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Product identification

e Model name: MOOVE Enteral Feeding Pump

o Device type: Portable Enteral Feeding Pump

e Rated operating voltage: 5V DC, 2.4A

e Battery: Li-ion 3.6V, 3400 mAh (INR18650-35E)

o Classification: Class Ila medical device (according to Regulation (EU)
2017/745)

e Protection against electric shock: Internally powered equipment -
Type BF applied part

e Ingress protection: |P22

e Mode of operation: Intermittent use
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1. Description and use

Enteral feeding pump for intermittent administration in
homecare settings.

Moove is a portable enteral feeding pump intended primarily for use
in homecare and low-complexity care environments, including private
homes and long-term care facilities. It is designed for patients requiring
intermittent or bolus administration of enteral nutrition through a
feeding tube.

The device uses an electric motor to drive a peristaltic system that
delivers enteral nutrition at a controlled rate. Its operation is simple
and intuitive, with a basic user interface and a keypad selector to
choose from five fixed flow rates (200, 400, 500, 600, or 800 mL/h).

It includes:

o A safety sensor to detect the presence of enteral nutrition solution
in the tubing and to stop the infusion when the container is empty.

e An operating time counter that allows the user to monitor the
duration of administration.

The Moove Enteral Feeding Pump is intended for use under continuous
visual supervision by the patient or a caregiver. It is particularly
suitable for the administration of pre-filled, single-use containers
ranging from 200 to 500 mL per dose, typically administered 3 to 5
times per day.

The device can operate both connected to the mains and on battery
power. lts integrated rechargeable battery provides a minimum
autonomy of 9 hours.

Moove Enteral Feeding Pump is classified as a Class Ila medical device



under the Medical Device Regulation (EU) 2017/745.



Features
o 5 fixed flow rates:
e 200 ml/h, 400 ml/h, 500 ml/h, 600 ml/h, and 800 ml/h.

e Designed for intermittent or bolus administration of enteral nutrition
in homecare settings.

e Simple and intuitive operation, suitable for use by patients or
caregivers under medical supervision.

o Portable design with integrated rechargeable battery (minimum 10-
hour autonomy) for flexible use inside and outside the home.

e The feeding set includes a cap with different threaded connectors,
allowing compatibility with all standard clinical enteral nutrition
containers (collapsible bags, Tetra Pak®-type cartons, plastic or glass
bottles), as well as with large-volume syringes featuring an ENPlus™
connection.

e Continuous feeding mode, activated upon pressing the Start button
and maintained until the programmed volume is delivered or the
container is empty.

e Air-in-line detection sensor integrated into the tubing slot, with
automatic motor stop and visual/audible alert when the container is
empty.

o Non-sterile medical device. Not intended for sterilization. To be used
with sterile, single-use administration sets.



2. Intended use

The Moove Enteral Feeding Pump is intended for patients with medical
conditions that compromise normal swallowing or oral intake - such as
neurological disorders, postoperative recovery, cancer, or other
chronic illnesses - and who require enteral nutrition through a feeding
tube.

The device is designed for intermittent or bolus administration of
enteral nutrition, typically in volumes of 200 to 500 ml per dose, aiming
to emulate physiological meal patterns.

The Moove Enteral Feeding Pump is intended for use by healthcare
professionals, as well as by patients or caregivers. The device features
a simplified user interface with predefined flow-rate settings and is
designed to be safely operated based on the Instructions for Use (IFU),
without the need for device-specific training programs provided by the
manufacturer.

Its use is intended for homecare environments, but it can also be used
in long-term care facilities, such as nursing homes or centers for
individuals with physical or neurological disabilities, as well as in
hospital outpatient settings.



3. Indications for use

Intended patient population:

The Moove Enteral Feeding Pump is intended for patients requiring
intermittent enteral nutrition due to conditions that impair oral intake

or deglutition. This includes, but is not limited to:

o Elderly individuals or patients with frailty and/or functional decline.

o Patients with neurological diseases (e.g., stroke, Parkinson’s disease,

ALS).

e Oncology patients undergoing treatment or with advanced disease.

e Immunocompromised patients (e.g., due to chronic illness or

chemotherapy).

e Pre- and post-operative patients with temporary or prolonged need

for enteral support.

This device is intended for use in patients who require nutrition through
a feeding tube and are capable of being managed in low-acuity
settings, including home care, nursing homes, or outpatient
environments. This device is intended to be used by healthcare
professionals, and patients or caregivers. No special technical skills are
required for normal operation beyond the information provided in

these instructions.



