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PLEASE READ THESE INSTRUCTIONS FOR USE CAREFULLY BEFORE
STARTING TO WORK WITH THE i & i CENTRIFUGE

Information about matter relating to the equipment safety can be found in the
chapter 2 “Safety information”.

The symbols used in these Instructions for Use are as follows:

DANGER!

Any kind of injure — critical or not- for people A
(including patients), that only can be diminished

following the instructions shown.

WARNING!

Any kind of injure for people (including patients)

for which other protection systems are A
provided, but it is convenient the RESPONSIBLE

AUTHORITY or the OPERATOR knows it.

CAUTION!

Any kind of harmful situation for equipment or |
others. This situation can be diminished using :
this indication or with other protections.

NOTE:

Use for clarification and complementary or ﬂ
emphasised information.




Definitions:

RESPONSIBLE AUTHORITY: Individual or group responsible for the use and
maintenance of the equipment and for ensuring that operators are adequately
trained.

OPERATOR: Person operating equipment for its intended purpose. The
OPERATOR should have received appropriate training for this purpose.
QUALIFIED TECHNICIAN: Person responsible for the installation, reparation
and special maintenance of the equipment who has received specific training
for this purpose.

All restrictions referred to RESPONSIBLE AUTHORITY are valid for the
OPERATOR.

Equipment design and specifications are subjected to change without previous
notification.

This document is available in various languages. Translations have been carried
out from the master document in English. In case of doubt or discrepancies, what
is expressed in the master document in English will be given priority.
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1 INTRODUCTION

THIS EQUIPMENT IS AN /N VITRO DIAGNOSTIC MEDICAL DEVIDE
(IVD).

These Instructions for Use, which are intended for the OPERATORS of the
DG Spin incubator, contain all the information that is necessary for safely and
adequately working with the instrument.

Please carefully read all this information before attempting to work with the
equipment, especially on the maintenance section, the suggestions for correct use
and the information about contaminating liquids.

If you have any doubt please contact the manufacturer or corresponding
distributor before starting any operation.

These Instructions for Use should be accessible to all the personnel who work with
the instrument.

1.1 Intended use
The centrifuge DG Spin enables centrifugation of DG Gel cards.

1.2  Purpose, limitations and operators training

1.21  Purpose

The DG Spin centrifuge has been especially designed to carry out centrifugation of
a maximum of 24 DG Gel cards in one batch. Therefore, the predefined
parameters in the instrument (speed and time) are those required to work with
this type of card.

1.2.2 Limitations

The DG Spin centrifuge is only prepared for the centrifugation of DG Gel cards as
described in section 1.1 "Intended use", and should not be used for any other type
of test different to those for which it was designed.

1.2.3 Training

Use of the DG Spin centrifuge does not require specific training beyond that
established by the laboratory itself.
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2 SAFETY INFORMATION

2.1 Important safety instructions

The following indications are directly related to the safety of the equipment:

DANGER!

Misuse of the equipment can impair the A

protection provided by itself.

DANGER!

To avoid risk of electric shock, this equipment
should only be connected to a supply main with
protective earth.

DANGER!

This equipment works with substances that
carry a chemical or biological risk. The
established regulations for working in
laboratories in relation to the use of suitable
gloves or other personal protective means
should be followed.

DANGER!

In the event of any spillage into the equipment,

it must be isolated from the mains supply,

cleaned up and decontaminated. The instrument A
must be only disassembled by a QUALIFIED
TECHNICIAN and it must not be connected

again until it has been fully inspected by the

QUALIFIED TECHNICIAN.
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A\

WARNING!

This equipment only must be used by the
RESPONSIBLE AUTHORITY, OPERATORS and
QUALIFIED TECHNICIANS.

WARNING!

Electromagnetic compatibility and electrical
safety tests have been performed using the
cord supplied by the manufacturer. However, if
it is necessary to use another cord, be sure that
the new cord meets the following
specifications:

Cable type: Flexible cable with insulation and
PVC cover with 3 conductors (neutral, live and
earth).

Cord length: 2 m.
Conductor section: 1 mm? or higher.

Connector_type: For IEC inlet. Connector for
class | appliances.

Plug type: Plug type used in the country where
the equipment is installed and with earth
connection.

Connector, cable and plug must comply
electrical safety requirements applicable in your
country.

CAUTION!

Using cables other than those specified may
result in increased electromagnetic emissions
and/or decreased immunity of the equipment.

2-2
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WARNING!

Basic safety precautions should always be
taken including those indicated in section 2.3
‘Read before use”. Furthermore, before A
installing the equipment, the rules of 5.2

“Installation requirements” section must be
read.

2.2 Equipment labelling

The DG Spin centrifuge is labelled with the following labels:
(4) Packaging label
(5) Identification and Basic Technical Characteristics of the equipment
label

(6) Biological risk of the Centrifugation chamber.

(1) Packaging label

Label located on the right upper part of the front of the box that is the packaging
of the DG Spin centrifuge.

DG SPIN

+&0C

A
SN | 320-X0XXXX oc

85%
REF| 210343 i
£ 2) c €

GRIFOLS

The following symbols are used on the labels:

SN Serial number

Catalogue number
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Temperature range permitted during storage and
transport
(72) Relative humidity range permitted during storage and
o transport
C European conformity

(2) Identification and Basic Technical Characteristics label

Label located on the rear part of the equipment containing technical information
(mains tension, frequency and power) as well as the model, serial number,
manufacturing date, name and address of the manufacturer and regulatory
information.

100 - 240 V~ 50 W

50 - 60 Hz = 2xT2AL, 5x20 mm

dl BN] 320-XXX-XXXX c €
(o DG SPIN E\/

GRIFOLS rsimaa s

08150 Parets del Vallés - ESPANA (SPAIN)

g

W23

Symbols additional to those described are:

Manufacturing date

S

In vitro diagnostic Use only

Directive 2002/96/EC on Waste Electrical and
Electronic Equipment. See chapter 10 “Disposal of the
I

equipment”.
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(3) Biological risk level

Located on the lateral part of the Centrifugation chamber, it indicates and warns
of the biohazard caused by possible remaining substances deposited on the

'

- Use the equipment only for the purposes described in the Instructions
for Use.

- Unless specifically instructed to do so by the Instructions for Use, do
not drop or put anything into any opening in the equipment.

2.3 Read before use

- Do not use the equipment if it is not working properly, or if it has
suffered any damage. Examples of defects typically include:

- Visible damage caused by dropping the equipment.
- Visible damage caused by liquid spillage.

- Visible damage caused by subjection to prolonged storage and
under unfavourable conditions or by subjection to severe
transport stresses.

- Damage to the flexible supplies cord or its plug.

- Do not use the equipment in hazardous atmosphere, or with hazardous
materials for which the equipment has not been designed.

- Do not use the equipment in the presence of inflammable gases or
volatile products.

- Do not use accessories which are not supplied or recommended by the
manufacturer.

- Do not introduce inflammable, explosive or chemical materials that
interact vigorously into the centrifuge.

- Do notlean on the centrifuge.

- The equipment may only be disassembled by a QUALIFIED
TECHNICIAN, either for internal cleaning and/or for repairing. Before
disassembling, the equipment must be unplugged.

- Before using any cleaning or decontaminating method described in
chapter 7 “Maintenance”, the equipment must be unplugged.

GRIFOLS 25
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3 SPECIFICATIONS OF THE CENTRIFUGE

3.1 Technical specifications

MODEL Do Sriiv

LOAD CAPACITY 24 DG Gel cards

DG SPINHEAD Removable and interchangeable
CENTRIFUGATION Pre-programmed. Those required for DG Gel cards
CONDITIONS

CENTRIFUGATION

SPEED 990 rpm * 10 rpm (128.1 g + 1.0 %)
CENTRIFUGATION P bl

UNITS rogrammable, rpm or g

CENTRIFUGATION TIME | 9 minutes

ACOUSTIC ALARM Yes, to indicate end of centrifugation and error
situations
VOLUME OF ACOUSTIC P ble. 3 level
ALARM rogrammable, 3 levels.
SAFETY SYSTEMS e  Qut-of-balance control
e Detection of door opening
e  Safety closure
INTERFACE LCD screen and Buttons
SUPPLY Voltage: 100-240V ~
Frequency: 50-60 Hz
Input power: 50 W
Fuses 2x T2AL 250 V, 5x20 mm
PROTECTION AGAINST Class: I
ELECTRIC SHOCK ass:
INSTALLATION Overvoltage category II (local level, appliances,
CATEGORY portal equipment, etc.)
DIMENSIONS (mm) 525 (depth) x 410 (width) x 180 (height)
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Specifications of the Centrifuge

VAN

WEIGHT (KG) Approximately 15 kg
WORK CONDITIONS Indoor use
Temperature: 15°C to 40°C
Maximum relative
humidity non 80 %
condensing:
Maximum altitude: | 3000 m
Mains supply
maximum voltage 110 % of nominal voltage
fluctuations:
TRANSPORT AND Temperature: -10 °C to 60 °C
STORAGE CONDITIONS : .
Maximum relative
humidity non 85 %
condensing:
USEFUL LIFE 5 years considering a normal function of 8
hours/day and 200 days/year.
WARNING!

According to regulation EN 60601-1-2, it is
recommended that relative humidity of the
room where the equipment is installed be not
less than 30%. Although the equipment may
function normally with relative humidity below
30%, in extremely dry environments
electrostatic discharge may occur that could
damage the equipment.

3.2 Accessories

CODE

DESCRIPTION PRESENTATION

210364

DG Spin Head

1

3-2
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3.3 Regulatory

The DG Spin centrifuge comforms to the requeriments of:
- EU Directive 98/79/EC on “In Vitro Diagnostic Medical Devices”.

- EU Directive 2002/96/EC on “Waste electrical and electronic
equipment".
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4 DESCRIPTION OF THE CENTRIFUGE

4.1 General description of the centrifuge

Figure 1 and Figure 2 show, respectively a front and rear image of the DG Spin
centrifuge.

Figure 1: General view of the DG Spin centrifuge

(1) Centrifugation chamber
(2) DG SpinHead

(3) Centrifuge cover

(4) Control buttons

(5) Display

GRIFOLS +1
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Figure 2 : Rear view of the DG Spin centrifuge

(6) Main switch

(7) Fuses housing

(8) Mains cord connection
(9) Security ring housing

(10) Connection to a computer (for exclusive use of the authorised
Technical Service)

411 Centrifugation chamber

The Centrifugation chamber (Ref. (1), Figure 3) is the centrifuge area designed to
house the removable DG Spin Head, contain any dirt caused by possible
fortuitous spillages or leaks and facilitate its cleaning.

Figure 3 : Centrifugation chamber
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(1) Centrifugation chamber
(2) Lean axle and Crosshead of DG Spin Head
(3) Motor protective cover

The Centrifugation chamber also has a protective cover (Ref. (3), Figure 3) that
protects the motor.

41.2 DG Spinhead

The DG Spin head is a circular support with 24 positions numbered with Card
holders (Ref. (2), Figure 4) to place the DG Gel cards for their centrifugation.

Figure 4 : DG SpinHead

(1) Knob
(2) DG Gel card holders
(3) Direction of centrifugation

The DG Spin Head is removable and interchangeable with the aim of increasing
the comfort of the OPERATOR when loading and unloading the cards. To remove
it, lift it vertically by means of the Knob (Ref. (1), Figure 4) until it is released from
its Lean axle (Ref. (2), Figure 4).

To introduce the DG Spin Head again into the centrifuge, the Crosshead of the
Lean axle has a magnetic system that facilitates correct positioning of the DG Spin
Head.

GRIFOLS 43



DG Spin Description of the Centrifuge

4.1.3 Centrifuge cover

The DG Spin centrifuge has a safety transparent cover (Ref. (3), Figure 1) with a
hinge and an electromagnetic safety closure.

41.4 Control buttons

The DG Spin centrifuge has three buttons (Ref.(4), Figure 1) for control of
centrifugation.

