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Revision notes of this Manual

The copyright of this Manual is owned by Shenzhen Hawk Medical Instrument Co. Ltd. (herein
after referred to as “Hawkmed”). No unit or individual is allowed to reproduce, modify and
translate any contents stated herein in any form or by any means without the written
authorization of Hawkmed.

This Manual may be subject to revision based on product improvement or update of laws a .
regulations on the premise of conformity to relevant laws and regulations.

This manual is applicable to Nutricare-300H enteral feeding pumps. \/
oD
Revision Date of revision (‘ <3
v0.0.3 07-04-2023 {3\\'

Manual version upgrade notes: ®®
VXYZ 0

V: means version, stating the version number of the informatiodg.

X: indicates the major function update that corresponds to or upgrade of the Manual in
case of a major change of software, hardware or structutg:
Y: indicates a slight enhancement update that corr: (& to an update of the specification in
case of a minor change in hardware, software, or %ﬁ
(no need to re-register the test after evaluatior%O
Z: indicates the corrective update to correc errors or better describe the change or upgrade

in the Manual without any changes tg so@are and hardware. For example, text, illustrations

ure to better use the enteral feeding pump

correction, new illustrations, text tions.



1. Warnings and cautions

‘Warnings
Warnings of operations that, if not followed correctly, may result in risk of personal injury or
death.

a) The enteral feeding pump uses peristaltic rotor mechanism for nutrition feeding, but the .
leakage caused by the disconnection or rupture of the feeding set cannot be detected. Therefs eé
regular checks are necessary to ensure that the above-mentioned faults do not occur during{?l/&
operation.

)
b) The enteral feeding pump must neither be used for arterial or intravenous infugss @)r’for an
infusion of air

¢) The user should ensure that the feeding set is embedded into the tube ta@en installing the
nutrition tube. Otherwise, the expected performance may not be achieve@

d) Please confirm that the feeding set is placed directly into the tub. blocking the detector.
In the case of not properly placed, the above alarm cannot be corgedtly issued.

e) It is recommended to install the flow clip of the nutrition%%ﬂ in the downstream of the
enteral feeding pump for use.

f) The enteral feeding pump should be firmly fixed tQ the infusion stand, and the stability of the
infusion stand should be ensured. When movin, infusion stand and the enteral feeding pump,
please be careful to prevent the enteral feefg\ p slipping, the infusion stand falling or
colliding with nearby objects.

g) The enteral feeding pump should ghsed in parallel with the gravity infusion device,
because the enteral feeding pump ¢ detect the obstruction downstream of the joint or the
liquid emptying in the gravity anfusion line.

h) The enteral feeding p uld not be used in tube lines with excessive negative or positive
pressure, such as in ex oreal circulation circuit. Because in this case, enteral feeding pump
cannot ensure the flo uracy and alarm function of the normal.

i) This enteral @g pump should not be used for blood transfusion.

j) Please instal the feeding set correctly according to the direction indicated by the enteral
%p, otherwise it will be inhaled back.

feedin§
k) T@e teral feeding pump should not be used near flammable liquids or gases.

@ he enteral feeding pump should not be stored or used in an environment with chemically

ctive gases (including the gases used for disinfection) or in a humid environment. This kind of
environment will affect the internal device of enteral feeding pump and may cause the
performance degradation or damage of internal device.

m) The enteral feeding pump cannot be directly powered by on-board power supply. If the
on-board power supply is needed, a voltage regulator or inverter conforming to the safety
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requirements must be installed to turn the on-board output into a stable voltage meeting the
input requirements of enteral feeding pump before it can be used. Otherwise, the enteral feeding
pump may be damaged.

n) Do not rely solely on the alarm system. Medical personnel should make rounds and check on
the process regularly.

0) Please use the feeding set that meets the requirements of this manual, otherwise feeding
accuracy and normal detection alarm cannot be guaranteed.

p) When in doubt about the protective grounding, the internal power supply should be usﬁK’/\'

q) Pay close attention to the patient's status. If vomiting, abdominal distension, diarrhea, , %
abdominal pain, coughing, and changes in breathing patterns occur, they should C with in
time.

r) This enteral feeding pump was designed to meet IEC 60601-1 safety sta@s. For
clarification, purposes, the feeding set is considered an Applied Part and@ een tested and
evaluated accordingly.

s) Restrict the access of other devices network/data couplings o, s@-speciﬁed forming parts
other than the Infusion Monitoring System HK-M1000 th specific software protocols.

t) The pump is susceptible to interference with magne@%generated by the MRI devices.
Use the device within a MRI environment is unavojdable.’Keep a safe distance from the
magnetice field outside the area marked with “Co 0\Ued access area” or MDR symbol. The
safe distance should be established in accordgne%h the Appendix 2 Information of
Electromagnetic Compatibility (EMC) \

are used or unauthorized modifiedgit Will cause malfunctions such as equipment unrecognition,

u) The battery should be changed by Sel@e personnel using a tool. If non-special accessories
accuracy, and alarm

v) WARNING: To avoid th% tf electric shock, this equipment must only be connected to a
supply mains with protecw rth.

w)Please report any %s incident that has occurred in relation to the device to the

manufacturer competent authority of the Member State in which the user and/or patient
is establisﬁ\/@



Cautions
Operations that, if not followed correctly, may result in personal injury or property damage.

a) Please check before use to ensure the normal operation of the enteral feeding pump. In case of
something abnormal, stop the operation immediately and contact our customer service. In
addition, the adhesion or invasion of nutrient fluid may cause the breakdown of enteral feeding
pump and misoperation. Therefore, clean the device and store properly after use.

pump should be connected to the external power supply and charged for at least 12 hours

it is turned on (at least 7 hours when it is turned off). In the case of insufficient charging, the
enteral feeding pump cannot continue to operate with the power provided by the inte@lb‘attery
when the power is cut off.

*
b) Before the first use of the product, or after a long period of not using it, the enteral feedin b
\gée}

¢) When used near electric cauterization equipment, the enteral feeding pump$nay misoperate
due to the influence of high frequency clutter of electric cauterization equipment. The following
steps and measures should be adopted if it is used together with the medigal electric burning
device:

(1) Do not use together with old type (vacuum opening type) {@lc burning device.

(2) The distance between the power cord of the electric ca%fzation equipment or its main
body and the enteral feeding pump should be east 25 centimeters.

(3) The power cords of electric cauterization equipihent and enteral feeding pump should be
introduced from different distribution cgbidets and should be reliably grounded.

d) Mobile phones, wireless devices and de@ators should not be used in the vicinity (within
one meter) of the enteral feeding pump. @erwise, the high frequency noise signal in the
communication may cause the ent%ding pump to misoperate. Please make sure the enteral
feeding pump is grounded, and do ndt Use the above equipment to power the enteral feeding
pump using a power outlet.

e) Do not place the produ@bﬁeas having radiological apparatus or resonance devices or use it
in places with high-pre oxygen therapy.

f) Do not press tl'@eration keys with sharp objects (such as pen point and nail) to protect the
keys or film. @

g) The p &mply adaptor is means of electrically isolating its circuits from main supply.
Please, q’1'fhe feeding bag, feeding set and enteral feeding pump at a certain distance from the
AC C power socket to avoid the short circuit fault caused by spatter or dripping of nutrient
id Mto the socket. Also, make sure the power plug or socket remains dry before the enteral
ing pump is connected to the power supply.

h) In general, please try to use external power supply, which may extend the service life of the
battery to a certain extent. When using a external power supply, please make sure that the
grounding wire of the power supply is well grounded and use only the power cord attached to
the enteral feeding pump. The built-in battery is used as auxiliary power only in the case that the
external power supply cannot be reliably grounded and the external power supply cannot be
used normally (during power failure or mobile feeding).
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i) Do not keep using the nutrition tube for more than 24 hours. When used for a long time, the
feeding set will be deformed and lead to flow error. It is recommended to recalibrate after every
24-hour use. Or replace with a new nutrition tube.

j) The clamping device of the feeding set must be closed and tightened before the feeding set is
taken out, to avoid free flow of nutrient fluid.

k) In the case of low flow feeding, special attention should be paid to the occurrence of
obstruction. The lower the feeding rate is, the longer the occlusion is detected, and the longer t% .
feeding interruption is likely to occur.

1) Keep computer interfaces away from electric burning device, mobile phone, wireless de}{
and cardiac defibrillator to prevent interruption. 0 ]

m) If the enteral feeding pump has suffered a drop or collision, please stop usinghitimmediately
and contact our customer service. The device may be internally damaged eve&@ its appearance
is intact and no alarm goes off during operation.

n) The enteral feeding pump must be operated by or under the guid @clinically trained and
qualified technicians who have received a training related to the u: his device.

0) The product should not be dismantled or modified or usecb(oi\'my purpose other than normal
feeding; otherwise, the Company will not be liable for it.

of the alarm system, the log stored in the system will\ot be affected, but this complete loss of

r) During the complete loss of power supply (pow sh%network and internal power supply)
power will not be recorded in the log as an alarc)é

s) If the same or similar equipment used in independent area uses different alarm presets,
there will be potential dangers, such S @nsive care units, cardiac operating rooms, etc.

t) In order to prevent the loss of pa data and alarm settings when the enteral nutrition pump
is suddenly powered off, the eﬁ%l nutrition pump provides data and alarm settings for
power-down storage. If the $ nutrition pump suddenly loses power, after the enteral
feeding pump is restarte atient's last feeding parameters, alarm information, etc., remain
the same as before the loss, and can be reloaded.U) When the power loss duration does
not exceed 30s, the al setting before the power loss can be automatically restored;

u) When the p@Qloss time does not exceed 30s, the alarm setting before the power loss can be
automatic ored;

v) Bef{ /Jﬁng the enteral nutrition pump, check whether the current alarm preset is applicable
toe atient;

@isk of explosion if battery is replaced by an incorrect type. Dispose of used batteries
cording to the instructions.

x) Adapter shall be installed near the device and shall be easily accessible. The unplug is
considered as a disconnect of adapter. And adapter must be used with a waterproof cover.

y) The product shall be connected to a USB interface of version USB2.0 or higher.



z) Avoid leaving power adapter cord, feeding set tubing or other choking hazards where infants
or young children can become caught. If these objects get wrapped around a child’s neck,
strangulation and death can occur.

The pump, or WIFI module, and disposable feeding set all contain small parts which could
become detached and pose a choking hazard. Some of these components could be inhaled or
swallowed by a small child, toddler, or infant, which could result in suffocation and death. Keep
all small components out of reach of small children.

*
Keep the pets and children away from the device. 3\'6

aa) Please use the following recommended feeding set brand, and the actual feeding set must be
consistent with the feeding set by the system, otherwise there will be problems such 610&9
accuracy and abnormal alarm function.

ab) The heating function of external Heating Strips can only be used by 1nse?&g)g external power
supply.

ac) This device needs to be managed by trained professionals to aV@akage of machine
information. 0

ad) Because the Wifi ports and the USB ports are potential itive medical component,
activity logging is strongly recommended for account&@t and forensic reasons.The
unauthorized user may repudiate the access to the %em.

. -
2. Overview G\CJ
2.1 Features

This enteral feeding pump is com&nd portable. The adaptation of peristaltic rotor structure
brings higher feeding pressur sitivity and feeding accuracy. Easy to use, both suspended
operation and operation on @t p platform are available.

Friendly human-machi rface is easy to operate and set up. 3.5-inch color LCD touch
screen, detailed menu¥display. Internal multiple reliability design and rich alarm function, more
stable operatlon r feeding.

Arc shape%{ 1fu1 without cutting hands, easy to be cleaned. It can be rinsed under tap water
at home r pressure not exceeding 0.35mpa) for the convenience of users.

2.2 @&ed purpose

@m combination with enteral feeding catheter without contact with the infusion fluid, for
justable infusion of nutrient solution into the intestines or stomach of the patient with any
condition requiring enteral feeding and/or enteral hydration in medical institutions, for enteral
feeding infusion only.
The Enteral Feeding Pump is intended for use in those patients who required intermittent or

continuous tube feedings via the nasogastric or nasoenteric route. The target population is adults
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and children.
The pump is intended to be used in medical institutions, such as hospitals and clinics.

The enteral feeding pump must be operated by or under the guidance of clinically trained and
qualified technicians who have received a training related to the use of this device.

