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Perfusor Compact

Type of unit

| Classification

. [Motsture prétection

Rated voltage

Power input
External extra-low voitage
Staff call

RFI ENS5011
EMC

Time of operation
Operating conditions
- Relative humidity

- Temperature
- Atmospheric pressure

Storage conditions

- Relative humidity

- Temperature

- Atmospheric pressure

Type of battery pack

Operating time of rech. battery
Recharging ttme

Battery

Operating life of battery
Weight/Dimensions (WxHxD)

Infusion Syringe Pump

{o defibrillation proof; CF type. . .
O Protection class Il :

IP 22; drip protected for horizorital usage

230/240 V, 50/60 Hz ~ or
110/120 V, 50/60 Hz ~

12VA [ 24 VA
12 V== d.c. {e.g. ambulance cars)

Max. 24V /1A [24VA
Arbitrary connection polarity (VDE 0834)

ENB0601-1-2

100 % (continous operation)

30 % ... 90 % (without condensation])
+5°C..+40°C
500 mbar ... 1060 mbar

30 % ... 80 %
-20°C..+55°C

500 mbar ... 1060 mbar
NiCd (rechargeable)

> 10 h at < 10 mi/h

> 16 h

4 x 1.5V alkali manganese
(Duracell recommended)

> 80 h at < 10 mi/h
Approx. 1.5 kg; 190 x 100 x 120 mm




Selectable B. Braun syringes

Delivery rate
Bolus rate
Delivery preselection

Accuracy of set delivery rate

Occlusion alarm pressure

Alarm in the event of incorrect dosage

Syringe table showing minimum lifting volume
required to activate the 3-min prior alarm

20 ml Original Perfusor Syringe
50 ml Original Perfusor Syringe
50 ml Omnifix LL

50 ml Proinjekt

0.1 - 99.9 ml/h {in 0.1 mi/h increments)
800 ml/h
0.1 - 999.9 ml in 0.1 ml increments

typ. + 2,5 %, (measuring time > 1 h and
infusion volume > 2 ml)

3 settings (low, medium, high; max. 1.2 bar)

a) Malfunctions of the device

For incorrect dosages of > 0.015 ml due to
malfunctions of the device the pump
automatically switches off.

b) At shutdown typ. 1 ml bolus volume at
highest compression phase with 50 ml OPS £
max. alarm delay time at 5 mifh = 6:50 min.

Type Code No. | Min. Vol.
OPS 50 ml 50 56 ml
Proinjekt 50 mi 51 9,8 ml
Omnifix 50 ml 52 9,2 ml
Euroject 50 ml 61 9,3 ml
B-D Plpak 50/60 ml 61 9,3 ml
Terumo 50/60 ml 54 7.0 ml
Terumo (USA) 60 ml 60 7.3 mi
Monoject (USA) 50/60 ml 62 54 ml
Monoject (EU) 50/60 mi 55 9,6 ml
OPS 20 ml 20 53 ml
Omnifix 20 ml 22 6,3 ml
Terumo 20 ml 23 4,5 ml
B-D Plpak 20 ml 24 53 mi
Monoject (USA) 20 ml 26 6,5 ml
Monoject (EU) 20 ml 29 4.4 ml
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Perfusor® compact Rev.01

Intended use, indi&tionﬁ for use and contraindications

Infusion syringe pump

General description of the device

The Perfusor® compact is a transportable infusion syringe pump for administrating fluids
in nutritional therapy and infusion technigue as well as for home care applications. The
pump is software controlled and operates using a swivel-drive mechanism.

It is intended for general hospital use and may be used to deliver fluids to patients
affected by a wide variety of medical and surgical conditions.

The medical specialist must decide on suitability for application on the basis of the
warranted properties and the technical data.

Drawings, photographs

Perfusor® compact
Photo documentation
No.: M650_000001 4 .
{Art.-No. 8714827) 4,/?’/’
Version: 02

Date of issue: 2006-03-21

see ANNEX

Classification according to the international regulations

Classification according to the Medical Devices Directive 93/42/EEC

Classlib
Conformity Assessment Procedure 1.3

Universal Medical Device Nomenclature System (UMDNS), or Global Medical Device
Nomenclature (GMDN) medical device product classification code and designation

UMDNS classification code: 13-217
Designation: Infusion Pumps, Syringe

GMDN classification code: 13217
Designation: Infusion pump, syringe
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Device description, material and pracess specifications

Device description

Name of the device (brand name)

Perfusor® compact

Device variants

Classification acc.

Art. No. | Designation Description
to MDD 93/42/EEC
8714835 Perfusor® Perfusor® compact 110 [ 120 V, lb
compact inclusive universat clamp fm

Accessories and other devices intended to be used in combination with the device

Art. No. Designation Description Classification acc.
to MDD 93/42/EEC
8700109 For central power supply for 2| accessory
Y-cable Perfusor pumps
8700150 Univeral clamp | Universal clamp for a Mobile | 8CCESSOry N\
MiCU Intensive Care Unit (Ambulance Car) # )
>
8711661 MFC-RS 232 | MFC-RS 232 interface cable with | accessory 7/
Interface lead electrical isolation ’
8711674 ('\:’f;% ectiog V- Mre connecting lead for ambulance | 2S5O -
| lead | car (12V) 2T &
Ui foerrse
8711682 | MFC accessory  Z7 %
Connection MFC connecting lead for staff call 5 B
lead ! (' ok \;a‘%ﬁ%\‘;
-t et
8714991 Battery  Pack Rechargeable Battery Pack accessory ot
Perfusor®
compact
8718474 | Universal -/- aceessory
clamp fm an ¢
. AN
8718482 Universal -f- accessory
clamp
rotateable ‘
34501690 | Battery Pack | Rechargeable Battery Pack accessory
Perfusor®
compact

Perfusor® compact Rev.01



Instructions for use

Perfusor® compact

Software AA
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Patient Safety

Attention: take note of accompanying documents! A

B First read the Instructigns for Use.
Use of the equipment presupposes regular
'lc-héck'i'ng by specially-trained staff.
Operation
Make sure that the unit has'been positioned
- safely and is stable and secure.