9 o

b b4

Figure 5 : Centrifugation Control buttons

(1) Centrifugation starting button (@)
(2) Centrifugation stopping button (.)
(3) Cover opening button ()

4.1.4.1  Centrifugation starting butfon

Pressing the @ button starts the centrifugation cycle. It is essential that the
Cover to be closed.

4.1.42  Centrifugation stopping button

Pressing the . button centrifugation may be stopped before the established time
ends.

4.1.4.3  Cover opening button

Pressing the button, the Cover to get to inside (Ref. (3), Figure 1) of the
DG Spin centrifuge opens. The Cover will open only if the motor is completely
stopped.

4.1.5 Display

The Display (Ref. (5), Figure 1) informs the OPERATOR of the remaining time to
the end of centrifugations and speed. It also informs of possible error situations.

” GRIFOLS
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Figure 6 : Display

(1) Centrifugation speed information

(2) Timer information
(3) Centrifugation speed units
(4) Warnings area

4.1.5.1  Remaining centrifugation time information

In normal mode, the Display shows on the right, the time remaining up to end of
centrifugation of the batch by means of a digital counter (Ref. (1), Figure 7) and a
progress bar (Ref. (2), Figure 7). The Progress bar will be filled in as the pre-
programmed time elapses.

Figure 7: Display with a centrifugation batch in execution

(1) Remaining centrifugation time
(2) Progress bar
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4152 Units

The DG Spin centrifuge informs the OPERATOR of the centrifugation speed in
rpm or in g To change the configuration that appears on the screen consult
section 5.5 “Configuration of the equipment”.

4.1.5.3  Warnings area

This is located on the left lower part of the Display (Ref. (4), Figure 6) and
informs, by means of symbols, of alarm situations during initialisation or
centrifugation batch. These symbols are described below.

For more information, consult section 12.1. "Warnings or Incidences".

Contact the Technical Service

Batch completed with Erroneous centrifugation time

The Cover centrifuge is opened

Out-of balance during centrifugation

Centrifugation speed out of the range

©] TI0OI\

4.1.6 Security ring
The DG Spin centrifuge is open, under normal conditions (plugged),by pressing

the button . However, if it is necessary to open it in case of power cut or
malfunction of the electromagnetic security closure, the DG Spin centrifuge has a
Security ring in the rear part of the equipment (Ref. (9), Figure 2) for manual
opening.

This ring is protected by means of a screwed lid and should not be used unless
needed. The lid should be removed with a screwdriver beforehand.

The Security ring should be preferentially carried out by a QUALIFIED
TECHNICIAN.

46 GRIFOLS



DG Spin Description of the Centrifuge

During normal use of the DG Spin centrifuge, ensure that the ring is protected by
the aforementioned lid.

WARNING!

Before use the Security ring, check that the A
centrifuge is unplugged and the 0G Spin

Head is not moving.

DANGER!

The use of the Security ring disconnects A
immediately the motor. However, take in

mind that the JG SpinHead can still move.

GRIFOLS 47
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5 INSTALLATION

5.1 Action upon delivery

This equipment may be installed directly by the OPERATOR or RESPONSIBLE
AUTHORITY.

5.2 Installation requirements
The requirements for the place where the equipment is to be installed are as
follows:

- If the equipment has been stored in environmental conditions different
from work conditions, it should be kept for at least one hour under
environmental work conditions before being plugged in.

- Environmental conditions: See section 3.1 “Technical specifications”.

- Space requirements: The equipment occupies a horizontal area of
width 500 mm and 600 mm in depth (includes space for connection of
the mains cord connection).

- Leave a safety space for additional installation of at least 300 mm
around the centrifuge. No person or any dangerous material should be
within this area whilst the centrifuge is in operation.

- Do not place the equipment out of doors.
- Do not place the equipment where it could get wet.
- Do not place the equipment on an inflammable material surface.

- Do not position the equipment so that it is difficult to operate the
mains switch (Ref. (6), Figure 2).

- Do not let the equipment or its flexible cord come into contact with
surfaces which are too hot to touch.

- Do not place anything on top of the equipment.

- The electrical installation to which the equipment will be connected
should comply with the necessary requirements of power supply,
consumption and regulations (including protective earth).

- The plug should have a protective earth.

- The surface chosen to install the DG Spin centrifuge should be perfectly
flat, horizontal and stable.
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Installation

5.3 Unpacking the equipment

Once the appropriate place is selected for installation, unpack the equipment
according to the following instructions:

Open the upper part of the box.
Remove all protections and accessories.

Remove the protection bag and place the equipment in the chosen
position.
Verify that all elements specified in the attached Packing list are
included.

Check that the equipment is not damaged due to the storage and
transport.

5.4 Installation procedure
To install the DG Spin centrifuge, proceed as follows:

5-2

Connects the mains cord (Ref. (3), Figure 2) to the centrifuge and the
mains.

Switch on the Main switch (Ref. (6), Figure 2).

Verity that the Display shows the centrifugation time.

Press and remove the internal protection that protects the
DG Spin Head.

Remove the DG Spin Head from the Centrifugation chamber and
verify that all the Card holders (Ref. (2), Figure 4) of the DG Spin Head
are perfectly placed and held by the corresponding pivot.

Close the Centrifuge cover by pressing the front central part.

Ensure that the Cover is completely closed and press the Centrifugation

starting button ( ).
Verity that the DG Spin Head starts to rotate.
After 5 minutes, press @ again and verify that the centrifugation

speed that appears in the Display is within the speed range defined in
3.1"Technical specifications".

Later on, stop centrifugation by keeping . pressed for a few seconds.
The centrifuge will emit some intermittent acoustic signals that will end
in a continuous signal that indicates the centrifugation stop.

GRIFOLS
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e Wait for 30 seconds and verify that the DG Spin Head has stopped and
the Display again shows the pre-established centrifugation time.

The DG Spin centrifuge is supplied with a conformity certificate stating that the
centrifugation speed (990 rpm) has been verified using instruments calibrated by
accredited entities. The DG Spin centrifuge does not need to be readjusted during
its useful life if it is used under normal working conditions.

5.5 Configuration of the equipment
The DG Spin centrifuge has some predefined parameters that may be modified by
the OPERATOR. Predefined values are the following:

- Acoustic signal volume: High

- Centrifugation speed units: rpm

- Date and time: GMT time zone.

NOTE:

The Date and Time parameters are used to

maintain traceability in a "log file" with relevant

information and possible incidences that have ﬂ
occurred during the centrifugation phase.
Accessibility to this file and its use are for the

exclusive use of the authorised Technical

Service.

To modify these parameters access the Configuration mode as described below:

e  With the equipment switched off, keep the @ button pressed down
and switch on the Main switch (Ref. (6), Figure 2).

The DG Spin centrifuge is initialised in Configuration mode and
enables personalising the parameters described:

e In Configuration mode the Display will show the configuration
menu for the selection of the acoustic signal volume.

The numeration shown corresponds to the following volumes:
- VOL 0: Deactivated
- VOL 1: Medium level volume
- VOL 2: High volume
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e Press to modify the value to the required level.

® Once the required level has been selected, press @ to move
onto the next parameter.
The Display will automatically show the following configuration
menu: Selection of centrifugation speed units.

¢ To change the units, press and select the required unit: rpm
org's.
- SEL rpm: Centrifugation speed in revolutions per minute
(rpm)
- SEL g’s: Relative centrifugation force (g)

e Once the required level has been selected, press @ to move
onto the next parameter. Automatically, the Display will show
flickering digits correspondi@to the Date (YYYY.MM.DD) and

the Time (HH:MM). Press to modify the value of each field

and to move onto the next field. The date and time of the
centrifuge are pre-programmed with respect to the GMT system
and therefore should not be modified.

e Once the date and time has been introduced, save the

configuration by keeping @ pressed down. The equipment will
emit a long and continuous acoustic signal indicating that the
configuration has been successfully saved.
The DG Spin centrifuge will automatically show the Display with the
programmed pre-centrifugation time

NOTE:

ﬂ If no button is pressed for 15 seconds, changes
are not recorded in the Configuration mode.
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NOTE:

To save the modification of any parameter
(volume, units, date and time) it is necessary to

keep @ pressed down until the indicator ﬂ

emits the long and continuous acoustic signal.
Otherwise, the OPERATOR will leave the
Configuration mode without recording the
changes made.
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6 OPERATING PROCEDURE

CAUTION!

Do not use the 0G Spin centrifuge if it does not
work correctly or has been damaged.

6.1 Execution of a centrifugation batch

To correctly use the DG Spin centrifuge the following instructions should be
followed:

e  Activate the Main switch (Ref. (6), Figure 2) and verify that the Display
(Ref. (5), Figure 1) is switched on and shows the predefined
centrifugation time.

e  Open the Cover by pressing and remove the DG Spin Head by
pulling up vertically until it is released from the Lean axle.

e  Place the DG Spin Head on a flat surface.

e Place DG Gel cards in the Card holders (Ref. (2), Figure 4) of the DG
Spin Head to be centrifuged.

CAUTION!

The number of DG Ge/ cards in the DG Spin
Head should always be an even number and
distributed symmetrically in such a way that the
motor load is balanced. For example, place half
of the cards to be centrifuged starting from
position ¥ of the Head and the other half starting
from position ¥=.

CAUTION!

During the cards processing, samples and
reagents should not be directly dispensed into
the Card holders.
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CAUTION!

The direction of centrifugation is important to
standardise the work and make centrifugation
conditions of the cards uniform.

Consequently, place the JG Ge/cards in such a
way that the bar code coincides with the
barcode symbolised in the Card holder as
shown by Figure 8.

Figure 8 : Cards orientation in the Card holders

NOTE:

The DG Spin centrifuge can work with
interchangeable OJG Spin Head available as
accessory (Code 210364). The use of more
than one 0G Spin Head enables improving the
performance of the equipment. In other words,
the OPERATOR may prepare a second 0G Spin
Head with new cards whilst centrifugation of a
prior batch is in progress.

For the use of different DG Spin Head, no
special installation or  configuration s
necessary.

6-2
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WARNING!

Centrifugation heads different to those specified A
should not be used as they may cause

deterioration and malfunction of the instrument.

e  Once the cards have been distributed in the DG Spin Head, place it
inside the centrifuge.

e Close the Cover by pressing the central front part thereby ensuring
correct closure.

e  Press @ to start the centrifugation batch and activate the timer.

Once the centrifugation has finished, the DG Spin Head stops
automatically and the DG Spin centrifuge shows the timer flashing and
Acoustic alarm activated.

e  Press to open the Cover.

e Immediately remove the DG Spin Head from the inside of the
centrifuge.

To carry out a new centrifugation batch, load the DG Spin Head with the new
cards and close the Cover. The timer will automatically show the pre-programmed
centrifugation time.

NOTE:

Once a centrifugation batch has finished it is not

possible to start another whilst the Cover has ﬂ
not been opened. Once opened, the OPERATOR

should remove the centrifuged cards to avoid

centrifuging them twice.

6.2 Visualisation of the centrifugation speed
The DG Spin centrifuge allows momentarily seeing the speed or force of the

centrifugation. To do that, press @ or during the centrifugation batch.

As shown by Figure 9, the Display will show, on the left (Ref. (1)), the
centrifugation speed of the DG Spin Head at this time. The screen, shows in
parallel, the timer and the progress bar, on the right (Ref. (2)).
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990 0815

(— —] )

Figure 9: Centrifugation speed information on the Display

(1) Centrifugation speed or force
(2) Timer information

6.3 Centrifugation stop
If, for some reason it is necessary to stop the centrifugation before the established

time is finished, . should be keep pressed down for a few seconds. The DG Spin
centrifuge will emit some intermittent acoustic signals that will end in a
continuous signal to indicate the centrifugation stop.

At this point, the Display will intermittently show the time indicated when the
timer stopped and the indicator of Erroneous centrifuiation time () will be

activated. To silence the acoustic alarm, press or

To carry out a new centrifugation batch, open the Cover by pressing , load the

DG Spin Head with the new cards and close the Cover. The indicator will
automatically be switched off and the timer will show the pre-programmed
centrifugation time.
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WARNING!
If centrifugation is stopped, the cards should be

invalidated. c
Reliable results can only be obtained if the cards are

subject to a complete and continuous centrifugation,
only once.
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7 MAINTENANCE

Maintenance of the DG Spin centrifuge only includes cleaning and
decontamination.