2.3 Clinical benefits .
The clinical benefits include but not limited to: 6
(1) The use of enteral feed pumps is now considered the most accurate means ofWal
feeding provision across all care settings and patient groups; oD
(2) Allowing functionality across a wide range of environments; C)O
(3) Maintaining gut integrity and where tolerance and maximizing th%@ing volume are
finely balanced; @

(4) Improving quality of life. @

(5) Reducing incorrect administration and microbial risk. 0

(6) Use of continuous pump feeding is theoretically éﬁfer means of formula delivery,
through its potential to reduce high residual volumes a\zﬁk risk of gastric aspiration.

(7)  The jejunum secretes fluid in response to h; \smolar solutions, and too rapid delivery of
a hyperosmolar nutrition formula results in a@mal distention, hyperperistalsis, and diarrhea.

The continuous pump infusions can hel event these symptoms through a more controlled

delivery to the intestine. @

2.4 Types and models \b

This product is Category, CF type, continuously operated device with internal batteries. It
should not be carried uously by the patient and should not be used in the presence of
flammable anesthetic Bas mixed with air, oxygen or nitrous oxide.

Classification @Qctromagnetic compatibility: Group 1, Class B.
2.5 Produg¢ del

Model@qsbfiption Nutricare-300H
VN
Ep\&éé mode Continuous feeding and intermittent feeding
@asi; Function Bolus : Rin_s ¢/flush
Back pumping Calibrate
Alarm
Start-up self-check Selection of feeding set
Auxiliary functions Automatic lock screen Night mode
Volume adjustment Log




Backlight adjustment

Maintenance reminding

Key sound adjustment

Automatic shutdown

Patient data

Time and date

WIFI

Dedicated tube

Other functions
Nurse call

Heating Strip

Q-
2.6 Operating environment conditions \’/\,
(1) Temperature: 5°C-40°C N
*

(2) Relative humidity: 10-95% ( O)
(3) Atmospheric pressure:  70.0kPa-106.0kPa \

@Q

The enteral feeding pump may have a certain amount of electro @ic radiation, which may
interfere with other equipment. In this case, appropriate me b]& should be taken to reduce
interference, such as relocating the enteral feeding pump or :%r ucing electricity from different

2.7 Influence on environment and energy

places. For more information, please see Appendix II romagnetic Compatibility (EMC)
Information” of this Manual.

2.8 Production date and service life (b'\

The normal service life of the complete en . eding pump (without batteries) and the power

cord is 8 years. Please refer to the produ% or the production date.

2.9 Statement @

The enteral feeding pump @mpliant with Medical Devices Regulation 2017/745. According
to this regulation, it is C% a device. This model carries the marking:

Date of firstCE marking: xx/xx/Xxxx

@rdance with the requirements of the Medical Device Regulation 2017/745, the enteral
g pump is compliant with the following standards:



No. Standard No. Standard Description
1 EN ISO 13485:2016+A1:2021 Medlgal devices — Quality management systems —
Requirements for regulatory purposes
Medical electrical equipment - Part 1: General
2 EN 60601-1:2006/A2:2021 requirements for basic safety and essential
performance
EN Medical electrical equipment - Part 1: G Tl
3 60601-1-8:2007+A1:2013+A1 | requirements for basic safety and eSseptial
1:2017+A2:2021 performance .
Medical electrical equipment - Paj - *General
4 EN 60601-1-2:2015+A1:2021 requirements for basic safety { a essentlgl
performance-Collateral standar% ectromagnetic
compatibility-Requirements and st
Medical electrical equip i Part 1-6: General
5 EN 60601-1-6:2010/A2:2021 requirements  for ba@safety and essential
performance-Collateralsgtandard: Usability
dical devi QIIA licati f usabili
6 EN 62366-1:2015+A1:2020 Mellca . ev1ces\ It * App 1cation of usability
engineering to cal devices
EN 60601-2-24:2015 Medical &?trical equipment - Part2-24: Particular
7 ' reql‘lir@vs for the safety of infusion pumps and
contfollers
PN
N
8 EN 62304:2006+A1:2015 \(ﬁﬁcal device software-Software life cycle processes
N
9 ENISO 14971:2019-A=2021 Med.lcal deV}ces - Application of risk management to
medical devices
%f&‘
Medical devices — Guidance on the application of
10 ISO/TR 249%¢:26020 1SO 14971
N
1 E Q!O 4172021 Informatlon. supplied by the manufacturer with
A medical devices
74 BJ
Medical devices — Symbols to be used with medical
12 %\IISO 15223-1:2021 device labels, labelling and information to be

Q,.

supplied - Part 1: General requirements




3. Components and principles of operation
3.1Components

The enteral feeding pump is mainly composed of 5 parts: microcomputer system, pump body
device, detection device, alarm system and man-machine interface.

Microcomputer system: the "brain" of the whole system, the whole system for intelligent control
and management, and the detection signal processing, using dual CPU;

Pump body device: the "heart" of the whole system and the power source of conveying@d.
The brushless DC motor is used to drive the peristaltic wheel to promote the liquid flow.

*
Detection device: mainly a variety of sensors, such as pressure sensors (resﬂ@e for the
detection of congestion), which can sense the corresponding signals. After amplification, these
signals are sent to microcomputer system for signal processing, an ’%Q'en followed by
corresponding control operations; 6

Alarm system: After the signal of sensor is processed by micro@puter, the alarm control
signal is obtained, and then it is responded by the alarm system t act people's attention and
be processed correctly at the same time. It mainly includes Qlectric alarm (light-emitting
diode), sound alarm (loudspeaker and buzzer) and screen d@alam.

Man-machine interface: Press the button to set feedin@ﬁmeters, such as feeding amount and
feeding speed. Display various parameters and curm{t rking status through color LCD.

3.2 Software information ®'

*>

N\
1)  Software name: Nutricare-300H e@éfeeding pump software

2)  Software release version: V@

3)  Minimum software (@&ﬂment:
CPU: ARM 32-bit (Zé@‘ M4 CPU Coreor higher.
8

Highest frequency : MHz

Memory: 512@ s

This soﬁﬁl}:Qis an embedded system based on single-chip microcomputer which does not

req% pport from other softwares during operation.

%&ds to connect to wireless LAN network when connect to the infusion monitoring system.
e computer should be equipped with an operating system of Windows XP or above when

uploading datas.
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4)  Functionality:

This software controls the Enteral Feeding Pump to feed patients who required intermittent or
continuous tube feedings via the nasogastric or nasoenteric route and has features such as
feeding mode selection, history record, automatic lockout and alarms.

5) Composition:

This software is composed of a bootstrap program, a master level program and a slave level 6 ¢
program. \’/\'
Bootstrap program can realize the function of software upgrade using U disk. RN
Master level program can master CPU software main program, responsible for ifter display,
feeding mode selection, key press, alarm functions. \

Slave level program: Slave CPU software program, responsible for func@hch as motor

3.3 Principles of operation &

This enteral feeding pump is driven by the motor to sque e silicone tube of the feeding tube
by the disc type peristaltic squeezing structure, wh1 rates positive pressure to make the
nutrition liquid in the feeding tube flow in a directi anner various feeding parameters can
be set by touching the display, and the purpose ed speed and quantitative feeding can be
achieved under the precise control of the s re. During the operation, various sensors

monitor the feeding process in real tim \ provide corresponding sound and light alarm

signals. @

4. Technical characterisﬁ&nd parameters

Feeding accuracy 5%\ N

Nutrition tube ‘ .
specification &E‘@ for details
—400) ml/h
Increment: 1ml/h
(0,1.0-9999.9) ml
Increment: 0.1ml
Total x(\gm (0.0-36000.0) ml

-
ump Sampling amount: 3 samples
eding set Brand and Model : Jiangxi Hawk enteral feeding set

Bolus rate range (1 - 400) ml/h, 400ml/h by default,
Increment: 1ml/h
Bolus rate Bolus volume range (0,1.0-100.0) ml, 0 by default,

Increment: 0.1ml

Feeding rate
8 QO

A
Feeding %@
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Bolus feeding accuracy: £10%

Purge rate range (700 - 1200) ml/h, 800ml/h by default,
Increment: 1ml/h

Parge e Purge volume range (0,1.0-9999.9) ml, default is 0,
Increment: 1ml

KTO rate: 0-30 ml/h, increment 1 ml/h
Occlusion 20-80 kPa (7 levels) e
pressure Units available: kPa, bar, mmHg, psi R

. N4
Maximum 240kPa N
infusion pressure: N
Maximum e
volume  (Under S ml < O)
single fault error | — \
output condition) FaN
Waterproof 1P24

Optional: Li-ion_Polymer JW-Y2S-3 7.2@Ah or
INR18650MJ1(2INR19/66-2) 7.2V 700,

X\

The charging time and exhausting#& of batteries are as follows:

4

Test Condition Battery N ZR\ 125 400 Charge | Charge
capacity \Enl/h ml/h ml/h | with with
. Q)» power power
Built-in battery «.Cy on off
Standard N\
operating
condition( full QJOOmAh 23h | 21h | 20h 12h 7h
charged ne h
battery, 50%
backlight
def$ me
le hout 3000mAh | 14h 13h 11h 6h 4h
LG
Input power A VA
N
External p°"(\ 100-240VAC, tolerance=10%, SOHz/60Hz;
supply P
Electric J
: Class I
Classifigatien
Elec v
préfection level Type CF
Ution degree 2
vervoltage
II
category
Workin Ambient temperature +5°C - +40°C
i tio‘i s Relative humidity 10-95%
Atmospheric pressure 70.0kPa - 106.0kPa
Electronic
8 years
memory
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Dimension 1.45(L)?< 100(W)>94(H) mm .
(including bottom base, without fixing clamp)
Weight <0.95kg
Supply voltage 100-240VAC, 50Hz/60Hz
Silence time 1min 45s
Heating power 25W
LXCP52-012
Power Adapter (manufactured by Shenzhen Longxc Power Supply Co., LTD ) e
Or PH50-12 (manufactured by Zhuhai Xinhe Electronic Co., Ltd. N\
Power cable KC-015+KC-003

Q"

5. Installation X
Q

%)

5.1 Installation conditions and technical requirement

The enteral feeding pump can be fixed to a vertical IV pole or@tal bar with diameter of
12-35mm, or on platform with slope angle not exceeding 5°. &

5.2. Installation method and cautions %

Use a screwdriver to install the pole clamp screws G&; uts of the rear casing of the enteral
feeding pump and keep the pole clamp in horlzo vertical status.

Put the enteral feeding pump on a stable rotate the fixing clamp knob and screw out
the rod, leave some space for the IV pol I%mly fix the device onto the IV pole by tightening
the clamp knob (the IV pole shoul the balance and mechanical strength requirements).
The user should hold the pump thl@ut the installation and only release it once the pump has
been screwed in tightly.

If the fixing clamp knob is @n the same direction with IV pole or bar, adjust the direction by
loosening the clamp sc, e\(bu ack of pump. As shown in Fig. 5.2.1.

&\@(\
v & [ ]
)

>

iy,

2
3
St
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Fixing clamp knob Fixing clamp screw

@M p ﬂ@]

Fixing clamp screwdriver
Fig. 5.2.1 Fixing clamp @Q

6 Appearance \$
6.1 Structures \06
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(@®—Back pumping

Fig. 6.1.1 Nutricare-300H Front View an View

(D—Power on indicator light @—Power key % me key

(®—Stop/Alarm Reset keyQ — Base foot pad

(@D—Alarm indicator light ~(®—Charging indicat @t (©—Power indicator light

(0—Display screen

{—A.ir bubble sensor

(D—Pressure a@ ({D—Dedicated tube identification
D—Free amp ({)— Tube installation recognition

Description

; N
Function %

@ Power key

V4

To s& n / off the enteral feeding pump.
N

this key until the LCD screen display comes on.

itch on: when the pump is in ‘power off” status, press and hold

2. To switch off: when the pump is in ‘power on’ status, press power key
to access power menu interface for shutdown, lock screen and standby.

Or press this key for 3s to switch off directly.

A,
A
When the pump is under non-operation status, press Home key to return
ome key to main interface, press Home key again to return to the original

interface.

@ Back Pumping

When the pump is under non-operation status, press Back Pumping key
to enter back pumping parameter setting interface. Set the parameters
according to requirements, press START key to start back pumping.
Press Back Pumping key again to return to original interface.

15




®Stop/Alarm
Reset key

Stop feeding key and alarm reset key (silence/stop the alarm).

1. In the normal feeding status, press this key to stop feeding.

2. In the alarm status, after eliminating the alarm preconditions, press
this key to reset (silence/stop) the alarm status (alarm sound, alarm
indicator light, alarm prompt box).

