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Medela AG reserves the right to change technical
specifications for the improvement of the product
at any time without prior notice.

Dear client

We would like to congratulate you on purchasing the Medela BiliBed®. We are
confident that you have made the right choice and that you will be fully satisfied.

The following pages show you how to use and maintain the BiliBed. If these
instructions are followed carefully, your BiliBed will have a long and reliable
operating life.

We would like to thank you for the confidence you have placed into our company
by purchasing this product.



n Safety note

MAX.
7 years

Working with the BiliBed requires precise knowledge of its areas of application as
well as adherence to these instructions. The product is intended for use only by

persons qualified in its areas of medical application. Also carefully instructed
delegates with support from and monitored by qualified individuals can operate
Bilibed. The Bilibed should only be used in a healthcare environment.

Caution

The BiliBed may not be used:

e inside an incubator or warming bed;

® in environments where there is a risk of explosion;
® in environments that are enriched with oxygen.

Attention
The use of the Bilibed for anything but its intended purpose can be hazardous.
Portable and mobile RF communication devices may influence the Bilibed.

the

Separation from the mains is only assured through the disconnection of the plug

and socket connection.

The Bilibed is to be set up in such a way that a separation from the mains supply

can be easily managed.

A small percentage of the population is sensitive to blue light. It is known that blue
light may harm the retina in some cases. If you use the Bilibed in combination with

the Bilicombi therapy blanket according to the instructions in this manual, there

should be no leakage of blue light. The light used in the BiliBed is focused directly

on the baby. No disturbing light reaches the caregivers.

However, if the Bilicombi therapy blanket is not positioned correctly, leaking of blue
light may possibly occur. This may cause nausea, headaches or eye irritation for

blue-light sensitive caregivers.

The lamp used in the Bilibed emits blue light in the wavelength of 425-475. You

may want to avoid prolonged use/exposure if:

e you have a pre-existing ocular condition such as macular degeneration;
e you are diabetic of otherwise at risk for retinal damage;

e you are taking photosensitizing medication;

e Yyou are 55+ years.

Do not use the BiliBed without the Bilicombi.

In each of the following cases, the device must not be used and it must be
repaired by Customer Services:

e [f the power cable or the plug are damaged

¢ [f the device is not functioning perfectly

e |f the device is damaged

e |f the device shows clear safety defects

The service life of Bilibed is seven years if used normally.

You have to change the light tube in a 1500 hour-interval (see chapter X

Maintenance for more details). Besides the light tube, there are no user-serviceable
parts inside the Bilibed. Repairs must be performed only by an authorised service

agency. Do not repair yourselfl No modifications to the device are permitted.
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“ Description

m Applications

Medela's BiliBed is a modern, top-quality phototherapy system. It has been developed
according to the latest medical findings for the treatment of neonatal hyperbilirubinaemia.
The BiliBed can be fitted to most hospital cots currently available. It is therefore
particularly suitable for rooming-in. The phototherapy bed works with very low
energy consumption. Follow-up costs are also extremely low, since only a single
blue light fluorescent tube has to be replaced.

Indications

Medela's BiliBed is designed for the efficient and safe treatment of excessive
serum-bilirubin concentrations in newborn babies. It is indicated for use for
all babies which do not require treatment in an incubator and have no further
complications.

Warning
A rapidly rising bilirubin level may require a more intensive therapy.

Contra-indications

The BiliBed shall not be used in cases where the baby has congenital porphyria or
if there is a family history of porphyria. Furthermore, the Bilibed must not be used
in the case of concomitant use of drugs or agents that are photosensitizers.

The light unit contains a highly-polished aluminum reflector and an energy-saving
blue light fluorescent tube. A silent, rotary fan provides the necessary amount of air
exchange around the fluorescent tube. The special tube emits light mainly in the
425-475 range (blue light).

Two hour meters are integrated in the BiliBed light unit. The “total h“-meter is not
resettable and helps determine the time for changing the light tube. The “h“-meter
is resettable and indicates the elapsed therapy time.

The light unit, which contains the irradiation and the electronics, is covered with
a transparent, waterproof, plexiglass plate.

The surface is comprised of an aluminum frame covered with a transparent,
skin-friendly plastic cover made of polyurethane (PUR).

For optimum positioning of the baby, the BiliBed has a therapy blanket (Bilicombi).
Light is directed at the baby through the light permeable fabric on the bottom of
the therapy blanket. This permits optimum treatment and protects surroundings
from disturbing blue light. Never alter or exchange the light permeable fabric of the
Bilicombil The therapeutical effect cannot be guaranteed when this is done.
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4) 12V DC power adapter
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5) Socket

6) Foot end of BiliBed
7) Plastic cover

8) Button

9) Groove
10) Aluminum frame

5.1 Light unit

The BiliBed is equipped with a power cord attached to a 12V DC
power adapter. It is connected to the light unit. In order to remove,
pull on the plug housing (not the cord itself or the anti-bend
protection). Next to the power adapater, the START/STOP switch
can be plugged in to the socket in order to switch fluorescent
tube on and off.

Note

The electronics of the BiliBed are protected against damage
through voltage spikes in the mains electricity supply. If there
is an excessive voltage surge in the power network, your
BiliBed will switch off automatically. It can be turned on again
for further use by pressing the START/STOP switch.

5.2 Baby support

Preparation of the frame:
e Press the two red buttons underneath the frame at the
same time and raise the side of the frame.

Fitting the plastic cover to the aluminum frame:

e Unpack and unroll the clear plastic cover. There is a
groove on each of the long sides of the aluminum frame.
Insert the long sides of the plastic into these grooves.
Insert enough plastic to evenly cover the aluminum frame.
Close the frame by pressing the open side down with both
hands until it clicks shut. The plastic is now correctly
tightened.

The baby support can carry the weight of approx. 10 kg.
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m Installation of the BiliBed in the hospital cot

6.1 Installation of the light unit

¢ Remove the mattress from the cot. It will not be needed.

¢ Place the BiliBed light unit in the baby‘s cot. To make sure that sur-
rounding panels protect the baby, never use the BiliBed without a cot.

¢ Insert the power cord and the cable with the START/STOP switch through the
openings in the base of the cot. If the cot has no openings in the base, hang
the cable over the side of the cot. For safety reasons this must be at the foot
end of the cot.

Important

Sufficient air must circulate around the BiliBed. This is insured if the base of the cot
is provided with ventilation openings. If this is not the case, the BiliBed should be
surrounded by enough free space to maintain temperature balance. The total ventila-
tion openings must have a minimum area of 20 cm?, or about the space necessary
to fit the width of a regular pencil or pen. The amount of heat given off by the
BiliBed is not significant nor is it problematic when it is used in the hospital accord-
ing to our instructions.

6.2 Installation of the baby support

e Place the baby support on top of the light unit so the two
twin strips of Velcro® (on the plastic) are next to the drawing
of the baby‘s head on the light unit.

Important
The baby support must be positioned correctly to ensure that
the baby is in the correct position for treatment.

Baby support
1) Twin Velcro strips

Light unit
2) Head of BiliBed
3) Foot of BiliBed
4) Start/Stop switch

Bilicombi therapy blanket
5) Flaps
6) Wide strips of Velcro

Baby support
7) Head of BiliBed
8) Velcro strips
9) Plastic cover
10) Foot of BiliBed

: N

6.3 Attachment of the Bilicombi therapy
blanket

e Fasten the Bilicombi therapy blanket to the baby support.
Make sure the position is correct. This can be determined
by the drawing on the light unit, i.e. the foot end of the
Bilicombi should correspond to the position of the baby‘s
feet. Align the wide, white strips of Velcro under the
Bilicombi with the four Velcro tabs on the baby support.

Important

The Bilicombi therapy blanket must be positioned correctly to
ensure successful treatment as well as a safe and efficient
positioning of the baby. The baby‘s body must lie on the ther-
apy lamp and its head must be positioned according to the
drawing on the light unit.

