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help.occlusense.com

BEXE

EEMRM:  +49-221-982 59010 (ZHMiES
=M - +1 (844) 633-4002

B : +81-50-3101-4161

Dr. Jean Bausch GmbH & Co. KG
Oskar-Schindler-Stralie 4

D - 50769 KoIn

GERMANY
www.occlusense.com
help@occlusense.com
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Declaration of Conformity

The manufacturer of the products according to this declaration is:

Dr. Jean Bausch GmbH & Co. KG
Oskar-Schindler-Stralle 4
50769 Cologne
Germany

Directives and standards to which the conformity is declared:

Directive 93/42/EEC (MDD)
Directive 2007/47/EC
Directive 2014/53/EU

EN 60601-1:2006 + A1:2013

EN 60601-1-2:2007
EN 60601-1-6:2010 + A1:2015
EN 62304:2006 + A1:2015

Products for which this conformity is declared:

Bausch OccluSense Set BK 5000
Bausch OccluSense Handheld BK 5001
Bausch OccluSense Sensors BK 5025
Bausch OccluSense Sensors BK 5035

Product classification:

Class | according to directive 93/42/EC including directive 2007/47/EC annex IX, rule 5 & rule 12

Conformity assessment procedure according to:

Annex VIl of the directive 93/42/ECC (MDD)

Dr. Jean Bausch GmbH & Co. KG hereby declares that the products mentioned above, meet the require-
ments of the Directive 93/42/ECC (MDD) and the Directive 2007/47/EC for medical devices as well as the
Directive 2014/53/EU for radio equipment.

The technical documentation which meets the requirements for verification of compliance of the above men-
tioned directives and standards is documented in part A and B of the technical file and is available for the
regulatory authorities for medical devices.

Validity of this declaration:

This declaration is valid from 2018-06-01 to 2020-05-25.

f - /Q Kw /@,ﬁ Dr. Jean Bausch GmbH & Co. KG
Oskur-Schindler-Str. 4
Signed by: André Bausch D-50769 Kéln - Germany

Tel: +49 (221) - 70 93 6-0
Fax: +49 (221) - 70 93 6-66
www.bausch.net

Position: General Manager of Dr. Jean Bausch GmbH & Co. KG

Date of signature: 2018-06-01
Place of signature: Cologne - Germany

(22 )




The OccluSense® contains the wireless network transmitter module
Microchip ATWINC1500-MR210PB, registered in:

USA.
HC Contains FCC ID: 2ADHKATWINC1500

This equipment has been tested and found to comply with the limits for a Class B digital device, pursuant to
part 15 of the FCC Rules. These limits are designed to provide reasonable protection against harmful interfe-
rence in a residential installation. This equipment generates, uses and can radiate radio frequency energy,
and if not installed and used in accordance with the instructions, may cause harmful interference to radio
communications. However, there is no guarantee that interference will not occur in a particular installation.
If this equipment does cause harmful interference to radio or television reception, which can be determined
by turning the equipment off and on, the user is encouraged to try to correct the interference by one or more
of the following measures:

* Reorient or relocate the receiving antenna

« Increase the separation between the equipment and receiver

« Connect the equipment into an outlet on a circuit different from that to which the receiver is

connected

» Consult the dealer or an experienced radio/TV technician for help

CANADA
Contains transmitter module IC: 20266-WINC1500PB

U.S.A. & CANADA
@ . Electrical Safety
MET)- 174779

EUROPE

The ATWINC1500-MR210PB module is an R&TTE Directive assessed radio module that is
CE marked and has been manufactured and tested with the intention of heing integrated
into a final product.

JAPAN

& R 007 - ADD199

INDIA

ETA Certificate No: NR-ETA/5411-RLO(NR)

BRAZIL

Seguranca

0:4 Compulsério :m«go ANATEL
02560-19-12141
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Dr. Jean Bausch 6mbH & Co. KG
Oskar-Schindler-Strafie 4
D-50769 Kéln - EE

EBiE © +49-221-70936-0
RE © +49-221-70936-66
ESHB : info@bauschdental.de
ESHB : www.bauschdental.de

Bausch Articulating Papers, Inc.
12 Murphy Drive, Unit 4

Nashua, NH 03062, U.S.A.

BB : +1-603-883-2155
E8i% : 888-6-BAUSCH

EBHE : +1-603-883-0606
EBHE : info@bauschdental.com
EBHE - www.bauschdental.com

Bausch Articulating Papers (Australasia) Pty. Ltd
ABN 73093760402

G.P.0. Box 3733, Sydney NSW 2001, Australia
EBiE : +61-2-9345-1945

EBHE : +61-2-9345-1955

EBEF : info@bauschdental.com.au

EBEE : www.bauschdental.com.au

Bausch Articulating Papers Japan K. K.
2nd Floor, 1-4-2, Jonan, lkedashi
Osaka 563-0025, Japan

BB : +8172-737-9501

EBHE : +8172-737-9502

EBHR : info@bauschdental jp
EBHB : www.bauschdentaljp

Bausch Importacdo de Materiais Odontoldgicos Ltda.

Rua Paulo Eduardo Xavier de Toledo,
379, salas 8 e 9, Lt. 3 0. 30.

13304-240, Itu-SP, Brasil

BB : +55113020-9263

ESHB : vendas@bauschbrasil.com.br
EBHB : www.bauschbrasil.com.br

s
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