodged/contrac 
t signed 
(if applicable) 

End date 
of 
extended 
validity / 
transition 
period 

Substitut 
e 
Device(s) 
(if 
applicable) 

Bare Fiber, single use, 
sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH 
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

Bare Fiber, reusable, 
sterile 

1984-MOD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH 
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

Cylindrical Diffusor, 
single use, sterile 

1984-MOD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH  
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

CALA, single use, sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH 
Nr.: 0483 

Decembe 
r 31, 2027 

NA 

ELVeS Fiber, single use, 
sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH 
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

ELVeS Radial, single 
use, sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 
1984 

mdc medical 
device certificate 
GmbH  
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

з  for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate 
has a generic scope it should be as defined above) 



Endoprobe, single use, 
sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 
Inc. Nr.: 

mdc medical 
device certificate 
GmbH 
Nr.: 0483 

Decembe 
r 31, 2028 

NA 

   

1984 

    

1984-MDD- 12 March kiwa mdc medical Decembe NA 
Gas-Liquid Cooled Fiber, 
single use, sterile 

16-372 2024 Certificatio 
n Services 

device certificate 
GmbH 

r 31, 2028 

    

Inc. 1984 Nr.: 0483 

   

1984-MDD- 12 March kiwa mdc medical Decembe NA 

PLDD Bare Fiber, single 
use, sterile 

16-372 2024 Certificatio 
n Services 
Inc. Nr.: 

device certificate 
GmbH 
Nr.: 0483 

r 31, 2028 

    

1984 

    

1984-MDD- 12 March kiwa mdc medical Decembe NA 

Side Fiber, single use, 
sterile 

16-372 2024 Certificatio 
n Services 
Inc. Nr.: 

device certificate 
GmbH 
Nr.: 0483 

r 31, 2028 

    

1984 

    

1984-MDD- 12 March kiwa mdcmedical Decembe NA 

Twister, single use, 
sterile 

16-372 2024 Certificatio 
n Services 
Inc. Nr.: 

device certificate 
GmbH 
Nr.: 0483 

r 31, 2028 

    

1984 

    

1984-MDD- 12 March kiwa mdc medical Decembe NA 

X-ray, single use sterile 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MDD- 12 March kiwa mdcmedical Decembe NA 

Сeralas E 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MDD- 12 March kiwa mdc medical Decembe NA 

Ceralas HPD 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MOD- 12 March kiwa mdc medical Decembe NA 

Leonardo 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MOD- 12 March kiwa mdc medical Decembe NA 

Leonardo HPD 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MOD- 12 March kiwa mdc medical Decembe NA 

Leonardo Mini 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MOD- 12 March kiwa mdc medical Decembe NA 

Leonardo FPS 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

    

1984-MDD- 12 March kiwa mdc medical Decembe NA 

Leonardo Bonsai 
16-372 2024 Certificatio 

n Services 
device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

   



Athletik-LED 1984-MDD- 12 March kiwa mdc medical Decembe NA 

 

16-372 2024 Certificatio 
n Services 

device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

   

Handpieces, 1984-MDD- 12 March kiwa mdc medical Decembe NA 
Dermatology/Condyloma 
, Accessory Laser 

16-372 2024 Certificatio 
n Services 

device certificate 
GmbH 

r 31, 2028 

    

Inc. Nr.: Nr.: 0483 

     

1984 

   

ELVeS Plus Cathether, 
single use, sterile 

1984-MDD- 
16-372 

12 March 
2024 

kiwa 
Certificatio 
n Services 

mdc medical 
device certificate 
GmbH 

Decembe 
r 31, 2028 

NA 

   

Inc. Nr.: Nr.: 0483 

     

1984 
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