Warning

Sufficient air must circulate around the BiliBed (total ventila-
tion openings must have a minimum area of about the space
necessary to fit the width of a regular pencil or pen). If the
space around the BiliBed does not meet the requirements for
proper air circulation, the flaps of the Bilicombi can be folded
under the plastic surface of the Baby support.



m Irradiation levels

spectral irradiation [w/m?/5nm]

0

According to the study from M. Jeffrey Maisels (Pediatrics Vol. 98, No. 2, August
1996: Why use Homeopathic Doses of Phototherapy) the efficacy of phototherapy
depends on three factors:

e Spectrum of light delivered by the phototherapy unit. Because of the optical
properties of bilirubin and skin, the most effective wavelengths are in the
blue-green spectrum.

e Power output of the light. This also depends on the distance of the light from
the infant. The lower the distance, the higher the efficacy.

e Surface area of the infant exposed to phototherapy. The efficacy is higher when
more skin is subjected to phototherapy.

Wavelength

- With baby support —a— With baby support & Bilicombi

320 330 340 350 380 370 380 390 400 410 420 430 440 450 480 470 480 490 500 510 520 530 540 S50

Wavelength [nm]

Irradiation, effective surface area

Epi max (400-550nm) = max. irradiation in a central area
Effective surface area: within this area Ey; = 0.4 Eginax
Room temperature: (25« 2) °C

Maximum values

Foot end

Ebi max (400-550nm) = 49.1 W/m?

Average values
Ebi max (400-550nm) = 33.9 W/m?

Effective surface area 21 x 27 cm

Head end

Corresponds to the effective surface area with measured spots
Corresponds to the BiliCombi
Corresponds to the cut-out sector of the Bilicombi

Effective surface area
Light is focused on the baby through the cut-out sector on the backside of the

Bilicombi. The size of this sector corresponds to the effective surface area.
In order to achieve the best therapeutical effect, the baby should wear small diapers.
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m Therapy

8.1 Preparing the baby

In order to achieve the best therapeutical effect, the baby should wear small diapers.
If necessary, roll down the top of the diaper below baby‘s naval so that the maxi-
mum amount of bare skin will be exposed to the therapeutic light.

8.2 Dressing the baby in the Bilicombi therapy blanket

Note

The BiliBed is designed for use with the Medela Bilicombi therapy blanket only. The
Bilicombi keeps the baby warm and correctly positioned for effective phototherapy.
The therapeutical effect of the BiliBed can only be guaranteed if the Medela
Bilicombi is used. The Bilicombi protects its surroundings from disturbing blue light.
When the Bilicombi is positioned incorrectly, leaking blue light may cause nausea or
headaches for blue-light sensitive nursing staff.

e Check the Bilicombi before each use. The light-permeable fabric must be without
damages and soft to the touch. The Velcro fasteners should guarantee a tight
attachment to the baby support. If this is not the case, replace with a new Bilicombi.

e Attach the Bilicombi blanket to the baby support.

¢ Unzip the Washable Bilicombi blanket or unfasten the Velcro on the jacket of the
Disposable Bilicombi.

e Place the baby in the blanket either on its back or its front. The arms of the baby
must be put in the sleeves of the blanket, to avoid a possible moving of the child.

Warning

We recommend to place the baby on its back. If the baby is restless and active this
will prevent any abrasions on its knees. As the BiliBed has a high irradiance, the
therapeutical effect would not be diminished by treating the baby in supine position
only. If the baby is placed in prone position, it is necessary to make sure that the
baby’s knees are not red. If necessary, treat the baby on its back.

e Put the arms of the baby into the sleeves of the Bilicombi blanket.
e Zip/Fasten Velcro® on the Bilicombi blanket. Close the Velcro fastener under the
baby'‘s chin.

Caution

Frequently check on the baby during phototherapy treatment. If the baby seems too

warm, make sure that the air circulation is guaranteed, i.e.:

e the ventilation slots in the device are not covered by pillows or covers.

e there is enough room around the BiliBed (especially at the foot and head end) for air
to circulate (at least 1 cm).

If the ambient temperature of the room is very high, fold the flaps of the Bilicombi under

the plastic surface of the Baby support to increase air circulation.

The Bilicombi blanket helps keep the baby warm. If additional warmth is necessary, a
blanket can be placed over the Bilicombi.

When using a blanket, you must take care to guarantee the air circulation around the
BiliBed. Monitor the baby regularly.

Make sure the baby is lying on the baby support correctly. Check the foil of the baby
support before each use. If this is no longer stretched and sags, a new foil should be
used. The foil can carry a weight of up to 10 kg.



8.3. Beginning therapy

e Connect the cable to the power supply, ensuring in advance that the voltage
matches the details given on the specification plate.

e The light unit can be switched on or off with the START/STOP switch. Even if the
fluorescent tubes are switched off at the switch, the BiliBed remains operational,
i.e. connected to the power supply. The equipment is only completely switched off
when the plug is disconnected from the power supply.

Note
The START/STOP switch can be omitted entirely. The light unit can be started and
stopped by plugging in or unplugging the power cord to the unit.

Caution

The therapy blanket must be positioned correctly to ensure successful treatment. The
baby must lie above the therapy lamp. The position of its head and feet must be
according to the drawing on the light unit.

Caution

Supervise the infant during therapy. Regular checks are necessary:

e Check the bilirubin levels. Photoisomeres of bilirubin may cause toxic effects.

* Phototherapy influences the baby‘s temperature. A regular check is necessary.

* Phototherapy influences the infant‘s water balance. In order to prevent dehydration,
it may be necessary to feed the baby more often.

Attention
Auxiliary devices which are used in the same area as the BiliBed must comply with the
general requirements for safety according to IEC 60601-1.

Bl



m Hour meters

1) Hour meters

n Maintenance

Warning
Disconnect power supply before performing maintenance jobs! An annual routine
control of the displays on the hour meters and the function of the BiliBed is

recommended.

The BiliBed is equipped with two hour meters. When the fluo-
rescent tube lights up both will start counting. This is indicated
by the blinking hourglasses.

The hour meter “total h* measures the total time the BiliBed
has been in use. It cannot be reset. By reviewing and separately
recording this display, you have accurate means of determining
when the fluorescent tube should be changed. To ensure
high therapeutical effectiveness, we recommend to change
the fluorescent tube every 1500 hours.

The hour meter “h” shows the therapy time. This meter can
be reset. For resetting to “0“: press the START/STOP switch
and hold down for 15 seconds. The BiliBed must be plugged
in. Because this display can be reset, it should not be used
to determine when the bulb should be replaced.

Note
Both displays only light up when the BiliBed is plugged in.

10.1 Changing the fluorescent tube

In a 1500 hour-interval, the light tube needs changing. By using the “total h* hour
meter this time interval can be monitored accurately.

The BiliBed is equipped with a “Light Tube Change Log“-card on the inside of the
light unit. On this log you will find a table as follows:

medela

Light Tube Change Log

Recommended hours

Actual hours Date of change Signature

1500

3000

4500

6000

7500




In this table you will see the recommended hours for a tube change on the left.
When a tube change is performed, the actual hours on the hour meter (“total h)
should be filled in the appropriate column. Also included are two columns for
inserting date and signature.

Unplug the light unit from the power supply.

Remove the baby support from the light unit.

Release the 10 screws with a screwdriver and remove the plexiglass cover.
Lift the metal clamp and carefully remove the light tube from its socket and
from its clip.

Put the tube aside immediately in order to avoid confusion.

Insert the new tube into the clip and push into the socket until it snaps in.
Readjust metal clamp for a secure hold.

Warning

Replacement tubes must be of the type used by Medela. Otherwise the safety and
success of the therapy cannot be guaranteed! We recommend changing the light
tube every 1500 hours in order to guarantee therapeutic effectiveness.