(MAlarm indicator
light

It is used to display the running or alarm status.

Properly install the feeding set and close the door, the green light will be
on. Steady green indicates it is ready to operate. When start feedin,
green light will flash to indicate the machine is running. %
In case of high priority alarm, red light will flash; \’/\
In case of medium priority alarm, yellow light will flash;

In case of low priority alarm, the light will be steady yellow; . %

* See Appendix I Table I for details of alarm priority. /7~ O

(®Charging ON: The battery is charging \J
indicator light OFF: The battery is not charging A\
@Power indicator | ON: The pump is connected to external power s #y\
light OFF: The pump is not connected to external upply.
-
Door Latch Press (310(_)r %atch to open the door autom y. Press pump door and
hear a 'click' sound, it means the door is,elo
S
6.2 Rear shell \Q

FORIINC =

i —1

\2\(0'1@)@ ® ®

)

D)

Fig. 6.2.1 Nutricare-300H Rear case

.,ﬁ@}cvription

Function

N

~(D Input DC 12V Machine power supply

@Type_C interface or connect to computer(comply with IEC 60950-1)

Used to connect U disk to upgrade software

to review history records.

(3 USB - A interface

Used to connect to computer(comply with IEC
60950-1) to upgrade software

@ Speaker

For alarm reminder

16



6.3 Screen display

Used for fixing the enteral feeding pump. The
direction of fixing clamp can be adjusted by
loosening the clamp screw. (Horizontal and vertical
options available)

® Fix clamp and knob

Nurse call interface needs to be connected to a
special signal cable to achieve the function.
Connect the Heating Strip.

® PJ Nurse call/ heating
strip interface

Percentage oﬁ\b'attery

power, i se of
chargj{g} it will

aéﬁy the icon .

Current heating

Tube type temperature &@?\/el
| | |
Hawkmed ¢ 41.0 °C ) 0 50%

19:46:11

2020-04-01

0060

Q/\, eed mode Settings Feedtube Warmer
%)

% Fig. 6.3.2 Nutricare-300H Screen Display
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6.4 Label

6.4.1 Product label (attached to the rear shell of enteral feeding pump)

The symbols should be labeled according to ISO15223-1, including manufacturer information,
Lot number, serial number, water proof lever, etc.

6.4.2 Identification and its meaning

b.

(Table 1)
Identification Description N
o\ °*
C)V
LOT Production lot nng{e'r
FaN
Qf\
Machir&a No.
.S‘jv
Attention! C%%k ocuments attached with the
Q device
N\

\ A
c)(b' Please refer to manual

A
&
v

f
@&\ ,

N
)

Type CF applied parts

Protective grounding

Shell protection level

Alternating current

lOr
X,
/|

Direct current

The device is an electrical and electronic device
and must be disposed according to WEEE
Directives

18



H Manufacturer
r P |
a4 i‘a
T Keep dry (on box)

<

x

%

Fragile goods are packed in the trapspost®
package, and should be handletqvpare

&
It should be straight u@en being transported

x&

-
N

The s éackage can be stacked up to 5 layers.

\C)
N

Ambient humidity of transportation package
should be within 10 - 95%

Ambient temperature of transportation package
should be within -20°C - 55°C

Stop/Alarm Reset button

19



Back pumping button

«
(
Home button \’/\

o

O
()
N

Power b@

A

N\
\Q&ight mode on

N

s\C) Current heating temperature

Not heating

Pressu re\}\(b' kPa

&‘ 50. 0

Real-time pressure value

&lna

WIFI (respectively represent WIFI dropped,
one-segment signal, two-segment signal,
full-segment signal)

lO/

Volume level

Battery charging

20



Battery failure

Key Lock

AV

<

Don’t press the door when the pump is runnin&(

P a
Audio Paused

N\
N

Alarm reset(;@e imination)
AN

i
6 cknowledged

IO ® B EFE

Be@cel(to indicate that an Alarm Condition
. the Acknowledged state for an indefinite

3\ period)

Unique device identifier

&

%

Medical device

Date of manufacture and Country of
manufacture,

CN: China

(0/

Model number

21



@ Importer

REP EU Authorised representative

4
xS
This device is provided with a CE\/

marking in accordance with the Medical
XXXX Device Regulation 201 7/74SgipX is
the Notified Body number.
A\

\‘
<
7 Preparation before Use, Precautions and S{@p
Instructions AN
X\
\

7.1 Preparation and inspection before use \Q

Self-inspection

Choose the appropriate positions among patient, pymp, feeding set and container. Check the
stability of the whole system. Don’t position thé’ p in a place that it’s difficult to disconnect
. *>

1t

For new machines and those that are sm@ a long period of time and then put back into use,
or for machines that are ready to be fter maintenance, please do the following inspection
and test before use to ensure that theesnteral feeding pump works normally:

(1) The outlook remains goods kan, no crack and no leakage.

(2) All keys are resp%x\%&o invalid key or stuck key.

(3) Flexible openin, tight closing.
(4) The power &an be plugged in tightly, not easy to pull off.

o) I rule( built-in battery only, charge it fully before use and make sure the battery is still

valid .
fgl check system time to make sure the history events are recorded correctly.
%} Please read the precautions and operation steps of this user manual carefully.
(8) Detect the occlusion alarm function according to the method described in 11.3.1 below.
(9) Make sure the feeding tubing set has been installed correctly. The orientation of the pump in

compliance with drip chamber.
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7.2 Cautions for operation
(1) It should be free from direct sunlight, high temperature or high humidity.

(2) Avoid feeding pump failure operation, to avoid medical accidents, harm to patients' health
and even life.

(3) Setting or changing the parameters of the feeding pump should be carried out by trained
professionals.

(4) If the panel is damaged, please replace the panel in time to avoid liquid leakage @e
enteral feeding pump and damage it.

e
(5) If the ambient temperature exceeds the predetermined range, the feedin @sfon will
decrease or even the operation will be abnormal. E )

(6) The viscosity and specific gravity of the feeding liquid will affect the a@cy of the feeding

pump. @
(7) In addition to the brand nutrition tube built in this feeding p@the user must calibrate
before using other nutrition tube.

(8) During feeding, the feeding pump can precisely contr%ﬁ feeding speed, feeding amount
and feeding time, and monitor the speed and direction, (Q motor in real time to effectively
prevent overcurrent, undercurrent and back pumping.

(9) The enteral feeding pump should be placed 0.5 meters above the patient and not lower
than the patient's heart, otherwise it will af e feeding accuracy.
(10) The height of the nutrition bott o@trition bag should not exceed 100cm, otherwise

feeding accuracy cannot be guaran
8. Operation MetHod

In order to ensure feedihg accuracy, it is recommended to use the built-in nutrition tube brand of
this pump (pur% disposable feeding bag/nutrition bag).

8.1 Feediﬂﬁ\
The en@& eeding operation consists of the following procedures or actions:
the machine and plug in the power cord
ﬁess the button ON/OFF to start
3> Prefill and install the feeding tube

4> set feeding parameters

5> set water feeding parameters
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6> remove air bubbles
7> clear total volume
8> start feeding

9> fast feeding/bolus

10> stop feeding 6 .

11> feeding completed \/

12> replace nutrition tube group

<
8.1.1 Fix the machine and connect the power cord \
Adjust the fixing clamp knob so that the enteral feeding pump is fi ed on the infusion
stand, and then plug in the external power supply. At this point, power indicator on the
enteral feeding pump will light up. 0
8.1.2 ON/OFF 06

progress bar interface will be displayed on the, , indicating the progress of self-checking.

Power-on: Long press the power button, the sg&starts up and carries out self-checking. A
At the same time, the alarm lamp alternatel ’ﬂ( s of red, green and yellow colors.

After self-checking, the alarm lamp turr% en, the loudspeaker sounds a beep, and the system
enters the parameter setting interface \If tliere is no such audio or light alarm, it’s indicated some
faults. In this case, please contact t pplier or manufacturer.

The main checking items a:@bmal communication, pressure sensor,, external power supply,
main battery, spare batteryb‘ ing circuit and liquid stop clip motor.

System self-checkingnidentification:

(1) Internal co ication: Communication fails, system fault is reported after startup;
communicati cceeds, no alarm

2) Pr@ﬁ‘g ensor: Abnormal pressure detection, system failure after startup; normally, no
ala

edicated tube: Dedicated tube switch is on. If no dedicated tube signal is detected, the
icated tube error will be reported after starting up.

(4) External power supply: External power is not detected, and AC power failure will be
prompted after starting up.

(5) Main battery: If no main battery is detected, battery failure will be reported after starting up.

(6) Spare battery: If no spare battery is detected, system failure will be reported after starting up.
24



(7) Liquid stop clip motor: If no liquid stop clip motor is detected, system failure will be
reported after starting up.

Note: To shut down, press the power button for about 2 seconds.
8.1.3 Prefill and install nutrition tubes.
1.Prefill nutrition tube

Arrange the flow clip in the rear side of the enteral feeding pump and tighten it. Connect the,
nutrition tube group with the nutrient fluid container, then squeeze the drip chamber and igjec
about half of the nutrient fluid. Open the flow clamp to let the nutrient fluid fill to the end ofhe
nutrition tube, and then close the flow clamp. )

2.Install nutrition tubes C)

Nutricare-300H nutrition tube installation, as shown in Fig. 8.1.3.1 Q’\'

a. Press the door buckle, open the door cover, and put the nutrient tuby @e-way shunt interface
into the positioning slot 1 with the left hand. For a double bag, the feeding tube and the
feeding tube can be put into the tube identification slot in sequenge’as shown in Fig.8.1.3. For a
single bag, it can be put into either side of the tube identificagionslot.

b. Hang the silicone tube section of the nutrition tube @tom to top around the pump rotor
in the positioning slot 2 with your right hand.

c. Press the tube into the air bubble sensor slot. ejb\ a dedicated tube, put the dedicated buckle
into the dedicated tube identification slot. | *

% Note 1: For better accuracy, the initiaq level shall be at least 15 cm higher than the pump
t

and the pump shall be placed higher t e feeding site.

% Note 2: Please note the dire&ﬁ/n, of installation of the water feeding tube and the feeding tube
if it is a double bag, the corr ection as shown in Fig. 8.1.3.1
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Dedicated  tube
T . Bubble Positioning
identification slot

sensor slot 2

2 Feeding tube Peristaltic

wheel

1 Water Feeding tube

&
Tube Nutrient  tube \Qsitioning

identification slot three-way slot 1

shunt intgrfi &{)

Fig. 8.1.3.1 @care-mOH Installation diagram
8.1.4 Set Feeding Parameter\b

Q 4 Continuous Feed <« 1/2 p
<&

Feed Rate Purge
/\/Q Feed VTBD 125 mi/h
) ) 00w
%Q — h:m:s O
Volume¥

300.0 ml

Fig. 8.1.4.1 Continuous feeding parameter interface
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(2)Intermittent feeding parameter interface

Compared with continuous feeding, intermittent feeding has two more parameters: feeding times
and feeding interval . shown in Fig. 8.1.4.2

&~ Intermittent Feed < 2[3 | g

Feeding times Purge V

1 Times
Feeding interval

00:01 m =
Flush Rate : = C)

25 mih Q\'
Flush Volume @
00 ml

5

Fig. 8.1.4.2 Intermittent feeding paramet{@erface
Feeding tube: Enter “Feed Tube” - “Select feeding tube”, é&se required feeding tube brand.
Feeding mode: Enter “Feed Mode” , Choose “contimN eed” or “intermittent feed”.

Feed rate: Click the area where the flow rate valdg’is; a small keyboard will pop up, enter the
flow rate, and press OK to save the parame GTK

Feed VTBD: Click the area where the p alue is, a small keyboard pops up, input the preset
value. If want to finish feeding the nuigi uid in the bottle, omit the input preset value (i.c.,
the preset value is 0 ml). Press O ¢ the parameters.

Click the area where the ft times is located, a small keyboard will pop up, enter the

Feeding times: It is under in\h‘ttent feeding mode. It indicates the total number of feedings.
number of feeding n?\ ess OK to save the parameters.

Feeding interval ;. It iSunder intermittent feeding mode. It indicates the pause time for each
feeding. Click a where the feeding interval is located, a small keyboard will pop up, enter
the requir ing interval time, press OK to save the parameters.

