








Annex 1, Rev. 0, to Certification Agreement 50081-CA-00

Device(s) for which an application according to Regulation (EU) 2017/745 (Medical Device
Regulation) Article 52 have/has been lodged and for which the Notified Body DEKRA
Certification GmbH will perform/has performed a conformity assessment in accordance
with the applicable conformity assessment procedure in line with the submission date(s)

given below:

Conformity assessment procedure according to Annex IX, Chapter I+l

X Class lla:

]?fc}:{:‘”ij(:'[UFE)"(:"“-)I‘
submission of the
technical doclimentation

Device name Basic UBDIEDI
for review
(YY-YY-MM-DD))
LITHO Probes 07613353011KT Already submitted
LASER Fibers 07613353048LJ 2025-12-31
AIRFLOW Prophylaxis Master and AIRFLOW One 07613353002KS Already submitted
PIEZON 250 07613353030KX 2025-07-31
PIEZON Kits 07613353028LC 2025-07-31
AIRFLOW Handy 3.0 07613353033L5 2025-07-31
PIEZON Handpieces 07613353021KW 2024-10-31
PERIOFLOW Handpieces 07613353016L5 2024-10-31
AIRFLOW Handpieces 07613353035L9 2024-10-31
PIEZON Instruments 07613353037LD 2024-10-31
PERIOFLOW Nozzles 07613353036LB 2024-10-31
AIRFLOW Powders 07613353020KU Already submitted
Radial Shock Wave 07613353034L7 Certified
DolorClast Master 07613353031KZ 2024-12-31
DolorClast Smart 20 0761335302618 Ready to submit
DOLOR Handpieces 07613353046LE Ready to submit
Probes Suction Tubes 07613353049LL 2025-12-31
LithoPump 07613353019LB 2025-12-31
Handpieces Suction Tubes 07613353051L7 2025-12-31
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Annex 1, Rev. 0, to Certification Agreement 50081-CA-00

Class lIb"

Possible Date for
submission of the

Device name Basic UDI-DI technical documentation
for review
(YYYY-MM-DD))
LithoClast TRILOGY 07613353001KQ Already submitted
LithoClast Master 07613353008L6 2025-12-31
LithoClast 2 07613353013KX 2025-12-31
LITHO Handpieces 07613353040L2 Already submitted

Class Is/Im/lr:

Submission of the
technical documentation
for review
(YYYY-MM-DD))

Stone Catcher 07613353039LH Already submitted

Device name Basic UDI-DI

Conformity assessment procedure according to Annex IX, Chapter I+II+lIl

[ Class lIb2:

Submission of the
technical documentation

Device name Basic UDI- 5
Ayle asic.UDLDI for review

(YYYY-MM-DD))

[ Class Il

Submission of the
technical documentation

Devi ic UDI- '
evice name Basic UDI:DI for review

(YYYY-MM-DD)

! Class Ilb devices, other than custom-made or investigational devices, which are subject to a conformity assessment as specified in
Chapter | and Il of Annex IX, and including an assessment of the technical documentation as specified in Section 4 of that Annex of
at least one representative device per generic device group (Article 52 MDR).

2 Class IIb implantable devices, except sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires,
pins, clips and connectors (Article 52 MDR)
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Annex 1, Rev. 0, to Certification Agreement 50081-CA-00

Conformity assessment procedure according to Annex Xl, Part A

[ Class lla:
Submission of the'technical
Devicelname Basic UDI-DI documentationfor review:
(Y Y-MMEDD)!

DEKRA Certification GmbH
i.V. Markus Kopf
Director Medical Devices

Digital unterschrieben von Markus
% RAINER Kopf
- Datum: 2024-09-24

11:22:14+02:00

Stuttgart, 2024-09-23

Client
E.M.S. Electro Medical Systems S.A. Chemin de la Vuarpilliére 31, 1260 Nyon
Name of the company submitting the application Address of the company submitting the application

My TLencXRée DERLOCK

Title, first name, last name of the client

Nyon en 2o0M 4 '{/( o w— AR

yon, 23 s ELECTRO MEDICAL SYSTEMS SA
mere 37

Place and date (YYYY-MM-DD) Legal inding signature ofth%ﬂgggeﬁi\éﬁ@\fzg rlardi

Tél, +41 22 994 47 00
Fax +41 22 994 47 01

D-031-13_Certification Agreement MDR — Annex Rev. 02/08/24 Page 3 of 3
DEKRA Certification GmbH * Handwerkstrale 15 * D-70565 Stuttgart * www.dekra.com/medical-devices




	Notified Body Certification Agreement.pdf
	Certification Agreement 50081-CA-00 _ EMS.pdf
	Annex 1 Rev.0 to Certification Agreement 50081-CA-00 _ EMS

	Annex 1 Rev.0 to Certification Agreement 50081-CA-00 _ EMS_signed