7.1 Maintenance plan
Maintenance is a set of operations carried out at regular intervals to preserve
function of the DG Spin centrifuge.

As a general rule and as long as there is no irregularity in the operation of the
equipment, the maintenance plan that should be followed is the following:

PERIOD ACTIVITY CARRIED OUT BY

Whenever drops of | Cleaning of the Chamber and the
samples or  other | DG Spin Head as indicated in RESPONSIBLE

zlbsta}?ces §plit on the | soction 71.1 “Cleaning AUTHORITY /
entrifugation dures”

chamber or on the DG | P10 OPERATOR
Spin Head

Each month Decontamination of the RESPONSIBLE

equipment as indicated in AUTHORITY /
section 7.1.2. “Decontaminant OPERATOR

liquids”.

Decontamination operations carried out by the OPERATOR or interventions
carried out by a QUALIFIED TECHNICIAN should be noted in the "Maintenance
services carried out" register included at the end of these Instructions for Use.
Technical assistance may be provided by your supplier or other Technical Services
authorised by Diagnostic Grifols, S.A.

DANGER!

During cleaning and/or  decontamination A
processes, protective gloves must be used by

the OPERATOR.
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A\

WARNING!

Before the cleaning and decontamination
procedures, all samples and cards should be
removed from inside the equipment.

VAN

WARNING!

The cleaning processes of the equipment
surfaces should be carried out with the
equipment unplugged from mains.

7.1.1

Cleaning procedures

The DG Spin centrifuge has been manufactured with top-quality materials.
However, biological samples, saline solutions, acid or alkaline solvents should be
eliminated from the exterior surface before these can cause deterioration.

Cleaning of the external surfaces should be carried out periodically with a damp
cloth with a soft detergent.

A\

WARNING!

Take care of not leaking cleaning solution into
the equipment openings.

VAN

WARNING!

Do not disassembly the equipment in any case.
If there is liquid inside, the cleaning and
decontamination operation should be carried
out by a QUALIFIED TECHNICIAN. Call the
nearest authorised Technical Service.

7-2
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7.1.2  Decontamination of the equipment

DANGER!

Any part of the equipment that could come into
contact with blood, serum samples or any other

biological liquid should be treated as potentially
contaminant.

In order to prevent any risk of infection, it is important to carry out
decontamination of the instrument before performing certain operations.

Decontamination of the equipment should be carried out monthly or in the
following cases:

- After spillages, leaks, etc. of potentially contaminant liquids.
- Preparation of the equipment for its transport or storage.
- Before the intervention of the Technical Service.
- Equipment disposal.
To decontaminate the equipment, proceed as indicated below:
e  Open the Cover of the centrifuge by pressing and remove the
DG Spin Head.
e  Switch off the equipment and disconnect it from the mains.

e In case of spillages, absorb the liquid with a disposable absorbent
material (for example paper towels, gauze or paper clothes).

e  Decontaminate the surfaces (Chamber, Cover, DG Spin Head, Card
holders, etc.) using a 0.5% (v/v) aqueous solution of sodium
hypochlorite. To do this, clean the surfaces with disposable towels or
turundas dipped into the disinfectant in such a way that they are
completely damp.

e  Absorb the disinfectant solution with a disposable material.

e Rinse the surface with a soft detergent and water to eliminate the odour
and residual harmful chemical components.

e  Dry the surface.

e  Dispose of contaminated materials used during the decontamination in
a container for biological waste.
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VAN

WARNING!

Before using any cleaning or decontamination
product different to those recommended by the
manufacturer, the RESPONSIBLE AUTHORITY
should verify with the manufacturer that the
methods proposed will not damage the
equipment.

o

NOTE:

The procedures described above do not
guarantee that the equipment is totally
decontaminated, but it reduces the risk of
contamination to a minimum.

7.1.2.1 Decontaminant liguias
During handling of these liquids, the following recommendations should be

followed:

Corresponding Instructions for Use
Laboratory safety regulations

Local legislation in force on prevention

YAN

DANGER!

The sodium hypochlorite solution is corrosive,
irritating for the skin and eyes and toxic if
inhaled, absorbed or ingested.

7-4
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8 OPERATION QUALIFICATION PROCEDURE (0Q)

The DG Spin centrifuge has two non-adjustable independent time basis controlled
by the centrifuges program itself. Given that the speed has been calibrated by the
manufacturer, if no function alarm is activated (see sections 12.1 and 12.2), it is
warranted that DG Spin centrifuge will correctly work for all its useful life, without
any additional calibration.

However, the procedure described below aims to provide a method for those
laboratories which, under a quality management system, should periodically verify
that the DG Spin centrifuge works under specifications.

The Operation Qualification Procedure (OQ) of the DG Spin centrifuge consists
of verifying the correct function of the following parameters:

- Centrifugation speed
- Balance control system

8.1 Required materials
To qualify operation of the DG Spin centrifuge the following materials are
required:

- Calibrated optical tachometer

- 24 DG Gelcards

To warranty the veracity of measurements, these materials should be calibrated
using instruments controlled regularly with traceable materials at primary or
secondary reference standards.

NOTE:

The use of any tachometer is possible as long
as it complies with the following specifications:

Tachometer: Optical

Scale division (rpm): <1 rpm ﬂ

Range (rpm): 1.00 - 99,999 rpm
Maximum uncertainty permitted: + 3 rpm

Detection distance: < 35 cm with visible red
light
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o

NOTE:

It is advisable regular calibration of 1 year or
that recommended by the manufacturer of the
tachometer if its calibration validity period is
lower than 1 year.

8.2 Procedure for qualification of centrifugation speed

To verify that the DG Spin centrifuge complies with the speed specifications
described in section 3.1 "Technical specifications" proceed as described below:

8-2

Switch on the DG Spin centrifuge to the mains and activate the Main
switch (Ref. (6), Figure 2).

Verify that the Display (Ref. (5), Figure 1) is switched on and the timer
indicates the predefined centrifugation time.

Open the Cover of the DG Spin centrifuge and remove the DG Spin
Head.

Place 24 DG Gel cards in the corresponding Card holders.
Place the DG Spin Head and close the Cover.

Press @ to start a centrifugation batch.
Wait for 20 seconds to ensure stabilisation of centrifugation speed.

Vertically hold the optical tachometer on the centrifuge Cover,
pointing the reflective mark of the DG Spin Head shown by Ref. (1) of
Figure 10.

Figure 10: Reflective point for centrifugation speed measuring
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e  Verify that the tachometer speed marked is within the speed range
defined in 3.1 “Technical specifications”.

e  Furthermore, verify that the speed shown by the Display when @ is
pressed, although is not exactly the same than the tachometer speed, is
also within the speed range defined in 3.1 “Technical specifications”.

e Stop centrifugation by keeping . pressed down for a few seconds
until earring a continuous acoustic signal.

e  Open the Cover of the centrifuge; remove the DG Spin Head and the
cards.

e  Place the empty DG Spin Head in the centrifuge and close the Cover.

The verification of centrifuge speed implies verification of the equipment time
basis and therefore, independent verification of the timer is not necessary.

NOTE:

Acceptance of the results enables ensuring
correct function of the JG Spin centrifuge with
respect to control of speed and time ﬂ

Otherwise, repeat the procedure. If the results of
the new verification are not accepted, contact
your authorised Technical Service.

8.3 Procedure for qualification of the out-of-balance control system

The DG Spin centrifuge has a system that stops centrifugation if any imbalance
occurs in the DG Spin Head during centrifugation. The sensor also has an
autoverification system monitored by the program; in case of sensor fault, the
centrifuge stops and indicates the presence of an error in the system.

To verify that this out-of-balance control system is operational, proceed as
described below:

e Open the Cover of the DG Spin centrifuge and insert 2 adjoining cards.

e  C(Close the Cover.

e  Start a centrifugation batch by pressing @
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Verify that centrifugation is stopped and that the out-of-balance

indicator (Misl) is activated in the Warning area of the Display during
centrifugation

NOTE:

The centrifugation stop enables ensuring
correct function of the JG Spin centrifuge with
respect to out-of-balance control system.
Otherwise, contact your authorised Technical
Service.

8-4
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9 TRANSPORT AND STORAGE

WARNING!

The equipment must be decontaminated before A
being transported and/or stored.

If the DG Spin centrifuge has to be stored for a long period of time, it is
recommendable to pack it as for transportation.

The required environmental storage conditions are those indicated in section 3.1
"Technical specifications".

The space requirements for storing the equipment are as follows:
- Size: 320 mm height x 635 m depth x 530 mm width (with packaging).
- Approximate weight: 18 Kg

WARNING!

Only use the original packaging for transporting A
the equipment.
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10 DISPOSAL OF THE EQUIPMENT

To dispose of the DG Spin centrifuge it should be completely cleaned and
decontaminated and all remains of samples and reagents eliminated. Once this is
done, it should be sent to an authorised centre for the processing of electronic
waste.

DANGER!

This instrument should only be disassembled A

by authorised specialists.

CAUTION!

When the instrument is at the end of its useful
life, local legislation procedures in force should
be followed to dispose of it.

In the EU, the DG Spin centrifuge is considered as waste and is subject to selective
collection under European Directive 2002/96/EEC relating to waste from electrical
and electronic equipment.

To dispose of the equipment contact the distributor directly.
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11 WARRANTY

The warranty conditions are established in separate documents. For more
information, contact your distributor.

The warranty does not cover:

Damages caused by its initiation and functioning in environments that
contravene the Instructions for Use.

Damages caused by accident, negligence or breach of the Instructions
for Use.

Damages caused for reasons of force majeure (atmospheric, geological
phenomena, etc.).

Damages caused by incorrect handling including that carried out by
technical personnel not authorised by Diagnostic Grifols, S.A.

Parts of plastic or rubber as well as enamel and paints that have
deteriorated due to knocks or usage except in the case of a manufacture
defect.

The DG Spin Head, except in the case of a manufacture defect.

Breakdowns or defects due to transport.

The replacement of equipment or components will be subject to the criteria of
Diagnostic Grifols, S.A.

CAUTION!

Repairs should be exclusively carried out by
personnel authorised for this purpose by
Diagnostic Grifols, S.A.
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12 RESOLUTION OF INCIDENCES

During normal functioning of the DG Spin centrifuge certain warnings and
incidences may appear that the OPERATOR can resolve without the assistance of
the specialised Technical Service.

12.1 Wamings or incidences

MESSAGE

DESCRIPTION

VERIFICATIONS

Out-of balance
during centrifugation

The equipment has detected an imbalance
during centrifuge that has been stopped.
Open the Cover and verify that:

- The number of cards is an even
number.

- The cards are distributed
symmetrically in the DG Spin Head.

- The cards are properly placed in the
Card holders.

- The DG Spin Head is in perfect
condition: verify the absence of
knocks, deep scratches, etc.

- The DG Spin Head has all the Card
holders in their position.

- The DG Spin Head is properly placed
in the corresponding axle.

Once the cause that led to the imbalance is

corrected, close the Cover, press @ and
verify that the out-of balance indicator of
the Display disappears and centrifugation
begins.

Erroneous
centrifugation time

The centrifugation time of the batch in
progress was different to that pre-
established. Additionally, the timer flicks.
This may be due to:

- The OPERATOR has stopped the

centrifugation batch as described in
section 6.3. “Centrifugation stop” the
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timer shows by flashing, the value
indicated at that moment.

- A power cut has stopped the
centrifugation batch. The time shows
by flashing, the value indicated at that
time and will emit some short sounds.

Press any button to stop the Acoustic
alarm and leave the timer prepared for a
new centrifugation batch.

The Cover centrifuge
is open

For safety, the equipment is designed in
such a way that centrifugation batch can
not start with the Cover open.

