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All rights reserved. General Electric Company reserves the right to make changes in specifications and
features shown herein, or discontinue the product described at any time without notice or obligation.
Contact your GE Representative for the most current information. Giraffe® is a registered trademark
owned by Datex-Ohmeda, Inc. GE and GE Monogram are trademarks of General Electric Company. All
other company and product names mentioned may be trademarks of the companies with which they are
associated.

Warranty

This product is sold by GE Healthcare with a period of 12-month of GE depot repair warranty that
covers labor and parts (except for the LED Module assembly which has a 24-month warranty and the
expendable parts like fan which have a 30-day warranty) under the terms and conditions set forth in the
GE Healthcare Warranty Statement presented to the customer at the point of sale.

The product warranty is only offered through GE service depot. Field service is not covered under warranty
for this product.
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About this Manual

Scope and Intended Users

This operation, maintenance, and service manual describes how to use, maintain, and service the Giraffe
Blue Spot PT Lite Phototherapy System. This manual has two parts, one for Operation and Maintenance
and one for Service.

The intended users for the Operation and Maintenance part of this manual are end users of the
equipment, primarily care providers in the hospital setting. The intended users for the Service part of this
manual are hospital biomedical engineering services and GE Service personnel.

This device should only be operated by personnel trained in its operation and familiar with the risks and
benefits of this type of device.

Conventions

Various types of pictures or icons are used in this manual wherever they reinforce the printed message to
alert you to potential safety hazards in one of the following ways:

A WARNING:

A WARNING statement is used when the possibility of injury to the patient or the operator
exists.

A CAUTION:
A CAUTION statement is used when the possibility of damage to the equipment exists.

A SENSITIVE TO ELECTROSTATIC DISCHARGE CAUTION
AL AN Electrostatic Discharge (ESD) Susceptibility symbol is displayed to alert service personnel
that the part(s) are sensitive to electrostatic discharge and that static control procedures must
be used to prevent damage to the equipment.




About this Manual

User Responsibility

This Product will perform in conformity with the description thereof contained in this operating manual
and accompanying labels and/or inserts, when assembled, operated, maintained and repaired in
accordance with the instructions provided. This Product must be checked periodically. A defective Product
should not be used. Parts that are broken, missing, plainly worn, distorted or contaminated should be
replaced immediately. Should such repair or replacement become necessary, GE Healthcare recommends
that a telephone or written request for service advice be made to the nearest GE Healthcare Regional
Service Center. This Product or any of its parts should not be repaired other than in accordance with
written instructions provided by GE Healthcare and by GE Healthcare trained personnel. The Product must
not be altered without the prior written approval of GE Healthcare’s Quality Assurance Department. The
user of this Product shall have the sole responsibility for any malfunction which results from improper use,
faulty maintenance, improper repair, damage, or alteration by anyone other than GE Healthcare.

A WARNING:

No modification of this device is allowed.

A CAUTION:

U.S Federal law restricts this device to sale by or on the order of a licensed medical practitioner.
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Important Operation Safety Information

WARNING:

Do not use the Giraffe Blue Spot PT Lite in the presence of flammable anesthetics (e.g. ether)
mixture with air or with oxygen or nitrous oxide which can support combustion; a possible
explosion hazard exists under these conditions.

WARNING:
Blue light can hinder clinical observations by masking skin color changes, such as cyanosis.

WARNING:
Do not block the power cord plug. It may be needed for emergency power shutoff.

WARNING:

Prolonged exposure to any phototherapy light may cause eye damage. Prolonged stay in the area
irradiated by the phototherapy equipment may cause some effects on the operator. Never look
directly at the light. Infants should wear eye protection during therapy. Take care to protect the
eyes of infants adjacent to the treatment area.

WARNING:
Regularly measure the bilirubin levels of infants receiving phototherapy according to hospital
policy and procedure.

WARNING:

All phototherapy methods have possible risks including, but not limited to bronze baby syndrome,
diarrhea (loose green stool), hyperpigmentation-reddening, skin blistering (oxidative tissue
damage), skin irritation(rashes), water loss, and dehydration. Monitor the baby closely for signs of
these conditions during phototherapy.

WARNING:
Bilirubin photoisomers may cause toxic effects.

WARNING:

Porphyrins are by-products of the photochemical break down of the bilirubin molecule. In some
cases, exposure of porphyrins to phototherapy may result in localized reddening of the infant’s
skin. Therefore, skin assessment is indicated with all types of phototherapy.

WARNING:
Take appropriate measures to maintain the patient’s fluid balance while administering
phototherapy.

WARNING:
To avoid patient injury, do not mount the system while a patient occupies the bed.

WARNING:
To avoid the risk of electrical shock, the system must only be connected to a supply mains with
protective earth.




Important Operation Safety Information

WARNING:

Light can adversely affect drugs and other infusion liquids. When using intravenous delivery
systems during phototherapy, shield any tubing with appropriate material. Do not store drugs or
infusion liquids directly in the light path.

WARNING:

When using the device with a radiant warmer, make sure the light shade is not directly in the path
of the radiant heat rays. If the light shade is in the path, it will block heat to the patient and may
damage the light shade.

WARNING:

It is recommended to set the incubator or warmer in baby controlled (servo) mode when these
devices are used with phototherapy light. Always monitor the infant’'s temperature and make the
appropriate adjustments to avoid temperature fluctuations during phototherapy.

WARNING:

Phototherapy light can affect the temperature in the thermoregulation devices (incubators, radiant
warmers or heated mattresses) and may raise the patient’s body temperature. Always monitor the
infant’s temperature and make the appropriate adjustments to these devices to avoid temperature
fluctuations during phototherapy.

WARNING:
Using reflective foils to increase the efficacy of phototherapy may cause hazardous patient body
temperatures.

WARNING:

Oxygen enriched environments greatly reduce the temperature at which materials burn. Be
extremely careful to remove all opaque materials from the immediate light path when using the
light while administering oxygen.

WARNING:
If the system is mounted on a portable roll stand, lock the wheels to prevent movement of the
device during the therapy.

WARNING:
The power cord presents a trip hazard. Do not leave the cord unattended when located in traffic
areas.

WARNING:
Periodically check that the patient is in the treatment area of the device.

WARNING:
Follow hospital policy and procedure for bilirubin, temperature, skin and eye assessments during
use of phototherapy.

WARNING:
Never use flammable cleaning solutions to clean the Giraffe Blue Spot PT Lite.

10



Important Operation Safety Information

CAUTION:

Service this product in accordance with the service manual only with the proper tools, test
equipment and the most recent revision of the service manual, which is clearly and thoroughly
understood.

CAUTION:
To avoid the device overheating, do not block any of the vents on the light box.

CAUTION:
Do not place opaque objects in the direct light path. Light energy can cause heating and damage to
nontransparent materials.

CAUTION:
Only use GE Healthcare approved spare parts.

Contraindications

Contraindications to phototherapy*:

e Congenital porphyria or family history of porphyria
e Concomitant use of drugs or agents that are photosensitive
e Concurrent therapy with metalloporphyrin heme oxygenase inhibitors

Phototherapy effectiveness may be decreased in presence of cholestasis (direct hyperbilirubinemial.

* MacDonald & Ramasethu (2007). Atlas of Procedures in Neonatology, Lippincott Williams & Wilkins, Philadelphia, PA

Symbol Definitions

This section identifies the symbols that are displayed on the Giraffe Blue Spot PT Lite Phototherapy System:

Symbol Description
@ Consult accompanying documents.
@ Do not place the Giraffe Blue Spot PT Lite in the path of radiant heat from another device.
A High voltage, electrical shock hazard
~ Indicates alternating current
EC IREP European Union Representative

Hour meter display

Standby/on switch

O
@ Cover infant’s eyes during phototherapy.

Over-temperature / under-temperature condition

[1 Y
H




Important Operation Safety Information

Symbol Description
é Potential equalization stud
ﬂﬁﬁ," N\ Recommended distance from the light shade to the patient

~ s

This symbol indicates that the waste of electrical and electronic equipment must not

be disposed as an unsorted municipal waste and must be collected separately. Please
contact an authorized representative of the manufacturer for information concerning the
decommissioning of your equipment.

12



Chapter 1: Product Overview

Chapter 1: Product Overview

1.1 Intended Use

The GE Healthcare Giraffe® Blue Spot PT Lite™ Phototherapy System provides light therapy for the
treatment of hyperbilirubinemia, commonly known as neonatal jaundice, during the newborn period in the
hospital.

Y
This therapy is to be administered by trained,
professional medical staff, on the order of a licensed
medical practitioner.
1.2 Product Description
An LED provides the therapeutic light source. A fan ‘a ‘
cools the LED and extends LED life. 3 T [ =

As soon as the device is connected to a power
outlet, it is ready for use. A standby/on switch on the
front of the device turns the therapeutic light on and
off.

Located near the switch, a non-resettable hour
meter display shows how long the device has been
emitting therapeutic light during the life of the
product. Below the hour meter display, a green indicator lights when the device is on standby, a blue
indicator lights when the device is emitting therapeutic light, and a red indicator will flash if the fan fails
to operate correctly or the device overheats. The red indicator will illuminate continuously, while the fan
operates, if the device is too cold. The fan will operate in an attempt to cool, or warm, the system into the
proper operating temperature.

Underneath, on the base of the device are the IEC power inlet, two fuses, potential equalization stud, and
the fan filter retainer. A mounting bracket on the back of the device allows the device to be positioned
and secured in the dovetail slot of an accessory rail. It can be mounted on any GE Healthcare system with
dovetail rails. Tightening two socket head mounting screws holds the device in position.

The light intensity delivered to the patient varies directly with the distance of the light shade from the
mattress. The intensity and spot size can be changed by manually adjusting this distance. The flexible
light pipe bends to a new position and then holds the light shade in place. The flexible light pipe transmits
the light from the LED to the light shade, where it can be directed at the patient.

13



Chapter 1: Product Overview

1.3 Controls, Indicators, and Connections

BOTTOM

1. Light shade 8. Light box

2. Light pipe 9. Power cord inlet*

3. Hour meter display 10. Fuses Compartment

4. Exhaust vents 11. Intake vents/air filter

5. Over/under temperature indicator 12. Potential equalization stud
6. Standby/on indicator 13. Light pipe port

7. Standby/on switch* 14. Light shade protective cover

* To isolate the device from the supply mains:

e For awall-connected device, unplug the power cord.

e For adevice connected to a microenvironment's accessory outlet, switch off the mains switch on the back of the
microenvironment.

14



Chapter 1: Product Overview

The following table describes the meaning of each status for each indicator:

Table 1-1: Indicators

Hour meter display

Indicator Status What it Normally Means
Off The device has no power.

Standby/on indicator Green The device is in standby and not emitting light.
Blue The device is emitting light.
Off The device has no power.

Displaying numbers

The device is in standby or emitting light. The
number represents the number of hours the device
has been emitting light during the the life of the
device.

Over/under temperature indicator

off

No temperature problems detected.

Steady red

Under-temperature condition

Flashing red*

Over-temperature condition

*The over/under temperature red indicator briefly flashes every time the Standby/On switch is depressed to turn
on the therapeutic light in order to confirm the function of the alarm indicator.

For operator troubleshooting instructions, refer to Chapter 4.
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Chapter 2: Product Setup and Operation

Upon shipment, the light pipe is detached from the light box. Prior to first use, the light pipe needs to be
attached and secured to the light box and then the device needs to be mounted on the dovetail rail of a
microenvironment or a portable roll stand.

________

A WARNING:
To avoid patient injury, do not mount the system while a patient occupies the bed.

A WARNING:
To avoid the risk of electrical shock, the system must only be connected to a supply mains with
protective earth, using the power cord supplied.

2.1 Pre-use Checkout Procedure

Follow below checkout instructions prior to first system use and then before any time the system is put
into operation:

1. Examine the device for missing parts or obvious signs of damage, including power cord, light pipe,
light box, and labels. If damage is found, do not use the device and contact service personnel.

2. Check that the light box is securely attached to the accessory dovetail rail or roll stand, i.e. the device
does not slide up or down the dovetail rail.

3. Move the light pipe to verify that it moves freely and stays in position.
NOTE: The light pipe will typically experience some minor deflection (less than 1.3cm) after positioning.