Check that the reflector is clean and shiny, correct if not.
Re-mount the plexiglass cover with the 10 screws.

10.2 Cleaning and disinfecting

Unplug the unit from the power supply.

Light unit and baby support

The outside surfaces can be cleaned with a damp cloth. For disinfecting, alcohol may
also be used. Cleaning or disinfecting agents should not be used in concentrated form!
If the baby support shows signs of wear, sags or is damaged, replace with a new one.

Important
Do not use cleaning solutions such as appliance disinfectants which use formaldehyde.
Do not autoclave the baby support or disinfect by using heat.

Bilicombi therapy blanket
If you are using a Disposable Bilicombi, discard the Bilicombi after 24 hours or if it
becomes soiled. The Disposable Bilicombi is designed for single patient use.

If you are using a terry cloth, Washable Bilicombi, follow the cleaning instructions below:

Remove Bilicombi from BiliBed.

Zipper Bilicombi and attach under-chin Velcro fastener.

Wash for Standard Machine cycle. Minimum wash cycle of 10 min is recommended.
Machine wash in hot water. We recommend a temperature of 140 degrees F (60 °C).
The maximum temperature is 210 degrees F (95 °C).

Standard cleaning detergent to be used. Refer to washing machine
manufacturer for instructions.

Use of Chlorine Bleach can cause color to bleed and/or fade and can reduce life
of Bilicombi.

Tumble dry low heat.

If any of the Velcro fasteners shows decreased adherence or the light-permeable
fabric is damaged/too stiff a new Bilicombi should be used.

10.3 Troubleshooting

If the light goes out during therapy:

Check if the fan is working properly. If it does not run at the proper speed or if it
is blocked, an electronic safety circuit switches the lamp off in order to protect
the system from overheating. Replace fan if necessary.

If necessary, change tube.
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m Technical data

The BiliBed is of modular design. It can thus be disassembled into its individual
components. The BiliBed is mainly made of technical plastics which can be dis-
posed of in accordance with local regulations. The fan, lamp and electric parts
should be disposed of separately.

12.1 Light unit

Power supply Power adapter (TR30RAM120):
Input: 100 — 240V AC, ~47-63Hz , 0.8-0.4A
Output: 12V DC, 2.5A

Irradiation with compact fluorecent lamp

(according to IEC 60601-2-50) (Osram Dulux L18W/71)
Epi max = 49 W/m?

Tube life approx. 1500 hours

Air pressure 70 — 106 kPa

Relative operating humidity 20 - 80%

Relative storage and transport 20 - 95%

humidity

Operating temperature +5 to +30 °C

Storage and transport temperature -20 to +50 °C

Noise level <20 dB(A)

12.2 Baby support

e QOuter dimensions 630 x 326 x 42 mm
e Cover material Skin-friendly polyurethane (PUR)

12.3 Complete device

e Total dimensions 630 x 326 x 134 mm
e Working conditions +5 °C to + 30 °C

e Storage conditions -20 °C to + 50 °C

e Weight 4.0 kg

12.4 Bilicombi

e Material 75% cotton, 25% polyester
e Light permeable fabric material 100% cotton

Electromagnetic Compatibility (EMC)

The Medela BiliBed is a medical device which complies with special safety mea-
surements concerning EMC and must be installed and made ready for use accord-
ing to the EMC information at the end of these instructions for use.

Portable and mobile RF communication devices may influence the device.



m What the symbols mean

13.1 Symbols

Ensure that the patient is positioned correctly. The baby can be laid on his back, or

on his stomach, if the doctor recommends this, with its head towards the top,

according to the drawing on the light unit. We recommend placing the baby on its
back. If the baby is restless and active this will prevent any abrasions on its knees.

The BiliBed should not be used in an incubator.

13.2 Symbols on the device

On/Off switch for lamp.

This symbol indicates to follow the instructions for use.

This symbol indicates a type BF applied part.

This symbol indicates the protection against ingress of
solid foreign objects and against harmful effects due to
the ingress of water.

This symbol indicates the compliance with additional
USA and Canada safety requirements for medical elec-
trical equipment.

This symbol indicates do not dispose the device together
with unsorted municipal waste (for EU only).

This symbol indicates the compliance with the essential
requirements of the Council Directive 93/42/EEC of 14
June 1993 concerning medical devices.

This symbol indicates the manufacturer.

This symbol indicates the date of manufacture (four dig-
its for the year and two digits for the month).

This symbol indicates manufacturer’s serial number of
the device.

This symbol indicates manufacturer’s catalogue number.

This symbol indicates MR UNSAFE.
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13.3 Symbols on the power adapter

This symbol indicates direct current.

This symbol indicates that the mains adapter is a class Il
[ device.

This symbol indicates to not dispose the device together
ﬁ with unsorted municipal waste (for EU only). The solid
bar symbol indicates that mains adapter is put on the
market after 13 August 2005.

@ This symbol indicates that the mains adapter is for
indoor use only.

This symbol indicates the compliance with the essential
c € requirements of the Council Directive 93/42/EEC of 14
June 1993 concerning medical devices.

This symbol indicates the compliance with Japanese
safety requirements.

N This symbol indicates the compliance with USA and
H US Canada safety requirements.

13.4 Symbols on the packaging

ﬁ This symbol indicates that the material is part of a reco-
J very/recycling process.

53::'5,? This symbol indicates a carton package.

oal

>/\+'/\ This symbol indicates to keep the device away from
ZAN sunlight.

This symbol indicates to handle the fragile device with
care.

This symbol indicates the temperature limitation for ope-
ration, transport and storage.

on, transport and storage.

This symbol indicates the humidity limitation for operati-

This symbol indicates the atmospheric pressure limitati-
@ on for operation, transport and storage.

?‘. This symbol indicates to keep the device dry.

This symbol indicates to transport, handle and store the
TT package in such a way that the arrows point upwards (‘This
way up‘).




m Ordering references

The Medela BiliBed consists of a light unit, a start/stop switch and a baby support
with a plastic cover. The following spare parts are available:

038.4001 BiliBed (including two washable Bilicombi therapy blankets)
099.0115 Fluorescent tube, 10 pcs

099.0116 Fluorescent tube, single

099.0144 Plastic cover, 5 pcs

099.0143 Plastic cover, single

800.0229 Therapy blanket Bilicombi, washable

800.0860 Therapy blanket Bilicombi, disposable

Detailed service documentation including circuit diagrams, spare parts list, etc. are
available on request from Medela or from your local Medela agent. Only authorised
persons can order service documents. Please give the relevant serial number
together with any other information on the specification plate fitted to your
appliance.

Medela AG warrants the BiliBed will be free from defects in materials and workmanship
for a period of 2 years from the date of delivery ex works. Faulty material will be
replaced free of charge during this period if not resulting from abuse or misapplication.
This will not apply to parts subject to wear and tear in use, for example, the fluo-
rescent tube, plastic cover, therapy blanket, etc.

To ensure compliance with this warranty as well as optimum service from Medela
products, we recommend the exclusive use of Medela accessories with our
appliances.

In no event shall Medela AG be liable for claims which exceed the scope of warranty
described including liability for consequential damages, etc. The right to the
replacement of faulty parts will not be recognized by Medela if any work has been
carried out on the product by unauthorized persons. This warranty is subject to the
appliance being returned to a Medela service centre.

The Bilibed must be operated only by persons qualified in the areas of medical
application for which the Medela Bilibed is used. Also carefully instructed delegates
with support from and monitored by qualified individuals can use the Bilibed.
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Sayin miisterimiz

Medela BiliBed ® satin aldiginiz igin sizi tebrik etmek isteriz. Dogru tercihi yaptiginiz
ve tam olarak memnun olacaginiz konusunda kendimize glUveniyoruz.