# Prior to use:.always ensure the functioning
of the audible and visual alarms-during the
automatic check (see page 6). Also check the
staff call and syringe setting features for
possible damage.

> Connection to patient is only permissible
when the device is switched on. Interrupt the
“connection to change syringes. There is other-
wise a danger of incorrect dosage.

B Select syringe/catheter suitable for use with
the connection system and medical application.

B Make the connection-ensuring that the
infusion line is free of kinks so that a flow is
possible.

B~ Replace disposable articles after 24 hours.

B It is presupposed that installation in rooms
used for medical purposes will comply with the
appropriate regulations (e.g. VDE 0100, VDE
0107 or IEC publications). Care must also be
taken to observe regional specifications and
national variations.

Do not use in an area endangered by risk of
explosion.

Compare displayed and input values. Use
only when these match.

See also VDE 0753, Part 5, "Application Rules /-Eﬁ

Other Components. o

B Work in the area of the pressure shut-down
facility, or variations in pressure (e.g. as caused
by change in level), can.affect the accuracy of
the device.

Where several infusion lines are connected,

the possibility of their exerting a mutual

influence on-each other cannot be excluded.
Cases of possible incompatibility can be found
in the directions on use of the medicament or
appliances in question.

|

for Parallel Infusion - Possible Application % j@/
2

Methods", or the BBM application directives - % g,
for parallel infusion (38910004). ;X‘ %g})
RS AN
B> Only combinations of equipment, accessorieﬁ% ,:%‘
working parts and disposable parts that have fgg;gs’M
been shown to be compatible shall be used. s

The use of disposable parts that have not = ),
been tested or approved might well exert an
influence on the technical data.

B Connected analogue and digital components
must verifiably satisfy the EN specifications

(e.g. EN60950 on data processing devices and
EN60601 on medical electrical devices). Anyone
who additionally connects devices to the signal
input or output part is a system configurator
and is thereby responsible for compliance with
the systems:standard EN60601-1-1.

Safety Standards

Perfusor compact satisfies all safety standards
for medical electrical devices in terms of the
IEC 601-1 and IEC 601-2 (-24) publications.
Note: IEC 6011 corresponds to the European
Standard EN80601.




Technical Data

Type of unit " Infusion Syringe Pump -
Classification ~ {®} defibrillation proof; CF type
[ Protection class I
Moisture protection © - |P 22; drip protected for horizontal usage
Rated voltage 230/240V, 50/60 Hz ~ or
110/120 V, 50/60 Hz ~
Power input | 12 VA [ 24 VA
External extra-low voltage : 12 V=" d.c. (e.g. ambulance cars)
Staff call Max. 24V /[ 1A/[24 VA

Arbitrary connection polarity (VDE 0834)

RFl EN55011
EMC EN60601-1-2
Time of operation 100 % (continous operation)

Operating conditions

- Relative humidity 30 % ... 90 % (without condensation)

- Temperature +5°C..+40°C

- Atmospheric pressure 500 mbar ... 1060 mbar

Storage conditions

- Relative humidity 30 % ... 90 %

- Temperature -20°C..+55°C

- Atmospheric pressure 500 mbar ... 1060 mbar

Type of battery pack NiCd (rechargeable)

Operating time of rech. battery > 10 h at < 10 mi/h

Recharging time >16h

Battery 4 x 1.5V alkali manganese 1
(Duracell recommended) e

Operating life of battery > 80 h at < 10 mi/h

Weight/Dimensions (WxHxD) Approx. 1.5 kg; 190 x 100 x 120 mm
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Selectable B. Braun syringes

Delivery rate
Bolus rate
Delivery preselection

Accuracy of set delivery rate

Occlusion alarm pressure

Alarm in the event of incorrect dosage

Syringe table showing minimum lifting volume
required to activate the 3-min prior alarm

20 ml Original Perfusor Syringe
50 ml Original Perfusor Syringe
50 ml Omnifix LL- :
50 ml Proinjekt -

0.1 - 99.9 mi/h (in 0.1 mi/h increments)

800 ml/h 7 _
0.1 - 999.9 mlin 0.1.ml increments

typ. + 2,5 %, (measuring time > 1 h and
infusion volume > 2 ml)

3 settings (low, medium, high; max. 1.2 bar)

a) Malfunctions of the device

For incorrect dosages of > 0.015 ml due to
malfunctions of the device the pump
automatically switches off.

b) At shutdown typ. 1 ml bolus volume at
highest compression phase with 50 ml OPS &
max. alarm delay time at 5 mi/h = 6:50 min.

. Type Code No. | Min. Vo, noy
OPS 50 ml 50 5,6 ml .
Proinjekt 50 ml 51 9,8 mi
Omnifix 50 mi 52 9,2 m|
Euroject 50 ml 61 9,3 ml
B-D Pipak 50/60 ml 61 9,3 ml
Terumo 50/60 m| 54 7,0 ml
Terumo (USA) 60 mi 60 7,3 ml
Monoject (USA) 50/60 ml 62 54 mi
Monoject (EU) 50/60 ml 55 9,6 ml
OPS 20 ml 20 5.3 ml
Omnifix 20 mi 22 6,3 mi
Terumo 20 ml 23 4.5 ml
B-D Plpak 20 ml 24 5,3 ml
Monoject (USA) 20 ml 26 6,5 ml
Monoject (EU) 20 ml 29 4,4 ml
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