Contraindications:

The Moove Enteral Feeding Pump must not be used in the following
cases:

e In oxygen-rich environments, due to the risk of fire or explosion.

e For critical care patients, or in intensive care units where advanced
monitoring and infusion systems are required.

e For parenteral (intravenous) nutrition.
e For veterinary use or on non-human subjects.

e With enteral feeding sets that are not validated as compatible with
the Moove system.

e By placing the pump or feeding set directly in the patient's mouth
or ostomy.

e With power adapters that have not been validated or provided by
the manufacturer.

e With high-viscosity feeding formulas that may obstruct the feeding
set or tube.

e For administration of medication via the feeding set.

e In ambulances, aircraft, helicopters, or hyperbaric chambers,
where mechanical stability or pressure variations could affect safe
operation.
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Warnings and precautions

e Discard and replace the cap and feeding set after 24 hours of use to
reduce the risk of microbial contamination.

e Always clean the device after each use. Avoid prolonged exposure
to cleaning agents, as this may damage the pump’s components.

e Pay close attention to any alarm message displayed or sounded by
the device.

e Ensure that the nasogastric or gastrostomy tube is securely
connected to the pump’s EnFit™ connector.

e Always place the pump on a stable, flat surface or stand during
operation. Do not position the pump in a way that makes it difficult to
access or operate the power supply disconnection device. Ensure that
the power supply plug remains easily accessible at all times.

e The operation of the pump must be supervised by the patient or
caregiver during the administration of enteral nutrition.

e The pump may operate on battery power or connected to a power
adapter. It is recommended to connect the pump to a power supply
during feeding, when possible.

e Ensure the patient is in an appropriate, upright position during
feeding to minimize the risk of aspiration and improve digestive
tolerance.

e Portable RF communications equipment (including cables and
external antennas) should be used no closer than 30 cm (12 inches)
from the device to prevent degradation of performance.

e Use only accessories, adapters, and cables specified or provided by
the manufacturer. Use of non-specified components may result in
increased electromagnetic emissions or reduced immunity, potentially
affecting device performance.
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e Avoid placing the device adjacent to or stacked with other medical
devices unless verified that both operate normally under such
conditions.

e The device must not be used in the vicinity of high-frequency
surgical equipment, MRI systems, or in environments with explosive
gases (e.g., oxygen-rich atmospheres).

e To ensure proper hydration of the patient and minimize the risk of
contamination, it is recommended to flush the feeding set with water
after each use. This can be done using a large-volume syringe (with a
compatible ENPlus™ connector) that connects to the feeding set. This
procedure supports patient hydration and helps clean the internal
tubing.

In the event of pump malfunction, the enteral formula can be
administered using the same syringe manually or by gravity. This
ensures continuity of nutritional support, as recommended in clinical
guidelines for low-risk patients receiving bolus feeding at home.

Hazards and Safety Precautions

Please read and follow all safety instructions to minimize risk to the
patient and operator:

e Strangulation hazard: Avoid placing the pump, feeding set, or power
cables in a way that could wrap around the patient’s neck, especially
in children or bedridden patients.

e Risk of inhalation or swallowing of small parts: Do not leave loose
caps, connectors, or components within reach of children or patients
with reduced cognitive capacity.

o Allergic reactions: The components of the feeding set and pump that
are in contact with enteral nutrition or skin are manufactured from
biocompatible materials compliant with ISO 10993-1. Allergic reactions
are highly unlikely but discontinue use and seek medical advice if any
signs of reaction occur.

e Contact injuries: Do not insert fingers or foreign objects into the
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pump’s rotor area. Moving parts can cause pinching or minor injury.
Always ensure the pump is turned off and disconnected from power
before cleaning or handling internal components.

Contraindications and performance precautions

This device has no specific contraindications for its intended use;
however, the operator must always ensure correct placement of the
feeding set and respect the prescribed flow rates.

Precautions regarding performance changes

If any unexpected changes in performance occur — such as alarms,
abnormal flow rates, screen malfunctions, or unusual noises — stop
using the device immediately, disconnect the power supply, and
contact the manufacturer or its authorized representative. Do not
attempt to repair or modify the device.

Environmental precautions

Do not expose the device to environmental conditions outside the
specified operating, storage, and transport ranges (temperature,
humidity, pressure). Failure to comply may impair device safety and
performance. Refer to Chapter 8 Storage, Transport and Operating.

To ensure the safe and proper operation of the pump, avoid exposing
the device to the following conditions:

e Dust, lint and dirt: Accumulation of dust or lint may obstruct the
feeding set, block sensors, or interfere with the pump’s performance.
Keep the pump in a clean environment and regularly wipe the external
surfaces as described in the cleaning instructions.

e Direct sunlight or intense light: Avoid exposing the pump to direct
sunlight or other intense light sources for prolonged periods, as this
may cause overheating, damage to the casing materials, or affect the
readability of the display.
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e Pets and pests: Prevent pets or pests from chewing, biting, or
damaging the feeding set, tubing, or power cables, as this could
interrupt feeding and create a risk of leakage or contamination.

e Children: The pump is not a toy. Do not allow children to play with
the pump, the feeding set, or the power cables. Improper handling may
result in malfunction, accidental disconnection, or personal injury.

Disposal and end-of-life management

e Feeding set
The feeding set is single-use only and must be discarded after a
maximum of 24 hours of use to avoid contamination and infection risk.

After use, dispose of the feeding set according to local regulations for
biological or clinical waste. Do not reuse or resterilize the feeding set.

e Enteral feeding pump

At the end of its expected service life, the pump must be disposed of
in accordance with the applicable regulations on waste electrical and
electronic equipment (WEEE) and battery disposal.

SmartHEN S.L. is a registered producer of electrical and electronic
equipment and batteries and is a member of a collective waste
management system in compliance with Royal Decree 110/2015 on
WEEE and Royal Decree 106/2008 on batteries and accumulators.