4. Connect the power cord to an appropriate power source. The standby/on indicator will light green to
indicate standby mode.

5. Press the standby/on switch to turn on the therapeutic light. The standby/on indicator will change
from green to blue and the over-temperature/under-temperature indicator will briefly illuminate.

6. Confirm that the fan is operating by momentarily placing your hand close to the exhaust vent when
the device is on to feel the air flow coming out of the device.

7. Focus the therapeutic light such that the spot diameter is 35.5 cm (14 in) or the shade is 38 cm (15 in)
from the bed surface.

17



Chapter 2: Product Setup and Operation

8. Allow the Giraffe Blue Spot Pt Lite to warm-up 5 minutes.

9. Using a calibrated Biliblanket Light Meter Il, measure the light at the 5 points indicated in Figure 2-1
and calculate their average. Confirm that the average is at least 27 pW - cm? - nmL If not, refer to

1
1
1
1
1
1
T
1
1

- -

Figure 2-1 Light Measurement Points

10. Divide the lowest reading by the highest reading. If the LED light is functioning properly, the result
should be greater than 0.4. If the result is not greater than 0.4, contact service.

NOTE: IEC standards recommend LED module replacement at 25% output reduction, which corresponds
to 27 yW-cm=?- nm and occurs at approximately 10000 hours. However, sufficient irradiance for
effective phototherapy continues well after 25% reduction

18



Chapter 2: Product Setup and Operation

2.2 Operation

A

WARNING:

Prolonged exposure to any phototherapy light may cause eye damage. Prolonged stay in

the area irradiated by the phototherapy equipment may cause some effects on the operator.
Never look directly at the light. Infants should wear eye protection during therapy. Take care to
protect the eyes of infants adjacent to the treatment area.

WARNING:

Light can adversely affect drugs and other infusion liquids. When using intravenous delivery
systems during phototherapy, shield any tubing with appropriate material. Do not store drugs
or infusion liquids directly in the light path.

>

WARNING:

It is recommended to set the incubator or warmer in baby controlled (servo) mode when these
devices are used with phototherapy light. Always monitor the infant’s temperature and make
the appropriate adjustments to avoid temperature fluctuations during phototherapy.

>

WARNING:

Phototherapy light can affect the temperature in the thermoregulation devices (incubators,
radiant warmers or heated mattresses) and may raise the patient’s body temperature. Always
monitor the infant’s temperature and make the appropriate adjustments to these devices to
avoid temperature fluctuations during phototherapy.

WARNING:
Using reflective foils to increase the efficacy of phototherapy may cause hazardous patient
body temperatures.

WARNING:

Oxygen enriched environments greatly reduce the temperature at which materials burn. Be
extremely careful to remove all opaque materials from the immediate light path when using
the light while administering oxygen.

WARNING:

Follow hospital policy and procedure for bilirubin, temperature, skin and eye assessments
during use of phototherapy.

CAUTION:
To avoid the device overheating, do not block any of the vents on the light box.

BB B PP

CAUTION:
Do not place opaque objects in the direct light path. Light energy can cause heating and
damage to nontransparent materials.

19



Chapter 2: Product Setup and Operation

0.

A WARNING:

When using the device with a radiant warmer, make sure the light shade is not directly in the
path of the radiant heat rays. If the light shade is in the path, it will block heat to the infant and
may damage the light shade.

Place the infant in the center of the bed mattress.

Cover the infant’s eyes with eye protection. Clinicians should refer to the instructions for use provided
with the specific eye protection being used for proper application and use.

Maximize the infant’s skin exposure to the therapeutic light. For example, use the smallest size
diapers and avoid blanket rolls or positioning aids that block the light source.

If the system is mounted on a portable roll stand, lock the wheels to prevent the movement of the
device during the therapy.

Press the standby/on switch to turn on the therapeutic light.

Position the light shade at 38cm from the infant and aim the light towards the infant. The spot
diameter will be 35.5cm.

Using a calibrated Biliblanket Light Meter Il, measure irradiance at the umbilicus when the infant is
supine and the lumbar area when the infant is prone.

The light shade may be raised to adjust light output and desired surface coverage.

Monitor the infant’s temperature during phototherapy treatment.

10. Monitor patient’s fluid intake and output during phototherapy treatment.

20



Chapter 2: Product Setup and Operation

NOTE: For information on the indicators on the system and how to interpret them, refer to “Figure 7-4".

NOTE: It is recommended to monitor irradiance, according to hospital policy and procedure, during
phototherapy .

NOTE: The efficacy of phototherapy depends on the light intensity, patient surface coverage areaq,
distance, and light spectrum of the phototherapy device use.

21
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Chapter 3: Operator’s Maintenance

This chapter includes planned maintenance procedures to be performed by the operator. For planned
maintenance procedures to be performed by the hospital biomedical engineering services, refer to

_________

3.1 Cleaning and Maintenance

3.1.1 Cleaning Procedure

& WARNING:
Never use flammable cleaning solutions to clean the Giraffe Blue Spot PT Lite.

A CAUTION:
Clean the clear protective cover of the light shade with non-flammable optical cleaner and
a lint-free soft cloth. If an alcohol solution is used, thoroughly dry the cover to make sure no
residual cleaner remains.

Q CAUTION:
Always follow hospital and local regulations for required cleaning and maintenance
frequencies.

1. Unplug the power cord and allow the system to cool at least 10 minutes before cleaning.

2. Clean the clear protective cover of the light shade using a non-flammable optical cleaner.

3. Clean the outside of the light box, light pipe and light shade using a cleaning solution listed in section
3.1.2. Aqueous solutions which are both hospital disinfectants and microbactericides may be used. Do
not allow liquids to seep into the housing. Apply the cleaning solutions with a clean cloth or sponge.
Do not spray cleaner into the vents, since this will contaminate the LED, optics, and electronics.

4. Always dry the parts with a clean damp soft cloth to avoid scratches and remove cleaner residue.

3.1.2 Equipment-safe Cleaning Solutions

The following lists some equipment-safe cleaning solutions:

Generic Formulation Maximum Concentration
Sodium Hypochlorite (bleach) 0.5% Aqueous Solution
Glutaraldehyde 2%




Chapter 3: Operator’s Maintenance

Generic Formulation Maximum Concentration

Hydrogen Peroxide 6%

100% spray (sprayed on a cloth - not directly on the equipment)

Cavicide® o . . . .
Active ingredients: Diisobutylphenoxyethoxyethyl dimethyl benzyl ammonium
chloride (0.28%), Isopropanol (17.20%), inert ingredients (82.54%)

Quaternary Ammonium 0.28%

Isopropyl Alcohol <15%

Do not use the following cleaners; they will damage the parts you are cleaning and are not recommended:

e Isopropyl Alcohol (in concentrations greater than 15%)
e Solvents (such as acetone)
e Wescodyne

NOTE: Do not soak parts in cleaning solutions. Always wipe parts dry of all cleaning solutions. Following
these two recommendations will greatly extend the life of the parts.

NOTE: Any parts cleaned with iodophor solution will stain yellow.

3.1.3 Factors that affect product life

Factor Description

Operating without the cooling fan running or operating with

Thermal stress clogged filters will reduce LED life.

Light pipe folding or excessive

bending Do not fold or bend the light pipe any tighter than 60 degrees.

NOTE: To maintain optimal fan perfromance, clean or replace filters when they are dirty.
3.1.4 Cleaning or Replacing the Fan Filter

1. Disconnect power to the unit.

2. Remove the filter retainer from the bottom of the unit.

3. Inspect filter (M1225816). Clean by rinsing in water or replace if necessary.

4. Once the filter is dry, return to the bottom of the unit and reinstall the filter retainer.

24



Chapter 3: Operator’s Maintenance

3.1.5 Product storage

It is recommended to leave the light pipe attached to the light box during product storage. If the light
pipe is detached from the light box for storage, the protective caps of the light pipe and the light pipe
port (originally supplied with the system shall be applied to the the light pipe and the port to protect the
therapeutic-light LED and fiber against dust and dirt.

A CAUTION:

Do not fold the light pipe or bend it tighter than 60 degrees to avoid light pipe damage.

3.2 Options
[2o]gvo] o] [N a{e] | IS} {o] aTc FN 6600-0894-216
GE Healthcare BiliBlanket Meter ..., 6600-0198-900

NOTE: Use only GE approved optional parts with the device.
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Chapter 4: Operator Troubleshooting

This chapter lists possible symptoms as well as the possible causes and solutions that an operator can
implement. All other possible symptoms and causes require professional diagnostics (Professional service

technicians may refer to Chap

ter 10).

ID Symptom Description Possible Causes Actions & Solution
When system is in standby
mode (plugged into power
outlet and standby/
on switch is not pressed
yet), both the standby/on
indicator and hour meter Confirm that the power cord is plugged into
display are off. Power cord is not properly | the power outlet and power inlet module. Also
0S1 .
connected. make sure that the power cord is secured by
(Normally, when the system the retainer clip.
is plugged into a power
outlet, the standby/on
indicator is green and the
hour meter display shows an
hour number)
Make sure the system is being used in the
recommended temperature range. Allow
the system to warm up to the ambient
When the system is plugged temperature before switching the system
into the power outlet, the The system temperature | into on mode. (The system fan turns on to
0S2 | over/under temperature is low (under-temperature | help the system warm up. When the system
indicator is illuminated in condition). has warmed up to the ambient temperature,
steady red. the system fan will turn off, the over/under
temperature indicator will turn off, and the
standby/on will illuminate green. This process
may take several minutes.)

27



Chapter 4: Operator Troubleshooting

27 UW -cm?-nm?on
average).

ID Symptom Description Possible Causes Actions & Solution
Make sure the system is used in the
recommended temperature range. Check
whether the vents are blocked. Unblock vents
if necessary.
When the system s plugged Check filters. call service to clean or replace if
into the power outlet, the The system temperature
0S3 | over/under temperature is high (over-temperature necessary.
indicator is illuminated in condition). _
flashing red. NOTE: Once the air vents are unblocked, the
fan will continue to run to cool the LED module.
Once the LED module cools, the over/under
temperature indicator will also turn off and the
standby/on indicator will illuminate green. This
process may take several minutes.
Protective cover of light Clean the cover gently using cleaning solution
shade is dirty and a lint-free wipe.
The system generates wrong ||g.ht meter s Make sure that the recommended light meter
low light output (less than used for light output is used for light output measurement.
0S4 measurement.

The light shade is farther
than 38 cm (15”) from the
bed surface or not directly
aimed at it.

Focus the therapeutic light such that the spot
diameter is 35.5 cm (14") or the shade is 38
cm (15”) from the bed surface, and the light is
aiming at the the bed surface.

28




Chapter 5: Specifications

5.1 Electrical Specifications

Device type: Class |

e Operation: Continuous operation
e Input Rating: 100-240VAC 50/60 Hz, 130-170VA

Note: To isolate the device from the supply mains:
- For a wall-connected device, unplug the power cord.

- For a device connected to a microenvironment’s accessory outlet, switch off the mains switch on

the back of the microenvironment.

5.2 Environmental Specifications

5.2.1 Operating Conditions

Ambient Temperature

18 to 30°C

Relative Humidity

10 to 95% non-condensing

Atmospheric Pressure

64 kPa to 106 kPa

e Equipment not suitable for use in presence of flammable anaesthetic mixture with air or with oxygen or

nitrous oxide.

e |PX0 - Not protected from water ingress.

5.2.2 Transport and Storage Conditions

(While sealed in shipping packaging)

Temperature -20 to 60°C
Humidity 0 to 95% non-condensing relative humidity
Pressure 64 kPa to 106 kPa

29



Chapter 5: Specifications

5.3 Performance Specifications

LED life

10000 hours*

Noise level

< 40 dB(A) (measured 90 cm from the system)

Mode of operation:

Continuous

Physical Characteristics

Product (light box and light pipe) size (HXWxD): 26.2 cm x 18.6 cm x 13.9cm
Product weight: 4 Kg

Spectral irradiance

45 pW - cm?-nm™ +25% -20% (after a 5 minute warm-up time, and 38 cm
from the light shade to the center of the spot with a new system and new
LED, measured by a calibrated Biliblanket Light Meter II).