Loa@é&ﬂoad soft key to load the preset volume ( Feed VTBD) and feed rate of last time
dire

@0‘&: After selecting loading, the flow rate and preset value must be checked to make it

nsistent with the current feeding requirements and preset value; otherwise, it should be
changed.
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8.1.5 Set Flush parameters

When nutricare-300H recognizes there are two tubes, click the upper right corner <12p] to
switch to the second page to set flush parameters: Flush volume, Flush rate, Flush interval time.

When flush volume is 0, the flush function doesn’t work (same as the single tube).

When flush volume is more than 0, flush function works. It will switch to another tube (water
feeding bag) to run at flush rate by flush interval time. When water feeding reaches the pre: .
volume, it will automatically switch back to the original nutrition tube (nutrient feedin

The parameters setting of intermittent mode is the same with continuous mode. As shown 8.

C)O

o

HongXin o) ®m 50%
\(J
&~ Continuous Feed <« 1/2 >~
Feed Rate

125 m%é\} =

Feed VTBD
0.0
Time \®

O\
HongXin ) ®0 50%

Q &~ ContinuousFeed € 2/2 P

\QQ Flush Rate Purge
(\/\’ 125 mh |
@ Flush Volume Za

0.0 |
%\Q Flush Interval .

00:01 h:m
Flush Delivered

0.0 ml

Fig. 8.1.5.1 Set Flush parameters
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8.1.6 Purge

Enter “Settings”--“User settings”--next page-- “Purge”

It could set purge VTBI and purge rate.

1)  When purge VTBI is 0, it is manual purging. Keep pressing Purge soft key to start purge
function. Release Purge soft key to stop.

2)  When purge VTBI is more than 0, it is auto purge function. After setting purge VTB@
purge rate, press purge soft key to start purge function automatically.

3)  Tube switching: The purge tubes of Nutricare-300H can be Off or On when double lzgag is
installed. The tube switching function is Off by default. Press Start, the liqui @trol
valve will stop water feeding tube and purge feeding tube. When the tube ing is On,
press Start, liquid control valve will stop feeding tube and purge the wair'feeding tube.

8.1.7 Clear Accumulated Volume @

Press the area of volume, “Clear fed volume” interface will g@p. Press@to clear

accumulated volume, as shown in Fig. 8.1.7.1. 6

al
HongXin & 41.0 °C ¥ ED 50%
&~ Continuous Fegct) ”2 3
Feed Rate 6 Purge

é@ ml/h
Feed VTB
0.0

ime \b m
\-lé‘(b.&z i h:m:s
o ml
<

NS
& 4
BN
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HongXin @ 41.0 °C ) &5 50%

&~ ContinuousFeed <« 1/2 b

Feed Rat

Feed VTE

Clear fed volume?

Time

O

Volume}

8.1.8 Start Feeding

After confirming indicator light is on and in green, the flow clip

300.0

Fig. 8.1.7.1 Clear accumulated volume Q’\'

ILITLS

ml

“Start” soft key to start feeding. During feeding, only Bolus

alarm functions are effective.

9

Purge

P

%e ding tube is opened, press

se key, stop key, unlock and

Note: Please check whether the current feeding Volum\ uitable before use.

8.1.9 Bolus

There are manual Bolus and automati E@s for fast feeding.

1) Manual Bolus. In the feedin pQ

ss, keep pressing Bolus soft key to start fast feeding at

preset Bolus rate. When releas

finger, the device will return to original feeding rate.

2) Automatic Bolus. W] lus volume is not 0, after setting Bolus rate, press Bolus soft key
to start Bolus functi atically.

3) When the fee@g operation pauses, click Bolus to enter the Bolus setting interface.

Note: Bohwg,can be set on the system settings or during pause of nutrition feeding.

¢

8 @Stop Feeding

%}ring feeding, press Stop/Pause soft key to pause feeding. Press Start soft key to start feeding

again.

8.1.11 Feeding Completed

After completing the preset feeding volume or the accumulated volume reaches 36,000 ml, the
pump will issue finish alarm and automatically stop feeding and start KTO function.
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8.1.12 Replacement of feeding tube group and nutrient fluid container

% If it needs to replace the feeding tube, please follow these steps:

- Clamp the free flow clip on the feeding tube, open the pump door, the interface of

"remove the feeding tube?” will pop up, click OK, the free flow clamp on the pump will

automatically open, then remove the used feeding tube.
*
- Prefill and install the new feeding tube as required in 8.1.3 above. s\'b
- Follow the above feeding procedures and start feeding again as required. ﬂ\/
*

% Note: The feeding tube will be deformed for using a long time then cause HOGP Itis
suggested to replace the feeding tube with a new one after continuous uge\(i hours.

% If it needs to replace the nutrient fluid container, please follow these s :
- Clamp the free flow clip on the feeding tube, open the pump do move the feeding tube
- Remove the nutrient fluid container. &0
- Connect the feeding tube to the new nutrient fluid con@t.
- Install the new feeding tube as per above steps. an&% feeding again.

8.2 Alarms and solutions @'\
&

*>

Warnings: é

A) Do not adjust the volume of ala sgl'nd less than the levels of ambient sound. Ensure you
can hear the alarm sound. Missin; larms could pose a serious risk to the patient, since the
operator may not hear a critical alarm

B) There can be inherent aL@delay(refer to Appendix ).

C) Please make su ppropriate reaction to alarm is undertaken. A wrong or delayed
reaction leads to a delay of therapy.

D) Do not set RM parameters such as occlusion pressure or air bubble size to a limit value.
Set a too 1 reshold may cause a false alarm that may lead to a patient hazard. The threshold
of occlus ressure is impacted by the tube characteristic or formula viscosity. It should be set
depen@ on cases

ing feeding preparation and feeding, the following alarms may occur. They are grouped as
cchnical alarm conditions . Please refer to the instructions for handling.
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(Table 1) Description of alarm symbols

Symbol

Description

In an alarm state, after clearing the alarm
preconditions, press this key to reset the alarm
state (alarm sound, alarm indicator light, and
alarm prompt box will all be cleared).

In the state of alarm, press this key, the a
sound will pause for 1min45s, after thiNyﬁe
or press this key again, the alarm soun@ will

O |2

bereset () °
\

sound a

(Table 2) (Alarm parameters are shown in Table 1 an

In an alarm state, press t?g keyto mute the
£
\Yj

=

in Appendix 1)

Name Priority | Alarm reasons - Fault resolutions
When the pump is tlm&i\)n, it P k limi
will not run feedinghstate® After 3 thr.e ssl any key to eliminate
. in (the time co nds to the S arari.
No operation Low n_nn( % Note: It can choose to
time set by system, the lose this al See 8.3.13
default im , there will be no | £05¢ HS @larm. S¢¢ 9.3,
k - herein.
eystrok ation.
ol S
Th eral feeding pump door | Press the symbol 7 to
Door Open High \Q&ls during  flushing/back | pause audio.
‘& ping/feeding Cl_os.ing the_ pump door can
AN eliminate this alarm.
L] 0
Q\ Press the symbol “ E ” to

Almost Done _4

%

Preset feeding volume

pause audio.

Low Finish the first 3 min (the time
/{/Q can be set in system Settings)
% Note: It can choose to
@Q close this alarm. See 8.3.12
Na herein.
.\. 1. Complete the preset feeding Press the symbol * E » 1o
Finished High | 2mount pause audio.
2. The accumulated volume Press the stop button to
reached 36,000 ml climinate the alarm.
Ocelusion High 1. Feeding circuit occlusion Press the symbol “ E 7 to

pause audio.

32




2. occlusion sensitivity is too
high

Refer to 8.3.10 in this
manual to adjust the
pressure alarm coefficient of
enteral feeding  pump
obstruction.

3. Enteral feeding pump sensor is

Inform the distributor or the

faulty manufacturer for repair.
Press the symbol “ Z&%@
pause audio or press the icon
AC Fail —~ QO
Low Power .failure/external power | 7 o c@ the alarm
cord falling off after startup \
SOMI&Q
@ on AC power again/
onnect the AC power
~ {\I:ord.
\' -
\Q% Press the symbol “ E ” to
) pause audio.
pr Battery 1. At least. 30 \an before The alarm sounds again 1
(if only batteq stopplpg feedin % to battery mind5s later if AC power is
can be used in Low depletion. .\ not supplied.

case of power
failure or during
moving)

N’

Stop using and charge the
battery fully.

1%.e a ?Ilm aglcr;i . ?r: ec?ﬁfﬁl Inform the distributor or the
pump gmng manufacturer for repair.
4
Battery exhaust \S At least 3 min before Stop using and charge the

(if only battery
can be used in
case of power

automatic stop of the pump due
to battery running out.

battery fully

enteral

. O\ 2. Batfery aging or entera Inform the distributor or the
failure or durn@ feeding pump charging circuit .
. . manufacturer for repair.
moving) N\ failure
Heating > 1. Failure of external Heating

temperat
S

=
@e case of a
t strip

inserted)

Strip, heating out of control
temperature exceeding 45°C

Inform the distributor or the

High

2. Circuit fault of heating

manufacturer for repair.
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System error

The enteral feeding pump system

1.The enteral feeding pump
is restarted once. If it alarms
again, you can choose to
restart the enteral feeding
pump after resuming the

34

High . L factory setting.
¢ is malfunctioning 2.1f trﬁ/e alarrrgl is still there,
please contact t
manufacturer for inspeg{'%
and maintenance \/
1. Install the dedicated tube
to start the 1@
When the dedicated tube switch | 2. Check ether the
Dedicated tube Hi is turned on, the dedicated tube dedicate(}@e magnetic ring
igh . . .
error signal is not detected when | isno
starting the self-check 3. ase contact the
@Jfacmrer for inspection
. Nand maintenance
&"JCheck whether the battery is
é\ inserted normally and restart
Q it. If the battery is detected
No installed batt&@ are | normally, the alarm will be
Battery fail Low detected duri start-up | eliminated. If the battery is
self-check . 0?8' still  not detected and
\) continues to alarm, please
é contact the manufacturer for
o repair
N :
- \b Press the symbol “ E ” to
No nutrition
tube . \‘5{0 nutrition tube installation is | pause audio.
(with tube 1gbfb, detected when starting feeding
switch on) Press the stop button to
O eliminate the alarm.
Q; N Reinstall the nutrition tube.
. /ES The presence of bubbles in the | After opening the door,
Air Bub . . . . oy
E{ High tube is detected during feeding press the symbol “ 2% * to
\t\® initiation or operation eliminate the alarm .
S




When the set time is greater
than 3 minutes, press any
key to cancel the
information signal.
The automatic shutdown When the set .tlme is less
. Informa L L than 3  minutes, the
Timed . function is on, the machine is not | . . .
tion . . information signal cannot be
shutdown . in operation and the chronometer . .
signal | . . cleared. The informati
is less than 3 min .
signal can only be clxm
when the timer sh%o/
function is turned off ov'the
set time is greater,than 3
minutes. /7~ \
1. Turn on the Heating Strip \\/
Without function and the Heating Strip is | Press ﬂ%\'stop button to
heating strip Low not detected. elimipate the alarm.
2. The Heating Strip is suddenly | Re-i the Heating Strip.
removed during heating
\ - -
&\}ress the symbol E ” to
Standby end Low Standby function is turned \ pause andio. st
\Q press the symbol “ & ” to
eliminate the alarm .
’\0
% Note: é

1. The sound pressure generated

arm volume is shown in the table below.

¥

N
Priority ék?)und pressure Distance
\V
High Q\(b‘ 52-75dB Im
Low Q 50-72dB Im
\,\Q)

2. The or position of enteral feeding pump is the position where the enteral feeding pump
can %rated normally (0.5m), and the non-operator position may affect the operator's correct

cation and al

arm.

Delay time of triggering alarm signal is no more than 28S.

8.3 System settings

This section explains the setting of feeding parameters

Press system settings on the main interface to enter the system settings menu. System settings
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are divided into user settings and admin setting.
User setting password: 11.
Administrator setting password: Please contact the manufacturer.

User password and administrator password can be modified in administrator settings

8.3.1 Volume setting 6 .

(1) Enter "Settings" - "User Settings" - "Volume level" - "Key sound" to turn key tone n%&
off. \/

)
(2) Enter "Settings" - "User Settings" - "Volume level" - “Volume Level", ent@w’ord to

adjust the alarm volume.

% Note: Please avoid to set the alarm volume too low. Please set it accord@ surrounding
environment. @

8.3.2 Display setting @

Enter "Settings" - "User Settings" - "Display", drag the shdes@ st the backlight of the
screen and the backlight of the keys.

