Alcotest® 7000/7000 med

Bluetooth®

Approvals:
The information on the radio approval can be viewed in the ins-
trument menu under Bluetooth™ > Approvals.

April 2026 - 93 01 306

' Radio:

o

5 Only for USA:

W Changes or modifications not expressly approved by the party
responsible for compliance could void the user's authority to
operate the equipment.

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 interference in a residential installa-
tion. This equipment generates, uses and can radiate radio fre-
quency 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 interfe-
rence will not occur in a particular installation. If this equipment
does cause harmful interference to radio or television recepti-
on, 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:

e Reorient or relocate the receiving antenna.

e Increase the separation between the equipment and recei-
ver.

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

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

This device complies with part 15 of the FCC Rules. Operation
is subject to the following two conditions:

(1) This device may not cause harmful interference, and

(2) this device must accept any interference received, inclu-
ding interference that may cause undesired operation.

FCC responsible party:

Draeger, Inc.

7256 S. Sam Houston W. Parkway

Suite 100

Houston, TX 77085 USA

phone: +1 346-802-6111

e-mail: DIHouston.Approvals@draeger.com

contains FCC ID: RFR-S50 or contains FCC ID: X60-BT01

Only for Canada:

Changes or modifications not expressly approved by the party
responsible for compliance could void the user's authority to
operate the equipment.

This device complies with Industry Canada’s licence-exempt
RSSs. Operation is subject to the following two conditions:

(1) This device may not cause interference; and

(2) This device must accept any interference, including interfe-
rence that may cause undesired operation of the device.

Le présent appareil est conforme aux CNR d’Industrie Canada
applicables aux appareils radio exempts de licence. L’exploita-
tion est autorisée aux deux conditions suivantes :

1) I'appareil ne doit pas produire de brouillage;

2) l'appareil doit accepter tout brouillage radioélectrique subi,
méme si le brouillage est susceptible d’en compromettre le
fonctionnement.

contains IC: 4957A-S50 or contains IC: 5895F-BT01

CAN ICES-003(B)/NMB-003(B)

[:E] Notes on Approvals

Drager

EU-Konformitatserklarung
EU-Declaration of Conformity

Drager

]

Wir / we

Dokument Nr. / Document No. 11110319_03

Dréager Safety AG & Co. KGaA, Revalstrale 1, 23560 Liibeck, Germany

erklaren in alleiniger Verantwortung, dass das Produkt
declare under our sole responsibility that the product

Alcotest 7000
mit /with

Alcotest Standard “Slide’n’click” ] mit R re
Alcotest Standard “Slide’'n’click” Mouthpieces with non-return valve

Alcotest Standard “Slide’n’click” Mt (] ohne Rii Te
Alcotest Standard “Slide’'n’click” Mouthpieces without non-return valve

Normen ii

mit den der
by ication of the listed standards

ichtlini unter A
is in compliance with the following latic

der Richtlini g
provisions of directive/regulation

Nummer sowie Ausgabedatum der Norm
Number and date of issue of standard

EN 61326-1:2013
industrial
group 1, class B

emission:

EN 61000-3-2:2014
EN 61000-3-3:2013
EN 301 489-1Vv2.2.3

EN 300 328 V2.2.2

EN 303 413 V1.1.1

EN IEC 62368-1:2020+A11:2020
EN 62311:2008

2014/53/EU
2022/30/EU

RED-Richtlinie
RE Directive

2011/65/EU
2015/863/EU

RoHS-Richtlinie

RoHS Directive EN IEC 63000:2018

Sebastian Jeigrierscrieben
Kleiner

Datum: 2026.03.10
13:24:32 +01'00'

Sebastian Kleiner

Head of Product Compliance

Central Functions 2
Research & Development Safety Division

EU-Konformitatserklarung
EU-Declaration of Conformity

Drdger

3

Wir/we Drager Safety AG & Co. KGaA, Revalstralle 1, 23560 Liibeck, Germany, SRN: DE-MF-000014172

Dokument Nr. / Document No. 11139481-02

erkldren in tung, dass das Klasse | mit
declare under our sole responsibility that the medical product class | with measuring function

Dréger Alcotest 7000 med
REF/ REF: 3700399
BUDI-DI / BUDI-DI: 04026056A7000medJP

Das Atemalkohol-Testgeriit Driger Alcotest 7000 med dient der schnellen Messung der
Atemalkoholkonzentration im Atem eines Menschen in Gesundheitseinrichtungen und
sonstigen medizinischen Einrichtungen

mit der Zweckbestimmung

with the intended purpose The breath alcohol testing device Drager Alcotest 7000 med is used to quickly measure the breath

alcohol concentration in a person’s breath in healthcare facilities and other medical settings

mit dem EG-Zertifikat gem. (EU) 2017/745 Anhang IX Kapitel |
with the EC-Certificate acc. (EU) 2017/745 Annex IX Chapter |

Reg. Nr. D146100005

medical device certification
Kriegerstr. 6
D-70191 Stuttgart

ausgestellt von der notifizierten Stelle
mit der Kenn-Nr.
issued by the Notified Body

with the Identification No. 0483
und mit den ichtlinien unter A der ten Normen i
and is in compliance with the following directives by 1 of the listed
Bestimmungen der Richtlinie Nummer sowie Ausgabedatum der Norm
provisions of directive Number and date of issue of standard
EN ISO 20417:2021,
Medizinprodukte-Verordnung EN SO 10993-1:2018-08,
Medical Devices Regulation EN ISO 14971:2019,
EN ISO 15223-1:2021,
{Bu] 2017796 Klasse | mit Messfunktion EN 60601-1:2006+Cor.2010 / A1:2013,
(Klassifikation nach Regel 13) EN 60601-1-2:2015,
Class | with a measuring function EN 62304:2006 +Cor.:2008 +A1:2015
(Classification due to rule 13) EN ISO 62366 :2015/AC :2015
EN 61326-1:2013
Immunity: Class A
Emission: Class B
i EN 61000-3-2:2014
2014/53/EU R chinlo EN 61000-3-3:2013
EN 301 489-1 V2.2.3, EN 301 489-17 V3.1.1
EN 300 328 V2.2.2
EN 62479:2010
EN 62368-1:2014+AC:2015+A11:2017
2011/65/EU RoHS-Richtlinie EN IEC 63000:2018
2015/863/EU RoHS Directive

Diese EU-Konformitétserkldrung ist giiltig bis zum: 2027-12-14
This EU-Declaration of Conformity is valid until:
4 ¢ /
Lubeck, 2024-06-28 /7Y ¢ / ce
Place and date (yyyy-mm-dd) Ingo Pooch,
Head of R&D Safety

Lubeck, 2024-06-28

i i,
aG s A/

Mathias Gugsch (PRRC) 4

Head of Product Qualification

Place and date (yyyy-mm-dd)
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