Life Span

The product is designed to meet a life span of 7 years. However, with
proper maintenance and repairs, the service life can be extended as long as
service parts are available.

* |EC standards recommend LED replacement at 25% output reduction, which occurs at approximately 10000 hours. However,
sufficient irradiance for effective phototherapy continues well after 25% reduction.

*AMERICAN ACADEMY OF PEDIATRICS Subcommittee on Hyperbilirubinemia Clinical Practice Guideline: Management of
Hyperbilirubinemia in the Newborn Infant > 35 Weeks of Gestation Pediatrics 2004 (July);114:297)

BiliBlanket Meter Il Relative Spectral Response

Relative Spectral Response
I

03 / Wavelength (nm\

e——T —I

\

N

380 400 420 440 460 480 500 520 540 560

580

D——

Distance | Diameter | Surface Area | Spectral
(Hcm) (D cm) (A cm?) Irradiance
(MWW :-cm?- nm?
+25%, -20%)
38 355 990 45
50 46.7 1713 26
60 56.1 2472 18
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The following information is provided for compliance to IEC 60601-2-50.

Spectral Iradiance (AW - cm? - nm'™Y

g

§

]
]

g

20

Total Spectral Irradiance E,; at 38 cm

330 360 370 380 390 400 410 420 430 440 450 460 470 48D 490 500 510 520 530 540 550

e —I

=

Wavelength nm)
Distance Surface Area | Average Total Irradiance
(Hcm) (A cm?) for Bilirubin
(mW - cm??)
38 990 2.94
50 1713 1.70

Total Spectral Irradiance (measured with a spectroradiometer between 400-550 nm).

5.4 Standards

Product complies with the following standards:

IEC 60601-2-50.

IEC 60601-1-2; UL 60601-1; IEC 60601-1; CAN/CSA C22.2 #60601-1;

3

0086

GE Healthcare, a division of General Electric has declared that this product conforms with
the European Council Directive 93/42/EEC Medical Device Directive when it is used in
accordance with the instructions provided in the Operation and Maintenance Manual.
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Important Service Safety Information

The service information presented in Part Il is important for the safety of both the patient and operator
and also serves to enhance equipment reliability.

A WARNING:

Before servicing the Giraffe Blue Spot PT Lite, read through this entire manual. As with all
medical equipment, attempting to use this device without a thorough understanding of its
operation may result in patient or user injury. This device should be serviced only by authorized
service personnel. Additional precautions specific to certain procedures are found in the text of
this manual.

The information contained in this service manual pertains only to those models of products which are
marketed by GE Healthcare as of the effective date of this manual or the latest revision thereof. This
service manual was prepared for exclusive use by GE Healthcare service personnel in light of their
training and experience as well as the availability to them of parts, proper tools, and test equipment.
Consequently, GE Healthcare provides this service manual to its customers purely as a business
convenience and for the customer’s general information only without warranty of the results with respect
to any application of such information.

Furthermore, because of the wide variety of circumstances under which maintenance and repair
activities may be performed and the unique nature of each individual’'s own experience, capacity, and
qualifications, the fact that a customer has received such information from GE Healthcare does not imply
in any way that GE Healthcare deems said individual to be qualified to perform any such maintenance

or repair service. Moreover, it should not be assumed that every acceptable test and safety procedure

or method, precaution, tool, equipment, or device is referred to within, or that abnormal or unusual
circumstances may not warrant or suggest different or additional procedures or requirements. This
manual is subject to periodic review, update, and revision. Customers are cautioned to obtain and consult
the latest revision before undertaking any service of the equipment.

& WARNING:

The user or service staff should dispose of all the waste properly as per federal, state, and
local waste disposal regulations. Improper disposal could result in personal injury and
environmental impact.

Do not use malfunctioning equipment. If the system is under warranty, contact GE technical support at
the number on the back of the manual PRIOR to performing any repairs on the system.
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A

WARNING:
This service manual is available in English only.

e |f a customer’s service provider requires a language other than English, it is the customer’s
responsibility to provide translation services.

¢ Do not attempt to service the equipment unless this service manual has been consulted
and is understood.

e Failure to heed this warning may result in injury to the service provider, operator, or patient
from electric shock, mechanical hazards, or other hazards.

A

NPEAVNPEXAEHUE

Tosa ynbvTBAHE 30 pO6OTO € HONNYHO CAMO HA AHIINACKN e3KK.

e AKO AOCTOBYMKDBT HO YCNYraTa HA KAMEHTA U3WNCKA APYr e3ViK, 30AbAXKeHNe Ha KIMEeHTA e Ad
OCUrypwv NPEBOA.

e He n3non3sante 060pyABAHETO, NPeAV A CTe Ce KOHCYATUPANU 1 pa3bpani ynbTBAHETO
30 paborTa.

e Hecna3saHeTo HA TOBA NpeAynpexAeH/e MOXe Ad A0BeAe A0 HOPAHABAHE HA AOCTABUMKA
HQ yCnyraTa, onepaTopa UKW NAUVEHTA B PE3yNTaT HA TOKOB YAAP, MEXAHWUYHA 1UAK Apyra
ONACHOCT.

A

s
AT ARSI

o WRF YRR N G EARSSCRCAR, W% R B AT RO RS .

o ORVEMRTEA S B AL T AT, AMSEATYEE.
BWEAE LA REXT AR RS N D1 #RAE N A BUBE G R ol . AU 3 s A 2 4
Fo

L

%

.

A

g

A7 T MHE TR ISR -

- (EEE PRI IER TR BTSN s T > & P A B LR RRERT
© BRIFEESEARB T M EHABHAE » SRIVIZIE SRS -
© NEERES G S IRGHER - EEAIER SR A ZEIEE « IS AAER -

AL TMHER TSR -

EE PSR R ISR MNIEE S - TEHE P BT BB -
A7) E S A > PRIE (EE AR IR AL T -
EREEAES > iR EREERRE - HRF AS0RENEE - sk 26 -

36



Important Service Safety Information

UPOZORENJE

Ovaj servisni prirucnik dostupan je na engleskom jeziku.

Ako davatelj usluge klijenta treba neki drugi jezik, klijent je duzan osigurati prijevod.

Ne pokuSavajte servisirati opremu ako niste u potpunosti procitali i razumijeli ovaj servisni
prirucnik.

Zanemarite li ovo upozorenje, moze doci do ozljede davatelja usluge, operatera ili pacijenta
uslijed strujnog udara, mehanickih ili drugih rizika.

VYSTRAHA

Tento provozni ndvod existuje pouze v anglickém jazyce.

V pfipadg, Ze externi sluzba zdkaznikim potfebuje ndvod v jiném jazyce, je zajisténi
prekladu do odpovidajiciho jazyka Ukolem zdkaznika.

Nesnazte se o Udrzbu tohoto zafizeni, aniz byste si precetli tento provozni ndvod a
pochopili jeho obsah.

V pfipadé nedodrZovani této vystrahy muze dojit k poranéni pracovnika prodejniho servisu,
obsluzného persondlu nebo pacientl vlivem elektrického proudu, respektive vlivem
mechanickych ¢i jinych rizik.

ADVARSEL

Denne servicemanual findes kun pda engelsk.

Hvis en kundes tekniker har brug for et andet sprog end engelsk, er det kundens ansvar at
sgrge for overseettelse.

Forsgg ikke at servicere udstyret uden at laese og forstd denne servicemanual.

Manglende overholdelse af denne advarsel kan medfgre skade pd grund af elektrisk stad,
mekanisk eller anden fare for teknikeren, operatagren eller patienten.

WAARSCHUWING

Deze onderhoudshandleiding is enkel in het Engels verkrijgbaar.

Als het onderhoudspersoneel een andere taal vereist, dan is de klant verantwoordelijk voor
de vertaling ervan.

Probeer de apparatuur niet te onderhouden alvorens deze onderhoudshandleiding werd
geraadpleegd en begrepen is.

Indien deze waarschuwing niet wordt opgevolgd, zou het onderhoudspersoneel, de
operator of een patiént gewond kunnen raken als gevolg van een elektrische schok,
mechanische of andere gevaren.
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A

HOIATUS
See teenindusjuhend on saadaval ainult inglise keeles

e Kuiklienditeeninduse osutaja nduab juhendit inglise keelest erinevas keeles, vastutab klient
tolketeenuse osutamise eest.

e Arge Uritage seadmeid teenindada enne eelnevalt kdesoleva teenindusjuhendiga tutvumist
ja sellest aru saamist.

e Kdesoleva hoiatuse eiramine vdib pohjustada teenuseosutaja, operaatori voi patsiendi
vigastamist elektrilodgi, mehaanilise voi muu ohu tagajdrjel.

VAROITUS
Tama huolto-ohje on saatavilla vain englanniksi.

e Jos asiakkaan huoltohenkildstd vaatii muuta kuin englanninkielistd materiaalia, tarvittavan
kadnnoksen hankkiminen on asiakkaan vastuulla.

e Alg yritd korjata laitteistoa ennen kuin olet varmasti lukenut ja ymmartanyt téman huolto-
ohjeen.

e Mikdli tata varoitusta ei noudateta, seurauksena voi olla huoltohenkildston, laitteiston
kayttdjan tai potilaan vahingoittuminen sdhkdiskun, mekaanisen vian tai muun
vaaratilanteen vuoksi.

ATTENTION
Ce manuel d'installation et de maintenance est disponible uniguement en anglais.

e Siletechnicien d’un client a besoin de ce manuel dans une langue autre que I'anglais, il
incombe au client de le faire traduire.

e Ne pas tenter d'intervenir sur les équipements tant que ce manuel d’installation et de
maintenance n'a pas été consulté et compris.

e Lenon-respect de cet avertissement peut entrainer chez le technicien, 'opérateur ou le
patient des blessures dues a des dangers électriques, mécaniques ou autres.

WARNUNG
Diese Serviceanleitung existiert nur in englischer Sprache.

e Falls ein fremder Kundendienst eine andere Sprache bendtigt, ist es Aufgabe des Kunden
fur eine entsprechende Ubersetzung zu sorgen.

e Versuchen Sie nicht diese Anlage zu warten, ohne diese Serviceanleitung gelesen und
verstanden zu haben.

e Wird diese Warnung nicht beachtet, so kann es zu Verletzungen des
Kundendiensttechnikers, des Bedieners oder des Patienten durch Stromschldge,
mechanische oder sonstige Gefahren kommen.
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NPOEIAONOIHEH
To tapov eyxelpidlo o€pPLg SlatiBetal pdvo oTa oy YALKA.

e Ed&v 0 teQVIKOG OEPRLG VG TTEAXTN QTTALTEL TO TTAPOV EYXELPLSLO O YAWOOX EKTOG TWV
AYYALKWV, QTIOTEAEL €VOBOVN TOL TTEAGTN VA TTAPEXEL TIG LTINPECLEG YeTADPAONG.

e MnV ETXELPOETE TNV EKTEAEDN EPYAOLLOV OEPPLG 0TOV €EOTIALOUS av dev €xeTe
OULMBOLAELTEL Kal KATAVONOEL TO TTIXPOV £YXELPLOLO TEPRLS.

e Av dev mtpooé€ete TNV TPOELSOTIOINON QUTH), EVOEXETAL VO TIPOKANBEL TPALUATIONOS OTOV
TEXVLKO OEPPLS, OTO XELPLOTN 1) 0TOV 0oBevr) aTtd NAEKTPOTIANELQ, UNYavIKoOG 1} GAAOLG
KwOUVOUG,.

FIGYELMEZTETES
Ezen karbantartdsi kézikdnyv kizarélag angol nyelven érheté el.

e Ha avevd szolgdltatoja angoltdl eltérd nyelvre tart igényt, akkor a vevé feleléssége a
forditds elkészittetése.

e Ne probdlja elkezdeni haszndlni a berendezést, amig a karbantartdsi kézikényvben
leirtakat nem értelmezték.

e Ezen figyelmeztetés figyelmen kivil hagydsa a szolgdltatd, mikodtetd vagy a beteg
dramutés, mechanikai vagy egyéb veszélyhelyzet miatti sériilését eredményezheti.

