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Isolette® TI500
Neonatal Transport
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02 | Isolette® TI500

Benefits

Rugged design for maximum performance

The durable design of the Isolette TI500 means it can be taken nearly anywhere and still provide the warm, safe
environment and quick access necessary for optimal neonate care. Built in accordance with stringent IEC and
CE standards, the TI500 is low maintenance and features both easy cleaning and servicing.

NICU-level care - anywhere

Used in thousands of hospitals around the globe, the Isolette® is an integrated, full-feature incubator solution.
Caregivers can select temperature, humidity and oxygen concentration of the incubator microenvironment while
the Isolette® provides continuous data on the temperature of the newborn.

Flexible power options

The Drager Isolette® can run on 1200r 240 VAC line voltage (50/60/400 Hz), 12 or 28 V DC, or internal battery
power, giving users optimal flexibility during transport.

Quick access to the infant

The head access / slide out mattress feature allow quick and easy access to baby for infubation or CPR.

Designed for safety

All controls and monitors are situated in the front of the device for easy viewing and quick access.

Clear view of the infant

The hand-made acrylic hood is scratch resistant to maintain transparency over time, and an integrated
examination light gives you high quality illumination for visual evaluation.

Many options and accessories to choose from

The high hood option further facilitates access to baby and provides more room for larger babies, clinical
disposables (diapers, blankets, etc.) and even more uniform air flow and temperature distribution. Add an i.v.

pole, a second monitor shelf or increase the offline range with an additional external battery.
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D-7384-2009

Accessories

Isolette® TI500 | 03

Neonatal Care Accessories

Dréger accessories for neonatal ventilation and thermotherapy
ventilate gently and effectively, reduce stress and help promote
the development of the newborn with a wide range of accessories
designed specifically for use with the smallest of patients.

. 7 MEDICA
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04 | Isolette® TIS00

Technical Data

Physical Attributes (without options/
accessories)

TIS00

TIS00 with 147 stand

Height 20in (50.8 cm) min- 32 in (81.3 cm) max- 44in (111.8 cm)
Width 20.8in (52.7 cm) 22.3in (56.5 cm)

Length 37.8 in (95.9 cm) 40.3in (102 cm)

Weight(1) 108.5 Ibs (49.2 kg) 159 Ibs (72 kg)

Distance from vertical hood to mattress

Low Hood 8.25 in (21 cm)

High Hood 9.84 in (25 cm)

3:.13

Standard Features

Double wall

Skin temperature probe

O, inlet

Examination lamp

2 access doors

2 disposable infant restraint straps

1 Iris port

2 Quiet Touch™ port doors

6 tubing ports

Locking power control receptacles

DC cable

2D or 2E size tank mounts

The tank mount permits mounting gas cylinders with a diameter of
up to 4.5 in (11.6 cm) and up to 34 in (85 cm) in length

Humidity Pad(2)

Optional Features

Accessory shelf, IV pole, * High Hood, * Pressure Regulator and Flowmeter

General Specifications

O, concentration range

21% to 58% minimum

Humidity capacity

50% to 70%

Noise level

<60 dBA(3)

Performance Characteristics

Temperature set range

22.0°C -38°C (71 °F - 100 °F)

Temperature rise time 30 minutes
Temperature variability <1.0°C
Temperature overshoot €2.0°C
Temperature uniformity <1.0°C

Correlation of display temperature to set point at temperature

£ 2.0°C in 10-20 °C ambients 1.5 °C in 20-30 °C ambients

equilibrium

Humidity pad Holds 400 ml.(14 oz) sterile distilled water with no significant
spillage for up to 45° tilt in either direction.