Do not dispose of the pump or its integrated battery as unsorted
municipal waste.

Return the pump to the manufacturer or authorized representative for
proper environmental management.

Environmental symbol: this device bears the WEEE symbol (crossed-out
wheeled bin) indicating that it must be collected separately for
environmentally sound recycling.
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Warning — Unauthorized modifications

Do not modify or attempt to repair this device. Any unauthorized
modifications to the pump, power supply, or accessories may
compromise its safety, performance, and compliance with applicable
regulations.

During the warranty period, the device will be replaced if a malfunction
is confirmed. The returned unit will be managed as regulated medical
waste in compliance with applicable environmental regulations.

Unauthorized modifications may void the warranty, invalidate
regulatory approvals, and increase the risk of patient harm.

Assistance and reporting

Lay operators or lay caregivers should contact the Manufacturer or its
authorized representative for any assistance with the setup, use, or
maintenance of the Moove Enteral Feeding Pump, or to report any
unexpected operation, malfunction, or adverse event.
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4. Product details

| 4.1. Enteral feeding device |

( Front view ]

Feeding set cup

Enteral feeding
pump
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4.2. Components for administration

Enteral nutrition container (not

/ included)

Enteral feeding set (disposable)

Enteral feeding pump
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| 4.3. Enteral feeding pump

17

Rotor with rollers

User interface

Charging
port

Fluid sensor
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| 4.4. Enteral feeding device cup

Container connector

Feeding tube /

ENFit™ connector

Cap release tab Pinch clap

Feeding tube inserted into the fluid sensor by applying lateral pressure:

L /LI

=)
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5. Use and handling

| 5.1. Instructions for use |

1. Place the enteral feeding pump — switched off — on a horizontal
and stable surface.

2. Open the package containing the disposable enteral feeding set
(cap) and close the pinch clamp.

3. Attach the prescribed enteral feeding container (bag, bottle, or
tetra pack) to the feeding set cap by screwing it tightly. Prepare
the administration tube as described in section 4.2.

4. Mount the cap onto the pump (see 4.3) and insert the
administration tube into the fluid sensor until it clicks into
position.

5.  Connect the ENFit™ connector of the feeding set to the patient’s
feeding tube.

6. Switch on the device using the control buttons, pressing and
holding the power button @ for approximately 2 seconds.
7. Select the prescribed flow rate using the control buttons ( @ and

). The motor will start automatically.

e The display shows the enteral feeding flow rate (ml/h) and the
elapsed feeding time (minutes).

8.  Wait until the solution inside the enteral feeding container has
completely emptied.

e The fluid sensor automatically detects air and stops the motor when
the dose is finished.
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9. Flush the administration tube after each feeding using a large-
volume syringe with an ENPlus™ connector, as described in Clinical
Recommendations.

e This procedure supports patient hydration, reduces the risk of tube
obstruction, and minimizes contamination.

10. Turn off the device by pressing and holding the power button for
approximately 3 seconds.

Note:

In the event of pump malfunction, the enteral nutrition formula can be
administered manually using the same ENPlus™ syringe or by gravity
feeding. This ensures continuity of nutritional support, as
recommended by current clinical guidelines for low-risk home care
patients.
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5.2. Preparing the administration tube

Before placing the feeding set on the pump, it is essential to prime the
administration tube to avoid introducing air into the patient’s digestive
system. Follow these steps carefully:

1.

Screw the feeding set cap tightly onto the enteral feeding
container (bag, bottle, or tetra pack).

Invert the container so that it faces downwards

Open the pinch clamp and allow the enteral formula to flow
by gravity through the administration tube until the solution
reaches the ENFit™ connector at the distal end.

Close the pinch clamp immediately to prevent spillage.

The feeding set is now primed and ready to be mounted on
the pump (see section 4.3) and connected to the patient’s
feeding tube.

Close the pinch clamp Fill the entire cap tube
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5.3. Placing the feeding set cap on the pump

1. Position the cap: Hold the feeding set cap vertically above the pump
and align the guides on the cap with the guides on the pump housing.

2. Mount the cap: Push the cap straight down into the guides and then
slide it backwards firmly until you hear a “click”. This sound confirms
that the cap is properly locked in place.
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3. Check the position: Verify that the feeding set cap is fully seated
and secured on the pump. The cap should be stable and aligned without

gaps.

4. Removing the cap: To detach the feeding set cap, press the
decoupling tab on the back of the cap, push the cap forward, and then
lift it vertically to remove it from the pump.
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5.4. Connecting the administration tube to the
fluid sensor

To ensure proper detection of air in the line and safe administration of
the enteral formula, the cap tube must be correctly positioned in the
fluid sensor.

1. Locate the fluid sensor at the rear of the pump (see diagram).

2. Hold the cap tube firmly and insert it sideways into the fluid
sensor slots.

3. Apply gentle pressure until the tube is fully seated and securely
positioned.

4. Check that the tube is straight and free from kinks, twists, or
compression points.

5. Make sure the tube remains properly inserted throughout the
feeding session to ensure accurate detection of air and correct
triggering of the “No Solution” alarm.