ABVORUN
pessi pjonustuhandbok er adeins fdanleg & ensku.

e Ef ad pjonustuveitandi vidskiptamanns parfnast annas tungumals en ensku, er pad skylda
vidskiptamanns ad skaffa tungumdalapjonustu.

e Reynid ekki ad afgreida teekid nema ad pessi pjonustuhandbok hefur verid skodud og skilin.

e Brot @ sinna pessari advorun getur leitt til meidsla d pjonustuveitanda, stjérnanda eda
sjuklings fra raflosti, vélraenu eda 6drum ahaettum.

AVVERTENZA
Il presente manuale di manutenzione e disponibile soltanto in lingua inglese.

e Se un addetto alla manutenzione richiede il manuale in una lingua diversa, il cliente &
tenuto a provvedere direttamente alla traduzione.

e Procedere alla manutenzione dell’apparecchiatura solo dopo aver consultato il presente
manuale ed averne compreso il contenuto.

¢ |l mancato rispetto della presente avvertenza potrebbe causare lesioni all'addetto alla
manutenzione, all'operatore o ai pazienti provocate da scosse elettriche, urti meccanici o
altri rischi.
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BRIDINAJUMS
St apkopes rokasgramata ir pieejama tikai anglu valoda.

e Ja klienta apkopes sniedz&jam nepiecieSama informdacija citd valoda, klienta pienakums ir
nodroSindt tulkojumul.

e Neveiciet aprikojuma apkopi bez apkopes rokasgramatas izlasisanas un saprasanas.

o STbridingjuma neievérosanas rezultdtd var rasties elektriskds stravas trieciena, mehanisku
vai citu faktoru izraisitu traumu risks apkopes sniedz&jam, operatoram vai pacientam.

A

|SPEJIMAS

Sis eksploatavimo vadovas yra tik angly kalba.

e Jeikliento paslaugy tiekéjas reikalauja vadovo kita kalba - ne angly, suteikti vertimo
paslaugas privalo klientas.

e Nemeéginkite atlikti jrangos techninés priezidros, jei neperskaitéte ar nesupratote Sio
eksploatavimo vadovo.

e Jeinepaisysite Sio jspéjimo, galimi paslaugy tiekéjo, operatoriaus ar paciento suzalojimai
dél elektros Soko, mechaniniy ar kity pavojy.

ADVARSEL
Denne servicehandboken finnes bare pa engelsk.

e Hvis kundens serviceleverandgr har bruk for et annet sprdak, er det kundens ansvar @ sgrge
for oversettelse.

e |kke forsgk & reparere utstyret uten at denne servicehdndboken er lest og forstatt.

e Manglende hensyn til denne advarselen kan fgre til at serviceleverandgren, operatgren
eller pasienten skades pd grunn av elektrisk stgt, mekaniske eller andre farer.
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OSTRZEZENIE
Niniejszy podrecznik serwisowy dostepny jest jedynie w jezyku angielskim.

e Jesli serwisant klienta wymaga jezyka innego niz angielski, zapewnienie ustugi ttumaczenia
jest obowigzkiem klienta.

¢ Nie prébowac serwisowac urzqdzenia bez zapoznania sie z niniejszym podrecznikiem
serwisowym i zrozumienia go.

e Niezastosowanie sie do tego ostrzezenia moze doprowadzi¢ do obrazen serwisanta,
operatora lub pacjenta w wyniku porazenia prgdem elektrycznym, zagrozenia
mechanicznego bgdz innego.

A

AVISO
Este manual de assisténcia técnica encontra-se disponivel unicamente em inglés.

e Seoutro servico de assisténcia técnica solicitar a traducdo deste manual, caberd ao
cliente fornecer os servicos de traducdo.

e Ndo tente reparar o equipamento sem ter consultado e compreendido este manual de
assisténcia técnica.

e Ando observancia deste aviso pode ocasionar ferimentos no técnico, operador ou
paciente decorrentes de choques elétricos, mecanicos ou outros.

A

ATENCAO

Este manual de assisténcia técnica sé se encontra disponivel em inglés.

e Se qualquer outro servigo de assisténcia técnica solicitar este manual noutro idioma, € da
responsabilidade do cliente fornecer os servigos de traducdo.

¢ Ndo tente reparar o equipamento sem ter consultado e compreendido este manual de
assisténcia técnica.

e O ndo cumprimento deste aviso pode colocar em perigo a seguranca do técnico, do
operador ou do paciente devido a choques eléctricos, mecanicos ou outros.

ATENTIE

Acest manual de service este disponibil doar in limba engleza.

e Dacd un furnizor de servicii pentru clienti necesitd o altd limbd decat cea englezd, este de
datoria clientului sa furnizeze o traducere.

e Nuincercati sa reparati echipamentul decdt ulterior consultdrii si intelegerii acestui
manual de service.

e Ignorarea acestui avertisment ar putea duce la rénirea depanatorului, operatorului sau
pacientului Tn urma pericolelor de electrocutare, mecanice sau de altd naturd.
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A

OCTOPOXXHO!

JaHHoe PYyKOBOACTBO MO TEXHNYECKOMY O6Cﬂy>KI/IBOHI/HO npeacrtasneHo T0NbKO HA QHIAUIACKOM
A3blke.

Ecnu cepBUCHOMY NEPCOHANY KAMEHTA HEOBXOAVMO PYKOBOACTBO HE HO QHINACKOM, d HA
KOKOM-TO APYroM s3bIke, KIMEHTY CneayeT CAMOCTOSTENbHO 0becneunTs Nepeso.

Nepea TEXHNYECKUM 06CNYKMBAHNEM 060PYA0BAHNA 06930TENBHO 06PATUATECH K AAHHOMY
PYKOBOACTBY 1 NOVIMNTE U3NOXKEHHbIE B HEM CBEAEHVS.

HecobnoaeHne TpebOBAHUI AAHHOMO NPEAYNPEXAEHNS MOXET NPUBECTN K TOMY, UTO
CNEeUnanicT No TEXOBCNYKNBAHMIO, ONEPATOP VNV NAUWEHT NONYYNT YAAP INEKTPUYECKM
TOKOM, MEXAHWUYECKYIO TPABMY VNV APYroe NoBpexaeHMe.

UPOZORENJE

Ovo servisno uputstvo je dostupno samo na engleskom jeziku.

Ako klijentov serviser zahteva neki drugi jezik, klijent je duzan da obezbedi prevodilacke
usluge.

Ne pokuSavajte da opravite uredaj ako niste procitali i razumeli ovo servisno uputstvo.

Zanemarivanje ovog upozorenja moze dovesti do povredivanja servisera, rukovaoca ili

pacijenta usled strujnog udara ili mehanickih i drugih opasnosti.

UPOZORNENIE

Tento ndvod na obsluhu je k dispozicii len v anglictine.

Ak zakaznikov poskytovatel sluzieb vyzaduje iny jazyk ako anglictinu, poskytnutie
prekladatelskych sluzieb je zodpovednostou zdkaznika.

Nepokusajte sa o obsluhu zariadenia, kym si neprecitate ndvod na obluhu a neporozumiete
mul.

Zanedbanie tohto upozornenia mdze spdsobit zranenie poskytovatela sluzieb, obsluhujlcej
osoby alebo pacienta elektrickym pradom, mechanické alebo iné ohrozenie.

ATENCION

Este manual de servicio solo existe en inglés.

Si el encargado de mantenimiento de un cliente necesita un idioma que no sea el inglés, el
cliente deberd encargarse de la traduccion del manual.

No se debera dar servicio técnico al equipo, sin haber consultado y comprendido este
manual de servicio.

La no observancia del presente aviso puede dar lugar a que el proveedor de servicios, el
operador o el paciente sufran lesiones provocadas por causas eléctricas, mecdnicas o de
otra naturaleza.
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A

VARNING
Den hdr servicehandboken finns bara tillganglig pé engelska.

e Om en kunds servicetekniker har behov av ett annat sprdk ¢&n engelska, ansvarar kunden
for att tillhandahdlla dversattningstjénster.

e FOrsok inte utfora service pd utrustningen om du inte har Iast och forstar den har
servicehandboken.

e Omduinte tar hdnsyn till den har varningen kan det resultera i skador pa serviceteknikern,
operatoéren eller patienten till féljd av elektriska stétar, mekaniska faror eller andra faror

A

DiKKAT
Bu servis kilavuzunun sadece ingilizcesi mevcuttur.

e EgJer musteri teknisyeni bu kilavuzu ingilizce disinda bir baska lisandan talep ederse, bunu
tercime ettirmek musteriye duser.

e Servis kilavuzunu okuyup anlamadan ekipmanlara midahale etmeyiniz.

e Buuyariya uyulmamasi, elektrik, mekanik veya diger tehlikelerden dolayi teknisyen,
operatdr veya hastanin yaralanmasina yol acabilir.
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Chapter 6: System Description

The Giraffe Blue Spot PT Lite is a medical device designed to treat neonatal jaundice by providing blue
therapeutic light to patients. White light is comprised of light wavelengths from throughout the spectrum.
However, the wavelengths of light that actually provide therapy reside only between 410 and 460
nanometers. This light appears blue to the eye and is the specific output of the Giraffe Blue Spot PT Lite.

The system is composed of a light box generating light and a light pipe through which the light from the
LED is transmitted and projected upon patients.

1. Light box: The light box functions as the light generator, user control panel, and the device mounting
structure through use of a dovetail clamp. The light box contains the following major components:

Component

Description

Therapeutic-
light LED
assembly

The therapeutic-light LED is mounted directly to a fan-cooled heat sink and also has
a built-in thermistor output which is used to produce the temperature fault alarms.
The thermistor signal is first conditioned by the LED driver board and then routed

to the control board. The LED assembly contains a reflector which serves to narrow
and direct the output LED light into the light pipe. A 12 VDC brushless fan is mounted
to the heat sink. The fan pulls air from the lower chamber through a dividing baffle.
The baffle ensures that the heat sink exhaust heat is directed to the exhaust vents
to prevent recirculation. The fan is installed in a certain position to pull air from the
lower chamber (cool zone) to the upper chamber (hot zone). Backward installation of
the fan causes reverse air flow from hot zone to cool zone and negatively impacts
the heat sink cooling. During over-temperature/under-temperature conditions,

the fan keeps running to bring the LED assembly temperature to the ambient
temperature.

LED driver
board

This board generates a 5 VDC supply for powering therapeutic-light LED and control
board and routes the 12 VDC supply to the cooling fan. The driver board is set in the
factory such that sufficient driver current for the therapeutic-light LED is provided.
The voltage and current to the therapeutic-light LED are factory-sealed and non-
adjustable in the field. Therefore, the LED driver board and the therapeutic-light LED
assembly shall always be replaced in pair with a new factory-set pair (Mixing and
matching is not allowed.).

Control board

The control board is mounted to the inside of the unit cover and provides the system
controls, indicator LEDs, hour meter display, standby/on switch, and user interface.
The control board 5 VDC supply is provided by the LED driver board. The control board
sends the commands to the LED driver board to operate the therapeutic-light LED and
the fan.

The control board includes the hour meter display which shows the total time the
therapeutic-light LED is illuminated. The hour meter is not resettable. Therefore,
new product units ship with readings other than zero from the factory because of
production tests. The hour meter illuminates whenever the AC power is provided to

the system.
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2.

Component | Description

Colored indicators on the front face of the system provide information as to the
device status. The standby/on indicator is illuminated in green whenever AC Power
is applied and the system is in standby mode indicating there are no alarms/faults
and the system is ready to operate. When the standby/on switch is briefly depressed
to activate the system and turn light on, the standby/on indicator turns blue and the
over-temperature/under-temperature red indicator briefly illuminates to indicate
that it functions. Turning off the light is controlled in the same fashion by pressing
the standby/on switch to put the system in standby mode. The standby/on indicator

pser turns green. The over-temperature/under-temperature indicator provides alarm
interface 2 . "
indicators indications for both internal over-temperature and under-temperature conditions.

The temperature limits are factory set and non-adjustable. If the temperature

limits are reached, the therapeutic-light LED is automatically turned off but the
internal fan continues to operate during the fault conditions in order to bring the
internal temperatures back to normal operating conditions. Once the temperature
is within the normal range, the fan turns off and the standby/on indicator turns
green signifying that the device is ready for operation. The over-temperature/under-
temperature indicator is on continuously during under-temperature conditions and
flashes repeatedly during over-temperature conditions.