% Note: keypad backlight will automatically turn off@ut any operation.

o

*>

8.3.3 Night mode setting N
Enter "Settings" - "User Settings" - "Ni g&/lode", turn on the night mode switch (it is off by
default), set the start time, end tim rightness (screen brightness when entering night moé?.

When the current time reachess%start time, it will automatically enter the night mode. The
icon will be displayed at thig f the screen. The brightness of the screen will automatically
switch to the set night brl% ss. When the current time reaches the end time, the night mode
will be automatically o ¢ night mode icon on the screen will disappear. The screen
brightness will returnQ the brightness before the night mode.

8.3.4 Time an@ setting

Enter "Se}i@‘ - "User Settings" - "Time & Date", it can set the time, date, date format. It
suppo ¢ date formats:

Yeafmonth - day(yyyy-MM-dd),
%y - month - year(dd-MM-yyyy),

Month - day - year(MM-dd-yyyy)), after setting, press OK to save and exit.
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8.3.5 Automatic screen lock setting

Enter "Settings" - "User Settings" - "Auto lock screen". It can set it “Off” (password: 11), 15
seconds, 30 seconds, 1 minute, 2 minutes, 5 minutes, 10 minutes, 20 minutes, and 30 minutes.
The factory default setting is 1 minute. After selecting the time, if the machine is not operated

within the set time, the keypad and the screen will be locked. The & key lock icon will be
displayed above the screen. Clicking the screen or pressing the keypad will pop up an interface
“Unlock screen?”, press "OK" to confirm unlock the screen. 6 .

8.3.6 KTO speed setting \/

Enter "Settings" - "User Settings", click KTO rate to modify it, press OK to save and exit,%
When the feeding is completed, it will start KTO automatically . < : J

8.3.7 Purge setting

Enter “Settings” - “User Settings” - “Purge”, set purge VTBI and purge @Q required, press
OK to save and exit.

Mode Default value Adjusting range ,\A\‘
Purge Rate: 800ml/h | (700-1200) ml/h % N
Purge 3
Purge VTBI: Oml (0,1.0-9999.9) n;l,%presents manual purge.

N
Note: Please use purge function before feeding, a@lease make sure the feeding tube is not
connected to the patient. ‘\0

8.3.8 Bolus setting

Enter “Settings” —“User Settings”-@m”, set Bolus flow rate and Bolus volume as required,
press OK to save it. \b

\
Mode Default V@ Adjusting range

€
Bolug Rtel400mi/h | (1-400) mi/h
Bolus %olume: Oml (0,1.0-100.0) ml, 0 represents manual Bolus.

Bolus

8.3.9 Back pu@?g setting

Enter “Sa@’ - “User Settings” - “Backpumping”, set back pumping rate and volume as
requir@p ss OK to save it.

c\@e Default value Adjusting range
< Back pumping rate:
Back 125 ml/h (1-400) ml/h
pumping | Back pumping
volume: 0 ml (0,1.0-9999.9)ml, 0 represents manual back pumping.
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8.3.10 Occlusion pressure level setting

Enter "Settings" - "User Settings" - "Occlusion" (if the patient is elderly or children, it is
recommended to set the low occlusion level.)

The occlusion pressure has 7 levels adjustable (20kPa-80kPa). Four pressure units are available:
Kpa, mmHg bar, psi.

according to the demand. The occlusion levels and its corresponding pressure ranges are as

below: \/

The higher the occlusion level, the higher pressure value. Please select the occlusion level 6 .

Occlusion level Occlusion pressure range P O oD
Level--1 20+15kPa @)
Level--2 30+15kPa ‘{\Kp
A

Level--3 40+15kPa N \Q)
Level--4 50+15kPa |\

\J'
Level--5 60+15kPa y,

A\

Level--6 70+1 S.I?Rb
Level--7 S%Ma

Attention: 1. When using a high viscosity liqui e occlusion pressure level is setting to a
low level, there is possible occlusion alarm, ‘& ere is no block in feeding tube. Please
carefully check the feeding tube and e@ssure level indicated on top of LCD screen. If
necessary, please increase the occlogt ressure level.
2. When the occlusion pressu\b-setting to a high level, the pressure accumulated in the
feeding tube is large. Ple; firm the feeding tube connected firmly.
3. Before closing th , please make sure the pressure in the feeding tube was released,
otherwise the occ@on alarm will be inaccurate.

%,
8.3.11 @ﬁble level setting

<E&Q@ettings" - "User Settings" - "Air Bubble Size", select the bubble size.

Air bubble size Corresponding limit value
50ul (Level 1) 50ul+£20%

100ul (Level 2) 100u1+20%

250yl (Level 3) 250ul+20%

500ul (Level 4) 500u1+20%

800ul (Level 5) 800ul+20%
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8.3.12 Almost Done

Enter "Settings" - "User Settings" - "Almost Done", it can set 1 minute, 2 minutes, 3 minutes, 4
minutes, 5 minutes, 6 minutes, 7 minutes, 8 minutes, 9 minutes, 10 minutes, 15 minutes, 20
minutes, 25 minutes, 30 minutes, and 60 minutes. The factory default setting is 3 minutes. After
set the time, when the remaining feeding time is less than the set time, the "Almost Done" alarm
will be triggered.

8.3.13 No operation 6 .

Enter "Settings" - "User Settings" - "No operation", it can set as “Off” (password: 11), 1 fs@e,
2 minutes, 3 minutes, 5 minutes, 10 minutes, 20 minutes, 30 minutes and 60 minutes.¥The
factory default setting is 3 minutes. After setting the time, no operation on the maghjne within
the set time will trigger "No operation" alarm.

8.3.14 Timed shutdown \
Enter "Settings" - "User Settings" - "Timed Shutdown", it can set as “O minute, 2 minutes,
3 minutes, 5 minutes, 10 minutes, 10 minutes, 15 minutes, 20 min minutes, 30 minutes,

45 minutes, 1 hour, 2 hours, 5 hours, 10 hours, 20 hours. The fa default setting is off. The
machine will shut down automatically if no operation within t \3’ time. Shutdown countdown
3mins starts to display the timing shutdown prompt. %

Note:

1.When the timer of shutdown time is less than gp} forget operation time, it cannot be set.

2.The timer of shutdown function will only effect in the non-running and non-alarm status.

8.3.15 Language setting @
Enter “Settings” - “User Settings’?@guage”, select the required language.
8.3.16 View the event logs

The maximum history ge §50,000. When the historical records exceed 50,000, the new
historical records wi rite the old historical records. To enter the history record, you need
to enter the user password: 11

Enter “Settin, @ ‘User Settings”- “infusion log”,, select “View Log” to directly view the
feeding re on the pump. Choose "Upload Log" to view all specific records/alarm info on
the co:& . Only authorised after-sales service personnel are allowed to upload log.

\é@w history:

lect the date to view, press OK to conﬁrm (the default date is the current date), click <,/ to
view the previous record, click " to view the next records. Click “Latest” will automatically
jump to the latest record of the current date.Click the upper part of the history record area to
view the previous line of records, and click the lower part of the history record area to view the
next line of records.
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The history records at least the following events: time, date and Id of the current history event,
power on, power off, start feeding, stop feeding, start flushing, stop flushing, start back pumping,
stop back pumping, start Bolus, stop Bolus, important parameters when starting feeding (feeding
mode, feeding speed, feeding preset amount, total amount, calibration value, nutrient tube used),
when stopping feeding Total amount, online change of feeding speed, KTO speed change,

heating temperature switch, heating temperature change, alarm message. \b ¢

A

(2)Upload Log: RN

It can be connected to the computer by the communication interface for Viewing@ specific
operation process is as follows: \

a.0pen the HyperTerminal " ' &0@
[ P—— é —

= -
B w9 o o k @ OB Y B & b X o
Session  Servers  Took  Games  Sesors View Splt MubExec Tunneing Packages  Setting: A Kserwer  Enit
| Emveros o

Swwars

AN
>
#’Moba)(te rm

ing Session or SErver name..

@& i

Press <return> to start a local terminal

€ Regoves previous sessions

W, Meoros | S Tools
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b. Click "Sessions" to enter the Session setting interface.

Session sebtings — - L ‘;- — ; g

o e N E Qe @

B3H Rsh \0P WHC FiP SFTP

o

Senal

E m @ x m|

Telnet Kdmp File Shef  Browser Mosh  Aws 83 WSL

[&] s
N
)
(%] (oo ‘\}(Q

»’E\

c. Click "Serial", set the COM port (the specific COM p. e viewed in the computer

device manager), set the baud rate: 115200, and then OK”.
Session settings s — W . R — — A - ﬂ
m ¥ @ e’qYY || m @ x =]
S3H Telnet Rsh Xdmcp  RDP VNC FiP Serial File Shell Browser Mosh Aws 33 WSL
¥ Basic Serial settings @ 3

Speed (bps) * [REALY] ~

Sena\ port * COM11 (Prolific USB—[o—Senaemm Port (CC ~ |

»¥ Advanced Serial settings ;i@\a{ settings | Bookmark settings |
D

Serial (COM) session

oS ‘=

d. Enter the date you want to upload the history record in the upload history interface of the
enteral nutrition pump, click upload, and wait for the prompt "Upload completed".
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% Note:
1. If you need upload log, please contact manufacturer or our distributors.

2. History record is read-only mode and does not support user modification.

8.3.17 Patient information

Enter “Settings” - “User Settings” — “Patient information” to view and edit the patient mfo
can select current patient at the bottom of screen. Click the corresponding patient to set the
bed number, Id and age information.

The current patient bed number can be used to connect to the monitoring system. ..,

% Note:To enter the patient information interface, you need to enter the user pas@ (11,

N

8.3.18 Device information Q
Enter “Settings” - “User Settings” — “Device info” to view the softv@@sion information.
8.3.19 Heating Strip setting 0

Nutricare-300H can be equipped with external Heating Stri ’%‘he heating function can only be
used by inserting external power supply). The heatin ture is from 32°C to 41°C, and the
temperature difference is £2°C. The ramp-up time togZ\ 1s less than Smin at an ambient
temperature of 25+ 3°C.

(1) Method of setting: Click the “Warme ”6@% main interface, click the temperature value
area, enter the required temperature, OK to save and exit. Press heating switch button
to switch on heating function, the ent temperature will display at top of screen. It can
set heating function as on or gff\shoosing temperature unit as °C or °F.

(2) After heating, the actual erature of the nutrient fluid is affected by the feeding rate

and the ambient tempe . The lower the flow rate and the higher the ambient
temperature, the hi% ctual temperature of the nutrient fluid. The highest temperature is
41°C.

(3) With the heating on, click the temperature value area in the top status bar in the main
1nterface ter the “Warmer” settings screen.
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HongXin @& 41.0 °C ) &5 50%

€~ Warmer

@ Heating Switch

B

_J

410 &

32,0 41.0 C)O -

8.4 Admin Settings Q’\

Enter “Settings” -“Admin Setting”, Enter the administrator passwo .@'dlnary users are not
allowed to use this setting.

8.4.1 Nurse call 0
x$

Enter "Settings" - "Admin Settings" - "Nurse Call", cli or Off to turn on or turn off the

function. \

Nurse call function means that this device can o \a signal to the nurse call system to call the
nurse when an alarm occurs. The device mo@ a nurse call interface to output nurse call
signal when a alarm occurs. To obtain nur; ) signal, use the nurse call cable to connect the
hospital's nurse call system with the dev@mse call interface.

Alarms are indicated on the nurse @wice only when the following conditions are met:

B The nurse call system is e;)*ed.

B A alarm occurs. @

% Note: Do not rely €xglusively on the nurse call system for alarm notification. Remember that
the most reliable{ atarm notification combines audible and visual alarm indications with the
patient’s clinic@ondition.

8.4.2 De d tube

Ent ttings" - "Admin Settings" - "Dedicated tube", click “On” or “Off” to turn on or turn
¢ function. If the setting is on, please install the dedicated set before switching on the
p. If the enteral feeding set is installed without the dedicated key, the alarm of wrong
edicated set will be triggered during system self-checking when switch on the pump, and the

machine will not work.
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% Note:

1. If you need to enter the special tube setting interface, please contact the manufacturer to
provide a password, which can be modified, please keep it properly after modification. If you
forget your password, please contact the manufacturer.