If the centrifuge is connected this
indicator is shown as long as the Cover is
open. The indicator disappears when the
Cover is closed. Otherwise, ensure that the
Cover is properly closed and if the
situation is not corrected switch of the
equipment and contact the Technical
Service.

If when @ is pressed the Open cover
indicator flashes, verify that there is no
previous centrifugation batch that has not
been unloaded in the centrifuge.

To do this, open the Cover and remove
the DG Spin Head, unload the cards and

load the new batch. Press @ again and
verify that centrifugation is carried out
normally.

Centrifugation out of
range

A speed error has been detected during
centrifugation.

Open the Cover, remove the DG Spin
Head and dispose of the cards. Switch off
the centrifuge and restart again.

If the error is detected again, contact the
Technical Service.
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Contact the Technical
Service

If the centrifuge detects any alteration in its
function that cannot be resolved by the
OPERATOR, the corresponding luminous
indicator is activated.

In this case, switch off the centrifuge and
restart again. If the warning persists
contact the Technical Service.

Excessive
consumption of the
motor

The equipment has detected excessive
consumption of the motor during
execution of the centrifugation batch. The
equipment stops centrifugation and

activates the acoustic indicator. Press

or . to stop it.

Open the Cover, remove the DG Spin
Head and dispose of the cards. Switch off
the centrifuge and restart again.

If the error is detected again contact the
Technical Service.

NEE <BN

The out-of balance
sensor does not work
correctly

The equipment has detected an error in
the out-of balance control system during
implementation of the centrifugation. The
equipment stops centrifugation and

activates the Acoustic alarm. Press @ or

. to stop it.

Open the Cover, remove the DG Spin
Head and dispose of the cards. Switch off
the centrifuge and restart again.

If the error is detected again contact the
Technical Service.

\ | L\

Cover opening error

The equipment has detected an error in
the Cover opening system. The Cover
indicator in flashing mode and the
acoustic indicator will be activated. Press

@ or . to stop it.

Switch off the centrifuge and unload the
cards from inside using the Security ring

GRIFOLS
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as described in section 4.1.6 Security
ring”.

Restart again and if the error is detected
again, contact the Technical Service.

12.2 Error messages

Apart from the alerts and errors mentioned, the equipment may detect other error
conditions. In these cases, the equipment will carry out the following actions:

Stop the centrifugation in execution.

Ignore Buttons @, . and .

Activate the Acoustic alarm with short sounds.

Activate the indicator.

Show an & on the Display with the corresponding error code.

CAUTION!

If the DG Spin centrifuge shows an error
message in the Display, restart the equipment.
If the error persists, contact the Technical
Service and indicate the error code.

12.3 Acoustic alarm

The DG Spin centrifuge has an Acoustic alarm that can be programmed on three
levels and when configured it is activated with the volume selected by the
OPERATOR in the following situations:

Once the centrifugation batch in execution is completed. The acoustic
indicator will be activated with a long and continuous sound.

When a centrifugation batch is stopped by keeping . pressed down.
The DG Spin centrifuge emits three short sounds and a long sound
indicating that centrifugation has stopped at this time. The timer will
show by flashing, the value indicated at that time.

After a power cut during a centrifugation batch. When it works again,
the DG Spin centrifuge will emit short sounds and the timer will show,
by flashing, the value indicated at that moment.
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- If after a complete centrifugation batch the Cover has not been opened

to remove the cards already centrifuged and the @ button is pressed
again to start a new centrifugation batch, the system emits some short
sounds and the Open cover alarm flashes. To start a new
centrifugation, it is necessary to open the Cover.

- If there is any error during centrifugation: Imbalances, centrifugation
speed out of range, incorrect function of out-of-balance control systems,
fault in the Cover opening system, excess current consumption of the
motor, etc. the DG Spin centrifuge emits some short sounds and the
corresponding indicator is displayed.

CAUTION!

To stop the Acoustic alarm, press @ or .
as appropriate. If the Acoustic alarm continues,
contact your authorised Technical Service.

© —
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PRASOME ATIDZIAI PERSKAITYTI SIAS INSTRUKCIJAS PRIES
PRADEDANT DARBA SU DG SPIN CENTRIFUGA
Informacijg apie jrangos saugg rasite 2 skyriuje “Saugos informacija”.
Simboliai, naudojami Sioje naudojimo instrukcijoje:

PAVOJUS!

Suzeidimai — kritiniai ar nekritiniai asmeny
(jskaitant pacientus) suzeidimai, kuriy
galima i8vengti laikantis pateikty instrukcijy.

ISPEJIMAS!

Asmeny (jskaitant pacientus) suzeidimai, kuriy
iSvengimui yra naudojamos kitos apsaugos
sistemos, tacdiau apie tai privalo Zinoti
ATSAKINGI ASMENYS ar OPERATORIUS.

DEMESIO!

Pavojinga situacija jrangai ir aplinkiniams. Siy
situacijy galima iSvengti laikantis nurodymy ar
naudojant kitas saugos priemones.

PASTABA:

Informacijos paaiskinimas ar papildymas. ﬁ




Apibrézimai:

ATSAKINGAS ASMUO: asmuo ar asmeny grupe, atsakinga uz jrangos
naudojimg ir priezidrg bei tinkamo operatoriaus apmokymo uztikrinima.
OPERATORIUS: asmuo, naudojantis jrangg pagal paskirij.
OPERATORIUS Siam tikslui turi bati tinkamai apmokytas.

KVALFIKUOTAS TECHNIKAS: asmuo, atsakingas uz jrangos jdiegima,
remontg ir specialig priezilirg ir yra baiges specialius apmokymus Siai
veiklai.

Visi apribojimai, skirti ATSAKINGAM ASMENIUI, galioja ir OPERATORIUI.

Jrangos dizainas ir specifikacijos gali biti keiCiamos be iSankstinio perspéjimo.
Sis dokumentas yra pateikiamas jvairiomis kalbomis. Vertimas yra atliekamas i$
pirminio dokumento angly kalba. Kilus abejonéms ar neatitikimams, prioritetas yra
teikiamas informacijai, pateiktai pirminiame dokumente angly kalba.
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1 ]VADAS

I JRANGA YRA IN VITRO DIAGNOSTINE MEDICINOS
PRIEMONE (VD).

Sioje  naudojimo instrukcijoje, skirtoje DG  Spin inkubatoriaus
OPERATORIUI, yra pateikiama visa informacija, bdtina saugiam ir
adekvaciam instrumento naudojimui.

Prie§ pradedant naudoti jrangg, atidziai perskaitykite visg pateikiamag
informacijg, ypatingai — priezitros skyriy, patarimus dél tinkamo naudojimo
bei informacijg apie skysciy uzter§tuma.

Kilus abejonéms, kreipkités j gamintojg ar atitinkamg atstova.

Si  naudojimo instrukcija turi bdti prieinama visam instrumentg
naudojanciam personalui.

1.1 Paskirtis
Centrifuga DG Spin yra skirta DG Gel korteliy centrifugavimui.

1.2 Paskirtis, apribojimai ir operatoriaus apmokymas

1.2.1 Paskirtis

DG Spin centrifuga yra sukurta daugiausiai 24 DG Gel korteliy
centrifugavimui vienu metu. Todél, i§ anksto nustatyti instrumento
parametrai (greitis ir laikas) yra skirti Sio tipo korteléms.

1.2.2 Apribojimai

DG Spin centrifuga yra paruosta DG Gel korteliy centrifugavimui, kaip
apradyta skyriuje 1.1 "Paskirtis" ir neturi bati naudojama kito tipo tyrimui
atlikti.

1.2.3 Apmokymas

DG Spin centrifugos naudojimui nereikia jokiy specialiy apmokymuy,
iSskyrus laboratorijoje nustatytus apmokymy procesus.
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2 SAUGOS INFORMACIJA

2.1 Svarbios saugos instrukcijos

Zemiau pateikiamos indikacijos yra tiesiogiai susijusios su jrangos sauga:

GRIFOLS

PAVOJUS!

Netinkamas jrangos naudojimas gali
sugadinti esancig apsauga.

PAVOJUS!

Norint iSvengti elektros Soko rizikos, $i jranga turi
bdti prijungta prie jZzeminto elektros maitinimo.

PAVOJUS!

Si jranga yra naudojama su cheminés ar
biologinés rizikos substancijomis. Privaloma
laikytis laboratorijoje nustatyty taisykliy dél
tinkamy pirStiniy dévéjimo bei kity asmens
apsaugos priemoniy naudojimo.

PAVOJUS!

Jvykus iSsiliejimui jrangos viduje, ji turi bati
izoliuota nuo elektros maitinimo tiekimo,
iSvaloma ir nukenksminama. Instrumentg iSrinkti
dalimis gali tik KVALIFIKUOTAS TECHNIKAS ir

gali bati surenkama tik po iSsamios
KVALIFIKUOTO TECHNIKO apzidros.

2-1
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|SPEJIMAS!

Sig jrangg gali naudoti tik ATSAKINGI ASMENYS,

OPERATORIALI ir KVALIFIKUOTI TECHNIKAI

ISPEJIMAS!

Gamintojas atliko tiekiamo maitinimo laido
elektromagnetinio suderinamumo ir
elektros saugos testus. Taciau, jei reikia
naudoti kitg laidg, jsitikinkite, kad naujasis
maitinimo laidas atitinka Sias
specifikacijas:

Kabelio tipas: lankstus kabelis su
izoliacija ir PVC padengimu, su 3
laidininkais (neutralus, su jtampa ir
jzeminimo).

Laido ilgis: 2 m.

Laidininko skerspjtvis: 1 mm? ar didesnis.

Jungties tipas: IEC lizdui. | klasés
prietaisy jungtis.

Kistuko tipas: kiStuko tipas naudojamas
Salyse, kuriose jranga yra jdiegiama su
jZeminimu.
Jungtis, laidas ir kiStukas turi atitikti
elektros saugos reikalavimus, taikomus
jusy Salyje.

DEMESIO!
Kity nei nurodyta laidy naudojimas gali jtakoti
padidéjusiy elektromagnetiniy emisijy

atsiradimg ir/ar sumazinti jrangos sauga.

2-2
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|SPEJIMAS!
Visada bdtina laikytis atsargumo
priemoniy, jskaitant priemones,

aprasytas 2.3 skyriuje ,Perskaitykite
prie$ naudojimg“. Be to, prie§ jdiegiant
jrangg, bdtina perskaityti taisykles,
pateikiamas 5.2 skyriuje ,)diegimo
reikalavimai®.

2.2 Jrangos zenklinimas

DG Spin centrifuga turi Sias etiketes:

(4) Pakavimo pakuoté

(5) Pagrindiniy jrangos techniniy charakteristiky identifikacijos
etiketé.

(6) Centrifugos kameros biologinio pavojaus etiketé.

(1) Pakavimo etiketé
DG Spin pakavimo etiketé yra deSinéje virSutinéje priekinéje dézés dalyje.

DG SPIN

+60C
10°C l

85%
|REF| 210363 ”_’
‘ Ce€

GRIFOLS
Etiketése yra naudojami Sie simboliai:

SN I Serijos numeris

REF Katalogo numeris

[SN | 320-Xxx-XXXx
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LeidZziamos laikymo ir transportavimo
temperatiros ribos

LeidZiamos laikymo ir transportavimo santykinés
- drégmeés ribos

C Europos atitiktis

(2) Pagrindiniy jrangos techniniy charakteristiky identifikacijos etiketé
Etiketé galinégje jrangos dalyje nurodo jrangos technine informacijg
(maitinimo jtampa, daznis ir galingumas) ir modelj, serijos numerj,
pagaminimo datg, gamintojo pavadinimg ir adresg bei reglamentavimo
informacija.