The system includes a universal switching power supply board that can accept

Power supply AC input voltages in the range of 90-264 VAC at frequency range of 47-63 Hz to

board generate 12 VDC output that feeds the LED driver board.

. The power cord connects to the input power connector located on the bottom of the
Power input . o . .
connection device. This input power connector provides EMI protection and also houses two AC
and fuses line fuses (T3.15A @ 250V~, slo-blo type) which are accessible from the outside of the

system unit.

Light pipe: The light pipe provides a stable self-supporting, adjustable arm that allows easy, low-force
positioning of the light onto the patient. It also allows for easy unobstructed access for the operator
to the patient. The light pipe contains optical components; therefore it should be treated with extreme
care as damaging these components can severely diminish the light output. The light pipe contains
an internal fiber that is used to transmit the light generated by the light box out to the light shade. The
light shade includes an output reflector which serves to uniformly project the light over a desired area.
The shade also includes a protective cover which serves to enclose the output reflector, protecting it
from dust and debris while simultaneously protecting users from touching the fiber end. If needed, the
protective cover can be cleaned gently using an optical cleaner and a lint-free wipe.
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Chapter 7: Installation

This chapter provides information required to prepare for and perform installation of the Giraffe Blue Spot
PT Lite.

Upon shipment, the light pipe is detached from the light box. Prior to first use, the light pipe needs to be
attached and secured to the light box as described in section 7.4.1.

7.1 Time Required for Installation

The average installation time for the Giraffe Blue Spot PT Lite is about 5 minutes. The required checkout
procedures after installation take approximately 20 minutes.

7.2 Environmental Requirements

The system shall be installed, serviced, and operated within the environmental conditions described in
section 5.2.

7.3 Tool Requirements

The hex key provided with the system (No other tools are required).

47



Chapter 7: Installation

7.4 Installation Procedure

7.4.1 Light Pipe Attachment

1. Make sure that the system is unplugged from the power outlet.

2. Use the provided hex key to remove the top mounting screw on the back plate (Refer to Figure 7-1).

3. Remove the plastic protective caps of the light pipe and the light pipe port. Remove the plastic
protective sleeve of the light pipe mounting clip.

4. Insert the light pipe tip into the light pipe port until the clip is aligned to the top mounting screw hole

5. Use the hex key to reinstall the top mounting screw.

Figure 7-1 Figure 7-2
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7.4.2 Mounting the System

& WARNING:

To avoid patient injury, do not mount the system while a patient occupies the bed.

1. Make sure the light pipe is securely attached to the system as instructed in section 7.4.1.

Note: If you intend to plug the power cord into an accessory outlet on a microenvironment, refer to the
microenvironment manual for proper power cord connection.

5. Plug the power cord into the power inlet connector and rotate the retainer to grip and secure the
power cord and then plug it into the power outlet.

NOTE: If you intend to plug the power cord into an accessory outlet on a microenvironment, refer to
the microenvironment manual for proper power cord connection.

Figure 7-3 Figure 7-4
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Chapter 8: Service Maintenance and Checkout

This chapter includes planned maintenance procedures as well as checkout procedures required after
Giraffe Blue Spot PT Lite installation, repair, or corrective maintenance. These procedures must be
performed by authorized service personnel.

8.1 Procedures Schedule

The following table lists all maintenance and checkout procedures, specifies when and how often each
procedure should be performed, and provides the average time that it takes to perform each procedure.

Table 8-1: Procedures Schedule

Average Time Performed as Planned | Performed as Checkout
Checkout Procedure Name o . D .
(in Minutes) Maintenance after any Service
8.4.1 Visual Inspection’ 5 Annually Yes
18.4.2 Functional Checks! 5 Annually Yes
18.4.3 Light Intensity Check? 5 Annually Yes
8.4.4 Electrical Safety Tests” 5 Annually Yes

* Service includes installation, repair, maintenance, or part replacement.

é WARNING:
Do not service the Giraffe Blue Spot PT Lite while it is in clinical use, or attached to a warmer or
incubator with a patient in the bed.

CAUTION:

_______

local regulations for required frequencies.

8.2 Environmental Requirements

The system shall be serviced and operated within the environmental conditions described in section 5.2
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8.3 Tool Requirements

The following table lists the service tools required to perform the planned maintenance and checkout

procedures:
Table 8-2: Tool Requirements
Checkout Procedure Name Service Tools Needed Quantity Needed
18.4.1 Visual Inspection’ None NA
18.4.2 Functional Checks? None NA
ié,zt,-B- |:I-gF1E Tn-t-eﬁélj& -C-h-e-cR'E BiliBlanket Light Meter Il (6600-0198-900), 1
------------------- Tape measure
18.4.4 Electrical Safety Tests” Safety analyzer 1

8.4.1 Visual Inspection

1.

Disconnect the power cord from the power outlet.

Examine the power cord for any signs of damage. Replace the cord if damage is evident and perform
electrical safety test as instructed in section 8.4.4.

Check that the power cord retainer is in place.

Examine the system overall for any damaged (cracked or broken) or missing parts, such as the plastic
unit cover, standby/on switch, standby/on indicator, over/under temperature indicator, hour meter
display, light pipe, light shade, air filter guard, or potential equalization stud. If any part is damaged or

Examine the air filter for damage or dust. Replace if necessary.

Examine the system for any missing or damaged labels. For a list of labels, and for the proper location
of each label, refer to section12.2.

For units on portable roll stand, examine the roll stand for any damaged or missing parts. Check the
wheel locks of the roll stand and confirm that they are functional.
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8.4.2 Functional Checks
1. Move the light pipe to verify that it moves freely and stays in position.
NOTE: The light pipe will typically experience some minor deflection (less than 1.3cm) after positioning.

2. Plug the power cord into the power outlet. Confirm that the hour meter display turns on and the
standby/on indicator illuminates in green.

3. Press and release the standby/on switch, and confirm the over-temperature/under-temperature red
indicator flashes briefly and the standby/on indicator changes to blue.

4. Confirm that the fan is operating by momentarily placing your hand close to the exhaust vent when
the device is on to feel the air flow coming out of the device.

5. Confirm that the therapeutic light is on.

WARNING:
A Never look directly at the light. Exposure can cause eye damage.

8.4.3 Light Intensity Check

In order to ensure uniform light distribution and the performance of all the optical components, perform
the following procedure.

1. Turnon the system.

2. Focus the light so that the spot diameter is 35.5 cm (14”) or when the shade is 38 cm (15”) from the
bed surface.

3. Using a calibrated BiIibIonket Light Meter Il, measure the light at the 5 points indicated on the below

R S ——

1
1
1
T
1
1
1
1
1

!
!

: 35" 35" :
NOTE: IEC standards recommend LED module replacement at 25% output reduction, which
corresponds to 27 yW - cm?- nm* and occurs at approximately 10000 hours. However, sufficient
irradiance for effective phototherapy continues well after 25% reduction.
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4. Divide the lowest reading by the highest reading. If the LED light is functioning properly, the result

8.4.4 Electrical Safety Tests

It is recommended that the electrical safety tests be performed as follows:

e Before the first use of Giraffe Blue Spot PT Lite
e Each time the system is serviced
e Every twelve months thereafter

Use an approved electrical safety analyzer. Follow the operating instructions supplied by the vendor of the
electrical safety analyzer. For reliable leakage current checks, perform the ground resistance check first.

8.4.4.1 Ground Resistance Check

The ground resistance check varies depending on the power source:

e Forasystem plugged into a wall outlet, measure the resistance between power cord ground terminal
and the potential equalization stud on the system. The ground resistance must be less than 0.1 ohms.

e Forasystem plugged into an accessory outlet on a microenvironment, measure the resistance
between the power cord ground terminal of the microenvironment and the potential equalization stud
on the Giraffe Blue Spot PT Lite. The ground resistance must be less than 0.2 ohms.

8.4.4.2 Leakage Current Checks

In normal conditions and in all possible operating modes:

e Forasystem plugged into a wall outlet, measure the leakage current and confirm that it is less than
130 microamperes.

e For asystem plugged into an accessory outlet on a microenvironment, measure the leakage current
and confirm that it does not increase leakage current of the microenvironment by more than 130
microamperes.

If required by local ordinances, in single fault condition and in all possible operating modes:

- For a system plugged into a wall outlet, measure the leakage current and confirm that it is less than 500
microamperes.

- For a system plugged into an accessory outlet on a microenvironment, measure the leakage current
and confirm that it does not increase leakage current of the microenvironment by more than 500
microamperes.
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No calibration is required for the Giraffe Blue Spot PT Lite.

Chapter 9: Calibration
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Chapter 10: Diagnostics and Troubleshooting

This chapter lists possible symptoms as well as the possible causes and solutions. For any necessary

part replacements or adjustments, follow the instructions provided in Chapter 11 Always read all the

4
[ e -

before starting any troubleshooting.

NOTE: For each symptom, the possible causes are listed in a certain sequence to provide a quick and

effective troubleshooting guide. Therefore, investigate the possible causes of each symptom in order from
top to bottom to find the root cause of the symptom.
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Chapter 10: Diagnostics and Troubleshooting

ID [Symptom Description | Possible Causes | Actions & Solution
: Confirm that the power cord is plugged into the power
Power cord is not .
outlet and securely connected to the power inlet module
properly connected.
of the system.
No power at the . .
Confirm power is available at the power outlet.
outlet.
Fuses are open o
(defective) or Refer to section 10.1.
missing.
A system wire Remove the unit cover and check whether all the wire
harness is harnesses are properly plugged and connected. Refer to
disconnected. section 11.5.
Remove the unit cover and measure the AC input to
Power entry module :
. . the power supply. Replace the power entry module if
is defective. S
necessary. Refer to section11.6.
Remove the cover and measure the voltage between
GND and -12V test points on the LED driver board using
When system is in a multi meter. Confirm if the voltage is within the -12V +/-
standby mode (plugged 0.15 range. If not, remove the AC power and then unplug
into power outlet and the DC harness coming from power supply board at LED
standby/on switch is not driver board side. Restore AC power and then re-measure
pressed yet), BOTH the voltage at the harness connectors. If the voltage is now
standby/on indicator and within the range, replace the LED drive board (Refer to
hour meter display are section 11.7). Otherwise, remove the LED driver board
off. and: a) disconnect the DC harness from the power suppl
S1 Power supply board ! P PPY

(Normally, when the
system is plugged into

a power outlet, the
standby/on indicator is
green and the hour meter
display shows an hour
number)

/ LED driver board is
defective.

board and perform the wire continuity test on the harness
to confirm the harness is not defective. Replace the DC
harness if necessary. b) with the DC harness disconnected
from the LED driver board, use a small screw driver to set
the power supply output voltage to be within the -12V +/-
0.15 range by adjusting R13 potentiometer on the power
supply board. If the output voltage cannot be set, replace
the power supply board (Refer to section 11.8).

NOTE: The power supply board has internal short circuit
protection that could be limiting the output voltage due to
a short circuit in the load (LED driver board).

LED driver board
/ Control board is
defective.