Note:
Correct placement of the administration tube is essential for:

e Ensuring reliable fluid detection.
e Preventing accidental administration of air to the patient.

e Enabling the pump to stop automatically when the enteral formula
container is empty.



5.5. User interface: Power ON and flow rate
selection

[ Interface front view }

Screen

/\) < Increase flow rate

i
@ < Decrease flow rate

Power button ON / OFF
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Operation steps
Power ON

Press and hold the power button .for approximately 2 seconds
until the screen turns on.

Select flow rate

Press the button .to increase the flow rate.

Press the button .to decrease the flow rate.

Available flow rates: 200, 400, 500, 600, and 800 ml/h

Power OFF

Press the power button for 3 seconds.

Alarm Mute control

When an alarm is active, a short press (<1 s) of the Power ON/OFF
button enables Mute (120 s). A long press (-3 s) powers the device off
and must not be used to mute alarms.
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6. Screens and indicators

Home screen

After turning on the pump, the device performs an automatic self-
check for approximately 2 seconds, followed by the display of the
Moove logo and the current operating settings.

SELF CHECK
2 2
N  (loove [N

Flow rate indicator [ml/h]

Displays the selected enteral feeding flow rate in millilitres per hour.
Available settings: 200, 400, 500, 600, and 800 ml/h.

oof]]  wo0{]]  weed]]  wsn(]  wsn)]  wsEH)

000 200 400 500 600 800

Battery indicator

Shows the current battery status:

e Four full bars — battery fully charged.

e One bar — low battery, connect the charger.

an @) @ > @ > (>
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Time indicator [minutes]

Indicates the elapsed time of feeding administration, expressed in
minutes (000 to 060).

WE® 000, 001, ..., 060

Alarm Mute (temporary silence)

When an alarm is active, a short press (<1 s) of the Power ON/OFF
button activates Mute, temporarily silencing the audible alarm for 120
seconds.

The visual alarm message remains on screen and a Mute icon (bell with
a slash) is displayed while the alarm is silenced.

The audible alarm reactivates automatically when the 120-second
period ends if the condition persists, or immediately if a new alarm
occurs.

Note: Turning the device off requires a long press (=3 s) and must not
be used as a muting method.

6.2. Alarms and system notifications

The Moove Enteral Feeding Pump uses visual screen messages and
audible signals to notify the user of relevant situations during setup or
feeding.

All alarms are low priority in accordance with IEC 60601-1-8 and IEC
60601-2-24. Audible alarms follow a uniform pattern of 2 pulses per
alarm cycle (pulse duration ~125 ms within 90-200 ms; pulse spacing
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~200 ms £10%).

In homecare or nursing environments, clinical supervision is
recommended.

System notifications

Icons and on-screen messages provide clear information about the
pump’s status:

e No Solution: indicates that the feeding container is empty or the fluid
sensor detects air in the feeding line. The pump stops automatically to
avoid delivering air into the patient’s digestive system and will not
resume until the condition is corrected.

Recommended action: Replace the feeding container or check the line

o System Error: Displayed if the air-in-line sensor fails its initial self-
check, or if a poor connection with the electronics is detected while
the pump is in use. The motor stops and the alarm is activated.

- Feeding cannot start until the issue is resolved and the device is
restarted.

- The pump will not attempt to operate in this condition, which avoids
any risk to the patient.

 Motor Blocked: Indicates that the rotor cannot turn because the
mechanism is obstructed or the resistance in the feeding line is
abnormally high (e.g. kinked tubing, closed clamp, mispositioned cap,
or excessive viscosity of the formula). The pump stops immediately and
will not resume until the blockage is removed and the device is
restarted.

« Charge: Indicates that the battery level is low and requires charging.
Feeding continues normally, but the device should be connected to the
power adapter as soon as possible.
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No SYSTEM Motor

Solution ERROR Blocked

No solution System error Motor Blocked

m

LI

CHARGE

Low battery

Charge Low battery

Battery status messages

e Charge: Battery power is nearly depleted; connect to power soon.
e Charging: Battery charging.
e Charged: Battery fully charged and ready to operate.

o Low battery: Battery is empty. Pump stops and switches off.

¥ CHARGED

CHARGE

Charge Charging Charged

LI

Low battery
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Low battery

Verification of the alarm system

The alarm system of the Moove Enteral Feeding Pump is based on visual
screen messages combined with audible signals.

During the initial self-check, the device automatically verifies the
correct electrical connection of the in-line air detection sensor. This
sensor is also monitored continuously during operation and is the only
sensor capable of triggering a System Error alarm. If the air-in-line
sensor fails either the initial or continuous verification, a System Error
message will be displayed and feeding cannot start until the issue is
resolved and the device is restarted.

While Mute is active, the visual message and the Mute icon remain on
screen, ensuring the user is aware that an alarm condition is still
present.

= =
No SYSTEM =
Solution ERROR

CHARGE

Operator position
The operator should ensure that the pump’s display and visual

indicators are clearly visible and that audible signals can be heard
during operation.

Delay in alarm activation

There is no intentional delay in the activation of alarms. Visual and



32

audible notifications are triggered immediately when the
corresponding condition is detected.