Asagidaki sayfalar BiliBed'i nasil kullanacagdinizi ve slrdireceginizi gosterir.
Bu talimatlar dikkatlice izlenirse, BiliBed‘iniz uzun ve gtvenilir bir calisma émrine
sahip olacaktir.

Medela AG 6nceden bildiimde bulunmaksizin her Bu UrinG satin alarak sirketimize guvendiginiz igin size tesekkir etmek isteriz.
zaman Urdnun iyilestirilmesi igin teknik dzellikleri

degistirme hakkini sakl tutar.




n Giivenlik notu

MAX.
7 years

BiliBed ile galismak uygulama alanlarina iliskin hassas bilgiyi ve bu talimatlara
uyulmasini gerektirir. Urlin yalnizca tibbi uygulama alaninda kalifiye kisiler
tarafindan kullaniimak Uzere tasarlanmistir. Ayrica kalifiye kisilerden destek alan
ve onlar tarafindan izlenen dikkatlice talimat veriimis adaylar da Bilibed'‘i
calistirabilir. Bilibed yalnizca bir saglik hizmetleri ortaminda kullaniimalidir.

Dikkat

BiliBed su durumlarda kullanilamaz:

e bir inkdbatorin veya isitma yataginin iginde;
e patlama riski olan ortamlarda;

e oksijen ile zenginlestirilen ortamlarda.

Uyari
Bilibed‘in tasarlanan amaci diginda herhangi bir amag icin kullanimi tehlikeli olabilir.
Tasinabilir ve mobil RF iletisim cihazlan Bilibed‘i etkileyebilir.

Sebeke hattindan ayrim ancak fig ve priz baglantisinin ayriimasi ile saglanir.
Bilibed, sebeke beslemesinden ayriminin kolayca yonetilecegi bir sekilde kurulur.

KugUk bir populasyon ylzdesi mavi isiga duyarlidir. Mavi 1s1gin bazi vakalarda
retinaya zarar verdigi bilinmektedir. Bu kilavuzdaki talimatlara gére Bilicombi
terapi battaniyesi ile birlikte Bilibed'i kullaniyorsaniz, mavi isik sizintisi olmamalidir.
BiliBed‘te kullanilan i1sik dogrudan bebege odaklidir. Rahatsiz edici Isik hasta
bakicilara ulasmaz.

Ancak, Bilicombi terapi battaniyesi dogru konumlandirimazsa, muhtemelen mavi
isik sizintisi meydana gelebilir. Bu bulantiya, bas agrilarina veya mavi isiga duyarli
hasta bakicilar i¢in goz iritasyonuna neden olabilir.

Bilibed‘te kullanilan lamba 425-475 dalga boyunda mavi I1sik yayar. Su durumlarda
uzayan kullanim/maruziyetten kacinmak isteyebilirsiniz:

e makuler dejenerasyon gibi nceden mevcut okuler bir kosulunuz varsa;

e diabetikseniz veya baska sekilde retinal hasar riski altindaysaniz;

o fotosensitize edici ilag aliyorsaniz;

e 55+ yastaysaniz.

BiliBed'i Bilicombi olmaksizin kullanmayin.

Asagidaki vakalarin her birinde, cihaz kullanimamalidir ve MUsteri Hizmetleri
tarafindan onarlmalidir:

e Gul¢ kablosu veya fis hasarliysa

e Cihaz mikemmel derecede galismiyorsa

e (Cihaz hasarliysa

e (Cihaz net glivenlik kusurlar gdsteriyorsa

Bilibed'in servis dmri normal kullanildiginda yedi yildir.

Isik tlpUnd 1500 saat araliginda degistirmeniz gereklidir (daha fazla ayrinti icin
bkz. X Bakim bolimdu). Isik tGpuntn yani sira, Bilibed'in icinde kullanici tarafindan
bakimi yapilabilecek hi¢bir parga yoktur. Onarimlar, yalnizca yetkili servis elemani
tarafindan gerceklestiriimelidir. Kendiniz onarmayin! Cihazda higbir degisiklige
izin veriimez.




m Uygulamalar

Medela BiliBed modern, Ustln kaliteli bir fototerapi sistemidir. Neonatal
hiperbilirubinami tedavisi igin en son tibbi bulgulara gdére gelistiriimistir. BiliBed
su an kullanilabilen pek ¢ok hastane karyolasina takilabilir. Bu nedenle 6zellikle
yatakli odalar i¢in uygundur. Fototerapi yatagi ¢ok distk enerji tiketimi ile caliir.
Yalnizca tek bir mavi isikli florasan tdpin degistiriimesi gerektiginden takip
maliyetleri de asin dusUktur.

Endikasyonlar

Medela BiliBed yeni dodan bebeklerde asir serum bilirubin konsantrasyonlarinin
etkili ve glivenli tedavisi icin tasarlanmistir. inkilbatérde tedavi gerektirmeyen ve
baska komplikasyonlari olmayan tiim bebekler icin kullanim icin endikedir.

Uyari
Hizla yUkselen bilirubin seviyesi daha yogun bir terapiyi gerektirebilir.

Kontraendikasyonlar

BiliBed bebegin konjenital porfiryasi oldugu vakalarda veya ailenin porfirya gegmisi
varsa kullanilmamalidir. Dahasi, Bilibed fotosensitizor olan maddeler veya ajanlarin
eszamanl kullanimi durumunda kullaniimamalidir.

Isik birimi fazlasiyla cilalanmig aliminyum reflektor ve enerji tasarruflu mavi 1gikli
florasan tUp igerir. Sessiz, déner bir fan florasan tlp gevresinde yeterli hava degisi-
mi miktarini saglar. Ozel tip temel olarak 425-475 araliginda isik (mavi 1sik) yayar.

iki saat olcer BiliBed Isik birimine entegre edilmistir. “Toplam s“-6lcer sifirlanabilir
degildir ve 1sik tiplnu degistirme zamanini belirlemeye yardimci olur. “s“-sifirlanabi-
lirdir ve gegen terapi zamanini belirtir.

Aydinlatma ve elektronigi iceren isik birimi, seffaf, su gecirmez, pleksiglas plaka
ile kaphdir.

Ylzey seffaf, poliiretandan (PUR) yapiima cilt dostu plastik kapak ile kapl bir
aliminyum gerceveden meydana gelmistir.

Bebegin optimum konumlandiriimasi icin, BiliBed bir terapi battaniyesine sahiptir
(Bilicombi). Isik terapi battaniyesinin altindaki isik gegirgen kumas boyunca bebege
yoneltilir. Bu, optimum tedaviye izin verir ve gevreyi rahatsiz edici mavi isiktan korur.
Bilicombi‘nin 1s131 gegirgen kumasini asla degistirmeyin veya bagka bir seyle degis
tokus etmeyin! Bu yapildiginda terapotik etki garanti edilemez.
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) BiliBed‘in Kafasl
2) Saat dlgerler
3) Baslat/Durdur anahtari
4) 12V DC gug adaptoéru
) Priz
6) BiliBed'in ayak ucu
)
)
)
)

a1

7) Plastik kapak

8) Dugme

9) Yiv

10) Aliminyum cergeve

5.1 Isik birimi

BiliBed 12V DC gug¢ adaptdrine takili gli¢ kablosu ile donatil-
mistir. Isik birimine baglidir. Cikarmak icin, tapa muhafazasini
cekin (kablonun kendisini veya buktlme korumasini degil).
Florasan tlipl agmak ve kapatmak igin gi¢ adaptdrunin
yaninda, BASLAT/DURDUR anahtar prize takilabilir.

Not

BiliBed‘in elektronikleri sebeke elektrik beslemesindeki ani
voltaj ylkselmeleri ile hasara karsi korunur. Gig aginda agiri
voltaj dalgalanmasi varsa, BiliBed‘iniz otomatik olarak
kapatilir. BASLAT/DURDUR anahtarina basilarak ileride
kullanim icin tekrar agilabilir.