100 - 240 V- 50 W
50 - 60 Hz — 2xT2AL, 5x20 mm
] [BN] 320-XXX-XXXX c €
ARAA
z LvD | DG SPIN H
& FORIN VITRO
& DIAGNOSTIC LSE o
Diagnostic Grifols, §.A
GRI FOLS Passeig Fluvial, 24 S
08150 Parets del Vallés - ESPANA (SPAIN)

Kiti simboliai:
{iﬂ \ Pagaminimo data
Tik In vitro diagnostiniam naudojimui

Direktyva 2002/96/EC dél elektroninés ir elektros
jrangos atlieky. Skaitykite 10 skyriy ,Jrangos
iSmetimas®.
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(3) Biologinés rizikos lygis

Etiketéje, esancioje Soninéje centrifugos kameros dalyje, yra nurodomas
jspéjimas dél biologinio pavojaus, kylan€io dél galimy substancijy likuciy
ant kameros pavirsiaus.

2.3 Perskaitykite pries naudojima

Jrangg naudokite tik naudojimo instrukcijoje nurytai paskirciai.

Nieko nemeskite ir nedékite j jrangos ertmes, nebent naudojimo
instrukcijoje yra nurodyta kitaip.
Nenaudokite pazeistos ar tinkamai neveikiancios jrangos. Tipiniy
defekty pavyzdziai:
- Matomas pazeidimas dél jrangos nukritimo.
- Matomas pazeidimas dél skysciy iSsiliejimo.
- Matomas pazZeidimas dél ilgo jrangos laikymo
nerekomenduojamomis salygomis ar netinkamo
transportavimo.

- Lanksc€iy daliy, laido ar kistuko pazZeidimas.
Nenaudokite jrangos pavojingoje aplinkoje ar su pavojingomis
medZiagomis, nesuderinamomis su jranga.
Nenaudokite jrangos prie degiy dujy ar lakiy produkty.
Nenaudokite gamintojo netiekiamy ar nerekomenduojamy priedy.
Nenaudokite degiy, sprogiy ar cheminiy medziagy, kurios galéty
agresyviai paveikti centrifuga.
Nesiremkite ant centrifugos.
Vidaus iSvalymui ir/ar remonto darbams jrangg iSrinkti gali tik
KVALIFIKUOTAS TECHNIKAS. Prie$ iSrenkant, jranga turi bati
iSjungta i§ maitinimo lizdo.
Prie$§ atliekant valymo ar nukenksminimo procedlras, aprasytas
skyriuje 7 ,Priezitra“, jranga turi bati iSjungta i maitinimo lizdo.
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3 CENTRIFUGOS SPECIFIKACIJOS

3.1 Techninés specifikacijos

MODELIS DG spin

JKROVIMO TALPA 24 DG Gel kortelés

DG SPIN GALVUTE ISimama ir kei¢iama
CENTRIFUGAVIMO

SALYGOS UZprogramuotos, tinkanc¢ios DG Gel korteléms
CENTRIFUGAVIMO

GREITIS 990 rpm = 10 rpm (128.1 g £ 1.0 %)
CENTRIFUGAVIMO L

VIENETAI Programuojami, rpm ar g
CENTRIFUGAVIMO

LAIKAS 9 minutés

AKUSTINIS ALIARMAS

Yra. Centrifugavimo pabaigos ar klaidos indikacija

AKUSTINIO ALIARMO
GARSAS

Programuojamas, 3 lygiai.

SAUGOS SISTEMOS

» Balanso kontrolé

 Atviry dureliy aptikimas

» Saugus uzdarymas

SASAJA LCD ekranas ir klaviSai
MAITINIMAS Jtampa: 100-240V ~

Daznis: 50-60 Hz

|vestis: 50 W

Saugikliai 2x T2AL 250 V, 5x20 mm
APSAUGA NUO
ELEKTROS SOKO Klasé: I
INSTALIACIJOS I vir§jtampio kategorija (vietinis lygis, prietaisai,
KATEGORIJA Portalo jranga ir t.t.)

MATMENYS (mm)

525 (gylis) x 410 (plotis) x 180 (aukstis)

GRIFOLS
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SVORIS (KG)

Apie 15 kg

DARBO SALYGOS

Naudojimui patalpose

Temperatura:

15°C - 40°C

Maksimali santykiné
drégme be
kondensato:

80 %

Maks. aukstis virs
juros lygio:

3000 m

Maksimalus
maitinimo jtampos
svyravimai:

110 % nominalios jtampos

TRANSPORTAVIMO IR
LAIKYMO SALYGOS

Temperatura:

-10°C - 60 °C

Maksimali santykiné
drégme be
kondensato:

85 %

GALIOJIMAS

per metus.

5 metai, esant 8 valandy darbo dienai, 200 dieny

ISPEJIMAS!

Pagal

reglamentg
rekomenduojama

EN
santykine

60601-1-2,
drégmeé

patalpoje nebuty mazesné nei 30%. Nors
jranga gali normaliai funkcionuoti ir esant

mazesnei
ypatingai

nei
sausoje aplinkoje gali

30% santykinei

drégmei,
jvykti

elektrostatinés iSkrovos, kurios gali paZeisti

jranga.

3.2 Priedai

KODAS

APRASYMAS

TIEKIMAS

210364

DG Spin galvuté

1

3-2
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3.3 Reglamentavimo informacija

DG Spin centrifuga atitinka reikalavimus, pateikiamus:
- EU Direktyvoje 98/79/EC dél “In Vitro diagnostiniy medicinos
priemoniy”.
- EU Direktyvoje 2002/96/EC dél “Elektroninés ir elektros jrangos
atlieky".
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4 CENTRIFUGOS APRASYMAS

4.1 Bendrasis centrifugos aprasymas

Pav. 1 ir pav. 2 yra pateikiamas priekinis ir galinis DG Spin centrifugos
vaizdas.

Pav. 1: Bendrasis DG Spin centrifugos vaizdas

(1) Centrifugavimo kamera
(2) DG Spin galvuté

(3) Centrifugos dangtis
(4) Valdymo klavisai

(5) Ekranas

GRIFOLS
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Pav. 2 : Galinis DG Spin centrifugos vaizdas

(6) Maitinimo jungiklis

(7) Saugikliy skydelis

(8) Maitinimo laido jungtis

(9) Saugos Ziedas

(10)Kompiuterio jungtis (tik jgaliotam techninio aptarnavimo
personalui)

41.1 Centrifugavimo kamera

Centrifugavimo kamera (nr. (1), pav. 3) yra centrifugos vieta, skirta DG Spin
galvutei, kurig galima iSimti ir iSvalyti, jvykus netyC€iniam iSsiliejimui ar
pratekéjimui.

Pav. 3 : Centrifugavimo kamera
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(1) Centrifugavimo kamera

(2) Pasviroji asis ir DG Spin galvutés zvaigzdiné galvuté

(3) Apsauginis variklio korpusas
Centrifugavimo kameroje taip pat yra apsauginis korpusas (nr.(3), pav. 3),
kuris apsaugo variklj.

4.1.2 DG Spin galvuté

DG Spin galvute yra apskritas padéklas su 24 pozicijomis, pazymeétomis
korteliy laikikliy numeriais (nr. (2), pav. 4), j kurias yra dedamos
centrifuguojamos DG Gel kortelés.

Pav. 4 : DG Spin galvuté

(1) Rankena
(2) DG Gel korteliy laikikliai
(3) Centrifugavimo kryptis

DG Spin galvute galima iSimti, taip palengvinant OPERATORIUI darbag
jkeliant ir iSimant korteles. Norint jg iSimti, paéme uz rankenos (nr. (1), pav.
4) patraukite jg vertikaliai, kol padéklas i8siims i§ pasvirosios asies (nr. (2),
pav. 4).

Statant DG Spin galvute atgal j centrifugg, pasvirosios aSies Zvaigzdiné
galvuté su magnetu padés nustatyti tinkamg galvutés pozicija.

GRIFOLS 43



DG Spin Centrifugos apragymas

4.1.3 Centrifugos dangtis

DG Spin centrifuga turi saugy permatoma dangtj (nr. (3), pav. 1) ant vyriy
su saugiu elektromagnetiniu uzZraktu.

41.4 Valdymo klavisai

DG Spin centrifuga turi tris klaviSus (nr. (4), pav. 1), skirtus centrifugos
valdymui.

L (]

S b4

Pav. 5 : Centrifugos valdymo klavisai

(1) Centrifugavimo paleidimo klaviSas (@)
(2) Centrifugavimo sustabdymo klaviSas (m)
(3) Dangcio atidarymo klavisas (E:)

4.1.4.1 Centrifugavimo paleidimo klavisas

Paspaudus klavisg @ prasidés centrifugavimo ciklas. Bdtina, jog dangtis
bty uzdarytas.

4.1.4.2 Centrifugavimo sustabdymo klavisas

Paspaudus klavi$g m centrifugavimas yra sustabdomas prie$
pasibaigiant numatytam laikui.

4.1.4.3 Dangcio atidarymo klavisas

Paspaudus klavisg E atsidaro DG Spin centrifugos dangtis (nr. (3), pav.
1). Dangtis atsidarys tik tada, kai variklis visiSkai sustoja.

4.1.5 Ekranas

Ekrane (nr. (5), pav.1) OPERATIUI yra pateikiama informacija apie likusj
centrifugavimo laikg ir greitj. Ekrane taip pat yra rodomi galimy klaidy pranesimai.
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88686- 868886

e O O == 9

Pav. 6: Ekranas

(1) Centrifugavimo greitis

(2) Laikmatis

(3) Centrifugavimo greicio vienetai
(4) Jspeéjimy laukelis

4.1.5.1 Likes centrifugavimo laikas

Normaliame reZime, ekrano de$inéje puseéje yra rodomas laikas, likes iki
centrifugavimo pabaigos (nr. (1), pav. 7) ir proceso eigos juosta (nr. (2),
pav. 7). Eigos juosta uzsipildo praéjus uzprogramuotam laikui.

Pav. 7: Ekranas su vykdomu centrifugavimu

(1) Likes centrifugavimo laikas
(2) Eigos juosta

GRIFOLS +5



DG Spin Centrifugos apragymas

4.1.5.2 Vienetai

DG Spin centrifuga informuoja OPERATORIY apie centrifugavimo greitj
rom arba g vienetais. Norédami pakeisti konfiglracijg, perskaitykite skyriy
5.5 “Jrangos konfigiravimas”.

4.1.5.3 |spéjimy laukelis

Sis laukelis yra rodomas apatinéje kairéje ekrano dalyje (nr. (4), pav. 6).
Jame simboliais yra pateikiama informacija apie aliarmines situacijas
prietaiso jsijungimo ar veikimo metu. Sie simboliai yra aprasyti zemiau.
Detalesne informacijg rasite skyriuje 12.1. "|spéjimai ir incidentai".

(@]

Susisiekite su techninio aptarnavimo padaliniu

Paleidimas baigtas su klaidingu centrifugavimo laiku

Atidarytas centrifugos dangtis

Centrifugavimo metu prarastas balansas

Centrifugavimo greitis nepatenka j nustatytas ribas

4.1.6 Saugos ziedas

DG Spin centrifuga yra atidaroma paspaudus klavisg ﬁ' Taciau, jei
centrifugqg prireikia atidaryti nutrikus elektros tiekimui ar jvykus
elektromagnetinio saugaus uzrakto gedimui, DG Spin centrifugos galinéje
dalyje yra saugos Ziedas (nr. (9), pav. 2), skirtas rankiniam atidarymui.

Sis Ziedas yra apsaugotas prisuktu dangteliu ir turi biti naudojamas tik
prireikus. Dangtelj nuimsite prie$ tai jj atsuke atsuktuvu.

Saugos Ziedo funkcijg rekomenduojama naudoti KVALIFIKUOTAM
TECHNIKUL.
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Normalaus DG Spin centrifugos naudojimo metu uztikrinkite, jog ziedas yra
apsaugotas auk$ciau minétu dangteliu.

GRIFOLS

ISPEJIMAS!

Prie$ naudojant saugos ziedo funkcija,
jsitikinkite, jog centrifuga yra atjungta i$
maitinimo tinklo ir DG Spin galvuté
nesisuka.

PAVOJUS!