Classification of alarms and notifications

The Moove Enteral Feeding Pump uses visual and audible signals to
inform the user about relevant situations. Alarm conditions are
classified as follows, in compliance with IEC 60601-1-8:

Technical alarms

o System Error

o No Solution
Informative notifications (non-critical)

o Motor Blocked
e Charge

e Charging / Charged
Note: The Moove Enteral Feeding Pump does not generate physiological
alarms, since it does not monitor patient parameters directly.

Alarm Signal Characteristics

The Moove Enteral Feeding Pump implements five alarm conditions
designed to ensure safe operation: System Error, No Solution, Motor
Blocked, Charge and Low Battery. All alarm conditions are low priority.
Audible alarms use a harmonized pattern of 2 pulses per cycle. Alarms
are differentiated by their on-screen message and repetition interval,
and by the pump behavior (stop/continue). A temporary Mute (120 s)
is available for all audible alarms; visual indicators remain active
during Mute.

Alarm Priority and Behavior

In accordance with IEC 60601-1-8 and IEC 60601-2-24, all alarm
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conditions are classified as low priority, since a short interruption or
delay in enteral nutrition does not pose an immediate or serious risk to
the patient.

Audible alarm signals have a uniform sound pressure level but are easily
distinguishable through unique combinations of:

o Display message: clear and specific text shown for each alarm.

e Auditory pattern: distinct pulse counts, durations, and repetition
intervals.

e Pump behavior: stopping or continuing infusion depending on the
situation.

Alarm Conditions

Trigger Display Pump .
A Condition Message Behavior SLEL P
Failure of the in-
line air detection Pump cannot 2 bulses. repeats
System sensor during the “System start or = P » rep
s » . every 20s
Error initial self-check Error continue .
. . Stop after 15 min
or during operation
operation
Miiar thor ]e;rpmed OF wpmotor " 2 pulszes, repeats
Blocked mls-pOSItloned Blocked” otor stops every 20s )
feeding set Stop after 15 min
Pump 2 pulses, repeats
Charge Battery voltage < “Charge” continues every 20s
3.35V : - :
infusion uninterrupted
Low Battery voltage < “Low Zgg‘p osvtgi: évgulseszbsrepsta; S
Battery 3.3V Battery” p y P

off after 1 min
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2 pulses, repeats
every 20 s Stop
after 15 min

No Air detected in “No Solution” Pump stops
Solution  the feeding line immediately

Additional Safety Features

o No adjustable alarm limits: Users cannot modify thresholds, ensuring
consistent safety.

e Temporary alarm Mute (120 s): Audible alarms can be silenced for up
to 120 s; visual indicators remain active; sound reactivates
automatically if the condition persists or a new alarm occurs.

e Real-time activation: All alarms are triggered immediately upon
detection.

o Visual reinforcement: All alarm conditions display unambiguous text
on-screen.

Note: Audible signals are designed to be distinguishable from any other
sounds produced by the device, ensuring clear recognition by the
operator.



7. Troubleshooting

Message

Charge

Low
battery

No
solution

System
Error

Issue

The pump’s battery is
almost empty.

Approximately 30
minutes of battery life
remain from the time this
message appears.

The battery is fully
depleted, and the pump
has stopped working.

The pump has stopped
working.

The enteral formula
inside the container has
run out.

The cap tube has not
been inserted, or it has
been inserted incorrectly
in the enteral feeding
device sensor.

Malfunction of the in-line
air  detection  sensor
during the initial self-
check or during
operation.

~

~

~

~

Action

Connect the pump to the power
adapter and plug it into an AC
outlet.

Continue enteral
prescribed.
Connect the pump to the power
adapter and resume feeding once
the charging indicator shows
sufficient battery level.

feeding as

To continue the feeding process,
replace the feed container and
repeat the preparation steps.

Ensure that the cap tube is
correctly inserted into the fluid
sensor.

If no replacement container is
available, disconnect the pump.

Disconnect the pump from the
patient.

Notify the manufacturer
authorized distributor.

or



Message

Motor
Blocked

Issue

The pump has detected
that the rotor cannot turn
due to a mechanical
blockage or  abnormal
resistance in the feeding
set (kinked tube, closed
clamp, misaligned cap,
excessive  viscosity, or
internal mechanical fault).
The pump has stopped to
prevent damage and ensure
patient safety.

~

~

~

~

~
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Action

Stop the feeding process and
disconnect the pump from the
patient.

Check that the feeding set cap is
correctly mounted on the pump and
that the administration tube is
properly positioned in the fluid
sensor and around the rotor.

Ensure that the pinch clamp is fully
open and that the tube is not bent,
twisted, or compressed.

Verify that the enteral formula is
suitable for use with the Moove
Enteral Feeding Pump and that it is
not excessively viscous or containing
large particles or clots.

If the Motor Blocked message
reappears after repeating the setup,
stop using the device and contact
the manufacturer or authorised
distributor.
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8. Cleaning and maintenance

To ensure proper functioning and extend the lifetime of the device,
follow these cleaning and maintenance instructions carefully.

General recommendations:

e Inspect the pump daily for visible damage or spills.
e Wipe up any spills immediately.

o Always switch off the pump and disconnect it from the power supply
before cleaning.

e Do not immerse the pump in water or any other liquid.

e Do not subject the device to sterilization, autoclaving, high
temperatures, vapour, ethylene oxide, or radiation.

e Avoid spraying water or cleaning solutions directly into the pump.