5.2 Bebek destegi

Gercevenin hazirlanmasi:
e Cercevenin altindaki iki kirmizi digmeye ayni anda basin
ve gergevenin yanini kaldirin.

Plastik kapagi aliminyum cerceveye takarak:

o Seffaf plastik kapagdi paketinden ¢ikarin ve serin.
Aliminyum c¢ergevenin uzun yanlarinin her biri Gzerinde
bir yiv vardir. Plastigin uzun yanlarini bu yivlere takin.
Aliminyum c¢ergeveyi dengeli sekilde kapatmak igin yete-
rince plastik takin. Tiklayarak kapananadek iki elinizle agik
yani asaglya bastirarak gergeveyi kapatin. Plastik artik
dogru sekilde sikilmistir.

Bebek destegi yaklasik 10 kg. agirligi tagiyabilir.




m BiliBed‘in hastane karyolasina takiimasi

Bebek destegi
1) Ikiz Velcro seritler

Isik birimi

2) BiliBed'in Kafasi

3) BiliBed‘in ayagi

4) Baslat/Durdur anahtari

Bilicombi terapi battaniyesi
5) Flepler
6) Velcro'nun genis seritleri

Bebek destegi
7) BiliBed‘in Kafasl
8) Velcro seritler
9) Plastik kapak
10) BiliBed‘in ayagi

2>

6.1 Isik biriminin takilmasi

e Minderi karyoladan gikarin. Gerekli olmayacaktir.

e BiliBed isik birimini bebegin karyolasina yerlestirin. Cevredeki panellerin bebegi
korudugundan emin olmak igin, BiliBed'i karyolasiz asla kullanmayin.

e GUlg kablosunu ve kabloyu BASLAT/DURDUR anahtari ile karyolanin tabanindaki
acikliklardan takin. Karyolanin tabaninda acgiklik yoksa, kabloyu karyolanin yanina
asin. Guvenlik nedeniyle, bu karyolanin ayak ucunda yapilmalidir.

Onemli

BiliBed'in etrafinda yeterli hava devri daim etmelidir. Karyolanin tabanina
havalandirma agikliklar saglanirsa, bu garantilenir. Bu olmazsa, BiliBed, sicaklik
dengesini korumak igin yeterli bos alan ile ¢cevrelenmelidir. Toplam havalandirma
acikliklart minimum 20 cm? alana veya normal bir kursun veya tikenmez kalemin
genisliginin sigmasina yetecek bir alana sahip olmalidir. BiliBed tarafindan verilen
1sl miktari, talimatlara gére hastanede kullanildiginda ne belirgin ne de sorunludur.

6.2 Bebek desteginin takiimasi

e Velcro® (plastikteki) iki ikiz seridin 1sik biriminde bebegdin
kafasinin ¢ekilmesinin yaninda olacagi sekilde bebek
destegini i1sik biriminin Ust kismina yerlestirin.

Onemli
Bebegin tedavi igin dogru konumda olmasini saglamak
icin bebek destedi dogru konumlandiriimalidir.

6.3 Bilicombi terapi
battaniyesinin takilmasi

e Bilicombi terapi battaniyesini bebek destegine sabitleyin.
Konumun dogru oldugundan emin olun. Bu, 1sik birimi
cekilerek belirlenebilir, yani Bilicombi‘nin ayak ucu bebegin
ayaklarinin konumuna karsilik gelmelidir. Bilicombi‘nin
altindaki Velcro‘nun genis, beyaz seritlerini bebek
destegindeki dort Velcro tirnadi ile hizalayin.

Onemli

Basarili tedaviyi ve bebegin guvenli ve etkili konumlandirimasi-
ni saglamak icin Bilicombi terapi battaniyesi dogru konumlan-

dinimalidir. Bebegin gbévdesi terapi lambasinin tzerinde yatma-
lidir ve kafasi isik biriminin ¢gekimine gére konumlandiriimalidir.

Uyari

BiliBed etrafinda yeterli hava devri daim etmelidir (toplam
havalandirma agikliklari, minimum olarak normal bir kursun
veya tlkenmez kalemin genisligine sigmak icin gerekli olan
boslugun alanina sahip olmalidir). BiliBed etrafindaki bosluk
dUzgln hava devri daiminin gerekliliklerini karsilamazsa,
Bilicombi‘nin flepleri Bebek desteginin plastik ylzeyinin
altina katlanabilir.



m iradyasyon seviyeleri

M. Jeffrey Maisels'in galismasina gore (Pediatrics Vol. 98, No. 2, August 1996: Why

use Homeopathic Doses of Phototherapy) fototerapinin etkililigi G¢ faktdre dayanir:

e Fototerapi birimi tarafindan sunulan 1sigin spektrumu. Bilirubin ve cildin optik
Ozellikleri nedeniyle, en etkili dalga boylari mavi-yesil spektrumdadir.

e [sigin guc¢ cikisl. Bu i1si3in bebekten mesafesine de baglidir. Mesafe ne kadar
dusUkse, etkililik o kadar yuksektir.

e Bebegin fototerapiye maruz kalan ylzey alani. Daha fazla cilt fototerapiye tabi
oldugunda etkililik daha ytksektir.

Dalgaboyu

— bebek destegi ile —a— bebek destegi ve Bilicombi ile

spektral iradyasyon [w/m?2/5nm]

0 P PR P P WP WP P e — 2
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Dalgaboyu [nm]

iradyasyon, etkili yiizey alani

Epi mks (400-550nm) = merkezi alanda maks. iradyasyon
Etkili yazey alant: bu alan dahilinde Ep; = 0,4 Ep; haks
Oda sicakhg: (25+ 2) °C

Maksimum degerler
Ebi mks (400-550nm) = 49,1 W/m?

Ortalama degerler
Ebi mis (400-550nm) = 33,9 W/m?

Etkili yizey alani 21 x 27 cm

Ayak ucu
Kafa ucu

Olgillen noktalarla etkili yiizey alanina karsilik gelir
BiliCombi‘ye karsilik gelir
Bilicombi‘nin kesit sektériine karsilik gelir

Etkili ylizey alani

Isik Bilicombi‘nin arka yanindaki kesit sektorli boyunca bebege odaklanir.
Bu sektortin boyutu etkili yizey alanina karsilik gelir.
En iyi terapotik etkiyi edinmek igin, bebek kiglk bebek bezi giymelidir.




8.1 Bebegi hazirlama

En iyi terapdtik etkiyi edinmek icin, bebek kiclUk bebek bezi giymelidir. Gerekirse,
bebek bezinin Gstlinl bebegdin gébek deliginin altina kivirnn bdylece maksimum
ciplak cilt miktar terapétik 1siga maruz kalsin.

8.2 Bebegi Bilicombi terapi battaniyesine sarma

Not

BiliBed yalnizca Medela Bilicombi terapi battaniyesi ile kullanim igin tasarlanmigtir.
Bilicombi bebegi sicak ve etkili fototerapi i¢in dogru konumlandiriimig tutar.
BiliBed'in terapdtik etkisi yalnizca Medela Bilicombi kullanilirsa garanti edilebilir.
Bilicombi gevresini rahatsiz edici mavi isiktan korur. Bilicombi yanlis konumlandirildi-
ginda, sizan mavi isik mavi 1siga duyarl bakim personeli icin bulanti veya bas
agrisina neden olabilir.

* Her kullanimdan 6nce Bilicombi‘yi kontrol edin. Isik gegirgen kumas hasarsiz
ve dokunulmasi yumusak olmalidir. Velcro sabitleyiciler bebek destegine sikica
takilmis olmalidir. Boyle olmadigi takdirde, yeni bir Bilicombi ile degistirin.

e Bilicombi battaniyesini bebek destegine takin.

e Yikanabilir Bilicombi battaniyesinin fermuarini agin veya Tek Kullanimlik
Bilicombinin ceketindeki Velcro'yu agin.

e Bebegi arkasindan veya dnunden battaniyeye yerlestirin. Cocugun olasi hareke-
tinden kaginmak igin, bebegin kollar battaniyenin kollarina koyulmalidir.