Remove the cover and measure the voltage between
GND and V+ test points on the LED driver board using

a multi meter. Confirm if the voltage is within the 5V +/-
0.3 range. If not, remove the AC power and then unplug
the control harness from the control board. Restore AC
power and then re-measure the voltage between GND
and V+. If the voltage is still outside of the range, replace
the LED driver board (Refer to section 11.7). Otherwise, a)
disconnect the control harness on both ends and perform
the wire continuity test on the harness to confirm the
harness is not defective. Replace the control harness if
necessary. b) If the harness is not defective, replace the
control board. Refer to section 11.5.
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ID [Symptom Description | Possible Causes | Actions & Solution
When system is in
S2 standby mode, _e|ther the Contrql board is Replace the control board. Refer to section 11.5.
standby/on indicator or | defective. ==
hour meter display is off.
Hour meter display : o
S3 [ shows disordered or bad Contrql board is Replace the control board. Refer to section 11.5.
defective. ===
characters.
When the system is
switched to on mode, Control board is o
S4 [ the standby/on indicator ! Replace the control board. Refer to section 11.5.
) defective. ==
stays green and no light
is generated.
When the system is
switched to on mode,
the light is generated but | Control board is -
S5 standby/on indicator and | defective. Replace the control board. Refer to section 11.5.
over/under temperature
indicator are BOTH off.
Make sure the system is being used in the recommended
temperature range. Allow the system to warm up to the
ambient temperature before switching the system into on
The system .
. mode. (The system fan turns on to help the device warm
temperature is low i
up. When the system has warmed up to the ambient
(under-temperature .
condition] temperature, the system fan will turn off, the over/under
’ temperature indicator will turn off, and the standby/on
indicator will illuminate green. This process may take
several minutes.)
Remove the unit cover and check whether the thermistor
Thermistor wire is plugged into its corresponding connector on LED
wire harness is driver board. Also confirm that the thermistor wire is not
unplugged. disconnected at the other end (LED module). Refer to
When the system is section 11.6.
plugged into power Thermistor wire is Disconnect the thermistor wire on both ends and perform
S6 | outlet, the over/under a wire continuity test using a multi meter. Replace the

temperature indicator is

illuminated in steady red.

defective.

harness if necessary.

Control harness is
defective.

Remove the control harness and use a multi meter to
perform a wire continuity check on the harness wires.
Replace the harness if necessary.

Thermistor is
defective.

Make sure the system is being used in the recommended
temperature range. Allow the system to warm up to

the ambient temperature if needed. Disconnect the
thermistor harness from LED driver board side (P2
connector) and measure the resistance across the
harness wires using a multi meter. If the multi-meter
reads OPEN (high impedance), use a small wire to short
the pins of P2 connector on the driver board. If the over/
under temperature indicator starts flashing red, replace
the LED module (Refer to section 11.7). Otherwise, replace
the control board (Refer to section 11.5).
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ID [Symptom Description | Possible Causes | Actions & Solution
Make sure the system is used in the recommended
temperature range. Check whether the vents are blocked.
Unblock vents and replace the air filter if necessary.
The system
E[E\err)_et;?\l;r:r;mgh NOTE: Once the air vents are unblocked, the fan will
condition). continue to run to cool the LED module. On;e t_he LED .
When the system is module cools, the over/under temperature indicator will
. also turn off and the standby/on indicator will illuminate
switched to on mode, the green. This process may take several minutes.
S7 | over/under temperature
indicator is illuminated in Remove the unit cover and check whether the fan
flashing red. is installed properly and functioning. If the fan is
installed backward, re-install it properly. If the fan is not
System fan is not functioning, a) check whether the fan is plugged in and/or
functioning or it is any objects are stuck in it. b) disconnect the fan wire from
installed backward. | the LED driver board and measure the voltage between
FAN+ and FAN- test points on the LED driver. If the
voltage is within 12V +/- 0.15 range, then replace the fan.
Otherwise, replace the LED board. Refer to section 11.7.
Unplug the system power cord from the power outlet.
Light output block. Remove the light pipe and look into the light pipe port to
confirm no object is blocking the light output.
LED anode or
cathode cables Remove the unit cover and check whether the anode and
connections cathode cables are unplugged or reversed. Make proper
are reversed or connections if necessary. Refer to section 11.7.
unplugged.
When the system is The control harness Remove the ‘control 'homess and use a multi mete.r to
switched to on mode, i< defective perform a wire continuity check on the harness wires.
s8 | the standby/on indicator ' Replace the harness if necessary.
turns to blue but no light Use a digital multi meter set for checking diodes to check
is generated. the therapeutic light LED. Disconnect the LED anode
and cathode cables from the driver board. If any of the
following steps fail, LED module is defective; Otherwise,
LED module is the driver board is defective. Order the LED mpdule FRU
defective kit to replace both the LED module and the driver board:

’ a) Connecting the meter’s positive lead to the anode, and
the negative lead to the cathode, should yield about 2.5V
and potentially dimly light the LED. b) Reversing the leads
should result in an open voltage on the LED and the LED
should not light.

Ground clip is Check whether the ground clip is damaged. If it is
damaged. damaged, replace it. Refer to section11.3.
S9 tlrgik;tvzlrpyeh%?zstg?(t)trgttgte L|gh(tj pipe O—drmgs Remove the light pipe and examine the O-rings for any
' ﬁ;ie?rgggﬁiiea; domoges or lack of Iu_bric_opt_. If necessary, replace the
lubricant. O-rings. Refer to section11.3.
510 chlcg)g:stnF?’:pheols;?ﬁeoggsli’ftion chngozlscei 15 Replace the light pipe. Refer to section11.3.
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ID [Symptom Description | Possible Causes | Actions & Solution
. Clean the cover or replace the light shade if necessary.
Protective cover of ) ; :
. N Clean the cover gently using an optical cleaner and a lint-
light shade is dirty or : ; . )
. free wipe. For replacement instructions, refer to section
heavily scratched. P
114
Light pipe is Remove the light pipe and re-install it properly. Refer to
improperly installed. | section 11.3.
\Lﬁreodngolrl?ihhinoejfri Make sure that the recommended light meter is used for
The system generates meosurerr?ent P light output measurement.
low light output (less than i
511 27 UW-cm?-nm'lon | Thelightshade
average). is farther than 38 Focus the therapeutic light such that the spot diameter
cm (15”) from the is 35.5 cm (14”) or the shade is 38 cm (15”) from the bed
bed surface or not surface, and the light is aiming at the bed surface.
directly aimed at it.
Light pipe is
defective or LED
module is defective | Contact service.
or reached end-of-
life.
:?rcr)]teckt]wj cpvgz_r of Clean the cover or replace the light shade if necessary
The system generates Ight shade is dirty o | oo 16 section 11.4).
nonuniform light output | heavily scratched. _
S12 | distribution (the lowest to | Light pipe is ‘ . . .
highest reading ratio is improperly installed. Remove the light pipe and re-install it properly.
less than 0.4). Li e i
ght pipe is . .
defective. Replace the light pipe.

10.1 Troubleshooting Fuses

1. Access the system fuses as per instructions in section 11.2 to confirm that both fuses are present.

2. Verify the fuse continuity by measuring the fuse resistance using a multimeter.

3. If the fuse is open, try to locate a short circuit or other fault and fix it before replacing the fuse.

4. If no short circuits or wiring faults are found, replace the fuse as instructed in section 11.2.
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10.2 Test Points and Adjustment Point Locations

Figure 10-1 Test points and adjustment points

Callout | Part Description

V+ test point (LED driver board)

GND test point (LED driver board)

-12V test point (LED driver board)

Fan+ test point (LED driver board)

Fan- test point (LED driver board)

[ox} NE2 1 I NONN NN I

R13 potentiometer adjustment point (power supply board)

Note: Test points and adjustment point are used for diagnostics and troubleshooting purposes.
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Chapter 11: Replacement Procedures

This chapter describes the procedures used for replacement of the Giraffe Blue Spot PT Lite service parts.
After any replacement procedures, perform checkout procedures, as described in section "8 4"

performed by authorized service personnel only.

AX CAUTION:

Always perform electrical safety test after any replacement procedure.

NOTE: Standard service tools (such as a pair of small pliers, screwdrivers and nut drivers) and the provided
hex key tool are required to perform repair procedures.
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11.1 Air Filter Replacement

2

. Tore-install, put the air filter on the vents. Place the guard on the filter and insert the tabs into their
corresponding slots on the system to hold the filter in place.

11.2 Fuse Replacement

4,

5.

6

Make sure the system power cord is unplugged from the power outlet.

Release the power cord retainer to unplug the power cord from the system.

Remove the fuses.
Replace these fuses with the two fuses (T3.15A @ 250V~, slo-blo type) in fuse kit 6600-0730-214.

. Reverse steps to re-install.

A CAUTION:
Always use the fuse type recommended by GE Healthcare for fuse replacement.

Figure 11-1 Figure 11-2
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11.3 Light Pipe / O-ring / Ground Clip Replacement

1.

2.

Make sure the system power cord is unplugged from the power outlet.

screw that attaches the light pipe ground clip to the device and detach the light pipe (Refer to figure 114
Al.

To remove the O-rings, rotate the light pipe while pulling out the O-rings.

To remove the ground clip, hold the light pipe end close to the clip firmly and then use a pair of long nose
or pliers to pull out the clip.

Reverse steps to re-install.

A CAUTION:
The LED light output is susceptible to dust and dirt. When the light pipe is detached from the
system, take care that dust or dirt does not get into the light pipe port on the light box. When
storing system with open light pipe port for an extended period, cover the light pipe port.

Figure 11-3 Figure 11-4
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11.4 Light Shade Replacement

1. Make sure the system power cord is unplugged from the power outlet.

2. Roll the shade sleeve up to access the orange tape underneath and remove the tape (Refer to Figure!
11-5 which shows the shade with orange tape removed).

NOTE: When replacing the light shade, make sure to not touch the fiber. Residual dirt or grease on the
fiber can decrease the light output.

4. Reverse steps to re-install.

Figure 11-5 Figure 11-6
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11.5 Unit Cover / Control Board Replacement

A SENSITIVE TO ELECTROSTATIC DISCHARGE CAUTION
A1\ This procedure includes ESD sensitive parts. ESD control guidelines must be followed during this
procedure to ensure that static charges are safely conducted to the ground and not through the
sensitive device, to prevent damage to the equipment.

1. Make sure the system power cord is unplugged from the power outlet.

2. Remove the light pipe as instructed in section -g-_13'

3. Release the power cord retainer to unplug the power cord from the system.

6. Toremove the control board, use a Philips screwdriver to remove the control board screws and pull out
the fish paper, control board and the LCD cover.

7. Reverse steps to re-install.

NOTE: When re-installing the unit cover, ensure the standby/on switch is aligned properly with its
corresponding hole on the unit cover prior to cover installation.

Figure 11-7 Figure 11-8
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11.6 Power Inlet Module / AC and DC Harness Replacement

A SENSITIVE TO ELECTROSTATIC DISCHARGE CAUTION
AlaA This procedure includes ESD sensitive parts. ESD control guidelines must be followed during this
procedure to ensure that static charges are safely conducted to the ground and not through the
sensitive device, to prevent damage to the equipment.

1. Make sure the system power cord is unplugged from the power outlet.

2. Release the power cord retainer and pull the power cord out of the power inlet module.

3. Remove the unit cover as instructed in section 3215

4. Remove the air filter as instructed in section 111

connected to power module terminals before unplugging them to avoid wrong connections during re-
installment.

6. Use a Philips screwdriver to remove the power inlet module screws and pull the module out.

7. Toremove the AC harness, disconnect the AC harness from the power supply board. To remove the AC

8. Toremove the DC harness, disconnect the harness from the LED driver board and from the power supply
board.

9. Reverse steps to re-install.

CAUTION:
A When re-installing, make sure to connect the AC harness phase and neutral wires correctly to
their corresponding terminals on power inlet module.

Figure 11-9 Figure 11-10
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11.7 LED Module, LED Driver Board, Fan Replacement

A WARNING:
When replacing the LED module, always make sure the system power cord is unplugged from the
power outlet.

& WARNING:
Never look directly at the therapeutic-light LED. Exposure can cause eye damage.

CAUTION:
A The LED driver board and the LED module shall always be replaced in pair with a new factory-set
pair. Mixing and matching is not allowed.

A SENSITIVE TO ELECTROSTATIC DISCHARGE CAUTION
A1aA  This procedure includes ESD sensitive parts. ESD control guidelines must be followed during this
procedure to ensure that static charges are safely conducted to the ground and not through the
sensitive device, to prevent damage to the equipment.

1. Make sure the system power cord is unplugged from the power outlet.

2. Remove the unit cover as instructed in section 3215:

Figure 11-11 Figure 11-12

5. Toremove the LED driver board, disconnect the DC harness and the fan wire connector from the LED
driver board and then use a 5.5mm nut driver to remove the LED driver board nuts to release it.
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6. Use a 5.5mm nut driver to remove the nut that attached the LED Ground Harness to the back plate to

———————————

NOTE: Skip step 8 if the LED module FRU kit is ordered for replacement. The kit contains the LED module
with a new fan attached to it.