Routine cleaning:

o Use a soft, lint-free cloth dampened with lukewarm soapy water.
e Gently clean the external surfaces of the pump.

e Dry the pump carefully with a clean, dry cloth.

¢ Do not remove the rotor unless strictly necessary.

e If the rotor is removed, ensure that all rollers rotate freely before
reassembling
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Disinfection procedure

If disinfection is required:

e Recommended solution: 40% ethyl alcohol dilution.

o Moisten a soft cloth with the disinfecting solution and carefully clean
the pump.

o Allow the solution to act for at least 5 minutes (or longer if specified
by the disinfectant manufacturer).

e Wipe the surfaces again using a damp cloth with clean water.
o Allow the pump to air dry completely before reuse.

e Warning: Prolonged exposure to cleaning or disinfecting solutions
may damage the pump’s surface and internal components.
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9. Storage, Transport and Operatin

Normal Operating Conditions:

The device is designed to operate safely under the following
environmental parameters:

e Ambient temperature: -5 °C to +36 °C

e Relative humidity: 15 % to 90 %, non-condensing

e Atmospheric pressure: 50 kPa to 106 kPa

e Environment: Indoor use only; protect from direct sunlight, liquids,

and excessive dust.

Note: Before using the device, allow it to acclimatize to the ambient
conditions if it has been stored or transported at extreme
temperatures.

Transport and Storage Conditions:

When the device is packaged for transport or stored before use, the
following environmental conditions apply:

e Temperature ranges:
-25°Cto+5°C
+5°C to +35 °C at up to 90 % relative humidity (non-condensing)
35°C to +70 °C at a maximum water vapour pressure of 50 hPa

o Relative humidity: Up to 90 % (non-condensing)
e Atmospheric pressure: 50 kPa to 106 kPa

o Protect the device from mechanical shock, vibration, dust, and direct
sunlight.
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Handling After Storage or Transport:

o After unpacking or removing the device from long-term storage,
allow it to stabilize at room temperature before use.

e Do not operate the device if condensation is present; allow it to dry
completely.

o Inspect the device visually to ensure it is free from damage before
reuse.
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10. Technical Specifications

The Moove Enteral Feeding Pump is a rotating peristaltic pump
powered by an electric motor and controlled by a microprocessor. It is
designed for the administration of enteral nutrition solutions at
controlled flow rates, ensuring safe and effective feeding.

PRODUCT NAME Moove Enteral Feeding Pump
Di . Length 103,05 mm x Width 90 mm x Height 77,90
imensions
mm
Weight Pump: 302 g Infusion set: 23 g
Alarm: Air inside the
Yes
tube
Alarm: Low battery Yes
Initial self-check Yes

Feeding flow rate (ml/h) 200 - 400 - 500 - 600 - 800

+15% verified by checking the RPM corresponding
to flow rates of 200 ml/h and 800 ml/h. Each
manufactured unit is subsequently tested under
these conditions

Accuracy

Max. operating pressure  67.0 kPa (measured at 800 ml/h with water)

Battery specifications ACUM: LI-ION; INR18650-35E; 3,6V; 3400mAH

Max. charging time 8.5h

9 h at the maximum flow rate 15 h at the
minimum flow rate

The internal Li-ion battery (Samsung
INR18650-35E, 3,6V, 3.400 mAh) is designed to
provide a typical service life of at least 500
complete charging cycles under normal
operating conditions, which corresponds to
approximately 5 years of typical use.

After this period, the battery capacity may
gradually decrease.

Max. battery life

Battery service life



Expected service life of
the Moove Enteral
Feeding Pump

Expected service life of
parts and accessories

Shelf life of parts and
accessories

Power adapter and plug

Transport conditions

Water resistance
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The expected service life of the Moove Enteral
Feeding Pump is 5 years under normal operating
and maintenance conditions, as defined in this
manual.
The disposable feeding set is intended for single-
patient use only and must not be reused
The feeding set has a shelf life of 5 years from
the date of manufacture, provided it is stored
under the recommended storage conditions
indicated on the packaging (temperature,
humidity, and protection from sunlight)
External AC/DC NGE12105-USB
AC PLUG-EU4.
Input: 100-240V~ ;50-60 Hz

0,5-0,25A
Output: 5V DC ~ 2,4A

See Section 8. Storage, Transport and Operating
Conditions

1P22
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11. Applicable standards

e EN 60601-1. Medical electrical equipment. Part 1: General
requirements for basic safety and essential performance.

e EN 60601-1-2. Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral
Standard: Electromagnetic disturbances - Requirements and tests.

e EN 60601-1-6. Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential performance - Collateral
Standard: Usability.

e EN 60601-1-8. Medical electrical equipment - Part 1-8: General
requirements for basic safety and essential performance - Collateral
Standard: General requirements, tests and guidance for alarm systems in
medical electrical equipment and medical electrical systems.

e EN 60601-1-11. Medical electrical equipment - Part 1-11: General
requirements for basic safety and essential performance - Collateral
Standard: Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment.

e EN 60601-2-24. Medical electrical equipment - Part 2-24: Particular
requirements for the basic safety and essential performance of infusion
pumps and controllers.

e EN 60529. Degrees of protection provided by enclosures (IP Code). EN
62304. Medical device software - Software life cycle processes.

e EN 62366-1. Medical devices - Part 1: Application of usability
engineering to medical devices.

o SO 15223-1. Medical devices - Symbols to be used with information to
be supplied by the manufacturer - Part 1: General requirements.

e SO 20417:2021. Medical devices - Information to be supplied by the
manufacturer.
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e |SO 14971:2019. Medical devices - Application of risk management to
medical devices.
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12. Symbols

Consult the Instructions for Use
Warning: always read instructions before use.