Saugos ziedo funkcija iSkart iSjungia variklj.
Atkreipkite démesj, jog DG Spin galvuté vis
dar gali judeti.
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Jdiegimas

5 IDIEGIMAS

5.1 Veiksmai po pristatymo
Sig jranga gali jdiegti OPERATORIUS arba JGALIOTAS ASMUO.

5.2 |diegimo reikalavimai

Reikalavimai vietai, kurioje bus jdiegiama jranga:

Jei jranga buvo laikoma kitomis nei darbinémis sglygomis, prie$
jdiegiant ji turi bati palaikoma maziausiai vieng valandg darbinés
aplinkos sglygomis.

Aplinkos salygos: skaitykite skyriy 3.1 “Techninés specifikacijos”.
Erdvés reikalavimai: horizontali jrangos uZzimama erdvé — plotis
500 mm, gylis 600 mm (jskaitant erdve maitinimo laido junggiai).

Palikite maziausiai 300 mm erdvés aplink centrifuga. Kol
centrifuga veikia, Sioje erdvéje negali biti asmeny ar pavojingy
medZiagy.

Nejdiekite jrangos ne patalpoje.

Nedékite jrangos ten, kur ji gali suslapti.

Nedékite jrangos ant degaus pavirSiaus.

Nedékite jrangos taip, jog baty sunku pasiekti maitinimo jungiklj
(nr. (6), pav. 2).

Venkite, jog jranga ar jos lankstus laidas kontaktuoty su karstais
pavirsiais.

Nieko nedékite ant jrangos.

Elektros instaliacija, prie kurios bus jungiama jranga, turi atitikti
reikalavimus dél maitinimo tiekimo, galingumo ir kity reikalavimy
(jskaitant jzeminimg).

KiStukas turi bati jZemintas.

PavirSius, ant kurio bus dedama DG Spin centrifuga, turi bati
tolygus, horizontalus ir stabilus.
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5.3 |rangos iSpakavimas
Parinkus tinkama jdiegimo vietg, iSpakuokite jrangg laikydamiesi Siy
nurodymuy:

+ Atidarykite virSutine dézés dal;.

* |Simkite visas apsaugas ir priedus.

* Nuimkite apsauginj mai$g ir padékite jrangg pasirinktoje vietoje.

+  |sitikinkite, jog visi elementai, nurodyti pridétame pakavimo lape
yra vietoje.

+ Patikrinkite, ar laikymo ir transportavimo metu jranga nebuvo
pazeista.

5.4 |diegimo procedira
Norédami jdiegti DG Spin centrifuga, atlikite Siuos veiksmus:

* Maitinimo laidg (nr. (3), pav. 2) prijunkite prie centrifugos ir
elektros lizdo.

*  Jjunkite maitinimo jungiklj (nr. (6), pav. 2).

»  Patikrinkite, ar ekrane yra rodomas centrifugavimo laikas.

* Paspauskite E: ir iSimkite vidine apsauga, kuri saugo
DG Spin galvute.

* 18imkite DG Spin galvute i§ centrifugavimo kameros ir jsitikinkite,
jog visi DG Spin galvutés korteliy laikikliai (nr. (2), pav. 4) yra
savo vietose ir yra laikomi atitinkamy aSiy.

+ Paspaude centring dangcio dalj, jj uzdarykite.

» sitikinkite, kad dangtis yra visiSkai uzdarytas ir paspauskite
centrifugavimo paleidimo klavisg (@).

»  Patikrinkite, ar DG Spin galvuté pradeda suktis.

*  Po 5 minuciy vél paspauskite klavisg @ ir patikrinkite, ar ekrane
rodomas centrifugavimo greitis yra nustatytose ribose, pateiktose
skyriuje 3.1"Techninés specifikacijos".

« Po to, sustabdykite centrifugavimg paspaude ir kelias sekundes

palaike klavisg m Pasigirs trumpi garsiniai signalai, kurie pereis
j i8tisg ilgg garsg — tai reik$, jog centrifugavimas yra sustabdytas.
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+  Palaukite 30 sekundziy ir patikrinkite, ar DG Spin sustojo ir ekrane
yra vél rodomas i$ anksto nustatytas centrifugavimo laikas.

DG Spin centrifuga yra tiekiama su atitikties sertifikatais, kuriuose yra teigiama,
jog centrifugavimo greitis (990 rpm) yra patvirtintas naudojant instrumentus,
kalibruotus akreditavimo jstaigose. DG Spin centrifugos nereikia nustatyti i$
naujo jos naudojimo metu, jei ji yra naudojama normaliomis darbo sglygomis.

5.5 |Jrangos konfiguravimas
DG Spin centrifuga turi i$ anksto nustatytus parametrus, kurie gali bati
kei€¢iami OPERATORIAUS. IS anksto nustatytos reikSmés:

- Akustinio signalo garsas: High (aukstas)

- Centrifugavimo grei€io vienetai: rpm

- Datair laikas: GMT laiko zona.

PASTABA:

Datos ir laiko parametrai yra skirti
atsekamumo i8laikymui registracijos faile
su susijusia informacija ir galimais O
incidentais centrifugavimo proceso metu.
Sis failas yra prieinamas jgaliotam

techninio aptarnavimo personalui ir yra
skirtas naudojimui iSskirtiniais atvejais.

Norédami keisti Siuos parametrus, jjunkite konfiglravimo rezimg (Configuration
mode), atlikdami zemiau apraSytus veiksmus:

* |8junge prietaisg, paspaude palaikykite klavisg @ ir jjunkite
maitinimo jungiklj (nr. (6), pav. 2).
DG Spin centrifuga veiks konfiglravimo rezimu, kuomet galésite
personalizuoti Siuos parametrus:

» Konfigliravimo rezime ekrane bus rodomas konfigiravimo
meniu, kuriame galésite pasirinkti akustinio signalo garsa.
Numeracija atitinka garsuma:

- VOL 0: iSjungta
- VOL 1: vidutinis garso lygis
- VOL 2: Iabai garsiai
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» Paspaude klavisg E: keiskite garso lyg;.

» Pasirinke norimg lygj, paspauskite klavisg @ - taip
pereisite prie kito parametro.

Ekrane bus rodomas konfiglGravimo meniu: centrifugavimo
greicio vienety pasirinkimas.

* Norédami pakeisti vienetus, paspauskite klavisg E ir
pasirinkite norimus vienetus: rom ar g.
-SEL rpm: centrifugavimo  greitis  rodomas
apsisukimais per minute (rpm)
- SEL g: santykinis centrifugavimo galingumas (g)

» Pasirinke norimg reikdme, paspauskite klavisg @ -
pereisite prie kito parametro. Ekrane bus rodomi
blykciojantys skaitmenys, atitinkantys datg (YYYY.MM.DD)

ir laikg (HH:MM). Spausdami klavisg @ keiskite

kiekvieno laukelio reikSme ir paspaude @ pereisite j kitg
laukelj. Centrifugos data ir laikas yra uzprogramuoti pagal
GMT sistema, todél jy keisti nereikia.

* Jvesty reikSmiy iSsaugojimui, paspauskite ir palaikykite
klavisg . Pasigirs ilgas vientisas garsinis signalas,
reiSkiantis, jog pakeitimas buvo sékmingai iSsaugotas.

DG Spin centrifuga automatiskai rodo i$§ anksto uzprogramuotg
centrifugavimo laika.

PASTABA:

0 Jei joks klaviSas néra nuspaustas ir palaikomas

15 sekundziy, konfigdracijos rezime pakeitimai

néra jraSomi.
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PASTABA:

Norédami iSsaugoti parametro
pakeitimus (garsas, vienetai, data ir
laikas), bdtina nuspaudus palaikyti

klavisg @ kol pasigirs ilgas vientisas
akustinis  signalas. Kitu atveju,
OPERATORIUS iSjungs konfigiravimo
rezima be jradyty pakeitimy.

o
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6 DARBO PROCEDURA

DEMESIO!

Nenaudokite DG Spin centrifugos, jei ji
tinkamai neveikia ar yra pazeista.

6.1 Centrifugavimo procedira

Norint tinkamai naudoti DG Spin centrifugg, batina laikytis Siy instrukcijy:

*  Aktyvuokite maitinimo jungilj (nr. (6), pav. 2) ir patikrinkite, ar
jsijungé ekranas (nr. (5), pav. 1) ir jame yra rodomas nustatytas
centrifugavimo laikas.

* Atidarykite dangtj paspausdami klavisg E ir iSimkite DG Spin
galvute, jg vertikaliai traukdami aukstyn, kol ji iSsitrauks i$ aSies.
* DG Spin galvute padékite ant lygaus pavirSiaus.

+ DG Gel korteles dékite j DG Spin galvutés korteliy laikiklius (nr.
(2), pav. 4).

DEMESIO!

DG Gel Kkorteliy skaiCius DG Spin
galvutéje visada turi bati lyginis, o
kortelés turi bati simetriSkai paskirstytos
laikikliuose — taip bus iSlaikomas variklio
balansas. pavyzdziui, puse korteliy
sudekite nuo 1 pozicijos, o kitg puse —
nuo 13 pozicijos.

DEMESIO!

Korteliy apdorojimo metu, méginiai ir
reagentai turi bati tiesiogiai dozuojami j
korteliy laikiklius.
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DEMESIO!

Centrifugavimo kryptis yra labai svarbus
faktorius, norint standartizuoti darbg ir uztikrinti
vienodas korteliy centrifugavimo sglygas.

DG Gel korteles sudékite taip, kad

braksniniai kodai ant korteliy laikikliy baty
atsukti taip, kaip pavaizduota pav.8.

Pav. 8 : Korteliy padétis laikikliuose

PASTABA:

DG Spin centrifuga gali veikti su
keiCiama DG Spin galvute, kurig galima
jsigyti kaip priedg (kodas 210364).
Daugiau nei vienos DG Spin galvutés
naudojimas pagerina jrangos veikimo
kokybe. Kitaip tariant, OPERATORIUS
gali paruosti antrg DG Spin galvute su
naujomis kortelémis, kol vyksta jdéty
korteliy centrifugavimo procesas.

Norint naudoti papildomg DG Spin

galvute, nereikia atlikti jokio papildomo
jdiegimo ar konfiguracijy.

6-2
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ISPEJIMAS!

Kity galvuciy, nei nurodyta, naudojimas
gali sugadinti instrumenta.

Sudéje korteles j DG Spin galvute, jdékite jg j centrifuga.
Uzdarykite dangtj, spausdami ties centrine jo dalimi ir patikrinkite,
ar jis sandariai uzdarytas.

Paspaude klavisg @ pradésite centrifugavimo procesg ir
aktyvuosite laikmatj.

Pasibaigus centrifugavimui, DG Spin galvuté automatiskai
sustoja, o DG Spin centrifugos ekrane yra rodomas blykciojantis
laikas bei pasigirsta garsinis signalas.

Paspaude klavisa E: atidarysite dangt.

Nedelsiant iSimkite DG Spin galvute i$ centrifugos.

Norédami atlikti centrifugavimg kitai korteliy partijai, | DG Spin galvute
sudeékite naujas korteles ir uzdarykite dangtj. Laikmatis rodys i§ anksto
uzprogramuotg centrifugavimo laika.

PASTABA:

Pasibaigus centrifugavimui néra galima

pradéti kito centrifugavimo proceso, jei

nebuvo atidarytas dangtis. Atidarius O
dangtj, OPERATORIUS turi iSimti
centrifuguotas  korteles, kad bty

iSvengta pakartotinio centrifugavimo.