______

9. Reverse the steps to re-install.

NOTE: When re-installing the fan, make sure that the arrow symbol on the top side of the fan points

Figure 11-13 Figure 11-14

-]

Figure 11-15 Figure 11-16
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11.8 Power Supply Replacement

A SENSITIVE TO ELECTROSTATIC DISCHARGE CAUTION
A1\ This procedure includes ESD sensitive parts. ESD control guidelines must be followed during this
procedure to ensure that static charges are safely conducted to the ground and not through the
sensitive device, to prevent damage to the equipment.

1. Make sure the system power cord is unplugged from the power outlet.

2. Remove the unit cover as instructed in section [1'_1_5

3. Remove the LED driver board as instructed in section 11,7,

4. Use a 5.5mm nut driver to remove the nuts that attach the power supply board to the back plate to
release it.

5. Reverse steps to re-install.
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Chapter 12: Service Parts

This chapter illustrates the Giraffe Blue Spot PT Lite service parts and includes the orderable service kit/

component part numbers. A complete Field Replaceable Unit (FRU) list and a wiring diagram are also
provided.

The illustrations and part numbers begin on the next page.
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12.1 lllustrated Parts

13,14

11

(hidden)

1 Light Box Exploded View

Figure 12
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Orderable Service

Callout | Part Description Part Number Orderable Service Part Description
M1225847 Cover FRU Kit (English)
M1225849 Cover FRU Kit (German)
M1225851 Cover FRU Kit (Spain)
M1225852 Cover FRU Kit (Italian)
M1225853 Cover FRU Kit (Dutch)
M1225855 Cover FRU Kit (French)
M1225856 Cover FRU Kit (Danish)
M1225857 Cover FRU Kit (Swedish)
M1225858 Cover FRU Kit (Czech)
M1225859 Cover FRU Kit (Polish)
M1225860 Cover FRU Kit (Chinese)
M1225870 Cover FRU Kit (Japanese)
M1225861 Cover FRU Kit (Finnish)
M1225862 Cover FRU Kit (Greek)

) M1225863 Cover FRU Kit (Hungarian)

1 Unit cover M1225864 Cover FRU Kit (Korean)
M1225865 Cover FRU Kit (Norwegian)
M1225867 Cover FRU Kit (Portuguese)
M1225868 Cover FRU Kit (Russian)
M1225869 Cover FRU Kit (Turkish)
M1236610 Cover FRU Kit (French/English)
2063154-001 Cover FRU Kit (Lithuanian)
2063156-001 Cover FRU Kit (Romanian)
2063158-001 Cover FRU Kit (Bulgarian)
2063160-001 Cover FRU Kit (Estonian)
2063162-001 Cover FRU Kit (Indonesian)
2063164-001 Cover FRU Kit (Latvian)
2063166-001 Cover FRU Kit (Serbian)
2063168-001 Cover FRU Kit (Slovakian)
2063926-001 Cover FRU Kit (croation)

2 LED module M1225811 LED Module FRU Kit

3 Back plate Non-orderable Non-orderable

4 Screw, M4 M1225820* Hardware FRU Kit or Cover FRU Kit

5 Power entry module 2065981-001 Power Entry Module FRU Kit

6 Power cord retention clip M1225819 Power Cord Retention FRU Kit

7 Air filter guard M1225816 Air Filter FRU Kit

8 Air filter foam mggggég or Air Filter FRU Kit or Air Filters (pack of 12)

9 Screw, hex M1225820 Hardware FRU Kit

10 Dovetail rail lock M1225818 Dovetail Lock FRU Kit

11 Potential equalization stud M1225820 Hardware FRU Kit

12 Fuses, T3.15A, 250V, “slow blow” 6600-0730-214 Fuse FRU Kit

13 Screw, Phillips mggggig or Hardware FRU Kit or Power Cord Retention FRU Kit

14 Bar, retaining clip m%gggg%g or Hardware FRU Kit or Power Cord Retention FRU Kit

15 Nut, M4 with tooth washer M1225820 Hardware FRU Kit
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Callout | Part Description Ol Sl Orderable Service Part Description
Part Number

16 LED ground harness mggggﬁ or Harness FRU Kit or LED module FRU Kit

17 AC harness ground wire M1225817 Harness FRU Kit

18 Nut, M3 Nylok M1225820 Hardware FRU Kit

19 Spacer, nylon, 0.14" 1D, 0.125"LG M1225820 Hardware FRU Kit

20 Rubber washer M1225820 Hardware FRU Kit

21 Cable tie M1225820 Hardware FRU Kit

22 Clip mount M1225820 Hardware FRU Kit

23 Washer M4, External tooth M1225820* Hardware FRU Kit or Cover FRU Kit

* This part can be ordered as part of Cover FRU Kit too. See callout 1 for Cover FRU Kit part numbers.
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Figure 12-2 Light Pipe

Orderable
Callout | Part Description Service Part | Orderable Service Part Description
Number
1 Light pipe assembly M1225812 Light Pipe FRU Kit *
2 Grounding Cli M1225812 Or | ight Pipe FRU Kit * or Grounding Clip FRU kit
g-p 2075264-001 | HINtPIP g Clip
M1225812 . . " : . . .
3 O-RING, Dash #022 EP M1226989 or Light Pipe FRU Kit* or Light pipe O-ring FRU kit

* This service kit contains a light pipe with an attached light shade, grounding clip and already-lubriacted O-rings. To see contents

of the service kit, or Light pipe O-ring FRU kit, refer to section 12.4.2.
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Figure 12-3 Light Shade

Orderable

Callout Part Description Service Part | Orderable Service Part Description
Number

1 Sleeve, shade M1225813 Light Shade FRU Kit

2 Tape, orange M1225813 Light Shade FRU Kit

3 Retention pin, shade M1225813 Light Shade FRU Kit

4 Light shade M1225813 Light Shade FRU Kit
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Figure 12-4 Control Board

Orderable

Callout | Part Description Service Part | Orderable Service Part Description
Number

1 LCD Cover M1225814 Control Board FRU Kit

2 PCBA, control Board M1225814 Control Board FRU Kit

3 Screw, M3 m%gggg%g O | control Board FRU Kit or Hardware Kit

4 Harness, Control M1225817 Harness FRU Kit

5 Switch cap See Note See Note

6 Control harness ferrite M1225817 Harness FRU Kit

7 Fish paper M1225814 Control Board FRU Kit

Note: Swtich cap is a component of the unit cover kit. Refer to the table corresponding to Figure 12-1 for unit cover kit part
numbers and section 12.4.2 to see service kit contents.
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Figure 12-5 LED Module Assembly

Orderable
Callout | Part Description Service Part | Orderable Service Part Description

Number
1 LED Heatsink Assembly M1225811 LED Module FRU Kit

M1225811 or . .
2 Cathode harness (black)* M1225817 LED Module FRU Kit or Harness FRU Kit
3 Driver board M1225811 LED Module FRU Kit

* M1225811 or . .

4 Anode harness (red) M1225817 LED Module FRU Kit or Harness FRU Kit
5 Baffle M1225811 LED Module FRU Kit
6 Fan ** 152280297 | LED Module FRU Kit or Fan FRU Kit
7 LED harness ([anode and cathode) ferrite m%ggggﬂ OF | Harness FRU Kit or LED Module FRU Kit

* Anode & Cathode harnesses are also orderable through Harness FRU Kit. Refer to Figure 12-7 and section 12.4.2 to see the kit
contents.

** Fan is also orderable through Fan FRU Kit. Refer to section 12.4.2 to see the Fan FRU Kit contents.
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Figure 12-6 Power Supply Board and Power Entry Module

Orderable

Callout | Part Description Service Part | Orderable Service Part Description
Number

1 LED driver board support Non-orderable | Non-orderable

2 Power supply M1226990 Power Supply FRU Kit

3 DC harness M1225817 Harness FRU Kit

4 Power entry module 2065981-001 | Power Entry Module FRU Kit

5 AC harness (hot & neutral) M1225817 Harness FRU Kit

6 AC harness (ground) M1225817 Harness FRU Kit

7 Hex Nut, M4 with tooth washer M1225820 Hardware FRU Kit
M1225820 or . .

8 Nut, M3, Nylok M1226990 Hardware FRU Kit or Power supply FRU Kit

9 Spacer, Nylon, 0.14"ID x 0.25" LG m%gggggg O [ Hardware FRU Kit or Power supply FRU Kit
Non-

10 Back plate orderable Non-orderable
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Figure 12-7 Harnesses
Orderable
Callout | Part Description Service Part | Orderable Service Part Description
Number
LED Ground Harness
Thermistor Harness
DC Harness
Anode (Red) M1225817 Harness FRU Kit

Cathode (Black)

Control Harness

N~ |W N -

AC Harness
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Figure 12-8 Labels
Callout | Label Description oLz il i Orderable Part Description
Number
1 GE logo label M1231816 GE logo label
2 Giraffe brand label M1229489 Giraffe brand label
3* Warning Label Non-orderable | Non-orderable
4 Serial Number Label Non-orderable | Non-orderable
5 Date of Manufacture Label Non-orderable [Non-orderable

*Warning labels are not orderable. Order an appropriate cover FRU Kit (see Figure
12-1) to get a new unit cover with a language-specific warning label attached to it.
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12.2 Labels

This section includes the Giraffe Blue Spot PT Lite labels. Labels are available in a variety of languages. If you

NOTE: The following labels shown are for illustration purposes only. The content on the labels shown here
may be slightly different from the content of the actual labels on the system.

NOTE: Warning labels are not orderable. Order appropriate cover FRU Kit.

Label Description

Part Number

Part Description

M1231816

GE Logo Label

M1229489

Giraffe Brand Label

WARNING: Electrical shock hazard. Do not
remove cover. Refer servicing to qualified
professional.

@
A

WARNING: Equipment not suitable for use in
the presence of a flammable anaesthetic
mixture with air. oxygen or nitrous oxide.

e
CAUTION: Do not position the light pip
\ directly under a radiant heat source.
\
\
\

-

\

Use only hospital Consult
\ grade grounded accompanying
\ receptacles. documents

\ /N cAuTION: Rx only. g
\\ IEC 60601-1 IEC 60601-2-50
\ 100-240VAC 50/60Hz 130 - 170VA

| ETLCLASSIFIED

@Ce =

\ Intertek 0086
\ 56287
\ N Lumitex Medical Devices, Inc
\ for Ohmeda Medical, a division of
Datex-Ohmeda, Inc.
8880 Gorman Road

N\
[ MR [ WARNING: Protect patient's eyes during | |
| phototherapy.

N\

/ \
| MBRAN | WARNING: Protect patient's eyes during |
é phototherapy. |
|

A

WARNING: Electrical shock hazard. Do not
remove cover. Refer servicing to qualified
professional.

|

WARNING: Equipment not suitable for usein |

the presence of a flammable anaesthetic
mixture with air, oxygen or nitrous oxide.

