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en Safety-related information

1 Safety-related information

— Before using this product, carefully read these instructions
for use and those of the associated products.

— Strictly follow the instructions for use. The user must fully
understand and strictly observe the instructions. Use the
product only for the purposes specified in the intended use
section of this document.

— Do not dispose of the instructions for use. Ensure that they
are stored and used appropriately by the user.

— Do not use a faulty or incomplete product. Do not modify
the product.

— Notify Dréager in the event of any component fault or
failure.

— Comply with all local and national rules and regulations
associated with this product.

— Only trained and competent personnel are permitted to
inspect, repair and service the product. Drager
recommend a Drager service contract for all maintenance
activities and that all repairs are carried out by Drager.

— Use only genuine Drager spare parts and accessories.
Otherwise, the proper functioning of the product may be
impaired.

— Only use the accessories and components described in
these instructions for use and/or those approved by the
manufacturer.

— Portable RF communication devices (radios), including
their accessories such as antenna cables and external
antennas, must not be used within 30 cm (12 in) of the
device. Non-compliance can lead to lower device
performance. An exception to this rule is the smartphone.

— Only use batteries that Drager has approved for this
product (see "Technical data", page 11).

— Do not expose the device to direct sunlight, as this leads
to a rise in temperature beyond the indicated limit values
of the ambient conditions (see "Technical data", page 11).

— Do not use the device while driving.

— These instructions for use can be downloaded in
electronic form from the Technical Documentation
database (www.draeger.com/ifu) or obtained free of
charge as a printed copy from Drager.

[i] The device was fully cleaned and disinfected before
delivery.

2 Conventions in this document

2.1 Meaning of the warnings

The following warnings are used in this document to alert the
user to possible hazards. A definition of the meaning of each
warning is as follows:

Warning Signal word Classification of warning

symbols

A WARNING Indicates a potentially hazard-
ous situation. If not avoided, it
could result in death or serious
injury.
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Warning
symbols

A CAUTION

Signal word Classification of warning

Indicates a potentially hazard-
ous situation. If not avoided, it
could result in physical injury. It
may also be used to alert
against unsafe practices.

NOTICE Indicates a potentially hazard-
ous situation. If not avoided, it
could result in damage to the

product or environment.

2.2 Typographical conventions

Text Text in bold identifies labels on the device and text
on the display.

| 2 This triangle in warnings identifies the options
available for avoiding the hazard.

> The greater-than symbol identifies a navigation
path in a menu.

[i] This symbol indicates information that may make

the use of this product easier.

2.3 Trademarks

Trademark Trademark owner
Bluetooth® Bluetooth Special Interest Group (SIG)
Alcotest® Dréger Safety AG & Co. KGaA

The following web page lists the countries in which Drager's
brands are registered: www.draeger.com/trademarks.

3 Description
3.1 App startup screen

Overview of startup screen:

[i] Differences between Android and iOS are possible.
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Menu access

Access to user menu
Box at the bottom of the screen:

Information area:

e.g. Connect device, Start test
Test history: Drag box upwards

Start test

Drager Alcotest 4000 Go
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3.2 Product overview

Parts of the device:

—\ Protective cap

Mouthpiece

Gripping
area—"" |
on mouthpiece

— Mouthpiece ‘
receptacle f—m——

=1
o 1O |

ring
Battery compartment cover

Breath alcohol testing device

Gripping area on

mouthpiece_______
)

Display
Loudspeaker

USB port
(Service

—only)
Battery

00100211.ai

3.3 Intended use

Dréager Alcotest 4000 Go

The breath alcohol testing device measures alcohol content in
human breath using an electrochemical sensor. This is a test
device with active sampling.

The device has a BLE interface that ensures communication
with the app. The determined breath alcohol concentration is
transmitted to the app via the interface. No therapeutic
measures should be derived from the measurement results.

Mouthpiece 3820

To fulfil the intended purpose, the mouthpiece must be
connected to the device.

Contraindications

— Residual mouth alcohol
Residual mouth alcohol means that the breath alcohol
concentration (BrAC) measured by blowing does not yet
match the blood alcohol concentration (BAC). The alcohol
consumed has not yet been fully distributed in the blood.
The residual mouth alcohol usually takes 15 minutes to
subside.
Residual alcohol in the mouth can distort the test results.

— False-positive test result
Certain foods can lead to a positive test result.
Aromatic drinks (e.g. fruit juice), alcoholic mouth sprays
and medicines, among other things, can distort the test
results.

51084
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3.4 Symbols

Device label
mn Observe the instructions for use
e Upper and lower temperature limits

The storage temperature is indicated on
the packaging. The utilisation tempera-
ture is indicated on the device.

Device display

g Device with mouthpiece
3 Bluetooth®

[} Battery

4 Use

4.1 Prerequisites for use
— Observe a wait time of around 15 minutes after the last
food intake (eating or drinking, e.g. alcohol).

— The wait time cannot be shortened by rinsing the mouth
with water or a non-alcoholic drink.

— Residual mouth alcohol or aromatic drinks (e.g. fruit juice),
alcoholic mouth sprays and medicines can distort the
measurement result.

— Alcoholic disinfectants (e.g. hand sanitizers) can distort
the measurement result.

— Belching and vomiting can distort the result.

— Only carry out the measurement if safe to do so under the
circumstances, e.g. not while driving a car.

— Breathe regularly and calmly before sampling.

4.1.1 App installation

To be able to use the device, the app must be installed and
initialised from the Apple App Store or Google Play Store. For
initialisation, follow the instructions provided by the app.
Details on how to initialise the app can be found in the
relevant chapter. (see "Initialising the app", page 6)

4.1.2 Preparing the device for use

/A WARNING
Risk of injury
Sharp edges on the battery compartment can cause injuries.

» Do not use the device without the battery compartment
cover.

1. Make sure that the device batteries (see "Technical data",
page 11) are correctly inserted and that they are charged.

2. Make sure that a clean mouthpiece has been fitted on the
device.

4.1.3 Device navigation

1. Press the button until the desired entry is reached.

2. To confirm selection, press and hold the button for approx.
2 seconds.

4.2 Starting the device for the first time

4.2.1 Initialising the app

1. On a smartphone, open the Apple App Store or Google
Play Store.

2. Download and open the app.

3. The licence terms are displayed when first starting up the
app and afterwards in the legal notices (see "Terms &
Conditions, Legal notice, Privacy Policy, Third Party
Licensing", page 9). If the terms are not accepted, the app
cannot be used.

4. To sign into the app, select the Login button and enter the
email address and the initial password.
This step can be skipped by selecting the Skip button.

5. The app also provides the option of sending data. To send
data, you need to sign in via the (see "Log in or Log out",
page 9) user menu.

v/ The app has been initialised.

4.2.2 Country wizard of the device

The country wizard is opened when the device is first started.
The device language can be set here.
1. Briefly press the button to select the desired language.

2. To confirm the selected language, press and hold the
button for approx. 2 seconds.

v The language is set on the device.

4.2.3 Attaching the mouthpiece to the device

7

e

The mouthpiece can be used multiple
times for the same test person. If the
user changes, a new mouthpiece is also
required.

/A WARNING

Risk of infection

The mouthpiece may be contaminated.

» The mouthpieces are individually
packed for hygienic reasons. Do not
use mouthpieces from damaged
packaging.

/A WARNING

Risk of choking

Parts of the packaging may remain on

the mouthpiece.

» Completely remove all the packaging
material.

/A WARNING
Small parts of the device can come loose
and be swallowed.

» Keep the device away from children.

A WARNING

Risk of infection (risk of reinfection and cross-infection)

Droplets or contamination can lead to infection.

» Inspect the mouthpiece for droplet formation,
contamination or defects before every use and replace if
necessary.

O

[i] Only the specified mouthpiece (order no. 3325250/5 pcs.)
may be used.

1. Remove the protective cap from the device.

Instructions for use = Drager Alcotest 4000 Go



2. Remove the mouthpiece from its packaging.
Hold the mouthpiece by the grip zones at the sides.

4. Insert the mouthpiece into the mouthpiece receptacle at
the top of the device. It can only be attached in one
direction.

v The mouthpiece is attached to the device.

w

4.2.4 Turning on the device

A WARNING

Risk of other devices malfunctioning

When the device is turned on, the Bluetooth® feature is
automatically activated.

» Do not turn the device on when travelling in aircraft.

[i] The device was fully cleaned and disinfected before
delivery.

[i] The time in the device automatically synchronises with the
time on the smartphone.

1. Press the button and hold for approx. 1 second.
v The device is turned on.
4.2.5 Connecting the device

The app can be connected to a device via the Connect
device button. Alternatively, this can be done via the menu
item Device connection.

4.2.5.1 Connecting the app to the device

If the app is not yet connected to a device, proceed as follows:

1. Open the app on the smartphone.

2. Inthe box at the bottom of the screen, tap Connect
device.

[il The access authorisations for Bluetooth® and the
device location must first be granted once on the
smartphone. If the authorisation is revoked, access must
be authorised again.

To establish a connection with the device, Bluetooth® and
the location services must be activated.

3. To turn on the device, press and hold the button for
1 second.

Instructions for use =~ Drager Alcotest 4000 Go
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4. To start searching for a device, tap Continue in the app.

€ Connecting device

Turn o

Continue

= A device usage information screen appears.
5. Tap Continue four times in total.

= Scanning for device is displayed and the app
searches for compatible devices. After a successful
search, the devices found are displayed.

6. Select the desired device.
= A Bluetooth® connection request appears.
7. Compare the code displayed on the device with the
passkey shown in the pairing request.
= If they match, select Pair in the app and tap the button
on the device to confirm.
8. Tap OKin the app.
= The app and device are connected with each other.
v Setup is complete.

4.3 Taking a breath sample

/A WARNING

Distorted measurement results

Residual mouth alcohol or aromatic drinks (e.g. fruit juice),

alcoholic mouth sprays and medicines can distort the test

results.

» Observe the conditions for use (see "Prerequisites for
use", page 6).

1. Open the app on the smartphone.

2. Remove the protective cap from the device.

3. If no mouthpiece has yet been attached, take a
mouthpiece out of the packaging and attach it to the
device. For further information see: "Attaching the
mouthpiece to the device", page 6.

65126
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4.

Use

[i] To be able to upload data, log in before taking the
breath sample. When logged in, the name is displayed on
the startup screen.

In the app, tap Start test in the box.

Dréger Alcotest Go

Start test

To turn on the device, press and hold the button for
1 second.

Wait for the app and device to connect.

[i] The access authorisation for the camera and
Bluetooth® must first be entered once. If the
authorisations are revoked, access must be authorised
once again.

= The app activates the front camera and requests a
breath sample.

Hold the smartphone in one hand or place it somewhere
and hold the device in the other hand.

Hold or place the smartphone so that the face and the
device can be seen during the breath sample.

65128
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9. Continue administering the breath sample until a click can
be heard.

v The photo is taken automatically during the breath
sample.
The test result is displayed in the app.
The device can be turned off, or it turns off automatically
after a few seconds.

4.4 Confirming the test results
[i] The user must interpret the test results.
Three test results are possible:

4.4.1 Negative test result

No alcohol is detected in the breath sample.

[i] The actual breath alcohol concentration can be above the
threshold even if a negative test result is displayed.

[i] After a negative test result, the display automatically

returns to the start page after 3 seconds without confirmation.

1. Confirm the test result with OK.

®

4.4.2 Test result below threshold
The measured value is below the defined threshold.

[i] The test result can only be displayed if a threshold has
been defined.

1. Confirm the test result with OK.

[i] A wait time of 5 minutes is required before giving
another breath sample.

4.4.3 Positive test result
Alcohol is detected in the breath sample.

[i] This may potentially also be a false-positive test (see
"Contraindications", page 5).

1. Confirm the test result with OK.

®

= An information screen with a countdown appears.

[i] A wait time of 5 minutes is required before giving
another breath sample.

4.5 Test history

All events and results are displayed in the history.

Instructions for use = Drager Alcotest 4000 Go
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4.5.1 Display test history

The test history can be accessed via the startup screen. To do
s0, swipe and drag the box at the bottom of the screen
upwards. Alternatively, the test history can be accessed via
the menu.

The following contents are displayed in the test history:

— [Test result] mg/L (or other measurement module)

— Device paired

— Device unpaired

— Technical problem

4.6 Turning off the device

[i] The device is disconnected after the test and the device
automatically turns off after a few seconds.

If the app is closed, which also disconnects the device, the
device automatically turns off after a few seconds.

1. Press and hold the button.
v The device turns off after 3 seconds.

4.7 Removing the mouthpiece

1. Pull the mouthpiece up and off the mouthpiece receptacle.

2. Dispose of the mouthpiece in compliance with local
regulations.

4.8 Disconnecting the device

The menu item Device connection can be used to
disconnect the app from a device.

4.8.1 Removing an existing device

To disconnect an existing connection between the app and

device, proceed as follows:

1. Open the app on the smartphone.

2. Turn on the device by pressing and holding the button for
1 second.

il The access authorisation for Bluetooth® must initially
be issued once. If the authorisation is revoked, access
must be authorised again.

To establish a connection with the device, Bluetooth® and
the location services must be activated.

3. Inthe app, use the following menu path: Menu > Device
connection

4. Tap Unpairin the app.

5. Confirm that the device has been disconnected by tapping
Confirm in the app.

v The app and device are disconnected.

4.8.2 Removing a lost device

If the device is lost, the connection can be disconnected as
follows:

1. Open the app on the smartphone.

2. Follow this menu path: Menu > Device connection

3. Click on Unpair.
4

. Confirm that the device has been disconnected by tapping
Confirm.
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5. Confirm that the lost device has been disconnected by
tapping Confirm.

v The app and device are disconnected.

4.9 User menu

Settings can be configured and help functions can be
accessed in the user menu. The user can also sign in and
sign out here.

4.9.1 Settings

The settings show the user ID (of the signed-in user) and the
following settings can be configured in the app:

— Delete data after 28 days
If this feature is activated, all entries saved in the test
history are deleted after 28 days.

— Last synchronization:
This displays when data was last synchronised.

4.9.2 Help

For technical errors or problems, a Support phone number
and email address is displayed and the instructions for use
are stored here.

4.9.3 Log inor Log out

[i] Data can only be transmitted if the user has signed in
before the breath sample.

[i] After signing in, the user's given name, surname and email
address are displayed in the user menu.
The user can sign in or out here.

After signing in, the user’s test results are transferred and
displayed in the test history. All data created before signing in
is no longer visible in the test history.

After signing out, the user's test results will no longer be
displayed in the test history until they sign in again.
4.10 App menu items

4.10.1 Device connection

The app and the device can be connected or disconnected
here.

4.10.2 Test history

This displays the test history.

Among other things, the test history shows the results of the
breath samples.

4.10.3 Terms & Conditions, Legal notice, Privacy
Policy, Third Party Licensing
Hyperlinks to the following documents can be found here:

General Terms & Conditions, Legal Notice, Privacy Policy and
Third-Party Licensing.
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5 Troubleshooting

If the device malfunctions, an error message will appear. The
number that appears below the message is for service
purposes. If the error persists even after turning the device on
and off multiple times, contact Support (see "Help", page 9).

Drager Alcotest Go (app)

Malfunction/Error

The results are not The Bluetooth con-

transmitted.

Cause

nection is missing.

Dréager Alcotest 4000 Go

Malfunction/Error

Device cannot be
turned on.

Volume too
small/sample
invalid

Volume too big

Device outside
temperature range

Sample interrup-
tion

Error number

Calibration interval
expired

Bluetooth® con-
nection not possi-
ble

Bluetooth® con-
nection not possi-
ble

Bluetooth® con-
nection not possi-
ble

Bluetooth® con-
nection not possi-
ble
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Cause

The battery is flat.
The battery is not
correctly inserted.

The test person is
not blowing
strongly enough or
with interruptions.

The measuring
range has been
exceeded.

The device is too
hot or too cold.

Irregular exhala-
tion, abrupt ending
or inhalation

Device error

The calibration
interval has
expired.

The device is not
turned on or the
battery is flat.

The smartphone is
too far away from
the device or other
objects are located
in between.

The device is con-
nected to a lost
smartphone.

The device was
disconnected in
the smartphone’s
Bluetooth® set-
tings.

Remedy

Check the Blue-
tooth connection
on the smart-
phone.

Remedy

Change the bat-
tery.

Check whether the
battery is correctly
inserted.

Repeat the breath
sample. Blow more
forcefully or with-
outinterruptioninto
the mouthpiece.

Repeat the breath
sample.

Allow the device to
cool down or warm

up.

Repeat the breath
sample.

Turn the device off
and on again. If the
error persists, con-
tact Support.

Contact Support.
Have authorised
personnel carry out
the calibration.

Turn on the device
or change the bat-
teries.

Place or hold the
smartphone and
the device directly
next to each other
when establishing
a connection.

Contact Support.

Contact Support.

Drager Alcotest 4000 Go

Malfunction/Error Cause Remedy

Disconnect the lost
device (see
"Removing a lost
device", page 9)
and connect the
new device with
the app (see "Con-
necting the app to
the device",

page 7).

A new device has
been received.

Bluetooth® con-
nection not possi-
ble

5.1

If a Bluetooth® connection cannot be established, or the
smartphone with the connected A4000 Go is missing, the
device will need to be reset.

1. Start the device.

2. Press and hold the button for 3—4 seconds, until the shut
down timer starts.

3. Quickly press the button four times in succession.

4. Press and hold to confirm the connection of a new
smartphone.

= The device displays the configuration wizard.
5. Set the language, date and time.

v The device is reset and ready to be connected to the
smartphone.

Resetting the device

6 Maintenance

The device must be calibrated and serviced annually. Only
authorised persons may calibrate and service the product.
Contact Support.

[i] Comply with the national guidelines governing calibration.

6.1

The device contains a calibration counter. The device
indicates that the calibration is due to expire 30 days before
the expiration of the calibration interval.

Calibration

When the device displays the remaining term of the
calibration, contact Support.

6.2 Changing the battery

/A WARNING

Damage to the device

The batteries cannot be charged via the USB port. The USB
port is for Service only.

» Do not charge the batteries using the USB port.

[i] Only use leak-free batteries in line with UL that have a gy
symbol.

Turn off the device.

Slide the battery cover off.

Change the battery (see "Technical data", page 11).
Make sure that the battery is correctly inserted.
Slide the battery cover back on.

arobd =
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6.3 Cleaning the device

/A WARNING
Damage to the device

The ingress of liquids into the device can damage the device.

» Do not hold the device under flowing water.
» Make sure that no liquid enters the device openings.

A\ WARNING
Distorted measurement results
Cleaning agents can distort the measurement results.

» Do not use any cleaning agents.

[i] The device was fully cleaned and disinfected before
delivery.

1. Turn off the device.
2. Place the protective cap on the device.

3. Only wipe down the device with a cloth moistened with
luke-warm water.

4. Make sure that a clean mouthpiece has been fitted.

7 Storage

/A WARNING

Damage to the device

Leaking battery acid can cause damage to the device.

» Remove the batteries if the device is not used for a
prolonged period of time.

8 Disposal

\)g This product must not be disposed of as household

waste. This is indicated by the adjacent symbol.

™ You can return this product to Drager free of charge. For
information please contact the national marketing orga-
nizations or Drager.

E Batteries must not be disposed of as household waste.

They are therefore marked with the adjacent symbol.
Dispose of batteries at battery collection centres as
specified by the applicable regulations.

9 Technical data

Dréger Alcotest 4000 Go
Ambient conditions

-5to +40 °C

(23 °F to 122 °F)

>15to <95 % r.h.
(non-condensing)
600 to 1300 hPa

During storage and transport -20 °C to +60 °C
(-4 °F to +140 °F)
>15 10 <95 % r.h. (10 to
100 % r.h. <48 h)

During operation

Measuring principle
Electrochemical sensor

Measuring range

Instructions for use = Drager Alcotest 4000 Go
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Breath alcohol concentration 0.00 to 2.5 mg/L (mass of
alcohol per minimum volume
of breath at 34 °C and
1013 hPa)

0.00 to 5.00%o. (mass of alco-
hol per blood volume or mass
of blood at 20 °C and

1013 hPa)

When providing these data, a conversion factor of 2100
between the breath and blood alcohol concentration is used.

Blood alcohol concentration

Example: mg/L in %o
1mg/L x 2.1 =2.1 %o

Example %o in mg/L
1 %o /2.1 =0.476 mg/L

Sampling

Minimum volume >1.2L
Breath flow >10 L/min
Breath time 216s

Measurement accuracy
Standard deviation of repeatability with ethanol standard

Up to 0.50 mg/L 0.008 mg/L

>0.50 mg/L 1.7 % of the measured value

Up to 1.00 %o 0.017 %o or

21.00 %o 1.7 % of the measured value
depending on which mea-
sured value is higher

Sensitivity drift

Typically 0.4 % of the measured value per month
Calibration

every 12 months

Dimensions

50 x 133 x 29 mm

Weight

approx. 120 g

Power supply/battery

1x3V CR123A Battery in acc. with qy; order

no. 4543808

The batteries are designed for up to 600 measurements
(depending on use and ambient conditions).

Protection class

IP 52 IP= International Protection
(degree of protection)
(5) Protected against dust in
harmful quantities; complete
contact protection
(2) Protected against verti-
cally dripping water with
housing tilted up to 15
degrees

Interface

Micro-USB port for Service only (do not use to charge the
batteries)

CE marking
Electromagnetic compatibility

1"
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10 Annex

10.1 Glossary

Unit Explanation

°C degree Celsius; unit for temperature

°F degree Fahrenheit; unit for temperature

hPa Hectopascal; unit for ambient pressure

% r.h. Percent relative humidity; relative atmospheric

humidity

h Unit for hours

mg/L Milligram per litre, breath alcohol concentration

%o Per mill; unit for blood alcohol concentration
12
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(23 °F ~ 122 °F)
>15 ~ <95 % W ERZE
($ETEZL)
600 ~ 1300 hPa

RE LEHE DR -20 M5 +60 °C
(-4 °F ~ +140 °F)
>15 ~ <95 % MR ERTE
(10 ~ 100 % B ESEE
<48 h)

AERE

ESibEtrv—

p: g |

ST ILI—ILRE 0.00 ~ 25 mg/L (34 °C.
1013 hPa TR/IMNEH-YDT
2/—IVEE)

0.00 ~ 5.00 % (20 °C,
1013 hPa TOMKREEL=(Z
mEHEXYTE/—IVE

=)

mA7)La—)VEE

NEDT—HDREICHT->T. FRBP7IILI—/LEELD
F7ILa—LBEOROE#RZRE 2100 FERALTULET,

151l : %o Z7=L) mg/L {5 mg/L Z57=Y) %o
1mg/L x 2.1 = 2.1 %o 1%0/2.1=0.476 mg/L
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Drager Alcotest 4000 Go Bifsy
HU T ILIRER %o
=NE >1.2L

ERRE >10 L/min

Mo S B >216s

IR R

BEIZ/—LIZLRERE (AERES)

0.50 mg/L £T 0.008 mg/L

20.50 mg/L BIEED 1.7 %

0.017 %o E£1=I&

BIEED 1.7 %
ELLDBIEEDIESHELY
MKV ELD

1.00 %0 £T
21.00 %o

BEORYIF

BIEMED 0.4 %/ B (#EE)
KRE

127 A%

ik

50 x 133 x 29 mm

ES

#3120 g

EESG/ Eit

1 {8 3 V CR123A

o\ T)—, EXFE

5 4543808
BRIEBA 600 EIOREE CHATRAALREGOTNET
(ERKR ORI S LY RED)

REFH

IP 52 IP=International Protection
(REEER)
(5) BIEEE5Z2EDHME
HiRE, EMhSTERE
(2) WNIDUTHERK 15° 18
FLIIGZETET I 5KEL
HiREE

e—h

Y490 USB R—MEIH—ERER (BEtOFEIZFERFT)

CE<—%

EX T ATTRYA 3

10 {+8%

10.1 FHEER

Bify SHEA

°C ERKRE, BEOHEE

°F ERRE., BEOHEN

hPa ANTRIRRAII, BERKIEDEAL

% HxtiE HARHBEON—tELT—T, HREREE

B

h B B AN

mg/L YyrL YIS S L, BRF7IILO—IVEE
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