Waste electrical and electronic equipment
Dispose according to Directive 2012/19/EU (WEEE).

CE marking (European Conformity)
In compliance with Regulation (EU) 2017/745.

Manufacturer
In compliance with Regulation (EU) 2017/745.

Date of manufacture

Serial number

RE Reference number

Type BF applied part
In compliance with standard IEC 60601-1

> & [ & E & 1=

Caution: Refer to warnings and precautions in the Instructions
for Use

>



13. Accesories
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| 13.1. Package contents

x Moove enteral feeding pump

L] L]
- -

x USB A power adapter

L]
-

x USB A to USB C power cable

L]
-

x Instructions for Use

13.2. Power supply

Power adapter

e Input 100-240V AC

e Output USB-A 5V DC at 2.4A AC
(USB connection)

e PLUG-EU4

+ power cable
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4.

Special precautionary measures are applied to this device with respect
to electromagnetic compatibility (EMC). To avoid electromagnetic
disturbances, the device can only be operated in accordance with this
manual.

The ESSENTIAL PERFORMANCE of the Moove Enteral Feeding Pump is
intended to ensure controlled delivery of enteral nutrition at the
selected flow rates (200 ml/h, 400 ml/h, 500 ml/h, 600 ml/h, 800
ml/h) during normal operation, with an accuracy of up to +15%. In the
event that electromagnetic disturbances or other abnormal conditions
affect the delivery function, the pump is designed to stop infusion and
generate a visual and audible alarm to inform the operator. In such
conditions, delivery accuracy is no longer applicable, and patient
safety is maintained by interruption of feeding and appropriate user
intervention. If a malfunction cannot be corrected by restarting the
device, contact “SMARTHEN S.L.” or your local distributor.
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Manufacturer's Declaration - Electromagnetic
Immunity:

This device maintains basic safety and essential performance when used in the electromagnetic
environment specified below. The customer or user of the device must ensure that it is used
in such environment.

Immunity Test

IEC 60601
Test Level

Compliance Level

EMC Environment-Guidance

2kV, +4 kV, 16
kV, +8 kV indirect
Electrostatic +8 kV contact| contact The flqor should be wood, concrete, or
. ceramic. If the floors are covered with
Discharge ~ (ESD) 2KV, 24 KV, 26 synthetic material, the relative
IEC 61000-4-2 +15 kV air kV, +8 kV contact humidity should be a;t least 30%
2KV, +4kV, Y :
+8 kV, +15 kV air
Electrical Fast The quality of the electrical supply
Transient/Burst 2 le' for] 2 k\l/ for AC power should be that of a typical
IEC 61000-4-4 power lines | supply commercial or hospital environment.
+1 kV line(s)| +1 kV differential|
to line(s) mode The quality of the electrical supply
surge [EC 61000 should be that of a typical
) +2 kV line(s)| 2 kV  common| commercial or hospital environment.
to ground mode
Power Frequency The frequency of magnetic fields
(50/60 Hz) 30 A/m 30 A/m should be at levels characteristic of a
Magnetic Field typical location in a commercial or
IEC 61000-4-8 hospital environment.
g g% uT for The quality of the electrical supply
Voltage Dips, u; 8 cycles; 0 0% UT for 0.5 to | should be that of a typical
Short % ? 7| 8 cycles; 0 % for commercial or hospital environment. If
Interruptions, for 1 cycle; 1 cycle; the user of this device requires
and Voltage ’ continuous operation during
Variations ol 26 o UT for 70 % UT for 25 power supply interruptions, it is
Power Lines IEC 25 cycles; 0 cycles; 0 % for 5| recommended that the device be!
61000-4-11 % ’ sec powered from an uninterruptible

every 5 sec

power supply or battery.
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3 Vrms 150
kHz 3 Vrms 150 kHz Portable and mobile RF
Conducted  Rf| ' 80 MHz|to 80 MHz and 6| communication equipment should
IEC 61000-4-6 |and 6 Vrms | Vrms not be used closer to any part of
this device, including cables, than the
ISM ISM Frequency recommended separation distance
Frequency calculated
from the applicable equation to the
transmitter frequency.
Recommended Separation Distance
d=1.2VP
d=1.2+/P 80 MHz a 800 MHz
d=2.3 VP 800 MHz a 2.7 GHz,
where P is the maximum transmitter
3V/m 80 MHz 3V/m 80 MHz output powgrin watts (W) according to
a2.7 GHz 22.7 GHz the transmitter manufacturer and d
modulation ’ : is the separation distance
dulat: AMyY9-
Conducted  RF|AM y 9-28 stovl;n? ](3325 MH); 4| in meters (m). The field strength of
IEC 61000-4-3 V/m 385[ ¢ 0 fixed RF transmitters, as determined
MHz a 6.0 G.Hz pulsed by an electromagnetic site survey A,
GHz  pulsed modulation should be less than the compliance
modulation level in each frequency range B.
Interference may occur in the vicinity of
equipment  marked  with  the
following symbol:
Radiated RF

NOTE 1 UT is the AC mains voltage prior to application of the test level NOTE 2 At 80 MHz and
800 MHz, the higher frequency range applies.