Use only hospital

@ |CAUTION: Do not position the light p'\pe| /
directly under a radiant heat source. /
//
grade grounded

Consult y
accompanying|  /
receptacles. documents /

/\ CAUTION: Rx only.
IEC60601-1 IEC 60601-2-50
100-240VAC 50/60Hz 130 - 170VA //

ETL CLASSIFIED /
/
@ C€ =
0086 /,"
“ Lumitex Medical Devices, Inc. /

Intertek

56287

for Ohmeda Megdical, a division of /
Datex-Ohmeda, Inc. /
8880 Gorman Road

\_ LawelMD20723 USA /

\_ Laurel MD 20723 USA J
T3.15AL @ 250V~
SLO-BLO TYPE
PN: 008739
Giraffe Blue Spot PT
English Rev B

Non-orderable

Non-orderable (Order an appropriate Cover FRU
Kit (see Figure 12-1) to get a new unit cover with

the language-specific warning/branding label
attached toit.)
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12.3 Power Cords

Power Cord Part Number

Power Cord Description

M1229893

Power cord - USA / Canada / Mexico

M1177960

Power cord - South Africa

6600-0745-200

Power cord - CE

6600-0744-200

Power cord - UK

6600-0574-614

Power cord - Australia

M1233856 Power cord - China
M1233857 Power cord - Denmark
M1171635 Power cord - Switzerland
M1233858 Power cord - India
2064615-001 Power cord - Philippines
M1233860 Power cord - Israel
M1231502 Power cord - IEC
M1233855 Power cord - Japan
M1236635 Power cord - Italy

12.4 FRU List

12.4.1 Spare Parts - Components

Service Part Number

Service Part Description

6600-0714-200

Touchup paint, light gray

M1231816 GE Logo Label
M1229489 Giraffe Brand Label
M1231448 Hex Key

M1232009 Air filters (pack of 12)
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12.4.2 Spare Parts - Service Kits

Part Number Part Description QTY
6600-0730-214 Fuse FRU Kit

Fuse T3.15A 250V SLO-BLO 2]
2065981-001 Power Entry Module FRU Kit

Power entry module (EMI) [1]
2075264-001 Grounding Clip FRU Kit

Ground Clip [1]

Washer, M4, External Tooth [1]

Screw, M4, Socket Cap, 10 mm (1]
M1225811 LED Module FRU Kit

LED Module Assembly (Fan included) (1]
M1225812 Light Pipe FRU Kit

Light pipe gooseneck with attached shade [1]

O-RING, Dash #022 EP (lubricated) [3]

Grounding Clip [1]
M1225813 Light Shade FRU Kit

Light Shade (1]

Pin retention shade [2]

Orange Tape (1

Sleeve shade [1]

Output Reflector [1]
M1225814 Control Board FRU Kit

PCBA, Control board [1]

Screw, M3, 8MM LG [3]

LCD cover [1]

Fish Paper (1
M1225816 Air Filter FRU Kit

Filter, foam [1]

Filter guard (1]
M1225817 Harness FRU Kit

Harness, AC [1]

Harness, DC [1]

Harness, Control with Ferrite 1]

Harness, Thermistor [1]

Harness, Anode [1]

Harness, Cathode [1]

Harness, LED Ground [1]

Ferrite, LED Harness clamp on [1]
M1225818 Dovetail Lock FRU Kit

Lock, dovetail rail [1]

Screw, M4x.07, 12MM, SS. SOC.HD.CAP 2]

Washer, M4, External tooth 2]
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Part Number Part Description oTY
M1225819 Power Cord Retention FRU Kit
Bar, Retaining clip [2]
Retention spring (1
Screw, M3X16, PAN HEAD 2]
Washer, M3, EXT. TOOTH 2]
M1225820 Hardware FRU Kit
Washer, Lock 08.0704 [1]
Nut MV 08.0502 1]
Bar, retaining clip [2]
Nut, Hex, M4, W/ EXT. tooth washer (1]
Nut M3 NYLOK (8]
Nut M4 NYLOK 2]
Screw, M3, 8MM LG, Thread-forming (3]
Screw, M4, 12MM LG, PAN HD.MACH [4]
Screw, M3, 10MM LG, FLAT HD.MACH 2]
Screw, M3, 25MM LG, TRILOBULAR PAN (4]
Screw, M4x.07, BMM LG, SS. FL.HD. (3]
Screw, M4x.07, 10MM, SST (4]
Screw, M3x.05, 10MM LG, SST (5]
Screw, M4, 10MM LG, SS. SOC.HD.CAP (3]
Washer, M3, External TOOTH [7]
Washer, M4, External TOOTH [7]
Washer, Rubber [4]
Washer 14.5010 (1]
Clip mount [1]
Cable tie (1
Spacer, nylon, 0.14" 1D x 0.25" LG [4]
Spacer, 0.14"ID, 0.125" LG (8]
Screw, M3, 16MM LG, PAN HD.MACH 2]
Potential equalization terminal [1]
M1226989 Light pipe O-ring FRU Kit
0-ring, dash #022 EP (lubricated) [3]
M1226990 Power Supply FRU Kit
Power supply, 100W (1
Nut M3 NYLOK [4]
Spacer, Nylon 1/4" [4]
M1236301 Fan FRU Kit
Fan with connector [1]
M3 Screw, 25MM LG [4]
Spacer, 0.14" 1D, 0.125" LG (4]
MXXXXRRX® Cover FRU Kit (Language -specific)
Unit cover with country-specific label set and ESD shield [1]
Switch cap (1
Washer, M4, External Tooth [4]
Screw, M4, [4]

*See Unit Cover on page 75 for appropriate language-specific Cover FRU Kit part numbers.
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12.5 Wiring Diagram

LED
Module

Therapeutic
Light LED

Ferrite

|
| Heat sink
Thermistorl 1 !
Thermistor2 | a 1 .
+5VDC & qé 1 Fan Heatsink
6N £ ﬁ | Ground
Enable _8 g A A S Wire
-g - Harness
N sl e Thermistor
o8
= Harness
<<
Fan
LCD Display u L'l DPZ Cable
: P3 P4
_ i P6
= 2 ] LED Driver Board
— ol i
— [N
p2 | T
Control p7
P5
Harness l_l D
Control Board Protective
QR oR DCHarness Earth
I
i,
12
Power Supply Board
J1
AC Harness

Power Entry Module
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Chapter 13: Electromagnetic Guidance and
Declarations

13.1 Electromagnetic Compatibility (EMC) Guidance

Safety Standards: IEC 60601-1, IEC 60601-2-50
EMC Standards: IEC 60601-1-2

A

WARNING:

Medical Electrical Equipment needs special precautions regarding EMC and needs to be installed and put
into service according to the EMC information provided in this appendix.

A

WARNING:

Portable and mobile RF communication equipment can affect Medical Electrical Equipment. Caution should
be used when operating such devices around Medical Electrical Equipment.

WARNING:

This equipment/system is intended for use by healthcare professionals only. This equipment/system may
cause radio interference or may disrupt the operation of nearby equipment. It may be necessary to take
mitigation measures, such as re-orienting or relocating the equipment/system, or shielding the location.

89



Chapter 13: Electromagnetic Guidance and Declarations

13.2 Manufacturer’s Guidance and Declaration Regarding
Electromagnetic Emissions

The Giraffe Blue Spot PT Lite is intended for use in the electromagnetic environment specified below. The
customer or the user of the Giraffe Blue Spot PT Lite should assure that it is used in such an environment.

Electromagnetic Environment Guidance

The Giraffe Blue Spot PT Lite uses RF energy only for its internal function.
Therefore, its RF emissions are very low and are not likely to cause any
interference in nearby electronic equipment.

Emissions Test Compliance
RF emissions CISPR 11 | Group 1

RF emissions CISPR 11 [ Class A
Harmonic emissions IEC | Class A
61000-3-2

Voltage fluctuations/ Complies

flicker emissions IEC
61000-3-3

The Giraffe Blue Spot PT Lite is suitable for use in all establishments, other
than Domestic and those directly connected to the public low voltage
power supply network that supplies buildings used for Domestic purposes.
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13.3 Manufacturer’s Guidance and Declaration Regarding
Electromagnetic Immunity

The Giraffe Blue Spot PT Lite is intended for use in the electromagnetic environment specified below. The
customer or the user of the Giraffe Blue Spot PT Lite should assure that it is used in such an environment.

Immunity Test

IEC 60601 Test Level

Compliance Level

Electromagnetic Environment
Guidance

Electrostatic discharge
(ESD) IEC 61000-4-2

+/- 6kV contact

+/- 8kV air

+/- 6kV contact

+/- 8KkV air

Floors should be wood, concrete or
ceramic tile. If floors are covered
with synthetic material the relative
humidity should be at least 30%.

Electrical fast transient/
burst IEC 61000-4-4

+/- 2kV for power supply
line.

+/- 2kV for power
supply line.

Mains power quality should be that
of a typical commercial or hospital
environment.

Surge IEC 61000-4-5

+/- 1kV differential Mode.

+/- 2kV common mode
line.

+/- 1kV differential
Mode.

+/- 2kV common

Mains power quality should be that
of a typical commercial or hospital
environment.

mode line.
Voltage dips, shorts <5 % Ut (>95 % dip in Ut) | <5 % Ut (>95 % dip in [ Mains power quality should be that
interruptions and 0.5 cycle Ut) 0.5 cycle of a typical commercial or hospital

voltage variations on
power supply input lines
IEC 61000-4-11

40 %Ut (60 % dip in Ut)
for 5 cycles

70 % Ut (30 % dip in Ut)
for 25 cycles

<5% Ut (>95% dip in Ut)
for 5 sec.

40 %Ut (60 % dip in
Ut) for 5 cycles

70 % Ut (30 % dip in
Ut) for 25 cycles

<5% Ut (>95% dip in
Ut) for 5 sec.

environment. If the user of the

Giraffe Blue Spot PT Lite requires
continued operation during power
mains interruption, it is recommended
that the Giraffe Blue Spot PT Lite be
powered from an uninterruptible
power supply.

Power frequency
(50/60 Hz) magnetic
field environment
IEC 61000-4-8

3A/m

3A/m

Power frequency magnetic fields
should be at levels characteristic
of a typical location in a typical
commercial or hospital.

NOTE: Ut is the AC main voltage prior to application of the test level.
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13.4 International Electronic Commission (IEC) Guidance and
Manufacturer’s Declaration Regarding Electronic Immunity

The Giraffe Blue Spot PT Lite is intended for use in the electromagnetic environment specified below. The
customer or the user of the Giraffe Blue Spot PT Lite should assure that it is used in such an environment.

Immunity Test IEC 60601 Test Compliance Level | Electromagnetic Environment Guidance
Level
Portable and mobile RF communications
equipment should be used no closer to any part
of the Giraffe Blue Spot PT Lite, including cables,
than the recommended separation distance
calculated from the equation applicable to the
frequency of the transmitter.
Recommended Separation Distance
Conducted RF 3Vrms 3V d =1.2\/ P
|IEC 61000-4-6 150 KHz to 80 MHz
Radiated RF 3V/m 3V/m
|IEC 61000-4-3 80 MHz to 2.5 GHz
IEC 60601-2-19 & 3V/m 3V/m d =1.2\/ P - 26 MHz to 800 MHz
IEC 60601-2-21 26 MHz to 1 GHz normal operation
10V/m 10V/m d =2.3V P=800 MHz to 2.5 GHz
26 MHzto 1 GHz no hazard

where P is the maximum output power rating

of the transmitter in watts (W) according to

the transmitter manufacturer and d is the
recommended separation distance in meters (m).

Field strengths for fixed RF transmitters

as determined by an electromagnetic site
survey (see Note 3-a) should be less than the
compliance level in each frequency range (see
Note 3-b).

Interference may occur in the vicinity of
equipment. Marked with the following symbol:

(((=)))
A

NOTE 1: Portable and mobile RF equipment can affect medical electronic equipment.

NOTE 2: At 80 MHz and 800 MHz, the higher frequency applies . These guidelines may not apply in all

situations.
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NOTE 3: Electromagnetic propagation is affected by absorption and reflection from structures, objects, and

people.

a. Field strengths from fixed transmitters such as base stations for radio, cellular/cordless telephones and
land mobile radios, amateur radios, AM and FM radio broadcasts and TV broadcasts cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters,
an electromagnetic site survey should be considered. If the measured field strength in the location in
which the Giraffe Blue Spot PT Lite unit is used exceeds the applicable RF compliance level above, the
unit should be observed to verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as reorienting or relocating the Giraffe Blue Spot PT Lite.

b. Over the frequency range 150 KHz to 80 MHz field strengths should be less than 3 V/m.

13.4.1 Recommended Separation Distance Between Portable and Mobile RF Communications

Equipment and the Giraffe Blue Spot PT Lite

The Giraffe Blue Spot PT Lite is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of the Giraffe Blue Spot PT Lite can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the Giraffe Blue Spot PT Lite as recommended below,
according to the maximum output power of the communications equipment.

Rated Maximum
Output Power of
Transmitter (W)

Separation Distance According to Frequency of Transmitter (m)

150 KHz to 80 MHz

80 MHz to 800 MHz

800 MHz to 2.5 GHz

d=1.2VP d=12VP d=23VP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1.0 1.2 1.2 2.3
10.0 3.8 3.8 7.3
100.0 12.0 12.0 23.0

For transmitters rated at a maximum output power not listed above, the recommended separation distance
(d) in meters (m) can be estimated using the equation applicable to the frequency of the transmitter,
where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter

manufacturer.

NOTE: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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