Uyari

Bebegi arkasina yerlestirmenizi dneririz. Bebek yorgun ve hareketliyse, bu dizlerin-
deki herhangi bir abrazyonu engeller. BiliBed ylksek iradyansa sahip oldugundan,
terapGtik etki bebegin yalnizca slpin konumda tedavi edilmesi ile azalmayacaktir.
Bebek pron konumda yerlestirilirse, bebegin dizlerinin kirmizi olmadigindan emin
olmak gereklidir. Gerekirse, bebegi arkasinda tedavi edin.

e Bebegin kollarini Bilicombi battaniyesinin kollarina koyun.
¢ Velcro®yu Bilicombi battaniyesine fermuarlayin/sabitleyin. Velcro sabitleyiciyi
bebegin ¢enesinin altina kapatin.

Dikkat

Fototerapi tedavisi sirasinda bebegi sikga kontrol edin. Bebek sicaklamig goérinurse,

hava devir daiminin saglandigindan emin olun, 6érn.

e cihazdaki havalandirma yuvalar yastik veya &rtulerle kapatiimamistir.

e havanin devir daim etmesi icin BiliBed'in etrafinda yeterli alan vardir (6zellikle
ayak ve kafa ucunda) (en az 1 cm).

Odanin ortam sicakligi cok ylUksekse, hava devir daimini arttirmak igin Bilicombi‘nin

fleplerini Bebek desteginin plastik ylzeyinin altina katlayin.

Bilicombi battaniyesi bebegin sicak tutulmasina yardimci olur. Ek sicaklik gerekliyse,
Bilicombi‘nin Uzerine bir battaniye yerlestirilebilir.

Battaniye kullanildiginda, BiliBed etrafinda hava devir daimini garanti etmek icin
6zel gosterilmelidir. Bebegi dizenli olarak izleyin.

Bebegin bebek desteginin Uzerinde dogru sekilde uzandigindan emin olun. Her
kullanimdan énce bebek desteginin folyosunu kontrol edin. Artik esnemiyor ve
sarkiyorsa, yeni bir folyo kullaniimalidir. Folyo 10 kg.‘ye kadar agirhigi tasiyabilir.



8.3. Terapiye baslama

e Kabloyu gli¢ beslemesine bagdlayin, énceden voltajin spesifikasyon levhasinda
verilen ayrintilarla eslestiginden emin olun.

e [sik birimi BASLAT/DURDUR anahtari ile agilabilir veya kapatilabilir. Florasan
tUpler anahtarda kapatilimig olsa bile, BiliBed ¢alisir kalabilir, yani, gi¢
beslemesine bagli. Donanim yalnizca fig gl¢ beslemesinden ayrildiginda
tamamen kapatilmig olur.

Not
BASLAT/DURDUR anahtari tamamen yoksayilabilir. Isik birimi, gli¢ kablosu
birime takilarak veya birimden ¢ikarilarak calistirilabilir veya durdurulabilir.

Dikkat

Basarili tedaviyi saglamak igin terapi battaniyesi dogru sekilde konumlandiriimalidir.
Bebek terapi lambasinin Uzerine yatmalidir. Kafa ve ayaklarin konumu isik
birimindeki ¢izime gére olmalidir.

Dikkat

Terapi sirasinda bebegdi gbzetimde tutun. Normal kontroller gereklidir:

e Bilirubin seviyelerini kontrol edin. Bilirubinin fotoizomerleri toksik etkilere
neden olabilir.

¢ Fototerapi bebegdin vicut Isisina etki eder. Normal bir kontrol gereklidir.

e Fototerapi bebegin su dengesine etki eder. Dehidrasyonu dnlemek igin,
bebegi daha sik beslemek gerekehbilir.

Uyari
BiliBed ile ayni alanda kullanilan yardimci cihazlar, IEC 60601-1‘e gbre genel
guvenlik gerekliliklerine uymalidir.




m Saat oélcerler

BiliBed iki saat dlger ile donatiimistir. Florasan tip yandiginda
her ikisi sayima baglar. Bu yanip sénen kum saatleri ile belirtilir.

Saat dlger ,toplam s“ BiliBed'‘in kullanmda oldugu toplam
sUreyi Olger. Sifirlanamaz. Bu ekrani inceleyerek ve ayri olarak
kaydederek, florasan tUpUn ne zaman degistirilecegini
belirlemek i¢in dogru ydntemlere sahip olursunuz. Yiksek
terapotik etkililigi saglamak igin, florasan tiptn her 1500
saatte bir degistiriimesini dneririz.

Saat dlger ,s" terapi suresini gosterir. Bu 6lger sifirlanabilir.
,0“a sifirlamak icin: BASLAT/DURDUR anahtarina basin ve
15 saniye basili tutun. BiliBed takili olmalidir. Bu ekran
sifirlanabildiginden, ampulin ne zaman degistiriimesi
gerektigini belirlemekte kullaniimamalidir.

Not
1) Saat Olgerler Her iki ekran yalnizca BiliBed takili oldugunda yanar.

n Bakim

Uyari
Bakim iglerini gerceklestirmeden dnce glg¢ beslemesini ayinn! Saat olgerler ve
BiliBed‘in iglevi Uzerinde ekranlarin yillik rutin kontrolU onerilir.

10.1 Florasan tiipi degistirme
1500 saat araliginda, 1sik tiplnin degistiriimesi gerekir. ,Toplam s* saat Olgeri
kullanarak bu zaman araligi dogru sekilde izlenebilir.

BiliBed, 1sik biriminin icinde “Isik TuplU Degistirme Kaydi* karti ile donatiimistir.
Bu kayitta su sekilde bir tablo bulursunuz:

Isik TUpU Degistirme Kaydi

medela

Onerilen saatler Gergek saatler Degistirme tarihi imza

1500

3000

4500

6000

7500




Bu tabloda soldaki bir tUp degisikligi igin dnerilen saatleri gbrirstniz. Bir tUp
degisikligi gerceklestirildiginde, saat dlgerdeki (,toplam s“) gercek saatler ilgili
sttunda doldurulmalidir. Ayrica tarihi ve imzayi eklemek igin

iki sUtun dahil edilmigtir.

e [sik biriminin fisini gli¢c beslemesinden ¢ekin.

e Bebek destegini 1sik biriminden gikarin.

e Bir tornavidayla 10 vidayi agin ve pleksiglas kapagi ¢ikarin.

e Metal kelepgeyi kaldirin ve 1sik tdplnu prizinden ve klipsinden dikkatlice ¢ikarin.
e Kafa karnigikligindan kaginmak icgin tUpU derhal bir kenara koyun.

* Yeni tUpu klipse takin ve yerine gegene kadar prize itin.

e Guvenli bir tutus igin metal kelepceyi tekrar ayarlayin.

Uyari

Yedek tupler Medela tarafindan kullanilan tipte olmalidir. Aksi halde, terapinin
glvenligi ve basarisi garanti edilemez! Terapétik etkililigi garantilemek igin 1sik
tipdnun her 1500 saatte bir degistiriimesini éneririz.

e Reflektoriin temiz ve parlak oldugunu kontrol edin, degilse duzeltin.

* Pleksiglas kapagi 10 vida ile tekrar monte edin.

10.2 Temizleme ve dezenfekte etme

e Birimi gl beslemesinden fisten gekin.

Isik birimi ve bebek destegi

Dig ytzeyler nemli bir bezle temizlenebilir. Dezenfekte etmek igin, alkol de
kullanilabilir. Temizleme veya dezenfekte etme maddeleri konsantre bi¢cimde
kullanilmamalidir! Bebek destegi asinma isaretleri gosterirse, sarkarsa veya
hasarlysa, yenisi ile degistirin.