2. Dedicated tube function ensures the accuracy and safety in feeding process.

3. You are highly recommended to use the dedicated tube stated in this manual. Otherwise, tb .

accuracy of the feeding and the performance of the pump cannot be guaranteed. \
N
Brand Specification and model Manufacturer .
* Yy
Hawkmed Di ble Infusion Enteral Giving Set: Ji i Hawk Medical . Ltd.
awkme 1Sposable Intusion £nteral 1ving Sets langx1 Haw. edica %)@0
HongXin Enteral feeding bag( Pump type) Jiangsu HongXin Wichice Co., Ltd.

A
4. To add other brands of dedicated tube, you must contact the manufa@g for help.

8.4.3 Tube switch ®

Enter "Settings" - "Admin Settings" - "Tube switch". If the &é%ch is off, the enteral feeding
pump will not give “No nutrition tube” alarm if the tube is installed properly.

8.4.4 WIFI \{\

The enteral feeding pump supports wireless Wll%twork connection. It can be connected to
HK-M1000 infusion monitoring software toq{@b e feeding situation in real time. Please refer
to the following steps:

WIFTI function. It will connect to t successfully linked network by default.If the network
environment has changed, you need to reconfigure the WIFI module, the configuration method
is as follows: %

WIFI Setting:Select WIFI under @@Ain settings, set the WIFI switch as "On" to enable

1.  WIFI name and I%assword configuration: click WIFT list, wait for the search to finish,
click the WIFI you need to connect, enter the WIFI password, and click 'OK' to save
1

it, it will be.automatically connected after successful saving. If you can't find the WIFI
name in @WFI list, you can also configure it manually by going to "Admin Setting" -
"WI% IFI Configuration" to manually configure WIFI name and WIFI password.

P configuration:

2wy
Ent xtended Settings", and the configuration items are shown in the following table.:

~

0

Menu items Default Setting Description

Protocol Type Default: UDP Unicast There are four types
available: TCP Server, TCP
Client, UDP Boardcast, UDP
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Unicast.

Connect to HK-M 1000
infusion monitoring software

and select the default one.

Remote IP 192.168.1.90 To be consistent with the 6

address of the PC
N \

Remote port 6111 Consistent with HK-M1000
infusion moni @ Software
settings { )

Local port 6373 COnsié’Q\with HK-M1000
infysieh/ monitoring software

ngs

AN

DHCP On Set whether to obtain IP

<
&>

address automatically

switch is on, the following configuration is not

AN
Enter "WIFI Configuration", the configuration @re shown in the table below, if the DHCP
d

N\

Menu items \@lt Setting Description
Local TP N @8.1.1 00 Valid when DHCP is off
N
Subnet Mask 255.255.255.0 Valid when DHCP is off
i
192.168.1.1 Valid when DHCP is off

Default Gateway
oo

&I
After the/l& configuration is successful, WIFI will be reconnected and the corresponding

WIFI @

1con will be displayed on the top status bar after successful connection.

onnected to HK-M1000 infusion monitoring software wirelessly, the enteral nutrition

p will send feeding information, alarm information and system setting parameters to

HK-M1000 infusion monitoring software in real time. Please refer to the manual of HK-M1000

infusion monitoring software for detailed description.

If WIFTI is disconnected , the icon “H” will be displayed on the screen.
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Note: The installation of the wireless network must be carried out by the technical
personnel or service engineer approved by the manufacturer.

8.4.5 Regular Maintenance

Enter “Settings” - “Admin Settings” - “Regular maintenance”, select maintenance time (3
months by default), after setting, press OK key to save parameters and exit.

This function is mainly to remind the user to carry out regular maintenance of the machi
and set the interval time of maintenance. When switch on the pump, a reminder box will po&
to remind the user to carry out maintenance.

8.4.6 Factory Reset .o,

Enter "Settings" - "Admin Settings" - "Restore Default", a prompt will pop up and the factory
settings will be restored after confirmation. \

8.4.7 Change Password @Q

Enter "System Settings" - "Admin Settings" - "Change Password", @Vhe password
modification interface, you can choose to modify the user passw&r}a d administrator password,
click the password area to be modified, the numeric keyboarg\%}e ace will pop up, and then
enter the new password, Press OK to save and return.

% Note: Please keep it properly after changing the @91 If you forget your password, please

contact the manufacturer. @
O

You can select the desired brand of ente ing set. Users are recommended to use the
following built-in brands. Only the enteral”’giving sets conforming to applicable standards and
having a valid CE certificate can be“3ed on the enteral feeding pump.

% Note: $\b

1. You are highly reco ed to use the enteral giving set brands specified for the enteral
feeding pump. Otherwise,'the feeding accuracy cannot be guaranteed.

8.5 Feeding tube

2. To add othe ’le of enteral giving set, you must contact the distributor for help. The
specialize s of the distributor will conduct a setting and perform a test after adding a
brand to ¢'the feeding accuracy.

3. I@er requests to add a new brand of nutrition tube by himself, please contact the local
r the after-sales service department of the manufacturer for the setting method.

% ;f you insist on adding a new brand by yourself, please contact the local distributor or the
after-sales service department of the manufacturer to ask for the setting method.
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5. To access the feeding tube screen you need to enter the user password: 11.

Nutricare-300H nutrition tube:

Brand Specification and model Manufacturer
Hawkmed Disposable Infusion Enteral Giving Sets Jiangxi Hawk Medical Supplies Co. Ltd.
HongXin Enteral feeding bag( Pump type) Jiangsu HongXin Medical Device Co., th

8.5.1 Regular feeding tube \’/\'

Enter "Feed tube" - "Regular feeding tube", select a commonly used brand , when the-quaiitity
of brands selected is more than 1, and the door detects a tube, the "Select Feeding Tubes"
interface will pop up, please select the correct brand of feeding tube (the br; ’&elected should
be the same as the brand of feeding tube used). @6

% Note 1: If the brand chosen is not the same as the brand of fee@e used, feeding

accuracy may be affected. &
\
9

8.5.2 Self-defined feeding tube
Enter "Feed tube” - “Self-define Tube", enter pass;orh?, choose the tube number, enter tube

brand name. Make precision calibration, pressure ration and so on.
ibrati E‘ O
8.5.3 Accuracy calibration \

1. Select the feeding tube to be calibrate er the accuracy calibration interface, press the
purge key until there is liquid flowi t (exhaust the air bubble). Install feeding tube as per
above instructions, press start key toNstart the calibration. During calibration, the running
indicator will flash and the secNLvill be dynamically filled. When the filling is completed, the
calibration is done.

2. After the sector arga @éd, a prompt will be displayed. Press "Confirm" or "Cancel" to
clear the prompt. Clickythe middle area of the sector to input the liquid volume actually flowed
out, the calibratioQg completed. If actually flowed out liquid volume is out of the range
displayed on ﬂ@ een, please recalibrate.

8.5.4 Pr \chalibration
931/

1.S the feeding tube needed calibration, enter the pressure calibration interface, press start
after operating according to the instructions.

%Observe the reading of the pressure gauge. When the reading of the pressure gauge is between
60-100kpa, press stop button, input the reading of the pressure gauge in the middle of the sector.
Press OK key to confirm. It will prompt that the calibration is completed. If the pressure exceeds
100kpa during calibration, re-calibrate after releasing the pressure in the tube.

Note: Please use the same brand and model of feeding tube with the one that under accuracy and
pressure calibration, otherwise calibration value is invalid.
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8.6 Operation Precautions

[ ) After the feeding tube is continuously used for 24 hours, a new feeding tube should be
replaced to ensure the accuracy. Meanwhile pay attention to the length of the feeding tube. Use
extension lines if necessary in case the feeding tube is stretched out of position when patient

turns his body.

[ ) Avoid exposing the enteral feeding pump to direct sunlight, high temperature or high\é ‘

A

® If the pump work on battery only, please check battery capacity before operation and

O

® Avoid using the enteral feeding pump with problems, which may cau&@edical accidents

%)

ing parameters.

humidity.
make sure it has enough power. Otherwise, recharge the battery fully.

and bring harm to patient’s health and even life.

[ ) Only well-trained professionals are permitted to set or adjus
[ ) The damaged front panel (mask) needs to be replaced in, to prevent leakage.
[ ) Enteral feeding pump works under conditions that e the prescribed range may
influence feeding accuracy or even cause malfunctio Q

[ The degree of viscosity and ratio of nutrieu*?uid may influence feeding accuracy.
[ The feeding tube used on this enteral «f@ pump should get valid Medical Device
Registration Certificate.

[ ) If using new brand of feeding gf)lease calibrate its accuracy on machine before use.

9. Malfunction AnalysiE.and Solutions
\

@Q‘ Accuracy

weather and temperature,

Problems _ ¢~ b Cause Solutions
%V Feeding tube is not | Calibrate the accuracy of
calibrated. the feeding tube
@Q dT(})lgs fe;clging mt;[t;; uiﬁg Please select the correct
feeding tube type
‘,\\/Q default brand.
Due to variation in

Re-calibrate the

\Q discrepancy the internal parameters of accuracy  of  feedin
% the pump incompatible tube y &
with that of the feeding ’
tube actually used.
frgfﬁi?le P artfnayof tl;z Contact distributor or
. manufacturer for repair
defective.

Beside the problems mentioned in 8.2, please contact the distributor / manufacturer for repair.
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10. Safety Invention and Troubleshooting
10.1 Safety Invention and precautions

1. External power supply: A double backup fuse is installed inside. When short circuit or any
other malfunction occurs, the fuse will cut off the circuit in advance.

2. Battery protection: The battery contains protective features which protect it against excessive
pressure, overheating or short circuit, etc. to avoid overheating or burns from occurring

3.Isolation transformer is the means of electrically isolating its circuits from supply main\’/\'
simultaneously on all poles.

oD

10.2 Troubleshooting 0

(1) If the enteral feeding pump gives system error alarm, stop the operation a@acontact the
distributor for repair. It can be used again only after it has been well repair@m tested. Enteral
feeding pump working with malfunctions may incur unpredictable dam@

(2) If the enteral feeding pump caught fire or displays any other I@tion, please disconnect
the power immediately and contact the distributor/manufacture ms

11. Maintenance, inspection, repair and ling
11.1 Clean and disinfect \\

It is strongly recommended that the device is.cl@ or disinfected using the materials and

methods listed in this section. If other mat@s or methods are used,it may damage the device

or reduce the lifespan of the deVice.@
% Note:

®  Any questions abou;j&* of cleaning and disinfectant, please consult the local
er.

distributor or magu

®  Please disposeﬁélk cleaned and disinfected waste according to the relevant regulations
of the loc@pital.

11.1.1 Pr ions

1. Bef@e eaning or disinfecting the equipment, it must be disconnected from the patient.

@%e device must be powered off, and the AC and DC power cords must be disconnected from
device.

3. Remove the consumables and the connected accessories (such as heating strip, etc.).

4. Wear rubber gloves, masks and other protective measures to prevent pollutants from
splashing during cleaning and disinfection.

5. Prepare soft and lint-free gauze, and containers for cleaning agents and disinfectants.
49
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11.1.2 Cleaning

This device should be cleaned regularly. In areas with serious environmental pollution or heavy
sandstorms, the frequency of cleaning should be increased. Please check the hospital's

regulations on cleaning in advance. The cleaning steps are as follows:

1. When cleaning the surface of the equipment, use a soft and lint-free gauze to soak in a neutr .
or weakly alkaline detergent. After the gauze is fully wet, wring it out until there is no i
dripping, and then wipe the surface of the equipment with the gauze. ”CK,

2. Wipe each surface of the equipment until the pollutants are detached from the surfac.a,of the

equipment.
3. During the wiping process, ensure that the edges and corners of the equiptqgn'tggcleaned.
4. After wiping, use a dry lint-free gauze to remove the residual deterg@:tion, and place it

in a ventilated and cool environment to air dry. ®
% Note: &0
® Do not immerse the device in liquid. é\'

® Do not let liquid seep into the device casing. \Q

® Do not use halogenated or petroleum-b @olvents, glass cleaners, acetone, or other
harsh cleaners. M as)

Recommended detergents: N é
Detergent Name @ Cleaning Method
Clean water \\b Wipe

11.1.3 Disinfection %,

Disinfect the machin&ording to the disinfection procedures of your hospital. The disinfection

steps are as fol ;

1. Before @kction, please clean the equipment according to the method described in Section

1 1.1.20

%C@’n disinfecting the surface of the equipment, use soft and lint-free gauze to immerse in
%dium and high-efficiency disinfectants.

After the cloth is fully wet, wring it dry until no liquid drips, and wipe the surface of the device

with gauze.