6.2 Centrifugavimo grei€io vizualizacija

DG Spin centrifugos ekrane galima matyti momentinj centrifugavimo greitj ir
galinguma. Norédami tai pamatyti, centrifugavimo proceso metu

paspauskite klavisg @ ar )

Kaip pavaizduota pav. 9, kairéje ekrano puséje (nr. (1)) yra rodomas
momentinis DG Spin galvutés centrifugavimo greitis. Paraleliai, deSinéje
ekrano puséje yra rodomas laikmatis ir eigos juosta (nr. (2)).
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Pav. 9: Centrifugavimo greitis ekrane

(1) Centrifugavimo greitis ar galingumas
(2) Laikmatis

6.3 Centrifugavimo sustabdymas

Jei dél kokios nors priezasties reikia sustabdyti centrifugavimo procesag
prie$ pasibaigiant numatytam laikui, nuspauskite ir kelias sekundes

palaikykite klavisg m Pasigirs trakciojantis garsinis signalas, pereinantis j
vientisg signalg, kuris reik$, jog centrifugavimas yra sustabdytas.
Ekrane bus rodomas laikas, kurio metu centrifugavimas buvo sustabdytas ir

bus aktyvuota klaidingo centrifugavimo laiko indikatorius (). Norédami
nutildyti garsinj signalg, paspauskite klavisg @ ar m

Norédami atlikti naujos korteliy partijos centrifugavima, paspaude klavisg
E, atidarykite dangtj ir, sudéje naujas centrifuguojamas korteles, jj

uzdarykite. Indikatorius automatiskai iSsijungs, o laikmatis rodys i
anksto uzprogramuotg centrifugavimo laika.
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ISPEJIMAS!

Jei centrifugavimas yra sustabdomas,
kortelés turi bati laikomos negaliojaniomis.

Patikimi rezultatai yra gaunami tik tada, kai
kortelés yra pilnai centrifuguotos vieng
karta.
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7 PRIEZIURA

DG Spin centrifugos priezitra susideda tik i§ valymo ir nukenksminimo
proceddry.

7.1 Prieziuros planas

PrieZiGra — tai veiksmai, atliekami reguliariais laiko intervalais, iSlaikantys
tinkamag DG Spin centrifugos funkcionavima.

Ry

tvarkarastj:

LAIKOTARPIS VEIKSMAS ATLIEKA
Kai méginio ar kitos Kameros ir DG Spin ATSAKINGAS
substancijos lasy galvutés valymas, kaip IASMUO /

patenka j centrifugavimo |nurodyta 7.1.1 skyriuje |OPERATORIUS
kamerg ar ant DG Spin |,Valymo proceduros®.
galvutés

Kas ménes;j Jrangos nukenksminimas,ATSAKINGAS
kaip nurodyta 7.1.2 ASMUO /
skyriuje ,Nukenksminimo (OPERATORIUS
skysciai“.

Nukenksminimo procediros, atliekamos OPERATORIAUS ar intervencijos,
atliekamos KVALIFIKUOTO TECHNIKO, turi bati pazymétos "Atlikty
priezidros darby" registracijos Zurnale, esanfiame Sios naudojimo
instrukcijos pabaigoje.

Technine priezitrg gali atlikti juosy tiekéjas ar kitas techninio aptarnavimo
personalas, jgaliotas Diagnostic Grifols, S.A.

PAVOJUS!

Valymo ir/ar nukenksminimo procesy
metu OPERATORIUS privalo dévéti
apsaugines pirstines.
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|SPEJIMAS!

Pries atliekant valymo ir nukenksminimo

bati iSimtos iS jrangos.

|SPEJIMAS!

Jrangos pavirSiy valymas turi  badti
atliekamas tik iSjungus jrangg i maitinimo
lizdo.

711

Valymo procediros

DG Spin centrifuga yra pagaminta i§ aukSCiausios kokybés medzZiagy.
Taciau, biologiniai méginiai, druskos tirpalai, rlgstiniai ar Sarminiai tirpalai
negali kontaktuoti su iSoriniu jrangos pavirSiumi, kadangi jie gali pazeisti

jranga.

ISoriniy pavirsiy valymas turi bati periodidkai atliekamas, naudojant Sluoste,
sudrékintg Svelniu detergentu.

|SPEJIMAS!

Uztikrinkite, kad valymo tirpalas
nepatekty j jrangos ertmes.

ISPEJIMAS!

Jokiomis aplinkybémis neisrinkite
jrangos. Jei skys€iy pateko | vidy,
iSvalymg ir nukenksminimg turi atlikti
KVALIFIKUOTAS TECHNIKAS.
Susisiekite su artimiausiu  jgaliotu
techninio aptarnavimo padaliniu.

7-2
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7.1.2 Jrangos nukenksminimas

PAVOJUS!

Bet kuri dalis, kuri galéjo kontaktuoti su
kraujo, serumo meginiais ar bet kuriuo
kitu biologiniu skysciu, turi bati laikoma
potencialiai uztersta.

Infekcijos rizikos prevencijai, batina atlikti instrumento nukenksminimg prie$
atliekant tam tikrus veiksmus.
Jrangos nukenksminimas turi bati atliekamas kas ménesj arba Siais atvejais:

- Po potencialiai uztersty skysciy issiliejimo ar pratekéjimo.
- Jranga ruoSiant transportavimui ar sandéliavimui.
- PrieS techninj aptarnavima.
- ISmetant jranga.
Norédami nukenksminti jranga, atlikite Siuos veiksmus:
+ Atidarykite centrifugos dangtj paspausdami klavisg E: ir iSimkite
DG Spin galvute.
* |Sjunkite jrangg ir iStraukite laidg i$ maitinimo.
+ |Ssiliejimo atveju, absorbuokite skystj vienkartine sugeriamaja

medziaga (pvz., popieriniu ranksluos€iu, marle ar popierine
Sluoste).

*  Nukenksminkite pavirSius (kameros, dangc&io, DG Spin galvutes,
korteliy laikikliy ir t.t.), naudodami 0.5% (v/v) vandeninj natrio
hipochlorito tirpalg. PavirSius iSvalykite vienkartine Sluoste, gerai
suvilgyta dezinfektantu.

* Dezinfektanto liku€ius absorbuokite vienkartine sugeriamagja
medZiaga.

+ PavirSiy nuvalykite Svelniu detergentu ir vandeniu, kad buty
panaikintas kvapas bei pavojingy cheminiy komponenty likuciai.

*  Nusausinkite pavirsiy.

+  UZterStas medziagas, naudotas nukenksminimo metu, iSmeskite |
biologiniy atlieky konteiner;j.

GRIFOLS 73



DG Spin

Priezidra

|SPEJIMAS!
PrieS naudojant kitg, nei gamintojo
rekomenduojamg nukenksminimo

produktg, ATSAKINGAS ASMUO turi
gauti gamintojo patvirtinimg, kad sitlomi
metodai nepakenks jrangai.

o

PASTABA:

Auksciau aprasyty procediry atlikimas
nesuteikia garantijos, jog jranga bus
visiSkai nukenksminta, taCiau
uzter§tumo rizika sumazina iki
minimalios.

7.1.2.1 Nukenksminimo skysciai

Naudojant Siuos skyscCius, batina laikytis Siy rekomendacijy:
Laikytis atitinkamy naudojimo instrukcijy
Laboratorijos saugos taisykliy

Vietiniy prevencijos jstatymy

PAVOJUS!

Natrio hipochlorito tirpalas yra korozinis,
dirginantis odg ir akis bei toksiSkas
jkvépus, prarijus ir jvykus absorbcijai.

7-4
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8 DARBO KVALIFIKACIJOS PROCEDURA (DKP)

DG Spin centrifuga turi du nereguliuojamus nepriklausomus laiko atskaitos
taskus, valdomus centrifugos programos. Kadangi greitis yra kalibruotas
gamintojo, jei néra aktyvuota aliarmo funkcija (skaitykite skyrius 12.1 ir
12.2), yra garantuojama, jog DG Spin centrifuga be papildomy kalibracijy
tinkamai dirbs visg galiojimo laika.

Zemiau aprasytos procediros tikslas — kad laboratorijos, kurios vykdo
kokybés valdymo sistemg, periodiSkai patikrinty, ar DG Spin centrifuga
veikia pagal savo specifikacija.

DG Spin centrifugos darbo kvalifikacijos procedira (DKP) susideda i$
tinkamo funkcionavimo patikrinimo pagal Siuos parametrus:

- Centrifugavimo greitis
- Balanso kontrolés sistema

8.1 Reikalingos medziagos
Norint uztikrinti tinkamg DG Spin centrifugos funkcionavima, reikia Siy
medZiagy:

- Kalibruoto optinio tachometro

- 24 DG gelio korteliy

Norint uztikrinti matavimo tiksluma, Sios medziagos turi bati kalibruotos
naudojant instrumentus, kurie yra reguliariai tikrinami, palaikant
atsekamuma pagal pirminius ar antrinius referentinius standartus.

PASTABA:

Tachometrg galima naudoti tik tokj, kuris
atitinka Sias specifikacijas:

Tachometras: optinis

Skalés padalos (rpm): <1 rpm O

Ribos (rpm): 1.00 - 99,999 rpm

Leidziama maksimali paklaida: + 3 rpm

Aptikimo atstumas: < 35 cm su matoma
raudona Sviesa

GRIFOLS
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o

PASTABA:

Rekomenduojama  atlikti  tachometro
kasmetine kalibracijg arba periodiskai
pagal gamintojo rekomendacijas, jei jo
kalibracijos galiojimo periodas yra maziau
nei 1 metai.

8.2 Centrifugavimo greicio kvalifikacijos procedira

Norint uztikrinti, jog DG Spin centrifuga atitinka greicio specifikacijas,
pateikiamas skyriuje 3.1 "Techninés specifikacijos", atlikite Siuos veiksmus:

8-2

Jjunkite DG Spin centrifugos laidg j maitinimo lizdg ir aktyvuokite
jjungimo jungiklj (nr. (6), pav. 2).

Patikrinkite, ar jsijungé ekranas (nr. (5), pav. 1) ir laikmatis rodo
nustatytg centrifugavimo laika.

Atidarykite DG Spin centrifugos dangtj ir iSimkite DG Spin
galvute.

Sudékite 24 DG gelio korteles | atitinkamus korteliy laikiklius.
|dékite DG Spin galvute ir uzdarykite dangt;.

Paspaude klavidg @ pradékite centrifugavimo procesa.
Palaukite 20 sekundziy kol stabilizuosis centrifugavimo greitis.

Vertikaliai laikydami tachometrg ant centrifugos dangcio,
nukreipkite jj j Zyma, esancig ant DG Spin galvutés (pavaizduota
pav.10, nr.1).

Pav. 10: Centrifugavimo grei¢io matavimo zyma
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+ Patikrinkite, ar tachometro zymimas greitis patenka | ribas,
aprasytas skyriuje 3.1 “Techninés specifikacijos”.

»  Patikrinkite, ar ekrane rodomas greitis (jis gali skirtis nuo
tachometro), nuspaudus klavi$g @ taip pat patenka | ribas,
aprasytas skyriuje 3.1 “Techninés specifikacijos”.

»  Sustabdykite centrifugavimag nuspaude ir kelias sekundes palaike
klavisg m kol pasigirs vientisas garsinis signalas.

+ Atidarykite centrifugos dangtj, iSimkite DG Spin galvute ir
korteles.

* TuScCig DG Spin galvute jdékite j centrifugg ir uzdarykite dangt;.

Centrifugos greicio patikrinimas apima ir jrangos laiko atskaitos patikrinima,
todél atskiras laikmacio patikrinimas néra batinas.

PASTABA:

Priimtini rezultatai uZtikrina tinkamg DG

Spin centrifugos funkcionavima, jskaitant
greitj ir laika. O

Nepriimtiny rezultaty atveju, procedirg
pakartokite. Jei naujos patvirtinimo procediros
metu gauti rezultatai néra priimtini, susisiekite
su jgaliotu techninio aptarnavimo padaliniu.

8.3 Balanso kontrolés sistemos kvalifikacijos procedura

DG Spin centrifugoje yra sistema, kuri sustabdo centrifugavimo procesg
atsiradus DG Spin galvutés disbalansui. Sensorius taip pat turi automatinio
patikrinimo sistema, kuri yra monitoruojama programinés jrangos.
Sensoriaus gedimo atveju centrifuga sustabdo darbg ir pranesSa apie
sistemos klaida.

Balanso kontrolés sistemos funkcionavimo patikrinimui, atlikite Siuos
veiksmus:

+ Atidarykite DG Spin centrifugos dangtj ir gretimai jdekite 2
korteles.

+ Uzdarykite dangt;.
* Pradékite centrifugavimg paspausdami klavisg @

GRIFOLS
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Patikrinkite, ar centrifugavimas sustojo ir disbalanso indikatorius

() yra aktyvuotas ekrano jspéjimy laukelyje.

o

PASTABA:

Centrifugavimo  proceso  sustojimas
reiSkia, jog DG Spin centrifugos
disbalanso kontrolés sistema veikia
tinkamai. Kitu atveju, susisiekite su
jgaliotu techninio aptarnavimo padaliniu.

8-4
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9 TRANSPORTAVIMAS IR LAIKYMAS

ISPEJIMAS!

Pries transportavimg ir/ar sandéliavima
jranga turi bati nukenksminama.

Jei DG Spin centrifugg reikia sandéliuoti ilgesnj laikg, ja rekomenduojama
supakuoti kaip transportavimui.

Laikymo sglygos yra aprasytos skyriuje 3.1 "Techninés specifikacijos".
Erdvé, batina jrangos laikymui:
- Dydis: 320 mm aukstis x 635 m gylis x 530 mm plotis (su
pakuote).

- Apytikslis svoris: 18 kg

ISPEJIMAS!

Jrangos transportavimui naudokite tik
originalig pakuote.
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10 ]RANGOS ISMETIMAS

Pries iSmetant DG Spin centrifuga, ji turi bati iSvalyta ir nukenksminta, o visi
meéginiy ir reagenty likuCiai - paSalinti. Tai atlikus, prietaisas turi bati
siun€iamas j jgaliotg elektroniniy atlieky apdorojimo centra.

PAVOJUS!

Sj instrumentg iSrinkti dalimis gali tik
jgalioti specialistai.

DEMESIO!

Pasibaigus instrumento galiojimo laikui,
batina laikytis vietiniy galiojanciy jstatymy
dél iSmetimo.

Europos Sajungoje DG Spin centrifuga yra laikoma atliekomis, kurioms
reikia selektyvaus surinkimo pagal Europos direktyvg 2002/96/EEC del
elektros ir elektroninés jrangos atlieky.

Norédami iSmesti jrangg, susisiekite tiesiogiai su platintoju.
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11 GARANTIJA

Garantijos salygos yra pateikiamos atskiruose dokumentuose. Dél
iSsamesnés informacijos susisiekite su platintoju.

Garantija negalioja Siais atvejais:

- Pazeidimai, atsirade dél jrangos paleidimo ir naudojimo kitomis,
nei naudojimo instrukcijoje nurodytomis sglygomis.

- Pazeidimai, atsirade dél nelaimingo atsitikimo, aplaidumo ar
naudojimo instrukcijy nesilaikymo.

- Pazeidimai, atsirade dél nenugalimos jégos (force majeure)
(atmosferos, geologiniy fenomeny ir pan.).

- Pazeidimai, atsirade dél netinkamo naudojimo, jskaitant
Diagnostic Grifols, S.A nejgalioto techninio personalo veiksmus.

- Plastikiniy ar guminiy daliy bei emalio ir dazy pazeidimai dél
sutrenkimy, iSskyrus gamybos defektus.

- DG Spin galvutés pazeidimai, iSskyrus gaminimo defektus.
- Pazeidimai ar defektai, atsirade transportavimo metu.

Jrangos ar komponenty pakeitimas yra vykdomas pagal Diagnostic Grifols,
S.A. kriterijus.

CAUTION!

Remontg gali atlikti iSskirtinai Siam
tikslui Diagnostic Grifols, S.A jgaliotas
personalas.
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12 INCIDENTY SALINIMAS
Normalaus DG Spin centrifugos veikimo metu, gali bati rodomi tam tikri
jspéjimai ir incidentai, kuriuos OPERATORIUS gali pasalinti be

specializuoto techninio aptarnavimo specialisty pagalbos.

12.1 ]spéjimai ir incidentai

PRANESIMAS APRASYMAS VEIKSMAI
Disbalansas Centrifugavimo metu buvo aptiktas
!-1""' centrifugavimo metu disbalansas ir procesas buvo
sustabdytas.
Atidarykite dangtj ir patikrinkite ar:
h - Korteliy skai€ius yra lyginis.

- Kortelés GD Spin galvutéje yra
iSdéstytos simetriskai.

- Kortelés yra tinkamai sudétos j
laikiklius.

- DG Spin galvuté yra tinkamos buklés
— néra jbrézimy ar jlenkimy.

- DG Spin galvutés korteliy laikikliai yra
savo vietose.

- DG Spin galvuté yra tinkamai uzdéta
ant aSies.

Jei disbalanso prieZastis yra pasalinta,

uzdarykite d@;ti ir
paspauskite . Patikrinkite, ar dingo

indikatorius ir prasidéjo centrifugavimo

procesas.
Klaidingas Centrifugavimo laikas s@si nuo
centrifugavimo laikas  |nustatyto laiko. Laikma ybsi. Tai

galéjo atsitikti dél Siy priezasciy:

- OPERATORIUS sustabde
centrifugavimo procesa, kaip aprasyta
skyriuje 6.3 ,Centrifugavimo
sustabdymas®; Zybsintis laikmatis rodo
momentine reikSme.

GRIFOLS

12-1



DG Spin

Incidenty Salinimas

- Maitinimo nutrokimas sustabdé
centrifugavimo procesg. Zybsintis
laikmatis rodo momentine reikSme,
pasigirsta trumpi garsiniai signalai.
Paspauskite bet kurj klavisa, kad
nutildytumeéte garsinj signalg, o laikmatj
nustatytuméte kitam centrifugavimo
procesui.

Atidarytas centrifugos
dangtis

Saugumo sumetimais, centrifuga yra
sukurta taip, jog centrifugavimo
procesas neprasideda, jei dangtis yra
atidarytas.

Sis indikatorius yra aktyvuotas visg
laika, kol dangtis yra atidarytas.
Indikatorius i8sijungia uzdarius dangt;.
Patikrinkite, ar dangtis yra sandariai
uzdarytas ir, jei situacija nesikeicia,
iSjunkite prietaiso maitinimg ir susisiekite
su techniniu aptarnavimu.

Jei paspaudus klavisg @ uzsiziebia
atidaryto dangcio indikatorius,
patikrinkite, ar centrifugoje néra likusiy
neiSimty centrifuguoty korteliy.
Atidarykite dangtj, iSimkite korteles ir
jkelkite nauja korteliy partijg. Vél

paspauskite ir patikrinkite, ar
prasidéjo centrifugavimas.

Centrifugavimo klaida

Centrifugavimo metu aptikta greicio
klaida.

Atidarykite dangtj, iSimkite DG Spin
galvute ir iSmeskite korteles. ISjunkite ir
pakartotinai jjunkite centrifuga. Jei klaida
iSlieka, susisiekite su techniniu

aptarnavimu.

12-2
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Susisiekite su techninio
aptarnavimo personalu

Jei sistema aptinka klaidg, kurios negali
pasalinti OPERATORIUS, aktyvuosis
atitinkamas indikatorius. Tokiu atveju,
iSjunkite ir pakartotinai jjunkite
centrifuga. Jei jspéjimas islieka,
susisiekite su techniniu aptarnavimu.

Perteklinis variklio
apkrovimas

Centrifugavimo metu sistema aptiko per
didele apkrovg varikliui. Prietaisas
sustabdo centrifugavima, pasigirsta
garsinis signalas. Jo nutildymui

paspauskite klavidg @arba .

Atidarykite dangtj, iSimkite DG Spin
galvute ir iSmeskite korteles. ISjunkite ir
pakartotinai jjunkite centrifugg. Jei klaida
iSlieka, susisiekite su techniniu
aptarnavimu.

Disbalanso sensorius
neveikia tinkamai

Centrifugavimo metu sistema aptiko
disbalanso kontrolés sistemos klaida.
Prietaisas sustabdo centrifugavima,
pasigirsta garsinis signalas. Jo
nutildymui paspauskite klavisg

@ arba . Atidarykite dangtj,

iSimkite DG Spin galvute ir iSmeskite
korteles. ISjunkite ir pakartotinai jjunkite
centrifugq. Jei klaida iSlieka, susisiekite
su techniniu aptarnavimu.

Ne NEE EN N |

Dangcio atidarymo
klaida

Sistema aptiko dangcio atidarymo
sistemos klaidg. Dangcio indikatorius
blykcioja, pasigirsta garsinis signalas. Jo
nutildymui paspauskite klavisg

@arba . ISjunkite centrifugg ir

iSimkite korteles, pasinaudodami saugos
Ziedu, kaip apraSyta skyriuje 4.1.6
,Saugos Ziedas“. Jei vél jjungus
prietaisg klaida iSlieka, susisiekite su

techniniu aptarnavimu.
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12.2 Klaidy pranesimai

e minéty klaidy ir aliarmy, jranga gali aptikti kitas sistemos klaidas. Tokiu
tveju, jranga atliks Siuos veiksmus:

Sustabdys centrifugavimo procesa.

Ignoruos klavidus @ m ir E:

Aktyvuos garsinj signalg.
Aktyvuos indikatoriy .

Ekrane bus rodoma piktograma = su atitinkamu klaidos kodu.

DEMESIO!

Jei DG Spin centrifugos ekrane yra rodomas
klaidos praneSimas, perkraukite jrangg. Jei
praneSimas iSlieka, susisiekite su techninio
aptarnavimo personalu ir nurodykite klaidos
koda.

12.3 garsinis aliarmas

DG Spin centrifuga turi garsinj aliarma, kuris gali bati programuojamas trims
garso lygiams, kuriuos gali pasirinkti OPERATORIUS. Garsinis aliarmas
aktyvuojasi Siais atvejais:

12-4

Pasibaigus centrifugavimo procesui. Aktyvuosis garsinis
indikatorius — ilgas vientisas signalas.

Sustabdzius centrifugavimg klaviSu m Pasigirs trys trumpi
signalai ir vienas ilgas, reiSkiantis, jog centrifugavimas sustojo.
Laikmatis blykc&ios ir rodys momentinj laikg.

Centrifugavimo metu nutrikus maitinimo tiekimui. Atsiradus
maitinimui, pasigirs trumpi signalai ir laikmatis rodys momentinj
laikg.
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DG Spin Incidenty $alinimas

- Jei, pasibaigus centrifugavimui dangtis nebuvo atidarytas ir kortelés

nebuvo iSimtos ir yra vél paspaudziamas klaviSas @ pasigirs
trumpi garsiniai signalai ir zybsés atidaryto dangcio indikatorius.
Norint pradéti naujg centrifugavimo procesg, bdtina atidaryti dangt;.

- Jei centrifugavimo metu buvo aptikta klaida: disbalansas,
netinkamas centrifugavimo greitis, netinkamas disbalanso kontrolés
sistemos veikimas, klaida dang€io atidarymo sistemoje, perteklinis
variklio apkrovimas, ir t.t.,, pasigirs trumpi garsiniai signalai ir
aktyvuosis atitinkamas indikatorius.

DEMESIO!

Garsinio signalo nutildymui, paspauskite klavisg

@ ar m Jei garsinis signalas nenutyla,

susisiekite su jgaliotu techninio aptarnavimo
personalu.
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DG Therm

Atlikti priezidros darbai

ATLIKTI PRIEZIUROS DARBAI

Modelis: Serijos numeris: |diegimo data:
TECHNIKAS/ TECHNIKAS/ATSAKINGAS
DATA ATLIKTI VEIKSMAI OPERATORIUS ASMUO
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Atlikti priezidros darbai

DG Therm
Modelis: Serijos numeris: |diegimo data:
TECHNIKAS/ TECHNIKAS/ATSAKINGAS
DATA ATLIKTI VEIKSMAI OPERATORIUS ASMUO

Tikslus dokumento vertimas | lietuviy kalbg
Vertéja Akvilé Gegelevigiené

Data QZO//J‘ 03-0?}1/

UAB Diamedica
Moleéty pl. 73, Vilnius, Lietu
Tel. 8 5279 0080
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