Air filter Removes >99% of airborne particles greater than 0.5 micron
diameter

Relative humidity 50 to 70% for 10-12 hours using humidity pad

Check calibration key 36.0°+0.1°C

Controller Displays

On/standby

llluminates when “On"

Battery condition status

4 LED indication of battery charge condition 25-100%

Power mode

lluminates AC, DC, or external DC

Heater power

4 LED indication of heater power; 25-100%

Baby temperature °C

B

Displays infant temperature

SE

MEDICAL
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u3uyn 1oadlo waAa 97na (UrIBU)
] Pl

..791’(\67(

oo

Dac

SEI Medical Public Company Limited
usun oad o waAa 110 (UKIBL)




3.5

2.2

Technical Data

Air temperature °C

Isoletie® TI500 | 05

Displays incubator air temperature

Set temperature

llluminates when changing set temperature

Alarm indicators

High temp, Power fail, Sensor fault, Heater temp, Air flow, Low
DC

Battery Specifications(4)

Incubator

1 battery standard (2nd optional)

Type

Vented rechargeable, 12 Vdc, 24 AH gel-type battery (lead acid)

Battery rating

Incubator maintains a differential of 25 °C (77 °F) between
ambient and set point for 90 minutes on 1 battery or 180 min. on
2 batteries at full heater power

Life expectancy

200 complete charge/discharge cycles minimum

Charge time

10 hours per battery from full discharge

Safety Alarms

High temperature

Actuates if incubator air temp. >39 + 0.5 °C

Sensor (temperature)

Actuates if sensor fails

Heater temperature

*Actuates if heater temp >77 °C (170 °F)

Power fail Actuates if AC fails and no DC power bresent. and activates if unit
switches from AC to DC current

Air flow Actuates for fan failure

Low DC Actuates if DC<10.5 Vdc, or external 28 Vdc falls below 25.5 Vdc

nominal

Silence/reset

Silences the audible portion of alarms for 5 minutes, except
Power fail. Resets Sensor & High Temp alarms after 100%

conditions corrected. Resets intermittent power alert if unit

switches from AC to DC current

Environmental

Storage temperature

-40 °C to 70 °C ambient

Operating range

Sea level to 3 km (10,000 ft.) non-pressurized environment. Sea
level to 12 km (40,000 ft.)-pressurized environment

Relative Humidity

Operating range

0% to 95% RH, non-condensing

Electrical

AC power requirements

110/120 V, 50/60/400 Hz - 220/240 V, 50/60/400 Hz

DC power requirements

11-13 V, 200 W (max) - 26-30 V, 200 W (max)

Observation lamp

35 footcandles - 4 inches above mattress 376 lux - 10 cm above

mattress

(1) Weight includes one battery

(2) Humidity pad prevents spills

(8) In ambients of 50 dBA or less

(4) TI500 will maintain a differential of 25 °C (77 °F) between ambient and Set point for 90 minutes (one battery) or 3 hours (two
batteries). At differentials <25 °C (<77 °F), the TI500 maintains temperatures for longer periods

Ordering Information

Accessories

SEI

MEDICAL

SEI Medical Public Company Limited
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Organizer tray for Resuscitaire slide through drawer MU11132
Second Battery Option MU05598
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Ordering Information

Accessory Shelf

Standard Hood MUO05619
High Hood MU05841
IV Pole MU04500
Conversion Kit to High Hood MU06094

MEDICAL

SEI Medical Public Company Limited
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Notes

CORPORATE HEADQUARTERS

Drégerwerk AG & Co. KGaA
Moislinger Allee 53-55
23558 Liibeck, Germany
www.draeger.com

Manufacturer:

Draeger Medical Systems, Inc.

3135 Quarry Road
Telford, PA 18969-1042, USA

Locate your Regional
Sales Representative at:
www.draeger.com/contact

REGION EUROPE CENTRAL
AND EUROPE NORTH
Dréagerwerk AG & Co. KGaA
Moislinger Allee 53-55
23558 Liibeck, Germany

Tel +49 451882 0

Fax +49 451 882 2080
info@draeger.com -

REGION EUROPE SOUTH
Dréger Médical S.A.S.