3. All surfaces of the equipment should be wiped , and the action time should refer to the

instructions of the disinfectant.
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4. During the wiping process, ensure that the edges and corners of the equipment are disinfected.

5. After disinfection, wipe the surface of the equipment with gauze wetted with water and

remove residual disinfectant solution, and place it in a ventilated and cool place to air dry.

% Note

® Do not immerse the device in liquid.

® Do not let liquid seep into the device casing.

®  When using disinfectant, please follow its instructions.

®  This equipment cannot be sterilized by high pressure steam

6.
>

o

The following table lists the disinfectants recommended for the device and the r@? contact

time for the disinfection.

Recommended disinfectant solution:

A\
@Q

O\

Disinfectant Solution Name

Contact Time

\\\Disinfection Method

75% alcohol

3min .\&

Wipe

11.2 Sterilization

Sterilization of this device or accessories is not p

manual.

11.3 Periodic Inspection

11.3.1 Check the alarm function@
%&en within 1-10 seconds.

enteral feeding pump should be 20cm away from the flow clip of
from the filter, feed rate at 150 ml/h, feed VIBD as 200ml, and

Check if the Occlusion alarm

(1)The testing conditions;
feeding tube and 30
occlusion level as Le

&
.\0

e%}ted unless specifically stated in the user

occlusion sensor (once every 2 months)

(2) Install feed@)e in the enteral feeding pump. Close the door and open the flow clip of

feeding se
o

(3) Up,

2/ Inspect delivery accuracy (once every 2 months)

ssing START key, use a stopwatch to measure the time taken for occlusion alarm.

%e enteral feeding pump built in mechanism driving system which may suffer abrasion during
usage. Frequently use of the machine and variation on temperature may cause accuracy error. It
requires check delivery accuracy periodically.

(1) Install the feeding tube to the enteral feeding pump, close the door and open the flow clip.

(2) Calibrate the accuracy as per instructions of 8.5.3.
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(3) After calibration, set feed rate at 150ml/h and feed VIBD as 10ml to test delivery accuracy.
The delivery accuracy should be within + 5%.

11.3.3 Inspect internal battery

The battery shall reduce the performance due to prolonged usage, please check the battery
capacity every other month.

(1) Firstly, charge the battery fully (for 7000mAh, 12 hours with power on, or 7 hours with .
power off; for 3000mAh, 6 hours with power on, or 4 hours with power off; ). \

(2) Let enteral feeding pump work on battery only, and set feed rate at 125ml/h. Record the
whole working time when the battery is exhausted. )

- If feeding time more than 90 minutes, the battery is in good condition. C)

- If feeding time more than 45 minutes but less than 90 minutes, the batter@&fs low quality

but still can be used. @

- If feeding time is less than 45 minutes, the battery reaches the end@% life and needs to be
replaced. &

11.3.4 Replace internal battery \

(1) Loosen the 4 screws that fix the cover, open the cq(@nplug the flexible cables on the
cover, and take off the cover.

(2) Remove the plate screws and the plate pressi battery.
*>

(3) Unplug the battery connector and take (6 attery.

(4) Tidy the output wire of the new te%nd insert it into the battery compartment. Lock the
plate with screws and connect the connector to the main board plug.

(5) Retrieve the previously re: \ked cover assembly, connect the flexible cable ,cover it on the
back cover and fasten the s‘;&. Check the working status of the battery.

WARNING: Replac% attery needs to be operated by after-sales team of the manufacturer
or maintenance perso authorized by the manufacturer. Installation and replacement of
batteries by inad tely trained personnel may result in hazards (such as overheating, fire, or
explosion), as @l s machine failure.

Dispos 6‘} ed batteries should follow the regulations accordingly.

1 @(eplaceable parts
% laceable part: Power adapter, Heating Strip,

The replacement should comply with the product standards or contact after-sales service
personnel for replacement.

For all the components replaced by dismantling the shell with a tool, should be operated by
authorized maintenance personnel.
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11.4 Normal repair procedures

The repair job should be performed by supplier or distributor. It needs to make a complete
inspection on machine after maintenance. If necessary, our company can offer circuit diagram
and components list to authorized maintenance personnel.

11.5 Maintenance for long-time storage

If the enteral feeding pump is not used for more than 1 month, it should be placed in package t .
avoid direct sunlight, and keep it in cool and dry place. See 12.2 for detailed storage conditig&

If the enteral feeding pump is not used for more than 1 month, to ensure that this pump reMs
in good operating condition after a long-time storage period, please carry out the folk&vigg

maintenance procedures: q)
1. Calibrate the enteral feeding pump to ensure feeding accuracy and avoid pegsible medical

accident. Q

2. Test the pressure alarm. Qe
3. Test the working time and recharging time of battery to ensure, the battery can still be used.
11.6 Recycling é\&

The service life of this product is 8 years. After the eqﬁ@nt reaches the service life, it should
be disposed according to local laws and regulation%{or ore information, please contact
manufacturer or our distributors.) 0

*>
WARNING: Disposal of parts, batteries, p@ ing materials and accessories must comply with

local laws, regulations or the hospita@@le disposal system.

12. Transport and sto%ge
12.1 Precautions during ort
1. Place the product &%& o. of layers indicated on packing carton
2. Temperature ra@e:-20°C- +55°C;

3. Relative\@%ty: 10-95%

4. AtrQQQ ric pressure: 50.0 kPa - 106.0 kPa

% orage conditions

orage temperature: -20°C - +55°C
Relative humidity: 10-95%

Atmospheric pressure: 50.0kPa~106.0kPa
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13. Packing list

13.1 Standard configuration in package

1. Enteral feeding pump 1

2. DC-12V adapter with waterproof cover 1

3. AC Power cord 1 6 N

4. User Manual 1 \

5. Product qualification certificate 1 \/

e
6. Product warranty card 1 ¢
Y cO
7. Fix clamp 1 X\'V
8. Heating Stri 1
e Strip SO
o . Y .

The above accessory is dedicated accessory for the equipment. To @ce the above equipment,
please contact Shenzhen Hawk Medical Instrument Co., Ltd. replacement. If incorrect
accessories are used or unauthorized modified, it will ca ea@ nctions such as equipment
unrecognition, inaccuracy, and alarm. %UK
14. Open-package Inspection \{\

Cautions for Open-package inspection: . (b'

1. Opening the packing carton carefully to \d damaging the machine or its accessories.
2. Handle with care all items inside t| }@{age.

3. Keep all accessories, warranty ¢ nd User Manual well for future use and reference.

4. Keep some packing cartonss\bse of using them to deliver defective machines.

5. If there is any accesso ing or damaged, please contact the supplier at the earliest.

15. After-sales§2r\vices

Note: Thefolowing situation is not within the range of free maintenance and repair

The warrant; f@hoe enteral feeding pump is one (1) year.

1. tions resulting from improper operation, or modification / repair of the enteral
#&lg pump without supplier’s knowledge and permission
Bruise or damage caused by improper handling during transport.
3. Malfunction or damage caused by fire, salt, poisonous gas, earthquake, hurricane, flood,
abnormal electric voltage or any other natural disaster.
For all the malfunctions and damage due to above reasons, the manufacturer can offer repair but

charge for the cost.
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After-sales service provider:
Shenzhen Hawk Medical Instrument Co. ,Ltd.

1st-4th Floor, Building C, Jianyetai Industrial Zone, No.11 Minhuan Road, Fukang Community,
Longhua Street, Longhua District, Shenzhen,518109 Guangdong, P.R.China

Tel.: 0086 755-83151901 é .
Fax: 0086 755-83151906 \’/\'
Email: szhk@hawkmedical.cn )
Website: http://www.hawkmed.com.cn C)O
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Appendix 1

Time between alarm condition and alarm generation is less than 1 seconds

Table 1 Classification of alarms and color of alarm indicator light

. . - olor/ frequency of |[Alarm signal
IAlarm classification lAlarm priority Elarm indicator light delay
System error High Red light/ 2 Hz <ls e\
Door Open High Red light/ 2 Hz <Is N M
Occlusion High Red light/ 2 Hz <1s ¥
Low Battery Low Yellow light on e
Battery exhaust High Red light/ 2 Hz 15
Dedicated tube error High Red light/ 2 Hz \ <Is
No nutrition tube High Red light/ 2 Hz o\‘ <ls
Battery fail Low Yellow lightdn\ <ls
Heating over temperature High Red 11%’6}& Is
Without heating strip Low Ye]&&ght on <ls
Air Bubble High | Red tight/ 2 Hz <ls
Almost Done Low “ Nellow light on <ls
Finished High m\, Red light/ 2 Hz <lIs
AC Fail Low\‘\g)v Yellow light on <Is
No operation LO‘VXO Yellow light on <ls
Standby end N: Yellow light on <ls
Table 2 Alarm sound 1nte@1me
Alarm level, XU' Intervals Alarm information
High N\ 85425 Black on red
Low{{\ 25s+2s or no repeating Black on yellow
-

Note: Onl %ur alarms "No operation", "Almost Done" , "Low Battery" and “Battery fail”
sound tones at intervals of 25s & 2s, all other Low Priority alarms sound one tone and

arg flobrepeated.
%Qé
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Appendix 2 Information of Electromagnetic Compatibility (EMC)

1. Notes

@ Nutricare-300H Enteral feeding pump meets the electromagnetic compatibility
requirements of IEC 60601-1-2, IEC 60601-2-24 Clause 201.17.202.

attached documents.

@ Users should install and use according to the EMC information mentioned in the b .

@ Portable and mobile RF communication equipment may affect the perforrnance\/
Nutricare-300H enteral feeding pump and avoid strong electromagnetic i

when used, such as near mobile phones, microwave ovens, etc.;

@ See attachments for the manual and manufacturer’s statement.

2. Warning

Q&

ference
O@

@ Nutricare-300H Enteral feeding pump should not be u: @ roximity or in stack

with other devices, and if it must be used in prox1m
observed and verified to operate normally in the

@ Except for cables sold by the manufacturen&

as spare parts for internal components, @
specified may result in increased emis%

Nutricare-300H enteral feeding purrq)

Cable Information:

%)

uration used;

n stack, it should be

@stricareJOOH enteral feeding pump
of accessories and cables other than
r reduced disturbance immunity of

S/N | Name @ Cable length (m) rsl(})ltleld or ?emark
1 |AC Po@b 25m No Magneti
c loop
) W‘hne, 1/0 / / /
Iterconnection
3AQ‘cord / / /
‘0 Patient cable / / /
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3. Guidelines and manufacturer's statements:

Guidance and manufacturer’s declaration - electromagnetic emissions

The model Nutricare-300H are intended for use in the electromagnetic environment

specified below. The customer or the user of the model Nutricare-300H should assure

that they are used in such an environment

AN
Emissions test Conformity Electromagnetic environment - guidan&e
o~ ¢
The model Nutricare-300H use rgy
RF emissions only for their internal functi%Therefore,
CISPR 11 Group 1 their RF emissions are ow and are not
likely to cause any &ference in nearby
electronic equ‘ip@ .
RF emissions A
Class B The mo @Jtricare-Z»OOH are suitable for
CISPR11
- — usg in all*establishments, including
Harmonic emissions SK
Class A

IEC 61000-3-2

Voltage fluctuations
/ flicker emissions

IEC 61000-3-3

&es‘cic establishments and those directly
 onnected to the public low-voltage power

supply network that supplies buildings

used for domestic purposes.

&
@dﬁﬂce & Declaration — electromagnetic immunity

speci

N

elow. The customer or the user of the model Nutricare-300H should

The m @NutricareJOOH are intended for use in the electromagnetic environment
hat they are used in such an environment.