Onemli
Formaldehid kullanan cihaz dezenfektanlar gibi temizleme gézeltilerini kullanmayin.
Bebek destegini otoklavlamayin veya isi kullanarak dezenfekte etmeyin.

Bilicombi terapi battaniyesi
Tek Kullanimlik Bilicombi kullaniyorsaniz, 24 saat sonra veya kirlenirse
Bilicombi'yi atin. Tek Kullanimlik Bilicombi tek hastada kullanim igin tasarlanmistir.

Havlu kumasgli, Yikanabilir Bilicombi kullaniyorsaniz, asagidaki temizleme

talimatlarini takip edin:

¢ Bilicombi'yi BiliBed‘ten ¢ikarin.

e Bilicombi‘yi fermuarlayin ve ¢ene Velcro sabitleyicisinin altina takin.

e Standart Makine ddéngusu igin yikayin. Minimum 19 dakikalik yikama
déngusu onerilir.

e Sicak suda makinede yikayin. 140 derece F (60 °C) sicaklik dneririz.
Maksimum sicaklik 210 derecedir F (95 °C).

e Standart temizleme deterjani kullanilir. Talimatlar icin gamasir makinesi
Ureticisine basvurun.

e Klorlu Agartici kullanimi rengin akmasina ve/veya solmasina neden olabilir
ve Bilicombi‘nin dmrint kisaltabilir.

e Dusuk 1sida santrifijde kurutun.

* \elcro sabitleyicilerinin herhangi biri yapismasi azalmasi gdsterirse veya isik
gecirgen kumas hasarllysa/cok gerginse, yeni bir Bilicombi kullanilmalidir.

10.3 Sorun Giderme

Terapi sirasinda i1sik kesilirse:

e Fanin diizgln ¢alistigini kontrol edin. DizgUn hizda ¢alismiyorsa veya tikallysa,
sistemin asir isinmasini 6nlemek icin bir elektronik givenlik devresi lambayi
kapatir. Gerekirse fani degistirin.

e Gerekirse, tUpu degistirin.

T



BiliBed moduler tasarimdadir. Bu nedenle, ayri ayr bilesenlerine demonte edilebilir.
BiliBed temel olarak yerel yonetmeliklere uygun olarak imha edilebilen teknik
plastiklerden yapilir. Fan, lamba ve elektrikli pargalar ayri olarak imha edilmelidir.

12.1 Isik birimi

GUg beslemesi Gulg adaptort (TR30RAM120):
Giris: 100 — 240V AC, ~47-63Hz , 0,8-0,4A
Cikis: 12V DC, 2,5A

iradyasyon kompakt florasan lamba ile

(IEC 80601-2-50"ye gdre) (Osram Dulux L18W/71)
Epi mks = 49 W/m?

Tdp 6mru yaklasik 1500 saat

Hava basinci 70 — 106 kPa

Bagil calisma nemi 20 - 80%

Bagil depolama ve tasima 20 - 95%

nem

Galisma sicakligi +5ila +30 °C

Depolama ve tasima sicakligi —20 ila +50 °C

GUrGlty seviyesi <20 dB(A)

12.2 Bebek destegi

e Dis boyutlar 630 x 326 x 42 mm
e Kapak malzemesi Cilt dostu politretan (PUR)

12.3 Eksiksiz cihaz

e Toplam boyutlar 630 x 326 x 134 mm
e Calisma kosullari +5 °Clila + 30 °C

e Depolama kosullari —20 °Cila + 50 °C

e Agirlik 4,0 kg

12.4 Bilicombi

e Malzeme %75 pamuk, %25 polyester
* [sik gecirgen kumas malzeme %100 pamuk

Elektromanyetik Uygunluk (EMC)

Medela BiliBed EMC'ye iligkin 6zel glvenlik élgimlerine uyan ve bu kullanim
talimatlarinin sonundaki EMC bilgilerine gére takimasi ve kullanma hazir hale
getiriimesi gereken tibbi bir cihazdir.

Tasinabilir ve mobil RF iletisim cihazlar cihaza etki edebilir.




m Semboller ne anlama gelir

13.1 Semboller

"?'_{' c Hastanin dogru konumlandirildigindan emin olun. Bebek arkasina veya karnina
7w yatinlabilir, doktor bunu onerirse, I1sik birimindeki gizime gore, kafasi Uste dogru

PR yatinlabilir. Bebegin arkasina yerlestiriimesini 6neririz. Bebek yorgun ve hareketliyse,

257~ bu dizlerindeki herhangi bir abrazyonu engeller.

7-/ 3. BiliBed inkiibatérde kullaniimamaldir.,

13.2 Cihaz iizerindeki semboller

Lamba icin Agma/Kapatma anahtari.

& Bu sembol kullanim talimatlarinin uygulanmasi
gerektigini gosterir.

R Bu sembol tip BF uygulanmis parcalar gdsterir.

Bu sembol sert yabanci maddelerin ve suyun girmesiyle
olusabilecek tehlikeli etkilere karsi korumayi gosterir.

Bu sembol medikal elektrikli ekipman icin EK ABD ve
Kanada guvenlik gereklilikleriyle uyumlulugunu gosterir.

¢

Bu sembol cihazin islenmemis kentsel atikla atimamasi
gerektigini gdsterir (yalnizca AB igin).

=g

Bu sembol medikal cihazlarla ilgili 14 Haziran 1993
tarihli Konsey Direktifi 93/42/EEC temel gereklilikleriyle
uyumlulugunu gosterir.

M
M

0123

Bu sembol Ureticiyi belirtir.

Bu sembol Uretim tarihini (ay igin iki basamak ve yil i¢in
dort basamak) gosterir.

Bu sembol cihazin Uretici seri numarasini gosterir.

Bu sembol Ureticinin katalog numarasini gosterir.

Bu sembol MR GUVENSIZ'i gésterir.

@EFY L L




13.3 Giic adaptéri Gzerindeki semboller

Bu sembol dogrudan akimi gosterir.

Bu sembol elektrik adaptdrintn bir sinif Il cihazi
[ oldugunu gosterir.

Bu sembol cihazin islenmemis kentsel atikla atiimamasi
ﬁ gerektigini gdsterir (yalnizca AB igin). Kalin gubuk
semboll elektrik adaptérianin 13 Agustos 2005
tarihinden sonra piyasaya sunulacagini gosterir.

@ Bu sembol elektrik adaptdrinin yalnizca ic mekanda
kullanilabilecegini gosterir.

Bu sembol medikal cihazlarla ilgili 14 Haziran 1993

c € tarihli Konsey Direktifi 93/42/EEC temel gereklilikleriyle
uyumlulugunu gosterir.

Bu sembol, Japon guvenlik gereklilikleriyle uyumlulugunu
gosterir.

N Bu sembol ABD ve Kanada guvenlik gereklilikleriyle
H US  uyumunu gosterir.

13.4 Paket Gizerindeki semboller

ﬁ Bu semboller malzemenin geri kazaniimasi/geri
J doénUsturtimesi sUrecinin bir pargasi oldugunu gdsterir.

53::'5,? Bu sembol bir karton paketi g&sterir.

oal

< Bu sembol cihazin glnes I1sigindan uzak tutulmasi
AN

gerektigini gosterir.

Bu sembol cihazin kirllabilecegdini ve dikkatli tutulmasi
gerektigini gosterir.

Bu sembol calistirma, tasima ve saklama icin sicaklik
sinirlamasi oldugunu gosterir.
sinirlamasi oldugunu gosterir.

Bu sembol calistirma, tasima ve saklama icin atmosferik
@ basin¢ sinirlamasi oldugunu gosterir.

[
Bu sembol calistirma, tasima ve saklama igin nem

f Bu sembol cihazin kuru tutulmasi gerektigini gosterir.