Parc de Haute Technologie
d'Antony 2

25, rue Georges Besse
92182 Antony Cedex, France
Tel +331 46 11 56 00

Fax +33 140 96 97 20
dImfr-contact@draeger.com

REGION MIDDLE EAST, AFRICA
Drégerwerk AG & Co. KGaA
Branch Office

P.O. Box 505108

Dubai, United Arab Emirates
Tel +971 4 4294 600

Fax +971 4 4294 699
contactuae@draeger.com

REGION ASIA / PACIFIC
Draeger Medical

South East Asia Pte Lid.

25 International Business Park
#04-27/29 German Centre
Singapore 609916, Singapore
Tel +65 6572 4388

Fax +65 6572 4399
asia.pacific@draeger.com

SEI
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SEI Medical Public Company Limited
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REGION CENTRAL

AND SOUTH AMERICA
Dréger Panama Comercial
S.de RL.

Complejo Business Park,
V tower, 10th floor
Panama City

Tel +507 377 9100

Fax +507 377 9130
contactcsa@draeger.com
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Temperature Specifications

Feature Dimension

Operating temperature Maintains a differential of up to 25°C
(45°F) between the ambient
temperature and setpoint for 90 min
per battery. Example: With a setpoint
0f 36°C (96.8°F) and ambient
temperature of 11°C (51.8°F), the
operating time (full heater, all heater
lights on) is 90 min for one battery, or
3 hours for two batteries.

Operating range (normal) 10°C (50°F) to 30°C (86°F)

The incubator setpoint must be at least
3.0°C (5.4°F) higher than the ambient
temperature.

Operating range (limited) 0°C (32°F) to 30°C (86°F)

At more extreme ambient
temperatures, the incubator
temperature may not be maintained
due to extreme ambient temperatures.

Relative humidity (RH) 0% to 95% RH non-condensing, IEC
operating range class I equipment, internally-powered
equipment.

Temperature setpoint range | 21.5°C (70.7°F) £ 1.5°C to 38.0°C
(100.4°F) in 0.1°C increments

Temperature rise time 30 min. (nominal)
Temperature variability 1.0°C (1.8°F)
Temperature overshoot 2.0°C (3.6°F)
Temperature uniformity 1.0°C (1.8°F)

Regulations, Standards, and Codes

The Transport Incubator, Model TI500 complies with the following
safety and performance standards:

2.4 e EN 60601-1—1990, Medical Electrical Equipment, Part 1: General
Requirements for Safety, including Amendments 1 and 2

« EN 60601-1-2—2002, Collateral Standard: Electromagneti
Compatibility—Requirements and Tests

SEI

MEDICAL

SEI Medical Public Company Limited
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4.  Check the front and head
end access panels. Rotate
the access panel latches,
and open the access
panel to the full open
position.
5. Check the head end access panel latch.
a. Close the access panel.
b. Rotate the latch until fully engaged. The latch must be fully
engaged to prevent accidental opening of the access panels.
6. Check the mattress tray.
a. Open the head end
access panel.
b. Slide the tray out of
the incubator until it
reaches its
mechanical stop.
c. Check that the tray is stable when force is applied to the
extended portion.
d. Return the mattress tray to the incubator, and check that the
restraining straps are in good working order.
e. Close the head end access panel.
] ) MEDICAL
) M ED l CAL SEI Medical Public Company Limited
SKEI_Medicil Publlc_Cqufny Limited USYIFaST0 WaEAD $1na (uKIBu)
usdn taadlo waAa $rra (uxisu) W %/r{‘gg
Page 5- 14 Transport Incubator (Model TI500) User Manual (67 990 70)
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Installation of Oxygen Cylinders

A\ WARNING:
Compressed gas cylinders, such as oxygen cylinders, can
become hazardous projectiles if the gas is released rapidly due to
damage or other causes. Securely fasten cylinders to prevent
movement or damage from shock or impact to the stand or
incubator. Tighten the clamp screw as required to prevent
cylinder movement. Failure to do so could result in personal injury
or equipment damage.

1.

3.16

Before attempting to install the oxygen cylinders, ensure that the
draw clamp keeper for the retaining clamp is in the proper position
for the size of the oxygen cylinders being mounted on the incubator.

—~. Aluminum tank

B G G | position
Steel tank position 00|
o 100 mm European
s R
Draw clamp keeper ——3 tank position

2. Slide the oxygen cylinders, valve end toward the head end of the
incubator, into the compartments provided.

3. Tighten the yokes on the cylinders.

4. Make sure the cylinders are firmly clamped.

5. To adjust the latch tension, turn the draw hook clockwise to
increase tension, or turn the draw hook counterclockwise to
decrease tension.

6. Attach an appropriate regulator/flow meter to the cylinder (see
“Replacement Parts™ on page 6-13).

Page 4 - 6 Transport Incubator (Model TI500) User Manual (67 990 70)
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 010578 0031 Rev. 02

Holder of Certificate: Drigerwerk AG .& Co. KGaA

Moislinger Allee 53-55
23542 Lubeck

GERMANY

Certification Mark:

ENIS0 13485 /88

tuvsud.com/ps-cert

Scope of Certificate: Design, Development, Manufacture and
Distribution of Diagnostic and Therapeutic Medical
Devices as well as Installations and Services in the
Field of Medical Technology.

- Diagnostic and Therapeutic Medical Devices and
Installations: Anaesthetic Equipment, Infusion
Equipment, Pediatric Equipment for Warming- and
Photo-Therapy, Lung Ventilator Equipment,
Monitoring Equipment, Clinical Decision Support
Software, Patient Data Management Software,
Equipment for Suction, Breathing-, Inhalation-,
O2- and Aerosol-Therapy, Medical Gas
Management and Supply Systems as well as
Medical Lights and sterile Equipment for Medical
Lights

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 010578 0031 Rev. 02 S E
Valid from: 2024-01-14

» MEDICAL .
Valid until: 2027-01-13 SEI Medical Public Company Limited %”?/

LE¢n 1aa8 o waAa 99 (uKsu)

Report No.: 713308726

MEDICAL
i i SEI Medical Public Company Limited
HatB, 2023-12-28 ChrIStoph Dleks usun la:;ﬂollluﬁ ia 97 (uKITuL)
Head of Certification/Notified Body r,{vf'/ﬂ}
i
w7 ®
Page 1 of 2 TUV

TUV SUD Product Service GmbH « Certification Body - RidlerstraRe 65 - 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE & =2

(( DAKks

Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 010578 0031 Rev. 02
2.3

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55, 23542 Lilbeck, GERMANY

Design, Development, Manufacture and Distribution of
Diagnostic and Therapeutic Medical Devices as well as
Installations and Services in the Field of Medical Technology.
- Diagnostic and Therapeutic Medical Devices and
Installations: Anaesthetic Equipment, Infusion Equipment,
Pediatric Equipment for Warming- and Photo-Therapy, Lung
Ventilator Equipment, Monitoring Equipment, Clinical
Decision Support Software, Patient Data Management
Software, Equipment for Suction, Breathing-, Inhalation-,
O2- and Aerosol-Therapy, Medical Gas Management

and Supply Systems as well as Medical Lights and sterile
Equipment for Medical Lights

Dréagerwerk AG & Co. KGaA
Revalstrale 1, 23560 Libeck, GERMANY

Manufacture and Distribution of Diagnostic and

Therapeutic Medical Devices as well as

Installations and Services in the Field of Medical Technology.
- Diagnostic and Therapeutic Medical Devices and
Installations: Anaesthetic Equipment, Infusion Equipment,
Pediatric Equipment for Warming- and Photo-Therapy, Lung
Ventilator Equipment, Monitoring Equipment, Clinical
Decision Support Software, Patient Data Management
Software, Equipment for Suction, Breathing-, Inhalation-,
O2- and Aerosol-Therapy, Medical Gas Management

and Supply Systems as well as Medical Lights and sterile
Equipment for Medical Lights

: 5y MEDICAL
E SEI Medical Public Company Limited

j u3un loadlo waAa $ana (uKBu)
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8
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Management Service

CERTIFICATE

Certificate Registration No.: 12 100 49423 TMS / Order No.: 707037695

¢ CERTIFICAT

The Certification Body
of TUV SUD Management Service GmbH

certifies that the organization

Urdger

Drégerwerk AG & Co. KGaA
Moislinger Allee 53-55

23542 Liibeck

Germany
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for the scope

Design and development, production and distribution of

diagnostic and therapeutic medical devices and installations

as well as consulting and services in the field of medical technology;
Design, development and distribution of products and services to
support healthcare workflows

including the sites see enclosure

has established and applies a Quality Management System.

An audit was performed and has furnished proof
that the requirements according to

DIN EN ISO 9001:2015 2.3

are fulfilled.

The certificate is valid from 2024-01-15 until 2027-01-14.

Q‘O—- A \()-e \/L

Fred Wenke
Head of Certification Body
Munich, 2023-12-14

SE! Medical Public Company Limited
usun toadlo wana d11a (UKIBU )
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& CERTIFICATE

ZERTIFIKAT

Management Service

ENCLOSURE OF CERTIFICATE

Certificate Registration No.: 12 100 49423 TMS / Order No.: 707037695

certificate holder:

Dragerwerk AG & Co. KGaA

Moislinger Allee 53-55
23542 Liibeck
Germany

at the sites

scope

Drdgerwerk AG & Co. KGaA
Moislinger Allee 53-55

23542 Libeck

Germany

Design and development, production and distribution of
diagnostic and therapeutic medical devices and installations
as well as consulting and services in the field of

medical technology; Design, development and distribution of
products and services to support healthcare workflows

Dragerwerk AG & Co. KGaA
Revalstralte 1

23560 Lubeck

Germany

Production and distribution of diagnostic and
therapeutic medical devices and installations

Q?- A \()-e \/L

Fred Wenke
Head of Certification Body
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Munich, 2023-12-14 SEI Medical Public Company Limited
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EC Declaration of Conformity Date / Datum
EG Konformitétserkigrung 2018-10-03

European Directive 93/42/EEC, Annex Il Document ID / Dokument Nr.
European Directive 2011/65/EU
Européische Richtlinie 93/42/E WG, Anhang If MD206-021-1810-002-9
Européische Richtlinie 2011/65/EG

Draeger Medical Systems, Inc. EC Representative: Dragerwerk AG & Co. KGaA
3135 Quarry Road Moislinger Allee 53-55
Telford, PA 18969 23542 Luebeck

USA Germany

hereby declares that the / erk/zrt hiermit, dass

Product name / Medical device / Device UMDNS Code /
Produktbezeichnung Medizinprodukt Class GMDN Code

| TI500 | Isolette® Transport Incubator b 12-114/ 35121

meets the provisions of the following European Directives:

- 93/42/EEC on medical devices. An examination of the quality management system has been carried out
following Annex 11.3 of the directive by the notified body TUV Siid Product Service GmbH, Ridlerstrale 65, 80339
Munich, Germany, EC No. 0123. The quality management system also complies to EN ISO 9001 and EN SO
13485.

- 2011/65/EU on the restriction of the use of certain hazardous substances in electrical and electronic equipment.
This declaration is effective for products placed on the market as of the date of issue / the indicated serial
numbers. Any modifications of the medical device not authorized by Draeger Medical will invalidate this
declaration. . :

mit den Bestimmungen der folgenden européischen Richtlinien tbereinstimmt:

-93/42/EWG iiber Medizinprodukte Eine Uberpr[]fung des Qualitdtsmanagementsystems, nach den Regeln wie
in Anhang I1.3 der Richtlinie beschrieben, wurde durch die Benannte Stelle TUV Siid Product Service GmbH,
Ridlerstrale 65, 80339 Munich, Germany, EU Kennnummer 0123, vorgenommen. Das
Qualitdtsmanagementsystem erfiillt weiterhin die Anforderungen gemal EN ISO 9001 und EN ISO 13485,
-2011/65/EU zur Beschrénkung der Verwendung bestimmter gefshriicher Stoffe in Elektro- und Elektronikgeréten.
Diese Erkldrung ist giiltig fiir ab dem Ausstellungsdatum / den angegebenen Seriennummern in Verkehr
gebrachte Produkte. Jede nicht durch Draeger Medical autorisierte Modifikation an dem Medizinprodukt fihrt zur
Ungliltigkeit dieser Erkldrung.

Vice President, Research & Development Director, Quality Assurance
Neonatal Care & Thermoregulation Quality & Regulq’gow Affairs
|

G | S e :
\-ji{;é“-jj )’ \.L_/"\‘—“ T o (\\ o

<

Pete Liptrot Bryan Overton
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Appendix | to EC Declaration of Conformity
Anlage | zur EG Konformitétserklérung

0123

Date / Datum
2018-10-02

European Directive 93/42/EEC
European Directive 2011/65/EU
Européische Richtlinie 93/42/EWG
Européische Richtlinie 2011/65/EG

Document ID / Dokument Nr.

MD206-021-1810-002-07
Page 1 of 2

Dré&ger Medical Systems, Inc.
3135 Quarry Road
Telford, PA 18969

USA

Product name / Produktbezeichnung

Medical device / Medizinprodukt

Tl 500

Isolette® Transport Incubator

Applied Standards in full or in part / Vollsténdig oder teilweise angewendete Normen:

.Reference Label

International
Standard

European Union
Version

Standard Title

IEC 60601-1

IEC 60601-1:2005

EN 60601-1:2006

Medical Electrical Equipment, Part 1: General
Requirements for Basic Safety and Essential
Performance

IEC 60601-2-20

IEC 60601-2-20: 2009

EN 60601-2-20:2009

Medical Electrical Equipment, Part 2-20:
Particular Requirements for Basic Safety and
Essential Performance of Infant Transport
Incubators

IEC 60601-1-2: 2007/

EN 60601-1-2:2007/

Medical Electrical Equipment - part 1-2: General
requirements for basic safety — and essential

IEC 60601-1-2 ” . performance - Collateral standard:
AGRDIN AC:2010 electromagnetic compatibility - requirements
and tests
Medical Electrical Equipment, Part 1-6: General
IEC 60601-1-6 IEC 60601-1-6: 2010 EN 60601-1-6:2010 | Requirements for Basic Safety and Essential
Performance — Collateral Standard: Usability
. g Medical Devices - Application of Risk
ISO 14971 ISO 14971:2007 EN ISO 14971:2007 Management to Medical Devices
ISO 13485 1ISO 13485:2012/ EN ISO 13485:2012/ | Medical Devices - Quality Management
AC:2012 AC:2012 Systems
. Breathing tubes intended for use with
EN12342 s EN 12342:1908 anaesthetic apparatus and ventilators
Medical Electrical Equipment, Part 1-8: General
Requirements for Basic Safety and Essential
IEC 60601-1-8 | IEC 60601-1-8:2006 | EN 60601-1-8: 2007 | - erformance — Collateral Standard: General

requirements, tests and guidance for alarm
systems in medical electrical equipment and

medical electrical systems

MEDICAL

SEI Medical Public Company Limited
usudn oadlo waaa sana (uxIsu )
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Appendix | to EC Declaration of Conformity Date / Datum
Anlage | zur EG Konformitétserklérung 2018-10-02

0123

European Directive 93/42/EEC
European Directive 2011/65/EU
Européische Richtlinie 93/42/EWG
Européische Richtlinie 2011/65/EG

Document ID / Dokument Nr.

MD206-021-1810-002-07
Page 2 of 2

!. IEC 62366: 2007

EN 62366: 2008

Medical devices — Application of usability T
engineering to medical devices

9 | IEC 62366

ISTA Procedure 2B: Packaged-Products
weighing over 150 Ib. (68 kg) Basic

10| ISTA 2B ISTA 2B:2012 NA Requirements: atmospheric conditioning,
compression, fixed displacement or random
vibration and shock testing

11| RTCA/DO160 RTCA/DO160 E/F NA Environmental conditions and test procedures

for Airborne Equipment, section 21

12| MEDDEV

NA

MEDDEV 2.7.1 Rev
3:2009

Guidelines on Medical devices Clinical
Evaluation: A guide for Manufacturers and

Notified Bodies )

Director, Quality Assurance
Quality & Regulatory Affairs

S

Br)}an Overton

SEI
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SFi Meadical Public Company Limited
u3dn toadlo twaAa 1m0 (LHIBU )
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Appendix Il to EC Declaration of Conformity
Anlage Il zur EG Konformitétserkidrung

Date / Datum
2018-10-03

European Directive 93/42/EEC
European Directive 2011/65/EU
Européische Richtlinie 93/42/EWG
Européische Richtlinie 2011/65/EU

Document ID / Dokument Nr.

MD206-021-1810-002-2-ECA
Page 1 of 2

Draeger Medical Systems, Inc.
3135 Quarry Road
Telford, PA 18969

USA

Extent of conform ity assessment / Umfang der Konformitétsbewertung

Part No. / Product name / Produktbezeichnung

Sachnr.

MU20505 TI500 Isolette® Transport Incubator

MU06951 Probe, temperature, skin , reusable

MU06933 Probe 1, skin temperature, disposable, box of 10

MU06943 Cover, probe, CareForMe™, large 100

MU06944 Cover, probe CareForMe™, standard 100

MU03876 Iris port sleeve, carton of 100

MU06570 Access port cuffs, oval, replacement, carton of 100

MU06011 Restraint strap, replacement, carton of 10

MU06008 Humidity pad carton of 25 sets

MU06563 Neat clips, carton of 50, 1.00” diameter

MU06562 Neat clips carton of 100, 0.38” diameter
LMU08741 Disposable storage covers, carton of 50

MU04500 IV pole assembly

MU05619 Accessory shelf kit, standard hood T1500

MU05841 Accessory shelf kit, high hood, TI500
LMU05212 Battery, 12 V, rechargeable, marked
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' Second Battery option, T1500
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Drégerwerk AG & Co. KGaA, 23542 Libeck, Germany
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Certify Isolette TI500

To whom it may concern,

Technology for Life

October17, 2023

This is to certify that the Isolette TI500 is the transport incubator which is designed for use as an inter-
hospital (within) from Labor & Delivery to NICU or other locations in the hospital. The Isolette TI500
allows effective thermoregulation in even heat distribution on the patient, Air mode to regulate the
temperature, Central temp probe, Thick double wall, and passive humidification to reduce heat loss
from the infant during transport, whether it is air or ground transport. It can be operated at sea level to
3 km (10,000 ft.) in a non-pressurized environment and from sea level to 12 km (40,000 ft.) in a

pressurized environment.

Yours sincerely,

Checaale S,

Chusak Srisopa
Product Manager
Respiratory Care and Thermoregulation

Dréagerwerk AG & Co. KGaA
Moislinger Allee 53-55
23558 Libeck, Germany
Postal address:

23542 Libeck, Germany
Tel. +49451882-0

Fax +49 451882-2080
info@draeger.com
www.draeger.com

UID-Nr. DE135082211

Bank details:

Commerzbank AG, Libeck

IBAN: DE95 2304 0022 0014 6795
Swift-Code: COBA DE FF 230
Sparkasse zu Libeck

IBAN: DEI5 2305 0101 0001 071117
Swift-Code: NOLADE21SPL
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Chairman of the Supervisory Board

for Dragerwerk AG & Co. KGaA

and Drégerwerk Verwaltungs AG:

Stefan Laver

Executive Board:

Stefan Drager (chairman)

Rainer Klug

Gert-Hartwig Lescow

Dr. Reiner Piske

Anton Schrofner
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Registered office: Libeck
Commercial register:

00 Local court Liibeck HRB 7903 HL
General partner:
Drégerwerk Verwaltungs AG
Registered office: Lilbeck
Commercial register:
Local court Libeck HRB 7395 HL
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