* Immunity

test level

IEC60601

test level

Compliance

Electromagnetic environment -
guidance
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Electrostat

Floors should be wood,

(O

ic +8 kV contact +8 kV contact concrete or ceramic tile. If
discharge 2 kV, +4kV, 2 kV, +4kV, floors are covered wi th.
(ESD) +8 kV, +8 ; : .
. . synthetic material, the relative
IEC £15 KV air KV, £ISkVaair | idity should be at least
61000-4-2 30 %
0.
Electrical
fast +2kV for
transient/b | power supply . .
urst lines +2kV for power Mains power quality shoqld be\/
. that of a typical commercial or N

IEC 1 KV for supply lines hospital environment ¢

Input/output y O
61000-4-4 | {ines

(\

Surge +0.5kV, 1 kV | £0.5kV, £1 kV
IEC line to line line to line Mains po, uality should be

+0.5kV, £1 +0.5kV, £1 kV, | that of cal commercial or
61000-4-5 kV,£2kV +2 kV line to hos }bnwronment

line to ground ground

\

<5 % Ur \\\

(>95% dip in Cgb'

Ur) q\
Voltage for 0.5 cycle <@) T
dips, short 50U %95% dip in
Interruptio onT T.) Mains power quality should be
ns and (>95% d \{~ for 0.5 cycle that
Vol'_cage Un) $ <5% Ur of a typical commercial or
variations T (>95% dip in hospital environment. If the
on Ur) user of the model
power for 1 cycle Nutricare-300H require

0,

§upply 4\10 7% Ur 70% Ur continued operation during
Input (30% dip in (30% dip in Ut) | power mains interruptions, it is
11nes\0 Un) for 25/30 cycles | recommended that the model
I T <5% Ur Nutricare-300H be powered

for 25/30 (>95 % dip in from an uninterruptible power

00-4-1
@1 | Ur) supply or a battery.
"1 cycles for 5/6 sec

<5% Ur

(>95 % dip in

Ur)

for 5/6 sec
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Power
frequency
(50/60 Hz)
magnetic
field

IEC
61000-4-8

3 A/m, 30 A/m

3 A/m, 30 A/m

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

environment.

NOTE UT is the a.c. mains voltage prior to application of the test level.

>

o

Guidance & Declaration - Electromagnetic immunity

cO
A\
I\\

The model Nutricare-300H are intended for use in the electromagr%*}e}wironment
specified below. The customer or the user of the model Nutricar,
that they are used in such an environment. (6

should assure

Immunit | IEC60601 test Ei);r;phance gllsgtro etic environment -
y test level &K
ible and mobile RF
3 Vrms x unications equipment should
1 5 0 kHz (b. be used not closely to any part of
3 Vims 6 the model Nutricare-300H,
Conducte 150 kHz to 80 including cables, and the
dRF MLz 6 in recommended separation distance
1IEC 6 Vrms in ISM calculated from the equation
61000-4- and amateur §§ d amateur applicable to the frequency of the
6 radio bands radio bands transmtter. . .
$ Recommended separation distance
Radiated d=[3,5/V] xP"?
RF s aYim | 3 VI A0 g 21280 MHz 0 800 MHz
IEC GH ’ 20 MHz to d=2.3xP"? 800 MHz to 2.7 GHz
61000-4- & 27 where P is the maximum output
3 S . power rating of the transmitter In
\QQ 57215\41\/}[151-2 GHz watts (W) according to the
/\/ Test 385MHz- transmitter manufacturer a.md dls
Q specification 5785MHz the recon}mended separation
s for Test dl.stance in meters (m).
b ENCLOSURE | specification | Ficid strengths from fixed RF
PORT s for trlanirmltters, a;s de_termmed by an
electromagnetic site survey, a
g\gl\fvﬁg: to ENCLOSUR shoulfi be less than the compliance
communication PORT level in each frequency
. range.
(eg;g;ntint ?(:/IMUNITY b Interference may occur in the
table 9 of IEC RF wircless vicinity of equipment marked with
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60601-1- communicati | the following symbol:
2:2014) on equipment
(Refer to 7
table 9 of (¢ i’
IEC
60601-1-
2:2014)

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. C)O -

O
4

2 Field strengths from fixed transmitters, such as base stations for radi \
(cellular/cordless) telephones and land mobile radios, amateur radi@% and FM
radio broadcast and TV broadcast cannot be predicted theoreti¢ally with accuracy. To
assess the electromagnetic environment due to fixed RF t{?&itters, an
electromagnetic site survey should be considered. If't easured field strength in
the location in which the model Nutricare-300H sed exceeds the applicable RF
compliance level above,

The model Nutricare-300H should be B&Q’ed to verify normal operation. If
abnormal performance is observed ional measures may be necessary, such as
reorienting or relocating the %:NutricareJOOH.

b Over the frequency range(l 50 kHz to 80 MHz, field strengths should be less than

3V/m.
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Recommended separation distances between
portable and mobile RF communications equipment and the model Nutricare-300H

The model Nutricare-300H are intended for use in electromagnetic environment in which
radiated RF disturbances is controlled. The customer or the user of the model
Nutricare-300H can help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment
(transmitters) and the model Nutricare-300H are recommended below, according to
the maximum output power of the communications equipment.

Rated maximum

Separation distance according to frequency of transmitter(m)

N

A3

applies.

affected by absorption and

NOTE 1 At 80 MHz and 800 MHz. the

For transmitters rated at a maximum output power no;
separation distance d in meters (m) can be esti%

the frequency of the transmitter, where P is the
transmitter in watts (W) accordable to the

output
power 150 kHz ~ 80|80 MHz ~ 800 | 800 MHz 6 2.7
of transmitter MHz MHz GH:
(W) d=1.2xpP” d=1.2xp” d=23x
w R
0.01 0.12 0.12 028, "
0.1 0.38 0.38 AEF3
1 1.2 1.2 \23
10 3.8 3.8 A) |73
100 12 12 %N |23

1 above, the recommended

@ration distance for the higher frequency range

% in all situations. Electromagnetic propagation is
ion from structures, objects and people.

using the equation applicable to
ximum output power rating of the
itter manufacturer.

\Q
Q)(\/\/
)

NOTE 2 These guidelines may m
-

§l~

\2\’0'
@Q
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Appendix 3 Cyber security

1. Serial communication

a) User access control mechanism: use password for user identity identification Electronic
interface: Type-C interface

b) Data type: equipment operation information (alarm signal, feeding preset amount, feediu@ ¢
speed) \’/\'

¢) Technical features: through the wired multifunctional serial line connection to form a’deain
network, through the electrical port for RS232 standard protocol for( o ay data

communication. Communication interface configuration: 115200, send cl‘nqa‘cters for ASCIL

code. Q

d) Network security features configuration: data transmission typ one-way transmission;
equipment end related records can not be deleted by. 0
e) Security mechanism: transmission data encryption ’\'&

f) Data backup and disaster recovery: relevant record: OQ&ievice side cannot be deleted by
g) Running environment: WIN7 and compatible Vénﬂion ; MobaXterm, software version: V21.2

and compatible versions; USB to serial drj H340, software version: 3.5.2019.1 and
compatible versions. 6\

2. WIFI communication @

a) User access control mechag%use password for user identification

b) Electronic interface; W, EEE 802.11)

¢) Data type: device%?ation information (alarm signal, feeding mode, feeding flow rate, time,

totalization) Q

d) Techni @ﬂures: Local area network composed by wireless WIFI, one-way data

mod@is* BPSK, QPSK, QAM. operating frequency range is 2.412GHz ~ 2.484GHz. wireless
®s IEEE 802.11b: 1 ~ 11 Mbps, IEEE 802.11g: 6 ~ 54 Mbps, IEEE 802.11n: 6.5 ~ 65 Mbps.
ransmit power is < 20 dBm (CE Requirement: detection mode - RMS). Hawk Medical private

comm;@on via electric port with WIFI (IEEE 802.11b/g/n) standard protocol. Modulation

encryption method, communication with the computer is a one-way data type transmission, the
enteral feeding pump to send data to the computer, will not accept any feeding control

instructions sent by the computer, and will not send any operation instructions to the computer.
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e) Network security features configuration: data transmission type is one-way transmission;
relevant records at the device end cannot be deleted.

f) Security mechanism: Standard: WPA-PSK, WPA2-PSK; Encryption: TKIP, AES.

g) Data backup and disaster recovery: relevant records on the device side cannot be deleted.

h) Operating environment.

Software environment: WIN7 and compatible versions; Hawk infusion monitoring softwaé ¢
(HK-M1000), software version: VO1 and compatible versions. \/
Hardware environment. RN
CPU: Intel i3, RAM: =4GB, Hard disk: =200GB free space, Screen resolutio(ipZO*IOSO
Network Environment: Network Architecture: C/S; Network Type: Lo%Area Network ;
Network Bandwidth: not less than 100Mbps @

Appendix 4 Pressure alarm delay and bolus dose reference {a@

Occlusioéﬁn‘n
Flow rate(mL/h) Alarm grade respoq@{ie(min) BOLUS(mL)
1 Gear-1 (MIN) | « 81 <0.6
Gear-7 (MAX) | O\ <148 <2.0
)5 Gear-1 (MIN) D™ <3 <0.5
Gear-7 (MAX). | <4 <1.0
The above data test conditions:
1. Feeding tube brand: Hawkmed
2. Test temperature: 2512°CS
3.Tube length: 1m
% Note: Occlusion pressure, delay time and Occlusion bolus are all affected by test

conditions, tem @ue and tube length.
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Appendix 5 Accuracy curve

Considering the operation principle and clinical use of enteral feeding pump, 100ml/h is used to
replace the minimum infusion rate and intermediate rate during the test.

% Note:

®  Feeding accuracy may be affected by the environment in which the device is used

(pressure, temperature, humidity, brand of nutrition tube used, concentration of nutrieb ¢

solution, etc.) V\o

®  Feeding accuracy does not reflect clinical criteria such as patient age, We}ght or

medications used. < )

®  The following experimental data only represent laboratory data. 3\

The following data test conditions:

®  Pump Sampling qty: 3 samples @
®  Feeding set Brand and Model: Jiangxi Hawk enteral feedm%e

®  Use continuous feeding mode.

[ ]

The experimental sampling time is 0.5min, the @ od is 8h, and the test temperature is

2542°C. \
0’0

1. Starting curve in the first 2 hours, C@;\)n Normal condition, 100ml/h
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2. Trumpet curve in the second hour (T1) , Condition: Normal condition, 100ml/h

Percentage error
of flow

10

5 |-

0

5

101

1 1 1 1 A\ 1

2 5 LL L Q\\ Observaion windowimin

N

3. Trumpet curve in the last one hour (T2) , Conditiox%\@ al condition, 100ml/h

of flow

Parcentage arror \Q

Q® 5 " 19 Onsewago-h windowimin
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4.  Starting curve in the first two hours, Condition: +13.33kPa background pressure, 100ml/h

Flow {mi/h)

L

8o
) N
[ 10 20 30 40 50 60 70 % 0 %0 100 110 120

Test time t {min)
-20 \Q
o
5. Trumpet curve in the second hour (TAN\,*€ondition: +13.33kPa background pressure,
100ml/h

Percentage emor @
af flow
10

I s&
5 \rx@.
oCS’/

S @
<

.Q;—
> '
2 5 1 19 Obsewa‘a)-rh windowimin
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6.  Starting curve in the first two hours, Condition: -13.33kPa background pressure, 100ml/h

Flow (mi/h)
200

180

160

O
%

100

: &
,U S
N
n 9
o 10 20 a0 40 50 60 \Q 40 50 105 110 14

Q2
\

7. Trumpet curve in the second hour,@%tion: -13.33kPa background pressure, 100ml/h

-20

*

Percentage errar
of flaw

N

g

Obser\rat?o?‘l windowimin
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Appendix 6 Bolus accuracy reference table

Bolus Bolus Rate

Volume

Weight of 25 successive bolus

Deliveries(g)

Average error

1ml 100ml/h

1.02,0.95,1.02,1.01,1.00,
0.99,1.03,0.99,1.01,0.97,
1.00,0.99,0.99,0.99,1.01,
0.99,0.99,0.97,1.01,1.00,
1.00,0.99,0.99,0.99,0.97
24.87g in total

-0.52%

&
>

100ml 400ml/h

100.06,99.1,98.19,98.53,98.40,
99.56,98.68,98.77,98.85,98.66,
98.75,97.95,97.61,99.59,99.60,
99.05,98.71,99.78,98.93,99,29,
98.30,98.80,98.76,99.1 X 5

2471.72g in total \ O\

<

|

o
o

-1.13%\
&

The above data test conditions:

\ N
‘\C)

®  Brand of Feeding tube: Hawkmed

®  Test temperature: 25+2°C § @
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1st-4th Floor, Building C, Jianyetai Industrial Zone, No.11 Minhuan Road@lé?glg
Community, Longhua Street, Longhua District, Shenzhen,518109 Guangdong, P.R.China

Tel.: 0086 755-83151901 Q‘)(\
Fax: 0086 755-83151906 ,{(\

u Shenzhen Hawk Medical Instrument Co. ,Ltd.

Email: szhk@hawkmedical.cn
Website: http://www.hawkmed.com.cn é\'
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WellKang Ltd (www.CE-m@g.eu)
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