Bu sembol oklarin yukariya isaret edecegi sekilde paketi
TT tasimayi, tutmayi ve depolamay belirtir (,Bu taraf yukari®).




m Siparis referanslari

Medela BiliBed bir isik birimi, bir baglat/durdur anahtari ve plastik kapakli bir bebek
desteginden olusur. Asagidaki yedek pargalar mevcuttur:

038.4001 BiliBed (yikanabilir Bilicombi terapi battaniyeleri dahil)
099.0115 Florasan tup, 10 parca

099.0116 Florasan tup, tek

099.0144 Plastik kapak, 5 parca

099.0143 Plastik kapak, tek

800.0229 Terapi battaniyesi Bilicombi, yikanabilir

800.0860 Terapi battaniyesi Bilicombi, tek kullanimlik

Devre semalari, yedek pargalar listesi, vs. dahil ayrintili servis belgeleri Medela‘dan
veya yerel Medela temsilcinizden talep Uzerine temin edilebilir. Yalnizca yetkili kigiler
servis belgelerini siparis edebilir. LUtfen cihaziniza takili spesifikasyon levhasindaki
herhangi baska bir bilgi ile birlikte ilgili seri numarasini verin.

Medela AG, BiliBed'in fabrika teslim tarihinden itibaren 2 yillk dénem boyunca
malzeme ve iscilikteki kusurlardan muaf olacagini garanti eder. Arizali malzeme,
kétlye kullanim veya yanlis uygulamadan kaynaklanmiyorsa, bu dénem boyunca
Ucretsiz olarak degistirilir. Bu, kullanimdaki asinma ve pargalanmaya tabi parcalar
icin gegcerli degildir, 6rnegin, florasan tip, plastik kapak, terapi battaniyesi, vs.
Bu garantiye uygunlugu ve Medela Urlnleri icin optimum hizmeti saglamak igin,
cihazlarmiz ile 6zel olarak Medela aksesuarlarinin kullaniimasini dneririz.

Medela AG, hicbir durumda, dolayll hasarlar, vs. i¢in yikimltlik dahil agiklanan
garanti kapsamini agan talepler igin yUkimlU olmaz. Arizall pargalarin degistiriimesi
hakki, yetkisiz kisiler tarafindan Urtn Uzerinde herhangi bir ¢alisma yUrttulUrse
Medela tarafindan taninmaz. Bu garanti cihazin Medela servis merkezine iade
edilmesine tabidir.

Bilibed yalnizca Medela Bilibed'‘in kullanildidi tibbi uygulama alanlarindaki kalifiye
kisiler tarafindan ¢alistinimalidir. Ayrica kalifiye bireylerin destegiyle ve onlar
tarafindan izlenerek dikkatlice egitilmis temsilciler Bilibed‘i kullanabilir.

ref. master doc. 200.7499/B
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. Technical Documentation

Technical Description
Electromagnetic Compatibility (EMC, IEC 60601-1-2)
IEC 60601-1-2, Table 1

Electromagnetic Emissions

The BiliBed® is intended for use in the electromagnetic environment specified below. The customer or the user of the
BiliBed should assure that it is used in such environment.

Emission Tests Compliance Electromagnetic environment-guidance

RF emissions The BiliBed uses RF energy only for its internal function. Therefore, its RF emissions are

CISPR 11 Group 1 very low and are not likely to cause any interference in nearby electronic equipment.

RF emissions

CISPR 11 Class B

Harmonic emissions | A The BiliBed is suitable for use in all establishments, including domestic establishments

IEC 61000-3-2 Class and those directly connected to the public low-voltage power supply network that
supplies buildings used for domestic purposes.

Voltage fluctuations /

flicker emissions Complies

IEC 60000-3-3

Warning: The BiliBed should not be used adjacent to or stacked with other equip-
ment. If adjacent or stacked use is necessary, the BiliBed should be observed to
verify normal operation in the configuration in which it will be used.

IEC 60601-1-2, Table 2

Electromagnetic Immunity

The BiliBed is intended for use in the electromagnetic environment specified below. The customer or the user of the BiliBed
should assure that it is used in such environment.

Immunity Tests

IEC 60601
test level

Compliance level

Electromagnetic environment-guidance

Electrostatic
Discharge (ESD)

+ 6 kV contact

+ 6 kV contact

Floors should be wood, concrete or ceramic tile. If
floors are covered with synthetic material, the relative

IEC 61000-4-2 8 kVair * 8 kV air humidity should be at least 30 %.
) + 2 kV for power supply | + 2 kV for power supply
Electrical fast lines lines Mains power quality should be that of a typical com-

transient/burst
IEC 61000-4-4

+ 1 kV for input/output
lines

+ 1 kV for input/output
lines

mercial or hospital environment.

Surge
IEC 61000-4-5

+ 1 kV differential mode
+ 2 kV. common mode

+ 1 kV differential mode
+ 2 kV common mode

Mains power quality should be that of a typical com-
mercial or hospital environment.

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines IEC

<5 % UT

(>95 % dip in UT)
for 0.5 cycle

40 % UT

(60 % dip in UT)
for 5 cycles

70 % UT

(30 % dip in UT)

<5 % UT

(>95 % dip in UT)
for 0.5 cycle

40 % UT

(60 % dip in UT)
for 5 cycles

70 % UT

(80 % dip in UT)

Mains power quality should be that of a typical com-
mercial or hospital environment. If the user of the
BiliBed requires continued operation during power
mains interruptions, it is recommended that the BiliBed
be powered from am uninterruptible power supply or a

61000-4-11 for 25 cycles for 25 cycles battery.
<5 % UT <5 % UT
(>95 % dip in UT) (>95 % dip in UT)
for 5 sec for 5 sec
Power frequency
50/60 Hz, Power frequency magnetic fields should be at levels of a
( 4 3 A/mM >30 A/m quency mag

magnetic field
IEC 61000-4-8

typical commercial or hospital environment.

NOTE Ur is the a.c.

mains voltage prior to application of the test level.




IEC 60601-1-2, Table 4

Electromagnetic Immunity

The BiliBed is intended for use in the electromagnetic environment specified below. The customer or the user of the BiliBed
should assure that it is used in such environment.

Immunity Tests

IEC 60601
test level

Compliance level

Electromagnetic environment-guidance

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 671000-4-6

3 Vims
150 kHz to 80 MHz

3 V/m
80 MHz to 2.5 GHz

10 Vrms

10 V/m

Portable and mobile RF communications equipment
should be used no closer to any part of the BiliBed,
including cables, than the recommended separation
distance calculated from the equation applicable to the
frequency of the transmitter.

Recommended separation distance

d=0.35/P
d=0.35/P
d=0.7/P

80 MHz to 800 MHz
800 MHz to 2.5 GHz

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 from fixed RF transmitters, as determi-
ned by an electromagnetic site survey?, should be less
than the compliance level in each frequency range. b
Interference may occur in the vicinity of equipment
marked with the following symbol:

()

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects and people.

& Field strengths from fixed RF transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur
radio, AM and FM radio broadcast and TV broadcast 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 BiliBed is used exceeds the applicable RF compliance level above, the BiliBed should be observed to verify normal
operation. If abnormal operation is observed, additional measures may be necessary, such as reorienting or relocating the BiliBed.

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m

IEC 60601-1-2, Table 6

Recommended separation distance between portable and mobile RF communications equipment and the

BiliBed

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

munications equipment.

Rated maximum Electromagnetic environment-guidance

output power of

transmitter 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
w d=0.35/P d=0.35/P d=0.7/P

0.01 0.04 0.04 0.07

0.1 0.11 0.11 0.22

1 0.35 0.35 0.70

10 1.1 1.11 2.21

100 3.50 3.50 7.00

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 trans-

mitter in watts (W) according to the transmitter manufacturer.
NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2 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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