NOTE 3 ISM bands (industrial, scientific and medical) between 0.15 MHz and 80 MHz are 6.765-
6.795 MHz; 13.553-13.567 MHz; 26.957-27.283 MHz and 40.66- 40.70 MHz.

NOTE 4 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection by structures, objects, and people.

The field strength of fixed transmitters, such as base stations for radio (cellular/wireless)
telephones and land mobile radios, amateur radio, AM/FM radio broadcast 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 at the location of this device exceeds the applicable RF compliance level above,
the device should be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary, such as reorienting or relocating this device.

In the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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This device maintains basic safety and essential performance when used in the
electromagnetic environment specified below. The customer or user of the
device must ensure that it is used in such an environment.

E{:s'ts:'on (L::‘r’r:rllance EMC Environment-Guidance
This device uses RF energy only for its internal

RF  Emissions Group 1 function. Therefore, its emissions are very low

CISPR 11 and are unlikely to cause any interference in
nearby equipment.

RF  Emissions

CISPR 11 Clase B

. This device is suitable for use in all types of

Har'mgnlc . establishments, including domestic

fErE]sZ;%T)SO-}Z Complies establishments and those directly connected to
the low voltage public power supply network
supplying buildings used for  domestic

Voltage purposes.

fluctuations/

intermittent Complies

emissions

IEC 61000-3-3
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This device maintains basic safety and essential performance when used in an
electromagnetic environment where radiated RF disturbances are controlled.
The customer or user of this device can help prevent electromagnetic
interference by maintaining a minimum distance between portable or mobile
RF communications equipment (transmitters) and this device as recommended
below, according to the maximum output power of the communications

equipment.

Transmitter Separation Distance According to Transmitter Frequency m

gﬁ?éffg:)we, w | 150 kHz a 80 MHz | 80 kHz a 800 MHz | 800 MHz a 2,5 GHz
d=1,2P d=1,2+P d=2,3+P

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23

For transmitters with a maximum output power not listed above, the
recommended separation distance in meters (m) can be estimated using the
applicable equation to the transmitter frequency, where P is the maximum
output power of the transmitter 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 by
structures, objects, and people.

Important information for the user or patient: Any serious incident
related to this product must be reported to the manufacturer at
info@smarthen.com and to the competent authority of the Member
State in which the user or patient is established (www.aemps.gob.es,
for Spain).


mailto:info@smarthen.com
http://www.aemps.gob.es/

SmartHEN"

SMARTHEN, S.L.
C/Viera y Clavijo, 30, 2°, 35002
Las Palmas de Gran Canaria, Spain.

Customer Service Contact: +34 928 223 717
info@smarthen.com
www.smarthen.com

Rev. 05
Feb 2025


http://www.smarthen.com/

	Product identification
	1. Description and use
	Features

	2. Intended use
	3. Indications for use
	Intended patient population:
	Contraindications:
	Warnings and precautions
	Hazards and Safety Precautions
	Contraindications and performance precautions
	Precautions regarding performance changes
	Environmental precautions
	Disposal and end‑of‑life management
	Warning — Unauthorized modifications
	Assistance and reporting

	4. Product details
	4.1. Enteral feeding device
	4.3. Enteral feeding pump
	4.4. Enteral feeding device cup

	5. Use and handling
	5.1. Instructions for use
	5.2.  Preparing the administration tube
	5.3. Placing the feeding set cap on the pump
	5.4. Connecting the administration tube to the fluid sensor
	5.5. User interface: Power ON and flow rate selection
	Operation steps
	Power ON
	Select flow rate
	Power OFF

	Alarm Mute control

	6.  Screens and indicators
	Home screen
	Flow rate indicator [ml/h]
	Battery indicator
	Time indicator [minutes]
	Alarm Mute (temporary silence)
	6.2. Alarms and system notifications

	System notifications
	Battery status messages
	Verification of the alarm system
	Operator position
	Delay in alarm activation
	Classification of alarms and notifications
	Alarm Signal Characteristics
	Alarm Priority and Behavior
	Alarm Conditions
	Additional Safety Features

	7. Troubleshooting
	8. Cleaning and maintenance
	General recommendations:
	Routine cleaning:
	Disinfection procedure

	9. Storage, Transport and Operating
	Normal Operating Conditions:
	Transport and Storage Conditions:
	Handling After Storage or Transport:

	10. Technical Specifications
	11. Applicable standards
	12. Symbols
	13. Accesories
	13.1. Package contents
	13.2. Power supply
	Power adapter
	+ power cable

	14. EMC
	Manufacturer's Declaration - Electromagnetic Immunity:




