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PLEASE READ THESE INSTRUCTIONS CAREFULLY
BEFORE STARTING TO WORK WITH THE DG READER NET

Information about instrument Safety can be found in Section 2.
The symbols used in these Instructions for Use are as follows:

n WARNING: Indicates the possibility of personal injury, loss of life, or harm to the
environment if the instructions are not followed.

c CAUTION: Indicates the possibility of the following if instructions are not followed:
* Instrument damage.

* Incorrect results.

NOTE: Used for clarifications or additional or emphasized information.

The defined terms used in these Instructions for Use are as follows:

Supervisor: The individual or group responsible for the use and maintenance of
the equipment and for ensuring that Operators are adequately trained.

Operator: The person who operates the equipment for its intended use.

Qualified Technician: The person responsible for the installation, repair, and special
maintenance of the equipment who has been specifically trained for
this purpose.

All restrictions that refer to the Supervisor shall also apply to the Operator.
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About this Manual

About this Manual

WITH THE DG READER NET.

PLEASE READ THESE INSTRUCTIONS CAREFULLY BEFORE STARTING TO WORK “

These Instructions for Use provide instructions for configuring and operating the DG Reader Net.
Information about instrument Safety can be found in Section 2.

Highlighting and Quotation Conventions

Highlighting and quotation marks are used to convey specific meaning within the context in which
they are used. The context and meaning of the highlighting and quotation marks are defined
below.

All uppercase letters are used for:
e Acronyms.
e Acopyrighted and trademarked term where uppercase is the expected form.

Italics are used for:

*  Titles of other documents.

e Minor emphasis within normal text.
e Table and figure titles.

Bold is used for:

e Headings.

*  Text that needs to be delineated from surrounding text.

e Program interface buttons, fields, screens, windows, and menus.

*  Especially important information such as warnings, cautions, and notes.

Formatting Convention for Software Commands

The formatting convention used to convey a sequence of one-step software commands is First
Level > Second Level, with each level shown in bold and separated from the preceding level
by an arrow (>). To indicate selections from a dialog box, the selection names are shown in bold,
but without arrows.

DG Reader Net Instructions for Use Xiii
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About this Manual

For example:
*  From the settings of the DG Reader Net press Configuration > General.
*  Select Language.

Definitions

*  Grifols diluent: Is a generic name to designate the diluent manufactured by Grifols for
preparing human red blood cell suspensions or others dilutions used with the Grifols gel
cards. Please contact to Grifols service representative for further information.

»  Grifols gel card: Is a generic name to designate the gel card of 8 microtubes manufactured
by Grifols. Please contact to Grifols service representative for further information.

»  Grifols red blood cell reagents: Is a generic name to designate the red blood cell reagents
manufactured by Grifols for testing used with the Grifols gel cards. Please contact your local
Grifols service representative for further information.

Trademarks

The following terms are trademarks:
THESE TERMS... ARE TRADEMARKS OF...
DG Gel® Grifols, S.A.
WINDOWS Microsoft Corporation

Any other brand names in these Instructions for Use are trademarks of their respective companies.

Xiv DG Reader Net Instructions for Use
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Introduction

1 Introduction

|| THIS EQUIPMENT IS INTENDED FOR IN VITRO DIAGNOSTIC USE. ||

These Instructions for Use are intended for the users of the DG Reader Net and contain all the
information necessary to safely and adequately work with the instrument.

Read all information contained herein carefully before starting to work with the equipment.

If you have any questions, contact your local Grifols service representative before starting any
operation.

These Instructions for Use must be accessible at all times to all personnel who work with the
instrument.

1.1 Intended Use

The DG Reader Netis a device designed to read, interpret, and report the results of the processed
Grifols gel cards. The instrument also identifies Grifols gel cards by reading their barcodes.

As a stand-alone or interfaced to the customer’s Laboratory Information System (LIS), the
instrument automates data management requirements using Grifols gel cards and digital image
processing.

1.2 Principle of Operation

The DG Reader Net is a workstation especially designed to read the reactions and give the
results according to the grading scales as defined in the Instructions for Use of the Grifols gel
cards, allowing laboratories to:

* Increase process safety and traceability by reducing possible identification and eliminating
transcription errors.

e Increase analytical reliability interpreting results with objective criteria.

The DG Reader Net reads and interprets the following gel immunohematology tests:
e ABO Red Cell and Serum Grouping.

*  RRh(D) Typing.

e Antibody detection.

*  Antibody identification.

e Extensive phenotypes.

*  Direct Antiglobulin test.

e Compatibility Tests (Crossmatching).

DG Reader Net Instructions for Use 141
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These tests are used at blood banks to assess compatibility between donors and recipients for
blood transfusions, and to diagnose mother-fetus blood type incompatibilities.

The basis for all tests performed using this system is the reaction between the red blood cell
antigen (present in the sample or reagent) and the corresponding antibody (present in the serum/
plasma or reagent). This reaction causes red blood cell agglutination, which is viewed after
filtering through the gel microtubes on a Grifols gel card.

1.3 Product Limitations

e  The instrument is only designed to read immunohematology tests described in Section 1.2
and should not be used for any other type of test.

* The instrument can only be used with Grifols gel cards.
e The instrument can only read profiles containing tests validated by Grifols.

* The instrument can only use accessories designed and manufactured or accepted by
Grifols.

*  Results reading include a review and validation step (Section 9). Special attention must
be paid to any result containing a warning (exceptional results), which must be reviewed
individually and resolved by a user with the appropriate rights.

1.4 Operator Training

Use of the DG Reader Net is limited to skilled personnel who have received specific training on
the use of this equipment. The Operator must also have Laboratory Technician-level training and
knowledge of immunohematology.

1.5 Technical Support

When in doubt, contact your local Grifols service representative before starting any operation.
These Instructions for Use must be accessible at all times to the persons working with the
instrument.

1-2 DG Reader Net Instructions for Use
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2 Safety Information

Grifols takes no responsibility for unauthorized modifications of the equipment or the software or
for failure of operating personnel to heed the warnings and cautions outlined in these Instructions

for Use.

2.1

Warnings and Cautions

Before operating the equipment, review and become familiar with these warnings and cautions.
Adherence to the warnings and cautions will help protect you, your colleagues, the equipment,
the test results, and ultimately your patients.

211

Health and Safety Notices

WARNING: Use the instrument only for the operations described in these Instructions
for Use.

WARNING: Unless specifically instructed to do so, do not drop or put anything into
any opening in the instrument except Grifols gel cards in the appropriate opening.

> > b

WARNING: Do not use the instrument if it is not working properly or if it is damaged.
Examples of damage include:

e Damage caused by dropping the instrument.

e Damage caused by spilling liquid on or into the instrument.

* Damage caused by transport or storage under conditions outside of the
transport or storage conditions listed in Section 3.1 or severe stresses during
transport.

e Damage to the power cord or its plug.

WARNING: Do not use the instrument in the presence of flammable gases or volatile
products. Do not put flammable, explosive, or chemical materials into the instrument.

WARNING: Inappropriate use of this instrument can increase the risk of personal
injury or damage to the equipment.

> > b

WARNING: Chemical and Biological Hazards: Appropriate safety precautions must
be followed. Appropriate personal protective equipment must be worn when working
with hazardous materials in and around the equipment. Dispose of chemical and
biological waste, including empty sample and reagent containers, in accordance
with regulatory requirements. In the event of a spill of sample or reagent material,
follow appropriate protocols for spill response and disposal.

DG Reader Net Instructions for Use 2-1
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A

WARNING: Take appropriate precautions when working with potentially hazardous
materials, including the following circumstances:

e When handling samples. Treat these as potentially infectious material.
e When working with liquids in and around the equipment.
e When performing maintenance activities.

Always wear appropriate protective equipment when working with hazardous
materials.

WARNING: Any part of the instrument that comes into contact with blood, serum
samples, or any other biological liquid should be treated as potentially infectious.

WARNING: Fuses must only be replaced by Qualified Technician.

CAUTION: Do not use accessories which are not designed, manufactured or
accepted by Grifols.

CAUTION: The instrument may only be disassembled or repaired by Qualified
Technician. Before disassembling, the equipment must be unplugged. Ensure the
equipment is properly decontaminated before proceeding.

CAUTION: The use of the DG Reader Net for any procedure other than those
procedures specified by the manufacturer shall automatically invalidate any type of
warranty.

CAUTION: This equipment must be used only by Supervisors, Operators, or
Qualified Technicians.

> B B B PIB P

CAUTION: For the correct performance of the instrument, it is important that:
e The barcode labels are adhered securely to the tubes, vials, or bottles.
e The barcode labels are not hand-written or defective.

*  The specifications described in Section 3 are complied with.

2.1.2 Results Reliability Notices

AN

CAUTION: Results read by the DG Reader Net must be reviewed and validated by
an Operator with the appropriate rights.

A\

CAUTION: Results must be reviewed following the Instructions for Use of Grifols
gel cards.

2-2
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CAUTION: Review the Grifols gel card visually before accepting the results.

CAUTION: Possible false reading may occur when the Modify Results option is
used. The user is responsible for modified results.

CAUTION: When making human mistakes while assigning sample barcode to the
Grifols gel card or while entering manually the barcode by using the virtual keyboard,
the results could be incorrectly assigned to the wrong sample ID. The user is
responsible for ensuring that entered barcode data is correct.

CAUTION: In any case, the system requires double blind entry for all manually
entered barcodes.

>B> B PP

CAUTION: When accepting the results during the validation step, it should be taken
into account, in addition to the results itself, any incident deriving from the condition
of the sample and any additional clinical information. Such incidents requires
acceptance prior to the validation of the result.

2.1.3 Electrical Notices

A

WARNING: To avoid risk of electric shock, the instrument should be connected to a
grounded power outlet.

A

WARNING: In order to disconnect the instrument from mains, unplug the power
cord either from the power outlet or the connector located in the rear part of the
instrument.

WARNING: In the event that cleaning solution or other liquids are spilled into
the instrument, or any connected device, it must be unplugged, cleaned, and
decontaminated. The instrument must only be disassembled by Qualified Technician
and it must not be plugged in again until it has been fully inspected by Qualified
Technician.

WARNING: Do not remove the service or cover panels as serious injury or electrical
shock may result.

WARNING: No tool should be used to remove components or to access internal
parts without first disconnecting the instrument from the power supply.

24l <

WARNING: Do not let the equipment or its power cord come into contact with hot
surfaces.
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A

WARNING: The equipment should not be placed next to or stacked on top of other
equipment that is not included in the system. If the instrument needs to be placed
next to or on top of other equipment, verify normal operation in that configuration.

A

WARNING: Electromagnetic compatibility and electrical safety tests have been
performed using the power cord supplied by the manufacturer. Using a power cord
other than the one provided with the reader, may result in increased electromagnetic
emissions and/or compromise the performance of the reader. If another power cord
is used, observe the reader and other instruments nearby to verify that performance
is not affected.

A

WARNING: Do not use this device in close proximity to sources of strong
electromagnetic radiation, as these can interfere with the proper operation of the
instrument.

214

Installation Notices

WARNING: Any unpacking, packing, or transport of the DG Reader Net must be
carried out by Grifols service representative.

WARNING: The instrument must be decontaminated before transport or storage.

CAUTION: This equipment and its accessories shall only be installed by a Grifols
service representative.

CAUTION: Only the original packaging should be used to pack the instrument for
transport or storage.

CAUTION: Exposure to intense light should be avoided as this could affect the
operation of the instrument.

CAUTION: Do not use the instrument outside of the specified operating conditions.

CAUTION: Do not place the instrument near a vibration source that may interfere
its operation.

CAUTION: Do not place the instrument outdoors.

AUdldldid 44l dl <

CAUTION: Do not put the instrument in a location that would make it difficult to
access for maintenance purposes or for Technical Service work.

24
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CAUTION: Do not put the instrument in a location that would make it difficult to use
the power switch and ensure that appliance coupler or plug is easily accessible.

CAUTION: Make sure that the instrument is completely level and with no obvious
slant.

CAUTION: The operating conditions stated in Section 3.1 relate to the instrument
only. Refer to the Instructions for Use of the reagents to be used with the
DG Reader Net for additional information regarding their environmental conditions
of use. Do not use the DG Reader Net outside the specified operating conditions.

CAUTION: Ifthe instrument has been stored under environmental conditions different
to those of the working area, it must remain under the working area environmental
conditions for no less than an hour before being plugged in.

CAUTION: Do not place the instrument where it could get wet.

CAUTION: Do not place any object on the instrument.

CAUTION: Check that the electrical installation the instrument will be connected to
meets the rules and regulations of electrical input and use (including the earthed
connection).

CAUTION: Installation and adjustment of the DG Reader Net must only be
performed by a Qualified Technician.

A dUdU4N 4R ddE e

CAUTION: For communication security reasons, do not use non protected Wi-Fi
networks or with weak protection like WEP protocol.

21.5 Software Operational Notices

A\

CAUTION: To avoid the loss of data due to a temporary corruption of the system,
make a backup copy of the results stored in the DG Reader Net Database on a
regular basis.

A\

CAUTION: If an error occurs during the execution of a backup, an error message
will appear on the screen. If the problem persists, contact your local Grifols service
representative.

AN

CAUTION: Grifols has validated tests and profiles with the approved reagents.
These tests and profiles are locked and may not be modified.
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AN

CAUTION: The profiles, reagents and results that appear on the screenshots of
these Instructions for Use have been included as examples only.

AN

CAUTION: To ensure the correct management of traceability and expirations, make
sure that the hour and date settings match your geographical location. For more
information, contact your local Grifols service representative.

21.6 DG Reader Net Operational Notices

AN

CAUTION: In case of unexpected performance of the reader, contact your local
Grifols representative.

A

CAUTION: In case of failure, contact your local Grifols service representative.

21.7 Grifols Gel Card and Reagent Notices

CAUTION: To handle Grifols gel cards, diluent, and reagents, ensure they are within
their expiry date, and follow the corresponding Instructions for Use.

CAUTION: Incorrect results can occur when incorrect barcodes are manually
entered. The user is responsible for ensuring that manually entered barcodes are
correct.

CAUTION: When removing Grifols gel cards from the Reading holder, make sure
not to discard any gel card that have results that need review.

CAUTION: The diluent and reagents must be completely dry and with the barcode
label in good condition to be identified by the external barcode reader.

CAUTION: The Gifols gel card barcode label must be in good condition to be
identified by the barcode reader.

CAUTION: Grifols do not take responsability if using non Grifols reagents in the
system.

CAUTION: To work with complete traceability, Reagents Traceability option must
be activated. It is user’s responsibility to correctly identify the reagents lot used in
each reading process.

A4 dld d e

CAUTION: Do not cover the barcode when reading it with the barcode reader.
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21.8 Sample Notices

A

CAUTION: The use of the following samples may lead to incorrect readings during
sample analysis. Do not use such samples:

e Samples that are hemolyzed, lipemic, or icteric.
e Samples that are cloudy.
*  Samples with clots, fibrin, or particles.

CAUTION: The manual identification of samples increases the risk that samples will
be misidentified.

CAUTION: To guarantee maximum reliability during sample identification, it is
recommended to use barcodes containing a checksum.

CAUTION: Incorrect results can occur when incorrect samples barcodes are
manually entered or assigned. The user is responsible for ensuring that manually
entered barcodes are correct.

CAUTION: The reliability of a laboratory result and its interpretation depends greatly
on the quality of the samples. For this reason, it is important that samples are
managed properly from the time they are obtained until they are processed. Follow
the guidelines listed in Grifols gel cards Instructions for Use.

CAUTION: It is the responsibility of the user to correctly associate the sample with
the corresponding wells of the Grifols gel card. There is no positive identification.

> B> b PP D

CAUTION: Do not cover the barcode when reading it with the barcode reader.

2.1.9 Maintenance Notices

WARNING: During cleaning and decontamination processes, suitable personal
protection equipment must be used by the Operator.

WARNING: Before cleaning the exterior surfaces of the instrument, unplug the
instrument from the power supply.

WARNING: Take care to not spill liquids into the equipment openings.

2l A1 i <

WARNING: Do not disassemble the instrument. If there is liquid inside the
instrument, the cleaning and decontamination operation should be carried out by
Qualified Technician. Contact your local Grifols service representative.
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2

WARNING: Some cleaning or decontamination products, such as sodium
hypochlorite solution, may be corrosive, irritating for the skin and eyes, or toxic if
inhaled, absorbed, or ingested.

WARNING: Waste materials should be disposed of according to local regulations.

> >

WARNING: During the use of the decontamination liquid, adhere to the following
recommendations:

e The corresponding Instructions for Use.
e Laboratory security rules.
e Current local risk prevention legislation.

WARNING: Do not scrub the touch screen directly with cleaning agents as there is
a danger that they will leak inside and result in an electric shock to the Operator, as
well as the deterioration of the touch screen.

WARNING: Denatured alcohol and isopropyl alcohol are highly flammable and
iritating. Read the Safety Data Sheet (SDS) before use and follow appropriate
precautions.

WARNING: In order to disconnect the instrument from mains, unplug the power
cord either from the power outlet or the connector located in the rear part of the
instrument.

CAUTION: Itis advisable to shutdown and turn off the instrument by using the power
switch during extended periods of inactivity.

CAUTION: To ensure good performance of the DG Reader Net, the maintenance
schedule and procedures described in Section 12 must be followed. Failure to
perform the appropriate cleaning or maintenance at the necessary time can result in
damaged parts, operating and/or reading inaccuracy, and/or compromised results.

CAUTION: Do not use the instrument if the maintenance plan described in Section 12
has not been followed.

CAUTION: Before starting the cleaning and/or decontamination procedures, the
Grifols gel card should be removed from the instrument.

A4 44N S I <

CAUTION: Do not use caustic chemical agents to clean the touch screen.
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2.1.10 Transport and Storage

n WARNING: The instrument must be decontaminated before transport or storage.

C CAUTION: Only the original packaging should be used to pack the instrument for
transport or storage.

2.1.11 Disposal Notices

n WARNING: The instrument should be completely cleaned and decontaminated and
all remains of samples and reagents removed before disposal.

n WARNING: The instrument contains electronics. Electronics can contain hazardous
materials. Dispose of all electronics in accordance with local, state, and federal
regulations.

n WARNING: This instrument must only be dismantled by a Qualified Technician.

c CAUTION: When an instrument has reached the end of its useful life, keep in mind
that all current local legislation must be complied with during disposal.

2.1.12 Warranty Notices

c CAUTION: Repairs should be carried out only by authorized personnel.

c CAUTION: The use of the instrument for any procedure other than those procedures
specified by the manufacturer shall automatically invalidate any type of warranty.
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2.2 Equipment Markings

The
1)

equipment is marked with the following labels:
Biological risk label.

(
(2) Equipment packaging label.
(3) Product label.
(4) Label for the switch and connection to the electrical network.
(5) Electrostatic discharge (ESD) label.
The following symbols are used on the labels:
@ Serial number
Catalogue number
J/ Permitted temperature range during storage and transport
Permitted relative humidity range during storage and transport
IVD Medical product for in vitro diagnostics
c € DG Reader Net meets the requirements of Directive 98/79/EC
&I Year of manufacture
Indicates that DG Reader Net is subject to selective waste collection at
the end of its useful life, as established by Directive 2012/19/EU on Waste
Electrical and Electronic Equipment (see Section 15)
2-10 DG Reader Net Instructions for Use
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Manufacturer

ul

DataMatrix, which contains the following information:
(01) GTIN number
1 S SS2EE1E (1) Manufacturing year

R (21) Serial number of the instrument

SGS Safety mark that certifies that the instrument meets the applicable USA and
P us Canadian safety standards

I:III Consult Instructions for Use

(1) Biological risk label

Located on the front of the Reading holder, it warns of the potential biological risk caused by
residual substances deposited on the surface of the instrument.

VY

Figure 1. Biological Risk Label
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(2) Equipment packaging label

Label located on the upper right of the front of the box and the upper right of the back of the box
containing the DG Reader Net.

DG Reader Net

1 Reader for Grifols gel cards / 1 Lector para tarjetas de gel Grifols / 1 Leitor de cards de gel Grifols /
1 Lesegerat filr Grifols-Gelkarten / 1 Lettore per schedine gel Grifols / 1 Lecteur pour cartes gel Grifols

[SN 512-XXXXXXX /WO"C o
210700 i A N
meme B CE€

N Diagnostic Grifols, S.A. Passeig Fluvial, 24 08150 Parets del Valles - SPAIN

GRIFOLS

Figure 2. Packaging Label

(3) Product label

Label located on the rear part of the instrument and contain technical information (voltage,
frequency, input power, and fuse specifications), as well as the model, serial number, date of
manufacture, name and address of the manufacturer and regulatory information.

100 - 240 V~ 60 W
50-60Hz |-=-2xT2AL250V,5x20 mm

DG Reader Net @

@ 210700 g0

YYYY-MM-DD

(01) 08437014205619

3 512-XXXXXXX E;;gzerD;xxxx
2
8 Made in Spain CE ®

Diagnostic Grifols, S.A.
G RI FO LS M Passeig Fluvial, 24
08150 Parets del Valles - SPAIN

Figure 3. Product Label
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(4) Label for the switch and connection to the electrical network

Located on the bottom right and back of the instrument, this label indicates the position of the
main switch and the connector for the electrical network cable.

\ )

Figure 4. Power Switch and Power Connection Label

(5) Electrostatic discharge (ESD) label

Located next to the connections (RS 232, USB and LAN), this label warns of the risk of
electrostatic discharges that could damage the instrument, and indicates that the pins on such
connections must not be touched with the hands to avoid fortuitous discharges.

A
Al

Figure 5. Electrostatic Discharge (ESD) Label

2.3 Read Before Using

e Use the equipment only for the purpose described in these Instructions for Use.

e Do notinsert objects in any opening on the equipment, unless specified in these Instructions
for Use.

* Do not use the equipment or accessories if they do not operate properly or have suffered
any damage. Some examples of typical defects are:

- Visible damage due to a fall.
- Visible damage due to spilled liquids.

- Visible damage due to storage in unfavourable conditions for a long time, or due to
inadequate transport conditions.

- Damage to the electrical cable or its connector.

e Do not use the equipment in a dangerous atmosphere, or with hazardous materials for
which it was not designed.
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* Do no use the equipment if the instrument covers are not properly placed and secured.
* Do not use accessories other than those supplied or recommended by the manufacturer.

* Do not introduce flammable or explosive materials, or chemicals that interact vigorously, in
the equipment.

e The fuses must only be replaced by Qualified Technician.

* The instrument may only be disassembled by Qualified Technician, for either internal
cleaning and/or repair purposes. Before proceeding to disassemble the unit, unplug it from
the electrical outlet.

¢ Disconnect the unit or leave it in an inactive state after use.
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3 DG Reader Net Specifications

The following sections contain information on the technical, functional specifications for the
instrument and accessories.

3.1 Technical Specifications

Table 1. Technical Specifications

FEATURE TECHNICAL SPECIFICATION

MODEL DG Reader Net

POWER SUPPLY Voltage: 100-240V ~
Frequency: 50 - 60 Hz

Maximum input power 60 W
consumption:

Consumption in inactive | 15 VA
state:

Fuses: 2xT2AL250V, 5x20 mm

PROTECTION AGAINST Class: |
ELECTRIC SHOCKS

INSTALLATION CATEGORY | Overvoltage category Il (local levels, instruments, portable
equipment, etc.)

DIMENSIONS 286 mm (depth) x 439 mm (width) x 406 mm (height)
WEIGHT Approximately 8.5 kg
DG Reader Net Instructions for Use 341
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FEATURE TECHNICAL SPECIFICATION

OPERATING CONDITIONS | Indoor use

Temperature: 15°Ct030°C
Maximum relative 85%
humidity non

condensing:

Maximum altitude: 3000 m
Pollution degree: 2

Power supply maximum | +10% of nominal voltage

voltage fluctuations:
TRANSPORT AND Temperature: -29°C to 60 °C
STORAGE CONDITIONS

Maximum relative 85%

humidity non

condensing:

WARNING: Do not use this device in close proximity to sources of strong
electromagnetic radiation, as these can interfere with the proper operation.

A

A CAUTION: The operating conditions stated in the preceding table, relate to the
instrument only. Refer to the Instructions for Use of the reagents to be used with the
DG Reader Net, for additional information regarding their environmental conditions
of use. Do not use DG Reader Net outside the specified operating conditions.
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3.2 Functional Specifications

Table 2. Functional Specifications

MODULE

SPECIFICATION

GRIFOLS GEL CARD READING

HOLDER

Grifols gel card loading capacity

1 Grifols gel card

Grifols gel card loading system

Manual

Number of different Grifols gel
card types

Unlimited

READING MODULE

Reading system

High-resolution color reading using a color CCD camera

OTHERS

LIS connectivity

Yes, unidirectional

Useful life

7 years

Disposal material

No

Connectivity

Standard interfaces:
e 3RS 232 connections.

e 4 USB ports.
e 2 LAN connections.
e Wi-Fi.

* 1 Microphone in.

e 1 Headphones out.
« 1VGA

*  HDMI

* 1 Mouse PS2.

e 1 Keyboard PS2.

Note: Only peripherals aimed to be connected to the
described connector types are allowed.

DG Reader Net Instructions for Use
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MODULE SPECIFICATION

Remote connection Yes. Under configuration, it is possible to authorized

Operators by using the website DG Reader Net software
application. It provides access to:

e Pending Results.

e Search Results.

e User management.

To Qualified Technician by using the Team Viewer for:
e Support and maintenance purposes.

Sample barcode type e Interleaved 2 of 5.
e Code 3 0of 9.
e Codebar.

e Codes 128 A, B & C (ISBT 128).
*  EAN8/EAN13/JANS/JAN13.
e Others under configuration.

3.3 Program Specifications

The DG Reader Net presents an integrated computer with the software preinstalled. The main
characteristics of the DG Reader Net software are:

Reading of the Grifols gel cards.
Digitalization and image processing to obtain the reaction grade of the reaction.

Validation and report making, including the exporting of results to the LIS (Laboratory
Information System).

Database.

Other characteristics and services offered by the whole system:

A color-coded user friendly interface which aids and improves the understanding of the
information and its analysis.

Validation by profiles of tests.

Exporting of results to the Database and/or to the LIS.

Availability of alarm algorithms that allow the detection of incidents when reading.
User access control.

34
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e Total traceability of results: Users, instrument, reagents, etc.

e Unidirectional interface with ASTM protocol standard NCCLS LIS2-A2 or NCCLS LIS1-A2
(compatible with LIS).

*  Remote connection via HTTPS standard and Google Chrome web browser which allows
the access to Database remotely.
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4 Description of the DG Reader Net

This section provides a description of the DG Reader Net, including the basic Operating
Principles, the overview of the instrument and the description of the instrument components.

41 Basic Operating Principles

The DG Reader Net reads processed Grifols gel cards and performs the following steps:
e |dentifies Grifols gel cards automatically.

* |dentifies the sample barcode faced in the barcode reader.

* |dentifies reagents and diluent barcode faced in the barcode reader.

* Reads the reaction grade in the Grifols gel card microtubes.

e Interprets the results.

The data analyzed can be stored, displayed, validated, printed and exported if it is interfaced to
the LIS.

4.2 Overview of the DG Reader Net

The DG Reader Net is a compact work station with user friendly software that guides the
Operator through sample ID identification, imaging and results interpretation. The main parts of
the equipment are described below.

4.21 Front Panel

Figure 6. Front View of the DG Reader Net
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(1) Touch screen.
(2) Reading holder.
@)
(4)

3
4

Barcode reader.
Power button.

4.21.1 Touch Screen

The DG Reader Net is supplied with an integrated touch screen (Figure 6, no. 1). The position of
the screen is adjustable. The touch screen is a media to introduce input data and the media to
display the image and results interpretation.

421.2 Reading Holder

The DG Reader Net contains a (Figure 6, no. 2) designed to house the Grifols gel card to be
read.

4.21.3 Barcode Reader

The DG Reader Net contains a barcode reader (Figure 6, no. 3) to identify samples, reagents
and diluent by using their barcodes as displayed in Figure 7 and Figure 8.

3l

Figure 7. Sample ID Identification Figure 8. Reagents ID Identification

4.21.4 Power Button

The Power button is found on the front left hand side of the instrument (Figure 6, no. 4) and it is
in charge of turning on and off the instrument. It allows leaving the instrument in standby mode
too (see in Section 6.4). It has a blue light indicator which shows if the instrument is on or off
(ON/OFF).
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n WARNING: In order to disconnect the instrument from mains, unplug the power
cord either from the power outlet or the connector located in the rear part of the
instrument.

4.2.2 Rear Panel

Power switch.
Power cord connection.
Label for the switch and connection to the electrical network.

Product label.
3 RS 232 connections.
2 LAN connections.

)
)
)
) Electrostatic discharge (ESD) label.
)
)
)
) 4 USB port.
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4.2.21 Power Switch and Power Cord Connection

The master switch is on the back right (Figure 9, no. 1) of the instrument and controls the
electrical mains power input. It has two positions:

1. |:On
2. 0:0ff
4.2.2.2 Labels

The labels located in the rear part of the instrument (Figure 9, no. 3, 4, 5) are the following ones:

»  Labelfor the switch and connection to the electrical network. This label indicates the position
of the main switch and the connector for the electrical network cable. See Section 2.2 for
more information.

*  Electrostatic discharge (ESD) label located next to the connections (RS 232, USB and LAN).
This label warns of the risk of electrostatic discharges that could damage the instrument,
and indicates that the pins on such connections must not be touched with the hands to avoid
fortuitous discharges. See Section 2.2 for more information.

e Product label: This label contains technical information of the DG Reader Net as well as
the model, serial number, date of manufacture, name and address of the manufacturer and
regulatory information. See Section 2.2 for more information.

4.2.2.3 Peripherals Connections

The DG Reader Net has 4 USB ports (Figure 9, no. 8), 3 RS 232 connections (Figure 9, no. 6)
and 2 LAN connections (Figure 9, no. 7).

4.3 Moving the Instrument for Relocation or Storage

n WARNING: Any unpacking, packing, or transport of the DG Reader Net must be
carried out by your local Grifols service representative.

n WARNING: The instrument must be decontaminated before transport or storage.

ﬁ CAUTION: Only the original packaging should be used to pack the instrument for
transport or storage. To relocate the instrument or to put the instrument into storage,
contact your local Grifols service representative.
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5

Installation

The following sections contain information related to the DG Reader Net installation.

The equipment must be installed by a Grifols service representative.

5.1

Installation Requirements

WARNING: Do not let the equipment or its power cord come into contact with hot
surfaces.

WARNING: To avoid electric shock, the instrument should be connected to a
grounded power supply.

CAUTION: Do not use the instrument outside of the specified operating conditions.

CAUTION: Do not place the instrument outdoors.

CAUTION: Installation and adjustment of the DG Reader Net must only be
performed by a Qualified Technician.

CAUTION: Do not put the instrument in a location that would make it difficult to use
the power switch and ensure that appliance coupler or plug is easily accessible.

CAUTION: Do not place the instrument near a vibration source that may interfere
its operation.

A4 dididUdl 4l <

CAUTION: Do not put the instrument in a location that would make it difficult to
access for maintenance purposes or for Technical Service work.

The installation requirements for the DG Reader Net are as follows:

Operational conditions that meet the specification listed in Technical Specifications on
Section 3.1.

A minimum space of 286 mm (depth) x 439 mm (width) x 406 mm (height) deep that can
support at least 8.5 kg.

A power supply that meets the power supply requirements listed in Technical Specifications
on Section 3.1 (including ground protection).

Aflat, horizontal and stable surface.
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6 Description of the DG Reader Net Software

This section provides a description of the DG Reader Net software, including the software
functions and features.

6.1 Software Functions and Features

The DG Reader Net comes with an embedded computerized system with the software
preinstalled. The main functions of the DG Reader Net software are:

e Reading Grifols gel cards.

e Validation and report making, including the exportation of results to LIS.

e Storage of test results in a Database.

The software provides the following features:

*  Acolor code interface which helps with the understanding of the information and its analysis.

c CAUTION: The profiles, reagents, and results that appear on the screenshots of
these Instructions for Use have been included as examples only.

NOTE: The information contained in these Instructions for Use refers to the
DG Reader Net software version 1.0 or later versions.

6.2 Software User Interface Regions

The software has been designed based in the structure displayed on Figure 10. This structure
contains:

*  Permanent Status bar contains notification icons and system icons.

e Permanent General toolbar is a special kind of bar that's used for branding, navigation,
search and other actions. Icons on the right side of the General toolbar are application
related actions. The title in the General toolbar reflects the current page. It can be an
application title, page title or a page filter.

*  The Content canvas is the main screen of the application. The Content canvas can have
their own Secondary toolbars for tabs, palettes, or secondary actions.

e Bottom bar can be added for additional functionality or action overflow.
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e Action buttons could be a circular floating button (°), raised button
(

( ) separated from a toolbar or flat button ) in the Bottom
bar. It represents a single promoted action.

»  Sidebar overlay all other structural elements and be accessed temporarily or pinned for
permanent display.

Status bar

General toolbar

Content canvas

Figure 10. User Interface Structure
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6.3 Software Modules Description
After initialization of DG Reader Net the Main Menu screen is displayed (Figure 11).

= DG Reader Net

Figure 11. Main Menu Screen

Read button (to access to the Reading function).
Pending Results button (to access to the Pending Results function).
Search Results button (to access to the Database function).

)

)

)

) Agglutination Reading button.
) Status bar.

) General toolbar.

) Settings menu (to access to the Setting options; Sidebar menu).
)

Logout button.
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The Main Menu screen allows accessing to the three main functions of the software:

Reading function: It is the part of the software in charge to manage the Grifols gel cards
reading process. It also includes the sample ID and reagents ID identification, linking them
to the specific Grifols gel card reading.

Pending Results function: Itis the part of the software in charge to manage results pending
to be exported (to LIS or/and the internal Database). In the upper right-hand corner of the
button, the number of pending results is indicated in red.

Search Results function: It is the part of the software in charge to provide an extensive
lookup service to search results filed in the DG Reader Net. All results can be reviewed in
detail, printed and/or sent to LIS.

Moreover, it allows to access to:

Agglutination Reading option: It allows reading the agglutination grade of the Grifols gel
card, without linking sample and reagents ID nor interpretation.

Settings menu: Located in the General toolbar, it allows accessing to DG Reader Net
management and configuration.

Logout button: This option is used to logout the current user. This option is useful when
the user stops using the DG Reader Net and he wants to leave it open. This means that
the program will require username and password again to continuous working with the
DG Reader Net.

Status bar; This bar contains general information about the DG Reader Net and the logged
user.

6.3.1 Status Bar
The Status bar contains:

Logged user and time.
Current hour.

Wi-Fi connection.

LIS connection (if configured).

6-4
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Table 3. Status Bar Information

Logged user

logged in at 10.55 IR
u Wi-Fi connection
12:57 Current hour
“ Indicates that LIS connection is enabled but it is not

available. In that case, all Status bar is shown in red

6.4 Standby Mode

DG Reader Net has available a standby mode for periods of inactivity, which is a power-save
state of the instrument computer.

To enter in standby mode, proceed as follow:

1. Unload the Grifols gel card from the Reading holder (if present).
2. Press the Power button (Figure 6, no. 4).
3. Select Standby button to confirm.

Restoring the normal mode is possible by pressing the Power button or the touch screen, being
necessary the user and password information introduction.

6.5 Virtual Keyboard

The software automatically displays a virtual keyboard to be used for entering alphanumeric
characters in the fields of the software interface, for the manual identification of a sample or for
the identification of the Operator. To display the virtual keyboard, press on an editable field on
the touch screen.
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7 Work Procedure

The following sections contain information about the operation of the DG Reader Net.

7.1 Starting the DG Reader Net

Confirm that the reader is connected to the main power supply and that the power switch
(Figure 9, no. 1) is turned on.

1. Press the Start button (Figure 6, no. 4).

2. The Start button’s blue light comes on and the Windows operating system loads.
3. After the Access Control window opens, enter the Username and Password.
4. Press Login to enter the application.

The DG Reader Net initializes and automatically executes the Self-Diagnostic. If the Self-
Diagnostic ends without incidents the Main Menu screen is displayed (Figure 11). Then, the
DG Reader Net is ready to start working.

NOTE: Each Operator will only have access to the options which have been
configured for that user’s profile level. For further information, see in Section 11.3.

NOTE: See Section 13 if the initial Self-Diagnostic result is Fail.
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7.2 Performing the Reading
To initiate the Grifols gel card reading, follow the steps displayed on the screen:

1. Insert the Grifols gel card into the Reading holder (Figure 6, no. 2) orientated as shown in
Figure 12. Take into account that the Grifols gel card front label remains visible once it has
been introduced in the Reading holder. Two white lines printed in the Reading holder are
also visible if the Grifols gel card is correctly introduced in it.

Figure 12. Grifols Gel Card Positioning in the Reading Holder

2. Press the Read button in the Main Menu screen (Figure 11, no. 1) or push the Reading
holder in the direction indicated in Figure 12 to initiate the reading.

The DG Reader Net captures and processes the Grifols gel card wells images. This allows the
reader to determine the reaction grade of agglutination and to apply the necessary algorithms in
order to ensure a correct result.

After the image acquisition, the DG Reader Net software guides in the profile assignation and
sample and reagent identification steps, maintaining the Grifols gel card in assignment position
(Figure 13), until the assignment process finishes.

3. Select the profile to assign to the Grifols gel card wells. Only the profiles available for the
read card will be shown. See Section 8 for detailed information.

NOTE: The profile will be assigned directly if it is the only one available for the
Grifols gel card read. Please, contact your Grifols service representative for more
information about the available profiles.
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4. Face the sample barcode in the scanning beam of the external barcode reader (Figure 6,
no. 3) as displayed in the software interface (Figure 7).

The DG Reader Net will beep once the sample has been identified and go to the next step.

If the reader is unable to identify the sample automatically, sample must be identified manually.
See Section 8.2.1 to identify the sample by using the keyboard.

5. Face the reagents barcode in the scanning beam of the barcode reader as displayed in
Figure 8.

Once reagents have been identified for the first time, the DG Reader Net allows keeping reagents
introduced previously or introducing a new lot.

*  Press the Keep Vials button if the reagents lot information displayed on the screen match
with the one used to process the Grifols gel card.

e Introduce the reagents information as detailed in step 5 if you are using reagents that do not
match with the previous ones.

c CAUTION: To work with complete traceability, Reagents Traceability option must
be activated. It is user’s responsibility to correctly identify the reagents lot used in
each reading process.

NOTE: Itis possible to disable Reagents Traceability option. See in Section 11.2.1.3.

Review the Summary and select DONE button to finish the assignation process (see Section 8
for further information). On the contrary, if you want to reject the card assignment without saving
it, press Discard button on the Bottom bar.

NOTE: If Discard option is selected:
*  The Grifols gel card assignment will not be saved.
*  The sample and reagents association with the Grifols gel card will be lost.
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Once DONE button is pressed, the DG Reader Net:

6.

Releases the Grifols gel card.
Displays the Profile Result screen of the assigned profile.
Review and validate results:

On the bottom of the each well, DG Reader Net provides a proposal agglutination grade.
The reading can be classified in these categories:

*  Normal results: Results that DG Reader Net software is able to read providing an
agglutination grade and an interpretation.

e Exceptional results: Results that DG Reader Net is not able to give directly an
agglutination grade or is not able to interpret.

See Section 9 for detailed information.

NOTE: Exceptional Results can only be accepted by Operator with appropriate

rights. See Section 11.3 for more information.

NOTE: The agglutination grade obtained by the DG Reader Net can be modified.

See Section 9.4 for more information.

7.21 Performing a Agglutination Reading

The Agglutination Reading option allows obtaining the agglutination grade of each read
microtube without performing the assignment process.

To initiate the Grifols gel card agglutination reading, follow the steps displayed on the screen:

1.

Insert the Grifols gel card into the Reading holder (Figure 6, no. 2) with barcode orientated
as shown in Figure 12. Take into account that the Grifols gel card front label remains visible
once it has been introduced in the Reading holder. Two white lines printed in the Reading
holder are also visible if the Grifols gel card is correctly introduced in it.

Press the Agglutination Reading button in the Main Menu screen (Figure 11, no. 4) to
initiate the reading.

The DG Reader Net captures and processes the Grifols gel card wells images. This allows the
reader to determine the reaction grade of agglutination.
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NOTE: Agglutination Reading option does not allow saving the reading neither
assigning profiles, samples and reagents. If you want to save the reading, use the
Reading option (see in Section 7.2).

7.3  Shutting Down the Instrument

To shut down the DG Reader Net, proceed as follow:

1. Unload the Grifols gel card from the Reading holder (if present).
2. Press the Power button (Figure 6, no. 4).

3. Select Shutdown button to confirm.

4. Wait for instrument fully shut down.

NOTE: Be sure to review any Grifols gel cards that have associated exceptional
results (see in Section 9.2).
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8 Grifols Gel Card Assignment

This section provides a description of the profile, sample ID and reagents ID assignment process
to a Grifols gel card.

8.1 Profile Assignment

When introducing a Grifols gel card in the DG Reader Net to initiate the reading process (see
Section 7.2), the DG Reader Net identifies the Grifols gel card with its barcode, reads the
agglutination grade of each microtube, and places the Grifols gel card to Assignment position
(Figure 13).

Figure 13. Assignment Position of the Reading Holder

NOTE: When a Grifols gel card is in Assignment position, it can not be removed, as
it indicates that there are pending steps to complete its test assignment.

DG Reader Net Instructions for Use 8-1
Part # 3054707



Grifols Gel Card Assignment

User (Logged inat11:15)

Reading

Profile

Select a profile

N N N N N N N

DG Gel Neutral
713505190180110451

& 01801
8 31052019

DISCARD

Figure 14. Profile Assignment Screen

Inthe Sidebar, the list of available profiles for the read Grifols gel card is available (Figure 14).

1.
2. By default, the profile assignment will start in the first free microtube (see in Figure 14). After
selecting the profile, all microtubes contained in the profile will be assigned, consecutively.

NOTE: In some Grifols gel cards, it is possible to modify the microtubes assigned by
default. To do this, select the first well of the profile to assign.

3. The DG Reader Net software will display the following step, which is the sample ID
identification (for further information see Section 8.2).
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[E

NOTE: If a Profile is not available, please contact your local Grifols service
representative.

W

by default.

NOTE: If the Grifols gel card introduced only allows one profile, it will be assigned

m

NOTE: All tests contained in one profile are assigned consecutively by the
DG Reader Net software.

[E

NOTE: If there are microtubes pending to assign, the software remains in
Assignment screen until the Release Card button is selected. Once selected, the
summary screen is shown (see in Section 8.4).

8.1.1

Microtubes Status

When appearing in Profile Assignment screen (Figure 14), the microtubes read with the

DG Reader Net are differently indicated in function of its status.

Table 4. Microtube Status

1 3 4 5 6
I e R —

i | i

1 1 K4

. l E

' H ie

L %

AHG AHG AHG AHG aie
4 4 4=

The DG Reader Net has not been able to take the capture of this microtube. There is no

image available.

Microtube assigned to a previous reading.
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(3)  Current assignment process.

(4) Microtube pending to be assigned.

(5)  There are missing microtubes necessaries to complete the assigned profile.

(6) Itis not possible to assign the selected profile to this microtube (see in Section 18).

8.1.2 Crossmatch Profiles
To assign a crossmatch profile, proceed as follow:
1. Select the Xmatch profile in the Sidebar of the Profile Assignment screen (Figure 14).

2. Introduce the number of donors that has been processed with the same Recipient, in the
Sidebar (Figure 15).

User (Loggedinat 11:15)

Reading

Profile
Select a profile

Xmatch (Neutral) 57

a8

N N N N N

X1 X2 X3

DG Gel Neutral

713505190180110451
B2 01801
8 31052019

DISCARD UNDO

Figure 15. Crossmatch Profile Assignment
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The DG Reader Net will highlight the microtubes assigned to the crossmatch profile based on
the number of donors introduced (Figure 16).

3. Face the recipient barcode in the scanning beam of the external barcode reader (Figure 6,
no. 3) as displayed in the software interface (Figure 7). The assigned Recipient ID is
displayed on the top of the assigned microtubes.

4. Face the donors barcodes in the scanning beam of the external barcode reader (Figure 6,
no. 3) consecutively (same order than the one used for Grifols gel card crossmatch testing)
as displayed in the software interface. Assigned donors ID are displayed in the Sidebar
(Figure 16).

Once donor ID identification is done, the reagents ID identification step is shown, allowing the
reading process to follow (see in Section 8.3).

User (Logged inat 12:25) 1227

Reading

Profile

DISCARD UNDO

Figure 16. Donors Assignment in Crossmatch Profile
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8.1.3 Using More than One Grifols Gel Card for One Profile

If there are not enough consecutive microtubes to assign the selected profile, the DG Reader Net
software allows reading more Grifols gel cards and complete the profile assignment:

1. Once the profile is selected, the DG Reader Net software shows the microtubes from a new
Grifols gel card necessary to complete the profile.

2. Enter the sample ID identification (see in Section 8.2).
3. Enter the reagents identification (see in Section 8.3).

The DG Reader Net allows the introduction of the new Grifols gel card, indicating its positioning

in the Reading holder in the Sidebar (Figure 17).

4. Introduce the new Grifols gel card in the Reader holder and select Read button in the
Sidebar or push the Reading holder in the direction indicated in Figure 12, to initiate the
reading.

5. Introduce again the sample ID. The DG Reader Net checks that it is the same introduced
previously.

The assignment process can continue as indicated in Section 8.1.

User (Logged in at 12:39) 1246

Reading

Read

DISCARD UNDO

Figure 17. Profile Assigned in Two Grifols Gel Cards
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8.2 Sample Identification
To introduce the sample ID, proceed as follow:

1. Face the sample barcode in the scanning beam of the external barcode reader (Figure 6,
no. 3) as displayed in the software interface (Figure 7).

2. The DG Reader Net will beep once the sample has been identified and go to the next step,
which is Reagents identification.

NOTE: Once the sample ID has been introduced, the profile assigned cannot be
modified.

NOTE: If introducing an incorrect sample ID, press UNDO to discard the sample ID
introduced and to identify the correct one.

If the reader is unable to identify the sample automatically, sample must be identified manually.
See Section 8.2.1 to identify the sample by using the keyboard.

A\

CAUTION: It is the responsibility of the user to correctly associate the sample with
the corresponding wells of the Grifols gel card. There is no positive identification.

A

CAUTION: The use of the following samples may lead to incorrect readings during
sample analysis. Do not use such samples:

e Samples that are hemolyzed, lipemic, or icteric.
*  Samples that are cloudy.
e Samples with clots, fibrin, or particles.

CAUTION: The reliability of a laboratory result and its interpretation depends greatly
on the quality of the samples. For this reason, it is important that samples are
managed properly from the time they are obtained until they are processed. Follow
the guidelines listed in Grifols gel cards Instructions for Use.

CAUTION: To guarantee maximum reliability during sample ID identification, it is
recommended to use barcodes containing a checksum, like code 128 barcodes.

VAN
A\

CAUTION: Do not cover the barcode when reading it with the barcode reader.
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NOTE: The process can be cancelled during the sample ID identification step by
pressing Discard button in the bottom of the screen. In that case, the Grifols gel card
capture will not be saved and the results will not appear in Pending Results screen.

8.21 Identifying Samples Manually

If the DG Reader Net is unable to identify the sample by using the barcode reader, the software
offers the possibility to introduce the sample ID manually by using the virtual keyboard.

To identify manually the sample, proceed as follow:
1. Press during the sample ID identification step.

2. Enter the sample ID by using the keyboard (which appears automatically after the text box
is touched).

3. Press OK to accept.
4.  Confirm the manual identification by entering the sample ID again.

A CAUTION: When making human mistakes while assigning sample barcode to the

Grifols gel card or while entering manually the barcode by using the virtual keyboard,

the results could be incorrectly assigned to the wrong sample ID. The user is
responsible for ensuring that entered barcode data are correct.

ﬁ CAUTION: The manual identification of samples increases the risk that samples will
be misidentified.

8.3 Reagent Identification
To introduce the reagents information, proceed as follow:

1. Face the reagents barcode in the scanning beam of the external barcode reader (Figure 6,
no. 3) as displayed in the software interface (Figure 8).

2. The DG Reader Net will beep once each vial has been identified. When all reagents have
been introduced, the software will go to the next step, which is the Assignment summary
(see Section 8.4).
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Once the reagents have been identified for the first time, the DG Reader Net allows keeping vials
information or introducing new ones in the following readings:

*  Press the Keep Vials button in the Sidebar if the reagents traceability information match
with the one used to process the Grifols gel card.

e |dentify the reagents by the procedure indicated above if they are different to the ones used
previously.

CAUTION: To handle Grifols gel cards, diluent, and reagents, ensure they are within
their expiry date, and follow the corresponding Instructions for Use.

CAUTION: The diluent and reagents must be completely dry and with the barcode
label in good condition to be identified by the external barcode reader.

CAUTION: Grifols do not take responsability if using non Grifols reagents in the
system.

CAUTION: To work with complete traceability, Reagents Traceability option must
be activated. It is user’s responsibility to correctly identify the reagents lot used in
each reading process.

CAUTION: Do not cover the barcode when reading it with the barcode reader.

NOTE: Press UNDO button if you want to discard the ongoing profile assignment
process.

ww > > > b Db

NOTE: The process can be cancelled during the reagents identification step by
pressing Discard button in the bottom of the screen. In that case, the Grifols gel card
capture will not be saved and the results will not appear in Pending Results screen.

If the reader is unable to identify the reagents barcodes automatically, they can be identified
manually by selecting the vial in the Sidebar. The keyboard will be displayed to introduce the

barcode.

A\

CAUTION: Incorrect traceability information can occur when incorrect barcodes
are manually entered. The user is responsible for ensuring that manually entered
barcodes are correct.
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8.4 Assignment Summary

Once the assignment process has been finished, a summary of the assigned profiles is displayed
in the Sidebar (Figure 18).

Before finishing the assignment process:

1. Review that the assigned sample IDs are correct.

2. Review that the assigned reagents information is correct.
3. Press DONE to complete the assignment process.

After these steps, the DG Reader Net releases the Grifols gel card from the Assignment position
and goes to Profile Result screen.

User (Logged in at 13:25)

Reading

Summary

Review summary information and press DONE to
continue.

Sample ID: 713505190180110449 «° &
Profile: 3 Screen (Neutral) &
S F
Reagent: n‘;? y.
Serascan Diana 3 ¥° R

I:713505190180110449
11:713505190180110449
1l 713505190180110449

Sample ID: 713505190180110449 w0
Profile: 3 Screen (Neutral)
Reagent:
Serascan Diana 3 #0 <
I L} (1}

I:713505190180110449
11:713505130180110449
11l 713505190180110449

DG Gel Neutral
713505190180110451
B2 01801

g 31-05-2019

DISCARD

Figure 18. Assignment Summary
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Ifany ID of sample or reagents is incorrect, the software allows their modification through selecting

ID
v button, next to the barcodes, and following the sample ID or reagents identification process
(see in Sections 8.2 and 8.3).

The modified information will be indicated with /. icon.

c CAUTION: Incorrect traceability information can occur when incorrect barcodes
are manually entered. The user is responsible for ensuring that manually entered
barcodes are correct.

NOTE: Once in Profile Results screen, it is not possible to modify profile, sample
ID nor reagents information assigned to a Grifols gel card.
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9 Displaying and Validating Results

This section provides a description of the Pending Results screen, the review, validation,
modification, rejection, exportation, and printing, exporting and saving of results.

9.1 Pending Results Screen Overview

The software provides a detailed analysis of test results and makes it possible to view the images
of each test, the reaction grade and the interpretations.

It combines the results of each microtube that form part of a phenotype interpretation (forward
group, reverse group, phenotype, etc.) to provide an interpretation.

To view the Pending Results screen (Figure 19) showing all of the profiles which have been
executed but not yet exported, press the Pending Results button on the Main Menu screen
(Figure 11, no. 2).

ser  (Logged in at 13:34)
1 Selected
@ Sample :D@ Profl!e@ Resulta@ smm@ Date f@
-
O masesiemeniodsz 3 Sereen (Neutral) AbSer S Doubttu fa"."_'"rf'l"{1 ": "
i T Pending  08-11-2018
713005191130145641 Auto-Control (AHG) ACC Neg validation 134351
—— I — : Ant Lua Neg Pending  0811-2018
D 713005191130145641 Lua-Lub Antigen (AHG)(MGD) Ant Lub Neg validation 134351

Figure 19. Pending Results Screen

(1) Select All button: Selects all the results listed on the Pending Results list. Results can
also be selected individually. Once selected, the following actions can be carried out on the
selected results: Review Results Information, Validate, Print and Export.
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(2) Sample identification:

@ Manual ID icon indicates that the identification has been entered manually by

&

4

o

using the virtual keyboard.

Modified Results icon indicates that one or more test result contained in one
profile has been modified.

Donor ID icon indicates that the correlative sample ID corresponds to the donor
ID in the Xmatch profile.

(3) Profile: Set of tests executed on the samples.

—_
S
~~

Results: Results with clinical significance which are obtained by the combining of the

reaction grade of the microtubes which form a part of the executed test.

—_— o~
~N O O
—_ = =

Status: Pending Validation or Validated status. For more information see Section 9.2.1.1.
Date: Date and time of the reading of the profile test.
Action buttons: See table below.

The following table describes the meaning of the icons:

Button

EH N B

Description

Export All: Once results are validated, it can be exported to the LIS and/or to the
Database of DG Reader Net software. Once results have been exported, the results
are removed from Pending Results. They can be visualized in the Search Results
function (see Section 10). This icon appears once results are selected.

Print All: Print a report of the selected results. Three different report types are
available. For more information see Section 9.7. This icon appears once results are
selected.

Validate All: Validation confirms acceptance by the user (with necessary privileges)
of ALL of the selected results and it is performed after the confirmation of the
message that appears on the screen. Only the Results displayed in grey (results
pending to validate, not exceptional results) will be validated. This icon appears
once results are selected.

Cancel Validated Results: Option to undo the validation of the selected results.
This icon appears once results are selected.
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Review: Button to access to the Profile Result screen. For more information see
Section 9.2. It appears once results are selected.

9.2 Reviewing Results
Results are classified in two categories:

* Normal Results: Results that the software is able to interpret and to provide final results.
See Section 9.3.1.

e Exceptional Results: When the software is not able to provide an interpretation. See
Section 9.3.2.

A CAUTION: When accepting the results during the validation step, it should be taken
into account, in addition to the results itself, any incident deriving from the condition
of the sample and any additional clinical information. Such incidents requires
acceptance prior to the validation of the result.

" NOTE: Exceptional Results (special results, results with incidents and results with
inconsistencies) can only be accepted by Operator with appropriate rights. See
Section 11.3.2 for more information.

9.21 Viewing Detailed Profile Result Information
To view detailed results information press directly the result in the Pending Results screen or

press Select button D and Review button E (Figure 19, no. 8).

The Profile Result screen opens (Figure 20), showing all the information related to the profile
tests, including the images of the microtubes associated with every test, the interpretation and
the possible errors and associated incidents.
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Figure 20. Profile Result Screen (Example)

) Navigation buttons: Allows the navigation between different Profile Result.
) Status: See Section 9.2.1.1.
) Traceability button.
) Print button.

) Sample ID information.
)

Images of the microtubes of the gel card associated with the selected test, reaction grade
information together with the result interpretation.

) Reject and Validate buttons.
8) Comments.
) Close button.
0) Reading time and date.
11) Profile information and the test involved.
12) Results of the tests.

Underneath the photograph of every microtube, there is written the reaction grade provided
by the DG Reader Net software (Figure 20, no. 6). See Table 5 and Figure 21 for a picture of
example of reaction grades.
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Table 5. Reaction Grades

RESULT REACTION
GRADE

DESCRIPTION

Negative 0

Well-defined pellet of non-agglutinated red blood cells at the
bottom of the gel column and no visible agglutinated cells in
the rest of the gel column.

Doubtful ?

wn

The reading algorithm is not able to decide between “-” and
“+/-". This is considered a Special Result (see below) and
must be reviewed and manually assigned as a valid result.
This may be caused by very few free red blood cells in the
gel column or by small artefacts such as particles or bubbles
in the gel.

Barely visible small-sized clumps of agglutinated cells in the
lower part of the gel column and a pellet of unagglutinated
cells at the bottom. This is considered a Special Result
(see below) and must be reviewed and manually assigned
as a valid result.

Positive 1+

Some small-sized clumps of agglutinated cells most
frequently in the lower half of the gel column. A small pellet
may also be observed at the bottom of the gel column.

2+

Small or medium-sized clumps of agglutinated cells
throughout the gel column. A few unagglutinated cells may
be visible at the bottom of the gel column.

3+

Medium-sized clumps of agglutinated cells in the upper half
of the gel column.

4+

A well-defined band of agglutinated red blood cells in the
top part of the gel column. A few agglutinated cells may be
visible below the band.

Double DP
Population

Aband of red blood cells at the top part of the gel or
dispersed through the gel column, and a pellet in the bottom
as a negative result.
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Figure 21. Picture of an Example of Reaction Grades

2+ 3+ 4+ opP

NOTE: In case that the software is not able to assign any of the previous results to
the microtube, a Not Determined Result (NR) will be provided.

Once the reaction grade in the different microtubes which form part of the test is classified, the
DG Reader Net software applies a mathematical algorithm to interpret the results and make a
determination.

9.21.1  Status of the Reading

The Profile Result screen (Figure 20) is updated in real time with their status by outlining with
an assigned colour. A reading evolves to the following status:

COLOUR | STATUS DESCRIPTION

The reading is finished and its results are
pending to be validated.

Grey
PENDING VALIDATION

Green The reading is finished and its results
Sy are already validated and pending to be
exported to LIS and/or Database.
Light Grey The reading has been rejected by the user.
REJECTED
9-6 DG Reader Net Instructions for Use
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COLOUR | STATUS DESCRIPTION

Red Result with exceptional results. The
reading is finished but the software is
not able to provide an interpretation due
to incidents during the reading process,
results with inconsistencies or special
results requiring review, acceptance
and/or modification of the incident. See
Section 9.3.2 for more information.

9.2.2 Viewing Traceability Information
To view all the information regarding the traceability of the test and the sample executed, press on

the Traceability button n on the Profile Result screen. The Test Traceability Information
window opens (Figure 22) showing all the information related to the traceability of the test:

user sqged time 09:35

< Traceability

# 2

Status ® 2 m 0 B O 2
: Pending Validation 17N2N 7163510 Badams A ? + 171217 1633510 Badams —®
Exported Validated 171217163605 Badams CTL 7 . 1711217 16:36:05 Badams
1] i = 2 i = 2
Reagentl  1050450091601000148 so09 11217 Card1  1050450091601000148 1007

@—. Reagent 2 1050450091601000148 S009 17nan? Card 2 1050450091601000148 1007

Reagent 3 1050450091601000148 5009 171217 Card 3 1050450091601000148 1007

Figure 22. Result Traceability Information (Example)
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Back button: Allows coming back to Profile Result screen.
Sample ID information.

Test execution information: This section contains the following information: Timing status
and User involved in the execution.

Reagents traceability: This section contains information about the reagents used in the test
execution, including barcode, lot number and expiry date.

Print button: Pressing this button, the traceability information related to status changes is
printed.

Profile executed and current status.

Results traceability: This section contains information about the microtubes which results
has been modified. Traceability of the instrument result, time of the modification and the
user responsible of this modification is also included.

Grifols gel cards traceability: This section contains information about the gel card used in
the test execution, including barcode, lot number and expiry date.

9.3 Validating Results

9.31

Validating Normal Results

Validation of the results confirms acceptance and can be done individually, by sample, by profile,
or in multiple ways, as long as this does not produce exceptional results.

ﬁ CAUTION: Results must be reviewed and validated by an Operator with the

appropriate rights.

Results that do not have exceptional results do not need to be accepted before validated. To
validate normal results:

1.

From the Pending Results screen, select the results to be validated. To do that, individual
results or Select All button D can be used.

2. Press the Validate button .

3.

A window appears to confirm validation.
Press CONTINUE to confirm.

9-8
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From the Profile Result screen, select Validate button ° (Figure 20, no. 7) to validate the

result.

Validated results will now appear in green in the Pending Results screen and show a status of
“Validated”. After validation, results can be exported.

9.3.2 Reviewing and Validating Exceptional Results

There are some situations where the DG Reader Net software is not able to provide an
interpretation and are displayed in red in the Pending Results screen (Figure 19).

A list of the type results that are considered exceptional results and their category is shown in
the table below:

Table 6. Type of Results

ICON

RESULT

DESCRIPTION

Inconsistencies

Inconsistency with a previous result.

5

Special
Interpretations

Not Interpretable Results (NI).
Autocontrol not negative.

Direct Antiglobulin Test not negative.
Control not negative.

Discrepancies (Dis): When the result of combining
the subgroup (i.e. forward and reverse) of the
possible phenotyping interpretations of the test
does not allow the software to obtain a clinical
result because it is incongruous.

Special Microtube
Grade

Double Population (DP).

Doubtful reaction grade (?).

Doubtful positive reaction grade (+/-).
No Results Determined (NR).

Any result or reaction grades previously
configured as a special result in the software.
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ICON RESULT DESCRIPTION
Incidents Incidents that can affect the reaction grade.
A - NoREC.

e RBC exces.

e Fibrin Haemolysis.

e Haemolysis.

e Reading error.

e Not Classiflicable (NC).

NOTE: To configure the Special Result on the DG Reader Net software, contact
your local Grifols service representative.

The resullts listed above must be reviewed and confirmed individually before it can be validated.
To review and confirm results:

1. Select the result and Press Review button in the Pending Results screen (Figure 19,
no. 8) to open the Profile Result screen (Figure 20), where more specific information about
the microtube grade and/or special results is available.

2. Retrieve the processed gel card with the exceptional result that has been read and perform
the actions described in the following sections, as appropriate.

0=
3. Press the Accept Results button to accept the results for that sample profile. This
button accepts all exceptional results in the profile, including the results of the reaction
grade of the microtubes. Once results have been accepted, Undo Results Acceptance
@:
button ® 4 allows you to undo the acceptance.

NOTE: To reject the results, press : . The request and its results are deleted
from the Pending Results screen and archived in the Database.

A window appears to confirm the acceptance.
4. Press to confirm.

9-10 DG Reader Net Instructions for Use
Part # 3054707



Displaying and Validating Results

5. Ifrequested, enter the user Password, and press ACCEPT button.
Any Exceptional Result icon will change color from red to green:

e From e to 6
I ]

e  From to

e From to .
e From A to A

6. Add a comment (if desired) by pressing Insert comments (Figure 20, no. 8).
Introduce the comment by using the virtual keyboard.

7. To validate the entire profile, press the Validate button 0

NOTE: Press IAmeSI=N to return to the Pending Results screen, where this
profile can be validated individually or along with other results.

NOTE: If the Re-identification option is activated (see Section 11.2.2.2) the
software will request the re-identification of an user (password).
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9.3.21  Reviewing and Accepting Special Results

9.3.21.1 Reviewing and Accepting Special Microtube Grade Results

The table below describes the different special microtube grade agglutination which can
be provided by the instrument and the description of the most common actions that can be
performed by the Operator:

Table 7. Special Microtube Grade Results

DESCRIPTION TROUBLESHOUTING

DP The instrument has detected a band of red blood cells at the top part
of the gel or dispersed throughout the gel column, and a pellet in

the bottom as a negative result. Precaution should be taken in the
interpretation of double population events.

(Double Population)

1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually. To review it, check in the Instructions for
Use of the product to identify the volume needed for the
performed test. Then, compare the processed card volume
with the expected DP pattern for this test. An example of the
approximated expected pattern for DP after centrifugation for
each test are:

75 pL 100 pL
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DESCRIPTION TROUBLESHOUTING

2. Check for the absence of fibrin following the instructions
described in Section 9.3.2.3.1.

If fibrin is discarded and the DP pattern is confirmed.
4. Read carefully the Instructions for Use of the gel card.

5. Check additional information on patient history about
subgroups, transfusion or transplant events.

6. Follow the corresponding guidelines.
7. Perform additional testing, if necessary.
8.  With this information:

e Accept the microtube result by using Accept Results
o=

button “&= . If DP result is accepted as a result, Not
Interpretable result (NI) is reported by the instrument
in the result interpretation level (Figure 20, no. 6) after
combining the corresponding microtubes that form part of
that interpretation. The result is ready to be validated and
exported (see more information in Section 9.3).

*  Modify the result according the visual reading. See more
information in Section 9.4. Then, validate and export the
result.
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DESCRIPTION

TROUBLESHOUTING

Doubtful reaction
grade (?)

The instrument has detected a very weak reaction pattern “?” in that
microtube that is lower than “+/-" agglutination grade. Given that this
reaction can be in the limit of the sensitivity of the reader, this result
must be confirmed by the user. Proceed as follow:

1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually:

Accept the microtube result by using Accept Results
o=

button “&=¥. If “?” result is accepted as a result, Not
Interpretable result (NI) is reported by the instrument

in the result interpretation level (Figure 20, no. 6) after
combining the corresponding microtubes that form part of
that interpretation. The result is ready to be validated and
exported (see more information in Section 9.3).

Modify the result according the visual reading by assigning
a valid result as indicated in Section 9.4. Then, validate
and export the result.
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DESCRIPTION

TROUBLESHOUTING

Doubtful reaction

The instrument has detected a weak reaction pattern in that

configured as a
special result in
Configuration

grade (+/-) microtube corresponding to a “+/-” agglutination grade. Given that
this reaction can be in the limit of the sensitivity of the reader, this
result must be confirmed by the user. Proceed as follow:
1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually.
2. Proceed according of the guidelines of the lab:
e Accept the microtube result by using Accept Results
0=
button “&= . If “+/-” result is accepted as a result, Not
Interpretable result (NI) reported by the instrument in
the result interpretation level (Figure 20, no. 6) after
combining the corresponding microtubes that form part of
that interpretation. The result is ready to be validated and
exported (see more information in Section 9.3).

e Modify the result according the visual by assigning a valid
result as indicated in Section 9.4. Then, validate and
export the result.

Any result The instrument has detected a reaction pattern that agrees to an
previously agglutination that must be reviewed under customer request (see

more information in Section 9.3.2). Proceed as follow:

1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually.

2. Confirm the result provide by the reader.
Proceed according of the guidelines of the lab:

e Accept the microtube result by using Accept Results
0=
button &= . If a regular agglutination (from - to 4+)
is accepted, the instrument combines the result of the
defined microtubes to provide the result interpretation.
The result is ready to be validated and exported (see more
information in Section 9.3).

e Modify the result; if appropriate (see more information in
Section 9.4). Then, validate and export the result.
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Determined)

DESCRIPTION TROUBLESHOUTING
NR The reaction shows a pattern that is not recognized by the reader.
(No Result Proceed as follow:

1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually.

2. Modify the results according the visual reading. See more
information in Section 9.4.

If a regular agglutination (from - to 4+) has been introduced, the
reader combines the result of the defined microtubes to provide
the result interpretation. The result is ready to be validated (see
more information in Section 9.3).
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9.3.2.1.2 Reviewing and Accepting Special Interpretation Results

The table below describes the different special results which can be provided by the instument
and the description of the most common actions that can be performed by the Operator:

Table 8. Special Interpretation Results

DESCRIPTION TROUBLESHOUTING

NI DG Reader Net software fails to obtain an expected interpretation
(Not Interpretable) when it combines the results of each microtube that form part of
a phenotype interpretation (forward group, reverse group, group,
phenotype, etc.). Proceed as follow to solve:

1. Retrieve the Grifols gel card from the Reading holder and
inspect it visually.
2. Identify the cause of the NI:

e Ifitdue to a processing incident, follow the procedure
described in Section 9.3.2.3.

e Ifitis due to a special microtube grade, follow the
procedure described in Section 9.3.2.1.1.

e Ifitis due to a discrepant result, follow the procedure
described in Section 9.3.2.1.2.

e Ifitis due to a Positive control microtube, follow the
Instructions for Use of the corresponding gel card. Repeat
the test, if necessary.

AUTOCONTROL DG Reader Net software detects that autocontrol is not negative.

NOT NEG Proceed as follow to solve:
(Autocontrol Not 1. Retrieve the Grifols gel card from the Reading holder and
Negative)

inspect it visually.
2. Ifthe visual reading confirms the results obtained by the user:

e Read carefully the Instructions for Use of the used gel
card.

e Check additional information on patient history.
e Follow the corresponding guidelines to resolve.
e Perform additional testing if necessary.

3. Accept the results (if it is appropriate) following the procedure
described in Section 9.3 or repeat the test.
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DESCRIPTION TROUBLESHOUTING
DAT NOT NEG DG Reader Net software detects that positive direct antiglobuline
(Direct Antiglobulin | test is not negative. Proceed as follow to solve:
TestNot Negative) | 1 Retrieve the Grifols gel card from the Reading holder and
inspect it visually.
2. Ifthe visual reading confirms the results obtained by the user:
e Read carefully the Instructions for Use of the used gel
card.
e Check additional information on patient history.
*  Follow the corresponding guidelines to resolve.
e Perform additional testing if necessary.
3. Accept the results (if it is appropriate) following the procedure
described in Section 9.3 or repeat the test.
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DESCRIPTION TROUBLESHOUTING

1.

Discrepancies Discrepancies between forward and reverse groups may be
observed. Proceed as follow:

Retrieve the Grifols gel card from the Reading holder and
inspect it visually.

If the visual reading confirms the results obtained by the user:

Read carefully the Instructions for Use of the used gel
card.

Check additional information on patient history.
Discrepancies between forward and reverse groups
may be observed in patients with low or non-existent
levels of isoagglutinins: Newborns up to the age of 4 - 6
months, elderly persons, patients with immunodeficiency
or with much diluted antibodies due to plasma exchange
procedures.

Follow the corresponding guidelines to resolve.
Perform additional testing if necessary.
Accept the microtube result (if appropriate) by using

o=
Accept Results button .

If the discrepant result is accepted as a result, Not
Interpretable result (NI) is reported by the instrument
in the result interpretation level (Figure 20, no. 6) after

combining the corresponding microtubes that form part of

that interpretation.

The result is ready to be validated (see more information

in Section 9.3).

On the contrary, modify the results according the visual
reading. See more information in Section 9.4.

If a regular agglutination (from - to 4+) has been introduced, the
reader combines the result of the defined microtubes to provide
the result interpretation. The result is ready to be validated (see

more information in Section 9.3).
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9.3.2.2 Reviewing Results with Inconsistencies

An inconsistency is considered a discrepancy between two results for samples that have the
same sample barcode. DG Reader Net software can be configured to search for inconsistencies
once a result has been obtained.

NOTE: It is possible to activate this inconsistencies check and set the time period
from when inconsistencies should start to be reviewed. See Section 11.2.2.1 for
further information.

Once configured, the system checks for inconsistencies between results that are Pending
Validation status and any other result with the same sample barcode that is one of the following
status: “Pending Validation”, “Validated” or “Exported”.

In the Sidebar of the Profile Results screen, there is the Inconsistencies table (Figure 23) that
shows information about the previous inconsistent results obtained in other executions for the
same sample (see in Figure 24).

Inconsistencies

@ AbScrs
Profile Results Date
3 Screen (Meutral) Pos 09-11-20118

Figure 23. Inconsistencies Table in Profile Results Screen (Example)

To review the inconsistency and validate the result:

1. Goto the Profile Result screen selecting the result and pressing Review button (Figure 19,
no. 8).

The Profile Result screen displays.
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admin (Logged in at 13:35)

Result

. 12112018 EXCEPTIONAL RESULTS
2] 122004
ABO-Rh (2D) Sample ID: 713505190180135199
@ ABO-Rh(20) *DG Gel ABO-Rh (2D)
Grifols gel card ID: 716101190180194214
Results
Group Rh o+
Group o
Direct Group o
Revarsa Group o
RhD Pos
= ¢ ArEEdE- -
Inconsistencies AN LA A
@ RhD
Profile Results Date
ABO-RN (20) Pos 1211-2018 0 Pos. 0
ABO-Rh (20) Neg 12112018 Direct Group RhD iR
x 6
A

Insert comments

CLOSE

Figure 24. Profile Result with Pending Review Inconsistencies

After reviewing the inconsistency, accept the results (if it is appropriate) by pressing Accept
0=

Results button &5 .
9.3.2.3 Reviewing and Accepting Execution Processing Incidents Results
During the execution of the test, incidents can occur which can affect the reaction grade. The

software marks the affected microtube with the Microtube Incident icon A
The possible incidents that can appear in the results are described below.
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9.3.2.3.1 Incidents During Card Reading

The table below describes the different abnormal events that can be detected by the instrument
during the reading step, the results provided and the corresponding warning in the microtubes
affected. A description of the most common actions that can be performed by the Operator is

also included:

Table 9. Incidents During Card Reading

WARNING | RESULT DESCRIPTION AND INCIDENT RESOLVING
PROVIDED

No RBC NR The instrument has detected that the quantity of red blood
cells in the microtube are below the expected range.
Proceed as follow:
1. Inspect the Grifols gel card visually.
2. Confirm the absence or low quantity of RBCs.
3. Ifthe incident is confirmed, reject the result by using

the Reject button - and repeat the test.

RBC excess | NR The instrument has detected that the quantity of RBCs in the
microtube is higher than expected. Proceed as follow:
1. Inspect the Grifols gel card visually.
2. Confirm the excess of RBCs.
3. This incident does not invalidate the test:

e Ifthe quantity of RBCs is acceptable according
to the visual reading, therefore proceed to modify
the result as described in Section 9.4 and accept
the test result by pressing Accept Results button

a4 . Then validate and export the result.

e |fthe quantity of RBCs is not acceptable, reject
the result by using the Reject button s and
repeat the test.
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WARNING | RESULT DESCRIPTION AND INCIDENT RESOLVING

PROVIDED
Fibrin NR The instrument has detected the presence of fibrin in the top
haemolysis of the microtube. Proceed as follow:

1.

2.
3.
4

Inspect the Grifols gel card visually.
Confirm the presence of fibrin.
Identify the sample tube.

Inspect the sample tube and check for the presence of
fibrin.

Only in those cases that the fibrin strand is clearly
visible in the microtube image and can be distinguished
from the reaction pattern, modify the NR result to a
valid result as described in Section 9.4 and accept the

0=
test result by pressing Accept Results button .
Then validate and export the result.
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WARNING

RESULT
PROVIDED

DESCRIPTION AND INCIDENT RESOLVING

Haemolysis

Original
result

The instrument has detected hemolysis in the incubation
chamber of the microtubes or the highest area of the gel
column. Proceed as follow:

1. Inspect the Grifols gel card visually.
2. Confirm the presence of hemolysis.
3. Identify the sample tube.
4

Inspect the sample tube and check if there is or not
presence of hemolysis in the tube.

e Ifhemolysis is present:

- Check the historical data of the patient to
confirm or discard the presence of potential
autoantibodies.

- Confirm that the blood samples has been
collected following standard blood sampling
guidelines, it has been stored in appropriate
conditions and the extraction date.

- Check the storage and centrifugation
conditions of the sample.

Then, if appropriate, accept the microtube result

0=
by using Accept Results button , validate
and export.

e Ifhemolysis is not present, reject the result by

using the Reject button - and repeat the test.

Not
classificable

NR

The agglutination pattern presented by the microtube does
not match any of the known agglutination patterns used by
the instrument. Proceed as follow:

1. Inspect the Grifols gel card visually.

2. Check the result provided by the instrument and modify
the result according the visual reading.
3. Accept the microtube result by using Accept Results

0=
button &= . Then, validate and export.
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WARNING | RESULT DESCRIPTION AND INCIDENT RESOLVING
PROVIDED

Reading NR An anormaly during the image digitalization process of the

error card makes imposible to obtain the results.

Proceed as follow:
1. Inspect Grifols gel card visually.

2. Modify the result according the visual reading of the gel
card.

3. Accept the microtube result by using Accept Results

button &% .

If the incident is recurrent, contact your local Grifols service
representative.

To review and accept incidents, press the Microtube Incident icon A from the Profile
Result screen on the image of the microtube to obtain more information about the incident.
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9.4 Modifying the Reaction Grade

The reaction grade obtained by the instrument can be modified. The DG Reader Net software
will automatically interpret the result using the new reaction grade.

To modify the reaction grade:
1. Press on the microtube (Figure 20, no. 6).
2. Select the appropriate reaction grade.

A confirmation message displays.

NOTE: Press Cancel button in the confirmation message to cancel the action.

If requested, enter the user Password, and then press MODIFY button.
4. Add a comment, if desired, by pressing Insert comments (Figure 20, no. 8).

The modifications are be updated and the new interpretation results are displayed on the
Interpretation Results level (Figure 20, no. 6).

5. Validate the results (see more information in Section 9.3).

The icon 4 is displayed next to any interpretation result that has had the modified
reaction grade of microtube involved.

NOTE: Any modification made to the reaction grade is recorded and displayed in
Traceability screen.

NOTE: The modification of a reaction grade can change the interpretation of a
profile.

9.5 Rejecting Results
To reject a result:

1. Go to the Profile Result screen selecting the result and pressing Review button (Figure 19,
no. 8).

The Profile Result screen displays.

2. Press the Reject button e . A confirmation message displays.

After confirming, the results are deleted from the Pending Results screen and archived in the
Database of DG Reader Net software.
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9.6 Exporting Results to LIS

Once the Results are validated (see Section 9.3) the results can be sent to the Laboratory
Information System (LIS), if it is configured.

To export results:

1. From the Pending Results screen (Figure 19), select the results to export by pressing on
each result or by pressing the Select All button to select all of the results on the Pending
Results screen.

2. Press the Export button .

3. Press Continue button to confirm.

The selected results are sent to LIS (if configured) and to the Database.

It is possible to configure that normal results are automatically validated and exported. See
Section 11.2.2.2 for further information.

9.7 Printing and Saving Results Reports

9.7.1 Printing Report

The DG Reader Net software provides different reports, which can be viewed and printed by the
Operator at any stage after results have been generated.

To print the results which appear on the Pending Results screen (Figure 19):

1. From the Pending Results screen, select the results to be included in the Report. To do
that, individual results or Select All button can be used.

2. Press the Print button E
3

Select one of the three types of report available:

e Press Result Report button to obtain the Reading Report with all of the results of the
sample profiles selected, with the interpretation of the results of each profile test, along
with the reaction grade associated with each microtube.

*  Press Results List button to obtain the Results List Report with the results of the
sample profiles selected, with only the final interpretation of the results for each profile
test.

e  Press Result Traceability Report to obtain the Traceability Report, which includes
the results of the sample profiles selected, with the image of the processed card
microtubes, and their reaction grade.
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NOTE: In order to print more detailed information in relation to a specific profile

applied to a specific sample, enter the screen Profile Result and print it from there.

NOTE: It is possible to add the logo of the laboratory on the printed reports. See in

Section 11.2.1.4.

NOTE: When a new report is created the generation process could take some

minutes as a function of the results selected.

4.
5.

Press Print button E on the top-right of the screen to obtain a printed copy of the report.
Press Close button IARSEIZ to close the report and continue working with the reader.

9.7.2 Saving Report Data
To save the report:

1.

Follow the steps from 1 to 3 described on Section 9.7.1 to display the report with the
desirable range of results.

Press Save button E of the top-right of the screen.

2.
3. Select the directory of the connected USB to save the report and enter the file name.
4. Press the Save button.
The report is saved on the selected directory.
5. Press Close button ARSI to close the report and continue working with the reader.
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10 Searching Results in Database

The DG Reader Net software has a Database (independent from the Database in any connected
LIS) where all results are stored, including the images. All of these results and images are
accessible to the Operator at any time.

10.1 Searching and Viewing Results in the Database
To search and view results that have been stored in the Database:
1. Press the Search Results button (Figure 11, no. 3).

The Search Results screen opens (Figure 25). It allows viewing results present in the
Database.

user name logged time 09:35 = 00:00

Search Results

Filter Oresults  From: 22/04/2018  To: 22/04/2018
Fromr
22/04/2018

Ta Sample ID Profile Results Status Date
22/04/2018

Choose profile

Statu
Choose status
Chaose user

D Modified results o
Result type
CLOSE

Figure 25. Search Results Screen
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2.

Select one or several of the first category of search criteria filters:

Date Range: The DG Reader Net software will display the results obtained during the
time interval between From and To. To facilitate the introduction of the date, there is a
small calendar accessible by clicking the dates.

Profile: The DG Reader Net software will allow filtering the results by profile, selecting
the desired option/s in the drop-box. Only profiles with executed results are available
in the drop-box.

Status Profile: The DG Reader Net software will allow filter the results to display
by status of the profile (“Pending Validation”, “Validated” or “Exported”) selecting the
desired option in the drop-box. See more information about the status of the profiles
in Section 9.2.1.1.

User: The DG Reader Net software will allow filter the user who has performed the
reading.

Sample Barcode: The DG Reader Net software will display the results obtained by
the sample which barcode has been introduced in the Sample Barcode field.

Grifols Gel Card Barcode: The DG Reader Net software will display the results
obtained by using the gel card which barcode has been introduced in this field.

Reagent Barcode: The DG Reader Net software will display the results obtained by
using the reagent which barcode has been introduced in this field.

Modified Results: If selected, the DG Reader Net software will display the results that
have been modified by the user only.

Normal Results: If selected, only normal results will be displayed.
Exceptional Results: If selected, only exceptional results will be displayed.
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The following table contains additional filters that can be added to this first category:

Table 10. Additional Search Criteria Filters

SEARCH CRITERIA

DESCRIPTION

Special results

From the search described in the table above,

the software will apply an additional filter and will
display the result with special results only. See more
information in Section 9.3.2.1.

An extra filter can also be applied to display
specifically:

e Special microtube grade .

e Special interpretation
- Autocontrol not negative.
- Direct Antiglobulin Test not negative.
- Control not negative.
- Discrepancies.

Results with Incidents A

From the search described in the table above, the
software will apply an additional filter and will display
the result with execution processing incidents only.
See more information in Section 9.3.2.3.

Results with Inconsistencies 6

From the search described in the table above, the
software will apply an additional filter and will display
the result with inconsistencies only. See more
information in Section 9.3.2.2.
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Iso related to exceptional results, the following table contain filters that can be added:

Table 11. Search Criteria Filters

SEARCH CRITERIA DESCRIPTION

Accepted The DG Reader Net software will display any
result with incidents that has been accepted by the
Operator.

Pending acceptance The DG Reader Net software will display any result
without incidents.

3. Press to apply the selected filters. The DG Reader Net software displays the
crossselection of results contained in the selected filters.

The information appears on the screen in table form (Figure 26) with the following
information:

e Sample identification.

e Profile.
*  Results.
e Status.
e Date.
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Search results

it s — :)
£123) @ Qresults From: 09112008 Te 09-11-2018 i
@9-11-208 - Sztun: Exported. validated, Pending validatien X @
09112018 - =
[0 sampied Profile Rewils
[0 7135051901801 1045 h —_—
Exported, Validated, Pending vali.. - Q=
< 0O
O —(3
[0 mavosiwnnagidsess p.‘r.c-:. & ttfd
an b
O n 011 i
I -,
[ Mo L
E’{'{ﬁv'lh O
-
O =
CLoSE (5)

Figure 26. Search Results Screen with Filtered Results

(1) Number of results filtered with the filters selected.
(2) Delete Filters button.

(3) Filters applied in the current search.

(4) Filtered results.

(5) Close button.

All results filtered with Search Results options can be selected by pressing Select button

(|:|). All actions available in Pending Results screen (Figure 19) are also available from
Search Results option (see Section 9.1).

To perform a new search, delete the filter by pressing the Delete Filters button LB or

removing filters one by one, selecting X in the filters applied (Figure 26, no. 3) and
entering the new search criteria in the filter.
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10.2 Printing Searched Results
To print the results which appear on the Search Results screen (Figure 26):

1. Select the results to be included in the Report. To do that, individual results or Select All
button can be used.

2. Press the Print button E

The software allows you to choose from different report formats: For further information consult
Section 9.7.1.

10.3 Saving Searched Results

To save search results in an electronic format follow the procedure described in Section 9.7.2.

10.4 Resending Results to LIS

If results are not successfully sent to LIS due to a connection problem, resent the results:
1. Search the results to be resent to LIS. See more information in Section 10.1.

2. Select the desired results by pressing Select All button or selecting them individually.

3. Press the Export button from the Search Results screen.
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11 Configuring the DG Reader Net

11.1 Settings Menu Overview

To access to settings menu:

1. Press in the left side of the General bar (Figure 11, no. 7) in the Main Menu screen.
2. The Settings Menu screen (Figure 27) overlays the Main Menu screen.

Bryan (Logged in at 15:35)

GRIFOLS
DG Reader Net.

Self diagnostic

Q Configuration

W Backup

- User management
o Change password

L Audit trail

i ] About

Figure 27. Settings Menu Screen
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The following options are available:

Self-Diagnostic: This option allows assess the general status of the DG Reader Net. For
more information see Section 13.

Configuration: It is the part of the software in charge to configure the DG Reader Net. For
more information see Section 11.2.

Backup: It is the part of the software in charge to back up and reestablish certain stored
data. For more information see Section 12.5.

User management: Itis the part of the software in charge to manage users groups and their
permissions across the DG Reader Net interface. For more information see Section 11.3.

Change password: It is the part of the software in charge to allow the user to change
password. For more information see Section 11.4.

Audit trail: It is the part of the software in charge to trace the user access to the
DG Reader Net software. For more information see Section 11.5.

About: It is the part of the software in charge to inform the user about the DG Reader Net
software version. For more information see Section 11.6.

NOTE: Some of the options described above are available for Supervisor only. See

Section 11.3.2 for more information.

To close the Settings Menu screen slide out the Settings Menu screen (right to left) or press
the screen outside the Sidebar.
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11.2 Configuration Overview

To access to the Configuration screen proceed as follow:

1. Select Configuration option in Settings Menu screen.
The Configuration screen is displayed (Figure 28).

supervisor (Logged in at 08:13)

Configuration

General

Instrument name
Results v

Inconsistencies Language
English (GB) .

Others

Reagents traceability
Security v

Password options IMPORT LOGO

Access options

CLOSE

Figure 28. Configuration Screen

Configuration of the following items is available:
e General.
*  Results.
e Security.
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11.2.1 General

This option allows customize the DG Reader Net according to the lab needs. The following items
can be configured (Figure 28):

*  Instrument name.

e Language.

* Reagents traceability.
* Logo.

11.2.1.1 Instrument Name
To include the instrument name in all reports, proceed as follow:
1. On Settings Menu screen (Figure 27), press Configuration > General.
2. Press the Instrument Name field.
The virtual keyboard will be displayed.
3. Introduce the name.
The name will be saved by closing the Configuration screen.

11.2.1.2 Language
To select the language of the DG Reader Net interface, proceed as follow:
1. On Settings Menu screen (Figure 27), press Configuration > General.

2. Press ¥ inLanguage field.
3. Select the language in the expanded navigation drawer.
The selected language is displayed in the Language field.
The Language configuration will be saved by closing the Configuration screen.

11.21.3 Reagents Traceability

By working with this option activated, the DG Reader Net software will ask to identify the
reagents in all readings for traceability purpose. If this option is activated, the DG Reader Net
software remembers the last reagent lot. See Section 8.3 for more information about the reagents
identification.

To work with full traceability of the reagents, proceed as follow:

1. On Settings Menu screen (Figure 27), press Configuration > General.
2. Press the Reagents Traceability check box.

This option will be saved by closing the Configuration screen.
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11.21.4 Logo

To include a logo in the reports, this logo must be saved in the DG Reader Net software. To do
that, proceed as follow:

1. On Settings Menu screen (Figure 27), press Configuration > General.
2. Press the Import Logo button.

The DG Reader Net software requests to insert the storage device in the USB port (Figure 9,
no. 8). The DG Reader Net will scan the storage device and will display files on the root and
available folders.

Select the folder where to logo is saved.

Select the file name of the logo.

The logo will be display in the General Configuration screen next to the Logo button.
The logo will be saved by closing the General Configuration screen.

To remove the included logo, select ", icon that appears next to it, in General section of
Configuration screen.

11.2.2 Results

11.2.2.1 Inconsistencies

To include activate Delta Check option in order to detect inconsistencies, proceed as follow:
1. On Settings Menu screen (Figure 27), press Configuration > Results.

2. Select Inconsistencies section.

3. Activate Delta check by samples by selecting = “ button.
The options to choose the delta check historical that will be compared will be available.
4.  Select the historical range:

e All: All results in Database will be considered.

*  From date: Results obtained after this date will be considered.

e Days prior the current date: Only the selected number of days prior the current date
will be considered.

The inconsistencies configuration will be saved by closing the Configuration screen.
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11.2.2.2 Others
Four more configurable options are available in DG Reader Net software regarding results:

* Re-identification: If activated, password will be requested when performing determinated
actions in Profile Result screen (see Section 11.3.2).

e Disable Validation button in Pending Results: If activated, the validation button in
Pending Results screen will be disabled. Then, all results must be validated entering in
Profile Result screen.

*  Automatic validation and export of results: If activated, all normal results will be validated
and exported automatically. Exceptional results will remain in Pending Results screen in
ordrer to be reviewed and accepted.

* Show confirmation message when modifying the reaction grade: If activated, a
confirmation message will appear when modifying the reaction grade.

To activate or deactivate these options, proceed as follow:

1. On Settings Menu screen (Figure 27), press Configuration > Results.
2. Select Others section.

3. Press the corresponding check box.

The configuration will be saved by closing the Configuration screen.

11.2.3 Security

11.2.3.1 Password Options

The password policy can be configured in the DG Reader Net software. The following parameters
can be configured:

* Include numbers in password: When selected, numbers will be required in user
passwords.

e Minimum password length.
e Maximum password length.

e Password expiration days: Frequency with which the system require users to change
their passwords. After the programed time, the password change will be required.

To activate the requirement to include numbers in passwords, proceed as follow:
1. On Settings Menu screen (Figure 27), press Configuration > Security.

2. Select Password Options section.

3. Press the Include Numbers in Password check box.

This option will be saved by closing the Configuration screen.

To set up minimum and maximum password length and password expiration days:
1. On Settings Menu screen (Figure 27), press Configuration > Security.
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2. Select Password Options section.

3. Press the corresponding field.

A virtual keyboard will be displayed.

4. Type the corresponding information in each field.

This option will be saved by closing the Configuration screen.

NOTE: For data confidentiality reasons, it is recommended to use a strong
password policy configuration.

11.2.3.2 Access Options
Some options regarding the users’ access can be configured in the DG Reader Net software:

* New password different from the last N passwords: If activated, it will be required to
introduce a different password from the last one/s when changing it. The number of different
previous passwords has to be introduced.

*  Number of failed login attempts before user blocking: Indicates the number of attempts
when introducing failed user and password information, before blocking it.

e User blocking time after failed login attempt: Period of time that the user will be blocked
after failed login attempt.

*  Automatic logout time: It is the inactivity time after which the screen will be locked. After
the programed time, the DG Reader Net will be locked and the User and Password will be
required to login again.

To activate the requirement define different passwords from the last N passwords, proceed as
follow:

1. On Settings Menu screen (Figure 27), press Configuration > Security.
2. Select Access Options section.

3. Activate the option by selecting

This option will be saved by closing the Configuration screen.

To set up these parameters:

1. On Settings Menu screen (Figure 27), press Configuration > Security.
2. Select Access Options section.

3. Press the corresponding field.

A virtual keyboard will be displayed.

4.  Type the corresponding information in each field.

This option will be saved by closing the Configuration screen.
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11.3 Users Management
This section provides a description of the user configuration and management of the instrument.

11.3.1 User Configuration Overview

The DG Reader Net software allows to quickly and efficiently managing user groups and their
access permissions across the reader interface. The program includes a multi-level, multi-
functional and multi-user password system. That is, each registered user is provided access to
various options of the DG Reader Net system.

Users must be configured to work with the instrument.

NOTE: User Management option is available for the Supervisor role. Supervisor is
the responsible to configure the rest of the Operators.

NOTE: A part from the roles described in this section that are defined by the
Supervisor, there are authorized personnel who have access to the DG Reader Net
software with different rights of access. If you desire further information about the
configuration programs, the authorized personnel and their privileges, contact your
local Grifols service representative.

NOTE: Each registered user is provided access according his role. Each role has
access to certain options. The rest of options will be disabled.

NOTE: To configure the frequency with which the system require users to change
their passwords, as well as which specific actions require passwords to access, see
Section 11.2.3.
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To configure user related options, proceed as follow:

L X
1. On Settings Menu (Figure 11, no. 7) press smmm User Management button.

The User Management screen (Figure 29) will be displayed. All users created in the system are
listed in this screen. The users can be enabled or disabled by sliding the User Activation button

Q to the right or to the left, respectively.

admin  (Logged in at 08:07)

User management

Username First name Last name Roles Enabled
User2 Sarah Smith Role Operator . 1
User John McClain Role Operator Basic =3
SUPERVISOR supenisor supervisor Role Supervisor .
——(

SPECIALIST specialist specialist Role Specialist
T ts 15 Role Technical Service
ADMIN admin admin Role Administrator

0—o

Figure 29. User Management Screen

(1) Users.
(2) Create new user.
(3) Close button.
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11.3.2 User Groups and Access Permissions
There are four defined user groups or roles with different access permissions:

e Supervisor.

e Operator PLUS.

e Operator.

e Operator BASIC.

The Table 12 is a summary of the permitted actions within each access level:

Table 12. Permited Actions for each Access Level

OPERATOR OPERATOR OPERATOR PLUS SUPERVISOR
BASIC

Perform a reading Yes Yes Yes Yes

process

View results Yes Yes Yes Yes

Print results Yes Yes Yes Yes

Modify results No No Yes + identification Yes + identification
required required
(configurable) (configurable)

Validate results No Yes Yes Yes

Reject results No No Yes Yes

Accept exceptional No No Yes + identification Yes + identification

results required required
(configurable) (configurable)

Validate results with No No No Yes

expired reagents

Export results No Yes Yes Yes

Introduce notes Yes Yes Yes Yes

Configuration No No No Yes

User management No No No Yes
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OPERATOR OPERATOR OPERATOR PLUS SUPERVISOR
BASIC

Backup No No Yes Yes

View and print Audit No No No Yes

Trail

11.3.3 Creating New Users
To create a new user in the DG Reader Net, proceed as follow:

1. Select New User button 6 (Figure 29, no. 2) in User Management screen.
A Sidebar will appear with the user related items that must be defined (Figure 30).

admin  (Logged in at 08:07)

User management

First name

Sarah

John

supervisor

specialist

s

admin

Lastname

Smith

McClain

supervisor

specialist

ts

admin

Roles Enabled
Rale Operator

Rale Operator Basic

Role Supervisor

Role Specialist

Role Technical Service

Role Administrator

New user Username
Username User2

User
First name

SUPERVISOR
Last name SPECIALIST
20le TS
Select role -

ADMIN

CANCEL

CLOSE

Figure 30. New User Option in User Management Screen
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2. Fillin the fields, keeping in mind the following restrictions:

Username: The unique numbers and/or letters that identify the user in the system.
It must have less than 15 characters. If you select a user that is already in use, the
system will display an error message requesting a new user.

First name: User first name. This field cannot be left blank.
Last name: User last name. This field cannot be left blank.

3. Stablish the user role:

Supervisor.
Operator PLUS.
Operator.
Operator BASIC.

See Table 12 for more information about roles.

4. Press the Add button to save the new user.

After a user is created, the software generates a temporary password that matches the user’s
username. The software then requests a new password, which must be entered twice to confirm.

NOTE: After a number of incorrect attempts to enter the password, the system
automatically block the user during a few minutes. This number is configurable. See
Section 11.2.3.2.

m

NOTE: When a new users log on to the software for the first time, they should use
their username as a password.

W

NOTE: ltis advisable to create at least 2 different Supervisor users to have a second
one in case that the first one is also blocked for wrongly introducing the password.

W

NOTE: While creating new users, it is not possible to enable or disable the rest of
users.
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11.3.4 Modifying User Data
To modify user data in the software proceed as follow:

1. Select the user whose data are to be modified in User Management screen (Figure 29,
no. 2).

A Sidebar will appear with the user related item to edit (Figure 31).
2. Modify the data to be changed.

3. After completing the changes, press Save button to confirm the changes or Cancel button
to cancel the changes.

admin  (Logged in at 08:07)

User management

Edlt user Username First name Last name Roles Enabled
User2 Sarah Smith Role Gperator
First name User John McClain Role Qperator Basic
supervisor
SUPERVISOR supervisor supervisor Role Supervisor
Last name
supervisor SPECIALIST specialist specialist Role Specialist
Role TS5 ts ts Role Technical Service
Role Supervisor -
ADMIN admin admin Role Administrator

[ Reset password

CANGCEL

CLOSE

Figure 31. Edit Option in User Management Screen
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NOTE: The Username field cannot be changed.

NOTE: While editing a user, it is not possible to enable or disable the rest of users.

Edit option in User Management screen (Figure 31) also includes the Reset Password button.

The first login after its selection, the user has to be introduced in User and Password fields.
Then the software will request a new password, which must be entered twice to confirm.

11.4 Changing Passwords

User can change their password from the DG Reader Net software. To change the password:
1. Press Change Password button in Settings menu (Figure 11, no. 7).

2. Fillin the Current Password field the current password.

3. Fill in the New Password field the new password that meets the requirements of the
software (configured requirements should be accomplished. See in Section 11.2.3.2).

4. Re-enter the same password again in the Confirm Password field.

NOTE: If the data entered is not correct (the new password does not match its
confirmation, the password does not meet the system requirements, etc.) the
software will notify the user on screen and will not save the changes that were made.

NOTE: For data confidentiality reasons, it is recommended to use a strong password
policy configuration (see Section 11.2.3).

11.5 Audit Trail

The audit trail is a registry where user actions are registered and it is available in Settings menu
(Figure 27), selecting Audit Trail button.

The user action is recorded, together with the date and time of the event and the user role. This

registry can be printed by pressing Print button o and selecting the period of time to print,
or saved in a USB.
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11.6 About

The About screen is the part of the software in charge to inform the DG Reader Net system
information:

*  Serial number of the reader.

e Software version.

e Firmware version.

« OS.

e Reagent pack.

To access About screen, Select About button in Settings Menu screen (Figure 27).
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12 Maintenance

This section provides a description of the Maintenance of the instrument, backups, Maintenance
Plan, Weekly Maintenance, Monthly Maintenance and Preventive Maintenance.

C CAUTION: Refer to the safety precautions listed in Section 2.1.9.

12.1 Maintenance Plan

The Maintenance Plan is a set of operations carried out at regular intervals to preserve the
function of the DG Reader Net. As a general rule, follow the maintenance plan listed in the table
below to ensure the proper functioning of the instrument.

Table 13. Maintenance Plan

PERIOD ACTIVITY DONE BY

When drops of samples or of Clean the affected area Supervisor/Operator

other substances are spilled on | (see Section 12.2)

the instrument

Every week Clean the surfaces Supervisor/Operator
(see Section 12.3)
Power off the DG Reader Net

Every month Decontaminate the instrument | Supervisor/Operator
(see Section 12.4)

Every year Review the general status Qualified Technician

of the DG Reader Net
(see Section 12.4.1)
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If working continuously with the instrument, it is recommended to shutdown every seven days for
the Windows operating system to work correctly.

The maintenance operations done on the instrument must be recorded in Section 19.
The technical assistance can be provided by your local Grifols representative.

c CAUTION: Do not use the instrument if the Maintenance Plan has not been followed.

12.2 Checking for Spills
The following maintenance tasks should be performed if spills or leakages are detected:
e Clean them carefully with a dampened cloth, as described in Section 12.3.1.

If you observe spills in areas that are not accessible or if the issue occurs again, contact your
local Grifols representative.

12.3 Weekly Maintenance: Cleaning the DG Reader Net Surfaces

A WARNING: Do not dismantle the instrument under any circumstances. If liquid has
penetrated into its interior, unplug it from the power supply and wipe up the liquid.
If liquid has spilled into an area of the instrument that is inaccessible, contact your
local Grifols representative.

WARNING: Waste materials should be disposed of according to local regulations.

WARNING: During cleaning and decontamination processes, suitable personal
protection equipment must be used by the Operator.

> > B

CAUTION: Before starting the cleaning and/or decontamination procedures, the
Grifols gel card should be removed from the instrument.
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12.3.1 Cleaning Surfaces

To clean the DG Reader Net, wipe the exterior surfaces with a cloth dampened with a mild soap.

n WARNING: Before cleaning the external surfaces of the instrument, unplug the
instrument from the power supply.

12.3.2 Cleaning the Touch Screen

Clean regularly the touch screen with a cloth that does not leave behind lint and that has been
dampened with a solution of 50% (v/v) denatured alcohol or 50% (v/v) isopropyl alcohol.

n WARNING: Do not scrub the touch screen directly with cleaning agents as there is
a danger that they will leak inside and result in an electric shock to the Operator, as
well as cause the deterioration of the touch screen.

n WARNING: Denatured alcohol and isopropyl alcohol are highly flammable and
irritating. Read the Safety Data Sheet (SDS) before use and follow appropriate
precautions.

c CAUTION: Do not use caustic chemical agents to clean the touch screen.

12.4 Monthly Maintenance: Decontaminating the DG Reader Net
To avoid health risk, decontaminate the instrument on a month basis or in the following situations:
e After spills, leaks, etc. of potentially contaminating liquids.

*  Preparation of the instrument for its transport or storage.

»  Before the intervention of the Qualified Technician.

*  Before disposing the instrument.

The surfaces in contact with potentially contaminating liquids must be decontaminated.
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WARNING: Waste materials should be disposed of according to local regulations.

WARNING: The instrument must be decontaminated before performing any
preventative and/or corrective maintenance operations.

2l di <

WARNING: During the use of the decontamination liquids, adhere to the following
recommendations:

e The corresponding Instructions for Use.
e Laboratory security rules.
e Current local risk prevention legislation.

n WARNING: Some cleaning or decontamination products, such as sodium

hypochlorite solution, may be corrosive, irritating for the skin or eyes, or toxic if by
inhaled, absorbed, or ingested. Read the Safety Data Sheet (SDS) before use and
follow appropriate precautions.

ﬁ CAUTION: Before using any means of cleaning or decontamination that are different

from those recommended by the manufacturer, the Supervisor must verify with the
manufacturer that the proposed methods are not going to damage the instrument.

NOTE: It is recommended to record decontamination activities after they are

performed by using the record which is attached to these Instructions for Use
(Section 19).

To decontaminate the instrument, proceed as follows:

1.

Turn off the instrument and unplug it from the power supply.

2. In the case of a spill, wipe up the liquid with an absorbent material (i.e. paper towels or a
bunch of gauzes or tissues).

3. Decontaminate the surfaces with a solution of 0.5% sodium hypochlorite (v/v). To do
this, clean the surface with disposable swabs or wipes soaked in disinfectant so they are
completely wet.

4. Wipe up the disinfecting solution with a disposable material.

Wipe the surface with a mild detergent mixed with water in order to remove the residual
harmful chemical components.

6. Dry the surface.

Discard all of the contaminated material that was used during the decontamination process
into a container for biological waste.
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12.4.1 Preventive Maintenance

Preventive maintenance of the DG Reader Net must be performed on a year basis by a Qualified
Technician.

c CAUTION: Before the Qualified Technician performs any preventive and/or corrective
maintenance operations, remove the Grifols gel card from the holder, if present.

NOTE: It is recommended to record decontamination activities after they are
performed by using the record which is attached to these Instructions for Use
(Section 19).

NOTE: Contact to your local Grifols representative to schedule the preventive
maintenance.

This preventive maintenance includes, among others:
e Mechanical review.

e Review of the reader and its components.

e Review of the IT system.

12.5 Performing Backups
To perform a manual backup of the system data:

1. On Settings Menu screen (Figure 27), press Backup. The Backup screen will be displayed
(Figure 32).

Two destinations are available to save the performed backups: Network and USB device.

NOTE: To configure the backup destination, contact your local Grifols service
representative.
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2. Select the USB device (if configured as a destination) and press the Backup button. A
confirmation message will appear. Press BACKUP button to initialize the backup execution
or CANCEL button to return to Main Menu screen.

c CAUTION: To avoid the loss of data due to a temporary corruption of the system,
make a backup copy of the results stored in the DG Reader Net Database on a
regular basis.

c CAUTION: If an error occurs during the execution of a backup, an error message
will appear on the screen. If the problem persists, contact your local Grifols service
representative.

Bryan (Logged in at 15:35)

Backup

Last backup
Date 27 june 2016
User Supervisor

Comments Lorem ipsum dolor sit amet

Choose drive

Choose drive v

Comments

BACKUP

CLOSE

Figure 32. Backup Screen
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13 Self-Diagnostic

The Self-Diagnostic process allows checking the correct functioning of the DG Reader Net.

NOTE: If the result of the Self-Diagnostic is Fail, the Reading option will be disabled,
until the problem will be solved.

NOTE: If the result of the Self-Diagnostic is Fail, take immediate action to return the
system to correct operation conditions. See Section 18.

To perform it, proceed as follow:
Select Self-Diagnostic in Settings Menu screen (Figure 27).

Different modules of the reader will be tested, as Reading holder position sensors, internal
and external barcode reader or the image processing system. Once finished, there is a Self-

Diagnostic report available, where the check results, Pass (/) or Fail (<), will be shown.
The Self-Diagnostic is also performed every time the reader is powered on.

The Self-Diagnostic report can be printed by pressing Print button E (Figure 33, no. 1).
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supervisor  (Logged in at 08:36)

Self-Diagnostic

PASS

Initialization

Reading holder position sensors
Reading holder motion startup
Reading holder operation locations: _®
Image processing system startup

Internal barcode reader

NSNS

External barcode reader

Figure 33. Self-Diagnostic Screen

1
2
3
4

Print Report button.
Repeat Self-Diagnostic.
Parameters checked in Self-Diagnostic process.

(1)
(2)
(3)
(4)

Close button.
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14 Transport and Storage

If the DG Reader Net must be stored for a long period of time, it is recommended that it is
packaged as if it were to be transported.

The environmental conditions of storage must be those specified in Section 3.1.
The requirements for storing the instrument are:

e 359 mm (depth) x 585 mm (width) x 323 mm (height).

e Weight: 9.6 kg.

n WARNING: The instrument must be decontaminated before being transported.

c CAUTION: Only use the original packaging for the transport of the instrument.
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15 Equipment Disposal

At the end of its useful life or in the case of wanting to dispose the instrument, the Grifols gel card
if present, and then clean and decontaminate it. Upon completion, dispose of the instrument as
electronic waste, according to local and state regulations and sent it to an authorised centre for
the disposal of this type of waste.

n WARNING: The instrument should be completely cleaned and decontaminated and
all remains of samples and reagents removed before disposal.

n WARNING: The instrument contains electronics. Electronics can contain hazardous
materials. Dispose of all electronics in accordance with local, state and federal
regulations.

n WARNING: This instrument must only be dismantled by a Qualified Technician.

C CAUTION: When an instrument has reached the end of its useful life, keep in mind
that all current local legislation must be complied with during disposal.

As the device has accessed, processed and stored potentially confidential and valuable data,
consideration must be taken before its disposal. Data contained in its software that is no longer
used, must be securely deleted and must be unreadable and unrecoverable before device
disposal.

The reader is considered to be electronic waste. Electronics can contain hazardous materials.
Dispose of all electronics in accordance with local and state regulations.

If you have any question about the disposal of the device, contact your local Grifols service
representative.
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16 Cybersecurity and Data Protection

16.1 Cybersecurity

Technical safeguards (i.e., security features) are found in the DG Reader Net instrument
manufactured by Diagnostic Grifols, S.A. to achieve a good cyber hygiene and to reduce
cybersecurity risks events to an acceptable residual risk level. With the aim to facilitate healthcare
providers’ efforts in maintaining effective security programs and meeting any relevant regulatory
requirements and/or standards, a Manufacturer Disclosure Statement for Medical Device
Security (MDS) can be provided upon request. This document supplies healthcare providers
with important information to assist them in assessing the vulnerability and risks associated with
protecting private data transmitted or maintained by DG Reader Netinstrument.

16.2 Privacy

The DG Reader Net is designed with the premises of “Privacy by default’ and “Privacy by design”.
With the aim to facilitate healthcare providers’ efforts in maintaining effective data protection
programs and meeting any relevant regulation requirements, an DG Reader Net Privacy Impact
Assessment can be provided upon request. This document supplies healthcare providers with
important information to assist them in assessing the privacy and risks associated with private
data management by the DG Reader Net instrument.
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17 Warranty

The warranty conditions are established in a separate document. For more information, contact
your local Grifols service representative.

The following parts are excluded from the guarantee:
e RS 232 Cable and network cable.
e  Any part that has been used improperly.

c CAUTION: Repairs should be carried out only by authorized personnel.

c CAUTION: The use of instrument for any procedure other than those procedures
specified by the manufacturer shall automatically invalidate any type of warranty.
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18 Troubleshooting

During the normal working of the DG Reader Net some error messages and incidents may
appear. Some of them can be resolved by the Operator directly.

Incidents are shown on the screen as error messages, along with a red four-digit codeassociated
with it in the top right portion of the error message.

This information should be given to contact your local Grifols service representative if the incident
requires contacting them.

Table 14. Error Messages and Description

MESSAGE

DESCRIPTION

READING

The Grifols card has not been
detected. Please, check that the
Grifols card is orientated correctly
in the Reading holder.

The reader has not read the Grifols gel card barcode.
Check that the Grifols gel card is correctly positioned
in the Reading holder (see in Figure 12).

The detected card barcode is not
correct.

The barcode read in the Grifols gel card is not the
expected one. This card cannot be read.

The Reading holder cannot finish
the card displacement correctly.

The system has detected a Reading holder
movement error. Select retry to repeat the
displacement.

This Grifols gel card has been
already read.

Once one Grifols gel card ha been completely
assigned, it cannot be read again following the
Reading option.

There are not enough consecutive
microtubes to assign this profile.

Only consecutive microtubes can be assigned to one
profile.

There are no profiles associated
to this Grifols gel card. Please,
contact to local Grifols service
representative for further
information.

The read Grifols gel card does not have active
profiles to assign. Contact your local Grifols service
representative for more information.
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MESSAGE

DESCRIPTION

The introduced Grifols gel card
is not the expected one. Please,
introduce the expected Grifols
gel card to complete the profile
assignment.

When assigning one profile to more than one card.
The instrument expects the same Grifols gel card
type than the first one.

The limit of Grifols gel cards that
can be assigned together has been
reached. Please, release the card
and start a new reading process to
continue the assignment.

There is a maximum of cards that can be assigned
toghether. Finish the current assignment, and start a
new one to continue.

The sample ID does not match
with the sample ID introduced

in previous card for this profile.
Please, introduce the same sample
ID to verify the profile-sample
assignation.

When assigning one profile to more than one card,
a confirmation of the sample ID is required. It must
match with the one assigned to the first card.

This vial has different lot number
regarding vials already identified.
If continue, previous identifications
will be lost.

When introducing a second vial of a reagents kit,
and the lot is different than the first vial introduced.
If continue is selected, the first vial identification will
be lost.

This ID does not correspond with
the expected reagent. Do you still
want to use it to track this reagent?

When reading a reagent barcode with the external
barcode reader and it do not correspond with the
expected Grifols reagents barcode. Select YES if you
want to use it as reagent ID.

This ID does not correspond with
the expected reagent. Please,
select the vial to track this ID
before the vial identification.

When reading a reagent barcode with the external
barcode reader, and it do not corresponds with the
expected Crifols reagents barcode.

Select the field where the reagent ID has to be
introduced to use it as reagent ID.

This donor ID has already been
assigned.

A donor can be assigned just one for each
assignment process.

This ID has been associated to
the Recipient. Please, identify the
donor ID.

When introducing donor ID, the system has
detected that the introduced ID has been previously
associated to the recipient.
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Troubleshooting

MESSAGE

DESCRIPTION

USER MANAGEMENT

Wrong username or password.

The introduced user or password is not correct.
Repeat the introduction.

User temporarily blocked. Please,
wait a few minutes and try again.

The user has been blocked due to a number of
incorrect attempts to login. After waiting few minutes
(configurable), try again.

Disabled user.

The user is disabled. To enable it, go to User
Management screen.

Wrong current password
introduced when changing the
password.

The introduced current password when changing
password is not correct. Repeat the introduction.

GENERAL

Application error. Please reboot
the system. If the error persists,
contact your local Grifols service
representative.

The system has detected an application error.
Reboot the system and contact your local Grifols
service representative if the error persists.

Error performing the shutdown
operation. If the error persists,
please shutdown the instrument
by pressing the power button 5
seconds.

The system has detected and error when trying to
shutdown the instrument. Shutdown the instrument
by pressing the power button 5 seconds.

Error storing the result. If the error
persists, please contact your local
Grifols service representative.

The system has detected an error when storing the
result. If the error persists, please contact your local
Grifols service representative.

HARDWARE

Camera error. Please retry the
reading. If the error persists,
perform a Self-Diagnostic and
contact your local Grifols service
representative.

The system has detected a camera error. If the error
persists, perform a Self-Diagnostic and contact your
local Grifols service representative.

The external barcode reader is
not available. Please, contact your

local Grifols service representative.

The system has detected that the external barcode
reading is not working. Contact your local Grifols
service representative.
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Troubleshooting

MESSAGE

DESCRIPTION

The external barcode reader is
not available. Please, contact your
local Grifols service representative.

The system has detected that the internal barcode
reading is not working. Contact your local Grifols
service representative.

BACKUP

Backup destination not found.
Please, check that drives or cables
are connected.

Check that backup destination is available and retry.

LIS

LIS error: Unable to initialize Host
Database. Please contact your
local Grifols service representative.

The system was not able to initialize the Host
Database. You should contact your local Grifols
service representative.

LIS error: Unable to initialize file
“Pocillos.def”. Please contact your
local Grifols service representative.

The system was unable to initialize the files “Pocillos.
def”. You should contact your local Grifols service
representative.

LIS error: Unable to initialize file
“Interp.def”. Please contact your
local Grifols service representative.

The system was unable to initialize the files “Interp.
def”. You should contact your local Grifols service
representative.

LIS error: Unable to initalize file
“Alias.def”. Please contact your
local Grifols service representative.

The system was unable to initialize the file “Alias.
def”. You should contact your local Grifols service
representative.

LIS error: Unable to initialize file
“Idioma_|.def". Please contact your
local Grifols service representative.

The system was unable to initialize the file “Idioma_l.
def”. You should contact your local Grifols service
representative.

LIS error: Unable to initialize file
“DSC.def". Please contact your
local Grifols service representative.

The system was unable to initialize the file
“WadianaConnection.def”. You should contact your
local Grifols service representative.

LIS error: Unable to find “erytra_
data” environment variable. Please
contact your local Grifols service
representative.

The system could not find the “erytra_data”
environment variable. You should contact your local
Grifols service representative.
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Troubleshooting

MESSAGE

DESCRIPTION

LIS error: Timeout exceeded during
a request to DianaServer. Please
contact your local Grifols service
representative.

The system has detected that the time limit in
communicating with the DianaServer has been
exceeded. You should contact your local Grifols
service representative.

DianaServer request error. Please
contact your local Grifols service
representative.

The system has detected a communication error
with the DianaServer. You should contact your local
Grifols service representative.

LIS error: DLL has not been
initialized. Please contact your
local Grifols service representative.

The system has detected that the DLL has been
not initialized. You should contact your local Grifols
service representative.

LIS error: Gru X not found in “DSC.
def”. Please contact your local
Grifols service representative.

The system has detected that the Gru has not been
found in “DSC.def". You should contact your local
Grifols service representative.

LIS error: Error loading template X.
Please contact your local Grifols
service representative.

The system has detected an error while loading
the template. You should contact your local Grifols
service representative.

LIS error: Error loading XML.
Please contact your local Grifols
service representative.

The system has detected an error while loading
XML. You should contact your local Grifols service
representative.

LIS error: Result of segment X
not found in “DSC.def". Please
contact your local Grifols service
representative.

The system has detected that the result of the
segment is not found in “DSC.def". You should
contact your local Grifols service representative.

LIS error: Well X not found in
“DSC.def". Please contact your
local Grifols service representative.

The system has detected that the well has not been
found in “DSC.def". You should contact your local
Grifols service representative.

LIS error: Result of well X not
found in “DSC.def". Please
contact your local Grifols service
representative.

The system has detected that the well result has not
been found in “DSC.def”. You should contact your
local Grifols service representative.

Program error: Error in DSC_
Custom.def. Please contact your
local Grifols service representative.

The system has detected an error in the DSC_
Custom.def. Contact your local Grifols service
representative.
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Troubleshooting

MESSAGE

DESCRIPTION

Program error: Error deleting
batch. Please contact your local
Grifols service representative.

The system has detected an error deleting the batch.
Contact your local Grifols service representative.

Error when Exporting to LIS.

The system has detected an error exporting from
LIS. Contact your local Grifols service representative.

Error when Importing from LIS.

The system has detected an error importing from
LIS. Contact your local Grifols service representative.

LIS connection failed. LIS will
not be available until the system
is restarted. If problem persists,
please contact your local Grifols
service representative.

The system has detected a failure in the LIS
connection. If problem persists after restarting the
DG Reader Net software, contact your local Grifols
service representative.

Program error: Well image not
found. Please contact your local
Grifols service representative.

The system has detected that the well image has
not been found. Contact your local Grifols service
representative.

REPORTS

An error was occurred while
attempting to print a report.

The report has not been printed due to an error.
Retry the printing, if the error persists, contact your
local Grifols service representative.

SEARCH RESULTS

Card barcode mask is not correct.

The card barcode introduced does not correspond
with the Grifols gel cards barcode mask. Review it
and introduce it again.
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19 Maintenance Services

Model:
Serial number:
Installation date:

MAINTENANCE SERVICES DONE

DATE TASK PERFORMED

PERFORMED BY AND
DATE

SUPERVISOR AND
REVIEW DATE
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Maintenance Services

19.1 Decontamination Certificate

The following Decontamination Certificate must be filled in every time that the instrument is
decontaminated. This Decontamination Certificate must be given to Grifols service representative

before any intervention takes place.

DECONTAMINATION CERTIFICATE OF THE DG READER NET

Serial number

Centre

Decontamination was
successfully completed according
to the procedure described in
Section 12.4

PASS

FAIL

Comments:

Date

Name and position

Signature

E-mail address
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PRIES PRADEDANT NAUDOTI DG READER NET,
PRASOME ATIDZIAI PERSKAITYTI SIAS
INSTRUKCIJAS

Informacijg apie instrumento saugg rasite 2 skyriuje.
Sioje instrukcijoje naudojami simboliai:

n |SPEJIMAS: Pateikiama informacija apie asmens suzeidimo, mirties ar
Zalos aplinkai galimybe, jei néra laikomasi instrukcijy.

c DEMESIO: Nesilaikant instrukcijy, galima $i rizika:
e Zala instrumentui.
e Netikslis rezultatai.

n  PASTABA: Pateikiamas paaiSkinimas ar pabréziama tam tikra
informacija.

Sioje instrukcijoje naudojami terminai:

Vadovas: asmuo ar grupé asmeny, atsakingy uZ jrangos
naudojimg ir prieziirg bei tinkamg operatoriy
apmokyma.

Operatorius: asmuo, kuris pagal paskirtj naudoja jranga.

Kvalifikuotas technikas: asmuo, atsakingas uz jrangos jdiegimg, remontg ir
specialig priezilrg, specialiai apmokytas Siai veiklai.

Visi vadovui taikomi apribojimai taip pat yra taikomi ir operatoriui.
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Apie Sig naudojimo instrukcijg

Apie Sig naudojimo instrukcija

PRIES PRADEDANT NAUDOTI DG READER NET, PRASOME ATIDZIAI
PERSKAITYTI SIAS INSTRUKCIJAS

Sioje naudojimo instrukcijoje yra pateikiamos DG Reader Net konfigiravimo ir
naudojimo instrukcijos. Informacijg apie instrumento sauga rasite 2 skyriuje.

Paryskinto teksto ir kabuciy naudojimas

Paryskintas tekstas ir tekste naudojami kabuciy zZenklai yra skirti specifinés
reikSmés kontekste perteikimui. ParySkinto teksto ir kabuciy naudojimo atvejai
pateikti Zemiau.

Didziosios raidés naudojamos:
e Akronimams.

e Autoriniy teisiy saugomiems pavadinimams ir prekybiniams Zzenklams, kai
tai yra numatyta.

Pasvirasis tekstas naudojamas:

o Kity dokumenty pavadinimams.

o Nezymiam teksto iSskyrimui normaliame kontekste.
e Lenteliy iriliustracijy pavadinimams.

Pusjuodis tekstas naudojamas:

e Antrastéems.

e  Tekstui, kurj norima i$skirti i$ konteksto.

e Programos sgsajos klaviSams, laukeliams, vaizdams, langams ir meniu.

e Ypatingai svarbiai informacijai, pvz., jspéjimams, démesj atkreipiantiems
praneSimams ir pastaboms.

Programinés jrangos komandy formatas

Programinés jrangos komandos yra pateikiamos Zingsnis po zingsnio tokiu
formatu: First Level > Second Level. Kiekvieno Zingsnio komanda yra
pateikiama pusjuodziu Sriftu ir yra atskirta rodyklés zenklu (>). Lentelés
parink&iy elementai yra pateikiami pusjuodziu Sriftu be rodyklés Zenklo.
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Pavyzdziui:

DG Reader Net nustatymy lange spauskite Configuration > General.
Pasirinkite Language.

Terminai

Grifols skiediklis: bendrinis Grifols gaminamo skiediklio, naudojamo
Zmogaus eritrocity suspensijos paruosimui, ar kity skiedikliy, naudojamy
su Grifols gelio kortelémis, pavadinimas. Dél iSsamesnés informacijos
kreipkités j Grifols techninio aptarnavimo atstova.

Grifols gelio kortelé: bendrinis Grifols gaminamos 8 mikromégintuveéliy
gelio kortelées pavadinimas. Dél iSsamesnés informacijos kreipkités |
Grifols techninio aptarnavimo atstova.

Grifols eritrocity reagentai: bendrinis Grifols gaminamy eritrocity
reagenty, naudojamy tyrimams su Grifols gelio kortelémis, pavadinimas.
Dél i8samesnés informacijos kreipkités | vietinj Grifols techninio
aptarnavimo atstova.

Prekybiniai zenklai

Prekybiniy Zenkly apibrézimai pateikiami Zemiau.

PREKYBINIS ZENKLAS PRIKLAUSO
DG Gele Grifols, S.A.
WINDOWS Microsoft Corporation

Bet koks kitas Sioje naudojimo instrukcijoje minimas prekés pavadinimas yra
atitinkamos kompanijos prekybinis Zenklas.

Xiv
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1 Jvadas

SI JRANGA YRA SKIRTA /N VITRO DIAGNOSTINIAM NAUDOJIMUI.

Si instrukcija yra skirta DG Reader Net naudotojams. Siame dokumente yra
pateikta visa informacija, batina saugiam ir adekvaciam instrumento naudojimui.

Prie§ pradedant naudoti jrangg, atidZiai perskaitykite visg Siame dokumente
pateikiama informacija.

Kilus klausimams, pries atliekant bet kokius veiksmus, susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

Si naudojimo instrukcija visuomet turi bati laikoma instrumentg naudojangiam
personalui pasiekiamoje vietoje.

1.1 Paskirtis

DG Reader Net yra prietaisas, kuris nuskaito, interpretuoja ir pateikia
apdoroty Grifols gelio korteliy rezultatus. Grifols gelio korteles instrumentas
identifikuoja nuskaitydamas jy brik3sninius kodus.

Naudojamas kaip atskiras prietaisas arba prijungtas prie kliento laboratorinés
informacinés sistemos (LIS), instrumentas automatizuoja duomeny tvarkymo
reikalavimus, naudojant Grilofs gelio korteles, ir atlieka skaitmeninio vaizdo
apdorojima.

1.2 Veikimo principas

DG Reader Net yra darbo stotelé, skirta reakcijy nuskaitymui ir rezultaty

pateikimui pagal vertinimo skale, kaip aprasyta Grifols gelio korteliy naudojimo

instrukcijoje, taip laboratorijai suteikiant galimybe:

e Padidinti proceso saugg ir atsekamumg, sumazinant galimy identifikacijos
ir transkripcijos klaidy tikimybe.

o Padidinti analitinio rezultaty interpretavimo pagal objektyvius kriterijus
patikimuma.

DG Reader Net atlieka Siy gelio technologijos imunohematologijos tyrimy
nuskaitymo ir interpretavimo procesus:

e ABO eritrocity ir serumo grupés nustatymas.

e RH (D) tipo nustatymas.

e AntikGiny aptikimas.

e Antikdny identifikacija.

e |Spléstinio fenotipo nustatymas.

e Tiesioginio antiglobulino tyrimas.

e  Suderinamumo tyrimai (kryZminis suderinamumas).
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Sie tyrimai yra atliekami kraujo bankuose donoro ir recipiento suderinamumo
jvertinimui atliekant kraujo perpylima bei motinos ir vaisiaus kraujo tipo
nesuderinamumo nustatymui.

Visy 8ia sistema atliekamy tyrimy principas - reakcija tarp eritrocity antigeno
(esanCio méginyje ar reagente) ir atitinkamo antikino (esancio serume /

plazmoje ar reagente). Reakcijos metu jvyksta eritrocity agliutinacija, kuri yra
matoma Grifols gelio kortelés gelio mikromégintuvéliuose po filtravimo.

1.3 Produkto apribojimai

e Instrumentas yra skirtas tik imunohematologijos tyrimy, iSvardinty 1.2
skyriuje, nuskaitymui ir negali bati naudojamas kitiems tyrimy tipams.

e Instrumentas gali bati naudojamas tik su Grifols gelio kortelémis.

e Instrumentas nuskaito tik Grifols patvirtinty tyrimy profilius.

e Su instrumentu galima naudoti tik Grifols pagamintus ar naudojimui
patvirtintus priedus.

e Rezultaty nuskaitymo procesas apima perzidros ir patvirtinimo etapus (9
skyrius). Atkreiptinas démesys | rezultatus pateikiamus su jspéjimu
(iSimtiniai rezultatai). Juos batina individualiai perziaréti ir iSspresti kilusius
nesklandumus (tai gali atlikti tam teise turintis naudotojas).

1.4 Operatoriaus apmokymas

DG Reader Net naudoti gali tik kvalifikuotas, Sig jrangg naudoti apmokytas
personalas. Operatorius turi bati baiges laboratorijos technikos lygio
apmokymus ir iSmanyti imunohematologija.

1.5 Techniné pagalba

Kilus klausimams, prie$ atliekant bet kokius veiksmus, susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu. Si naudojimo instrukcija visuomet turi
bati laikoma instrumentg naudojancCiam personalui pasiekiamoje vietoje.
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2 Saugos informacija

Grifols neprisiima jokios atsakomybés nejgalioto jrangos ar programinés
jrangos modifikavimo atveju bei gedimo atveju, kuomet personalas nepaiso
jspéjimy, pateikiamy Sioje naudojimo instrukcijoje.

2.1 |spéjimo ir démesj atkreipiantys pranesSimai
Prie§ naudojant jranga, perskaitykite ir susipazinkite su Zzemiau pateiktais
jspéjimo ir démesj atkreipianciais praneSimais. Pateikty jspéjimo ir démesj
atkreipianCiy praneSimy laikymasis padés apsaugoti jus, jusy kolegas, jranga,
uztikrins optimalius rezultatus, ir, svarbiausia, apsaugos jusy pacientus.

2.1.1 Sveikata ir sauga

n ISPEJIMAS: Instrumentg naudokite tik pagal S$ioje naudojimo
instrukcijoje apra8ytg paskirt].

ﬁ ISPEJIMAS: Nebent i$skirtinai nurodyta kitaip, j instrumento anga
nieko nemeskite ir nedékite, iSskyrus Grifols gelio korteles | tam

skirtg vieta.
A ISPEJIMAS: Nenaudokite instrumento, jei jis tinkamai neveikia ar yra
pazeistas. Pazeidimy pavyzdZziai:
e PaZeidimas numetus instrumenta.
e PaZeidimas iSpylus skyscio ant ar j instrumenta.

o Pazeidimas dél transportavimo ar sandeéliavimo nesilaikant 3.1
skyriuje pateikty instrukcijy arba apgadinimas transportavimo
metu.

e Maitinimo laido ar jo kiStuko pazeidimas.

ﬁ ISPEJIMAS: Nenaudokite instrumento $alia degiy dujy ar lakiy
produkty. | instrumentg nedékite degiy, sprogiy ar cheminiy
medziagy.

ISPEJIMAS: Netinkamas $io instrumento naudojimas gali padidinti
asmens suzalojimo ar jrangos sugadinimo rizikg.

ISPEJIMAS: Cheminis ir biologinis pavojus: batina laikytis
atitinkamy saugos priemoniy. Naudojant pavojingas medZiagas
Salia jrangos, bitina déveéti asmens apsaugos jrangg. Biologinés
atliekos, jskaitant tusSCias méginiy ir reagenty talpas, turi bati
iSmetamos laikantis teisés aktuose nurodyty reikalavimy. Méginio ar
reagento iSsipylimo atveju, laikykités atitinkamo protokolo dél
iSsipylimo eliminavimo ir iSmetimo.

> B>
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n ISPEJIMAS: Laikykités atitinkamy atsargumo priemoniy naudojant
potencialiai pavojingas medZziagas, jskaitant Sias aplinkybes:

e Naudojant méginius. Su méginiais elkités kaip su potencialiai
infekcinémis medziagomis.

¢ Naudojant skyscius Salia jrangos.
e Atliekant prieziGros proceddras.

Naudojant pavojingas medziagas, visuomet dévékite atitinkamag
apsaugos jranga.

ISPEJIMAS: Bet kuri instrumento dalis, turéjusi salyti su kraujo, serumo
meginiais bei kitais biologiniais skysciais, turi bati laikoma potencialiai
infekciska.

ISPEJIMAS: Saugiklius keisti gali tik kvalifikuotas technikas.

DEMESIO: Nenaudokite priedy, kuriy nesukidré, nepagamino ar
nepatvirtinimo Grifols.

DEMESIO: Ardyti ir remontuoti instrumentg gali tik kvalifikuotas
technikas. Prie$ ardant, jranga turi bati atjungta nuo maitinimo.
Batina uztikrinti, jog jranga baty nukenksminta.

DEMESIO: DG Reader Net naudojimas kitoms, gamintojo
nenurodytoms proceduroms, panaikina bet kokio tipo garantijg.

DEMESIO: Sig jrangg gali naudoti tik vadovai, operatoriai ir
kvalifikuoti technikai.

DEMESIO: Tinkamam instrumento veikimui batina uZtikrinti, kad:

HdUANddl 4N <

e Brok3niniy kody etiketés baty tinkamai priklijuotos prie mégintuvéliy,
buteliuky ar buteliy.

e Bruk3niniy kody etiketés nebdty uzradytos ranka ar pazeistos.
e Instrumentas atitinka 3 skyriuje aprasytas specifikacijas.

2.1.2 Rezultaty patikimumas

c DEMESIO: DG Reader Net nuskaitytus rezultatus perzidréti ir
patvirtinti privalo atitinkamas teises turintis operatorius.

c DEMESIO: Rezultatai turi bati perziaréti laikantis Grifols gelio
korteliy naudojimo instrukcijy.
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DEMESIO: Prie$ rezultaty patvirtinimg, Grifols gelio kortelés turi bti
perzilrétos vizualiai.

DEMESIO: Naudojant Modify Results parinktj, egzistuoja klaidingo
nuskaitymo galimybé. Naudotojas yra atsakingas dél rezultaty
modifikavimo.

DEMESIO: Dél 2mogaus klaidos priskiriant brik$ninj kodg Grifols
gelio kortelei ar bruk3ninj kodg jraSant rankiniu bidu naudojantis
klaviatira, rezultatai gali bdti klaidingai priskiriami netinkamam
meéginio ID. Naudotojas privalo uZztikrinti jraSomy brukSninio kodo

duomeny tiksluma.

DEMESIO: Bet kuriuo atveju, sistema reikalauja dukart jradyti
rankiniu bady jraSomg bruoksninj koda.

> BB P

c DEMESIO: Patvirtinimo etape tvirtinant rezultatus, batina atsizvelgti
| méginio bdkle bei papildomg Klinikine informacijg. Méginio
tinkamumas turi bati patvirtintas pries rezultato patvirtinima.

2.1.3 Elektra

ﬁ ISPEJIMAS: Norint iSvengti elektros $oko, instrumentas privalo bdti
prijungtas prie jZzeminto elektros lizdo.

n JSPEJIMAS: Norédami i§jungti instrumento elektros maitinima,
maitinimo laidg iStraukite arba iS maitinimo lizdo, arba i$
instrumento.

A JSPEJIMAS: Valymo tirpalui ar kitems skysgiams issiliejus |

instrumento vidy ar j bet kurj prijungtg prietaisg, jis turi bati
iSjungiamas i§ elektros lizdo, i8valomas ir nukenksminamas.
Instrumentg iSardyti gali tik kvalifikuotas technikas. Elektros
maitinimas instrumentui gali bati jjungiamas tik po kvalifikuoto
techniko apzidros.

ISPEJIMAS: Nenuimkite serviso ar dengiamyjy instrumento
skydeliy, nes tai gali baigtis elektros Soku.

ISPEJIMAS: Patekimui j instrumento vidy, komponentai negali bt
nuimami prie$ tai neiSjungus elektros maitinimo.

JSPEJIMAS: Uztikrinkite, kad jranga ir jos maitinimo laidas
nesiliesty prie karsty pavirsiy.

22l 2
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A JSPEJIMAS: |ranga negali bati laikoma $alia ar ant kitos jrangos,
kuri néra sistemos dalis. Jei instrumentg batina laikyti Salia ar ant
kitos jrangos, patvirtinkite normalaus darbo uZtikrinimg esant tokiai
konfigdracijai.

A ISPEJIMAS: Elektromagnetinio suderinamumo ir elektros saugos
testai buvo atliekami naudojant gamintojo tiekiamg maitinimo laida.
Naudojant ne gamintojo su Siuo skaitytuvu tiekiamg maitinimo laidg,
egzistuoja padidintos elektromagnetinés emisijos ir (ar) netinkamo
skaitytuvo veikimo rizika. Jei norite naudoti kitg maitinimo laidg,
stebékite skaitytuvg ir Salia esancius instrumentus ir patvirtinkite,

jog veiksmingumas néra jtakojamas.

ﬁ ISPEJIMAS: Nenaudokite $io  prietaiso  $alia  stiprios
elektromagnetinés spinduliuotés, kadangi tai gali trikdyti tinkamag
instrumento darbg.

2.1.4 |diegimas

ISPEJIMAS: I$pakuoti, supakuoti ar transportuoti DG Reader Net
gali tik Grifols techninio aptarnavimo atstovas.

ISPEJIMAS: Pries transportavima ar sandéliavima, instrumentas turi bati
nukenksminamas.

DEMESIO: Sig jranga ir jos priedus jdiegti gali tik Grifols techninio
aptarnavimo atstovas.

DEMESIO: Pries transportavimg ar sandéliavima, prietaisas turi bti
supakuotas originalioje pakuotéje.

DEMESIO: Venkite intensyvios $viesos, nes ji gali paveikti
instrumento darbg.

DEMESIO: Nenaudokite instrumento nenurodytomis darbo sglygomis.

DEMESIO: Nelaikykite instrumento $alia vibracijos $altiniy, kurie gali
trikdyti instrumento darba.

DEMESIO: Nelaikykite instrumento lauke.

DEMESIO: Nelaikykite instrumento tokioje vietoje, kurioje biity
apribota prieiga prie instrumento priezitros procedury atlikimui.

A dldld 44N dl <
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DEMESIO: Nelaikykite instrumento tokioje vietoje, kurioje bity
apribota prieiga prie instrumento jjungimo / iSjungimo jungiklio bei
maitinimo laido kiStuko.

DEMESIO: Uztikrinkite, kad instrumentas bty pastatytas tolygiai ir
nebdty pasvires.

DEMESIO: 3.1 skyriuje pateiktos darbo sglygos yra taikomos tik
instrumentui. Papildomg informacijg apie aplinkos sglygas rasite su
DG Reader Net naudojamy reagenty naudojimo instrukcijose.
Nenaudokite DG Reader Net nenurodytomis darbo saglygomis.

DEMESIO: Jei instrumentas buvo laikomas kitomis, nei darbo
aplinkos sglygomis, darbo vietoje jis turi pastovéti ne maziau nei
valandg pries jj prijungiant prie elektros maitinimo.

DEMESIO: Nelaikykite instrumento tokioje vietoje, kurioje jis galéty
sudrékti.

>b B BB P

DEMESIO: Ant instrumento nedékite jokiy daikty.

DEMESIO: Patikrinkite, ar elektros instaliacija, | kurig bus
jungiamas instrumentas, atitinka elektros jvesties ir naudojimo
taisykles ir reglamenta (jskaitant jZeminimag).

DEMESIO: |diegti DG Reader Net ir atlikti nustatymus gali tik
kvalifikuotas technikas.

DEMESIO: Komunikacijos saugos uztikrinimui, nenaudokite
neapsaugoto Wi-Fi tinklo ar mazZos apsaugos WEP protokolo.

> B> b

2.1.5 Programinés jrangos naudojimas

C DEMESIO: Norint i§vengti duomeny praradimo dél laikino sistemos
gedimo, reguliariai kurkite atsargines DG Reader Net duomeny
bazéje saugomy rezultaty kopijas.

A DEMESIO: |vykus klaidai atsarginiy duomeny kopijy kirimo metu,
ekrane bus rodomas apie tai jspéjantis klaidos praneSimas. Jei
problema kartojasi, susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

A DEMESIO: vGrifoIs patvirtino tyrimus ir profilius su patvirtintais
reagentais. Siy tyrimy ir profiliy negalima modifikuoti.
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c DEMESIO: Sioje naudojimo instrukcijoje naudojamos profiliy,
reagenty ir rezultaty ekrano nuotraukos yra pateikiamos tik kaip
pavyzdziai.

A DEMESIO: Tinkamo atsekamumo ir galiojimo daty tvarkymo
uztikrinimui, jsitikinkite, jog datos ir laiko nustatymai atitinka jlsy
geografine vietg. Prireikus iSsamesnés informacijos, susisiekite su
vietiniu Grifols techninio aptarnavimo atstovu.

2.1.6 DG Reader Net naudojimas

2 DEMESIO: Nejprasto skaitytuvo veikimo atveju, susisiekite su
vietiniu Grifols atstovu.

c DEMESIO: Gedimo atveju, susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

2.1.7 Grifols gelio kortelés ir reagentai

C DEMESIO: |sitikinkite, jog Grifols gelio korteliy, skiediklio ir
reagenty galiojimo laikas néra pasibaiges ir, naudojant, laikykités
atitinkamy naudojimo instrukcijy.

DEMESIO: Rankiniu bidu netinkamai jradius brik$ninius kodus,
galimi klaidingi rezultatai. Naudotojas privalo uztikrinti rankiniu badu
jra8omy braksninio kodo duomeny tiksluma.

DEMESIO: I$imant Grifols gelio korteles i§ skaitytuvo laikiklio,
neiSmeskite gelio kortelés, kurios rezultatus reikia perziuréti.

DEMESIO: Skiediklio ir reagenty talpos turi biti sausos, o jy
briksniniy kody etiketés nepazeistos, kad jas bty galima nuskaityti

iSoriniu braksniniy kody skaitytuvu.
DEMESIO: Grifols gelio kortelés brik$ninio kodo etiketé turi bati
nepazeista, kad jg galéty nuskaityti braksniniy kody skaitytuvas.

DEMESIO: Grifols neprisiims jokios atsakomybés, jei su sistema
bus naudojami ne Grifols reagentai.

DEMESIO: Norint uztikrinti visiskg atsekamuma, bitina aktyvuoti
Reagents Traceability parinktj. Naudotojas yra atsakingas dél
tinkamo reagenty partijos identifikavimo kiekvieno nuskaitymo
proceso metu.

DEMESIO: Briksniniy kody nuskaitymo metu neuzdenkite brik$niniy
kody skaitytuvo.

> BB BBP> P
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2.1.8 Méginiai

AN

DEMESIO: Zemiau i$vardinty méginiy naudojimas gali jtakoti
klaidingg nuskaityma méginiy analizés metu. Nenaudokite iy
meéginiy:

e Hemolizuoty, lipeminiy ar ikteriSky méginiy.

e Drumsty méginiy.

e Meéginiy, kuriuose yra fibrino ar daleliy.

DEMESIO: Rankinis méginiy identifikavimas didina netinkamo
méginiy identifikavimo rizika.

DEMESIO: Norint uztikrinti maksimaly patikimuma méginiy
identifikavimo metu, rekomenduojama naudoti kontrolinés sumos

briksSninius kodus.

DEMESIO: Rankiniu badu netinkamai jradius ar priskyrus méginiy
brikSninius kodus, galimi klaidingi rezultatai. Naudotojas privalo
uztikrinti rankiniu badu jraSomy braksninio kodo duomeny tiksluma.

DEMESIO: Laboratorijos rezultaty ir jy interpretacijos patikimumas
labai priklauso nuo meéginiy kokybés. Todél yra batina meéginius
tvarkyti tinkamai - nuo jy paémimo momento iki apdorojimo.
Laikykités Grifols gelio korteliy naudojimo instrukcijy.

> b BB P

DEMESIO: Naudotojas yra atsakingas dél tinkamo méginio
susiejimo su atitinkamais Grifols gelio kortelés Sulinéliais.
Teigiamos identifikacijos néra.

P>

DEMESIO: Briksniniy kody nuskaitymo metu neuzdenkite brikniniy
kody skaitytuvo.

2.1.9 Priezilra

ISPEJIMAS: Valymo ir nukenksminimo procediry metu, operatorius
turi déveti tinkamg asmens apsaugos jranga.

JSPEJIMAS: Prie$ iSorinio instrumento pavirSiaus valyma,
instrumento maitinimo laidg iStraukite i$ elektros lizdo.

ISPEJIMAS: Bikite atidds ir neispilkite skyséiy j instrumento angas.

> > b b

ISPEJIMAS: Neardykite instrumento. Jei instrumento viduje yra
skysCio, valymo ir nukenksminimo procedldras turi atlikti
kvalifikuotas technikas. Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

DG Reader Net Naudojimo instrukcija 2-7
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n ISPEJIMAS: Kai kurie valymo ir dezinfekavimo produktai, tokie kaip
natrio hipochlorito tirpalas, gali bati ésdinantys, dirginantys akis ir
odg ar toksiski jkvépus, jsigérus j odg ar nurijus.

ISPEJIMAS: Atliekos turi biti iSmetamos laikantis vietiniy taisykliy.

ISPEJIMAS: Nukenksminimo skysé&io naudojimo metu laikykités $iy
rekomendacijy:

24

e Laikykités atitinkamy naudojimo instrukcijy.
e Laikykités laboratorijos saugos taisykliy.
e Laikykités taikomy vietiniy rizikos prevencijos teisés akty.

ISPEJIMAS: Tiesiogiai netrinkite ekrano valymo agentais, kadangi
jie gali patekti j prietaiso vidy ir sukelti elektros Sokag operatoriui bei
pakenkti lieCiamajam ekranui.

2

A JSPEJIMAS: Denatiruotas alkoholis ir izopropilo alkoholis yra labai
degios ir dirginanios medziagos. PrieS naudojimg perskaitykite
saugos duomeny lapus (MSDL) ir laikykités atitinkamy atsargumo
priemoniy.

n JSPEJIMAS: Norédami iSjungti instrumento elektros maitinima,
maitinimo laidg iStraukite arba i§ maitinimo lizdo, arba 8
instrumento.

DEMESIO: Jei instrumentas nebus naudojamas ilgesnj laika,
rekomenduojama jj iSjungti jungikliu.

DEMESIO: Norint uztikrinti optimaly DG Reader Net veiksminguma,
batina laikytis 12 skyriuje pateikto priezidros procediry grafiko. Jei
tinkamos valymo ar prieziuros proceduros nebus atliekamos laiku,
gali bati pakenkta instrumento komponentams, veiksmingumui ir
(ar) nuskaitymo ir rezultaty tikslumui.

> P

DEMESIO: Jei nebuvo laikomasi 12 skyriuje pateikto prieZidros
plano, instrumento nenaudokite.

DEMESIO: Prie$ valymo ir (ar) nukenksminimo procediros atlikima,
i$ instrumento iSimkite Grifols gelio kortele.

DEMESIO: Lie¢iamojo ekrano valymui nenaudokite kaustiniy cheminiy
agenty.

> > B

8-12 DG Reader Net Naudojimo instrukcija
# 3054707



Saugos informacija

2.1.10Transportavimas ir sandéliavimas

n ISPEJIMAS: Prie$ transportavimg ar sandéliavima, instrumentas turi
bati nukenksminamas.

c DEMESIO: Prie$ transportavimg ar sandéliavima, prietaisas turi
bati supakuotas originalioje pakuotéje.

2.1.111Smetimas

n ISPEJIMAS: Prie$ iSmetima, instrumentas turi biti pilnai i$valytas ir
nukenksmintas, o visi méginiy ir reagenty likuciai - pasalinti.

ﬁ ISPEJIMAS: Instrumente yra elektroniniy komponenty. Elektronikos
komponentuose gali bati pavojingy medziagy. Elektronikg iSmeskite
laikydamiesi vietiniy, valstybiniy ir federaliniy reikalavimy.

n ISPEJIMAS: $j instrumentg i$ardyti gali tik kvalifikuotas technikas.

C DEMESIO: Pasibaigus instrumento tarnavimo laikui, i§metimo metu
batina laikytis visy taikomy teisés akty reikalavimy.

2.1.12Garantija

c DEMESIO: Remontg gali atlikti tik jgaliotas personalas.

DEMESIO: DG Reader Net naudojimas kitoms, gamintojo
A nenurodytoms procediroms, panaikina bet kokio tipo garantijg.

DG Reader Net Naudojimo instrukcija 2-9
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2.2 |Jrangos zyméjimas
Jranga yra zymima Siomis etiketémis:

1)
2
3
4

(
(
(
(
(5

)
)
)
)

Biologinés rizikos etiketeé.

Jrangos pakuoteés etiketé.

Produkto etiketé.

Jungiklio ir prijungimo prie elektros tinklo etiketé.
Elektrostatinés iSkrovos etiketé.

Etiketése naudojami Sie simboliai:

Serijos numeris

Katalogo numeris

Leidziamos temperatiros ribos sandéliavimo ir transportavimo metu

Leidziamos santykinés drégmés ribos sandéliavimo ir transportavimo metu

ge =~ [ ¢

Medicinos produktas, skirtas in vitro diagnostikai

N
m

DG Reader Net atitinka direktyvos 98/79/EB reikalavimus

Pagaminimo metai

Nurodoma, kad DG Reader Net yra priskiriamas selektyviam
atlieky surinkimui, pasibaigus jo tarnavimo laikui, kaip
nurodyta direktyvoje 2012/19/ES dél elektros ir elektroninés
jrangos atlieky (zr. 15 skyriy).

M (5
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Gamintojas

DataMatrix su Sia informacija:
@ (01) GTIN numeris
[DSasasE(11) Pagaminimo metai

(21) 51 2-20C0000K . .
(21) Instrumento serijos numeris

SGS Saugos zyma, tvirtinanti, kad instrumentas atitinka taikytinus
o us JAV ir Kanados saugos standartus.

[:lII Skaitykite naudojimo instrukcijas

(1)Biologinés rizikos etiketé

Si priekinéje skaitytuvo laikiklio dalyje esanti etiketé jspéja apie galima biologinio
pavojaus rizikg dél ant instrumento pavirSiaus nusédusiy substancijy likuciy.

VY

lliustracija 1. Biologinés rizikos etiketé
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(2)Irangos pakuotés etiketé.

Si dézeés priekyje ir virSutiniame desiniajame kampe galinéje dézés dalyje esanti
etiketé nurodo, jog dézéje yra DG Reader Net.

DG Reader Net

1 Lesegerdt fir Grifols-Gelkarten / | Lettore per

[SN 512-XXXXXXX
210700
[vD]

aosaaas JIDNOANENIN

{01) 0843701405640

121) 512 XI00000K

1 Reader for Grifols gel cards / 1 Lector para tarjetas de gel Grifols / 1 Leitor de cards de ged Grifols /

schedine gel Grifols / | Lecteur pour cartes gel Grifols

u Diagnostic Grifols, S.A. Passeig Fluvial, 24 0B150 Parets del Valles - SPAIN

GRIFOLS

lliustracija 2. Pakuotés etiketé.

(3)Produkto etiketé

Galinéje instrumento dalyje esanti etiketé nurodo technine informacijg
(jtampos, daznio, galingumo ir saugikliy specifikacijas), modelj, serijos numer;j,
pagaminimo datg, gamintojo pavadinima ir adresg bei teisine informacija.

100 - 240 V~

60 W

50 - 60 Hz

—=-2xT2AL250V, 520 mm

DG Reader Net

YYYY-MM-0D
5 [BN] 512-XXXXXXX
(o] Made in Spain

| 210700 sooy

(01) 08437014205819
(1) YYMMOD
(21) 5122000000

€€ X

GRIFOLS

Diagnostic Grifols, S.A.
Passeig Fluvial, 24
08150 Parets del Vallés - SPAIN

lliustracija 3. Produkto etiketé
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(4)Jungiklio ir prijungimo prie elektros tinklo etiketé.

Instrumento apatinéje dalyje deSinéje ir instrumento galinéje dalyje esanti
etiketé nurodo pagrindinio jungiklio ir jungties prie elektros tinklo pozicija.

N

lliustracija 4. Jungiklio ir prijungimo prie elektros tinklo etiketé

(5)Elektrostatinés iSkrovos etiketé

Salia jungéiy (RS 232, USB ir LAN) esanti etiketé jspéja apie elektrostatinés
iSkrovos, kuri gali pakenkti instrumentui, rizikg ir jspéja neliesti jungCiy smaigy
rankomis, kad baty iSvengta atsitiktinés iSkrovos.

A
Alad

lliustracija 5. Elektrostatinés iSkrovos etiketé

2.3 Pries naudojima, perskaitykite Sig informacija

e Instrumentg naudokite tik pagal Sioje naudojimo instrukcijoje apradytg
paskirtj.

e Nedékite jokiy objekty j instrumento angas, nebent Sioje naudojimo
instrukcijoje nurodyta kitaip.

e Nenaudokite jrangos ar priedy, jei jie tinkamai neveikia arba yra pazeisti.
Tipiniy defekty pavyzdziai:

Akivaizdus pazeidimas po nukritimo.

Akivaizdus paZeidimas dél iSsiliejusiy skysciy.

Akivaizdus pazeidimas dél laikymo netinkamomis sglygomis ar dél
neadekvaciy salygy transportavimo metu.

Pazeistas maitinimo laidas ar jo kiStukas.

e Nenaudokite jrangos pavojingoje atmosferoje ar kartu su nenurodytomis
pavojingomis medziagomis.

DG Reader Net Naudojimo instrukcija 2-13
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e Nenaudokite jrangos, jei instrumento skydeliai néra tinkamai pritvirtinti.
¢ Nenaudokite gamintojo netiekiamy ar naudoti nerekomenduojamy priedy.

e | jrangg nedékite degiy ar sprogiy medziagy bei agresyviai veikianciy
chemikaly.

e Saugiklius keisti gali tik kvalifikuotas technikas.

e Ardyti instrumentg vidaus iSvalymui ir (ar) remontui gali tik kvalifikuotas
technikas. Prie$ iSardant instrumentg, jis turi bati iSjungtas i§ maitinimo

lizdo.

e Po naudojimo instrumentas turi bati iSjungiamas arba paliekamas neaktyvios
bdsenos.

14-12 DG Reader Net Naudojimo instrukcija
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3 DG Reader Net specifikacijos

Siame skyriuje pateikiamos techninés ir funkcinés instrumento ir jo priedy
specifikacijos.

3.1 Techninés specifikacijos

1 lentelé. Techninés specifikacijos

SAVYBE TECHNINE SPECIFIKACIJA
MODELIS DG Reader Net
ELEKTROS |tampa: 100-240V ~
ENERGIJOS TIEKIMAS
Daznis: 50 -60 Hz
Maksimalus 60 W

jvesties energijos
sunaudojimas:

Sunaudojimas 15 VA
neaktyvioje
busenoje:
Saugikliai: 2xT2AL250V, 5x20
mm
APSAUGA NUO Klasé: I
ELEKTROS SOKO
|DIEGIMO Vir§jtampio kategorija Il (vietos lygis,
KATEGORIJA instrumentai, neSiojama jranga ir t.t.)
MATMENYS 286 mm (gylis) x 439 mm (plotis) x 406 mm
(aukstis)
SVORIS Apie 8,5 kg
3-2 DG Reader Net Naudojimo instrukcija
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SAVYBE

TECHNINE SPECIFIKACIJA

DARBO SALYGOS

Naudojimas patalpoje

Temperatiira: nuo 15 °C iki 30 °C
Maksimali santykiné | 85%

drégmé be

kondensato:

Maksimalus aukstis | 3000 m

vir$ jiros lygio:

TarSos laipsnis: 2

Maksimalls +10% nominalios
elektros jtampos jtampos
svyravimai:
TRANSPORTAVIMO IR | Temperatura: nuo -29 °C iki 60 °C
SANDELIAVIMO
SALYGOS Maksimali santykiné | 85%
drégmé be
kondensato:
ISPEJIMAS: Nenaudokite  Sio  prietaiso  Salia  stiprios

elektromagnetinés spinduliuotés, kadangi tai gali trikdyti tinkamag
instrumento darbg.

DEMESIO:

A
VAN

Lenteléje aukSCiau pateiktos darbo salygos yra
taikomos tik instrumentui. Papildomg informacijg apie aplinkos

sglygas rasite su DG Reader Net naudojamy reagenty naudojimo
instrukcijose. Nenaudokite DG Reader Net nenurodytomis darbo

saglygomis.

DG Reader Net Naudojimo instrukcija
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3.2 Funkcinés specifikacijos

2 lentelé. Funkcinés specifikacijos

MODULIS SPECIFIKACIJA

GRIFOLS GELIO KORTELES LAIKIKLIS

Jkeliamy Grifols gelio 1 Grifols gelio kortelé
korteliy kiekis

Grifols gelio korteliy Rankiné
jkélimo sistema

Skirtingy Grifols gelio Neribojama
korteliy tipy skai€ius

NUSKAITYMO MODULIS

Nuskaitymo sistema Didelés raiSkos spalvinis nuskaitymas CCD
kamera

KITA

LIS jungtis Taip, vienakrypté

Tarnavimo laikas 7 metai

Salinamos medziagos Ne

Jungtys Standartinés sasajos:

e 3RS 232 jungtys.
e 4 USB jungtys.

e 2 LAN jungtys.

o  Wi-Fi.

e 1 mikrofono jvestis.
e 1 ausiniy iSvestis.

e 1VGA.
e HDMIL.
e 1 pelés PS2.

e 1 klaviatiros PS2.
Pastaba: Galimi tik tie iSoriniai jrenginiai,
kurie gali bati jungiami prie apra8yty jungCiy.

DG Reader Net Naudojimo instrukcija 3-3
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MODULIS SPECIFIKACIJA

Nuotolinis prisijungimas Taip. Esant konfigUracijai, jgaliotiems
operatoriams galima prisijungti nuotoliniu
bddu naudojant internetine DG Reader Net
programinés jrangos programeéle. Suteikiama
prieiga prie:

e Laukiamy rezultaty.
e Rezultaty paieskos.
¢ Naudotojy paskyry tvarkymo.

Kvalifikuoto techniko prisijungimas naudojant
Team Viewer:

e Pagalbos ir priezidros tikslais.

Méginio brtkSninio kodo e Interleaved 2 of 5.

tipas e Code 3 of 9.

e Codebar.

e 128 A, B&C (ISBT 128).

e [EANS8/EAN13/JANS/JAN13.
e Kiti pagal konfigracija.

3.3 Programos specifikacijos

DG Reader Net yra tiekiamas su integruotu kompiuteriu, kuriame yra jdiegta
programiné jranga. Pagrindinés DG Reader Net programinés jrangos
charakteristikos:

e Grifols gelio korteliy nuskaitymas.
e Skaitmeninimas ir vaizdo apdorojimas reakcijos laipsnio nustatymui.

e Patvirtinimas ir ataskaitos generavimas, jskaitant rezultaty eksportavimg j
LIS (laboratorijos informacine sistema).

e Duomeny baze.
Kitos sistemos charakteristikos:

e Spalva koduota patogi naudoti sgsaja, kurios pagalba lengva suprasti
informacijg ir analize.

e Patvirtinimas pagal tyrimo profil].

e Rezultaty eksportavimas j duomeny baze ir (ar) LIS.

e Aliarmy algoritmai suteikia galimybe aptikti incidentus nuskaitymo metu.
e Naudotojy prieigos kontrolé.

3-4 DG Reader Net Naudojimo instrukcija
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e Pilnas rezultaty atsekamumas: Naudotojo, instrumento, reagenty ir t.t.

e Vienakrypté sgsaja su ASTM protokolo standartu NCCLS LIS2-A2 ar
NCCLS LIS1-A2 (suderinama su LIS).

e Nuotolinis prisijungimas naudojant HTTPS standartg ir Google Chrome
interneto narSykle, suteikiant prieigg prie duomeny bazeés.

DG Reader Net Naudojimo instrukcija 3-5
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DG Reader Net
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4 DG Reader Net aprasymas

Siame skyriuje yra pateikiamas DG Reader Net aprasymas, jskaitant
pagrindinius veikimo principus, instrumento apzvalgg ir instrumento
komponenty aprasyma.

4.1 Pagrindiniai veikimo principai

DG Reader Net nuskaito apdorotas Grifols gelio korteles ir atlieka Siuos etapus:
e Grifols gelio kortelé identifikuojama automatiskai.

e ldentifikuojamas j skaitytuvg atsuktas méginio briksninis kodas.

o Identifikuojamas j skaitytuva atsuktas reagento ir skiediklio brak3ninis
kodas.

e Reakcijos laipsnio nuskaitymas Grifols gelio kortelés mikromégintuvéliuose.
e Rezultaty interpretavimas.

Analizés duomenis galima iSsaugoti, perziaréti, patvirtinti, atspausdinti ir
eksportuoti, jei yra sgsaja su LIS.

4.2 DG Reader Net apzvalga

DG Reader Net yra kompaktiSka darbo stotelé su naudotojui lengvai
suprantama programine jranga, kuria naudojantis operatorius gali lengvai
identifikuoti méginius, perzvelgti vaizdus ir interpretuoti rezultatus.
Pagrindinés jrangos dalys aprasytos Zemiau.

4.2.1 Priekinis skydelis

lliustracija 6. Priekinis DG Reader Net vaizdas
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1) Lie€iamasis ekranas.

(1)

(2) Laikiklis.

(3) Brdksniniy kody skaitytuvas.
(4) Jjungimo mygtukas.

4211 LieCiamasis ekranas

DG Reader Net yra tiekiamas su integruotu lieCiamuoju ekranu (6 iliustracija,
nr. 1). Ekrano pozicija yra reguliuojama. LieCiamasis ekranas yra skirtas
duomeny jrad8ymui bei vaizdy ir rezultaty interpretacijos perziaréjimui.

421.2 Laikiklis

DG Reader Net yra integruotas laikiklis (6 iliustracija, nr. 2), j kurj yra jstatoma
Grifols gelio kortelé.

4213 Bruksniniy kody skaitytuvas
DG Reader Net yra integruotas broksniniy kody skaitytuvas (6 iliustracija, nr.
3) méginiy, reagenty ir skiediklio identifikavimui nuskaitant jy brdkSninius
kodus, kaip pavaizduota 7 ir 8 iliustracijose.

lliustracija 7. Méginio ID identifikavimas. 8 iliustracija. Reagenty identifikacija.

4214 Jjungimo mygtukas

Jijungimo mygtukas yra priekinéje kairéje instrumento dalyje (6 iliustracija, nr.
4). Juo instrumentas yra jjungiamas ir i§jungiamas. Galima jjungti ir parengties
rezimg (zr. 6.4 skyriy). Mélynos spalvos Sviesos indikatorius nurodo, ar
instrumentas yra jjungtas, ar iSjungtas.

4-2 DG Reader Net Naudojimo instrukcija
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n JSPEJIMAS: Norédami i$jungti instrumento elektros maitinima,
maitinimo laidg iStraukite arba i§ maitinimo lizdo, arba i$
instrumento.

4.2.2 Galinis skydelis

) ljungimo mygtukas.

) Maitinimo laido jungtis.

) Jungiklio ir prijungimo prie elektros tinklo etiketé.
) Elektrostatinés iSkrovos etiketé.

) Produkto etiketé.

) 3 RS 232 jungtys.

) 2 LAN jungtys.

) 4 USB jungtys.

_ ~ /~ —~ ~

DG Reader Net Naudojimo instrukcija 4-3
# 3054707



DG Reader Net aprasymas

4.2.2.1 Jungiklis ir maitinimo laido prijungimas

Pagrindinis jjungimo / iSjungimo jungiklis yra galinéje instrumento dalyje (9
iliustracija, nr. 1). juo yra jjungiamas arba iSjungiamas elektros tiekimas j
instrumenty. Yra dvi jungiklio pozicijos:

1. |: ljungta

2. O: I§jungta

4.2.2.2 Etiketés

Galinéje instrumento dalyje (9 iliustracija, nr. 3, 4, 5) esancios etiketés:

e Jungiklio ir prijungimo prie elektros tinklo etiketé. Si etiketé nurodo
pagrindinio jungiklio ir jungties prie elektros tinklo pozicijg. Daugiau
informacijos rasite 2.2 skyriuje.

o Elektrostatings ikrovos etiketé yra $alia junggiy (RS 232, USB ir LAN). Si
etikete jspéja apie elektrostatinés iSkrovos, kuri gali pakenkti instrumentui,
rizikg ir jspéja neliesti jungCiy smaigy rankomis, kad baty iSvengta
atsitiktinés iSkrovos. Daugiau informacijos rasite 2.2 skyriuje.

o Produkto etiketé: Si esanti etiket¢ nurodo DG Reader Net techning
informacijg, modelj, serijos numerj, pagaminimo datg, gamintojo
pavadinimg ir adresg bei teisine informacijg. Daugiau informacijos rasite
2.2 skyriuje.

4.2.2.3 ISoriniy prietaisy prijungimas

DG Reader Net turi 4 USB jungtis (9 iliustracija, nr. 8), 3 RS 232 jungtis (9
iliustracija, nr. 6) ir 2 LAN jungtis (9 iliustracija, nr. 7).

4.3 Instrumento perkélimas j kitg vietg ar
sandéliavimui

n ISPEJIMAS: I$pakuoti, supakuoti ar transportuoti DG Reader Net gali tik
Grifols techninio aptarnavimo atstovas.

n ISPEJIMAS: Prie$ transportavimg ar sandéliavima, instrumentas turi bati
nukenksminamas.

AN DEMESIO: Prie$ transportavimg ar sandéliavima, prietaisas turi bditi
supakuotas originalioje pakuotéje. Norédami instrumentg perkelti |
kitg vietg ar sandéliuoti, susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.
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5 |diegimas

Siame skyriuje pateikiama DG Reader Net jdiegimo informacija. Sig jrangg ir

jos priedus jdiegti gali tik Grifols techninio aptarnavimo atstovas.

5.1 Reikalavimai jdiegimui

ISPEJIMAS: Uztikrinkite, kad jranga ir jos maitinimo laidas nesiliesty
prie karsty pavirSiy.

ISPEJIMAS: Norint iSvengti elektros oko, instrumentas privalo biti
prijungtas prie jZeminto elektros lizdo.

DEMESIO: Nenaudokite instrumento nenurodytomis darbo sglygomis.

DEMESIO: Nelaikykite instrumento lauke.

DEMESIO: |diegti DG Reader Net ir atlikti nustatymus gali tik
kvalifikuotas technikas.

DEMESIO: Nelaikykite instrumento tokioje vietoje, kurioje bty
apribota prieiga prie instrumento jjungimo / iSjungimo jungiklio bei

44 dUdi dl <

maitinimo laido kistuko.

DEMESIO: Nelaikykite instrumento $alia vibracijos $altiniy, kurie
gali trikdyti instrumento darba.

P>

DEMESIO: Nelaikykite instrumento tokioje vietoje, kurioje bty apribota
prieiga prie instrumento priezitros procedury atlikimui.

DG Reader Net jdiegimo reikalavimai:

Darbo salygos turi atitikti 3.1 skyriuje pateiktas specifikacijas.

Instrumentas turi bati statomas ant maziausiai 8,5 kg iSlaikancio pagrindo,
uztikrinant maziausiai 286 mm (gylio) x 439 mm (plocio) x 406 mm
(aukscio) erdve.

Elektros energijos tiekimas turi atitikti energijos tiekimo reikalavimus,
pateikiamus 3.1 skyriuje.

Instrumentas turi bati statomas ant lygaus, horizontalaus ir stabilaus
pavirSiaus.
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6 DG Reader Net programinés jrangos
aprasymas

Siame skyriuje yra aprasoma DG Reader Net programiné jranga, jos funkcijos ir
savybés.

6.1 Programinés jrangos funkcijos ir savybés

DG Reader Net yra tiekiamas su integruota kompiuterizuota sistema, kurioje yra
jdiegta programiné jranga. Pagrindinés DG Reader Net programinés jrangos
funkcijos:

e Grifols gelio korteliy nuskaitymas.

o Patvirtinimas ir ataskaitos generavimas, jskaitant rezultaty eksportavimg j
LIS.

e Rezultaty iSsaugojimas duomeny bazéje.
Programinés jrangos savybés:

e Spalva koduota patogi naudoti sgsaja, kurios pagalba lengva suprasti
informacijg ir analize.

c DEMESIO: Sioje naudojimo instrukcijoje naudojamos profiliy, reagenty
ir rezultaty ekrano nuotraukos yra pateikiamos tik kaip pavyzdziai.

PASTABA: Sioje naudojimo instrukcijoje pateikta informacija yra
taikoma DG Reader Net programinés jrangos 1.0 ir vélesnéms
versijoms.

6.2 Programinés jrangos sasajos dalys
Programinés jrangos struktira pavaizduota 10 iliustracijoje. Struktdra:
e Nuolatiné Status juosta su praneSimo ir sistemos piktogramos.

¢ Nuolatiné General jrankiy juosta yra skirta Zenklinimui, narS§ymui, paieskai
ir kitiems veiksmams atlikti. General jrankiy juostos deSinéje esancios
piktogramos yra skirtos su programa susijusiems veiksmams atlikti.
Pavadinimas General jrankiy juostoje nurodo atvertg langg. Tai gali bati
programos pavadinimas, lango pavadinimas ar lango filtras.

e Turinio laukas yra pagrindinis programos langas. Turinio lange gali bati
antrinés jrankiy juostos, skirtos antriniams veiksmams.

e Bottom juosta gali bati pridedama papildomoms funkcijoms ar veiksmams.
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e Veiksmo klavi$ai gali bati pateikti kaip apvalus kIaviéas& i8kilus klavisas

iSskirta i$ jrankiy juostos ar staCiakampis
klaviSas Bottom juostoje. Jis nurodo vieng pasirinktg veiksma.

e Sidebar uzdengia kitus struktdrinius elementus ir gali bati prieinama
laikinai arba nustatyta kaip ilgalaikis ekrano elementas.

Status bar

General toolbar

Content canvas

lliustracija 10. Naudotojo sgsajos struktiira
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6.3 Programinés jrangos moduliy aprasymas

Po DG Reader Net inicijavimo, ekrane yra rodomas Main Menu langas (11
iliustracija).

DG Reader Net

lliustracija 11. Main Menu langas

Read mygtukas (nuskaitymo funkcijos prieiga).

(1)

(2) Pending Results mygtukas (laukianciy rezultaty funkcijos prieiga).

(3) Search Results mygtukas (duomeny bazés funkcijos prieiga).

(4) Agglutination Reading mygtukas.

(5) Status juosta.

(6) General jrankiy juosta.

(7) Settings meniu (nustatymy parink¢&iy prieiga; Sidebar meniu prieiga).

(8) Logout mygtukas.
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Main Menu ekrane yra prieiga prie trijy pagrindiniy programinés jrangos funkcijy:

e Reading funkcija: programinés jrangos dalis, skirta Grifols gelio korteliy
nuskaitymo proceso atlikimui. Taip pat méginio ID ir reagenty ID
identifikavimas, susiejant juos su specifinés Grifols gelio Kkortelés
nuskaitymu.

e Pending Results funkcija: programinés jrangos dalis, skirta rezultaty,
laukianciy eksportavimo (j LIS ir (ar) vidine duomeny baze), tvarkymui.
VirSutiniame deSiniajame mygtuko kampe raudona spalva yra rodomas
laukianciy rezultaty skaicius.

e Search Results funkcija: programinés jrangos dalis, skirta iSpléstinei DG
Reader Net saugomy rezultaty paieskai. Visus rezultatus gali iSsamiai
perzitréti, atspausdinti ir (ar) eksportuoti j LIS.

Be to, suteikiama prieiga prie:

e Agglutination Reading parinkties. Grifols gelio kortelés agliutinacijos
laipsnio nuskaitymas, nesusiejant méginio ir reagenty ID ar
interpretacijos.

e Settings meniu: parinktis, esanti General jrankiy juostoje, suteikia prieigg
prie DG Reader Net nustatymy ir konfigGracijos.

e Logout mygtuko: Si parinktis naudojama esamo naudotojo iSregistravimui
i§ sistemos. Si parinktis yra naudinga, kuomet naudotojas nebenaudoja
DG Reader Net, taCiau nori palikti jjungtg programa. Norint toliau testi
darbg, programa pareikalaus jradyti naudotojo vardg ir slaptazod;.

e Status juosta: Sioje juostoje pateikiama bendra DG Reader Net ir
prisiregistravusio naudotojo informacija.

6.3.1 Status juosta

Status juostoje rodoma:

e Prisiregistraves naudotojas ir laikas.

e Valandos.

e Prisijungimas prie Wi-Fi.

e Prisijungimas prie LIS (jei sukonfigdruota).
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3 lentelé. Status juostos informacija

supervisor Prisiregistraves naudotojas

o Paskutinio prisiregistravimo laikas

logged in at 10.5¢

Prisijungimas prie Wi-Fi

12:51 Valandos

n Rodoma, jog prisijungimas prie LIS yra

jgalintas, taCiau neprieinamas. Tokiu
atveju, visa Status juosta yra rodoma
raudona spalva.

6.4 Standby rezimas

DG Reader Net yra galimas parengties rezimas, jei instrumentas néra
naudojamas ilgesnj laikg, taip taupant elektros energijg.

Norédami jjungti parengties rezimg, atlikite Siuos veiksmus:
1. IS laikiklio iSimkite Grifols gelio kortele (jei ji yra).

2. Paspauskite Power mygtukg (6 iliustracija, nr. 4).

3. Patvirtinimui paspauskite Standby mygtuka.

Norédami vél jjungti normaly darbinj rezimg, paspauskite mygtukg Power ar
palieskite lieCiamajj ekrang ir jrasykite naudotojo paskyros pavadinimg bei
slaptazod;.

6.5 Virtuali klaviatira

Programiné jranga automatiSkai rodo virtualig klaviatlrg, kuria naudotojas
jraSo raidinius ir skaitinius simbolius sgsajos laukeliuose, rankiniu budu
identifikuoja méginj ar operatoriy. Paspaudus bet kurj redaguojamg lie€iamojo
ekrano laukelj, bus rodoma virtuali klaviatdra.
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7 Darbo procediira

Tolimesniuose skyriuose pateikiama DG Reader Net naudojimo informacija.

7.1 DG Reader Net jjungimas

|sitikinkite, kad skaitytuvas yra prijungtas prie elektros tiekimo lizdo, o jjungimo /
iSjungimo jungiklis yra ties jjungimo pozicija (9 iliustracija, nr. 1).

1.
2.

4,

Paspauskite Start mygtukg (6 iliustracija, nr. 4).

Start klaviSas pradés Sviesti mélynai ir inicijuosis Windows operaciné
sistema.

Atsidariusio Access Control lango laukeliuose Username ir Password
jradykite naudotojo paskyros pavadinimg ir slaptazod,.

Paspauskite Login, kad prisiregistruotuméte programoje.

DG Reader Net inicijuosis ir automatiSkai atliks savipatikros testg. Jei
savipatikros testas yra sekmingas, ekrane bus rodomas Main Menu langas
(11 iliustracija). DG Reader Net yra paruostas naudojimui.

PASTABA: Operatorius turés tik prie jo profiliui sukonfiglruotg

prieigg prie parink¢iy. ISsamesné informacija pateikta 11.3 skyriuje.

PASTABA: Jei savipatikros testas yra nesékmingas, skaitykite 13

skyriy.
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7.2 Nuskaitymo atlikimas

Norédami inicijuoti Grifols gelio kortelés nuskaityma, atlikite ekrane pateiktus
veiksmus:

1. Grifols gelio kortele jstatykite | laikiklj (6 iliustracija, nr. 2), kaip
pavaizduota 12 iliustracijoje. Atkreipkite démesj, kad, jstaCius kortele j
laikiklj, Grifols gelio kortelés priekiné etiketé turi bdti matoma. Tinkamai
jstacius Grifols gelio kortele j laikiklj, taip pat turi bati matomos dvi baltos
laikiklio linijos.

lliustracija 12. Grifols gelio kortelés padétis laikiklyje

2. Paspauskite mygtukg Read, esantj Main Menu lange (11 iliustracija, nr.
1) arba laikiklj jstumkite 12 iliustracijoje nurodyta kryptimi, kad
inicijuotuméte nuskaityma.

DG Reader Net identifikuoja ir apdoroja Grifols gelio kortelés Sulinéliy vaizda.
Skaitytuvas nustato reakcijos agliutinacijos laipsnj ir pritaiko reikiamus
algoritmus tikslaus rezultato uztikrinimui.

Po vaizdo nuskaitymo, programiné DG Reader Net jranga pereina prie profilio
priskyrimo ir méginio bei reagento identifikavimo etapy. Priskyrimo proceso
metu, Grifols gelio kortelé iSlieka priskyrimo pozicijoje (13 iliustracija).

3. Pasirinkite profilj, kurj norite priskirti Grifols gelio kortelés Sulinéliams. Bus
rodomi tik nuskaitytai kortelei galimi profiliai. ISsami informacija pateikta 8
skyriuje.

PASTABA: Jei nuskaitytai Grifols gelio kortelei yra galimas tik
vienas profilis, jis bus priskirtas tiesiogiai. Prireikus iSsamesnés
informacijos apie galimus profilius, susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.
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4,  Méginio braksninis kodas turi bati atsuktas j iSorinio brakSniniy kody
skaitytuvo nuskaitymo spindulj (6 iliustracija, nr. 3), kaip pavaizduota
programinés jrangos sgsajoje (7 iliustracija).

DG Reader Net identifikavus méginj, pasigirs garsinis signalas (pypteléjimas).

Tuomet galite pereiti prie kito etapo.

Jei skaitytuvas negali méginio identifikuoti automatiskai, meéginys turi bati
identifikuojamas rankiniu bddu. Méginio identifikavimas klaviatira apraSytas
8.2.1 skyriuje.

5. Reagento brikSninis kodas turi bati atsuktas j iSorinio brikSniniy kody
skaitytuvo nuskaitymo spindulj, kaip pavaizduota 8 iliustracijoje.

Jei reagentai buvo identifikuoti anksCiau, DG Reader Net leis naudoti anksCiau
identifikuotus reagentus arba identifikuoti naujg partija.

e Jei ekrane rodoma reagenty partijos informacija sutampa su naudojamo
reagento informacija, paspauskite Keep Vials mygtuka.

e Jeireagento informacija nesutampa su anksciau identifikuoty reagenty
informacija, atlikite 5 punkte apraSytus reagento identifikavimo veiksmus.

DEMESIO: Norint uztikrinti visikg atsekamuma, bitina aktyvuoti

A Reagents Traceability parinkti. Naudotojas yra atsakingas dél
tinkamo reagenty partijos identifikavimo kiekvieno nuskaitymo
proceso metu.

PASTABA: Reagents Traceability parinkij galima iSjungti. ISsamesné
informacija pateikta 11.2.1.3 skyriuje.

Perzidrékite santraukg ir priskyrimo proceso uzbaigimui paspauskite mygtukg
DONE (iSsamesné informacija pateikta 8 skyriuje). Jei norite atSaukti kortelés
priskyrimg neiSsaugant duomeny, paspauskite mygtukg Discard, esant]
Bottom juostoje.

PASTABA: Jei pasirinkote Discard parinkt;j:
e Grifols gelio kortelés priskyrimas nebus iSsaugotas.

e Meéginio ir reagenty susiejimas su Grifols gelio kortele nebus
iSsaugotas.
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Paspaudus mygtukg DONE, DG Reader Net:

6.

GraZina Grifols gelio kortele.
Rodo priskirto profilio Profile Result langa.
Rezultaty perzidra ir patvirtinimas:

Kiekvieno Sulinélio dugne, DG Reader Net pateikia sillomg agliutinacijos
laipsnj. Nuskaitymas gali bati klasifikuojamas pagal Sias kategorijas:

¢ NormalUs rezultatai: DG Reader Net programinés jrangos nuskaitymo
rezultatai pateikiami kartu su agliutinacijos laipsniu ir interpretacija.

e |Simtiniai rezultatai: Rezultatai, kuriems DG Reader Net negaléjo
nustatyti agliutinacijos laipsnio arba kuriy nepavyko interpretuoti.

ISsami informacija pateikta 9 skyriuje.

PASTABA: ISimtinius rezultatus patvirtinti gali tik atitinkamas

teises turintis operatorius. Daugiau informacijos rasite 11.3 skyriuje.

PASTABA: DG Reader Net gautg agliutinacijos laipsnj galima

modifikuoti. Daugiau informacijos rasite 9.4 skyriuje.

7.2.1 Agliutinacijos nuskaitymo atlikimas

Agglutination Reading parinktis suteikia galimybe agliutinacijos laipsnj
nustatyti kiekviename mikromeégintuvelyje neatliekant priskyrimo proceso.

Norédami inicijuoti Grifols gelio kortelés agliutinacijos nuskaityma, atlikite ekrane
pateiktus veiksmus:

1.

Grifols gelio kortele jstatykite | laikiklj (6 iliustracija, nr. 2), kaip
pavaizduota 12 iliustracijoje. Atkreipkite démesj, kad, jstacius kortele j
laikiklj, Grifols gelio kortelés priekiné etiketé turi bati matoma. Tinkamai
jstacius Grifols gelio kortele j laikiklj, taip pat turi bati matomos dvi baltos
laikiklio linijos.

Paspauskite mygtukg Agglutination Reading, esantj Main Menu lange
(11 iliustracija, nr. 4).

DG Reader Net identifikuoja ir apdoroja Grifols gelio kortelés Sulinéliy vaizda.
Skaitytuvas nustato reakcijos agliutinacijos laipsn;.
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PASTABA: Agglutination Reading parinktis nesuteikia galimybés

iSsaugoti nuskaitymo, priskirti profilio, méginio ar reagenty.
Norédami iSsaugoti nuskaitymg, naudokite Reading parinktj (zr. 7.2
skyriy).

7.3 Instrumento iSjungimas
Norédami iSjungti DG Reader Net, atlikite Siuos veiksmus:

1
2.
3.
4

IS laikiklio iSimkite Grifols gelio kortele (jei ji yra).
Paspauskite Power mygtuka (6 iliustracija, nr. 4).
Patvirtinimui paspauskite Shutdown mygtuka.
Palaukite, kol instrumentas pilnai iSsijungs.

PASTABA: Perzitrekite Grifols gelio korteles, kurioms yra priskirti

iSimtiniai rezultatai (zr. 9.2 skyriy).
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8 Grifols gelio kortelés priskyrimas

Siame skyriuje pateikiamas profilio, méginio ID ir reagenty ID priskyrimo
Grifols gelio kortelei proceso apraSymas.

8.1 Profilio priskyrimas

| DG Reader Net jdéjus Grifols gelio kortele nuskaitymo proceso inicijavimui
(zr. 7.2 skyriy), DG Reader Net identifikuoja Grifols gelio kortele pagal jos
briksninj kodg, nuskaito kiekvieno mikromégintuvélio agliutinacijos laipsnj ir
transportuoja Grifols gelio kortele j priskyrimo pozicijg (13 iliustracija).

lliustracija 13. Skaitytuvo laikiklio priskyrimo pozicija

N PASTABA: Kuomet Grifols gelio kortelé yra priskyrimo pozicijoje,
jos iSimti negalima, kadangi batina atlikti kitus tyrimo priskyrimo
etapus.
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User (Logged inat11:15)

Reading

Profile

Select a profile -

DG Gel Neutral

7135057190180110451
& 01801

B 31-052019

DISCARD ( B S

lliustracija 14. Profilio priskyrimo langas

1. Soninéje juostoje yra pateikiamas galimy profiliy sgrasas nuskaitytai Grifols
gelio kortelei (14 iliustracija).

2. Pagal pradinj nustatyma, profilio priskyrimas yra pradedamas nuo pirmojo
mikromégintuvélio (zr. 14 iliustracijg). Pasirinkus profilj, visi profilio
mikromégintuvéliai bus priskiriami nuosekliai.

PASTABA: Kai kurioms Grifols gelio korteléms galima modifikuoti
automatiSkai priskirtus mikromégintuvélius. Norint tai padaryti, profilio
priskyrimui pasirinkite pirmajj Sulinél].

3. DG Reader Net programinés jrangos sgsajoje bus rodomas kitas etapas -
méginio ID priskyrimas (i8sami informacija pateikta 8.2 skyriuje).
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PASTABA: Jei profilis néra galimas, susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

[E

PASTABA: Jei jdétai Grifols gelio kortelei yra galimas tik vienas
profilis, jis bus priskirtas tiesiogiai.

PASTABA: Visus vieno profilio tyrimus DG Reader Net programiné
jranga priskiria nuosekliai.

) | o)

PASTABA: Jei yra priskyrimo laukianiy mikromégintuveéliy,
programiné jranga rodys Assignment langa, kol nebus paspaustas
Release Card mygtukas. Atlikus pasirinkimg, bus rodomas
informacijos santraukos langas (zr. 8.4 skyriy).

[

8.1.1 Mikromégintuvéliy busena

Profile Assignment lange (14 iliustracija), mikromégintuvéliai yra rodomi
pagal jy bisena.

4 lentelé. Mikromégintuvéliy basena

1 2 3 4 5 6
AHG AHG AHG AHG AHG
4 4 4-

(1) DG Reader Net nepavyko apdoroti §io mikromégintuvélio vaizdo. Vaizdas
néra galimas.

(2) Mikromégintuvélis priskirtas ankstesniam nuskaitymui.
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(3) Vyksta priskyrimo procesas.

(4) Meégintuvélis laukia priskyrimo.

(5) Priskirto profilio uzbaigimui triksta priemoniy.

(6) Siam mikromégintuvéliui nejmanoma priskirti pasirinkto profilio (Zr. 18 skyriy).

8.1.2 Kryzminio suderinamumo profiliai
Norédami priskirti kryzminio suderinamumo profilj, atlikite Siuos veiksmus:

1. Profile Assignment ekrano Soninéje juostoje pasirinkite Xmatch profilj (14
iliustracija).

2. Soninéje juostoje jradykite donory skaiiy recipientui (15 iliustracija).

User (Loggedinat 11:15)

Reading

Profile
Select a profile

Xmatch (Neutral) ¥

3

N N N N N

X1 X2 X3

DG Gel Neutral

713505190180110451
E3 01801
2 31052019

DISCARD UNDO

lliustracija 15. KryZminio suderinamumo profilio priskyrimas
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DG Reader Net parySkins kryzminio suderinamumo profiliui priskirtus
mikromégintuvélius pagal jradytg donory skaiciy (16 iliustracija).

3. Recipiento brukSninis kodas turi bati atsuktas j iSorinio brdkSniniy kody
skaitytuvo nuskaitymo spindulj (6 iliustracija, nr. 3), kaip pavaizduota
programinés jrangos sasajoje (7 iliustracija). Priskirtas recipiento ID yra
rodomas priskirto mikromégintuvélio virSuje.

4. Donoro bruoksninis kodas turi bati atsuktas | iSorinio brukSniniy kody
skaitytuvo nuskaitymo spindulj (6 iliustracija, nr. 3) (ta pacia tvarka, kaip ir
Grifols gelio kortelés kryzminio suderinamumo tyrimui), kaip pavaizduota
programinés jrangos sgsajoje. Priskirti donory ID yra rodomi Soninéje
juostoje (16 iliustracija).

Po donory ID identifikavimo, ekrane bus rodomas reagenty ID priskyrimo
etapas, po kurio yra vykdomas nuskaitymo procesas (zr. 8.3 skyriy).

User (Logged inat 12:25) 1227

Reading

Profile

DISCARD UNDO A £

lliustracija 16. Donory priskyrimas kryZzminio suderinamumo profilyje
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8.1.3 Naudojant daugiau nei vieng Grifols gelio kortele vienam
profiliui

Jei pasirinktam profiliui nepakanka mikromégintuvéliy, profilio uzpildymui DG

Reader Net programiné jranga leidzia nuskaityti daugiau Grifols gelio korteliy:

1. Pasirinkus profilj, DG Reader Net programiné jranga rodo naujos Grifols
gelio kortelés mikromégintuvélius, reikalingus profilio uzpildymui.

2. ldentifikuokite méginj (zr. 8.2 skyriy).

3. ldentifikuokite reagentus (zr. 8.3 skyriy).

DG Reader Net leidzia pateikti naujg Grifols gelio kortele, Soninéje juostoje

nurodant jos pozicijg laikiklyje (17 iliustracija).

4. ] laikiklj jstatykite naujg Grifols gelio kortele ir paspauskite Soninéje
juostoje esantj mygtukg Read arba jstumkite laikiklj 12 iliustracijoje
pavaizduota kryptimi, kad inicijuotuméte nuskaityma.

5. Dar kartg identifikuokite méginj. DG Reader Net patikrins, ar tai tas pats,
anksciau identifikuotas méginys.

Priskyrimo procesg teskite, kaip aprasyta 8.1 skyriuje.

User (Logged in at 12:39) 12:46

Reading

Read

= AR

DISCARD UNDO 7 ARD

lliustracija 17. Profilio priskyrimas dviem Grifols gelio korteléms
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8.2 Méginio identifikacija
Norédami j sistemg jradyti méginio ID, atlikite Siuos veiksmus:

1. Méginio brikSninis kodas turi bati atsuktas j iSorinio brak3niniy kody
skaitytuvo nuskaitymo spindulj (6 iliustracija, nr. 3), kaip pavaizduota
programinés jrangos sgsajoje (7 iliustracija).

2. DG Reader Net identifikavus méginj, pasigirs garsinis signalas
(pypteléjimas). Tuomet galite pereiti prie reagenty identifikavimo etapo.

PASTABA: Po méginio identifikavimo, priskirto profilio redaguoti
nebegalima.

PASTABA: Jei jradéte netinkamag méginio ID, paspauskite klavisg
UNDQO ir jraSykite tinkama.

Jei skaitytuvas negali méginio identifikuoti automatiskai, méginys turi bati
identifikuojamas rankiniu bddu. Méginio identifikavimas klaviatira aprasytas
8.2.1 skyriuje.

DEMESIO: Naudotojas yra atsakingas dél tinkamo méginio susiejimo
c su atitinkamais Grifols gelio kortelés Sulinéliais. Teigiamos
identifikacijos néra.

ﬁ DEMESIO: Zemiau i$vardinty méginiy naudojimas gali jtakoti klaidingg
nuskaitymg méginiy analizés metu. Nenaudokite Siy méginiy:

e Hemolizuoty, lipeminiy ar ikteriSky méginiy.
e  Drumsty méginiy.
e Meéginiy, kuriuose yra fibrino ar daleliy.

A DEMESIO: Laboratorijos rezultaty ir jy interpretacijos patikimumas

labai priklauso nuo meginiy kokybés. Todél yra badtina méginius

tvarkyti tinkamai - nuo jy paémimo momento iki apdorojimo.
Laikykités Grifols gelio korteliy naudojimo instrukcijy.

identifikavimo metu, rekomenduojama naudoti kontrolinés sumos

brik$ninius kodus, pvz. 128 code briksninius kodus.

DEMESIO: Briksniniy kody nuskaitymo metu neuzdenkite briksniniy
kody skaitytuvo.

c DEMESIO: Norint uztikrinti maksimaly patikimumg méginiy

DG Reader Net Naudojimo instrukcija 8-7
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PASTABA: Méginio identifikavimo metu procesg galima atSaukti,
paspaudus ekrano apacioje esantj mygtukg Discard. Tokiu atveju,
Grifols gelio kortelés informacija nebus iSsaugota, o Pending
Results lange rezultatai nebus rodomi.

8.2.1 Meéginiy identifikavimas rankiniu budu

Jei nejmanoma identifikuoti méginiy naudojant brak3niniy kody skaitytuva,
programiné jranga pasitlys méginius identifikuoti rankiniu budu, naudojantis
virtualia klaviatdra.

Norédami rankiniu badu identifikuoti méginj, atlikite Siuos veiksmus:

1. Méginio ID jra8ymo etape paspauskite .

2. Naudodamiesi klaviattra (palietus laukelj, ji ekrane atsiras automatiskai),
jra8ykite méginio ID.

3. Patvirtinimui paspauskite OK.

4. Patvirtinkite rankiniu badu jradytg méginio ID dar karta jj jraSydami.

DEMESIO: Dél 2mogaus klaidos priskiriant briksninj kodg Grifols

A gelio kortelei ar bruk3ninj kodg jrasant rankiniu bddu naudojantis
klaviatira, rezultatai gali bGti klaidingai priskiriami netinkamam
meginio ID. Naudotojas privalo uztikrinti jraSomy briksninio kodo
duomeny tiksluma.

é DEMESIO: Rankinis méginiy identifikavimas didina netinkamo
méginiy identifikavimo rizika.

8.3 Reagento identifikacija
Norédami j sistemg jradyti reagenty informacijg, atlikite Siuos veiksmus:

1. Reagento bruksninis kodas turi bati atsuktas j iSorinio brikSniniy kody
skaitytuvo nuskaitymo spindulj (6 iliustracija, nr. 3), kaip pavaizduota
programinés jrangos sgsajoje (8 iliustracija).

2. DG Reader Net identifikavus reagento buteliuka, pasigirs garsinis
signalas (pypteléjimas). JraSius visy reagenty informacijg, programiné
jranga pereis prie priskyrimo santraukos etapo (zr. 8.4 skyriy).

8-8 DG Reader Net Naudojimo instrukcija
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Jei reagentai yra identifikuoti pirmg kartg, DG Reader Net leis iSsaugoti
buteliuky informacijg arba identifikuoti naujus kitam nuskaitymui:

e Jei ekrane rodoma reagenty partijos informacija sutampa su naudojamo
reagento informacija, paspauskite Keep Vials mygtuka.

e Jei naudosite naujus reagentus, kuriy néra sistemoje, juos identifikuokite
laikydamiesi auk3Ciau aprasytos proceduros.

DEMESIO: Jsitikinkite, jog Grifols gelio korteliy, skiediklio ir reagenty
galiojimo laikas néra pasibaiges ir, naudojant, laikykités atitinkamy
naudojimo instrukcijy.

DEMESIO: Skiediklio ir reagenty talpos turi bati sausos, o jy
brak$niniy kody etiketés nepazeistos, kad jas baty galima nuskaityti

iSoriniu brak$niniy kody skaitytuvu.

DEMESIO: Grifols neprisiims jokios atsakomybés, jei su sistema
bus naudojami ne Grifols reagentai.

DEMESIO: Norint uztikrinti visiskg atsekamumag, bdtina aktyvuoti
Reagents Traceability parinktj. Naudotojas yra atsakingas dél
tinkamo reagenty partijos identifikavimo kiekvieno nuskaitymo
proceso metu.

> B BB P

DEMESIO: Briksniniy kody nuskaitymo metu neuzdenkite briksniniy
kody skaitytuvo.

PASTABA: Jei norite atSaukti profilio priskyrimo procesa,
paspauskite mygtukg UNDO.

[E

PASTABA: Reagenty identifikavimo metu procesg galima atSaukti,
paspaudus ekrano apacioje esantj mygtukg Discard. Tokiu atveju,
Grifols gelio kortelés informacija nebus iSsaugota, o Pending
Results lange rezultatai nebus rodomi.

[E

Jei skaitytuvas reagenty briksniniy kody negali identifikuoti automatiskai, jie
turi  bdti identifikuojami rankiniu bddu. Brdk$ninius kodus jrasykite
naudodamiesi klaviatira.

C DEMESIO: Rankiniu badu netinkamai jrasius braksninius kodus,
galima klaidinga atsekamumo informacija. Naudotojas privalo
uztikrinti rankiniu badu jraSomy bruksninio kodo duomeny tiksluma.
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8.4 Priskyrimo santrauka

Baigus priskyrimo procesag, priskirty profiliy santrauka yra rodoma Soninéje
juostoje (18 iliustracija).

Pries baigiant priskyrimo procesg:

1. Perzidrékite, ar priskirti méginiy ID yra teisingi.

2. Perziurékite, ar priskirty reagenty informacija yra teisinga.

3. Norint uzbaigti priskyrimo procesa, paspauskite mygtukg DONE.

Po Siy etapy, DG Reader Net programinéje jrangoje bus rodomas Profile
Result ekranas.

User (Logged in at 13:25)

Reading

Summary

Review summary Information and press DONE to
continue.

Sample ID: 7135051901807110449 #° _?9
Profile: 3 Screen (Neutral) P
Reagent: é”

Serascan Diana 3 ¥ SR e

1:713505190180110443
=
K
< E '
L} 1]

I1:713505190180110443
Hi: 713505190180110449

DG Gel Neutral
713505190180110451
[= ROkl

8 31052019

lliustracija 18. Priskyrimo santrauka
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Jei méginio ar reagento ID yra neteisingas, programiné jranga leis jj modifikuoti,
jei paspauskite Salia bruksninio kodo esantj klavisg
ID
ir pereisite prie méginio ID ar reagenty identifikavimo proceso (zr. 8.2 ir
8.3 skyrius).

Modifikuota informacija bus rodoma su f piktograma.

c DEMESIO: Rankiniu bidu netinkamai jrasius braksninius kodus,
galima klaidinga atsekamumo informacija. Naudotojas privalo
uztikrinti rankiniu badu jraSomy briksninio kodo duomeny tiksluma.

PASTABA: Profile Results ekrane profilio, méginio ID, ar reagenty
informacijos, priskirtos Grifols gelio kortelei modifikuoti negalima.

DG Reader Net Naudojimo instrukcija 8-11
# 3054707



Grifols gelio kortelés priskyrimas
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9 Rezultaty perziira ir patvirtinimas

Siame skyriuje pateikta informacija apie Pending Results ekrana, rezultaty
perzidra, patvirtinimg, modifikavimg, atmetima, eksportavimg, atspausdinimg
ir iSsaugojima.

9.1 Pending Results ekrano apzvalga

Programiné jranga pateikia detalig tyrimo rezultaty analize ir leidZia perZitréti
kiekvieno tyrimo vaizdg, reakcijos laipsnj ir interpretacijg.

Interpretacijai yra naudojami kiekvieno mikromégintuvélio rezultatai.

Norédami atverti Pending Results langg (19 iliustracija), kuriame pateikiami
apdoroti, bet kol kas neeksportuoti profiliai, paspauskite Pending Results
mygtukg, esantj Main Menu lange (11 iliustracija, nr. 2).

uses  (Logged in at 13:34)
1 Selected
@ Sampla ID @ Pmﬁ!g@ Rg;utg@) Status @ Date +®
=
\:‘ 7135051001801 10482 3 Screen (Neutral) AbScr§ Droubttal ‘L ‘-':I|I.!., r'-'--.':-I "'f'e
7130081571130145641 Auto-Control (AHG} ACC Neg f:rg;‘& fg;;g'!" )
I . SRR B Ant Lua Neg Pending 00112018
[0 73oes19naoases) LuaLub Antigen (AHG)MGD) s Neg N e

I ——©

lliustracija 19. Pending Results langas

(1) Select All mygtukas: pasirenkami visi Pending Results sgrase rodomi
rezultatai. Rezultatus galima pasirinkti ir individualiai. Su pasirinktais
rezultatais galima atlikti Siuos veiksmus: perziaréti rezultaty informacija,
patvirtinti, atspausdinti ir eksportuoti.
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(2) Meéginio identifikacija:

Manual ID piktograma reiskia, kad identifikacija buvo atlikta
m rankiniu badu, naudojant virtualig klaviatira.

/ Modified Results piktograma reiSkia, kad vienas ar daugiau
vieno profilio rezultaty buvo modifikuotas.

Donor ID piktograma reiSkia, kad susijes méginio ID atitinka
@ donoro ID kryZzminio suderinamumo profilyje.

(3) Profile: méginiams atlikti tyrimai.

(4) Results: klinikinés svarbos rezultatai, gauti atsizvelgiant j mikromégintuvéliy
reakcijos laipsnj atlikto tyrimo metu.

(5) Status: Pending Validation ar Validated blsena. Daugiau informacijos
rasite 9.2.1.1 skyriuje.

(6) Date: profilio tyrimo nuskaitymo data ir laikas.
(7) Action mygtukai: Zr. lentele Zemiau.

Sioje lenteléje pateikiamas piktogramy aprasymas.
Mygtuky aprasymas

Export All: patvirtinus rezultatus, jie gali bati eksportuojami j LIS ir
(ar) DG Reader Net duomeny baze. Po rezultaty eksportavimo, jie
nebebus rodomi Pending Results lange. Rezultatus galima
perzitréti pasinaudojus Search Results funkcija (zr. 10 skyriy). Si
piktograma atsiranda pasirinkus rezultatus.

E

Print All: pasirinkty rezultaty ataskaitos spausdinimas. Galimi trys
skirtingi ataskaity tipai. Daugiau informacijos rasite 9.7 skyriuje. Si
piktograma atsiranda pasirinkus rezultatus.

Validate All: naudotojas (turintis tam tikras teises) gali patvirtinti
visus pasirinktus rezultatus. Galima patvirtinti tik pilkai rodomus
rezultatus (rezultatus, kurie laukia patvirtinimo, ne iSimtinius
rezultatus). Si piktograma atsiranda pasirinkus rezultatus.

Cancel Validated Results: Si parinktis leidzia atSaukti pasirinkty
rezultaty patvirtinimg. Si piktograma atsiranda pasirinkus rezultatus.

E N E
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langas. Daugiau informacijos rasite 9.2 skyriuje. Si piktograma

a Review: paspaudus $j mygtuka, bus rodomas Profile Result

atsiranda pasirinkus rezultatus.

9.2 Reazultaty perziara
Rezultatai yra klasifikuojami pagal dvi kategorijas:

Normalus rezultatai: Rezultatavi, kuriuos programiné jranga interpretavo
ir pateiké galutinius rezultatus. Zr. 9.3.1. skyriy.

ISimtiniai rezultatai: Pateikiami tada, kuomet programiné jranga negaléjo
interpretuoti rezultaty. Zr. 9.3.2. skyriy.

é DEMESIO: Patvirtinimo etape tvirtinant rezultatus, batina atsizvelgti
]

meéginio bukle bei papildomg klinikine informacijg. Méginio
tinkamumas turi bati patvirtintas pries rezultato patvirtinima.

PASTABA: ISimtinius rezultatus (specialiuosius rezultatus,

rezultatus su tam tikrais zZymeéjimais, jvykiais ir netikslumais)
patvirtinti gali tik atitinkamas teises turintis operatorius. Daugiau
informacijos rasite 11.3.2 skyriuje.

9.2.1 ISsami profilio rezultato informacija

Norédami perzidréti detalig rezultaty informacija, paspauskite tiesiai ant
Pending Result?_ange rodomo rezultato arba paspauskite Select mygtukg ir

Review mygtukg E (19 iliustracija, nr. 8).

Atsidarys Profile Result langas (20 iliustracija), kuriame bus pateikta visa su
profilio  tyrimais  susijusi informacija, jskaitant kiekvieno  tyrimo
mikromégintuvéliy vaizdus, interpretacijg ir galimas klaidas bei susijusius
jvykius.
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lliustracija 20. Profile Result langas (pavyzdys)

(1) Navigacijos mygtukai: suteikia galimybe nar8yti tarp skirtingy profiliy

rezultaty.
(2) Busena: Zr. 9.2.1.1. skyriy.
(3) Atsekamumo klaviSas.
(4) Spausdinimo mygtukas.
(5) Meéginio ID informacija.
(6) Pasirinkto tyrimo gelio kortelés mikromeégintuvéliy vaizdas, reakcijos

laipsnio informacija bei rezultato interpretacija.
7
8
9
10) Nuskaitymo laikas ir data.

(7) Atmetimo ir patvirtinimo mygtukai.
(8) Komentary laukelis.

(9) Uzdarymo mygtukas.

(

(11) Profilio ir tyrimo informacija.

(12) Tyrimy rezultatai.

Po kiekvienu mikromégintuvélio vaizdu yra pateikiamas DG Reader Net
programinés jrangos nustatytas reakcijos laipsnis (20 iliustracija, nr. 6).
Reakcijos laipsnio vaizdo pavyzdZziai pateikti 5 lenteléje ir 21 iliustracijoje.
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5 lentelé. Reakcijos laipsniai

REZULTATAS| REAKCIJOS | APRASYMAS
LAIPSNIS
Negative 0 Aiskiai apibréztos neagliutinavusios eritrocity
(neigiamas) Igstelés Sulinélio dugne, aiSkiai matomy
agliutinavusiy lgsteliy Sulinélyje néra.
Doubtful ? Pagal algoritmg nejmanoma nuspresti tarp “-”

(abejotinas)

ir “+/-". Toks rezultatas yra pateikiamas kaip
Special Result (ypatingas / specialusis
rezultatas) (zr. zemiau) ir turi bati perzidrétas
bei patvirtintas rankiniu badu. Taip gali
atsitikti dél labai maZzo eritrocity kiekio
Sulinélyje arba artefakty, tokiy kaip
burbuliukai ar dalelés gelyje.

Vos matomi mazi agliutinavusiy lasteliy
gniutuléliai apatinéje Sulinélio dalyje ir
neagliutinavusios Igstelés dugne. Toks
rezultatas yra pateikiamas kaip Special
Result (ypatingas / specialusis rezultatas)
(zr. zemiau) ir turi bati perzidrétas bei
patvirtintas rankiniu badu.

Positive
(teigiamas)

1+

Mazi agliutinavusiy Igsteliy gniutuléliai,
dazniausiai apatinéje Sulinélio dalyje. Gelio
Sulinélio dugne taip pat gali bati matomas
mazas gniutulélis.

2+

Mazi ar vidutinio dydzZio agliutinavusiy lgsteliy
gniutuléliai visame gelio Sulinélyje. Gelio
Sulinélio dugne taip pat gali biti matomos
kelios neagliutinavusios Igstelés.

3+

Vidutinio dydzZio agliutinavusiy Igsteliy
gniutuléliai virSutinéje gelio Sulinélio dalyje.

4+

Aiskiai apibréZta agliutinavusiy eritrocity
juosta virSutinéje gelio Sulinélio dalyje.
Zemiau juostos gali bati matomos kelios
agliutinavusios lgstelés.

Double
Population
(dviguba
populiacija)

DP

Eritrocity juosta virSutinéje gelio Sulinélio
dalyje arba pasklidusi po visg Sulinélj ir
gniutulélis Sulinélio dugne.
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14 2+ 3+

lliustracija 21. Reakcijos laipsniy pavyzdys

4+ op

PASTABA: Jei programiné jranga negali priskirti jokio ankstesnio

rezultato mikromeégintuvéliui, bus pateikiamas ,Not Determined
Result (NR)* (nenustatyta) rezultatas.

Po reakcijos laipsnio mikromégintuvéliuose nustatymo, DG Reader Net
programiné jranga pritaiko matematinj algoritma, interpretuoja rezultatus ir
atlieka jvertinima.

9.2.1.1 Nuskaitymo biusena

Profile Result ekrane (20 iliustracija) realiuoju laiku yra atnaujinama
nuskaitymo blsena. Busena yra indikuojama pagal spalvinj kodg. Nuskaitymo
proceso busenos:

SPALVA | BUSENA APRASYMAS
Pilka Nuskaitymas baigtas, laukiama
FENDINGVACIDATION rezultaty patvirtinimo.
Zalia Nuskaitymas baigtas, rezultatai
cellier patvirtinti, laukiama rezultaty
eksportavimo j LIS ir (ar)
duomeny baze.
Sviesiai Naudotojas atmeté nuskaitymag.
. REJECTED
pilka
9-6
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SPALVA

BUSENA

APRASYMAS

Raudona

EXCEPTIONAL RESULTS ISimtiniai rezultatai.
Nuskaitymas yra baigtas, taciau

programiné jranga negali pateikti
interpretacijos dél nuskaitymo
metu jvykusiy tam tikry jvykiuy,
rezultatai yra prieStaringi arba
reikia perzitreti specialiuosius
rezultatus, patvirtinti ir (ar)
modifikuoti jvykj. Daugiau
informacijos rasite 9.3.2 skyriuje.

9.2.2 Atsekamumo perziaros informacija
Norédami perziaréti informacija, susijusig su tyrimo ir méginio atsekamumu,

paspauskite mygtukg Traceability n , esantj Profile Result lange.
Atsidarys Test Traceability Information langas (22 iliustracija), kuriame
bus pateikta visa su tyrimo atsekamumu susijusi informacija:

Status @ 54 a @ © =
: Pending Validation 171217163570 Badams A ? + WA 163500 Badams 0—@
Exported Validated 171217 16:36:05 Badams [+11 ? 1712117163605 Badams
0 e 3 i 2
Reagent1  1050450091601000148 5000 1711217 Card1  10S04500871601000148 007 17T
@—' ReageniZ  1050450091601000148 009 17712M7 Card 2 500971601000148 007 1IN

Reagent 3 1050450091601000148 s008  1IM2NT Card 3 1050450091601000148 1007 wheny

lliustracija 22. Rezultato atsekamumo informacija (pavyzdys)
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Back mygtukas: grjSite | Profile Result langa.
Méginio ID informacija.

Tyrimo vykdymo informacija. Sioje skiltyje pateikiama informacija: laiko
bdsena ir tyrimg vykdantis naudotojas.

Reagenty atsekamumas: Sioje skiltyje pateikiama informacija apie tyrimo
vykdyme naudojamus reagentus, jskaitant jy brokSninius kodus, partijos
numerj ir galiojimo data.

Spausdinimo mygtukas: paspaudus §j mygtukg, atsekamumo
informacija bus atspausdinta.

Vykdomas profilis ir dabartiné blsena.

Rezultaty atsekamumas: Sioje skiltyje pateikiama informacija apie
mikromégintuvélius, kuriy rezultatai buvo modifikuoti. Instrumento
rezultato, modifikavimo laiko ir modifikacijg atlikusio naudotojo
atsekamumo informacija.

Grifols gelio kortelés atsekamumas: Sioje skiltyje pateikiama informacija
apie tyrimo vykdyme naudojamg gelio kortele, jskaitant jos brikSninius
kodus, partijos numerj ir galiojimo data.

9.3 Rezultaty patvirtinimas

9.3.1 Normaliy rezultaty patvirtinimas

Patvirtinanti rezultatus galima juos pasirinkus individualiai pagal méginj, profilj,
arba pasirenkant kelis rezultatus, jei tarp jy néra iSimtiniy rezultaty.

c DEMESIO: Perzidréti ir patvirtinti rezultatus gali tik atitinkamas teises

turintis operatorius.

Ne iSimtiniy (normaliy) rezultaty prie$ patvirtinimg priimti nereikia. Norint patvirtinti
normalius rezultatus:

1.

Pending Results lange pasirinkite rezultatus, kuriuos norite patvirtinti.
Rezultatus galite pasirinkti individualiai arba visus, paspaude Select All

D mygtuka.

v/
Paspauskite Validate . mygtuka.

2.
Atsidarys patvirtinimo langas.
3. Norédami patvirtinti, spauskite CONTINUE.
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Rezultaty perzidra ir patvirtinimas

Profile Result lange pasirinkite Validate mygtukq@ (20 iliustracija, nr. 7),
kad patvirtintuméte rezultata.

Patvirtinti rezultatai bus rodomi zalia spalva Pending Results lange, o jy
blsena bus “Validated” (patvirtinta). Po patvirtinimo, rezultatai gali bati
eksportuojami.

9.3.2 ISimtiniy rezultaty perzitra ir patvirtinimas

Tam tikrais atvejais DG Reader Net negali pateikti interpretacijos. Tokie
rezultatai Pending Results lange (19 iliustracija) bus rodomi raudona spalva.

Lenteléje Zemiau yra pateikti tipiniai iSimtiniai rezultatai ir jy kategorijos.

6 lentelé. Rezultaty tipai

interpretacija)

e Tiesioginio antiglobulino tyrimas néra
neigiamas.

e Kontrolé néra neigiama.

e Neatitikimai (Dis): Kuomet galimo
fenotipo nustatymo interpretacija
neleidzia programinei jrangai nustatyti

PIKTO- | REZULTATAS APRASYMAS
GRAMA
Inconsistencies | ¢ Nenuoseklumas su ankstesniu rezultatu.
6 (priestaringi)
mmmm | Special e Neinterpretuotini rezultatai (NI).
Interpretations | ,  Aytokontrolé néra neigiama.
(speciali

klinikinio rezultato dél nesuderinamumo.

Special
Microtube
Grade
(specialus
mikromégintu-
vélio laipsnis)

e Dviguba populiacija (DP).
e Abejotinas reakcijos laipsnis (?).

e Abejotinas teigiamos reakcijos laipsnis
(+/-).

¢ Nenustatytas rezultatas (NR).

e Bet kuris rezultatas ar laipsnis,
programinéje jrangoje
sukonfigdruotas kaip specialusis
rezultatas.
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Rezultaty perzidra ir patvirtinimas

PIKTO- | REZULTATAS APRASYMAS
GRAMA

Incidents Reakcijos laipsniui jtakg turintys jvykiai.
A (ivykiai) « NeraRBC.

e RBC perteklius.

e Fibrino hemolizé.

e Hemolizé.
e Nuskaitymo klaida.
e Neklasifikuotina (NC).

PASTABA: Norédami sukonfigiruoti Special Result (specialyjj
rezultatg) programinéje jrangoje, susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

AukScCiau aprasyti rezultatai turi bati individualiai perziaréti ir priimti pries

patvirtinimg. Norint perziaréti ir patvirtinti rezultatus:

1. Pasirinkite rezultatg ir paspauskite mygtukg Review, esantj Pending
Results lange (19 iliustracija, nr. 8). Atsidarys Profile Result langas (20

iliustracija), kuriame bus pateikta i8samesné informacija apie
mikromégintuvélio laipsnj ir (ar) specialiuosius rezultatus.

2. Perzilrékite apdorotos gelio kortelés informacijg apie iSimtinius rezultatus
ir atlikite tolimesniuose skyriuose apra8ytus atitinkamus veiksmus.

0=
3. Paspauskite Accept Results mygtukg ir priimkite Sio méginio
profilio rezultatus. Siuo mygtuku yra priimami visi iSimtiniai rezultatai,
jskaitant mikromégintuvéliy reakcijy laipsnius. AtSaukti priimtus rezultatus
@‘f

galite paspaude mygtukg Undo Results Acceptance =

PASTABA: Norédami atmesti rezultatus, spauskite * . Uzklausa
ir jos rezultatai bus istrinti iS Pending Results lango ir suarchyvuoti
duomeny bazéje.

Atsidarys patvirtinimo langas.
4. Patvirtinkite pasirinkima.
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Rezultaty perzidra ir patvirtinimas

5. Jei programiné jranga reikalauja, jrasykite naudotojo slaptazodj ir paspauskite
mygtukg ACCEPT. Raudonos spalvos Exceptional Result piktograma
pasikeis j zalig spalva:

o Ié@j_
e IS j

. s id
o IéAjA,

6. Paliete laukelj Insert comments (20 iliustracija, nr. 8) galite jradyti komentara.
Komentarg jradykite naudodamiesi virtualia klaviatara.

7. Norédami patvirtinti visg profilj, paspauskite Validate ° mygtuka.

PASTABA: Paspaude RUS%E1H | grisite | Pending Results langa,
kuriame §j profilj galésite patvirtinti individualiai arba kartu su kitais

rezultatais.

PASTABA: Jei yra jgalinta Re-identification funkcija (zr. 11.2.2.2
skyriy), programiné jranga pareikalaus dar kartg identifikuoti naudotojg
(jradyti slaptazodj).
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Rezultaty perzidra ir patvirtinimas

9.3.21 Specialiyjy rezultaty perziura ir patvirtinimas

9.3.2.1.1 Specialiy mikromégintuvéliy laipsniy rezultaty perziara ir
patvirtinimas

Lenteléje Zemiau yra apra8yti skirtingi specialieji agliutinacijos laipsniai
mikromegintuvéliuose ir veiksmai, kuriuos gali atlikti operatorius.

7 lentelé. Specialids mikromégintuvélio laipsnio rezultatai

APRASYMAS TRIKCIY APTIKIMAS IR SALINIMAS

DP Instrumentas aptiko eritrocity juostg virSutinéje gelio

(dviguba dalyje arba ji yra pasklidusi po visg Sulinélj, o gniutulélis

populiacija) Sulinélio dugne indikuoja apie neigiamg rezultatg. Bukite
ypatingai atidds interpretuodami dvigubos populiacijos
rezultata.

1. IS laikiklio iSimkite Grifols gelio kortele ir
jvertinkite jg vizualiai. Patikrinkite, ar atliekamam
tyrimui pakanka tario (skaitykite atitinkamo
produkto naudojimo instrukcijas). Tuomet
palyginkite korteléje esantj tarj su tyrimo tdrio DP
Sablonu. Apytikslio tikétino DP Sablono po
centrifugavimo kiekvienam tyrimui pavyzdys:

75 pl 100 pl
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Rezultaty perzidra ir patvirtinimas

APRASYMAS TRIKCIY APTIKIMAS IR SALINIMAS

2. Patikrinkite, ar néra fibrino, laikydamiesi
9.3.2.3.1 skyriuje pateikty instrukcijy.

Pasalinkite fibring ir patvirtinkite DP Sablona.

4. Atidziai perskaitykite gelio kortelés naudojimo
instrukcijas.

5. Patikrinkite papildomg informacijg apie
paciento pogrupius, atliktus perpylimus ar
transplantacijas.

6. Laikykités atitinkamy gairiy.
7. Jei reikia, atlikite papildomus tyrimus.
8. Patikrinus visg informacija:

e Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results

0=

mygtukg . Jei DP rezultatas yra
priimtas, instrumentas pateiks Not
Interpretable rezultatg (NI) (20 iliustracija,
nr. 6) po atitinkamy mikromégintuvéliy
jvertinimo  Siai interpretacijai. Rezultatg
galima tvirtinti ir eksportuoti (daugiau
informacijos patekta 9.3 skyriuje).

o Rezultatg modifikuokite atsizvelgiant j vizualy
jvertinimg. Daugiau informacijos patekta 9.4
skyriuje. Tuomet rezultatg patvirtinkite ir
eksportuokite.
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Rezultaty perzidra ir patvirtinimas

APRASYMAS

TRIKCIY APTIKIMAS IR SALINIMAS

Abejotinas
reakcijos laipsnis

*)

Instrumentas aptiko labai silpnos reakcijos Sablong “?”
mikromégintuvélyje, kuriame agliutinacijos laipsnis yra
Zemesnis nei “+/-”. Tokia reakcija gali bati dél skaitytuvo

jautrumo ribos. Naudotojas turi patvirtinti §j rezultatg.
Atlikite Siuos veiksmus:

1. IS laikiklio iSimkite Grifols gelio kortele ir
jvertinkite jg vizualiai:

Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results

o=

mygtukag . Jei ,?° rezultatas yra
priimtas, instrumentas  pateiks Not
Interpretable rezultatg (NI) (20 iliustracija,
nr. 6) po atitinkamy mikromégintuveéliy
jvertinimo  Siai interpretacijai. Rezultatg
galima tvirtinti ir eksportuoti (daugiau
informacijos patekta 9.3 skyriuje).

Rezultatg modifikuokite atsizvelgiant j vizualy

jvertinima ir patvirtinkite, kaip aprasyta 9.4
skyriuje. Tuomet rezultatg patvirtinkite ir
eksportuokite.
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Rezultaty perzidra ir patvirtinimas

APRASYMAS TRIKCIY APTIKIMAS IR SALINIMAS

Abejotinas Instrumentas aptiko silpnos reakcijos Sablong
reakcijos laipsnis [ mikromégintuvélyje, kuriame agliutinacijos laipsnis
(+/-) yra “+/-”. Tokia reakcija gali bati del skaitytuvo

jautrumo ribos. Naudotojas turi patvirtinti §j rezultats.
Atlikite Siuos veiksmus:

1. 18 laikiklio iSimkite Grifols gelio kortele ir
jvertinkite jg vizualiai.

2. Toliau atlikite veiksmus, vadovaudamiesi
laboratorijos gairémis:

e  Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results

0=
mygtukag . Jei ,+/-“ rezultatas yra priimtas,
instrumentas pateiks Not Interpretable
rezultatg (NI) (20 iliustracija, nr. 6) po atitinkamy
mikromegintuveliy jvertinimo Siai interpretacijai.
Rezultatg galima tvirtinti ir eksportuoti (daugiau
informacijos patekta 9.3 skyriuje).

e Rezultatg modifikuokite atsizvelgiant j vizualy
jvertinimag ir patvirtinkite, kaip apradyta 9.4
skyriuje. Tuomet rezultatg patvirtinkite ir

eksportuokite.
Bet kuris Instrumentas aptiko reakcijos Sablong, kuris, pagal
rezultatas, kliento reikalavima, turi bati perziGrimas (daugiau
anksciau informacijos pateikta 9.3.2 skyriuje). Atlikite Siuos

sukonfigruotas | veiksmus:
kaip specialusis 1

IS laikiklio iSimkite Grifols gelio kortele ir
rezultatas

jvertinkite jg vizualiai.
2. Priimkite skaitytuvo pateiktg rezultatg.

Toliau atlikite veiksmus, vadovaudamiesi
laboratorijos gairémis:

e Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results

0=
mygtukag . Jei jprastiné agliutinacija
(nuo - iki 4+) yra priimta, instrumentas
jvertins atitinkamy mikromégintuvéliy
rezultatus ir pateiks interpretacija.
Rezultatg galima tvirtinti ir eksportuoti (daugiau
informacijos patekta 9.3 skyriuje).
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Rezultaty perzidra ir patvirtinimas

Jei reikia, rezultatg modifikuokite (daugiau
informacijos patekta 9.4 skyriuje). Tuomet
rezultatg patvirtinkite ir eksportuokite.
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Rezultaty perzidra ir patvirtinimas

APRASYMAS TRIKCIY APTIKIMAS IR SALINIMAS

NR Skaitytuvas neatpazjsta reakcijos Sablono. Atlikite
(Nenustatytas Siuos veiksmus:
rezultatas). 1. 18 laikiklio iSimkite Grifols gelio kortele ir

jvertinkite jg vizualiai.
2. Rezultatg modifikuokite atsizvelgiant | vizualy

jvertinimg. Daugiau informacijos patekta 9.4
skyriuje.

Jei jprastiné agliutinacija (nuo - iki 4+) yra priimta,
instrumentas jvertins atitinkamy mikromégintuveéliy
rezultatus ir pateiks interpretacija. Rezultatg galima
tvirtinti (daugiau informacijos patekta 9.3 skyriuje).
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Rezultaty perzidra ir patvirtinimas

9.3.2.1.2 Specialiyjy interpretacijos rezultaty perziiira ir patvirtinimas

Lenteléje zemiau yra apraSyti skirtingi specialieji rezultatai ir veiksmai, kuriuos
gali atlikti operatorius.

8 lentelé. Specialios interpretacijos rezultatai

APRASYMAS | TRIKCIY APTIKIMAS IR SALINIMAS
NI DG Reader Net programinei jrangai nepavyko atlikti
(Neinterpretuo- tikétinos interpretacijos, derinant kiekvieno
tina) mikromégintuvélio rezultatus, kad bity gauta fenotipo
interpretacija. Atlikite Siuos veiksmus:
1. 18 laikiklio iSimkite Grifols gelio kortele ir
jvertinkite jg vizualiai.
2. ldentifikuokite priezast;:

e Jei taip jvyko dél incidento apdorojimo
metu, laikykités proceduros, aprasytos
9.3.2.3 skyriuje.

o Jei taip jvyko dél specialaus laipsnio
mikromegintuveélyje, laikykités
proceduros, aprasytos 9.3.2.1.1
skyriuje.

e Jei taip jvyko dél prieStaringo rezultato,
laikykités proceduros, aprasytos 9.3.2.1.2
skyriuje.

e Jeitaip jvyko dél teigiamos kontrolés
mikromégintuvélyje, laikykités atitinkamos gelio
kortelés naudojimo instrukcijy. Jei reikia,
kartokite tyrimg.
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Rezultaty perzidra ir patvirtinimas

AUTOCONTROL| DG Reader Net programiné jranga aptiko, kad
NOT NEG autokontrolé néra neigiama. Atlikite Siuos veiksmus:
(Autokontrolé 1

; - IS laikiklio iSimkite Grifols gelio kortele ir
néra neigiama)

jvertinkite jg vizualiai.
2. Jei pateiktas rezultatas yra patvirtinamas po
vizualaus nuskaitymo:

e Atidziai perskaitykite gelio kortelés
naudojimo instrukcijas.

e Patikrinkite papildoma paciento informacija.
e Laikykités atitinkamy gairiy.
e Jeireikia, atlikite papildomus tyrimus.

3. Priimkite rezultatus (jei tai yra jmanoma),
laikydamiesi procediros, pateiktos 9.3 skyriuje
arba pakartokite tyrima.
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APRASYMAS | TRIKCIY APTIKIMAS IR SALINIMAS

DAT NOT NEG | DG Reader Net programiné jranga aptiko, kad
(tiesioginio tiesioginio antiglobulino tyrimas néra neigiamas.
antiglobulino Atlikite Siuos veiksmus:

tyrimas néra 1. 13 laikiklio isimkite Grifols gelio kortelg ir
neigiamas) jvertinkite ja vizualiai.

2. Jei pateiktas rezultatas yra patvirtinamas po
vizualaus nuskaitymo:

e AtidZiai perskaitykite gelio kortelés
naudojimo instrukcijas.

o Patikrinkite papildoma paciento informacija.

e Laikykités atitinkamy gairiy.

o Jeireikia, atlikite papildomus tyrimus.

3. Priimkite rezultatus (jei tai yra jmanoma),
laikydamiesi proceduros, pateiktos 9.3 skyriuje
arba pakartokite tyrima.
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APRASYMAS

TRIKCIY APTIKIMAS IR SALINIMAS

Discrepancies
(neatitikimai)

Gali biti stebimi neatitikimai tarp tiesioginio ir

atvirk&tinio grupiy nustatymo. Atlikite Siuos

veiksmus:

1. 18 laikiklio iSimkite Grifols gelio kortele ir
jvertinkite jg vizualiai.

2. Jei pateiktas rezultatas yra patvirtinamas po
vizualaus nuskaitymo:

3. Kita vertus, rezultatg galima modifikuoti
atsizvelgiant j vizualy jvertinimg. Daugiau
informacijos patekta 9.4 skyriuje.

Jei jprastiné agliutinacija (nuo - iki 4+) yra priimta,
instrumentas jvertins atitinkamy mikromégintuvéliy
rezultatus ir pateiks interpretacijg. Rezultatg galima
tvirtinti (daugiau informacijos patekta 9.3 skyriuje).

Atidziai perskaitykite gelio kortelés
naudojimo instrukcijas.

Patikrinkite papildomg paciento informacija.
Neatitikimai tarp tiesioginio ir atvirkstinio
grupiy nustatymo gali bati stebimi pacientams
su Zzemu arba neegzistuojanciu izogliutininy
lygiu: naujagimiams iki 4-6 ménesiuy,
pagyvenusiems asmenims, pacientams su
imunodeficitu ar esant per daug atskiestiems
antikiinams dél plazmos perpylimo.

Laikykités atitinkamy gairiy.
Jei reikia, atlikite papildomus tyrimus.

Priimkite mikromégintuvélio rezultatg (jei
jmanoma), paspausdami klavisg

Accept Results NA S

Jei prieStaringas rezultatas yra priimtas,
instrumentas pateiks Not Interpretable
rezultatg (NI) (20 iliustracija, nr. 6) po
atitinkamy mikromégintuvéliy jvertinimo Siai
interpretacijai.

Rezultatg galima tvirtinti (daugiau informacijos
patekta 9.3 skyriuje).
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9.3.2.2 Priestaringy rezultaty perziara

Priestaringumu yra laikomas neatitikimas tarp dviejy rezultaty to paties
brikdninio kodo meéginiams. DG Reader Net programiné jranga gali buti
sukonfigruota taip, kad ieSkoty priestaringy rezultaty po jy gavimo.

N PASTABA: Galima sukonfigiruoti prieStaringy rezultaty paieSkos
funkcijg ir nustatyti laika, kada jy bdty ieSkoma. Daugiau
informacijos rasite 11.2.2.1 skyriuje.

Po konfigracijos, sistema ieSkos prieStaringy rezultaty, kuriy blsena yra
Pending Validation, ir bet kuriy kity to paties méginio brioksninio kodo
rezultaty, kurie yra Siy biseny: ,Pending Validation“ (laukia patvirtinimo),
»Validated“ (patvirtinti) ar ,Exported” (eksportuoti).

Profile Results ekrano Soninéje juostoje yra rodoma ,Inconsistencies” lentelé
(23 iliustracija), kurioje pateikiama informacija apie ankstesnius prieStaringus
rezultatus tam paciam méginiui (zr. 24 iliustracijg).

Inconsistencies

@ AbScrs
Profile Results Date
3 Screen (Neutral) Pos 09-11-2018

lliustracija 23. Inconsistencies lentelé Profile Results lange (pavyzdys)

Norédami perzitréti ir patvirtinti rezultatus:

1. Profile Result lange pasirinkite rezultatg ir paspauskite Review mygtukg
(19 iliustracija, nr. 8).

Profile Result lange bus rodoma:
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admin  (Logged in at 13:35)

Result

. 12112018 EXCEPTIONAL RESULTS
i) 12004
ABO-Rh (2D) Sample ID: 713505190180135199
@ ABORN(2D) *DG Gal ABO-Rh (2D)
Grifols gel card ID: 716101190180194214
Results
Group Rh o+
Group [:]
Direct Group [:]
Reverse Group o
RhD Pos
° © @ErEEd- o
Inconsistencies N ) : 3t 3 ) Gt
G RhD
Profile Results Date
ABO-RN (20) Fos 12112018 (' Pos o
ABO-RN (20) Neg 12112018 Direct Group D Reverse Group
X &%
A

CLOSE

lliustracija 24. Profile Result langas su perZiiiros laukianciais priestaringais rezultatais

Perzidréje, priimkite rezultatus (jei jmanoma), paspausdami mygtukg Accept
®

Results & .

9.3.2.3 Reuzultaty su incidentais perziura ir priémimas.

Tyrimo vykdymo metu gali jvykti reakcijos laipsnj jtakojantys incidentai.
Paveiktas mikromégintuvélis bus pazymétas Microtube Incident piktograma

A

Galimi incidentai ir jvykiai yra aprasyti lenteléje Zemiau.
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9.3.2.3.1 Incidentai kortelés nuskaitymo metu

Lenteléje Zemiau yra aprasomi jvairls nejprasti jvykiai, kuriuos instrumentas
gali aptikti nuskaitymo etapo metu, pateikiami rezultatai ir atitinkami jspéjimai.
Lenteléje taip pat yra apraSomi veiksmai, kuriuos gali atlikti operatorius.

9 lentelé. Incidentai kortelés nuskaitymo metu

ISPEJIMAS

PATEIKTAS
REZULTATAS

INCIDENTO APRASYMAS IR SPRENDIMAS

No RBC

NR

Instrumentas nustaté, kad eritrocity kiekis

mikromégintuvélyje yra Zemiau priimtinos

ribos.

Atlikite Siuos veiksmus:

1. Vizualiai apziarékite Grifols gelio kortele.

2. Patvirtinkite, jog eritrocity kiekis yra per
mazas ar jy idvis néra.

3. Jeiincidentas patvirtintas, rezultatg
atmeskite paspausdami mygtukg Reject

ir pakartokite tyrima.

RBC excess

NR

Instrumentas nustaté, kad eritrocity kiekis
mikromegintuveélyje yra auksciau priimtinos
ribos. Atlikite Siuos veiksmus:
1. Vizualiai apZidrékite Grifols gelio kortele.
2. Patvirtinkite eritrocity pertekliy.
3. Sis incidentas tyrimo nedaro negaliojangiu:
e Jei, jvertinus vizualiai, eritrocity
kiekis yra priimtinas, modifikuokite
rezultata, kaip apraSyta 9.4 skyriuje
ir priimkite
tyrimo rezultatg paspausdami mygtuka
6=
Accept Results = . Tuomet
rezultatg patvirtinkite ir eksportuokite.
e Jei eritrocity kiekis néra priimtinas,
rezultatg
atmeskite, paspausdami mygtuka

X
Reject ir pakartokite tyrima.
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ISPEJIMAS | PATEIKTAS INCIDENTO APRASYMAS IR SPRENDIMAS
REZULTATAS

Fibrin NR VirSutinéje mikromégintuvélio dalyje instrumentas

haemolysis aptiko fibrino. Atlikite Siuos veiksmus:

1. Vizualiai apziarékite Grifols gelio kortele.

2. Patvirtinkite fibrino buvima.

3. Identifikuokite méginio mégintuvél;.

4. Apziurékite, ar méginio mégintuvélyje yra
fibrino.

5. Tik tuo atveju, jei fibrinas yra aiskiai
matomas ir gali bati atskiriamas nuo
reakcijos $ablono, modifikuokite NR rezultatg
j galiojantj rezultatg, kaip aprasyta 9.4
skyriuje ir priimkite rezultatg paspausdami

0=
mygtukg Accept Results .
Tuomet rezultatg patvirtinkite ir eksportuokite.
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ISPEJIMAS

PATEIKTAS
REZULTATAS

INCIDENTO APRASYMAS IR SPRENDIMAS

Haemolysis

Originalus
rezultatas

Instrumentas aptiko hemolize inkubavimo
kameroje arba virSutinéje gelio Sulinélio
dalyje. Atlikite Siuos veiksmus:

1.

2.
3.
4

Vizualiai apzitreékite Grifols gelio kortele.
Patvirtinkite hemolizés buvima.
Identifikuokite méginio mégintuvél;.
Apzidrékite, ar méginio mégintuvélyje
yra hemolizé.

e Jei hemolizé yra:

Priimkite mikromeégintuvélio rezultatg
(jei jmanoma),
paspausdami klavisg Accept

0=
Results , rezultatg patvirtinkite
ir eksportuokite.

e Jei hemolizés néra, rezultatg
atmeskite, paspausdami mygtukg

Reject

Patikrinkite paciento duomenis
ir patvirtinkite arba atmeskite
potencialiy autoantikiiny
buvimo galimybe.

Patvirtinkite, kad méginiai buvo
paimti laikantis standartiniy
kraujo paémimo taisykliy,
méginiai buvo sandéliuojami
tinkamomis sglygomis,
patikrinkite kraujo paémimo

Patikrinkite méginio
laikymo ir centrifugavimo

ir pakartokite tyrima.
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Not NR Agliutinacijos Sablonas mikromégintuvéelyje
classificable neatitinka jokio instrumento naudojamo
Sablono. Atlikite Siuos veiksmus:

1. Vizualiai apzidrékite Grifols gelio kortele.
2. Rezultatg modifikuokite atsizvelgiant |
vizualy jvertinima.
3. Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results
0=
mygtukg s . Tuomet rezultatg
patvirtinkite ir eksportuokite.
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ISPEJIMAS | PATEIKTAS INCIDENTO APRASYMAS IR SPRENDIMAS
REZULTATAS

Reading NR Dél vaizdo apdorojimo proceso metu jvykusios

error anomalijos, nejmanoma pateikti rezultato.

Atlikite Siuos veiksmus:

1. Vizualiai apzitrékite Grifols gelio kortele.

2. Rezultatg modifikuokite atsizvelgiant j vizualy
jvertinima.

3. Priimkite mikromégintuvélio rezultatg
paspausdami Accept Results

mygtukg s

Jei Sis incidentas kartojasi, susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

Norédami perzidréti ir priimti rezultatus, paspauskite Profile Result lango

piktogramg Microtube Incident A . Galésite perziareti iSsamig informacijg
apie incidenta.
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9.4 Reakcijos laipsnio modifikavimas

Instrumento pateiktg reakcijos laipsnj galima modifikuoti. DG Reader Net
programiné jranga rezultatg interpretuoja automatiskai, atsizvelgiant j
reakcijos laipsnj.

Reakcijos laipsnio modifikavimas:

1.
2.

Paspauskite ant mikromégintuvélio (20 iliustracija, nr. 6).
Pasirinkite atitinkamg reakcijos

laipsnj. Atsidarys patvirtinimo

pranesimas.

PASTABA: Jei norite atSaukti veiksma, spauskite Cancel mygtuka.

3.

Jei programiné jranga reikalauja, jraSykite naudotojo slaptazodj ir paspauskite
mygtukg MODIFY.

Paliete laukelj Insert comments (20 iliustracija, nr. 8) galite jrasyti komentara.

Modifikacijas gali atnaujinti. Nauji interpretacijos rezultatai bus rodomi ekrane
(20 iliustracija, nr. 6).

Patvirtinkite rezultatus (daugiau informacijos patekta 9.3 skyriuje).

Salia interpretacijos rezultato bus rodoma piktograma # | reiskianti, jog
mikromégintuvélio reakcijos laipsnis modifikuotas.

PASTABA: Reakcijos laipsnio modifikacijos yra jraSomos ir rodomos

Traceability ekrane.

PASTABA: Reakcijos laipsnio modifikacija gali pakeisti profilio

interpretacija.

9.5 Rezultaty atmetimas
Norédami atmesti rezultata:

1.

2.

Profile Result lange pasirinkite rezultatg ir paspauskite Review mygtukg
(19 iliustracija, nr. 8).

Bus rodomas Profile Result langas.

X
Paspauskite Reject mygtukg. Atsidarys patvirtinimo praneSimas.

Po patvirtinimo, rezultatai bus istrinti iS Pending Results lango ir suarchyvuoti DG
Reader Net duomeny bazéje.
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9.6 Rezultaty eksportavimas j LIS

Po rezultaty patvirtinimo (zr. 9.3 skyriy), rezultatus galima siysti j laboratorijos
informacine sistema (LIS), jei atlikta tokia konfigracija.

Rezultaty eksportavimas:

1.

2.
3.

Pending Results lange (19 iliustracija) pasirinkite eksportuoti norimus
rezultatus, paspausdami ant kiekvieno rezultato individualiai arba
paspauskite mygtukg Select All ir pasirinkite visus Pending Results
lango rezultatus.

Paspauskite mygtukg Export :
Norédami patvirtinti, spauskite Continue.

Pasirinkti rezultatai iSsiysti j LIS (jei sukonfigtruota) ir j duomeny baze.

Galima konfigdracija, kuomet normalis rezultatai yra automatiskai patvirtinami ir
eksportuojami. Daugiau informacijos rasite 11.2.2.2 skyriuje.

9.7 Rezultaty ataskaity spausdinimas ir

iSsaugojimas

9.7.1 Ataskaitos spausdinimas

DG Reader Net programiné jranga pateikia jvairias ataskaitas, kurias galima
perziaréti ir atspausdinti bet kuriame etape po rezultaty sugeneravimo.

Norédami atspausdinti Pending Results lango (19 iliustracija) rezultatus:

1.

Pending Results lange pasirinkite rezultatus, kuriuos norite jtraukti j
ataskaitg. Rezultatus galite pasirinkti individualiai arba visus, paspaude
Select All mygtuka.

Paspauskite mygtukg Print E

Pasirinkite vieng i$ trijy galimy ataskaity tipy:

e Paspaudus mygtukg Result Report, bus rodoma ataskaita Reading
Report su visais pasirinkty méginio profiliy rezultatais, kiekvieno
profilio rezultaty interpretacija bei kiekvieno mikromégintuvélio
reakcijy laipsniais.

e Paspaudus mygtukg Results List, bus rodoma ataskaita Results
List Report su pasirinkty méginio profiliy rezultatais ir tik galutine
kiekvieno profilio rezultaty interpretacija.

e Paspaudus mygtukg Result Traceability Report, bus rodoma

ataskaita Traceability Report su su pasirinkty méginio profiliy
rezultatais, apdoroty mikromégintuvéliy vaizdu ir jy reakcijy laipsniais.
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PASTABA: Jei norite atspausdinti detalig informacijg apie specifinj
méginio profilj, atverkite langg Profile Result ir atspausdinkite Siame
lange.

)

PASTABA: Spausdinamose ataskaitose galite pridéti savo laboratorijos
logotipg. I8samesné informacija pateikta 11.2.1.4 skyriuje.

PASTABA: Kuriant naujg ataskaitg, jos sugeneravimas gali trukti
kelias minutes.

[E

4.  Norédami atspausdinti ataskaitos kopija, paspauskite mygtukg Printm ,
esantj virSutiniame deSiniajame ekrano kampe.

5. Norédami uzverti ataskaitg ir testi darbg, spauskite mygtukg Close CLOSE §

9.7.2 Ataskaitos duomeny iSsaugojimas
Norédami iSsaugoti ataskaita:
1. Atlikite 1-3 veiksmus, aprasytus 9.7.1 skyriuje.

2. Paspauskite mygtukg Save E , esantj virSutiniame deSiniajame ekrano
kampe.

Pasirinkite direktorijg prijungtoje USB laikmenoje ir iSsaugokite ataskaitg.
4. Paspauskite mygtukg Save.
Ataskaita bus iSsaugota pasirinktoje paskirties vietoje.

5. Norédami uzverti ataskaitg ir testi darbg, spauskite mygtukg Close CLOSE §
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10 Rezultaty paieSka duomeny bazéje

DG Reader Net programinéje jrangoje yra duomeny bazé (nepriklausoma nuo
prijungtos LIS duomeny bazés), kurioje yra saugomi visi rezultatai, jskaitant
vaizdus. Visi Sie rezultatai ir vaizdai operatoriui yra pasiekiami bet kuriuo
metu.

10.1 Rezultaty paieska ir perziira duomeny bazéje
Norédami atlikti duomeny bazéje iSsaugoty rezultaty paieskg ir perzidra:
1. Paspauskite Search Results mygtukg (11 iliustracija, nr. 3).

Atsidarys Search Results langas (25 iliustracija). Galésite perzidréti
duomeny bazéje saugomus rezultatus.

user name logged time 09:35

Search Results

Filter Oresults  From 22/04/2018  To: 22/04/2018
From

22/04/2018

Ta Sample ID Profile Results Status Date
22/04/2018

Choose profile 3 (D) Empty result

Choose status

Choose user

D Madified results °
Result type
CLOSE

lliustracija 25. Search Results langas
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2. Pasirinkite vieng ar daugiau paieSkos kriterijy filtry:

e Date Range: DG Reader Net programiné jranga rodys rezultatus,
gautus pasirinktu laikotarpiu. Datg galite jradyti arba norimg dieng
pasirinkti kalendoriuje.

e Profile: rezultaty paieSka pagal profilj, pasirenkant norimas parinktis
iSskleidZziamajame meniu. ISskleidZiamajame meniu yra rodomi tik
apdoroty rezultaty profiliai.

e Status Profile: rezultaty paieSka pagal profilio biseng (“Pending
Validation”, “Validated” ar “Exported”), pasirenkant norimas parinktis
iSskleidziamajame meniu. Daugiau informacijos apie profiliy blsenas
rasite 9.2.1.1 skyriuje.

e User: DG Reader Net programinéje jrangoje yra galimas nuskaitymag
atlikusio operatoriaus filtras.

e Sample Barcode: DG Reader Net programiné jranga rodys
rezultatus, gautus meéginiui, kurio briksninj kodg jrasysite Sample
Barcode laukelyje.

e Grifols Gel Card Barcode: DG Reader Net programiné jranga rodys
rezultatus, gautus gelio kortelei, kurios brikSninj kodg jradysite Siame
laukelyje.

e Reagent Barcode: DG Reader Net programiné jranga rodys
rezultatus, gautus naudojant reagentg, kurio briksninj kodg jraSysite
Siame laukelyje.

e Modified Results: DG Reader Net programiné jranga rodys
rezultatus, kuriuos modifikavo operatorius.

e Normal Results: pasirinkus Sig parinktj, bus rodomi tik normalds

rezultatai.
e Exceptional Results: pasirinkus Sig parinktj, bus rodomi tik iSimtiniai
rezultatai.
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Lenteléje Zzemiau yra apra$yti galimi papildomi filtrai.

10 lentelé. Papildomi paieskos kriterijy filtrai

PAIESKOS KRITERIJUS APRASYMAS

Special results Programiné jranga pritaikys papildomg
filtrg ir ekrane bus rodomi tik specialieji
rezultatai. Daugiau informacijos patekta
9.3.2.1 skyriuje.

Galima pasirinkti papildoma filtrg, kuomet
bus specifiSkai rodoma:

e Specialus mikromeégintuvélio laipsnis
e Speciali interpretacija
- Autokontrolé néra neigiama.

- Tiesioginio antiglobulino tyrimas
néra neigiamas.

- Kontrolé néra neigiama.
- Neatitikimai.

Programiné jranga pritaikys papildomg
Results with Incidents 4\ filtrg ir ekrane bus rodomi rezultatai, kuriy
apdorojimo metu jvyko incidentai. Daugiau
informacijos patekta 9.3.2.3 skyriuje.

Results with Inconsistencies Programiné jranga pritaikys pa}pildoma filtrg
6 ir ekrane bus rodomi rezultatai su

nesuderinamumais. Daugiau informacijos
patekta 9.3.2.2 skyriuje.
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Lenteléje Zzemiau yra apraSyti galimi papildomi iSimtiniy rezultaty paieskos filtrai.

11 lentelé. Paieskos kriterijy filtrai

PAIESKOS KRITERIJUS

APRASYMAS

Accepted

DG Reader Net programiné jranga rodys
rezultatus su incidentais, kuriuos
operatorius priémé.

Pending acceptance

DG Reader Net programiné jranga rodys
rezultatus be incidenty.

3. Norédami pritaikyti pasirinktus filtrus, spauskite | . DG Reader Net
programiné jranga rodys paieskos filtry kriterijus atitinkancius rezultatus.

Bus rodoma lentelé (26 iliustracija) su Sia informacija:

e  Meéginio identifikacija
e  Profilis

e Rezultatai

e Blsena

e Data

10-4
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Search results
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lliustracija 26. Search Results langas su isfiltruota informacija

(1) I&filtruoty rezultaty skaicius.
(2) Filtry trynimo mygtukas.
(3) Paieskoje pritaikyti filtrai.

(4) ISfiltruoti rezultatai.

(5) Uzdarymo mygtukas.

Visus isfiltruotus rezultatus galite pasirinkti paspaude mygtukg Select ( D ).
Visi galimi Pending Results lango veiksmai (19 iliustracija) yra taip pat galimi
ir Search Results parinktyje (zr. 9.1 skyriy).

Norédami vykdyti naujg paieska, filtrus panaikinkite paspausdami filtry trynimo

klavisg LB arba juos pasalindami po vieng - paspaudziant X simbolj,
esantj Salia filtro (26 iliustracija, nr. 3). Tuomet pasirinkite naujus paieskos
kriterijus.
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10.2 Paieskos rezultaty spausdinimas

Norédami atspausdinti Search Results lango (26 iliustracija) rezultatus:
1. Pasirinkite rezultatus, kuriuos norite jtraukti j ataskaitg. Rezultatus galite
pasirinkti individualiai arba visus, paspaude Select All mygtuka.

2. Paspauskite mygtuka Print E

Galite rinktis i$ keliy ataskaity formaty. Daugiau informacijos rasite 9.7.1 skyriuje.

10.3 Paieskos rezultaty iSsaugojimas

Norédami paieskos rezultatus iSsaugoti elektroniniu formatu, laikykités procedaros,
apradytos 9.7.2 skyriuje.

10.4 Pakartotinis rezultaty siuntimas j LIS

Jei rezultaty nepavyko nusiysti j LIS dél komunikacijos problemy, rezultatus
siyskite dar karta:

1. Raskite rezultatus, kuriuos norite siysti j LIS. Daugiau informacijos patekta
10.1 skyriuje.

2. Pasirinkite norimus rezultatus paspausdami Select All mygtukg arba
rezultatus pasirinkite individualiai.

3. Paspauskite Search Results lango mygtukg Export .
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11 DG Reader Net konfiglravimas

11.1 Nustatymy meniu apzvalga

Prieiga prie nustatymy meniu:

1. Paspauskite General juostg (11 iliustracija, nr. 7), esan€ig Main Menu
lange.

2. Atsidarys Settings Menu (nustatymy meniu) langas (27 iliustracija).

Bryan (Logged in at 15:35)

Self diagnostic
¢ Configuration
ﬁ! Backup

- User management
g Change password

la Audit trail

i ] About

lliustracija 27. Settings Menu langas
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Galimos $ios parinktys:

Self-Diagnostic: prieiga prie bendrosios DG Reader Net biisenos.
Daugiau informacijos rasite 13 skyriuje.

Configuration: programinés jrangos dalis, skirta DG Reader Net
konfigracijos atlikimui. Daugiau informacijos rasite 11.2 skyriuje.

Backup: programinés jrangos dalis, skirta atsarginiy kopijy karimui ir
saugomy duomeny atkdrimui. Daugiau informacijos rasite 12.5 skyriuje.

User management: programinés jrangos dalis, skirta naudotojy grupiy ir
leidimy suteikimo nustatymui DG Reader Net sgsajoje. Daugiau
informacijos rasite 11.3 skyriuje.

Change password: programinés jrangos dalis, skirta naudotojo
slaptazodzio keitimui. Daugiau informacijos rasite 11.4 skyriuje.

Audit trail: programinés jrangos dalis, skirta naudotojy prieigos
atsekimui DG Reader Net programinéje jrangoje. Daugiau informacijos
rasite 11.5 skyriuje.

About: programinés jrangos dalis, kurioje yra pateikiama DG Reader Net
programinés jrangos versija. Daugiau informacijos rasite 11.6 skyriuje.

PASTABA: Kai kurios auk$&iau aprasytos parinktys yra galimos tik

vadovo teises turintiems naudotojams. Daugiau informacijos rasite 11.3.2

skyriuje.

Norédami uzdaryti Settings Menu langg, Settings Menu langg patraukite (i$
desSinés | kaire) arba paspauskite uz Soninés juostos riby.
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11.2 Konfigluravimo apzvalga
Norédami atidaryti Configuration langa, atlikite Siuos veiksmus:

1. Settings Menu lange pasirinkite parinktj Configuration. Atsidarys

Configuration langas (28 iliustracija).

supervisor (Logged in at 08:13)

Configuration

General

Results v
Inconsistencies
Others

Security v

Password options

Access options

English (GB) -

Reagents traceability

IMPORT LOGO

CLOSE

lliustracija 28. Configuration langas

Galima Siy elementy konfigracija:
e General (bendrieji nustatymai).
e Results (rezultatai).

e Security (sauga).
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1121 General (bendrieji nustatymai)

DG Reader Net konfiglravimas pagal laboratorijos poreikius. Galimos Sios
konfigaracijos (28 iliustracija):

¢ Instrument name (instrumento pavadinimas).

e Language (kalba).

e Reagents traceability (reagenty atsekamumas).
e Logo (logotipas).

11.21.1 Instrument name (instrumento pavadinimas)

Norédami j visas ataskaitas jtraukti instrumento pavadinimag, atlikite Siuos
veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > General.
2. Palieskite Instrument Name laukelj. Bus rodoma virtuali klaviatdra.
3. |raSykite pavadinima.

Pavadinimas bus iSsaugotas uzdarant Configuration langa.

11.21.2 Language (kalba)

Norédami nustatyti DG Reader Net sgsajos kalbg, atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > General.

2. Paspauskite Language laukelio simbolj ¥ .

3. ISskleidziamajame meniu pasirinkite norimg kalbg. Language laukelyje bus
rodoma pasirinkta kalba.

Kalbos konfigiracija bus i§saugota uzdarant Configuration langa.

11.2.1.3 Reagents Traceability (reagenty atsekamumas)

Aktyvavus Sig parinkt, DG Reader Net programiné jranga reikalaus
identifikuoti reagentus atliekant visus nuskaitymus. Jei §i parinktis yra
aktyvuota, DG Reader Net programiné jranga prisimins paskutiné reagenty
partijg. Daugiau informacijos apie reagenty identifikavima rasite 8.3 skyriuje.

Norédami jgalinti pilng reagenty atsekamuma, atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > General.
2. Pazymékite Reagents Traceability Zymimajj langelj.

Si parinktis bus i§saugota uzdarant Configuration langa.
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11.21.4 Logo (logotipas)

Norédami j ataskaitas jtraukti logotipa, jis pirmiausia turi bati iSsaugotas DG
Reader Net programinéje jrangoje. Atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration >
General.

2. Paspauskite Import Logo mygtuka.

DG Reader Net pareikalaus jjungti laikmeng j USB jungtj (9 iliustracija, nr.
8). DG Reader Net nuskaicius laikmeng, ekrane bus rodomi failai ir galimi
aplankai.

Pasirinkite aplankg, kuriame yra iSsaugotas logotipas.
4. Pasirinkite logotipo faila.

Logotipas bus rodomas General Configuration ekrane, Salia Logo
mygtuko.

Logotipas bus i§saugotas uzdarant General Configuration langa.

Norédami paS$alinti pridétg logotipa, paspauskite Salia logotipo esancig
piktogramg X Configuration ekrano General dalyje.

1122 Results (rezultatai)

11.2.21 Inconsistencies (prieStaringi)

Norédami aktyvuoti parinktj Delta Check, kad bty aptikti priestaringi rezultatai,
atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration >
Results.

2. Pasirinkite Inconsistencies dal;.

3. Delta check aktyvuokite pagal méginius, paspaudZziant mygtukg
Bus galimos istorijos parinktys.
4. Pasirinkite istorijos ribas:

e All: bus ieSkoma tarp visy duomeny bazés rezultaty.

e From date: bus ieSkoma tarp rezultaty nuo pasirinktos datos.

e Days prior the current date: bus ieSkoma tarp tam tikro pasirinkto
dieny skaiciaus iki dabartinés datos rezultaty.

Priestaringy rezultaty konfigiracija bus iSsaugota uzdarant Configuration
langa.
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11.2.2.2 Others (kita)
Yra dar keturios su rezultatais susijusios konfiglruojamos parinktys:

o Re-identification: aktyvavus Sig parinktj, atliekant veiksmus Profile
Result lange (Zr. skyriy 11.3.2), bus reikalaujama jrasyti slaptazod;.

o Disable Validation button in Pending Results: aktyvavus Sig parinktj,
patvirtinimo mygtukas Pending Results lange bus neaktyvus. Tuomet
visus rezultatus patvirtinti galima tik Profile Result lange.

e Automatic validation and export of results: aktyvavus Sig parinktj, visi
normalUs rezultatai bus patvirtinti ir eksportuoti automatiskai. ISimtiniai
rezultatai liks Pending Results ekrane; juos reikés perziaréti ir priimti.

e Show confirmation message when modifying the reaction grade:
aktyvavus 8ig parinktj, modifikuojant reakcijos laipsnj, bus rodomas
patvirtinimo reikalaujantis praneSimas.

Norédami jgalinti ar iSjungti Sias parinktis, atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > Results.
2. Pasirinkite Others dal].

3. Pazymékite atitinkamus Zymimuosius langelius.

Konfigiracija bus i8saugota uzdarant Configuration langa.

1123 Security (sauga)

11.2.3.1 Slaptazodzio parinktys

DG Reader Net programinéje jrangoje galima konfigtruoti slaptazodzio
parinktis. Konfiglruojami parametrai:

¢ Include numbers in password: slaptazodyje bus reikalaujami skaiciai.
e Minimum password length: minimalus slaptazodzio ilgis.
e Maximum password length: maksimalus slaptazodzio ilgis.

o Password expiration days: naudotojo slaptazodzio keitimo daznis.
Praéjus uzprogramuotam laikotarpiui, naudotojo bus praSoma pakeisti
slaptazod;.

Norédami nustatyti, jog j slaptazodj baty privaloma jtraukti skai€ius, atlikite Siuos
veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > Security.
2. Pasirinkite Password Options dal].

3. Pazymékite Include Numbers in Password Zymimaijj laukelj. Si parinktis bus
iSsaugota uzdarant Configuration langa.

Norint nustatyti minimaly ir maksimaly slaptazodzio ilgj bei slaptazodzio galiojimo
laikotarpj:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration > Security.
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2. Pasirinkite Password Options dal;.

3. Palieskite atitinkamg laukelj. Bus rodoma virtuali klaviatira.
4. | laukelius jrasykite atitinkamg informacija.

Si parinktis bus i§saugota uzdarant Configuration langa.

PASTABA: Duomeny konfidencialumo uztikrinimui
rekomenduojama naudoti stipry slaptaZod,.

11.2.3.2 Prieigos parinktys

DG Reader Net programinéje jrangoje galima konfigiruoti kai kurias naudotojo
prieigos parinktis:

e New password different from the last N passwords: aktyvavus Sig
parinktj, keiCiant slaptazodj, bus reikalaujama jraSyti slaptazodj, kuris
skirtysi nuo ankstesniyjy. Bus reikalaujama jradyti ankstesniy
slaptazodziy skaiciy.

e Number of failed login attempts before user blocking: nurodomas
netinkamo slaptazodzZio jraSymo bandymy skaiCius prie§ uzblokuojant
naudotojg.

e User blocking time after failed login attempt: laikotarpis slaptazodzio
jraS8ymui, kuriam pasibaigus naudotojas bus uzblokuotas.

e Automatic logout time: neaktyvumo laikotarpis, po kurio ekranas
uzsirakins. Pasibaigus uzprogramuotam laikotarpiui, DG Reader Net
uzsirakins. 1S naujo prisijungiant, bus reikalaujama naudotojo pavadinimo
ir slaptazodzio.

Norédami aktyvuoti reikalavimg, jog slaptazodis skirtysi nuo paskutiniy N
skaiCiaus slaptazodziy, atlikite Siuos veiksmus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration >
Security.

2. Pasirinkite Access Options dal;.

3. Parinktj aktyvuokite paspausdami
Si parinktis bus isaugota uzdarant Configuration langa.
Norédami nustatyti parametrus:

1. Settings Menu lange (27 iliustracija), paspauskite Configuration >
Security.

2. Pasirinkite Access Options dal].

3. Palieskite atitinkamg laukelj. Bus rodoma virtuali klaviatGra.
4. ] laukelius jraSykite atitinkamg informacija.

Si parinktis bus i§saugota uzdarant Configuration langa.
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11.3 Naudotojy paskyry tvarkymas

Siame skyriuje apraSomas naudotojy paskyry konfigiravimas ir instrumento
nustatymai.

11.31 Naudotojo paskyros konfigiravimo apzvalga

DG Reader Net programiné jranga suteikia galimybe greitai ir veiksmingai
tvarkyti naudotojy grupes ir jy sgsajos prieigas. Programoje yra keliy lygiuy,
keliy funkcijy ir keliy naudotojy slaptazodziy sistema. Kiekvienam
registruotam naudotojui yra suteikiama prieiga prie tam tikry DG Reader Net
sistemos parinkéiy.

Norint naudoti instrumentg, batina sukonfiglruoti naudotojo paskyra.

PASTABA: User Management parinktis yra prieinama tik vadovo
teises turin€iam naudotojui. Vadovo teises turintis naudotojas yra
atsakingas uz kity operatoriy paskyry konfiglravima.

PASTABA: Kai kuriuos veiksmus atlikti gali tik vadovo teises
turintis naudotojas. |galiotas personalas turi prieigg prie tam tikry
priskirty DG Reader Net programinés jrangos parinkCiy. Jei norite
suzinoti daugiau apie programy konfiglravima, personalo jgaliojimg
ir teisiy priskyrimg, susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

PASTABA: Kiekvienam registruotam naudotojui yra priskiriamos
teisés pagal jo tipg. Kiekvienam naudotojo tipui yra priskiriama
prieiga prie tam tikry parink€iy. Nepriskirtos parinktys nebus
galimos.

PASTABA: Norédami sukonfiglruoti slaptaZzodzio keitimo
reikalavimo daznj bei atlikti kitus su slaptaZodziu susijusius
nustatymus, skaitykite 11.2.3 skyriy.
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Norédami sukonfigiruoti naudotojo paskyros parinktis, atlikite Siuos veiksmus:
[oX¢)

1. Settings Menu (11 iliustracija, nr. 7) paspauskite smam User Management

mygtuka.

Bus rodomas User Management langas (29 iliustracija). Siame lange yra
rodomos visos sistemoje sukurtos naudotojy paskyros. Paskyros gali bati

aktyvuojamos arba iSjungiamos paslenkant User Activation mygtukg .
atitinkamai j kaire arba j deSine.

wdmin  (Logged in & B&.07)

User management

Usermnarme First naime Last name Rotes Enablad
User2 Sarah Smith Rode Opesator . I
Uiser Johay McClain Rolle Operator Basic ®
SUPERVISOR supenisor SUpervisor Role Supervisor .
R
SPECIALIST specialist specialist Role Specialist
T te tg Reole Technical Service
ADMIN admin adrriin Rode Administrator

lliustracija 29. User Management langas
(1) Naudotojai.

(2) Naujos naudotojo paskyros kdrimas.
(3) Uzdarymo mygtukas.
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11.3.2 Naudotojy grupiy prieigos leidimai
Yra keturios naudotojy grupés arba tipai su skirtingais prieigos leidimais:

e  Supervisor (vadovas).

e Operator PLUS (operatorius plius).

e Operator (operatorius).

e Operator BASIC (operatorius - pagrindinés funkcijos).

12 lenteléje pateikiama leidziamy veiksmy santrauka kiekvienam prieigos lygiui.

12 lentelé. LeidZiami veiksmai pagal prieigos lygj

OPERATOR | OPERATOR | OPERATOR PLUS| SUPERVISOR
BASIC

Nuskaitymo proceso| Taip Taip Taip Taip

vykdymas

Rezultaty perzidra | Taip Taip Taip Taip

Rezultaty Taip Taip Taip Taip

spausdinimas

Rezultaty Ne Ne Taip + Taip +

modifikavimas reikalaujama reikalaujama
identifikacija identifikacija
(konfiglruojama) (konfiglruojama)

Rezultaty Ne Taip Taip Taip

patvirtinimas

Rezultaty Ne Ne Taip Taip

atmetimas

ISimtiniy rezultaty Ne Ne Taip + Taip +

priémimas reikalaujama reikalaujama
identifikacija identifikacija
(konfiglruojama) (konfiglruojama)

Rezultaty su Ne Ne Ne Taip

pasibaigusio

galiojimo reagentais

patvirtinimas

Rezultaty Ne Taip Taip Taip

eksportavimas

Pastaby jrasymas Taip Taip Taip Taip

Konfiglravimas Ne Ne Ne Taip

Naudotojy paskyry | Ne Ne Ne Taip

tvarkymas
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OPERATOR | OPERATOR | OPERATOR PLUS| SUPERVISOR
BASIC

Atsarginiy kopijy Ne Ne Taip Taip

kdrimas

Registro perzitra Ne Ne Ne Taip

ir spausdinimas

11.3.3 Naujos naudotojo paskyros kirimas

Norédami sukurti naujg naudotojo paskyrg DG Reader Net sistemoje, atlikite
Siuos veiksmus:

1. User Management lange paspauskite New User mygtukg
iliustracija, nr. 2)

(29

Bus rodoma Soniné juosta su pasirenkamais elementais (30 iliustracija).

admin  (Logged in at 08:07)

User management

New user Username Firstname Last name Roles Enabled
Username User2 Sarah Smith Role Operator
User John McClain Role Operator Basic
First name
SUPERVISOR supervisor supervisor Role Supervisor
Last name SPECIALIST specialist specialist Role Specialist
Rale 5 ts 1s Role Technical Service
Select role -
ADMIN admin admin Role Administrator

CANCEL |' -ADD.

CLOSE

lliustracija 30. New User parinktis User Management lange
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2.

4.

UzZpildykite laukelius atsizvelgdami j Siuos apribojimus:

e Username: unikali skaiCiy ir (ar) raidziy kombinacija naudotojo
identifikavimui sistemoje. Sig kombinacijg gali sudaryti maziau nei 15
simboliy. Jei pasirinksite jau esamg naudotojg, sistema pateiks
klaidos praneSimag.

e First name: naudotojo vardas. Sis laukelis negali bati tusgias.

e Last name: naudotojo pavardé. Sis laukelis negali biti tusgias.
Nustatykite naudotojo tipa:

e  Supervisor (vadovas).

e  Operator PLUS (operatorius plius).

e  Operator (operatorius).

e  Operator BASIC (operatorius - pagrindinés funkcijos).

Daugiau informacijos apie tipus rasite 12 lenteléje.

Norédami iSsaugoti naujg naudotojo paskyrg, paspauskite Add mygtuka.

Sukdrus naujg naudotojo paskyrg, programiné jranga sugeneruos laiking
slaptazodj, atitinkantj naudotojo paskyros pavadinimg. Tuomet programiné jranga
pareikalaus naujo slaptazodzio, kurj reikés du kartus patvirtinti.

PASTABA: Po tam tikro nepavykusiy slaptazodzio jrasymo

bandymuy vskaiéiaus, sistema kelioms minutéms uzblokuos
naudotojg. Sis skaiCius yra konfigiruojamas. Zr. 11.2.3.2. skyriy.

[E

PASTABA: Kuomet naujas naudotojas pirmg kartg prisiregistruoja
programinéje jrangoje, | slaptazodzio laukelj turi jradyti naudotojo
pavadinimg.

[E

PASTABA: Rekomenduojama sukurti bent 2 skirtingas vadovo
teises turinias paskyras, jei netinkamai jraSius slaptazodj,
naudotojas baty uzblokuotas.

[E

PASTABA: Naujy naudotojy paskyry kdrimo metu kity naudotojy
paskyry negalima ijungti ar jgalinti.
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11.34 Naudotojo duomeny modifikavimas

Norédami keisti naudotojo duomenis programinéje jrangoje, atlikite Siuos
veiksmus:

1. User Management lange (29 iliustracija, nr. 2) pasirinkite, kieno
duomenis norite keisti.

Bus rodoma Soniné juosta su redaguojamais elementais (31 iliustracija).
2.  Modifikuokite duomenis.

3. Po pakeitimy atlikimo, paspaudus mygtukg Save , pakeitimai bus
iSsaugoti, o paspaudus mygtukg Cancel - atSaukti.

admin  (Logged in at 08:07)

User management

Edit user

Username First name Last name Roles Enabled
User2 Sarah Smith Role Operator
st name User John McClain Role Operator Basic
supervisor
SUPERVISOR supervisor supervisor Role Supervisor
astnams
supervisor SPECIALIST specialist specialist Role Specialist
e s ts 15 Role Technical Service
Role Supervisor -
ADMIN admin admin Role Administrator

[ Reset password

CANCEL |

CLOSE

lliustracija 31. Edit Option parinktis User Management lange
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PASTABA: Username laukelio informacija nekeiiama.

n PASTABA: Naudotojo paskyros redagavimo metu kity naudotojy paskyry
negalima iSjungti ar jgalinti.

User Management lango parinktyje Edit (31 iliustracija) taip pat yra mygtukas
Reset Password.

Pirmojo prisijungimo metu naudotojas turés jrasyti informacijg User ir
Password laukeliuose. Tuomet programine jranga pareikalaus naujo
slaptazodzio, kurj reikés du kartus patvirtinti.

11.4 Slaptazodzio keitimas

DG Reader Net programinéje jrangoje naudotojas gali keisti savo slaptazod;.
Norédami pakeisti slaptazod;:

1. Paspauskite Change Password mygtuka, esantj Settings meniu (11
iliustracija, nr. 7).

2. Current Password laukelyje jrasykite dabartinj slaptazod,).

3. New Password laukelyje jrasykite naujg slaptazodj, kuris atitinka
programinés jrangos reikalavimus (anksc&iau sukonfigdruotus
reikalavimus. Skaitykite 11.2.3.2 skyriy).

4. Confirm Password laukelyje dar kartg jrasSykite naujajj slaptazod,.

PASTABA: Jei jraSyti duomenys néra teisingi (naujojo slaptazodzio

neatitikimas patvirtinimo laukelyje, slaptazodis neatitinka sistemos
reikalavimy, ir t.t.), programiné jranga pateiks apie tai jspéjantj
pranesSimg ir neiSsaugos atlikty pakeitimy.

PASTABA: Duomeny konfidencialumo uztikrinimui
rekomenduojama naudoti stipry slaptaZodj (skaitykite 11.2.3 skyriy).

11.5 Registras

Tai yra registras, kuriame jraSomi visi naudotojo veiksmai. Registrg rasite Settings
meniu (27 iliustracija) paspaude mygtukg Audit Trail.

Kartu su naudotojo veiksmais yra jraSoma jvykio data ir laikas bei naudotojo tipas.

Sj registrg galima atspausdinti paspaudZiant mygtuka Print o
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11.6 Apie

Parinktis About yra programinés jrangos dalis, kurioje yra pateikiama DG
Reader Net sistemos informacija:

e  Skaitytuvo serijos numeris.

e Programinés jrangos versija.
e Techninés jrangos versija.

e Operaciné sistema.

e Reagentai.

Norédami atidaryti About ekrang, Settings Menu lange (27 iliustracija)
paspauskite mygtukg About.
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12 Prieziura

Siame skyriuje apraSomos instrumento prieZiros procediros, atsarginiy kopijy
kdrimas, priezidros planas, kassavaitiné priezitra, kasménesiné priezidra ir
prevenciné instrumento priezidra.

ADEMESIO: Atsargumo priemonés aprasytos 2.1.9 skyriuje.

12.1 Prieziuros planas

PrieziGros planas - tai reguliariai atliekamos operacijos ir veiksmai, batini DG
Reader Net veiksmingumo uztikrinimui. Laikykités lenteléje pateikto priezitros

plano, kad uztikrintuméte tinkamg instrumento veikima.

13 lentelé. Priezidros planas

DAZNIS

VEIKSMAS

ATLIEKA

Méginiams ar kitoms
substancijoms nula$éjus
ar issiliejus j instrumento
vidy

ISvalykite paveiktg
vietg (Zr. 12.2 skyriy)

Vadovas /
operatorius

Kas savaite Nuvalykite pavirSius (Zr. Vadovas /
12.3 skyriy). operatorius
ISjunkite DG Reader Net.

Kas ménesj Nukenksminkite Vadovas /
instrumentg (2r. 12.4 operatorius
skyriy)

Kas metus Bendrosios DG Kvalifikuotas
Reader Net busenos technikas
jvertinimas (zr. skyriy
12.4.1)
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Jei instrumentas yra naudojamas nepertraukiamai, kas septynias dienas
rekomenduojama jj i§jungti, kad Windows operaciné sistema veikty tinkamai.

Instrumentui atliktos priezitros proceddros turi bati registruojamos (Zr. 19 skyriy).
Technine pagalbg suteiks vietinis Grifols atstovas.

DEMESIO: Jei nebuvo laikomasi prieziGros plano, instrumento

A nenaudokite.

12.2 ISsiliejusiy skys€iy tvarkymas
Jei aptikote iSsiliejusius ar partekéjusius skyscius:
o KruopS$ciai iSvalykite sudrékinta Sluoste, kaip aprasyta 12.3.1 skyriuje.

Jei pastebéjote iSsiliejusius skyscius neprieinamoje vietoje ar jei Si problema
yra pasikartojanti, susisiekite su vietiniu Grifols atstovu.

12.3 Kassavaitiné prieziura: DG Reader Net pavirsiy
valymas
ﬁ ISPEJIMAS: Jokiomis aplinkybémis neardykite instrumento. Jei
skysciai i8siliejo instrumento viduje, iSjunkite instrumento maitinimo
laidg iS5 elektros lizdo ir iSvalykite skyscCius. Jei skysciai iSsiliejo
neprieinamoje vietoje, susisiekite su vietiniu Grifols atstovu.

ISPEJIMAS: Atliekos turi biti iSmetamos laikantis vietiniy taisykliy.

ISPEJIMAS: Valymo ir nukenksminimo procediiry metu, operatorius
turi dévéti tinkamg asmens apsaugos jranga.

DEMESIO: Prie$ valymo ir (ar) nukenksminimo procediros atlikima,
i8 instrumento iSimkite Grifols gelio kortele.

el dl <
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12.3.1Pavirsiy valymas

DG Reader Net iSorinius pavirSius valykite Svelniu muilu ir vandeniu sudrékinta
Sluoste.

n ISPEJIMAS: Prie$ iSorinio instrumento pavir$iaus valyma,
instrumento maitinimo laidg iStraukite i$ elektros lizdo.

12.3.2Lie¢iamojo ekrano valymas

LieCiamajj ekrang reguliariai valykite Sluoste be pukeliy, sudrékinta 50% (v/v)
denatiruoto alkoholio ar 50% (v/v) izopropilo alkoholio tirpale.

n ISPEJIMAS: Tiesiogiai netrinkite ekrano valymo agentais, kadangi
jie gali patekti j prietaiso vidy ir sukelti elektros Sokg operatoriui bei
pakenkti lieCiamajam ekranui.

A ISPEJIMAS: Denatiiruotas alkoholis ir izopropilo alkoholis yra labai
degios ir dirginancios medziagos. PrieS naudojimg perskaitykite
saugos duomeny lapus (MSDL) ir laikykités atitinkamy atsargumo
priemoniy.

A DEMESIO: Liegiamojo ekrano valymui nenaudokite kaustiniy cheminiy
agenty.

12.4 Kasménesiné prieziura: DG Reader Net
nukenksminimas

Norint iSvengti pavojaus sveikatai, instrumentg nukenksminkite kas ménesj arba

Siais atvejais:

o Po potencialiai uzterSianciy skysc€iy issiliejimo, pratekéjimo ir t.t.

e RuoSiant instrumentg transportavimui ar sandéliavimui.

e  Prie$ kvalifikuoto techniko darba.

e Prie§ instrumento utilizavima.

Visi pavirsiai, turéje salyti su potencialiai uzterSianciais skysciais, turi bati
nukenksminami.
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ISPEJIMAS: Atliekos turi bati iSmetamos laikantis vietiniy taisykliy.

ISPEJIMAS: Prie$ prevencinés priezitros ir (ar) korekcinés priezidros
procedury atlikima, instrumentas turi bati nukenksminamas.

JSPEJIMAS: Nukenksminimo skyséio naudojimo metu laikykités iy
rekomendacijy:

24l <

e Laikykités atitinkamy naudojimo instrukcijy.
e Laikykités laboratorijos saugos taisykliy.
o Laikykités taikomy vietiniy rizikos prevencijos teisés akty.

A ISPEJIMAS: Kai kurie valymo ir dezinfekavimo produktai, tokie kaip
natrio hipochlorito tirpalas, gali bati ésdinantys, dirginantys akis ir
odg ar toksiski jkvépus, jsigérus j odg ar nurijus. PrieS naudojimg
perskaitykite saugos duomeny lapus (MSDL) ir laikykités atitinkamy
atsargumo priemoniy.

A DEMESIO: Jei norite naudoti kitas, ne gamintojo rekomenduojamas
priemones, vadovo teises turintis asmuo privalo gauti gamintojo
patvirtinimg dél Siy medziagy ir metody naudojimo tinkamumo
instrumentui, uztikrinant, jog instrumentui nebus pakenkta.

PASTABA: Nukenksminimo veiklg rekomenduojama registruoti
jrady lape, kuris yra pateikiamas Sioje naudojimo instrukcijoje (19
skyrius).

Norédami atlikti instrumento nukenksminimo procedirg, atlikite Siuos veiksmus:
1. 1§junkite instrumenta, jo maitinimo laidg iStraukite i$ elektros lizdo.

2. |Ssiliejimo atveju, skystj iSvalykite sugerian¢ia medziaga (pvz., popieriniu
rank$luosc€iu, kempine ar servetélémis).

3. PavirSius nukenksminkite 0,5% natrio hipochlorito tirpalu (v/v). PavirSius
valykite dezinfekante gerai sumirkytais vienkartiniais tamponéliais ar
Sluostémis.

4. Vienkartinio naudojimo medziaga nu$luostykite dezinfekcinio tirpalo likuius.

5. Nusluostykite pavirSius Svelnaus detergento ir vandens tirpalu, kad
pasalintuméte pavojingy cheminiy komponenty likucius.

6. PavirSius nusausinkite.

7. Visas nukenksminimo metu naudotas uzterStas medzZiagas iSmeskite |
biologiniy atlieky konteiner;j.
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12.4.1Prevenciné prieziura

Prevencing DG Reader Net prieZilrg kartg per metus atlieka kvalifikuotas
technikas.

DEMESIO: Prie$ kvalifikuotam technikui atliekant bet kokius
é prevencinés ir (ar) korekcinés priezidros veiksmus, i§ laikiklio
iSimkite Grifols gelio kortele, jei ji ten yra.

PASTABA: Nukenksminimo veikla rekomenduojama registruoti
jrady lape, kuris yra pateikiamas Sioje naudojimo instrukcijoje (19
skyrius).

n PASTABA: Norédami sudaryti prevencinés priezidros atlikimo
grafika, susisiekite su vietiniu Grifols atstovu.

Si prevenciné prieZidra apima:

e Mechaniniy daliy apzidra.

e  Skaitytuvo ir jo komponenty apzilra.
e |T sistemos apZilra.

12.5 Atsarginiy kopijy karimas
Kasmetinis sistemos duomeny kopijos kirimas:

1. Settings Menu lange (27 iliustracija), paspauskite Backup. Bus rodomas
Backup langas (32 iliustracija).

Galimos dvi atsarginés kopijos iSsaugojimo vietos: tinklas ir USB laikmena.

PASTABA: Norédami sukonfiglruoti atsarginés kopijos paskirties
vieta, susisiekite su vietiniu Grifols techninio aptarnavimo atstovu.
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2. Pasirinkite USB laikmeng (jei ji sukonfiglruota kaip paskirties vieta) ir
paspauskite mygtukg Backup. Atsidarys patvirtinimo praneSimas.
Paspaude mygtukg BACKUP, inicijuosite atsarginés kopijos karimo
procesa. Paspaude mygtukg CANCEL, grjSite j Main Menu langa.

c DEMESIO: Norint i§vengti duomeny praradimo dél laikino sistemos
gedimo, reguliariai kurkite atsargines DG Reader Net duomeny
bazéje saugomy rezultaty kopijas.

A DEMESIO: |vykus klaidai atsarginiy duomeny kopijy kirimo metu,

ekrane bus rodomas apie tai jspéjantis klaidos praneSimas. Jei
problema Kkartojasi, susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

Bryan (Logged in at 15:35)

Backup

Last backup
Date 27 june 2016
User Supervisor

Comments  Lorem ipsum dolor sit amet

Choose drive

Chaoose drive

Comments

BACKUP

CLOSE

lliustracija 32. Backup langas
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13 Instrumento diagnostika

,oelf-Diagnostic* funkcija suteikia galimybe patikrinti, ar DG Reader Net
funkcionuoja tinkamai.

PASTABA: Jei diagnostikos rezultatas néra teigiamas, Reading
parinktis taps negalima, kol problema nebus panaikinta.

PASTABA: Jei diagnostika yra nesékminga, nedelsiant imkités
veiksmy, uztikrinangiy tinkamas sistemos darbo sglygas. Zr. 18 skyriy.

Atlikite Siuos veiksmus:
Settings Menu lange (27 iliustracija), pasirinkite Self-Diagnostic.
Bus tikrinami skirtingi skaitytuvo moduliai - laikiklio pozicijos jutikliai, vidinis ir

iSorinis brUksniniai skaitytuvai bei vaizdy apdorojimo sistema. Pasibaigus
diagnostikos procesui, bus sugeneruota instrumento patikros ataskaita su

patikros rezultatais - Pass ( +) (sékminga) ar Fail (X) (nesékminga).
Instrumento diagnostika yra atliekama kaskart jjungus skaitytuva.
Instrumento diagnostikos ataskaitg galite atspausdinti paspaude mygtukg Print

(33 iliustracija, nr. 1).
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supervisor  (Logped in at 08:36)

Self-Diagnostic

PASS
Initialization

Reading helder position sensors
Reading holder motion startup
Reading holder operation locations _®
Image pracessing system startup

Internal barcode reader

LR R NS

External barcode reader

lliustracija 33. Self-Diagnostic langas

Ataskaitos spausdinimo mygtukas.

Instrumento diagnostikos pakartojimo mygtukas.
Instrumento diagnostikos proceso metu tikrinti parametrai.
Uzdarymo mygtukas.
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14 Transportavimas ir sandéliavimas

Jei DG Reader Net reikia sandéliuoti ilgesnj laikotarpj, instrumentg
rekomenduojama supakuoti taip pat, kaip transportavimui.

Aplinkos saglygos sandéliavimo metu apradytos 3.1 skyriuje.
Reikalavimai instrumento sandéliavimui:

e 359 mm (gylis) x 585 mm (plotis) x 323 mm (aukstis).

e Svoris: 9,6 kg.

n |SPEJIMAS: Prie$ transportavima, instrumentas turi bti
nukenksminamas.

A DEMESIO: Transportuojant instrumenta, jis turi bati supakuotas
originalioje pakuotéje.

14-2 DG Reader Net Naudojimo instrukcija
# 3054707



Transportavimas ir sandéliavimas

DG Reader Net

DG Reader Net Naudojimo instrukcija 14-1
# 3054707



Jrangos utilizavimas

15]rangos utilizavimas

Pasibaigus tarnavimo laikui arba jei norite instrumentg utilizuoti anksciau, i$
laikiklio iSimkite Grifols gelio kortele, instrumentg iSvalykite ir nukenksminkite.
Instrumentui yra taikomos elektroninés jrangos iSmetimo taisyklés, laikantis
vietiniy ir valstybiniy reikalavimy. Instrumentas turi bati siun€iamas Sio tipo
atlieky tvarkymo centrui.

ISPEJIMAS: Prie$ iSmetima, instrumentas turi bati pilnai i$valytas ir
nukenksmintas, o visi méginiy ir reagenty likuciai - pasalinti.

ISPEJIMAS: Instrumente yra elektroniniy komponenty. Elektronikos
komponentuose gali biti pavojingy medziagy. Elektronikg iSmeskite
laikydamiesi vietiniy, valstybiniy ir federaliniy reikalavimy.

ISPEJIMAS: Sj instrumentg i$ardyti gali tik kvalifikuotas technikas.

DEMESIO: Pasibaigus instrumento tarnavimo laikui, i§metimo metu
batina laikytis visy taikomy teisés akty reikalavimy.

> PP

Prie§ iSmetant, nepamirSkite apie instrumente saugomus potencialiai
konfidencialius ir vertingus duomenis. Nebenaudojami programinés jrangos
duomenys turi bati saugiai istrinti taip, jog véliau jy nebaty galima atkurti.

Skaitytuvas yra priskiriamas elektroniniy atlieky kategorijai. Elektronikos
komponentuose gali bati pavojingy medziagy. Elektronikg iSmeskite
laikydamiesi vietiniy ir valstybiniy reikalavimy.

Kilus klausimams dél prietaiso utilizavimo, susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.
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16 Kibernetiné sauga ir duomeny apsauga

16.1 Kibernetiné sauga

Diagnostic Grifols, S.A gaminamame instrumente DG Reader Net yra
integruotos techninés apsaugos priemonés, taip uztikrinant tinkamg
kibernetine apsauga ir sumazinant grésmes kibernetinei saugai iki priimtino
rizikos lygio. Palengvinant sveikatos paslaugy tiekéjo pastangas vykdyti
veiksmingos apsaugos programg bei laikytis taikytiny teisés akty ir (ar)
standarty, gamintojo pareiSkimas dél medicinos prietaisy saugumo yra
pateikiamas pareikalavus. Siame dokumente pateikiama svarbi informacija,
naudinga vertinant | DG Reader Net instrumentg keliamy ar jame saugomy
asmens duomeny pazeidziamumg ir grésme apsaugai.

16.2 Privatumo politika

DG Reader Net yra gaminamas laikantis pritaikytosios privatumo apsaugos ir
standartizuotosios privatumo apsaugos politikos. Palengvinant sveikatos
paslaugy tiekéjo pastangas vykdyti veiksmingos apsaugos programg bei
laikytis taikytiny teisés akty, DG Reader Net poveikio privatumui jvertinimas
yra pateikiamas pareikalavus. Siame dokumente pateikiama svarbi
informacija, naudinga vertinant su DG Reader Net instrumentu naudojamy
asmens duomeny privatumo uZztikrinimag ir galima rizika.
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17 Garantija

Garantijos salygos yra iSvardintos atskirame dokumente. Prireikus iSsamesnés
informacijos, susisiekite su vietiniu Grifols techninio aptarnavimo atstovu.

Garantija néra taikoma Sioms dalims:
e RS 232 laidas ir tinklo laidas.
e Bet kuri netinkamai naudota dalis.

C DEMESIO: Remontg gali atlikti tik jgaliotas personalas.

DEMESIO: DG Reader Net naudojimas kitoms, gamintojo
A nenurodytoms proceddroms, panaikina bet kokio tipo garantijg.
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18 Trik€iy aptikimas ir Salinimas

Normalaus DG Reader Net darbo metu, ekrane gali bati rodomi klaidy ir
incidenty pranesSimai. Kai kurias problemas operatorius gali iSspresti pats.

Incidentai ekrane yra rodomi kaip klaidos pranesSimai, kartu su raudonos spalvos

keturiy skaiciy kodu virSutiniame deSiniajame klaidos praneSimo kampe.

Jei prireiks Grifols techninio aptarnavimo atstovo pagalbos, susisiekus, turésite

pateikti Sig informacija.

14 lentelé. Klaidy pranesimai ir apraSymas

been detected. Please,
check that the Grifols card
is orientated correctly in the
Reading holder.

PRANESIMAS APRASYMAS
NUSKAITYMAS
The Grifols card has not Skaitytuvas nenuskaité  Grifols  gelio

kortelés brak3ninio kodo. Patikrinkite, ar
Grifols gelio kortelé yra tinkamai jstatyta
laikiklyje (zr. 12 iliustracijg).

The detected card barcode
is not correct.

Nuskaitytas netikétas Grifols gelio kortelés
briksninis kodas. Sios kortelés nuskaityti
nejmanoma.

The Reading holder cannot
finish the card

Sistema aptiko kortelés laikiklio
judéjimo klaidg. Pakartokite

displacement correctly. veiksma.

This Grifols gel card has Jei Grifols gelio kortelé buvo

been already read. nuskaityta ir priskirta, jos pakartotinai
negalima nuskaityti naudojant

Reading parinktj.

There are not enough
consecutive microtubes to
assign this profile.

Vienam profiliui galima priskirti tik eiléje
(nuosekliai) esancius mikromégintuvélius.

There are no profiles
associated to this Grifols
gel card. Please, contact
to local Grifols service
representative for further
information.

Nuskaityta Grifols gelio kortelé neturi aktyviy
priskiriamy profiliy. Prireikus iSsamesnés
informacijos, susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.
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PRANESIMAS

APRASYMAS

The introduced Grifols gel
card is not the expected
one. Please, introduce the
expected Grifols gel card
to complete the profile
assignment.

Vienas profilis priskirtas daugiau nei vienai
kortelei. Instrumentas laukia tokio pat tipo
Grifols gelio kortelés, kaip pirmoji.

The limit of Grifols gel cards
that can be assigned
together has been reached.
Please, release the card and
start a new reading process
to continue the assignment.

Yra maksimalus kartu priskiriamy korteliy
skaiCius. Uzbaikite dabartinj priskyrimg ir
teskite priskirdami nauja.

The sample ID does not
match with the sample

ID introduced in previous
card for this profile.

Please, introduce the same
sample ID to verify the
profile-sample assignation.

Vieng profilj priskiriant daugiau nei vienai
kortelei, yra reikalaujama patvirtinti
méginio ID. Jis turi sutapti su priskirtuoju
pirmai kortelei.

This vial has different lot
number regarding vials
already identified. If
continue, previous
identifications will be lost.

Naudojamas antras reagenty rinkinio
buteliukas su skirtingu partijos numeriu.
Pasirinkus parinktj ,Continue®, ankstesné
identifikacija bus prarasta.

This ID does not correspond
with the expected reagent.
Do you still want to use it to
track this reagent?

ISoriniu skaitytuvu nuskaitytas reagento
bruksninis kodas neatitinka laukiamo
Grifols reagento briksninio kodo. Jei jj
norite naudoti kaip reagento ID, spauskite
,YES"

This ID does not
correspond with the
expected reagent. Please,
select the vial to track this
ID before the vial
identification.

[Soriniu skaitytuvu nuskaitytas reagento
brikSninis kodas neatitinka laukiamo
Grifols reagento briksninio kodo.

Pasirinkite laukelj ir jrasykite reagento
ID, kad jis bidty naudojamas kaip
naudojamo reagento ID.

This donor ID has already
been assigned.

Kiekvieno priskyrimo proceso metu
galima priskirti tik vieng donora.

DG Reader Net Naudojimo instrukcija
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This ID has been
associated to the
Recipient. Please, identify
the donor ID.

Jrasant donoro ID, sistema aptiko, jog Sis ID
anksciau buvo priskirtas recipientui.
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PRANESIMAS

APRASYMAS

NAUDOTOJO PASKYRA

Wrong username or
password.

JraSytas netinkamas naudotojo pavadinimas
ar slaptazodis. Duomenis jrasykite i$ naujo.

User temporarily blocked.
Please, wait a few minutes
and try again.

Naudotojo paskyra uzblokuota po tam
tikro nesékmingy bandymy prisiregistruoti
skaiCiaus. Palaukite kelias minutes
(konfigdruojama) ir bandykite i$ naujo.

Disabled user.

Naudotojo paskyra neaktyvi.
Paskyra jgalinti galite User
Management lange.

Wrong current password
introduced when
changing the password.

Slaptazodzio keitimo metu jrasytas
netinkamas slaptazodis. Slaptazod;j
jra8ykite dar karta.

JVAIRIOS KLAIDOS

Application error. Please
reboot the system. If the
error persists, contact
your local Grifols service
representative.

Sistema aptiko programos klaida. IS naujo
paleiskite sistemg. Jei problema kartojasi,
susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

Error performing the
shutdown operation. If the
error persists, please
shutdown the instrument
by pressing the power
button 5 seconds.

Instrumento iSjungimo metu sistema
aptiko klaidg. Instrumenta iSjunkite
paspaude ir 5 sekundes palaike jjungimo
/ i§jungimo mygtuka.

Error storing the result. If
the error persists, please
contact your local Grifols
service representative.

Rezultaty iSsaugojimo metu sistema
aptiko klaidg. Jei problema kartojasi,
susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

TECHNINE JRANGA

Camera error. Please
retry the reading. If the
error persists, perform a
Self-Diagnostic and
contact your local Grifols
service representative.

Sistema aptiko kameros klaidg. Jei
problema iSlieka, atlikite instrumento
diagnostikos testg ir susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

DG Reader Net Naudojimo instrukcija
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The external barcode

reader is not available.

Please, contact your
local Grifols service
representative.

Neveikia iSorinis braksniniy kody

skaitytuvas. Susisiekite su vietiniu Grifols

techninio aptarnavimo atstovu.
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PRANESIMAS APRASYMAS

The external barcode Neveikia vidinis briksniniy kody skaitytuvas.
reader is not available. Susisiekite su vietiniu Grifols techninio
Please, contact your aptarnavimo atstovu.

local Grifols service

representative.

ATSARGINES DUOMENY KOPIJOS

Backup destination not Patikrinkite, ar i8saugojimo paskirties vieta
found. Please, check that yra galima ir bandykite i§ naujo.

drives or cables are

connected.

LIS

LIS error: Unable to initialize | Sistema negali inicijuoti pagrindinés

Host Database. Please duomeny bazés. Susisiekite su vietiniu
contact your local Grifols Grifols techninio aptarnavimo atstovu.

service representative.

LIS error: Unable to initialize | Sistema negali inicijuoti “Pocillos. def” faily.
file “Pocillos.def”. Please Susisiekite su vietiniu Grifols techninio
contact your local Grifols aptarnavimo atstovu.

service representative.

LIS error: Unable to initialize | Sistema negali inicijuoti “Interp. def” faily.
file “Interp.def’. Please Susisiekite su vietiniu Grifols techninio
contact your local Grifols aptarnavimo atstovu.

service representative.

LIS error: Unable to initalize | Sistema negali inicijuoti “Alias. def” failo.
file “Alias.def”. Please contact| Susisiekite su vietiniu Grifols techninio

your local Grifols service aptarnavimo atstovu.

representative.

LIS error: Unable to initialize | Sistema negali inicijuoti “ldioma_l. def’
file “Idioma_l.def”. Please failo. Susisiekite su vietiniu Grifols
contact your local Grifols techninio aptarnavimo atstovu.

service representative.

LIS error: Unable to initialize | Sistema negali inicijuoti

file “DSC.def". Please “WadianaConnection.def” failo. Susisiekite
contact your local Grifols su vietiniu Grifols techninio aptarnavimo
service representative. atstovu.
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LIS error: Unable to find
“erytra_ data” environment
variable. Please contact your
local Grifols service
representative.

Sistema negali rasti “erytra_data” aplinkos
kintamojo. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.
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PRANESIMAS

APRASYMAS

LIS error: Timeout exceeded
during a request to
DianaServer. Please contact
your local Grifols service
representative.

Baigési komunikacijos su DianaServer
laikas. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

DianaServer request error.
Please contact your local
Grifols service
representative.

Sistema aptiko komunikacijos su
DianaServer klaidg. Susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

LIS error: DLL has not been
initialized. Please contact
your local Grifols service
representative.

Sistema aptiko, kad DLL nebuvo
inicijuotas. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

LIS error: Gru X not found in
“DSC. def”. Please contact
your local Grifols service
representative.

Sistema neranda Gru “DSC.def” faile.
Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

LIS error: Error loading
template X. Please contact
your local Grifols service
representative.

Sablono jkélimo metu sistema aptiko
klaidg. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

LIS error: Error loading
XML. Please contact your
local Grifols service
representative.

XML jkélimo metu sistema aptiko klaidg.
Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

LIS error: Result of
segment X not found in
“‘DSC.def". Please contact
your local Grifols service
representative.

Sistema neranda segmento rezultato
“DSC.def” faile. Susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

LIS error: Well X not found in
“DSC.def". Please contact
your local Grifols service
representative.

Sistema neranda Sulinélio “DSC.def” faile.
Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

LIS error: Result of well X
not found in “DSC.def".
Please contact your local
Grifols service
representative.

Sistema neranda Sulinélio rezultato
“DSC.def” faile. Susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

DG Reader Net Naudojimo instrukcija
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Program error: Error in DSC_ | Sistema  aptiko klaidg DSC_
Custom.def. Please contact | Custom.def. Susisiekite su vietiniu

your local Grifols service Grifols techninio aptarnavimo atstovu.
representative.
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PRANESIMAS

APRASYMAS

Program error: Error
deleting batch. Please
contact your local Grifols
service representative.

Partijos Salinimo metu sistema aptiko klaidg.
Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

Error when Exporting to LIS.

Duomeny eksportavimo j LIS metu sistema
aptiko klaidg. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

Error when Importing from
LIS.

Duomeny importavimo i$ LIS metu sistema
aptiko klaidg. Susisiekite su vietiniu Grifols
techninio aptarnavimo atstovu.

LIS connection failed. LIS
will not be available until

the system is restarted. If
problem persists, please

contact your local Grifols

service representative.

Sistema aptiko komunikacijos su LIS
klaida. Jei, perkrovus DG Reader Net
programine jrangg, problema kartojasi,
susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

Program error: Well
image not found. Please
contact your local Grifols
service representative.

Sistema neranda Sulinélio vaizdo.
Susisiekite su vietiniu Grifols techninio
aptarnavimo atstovu.

ATASKAITOS

An error was occurred
while attempting to print
a report.

Dél klaidos ataskaita nebuvo atspausdinta.
Bandykite atspausdinti i$ naujo. Jei
problema kartojasi, susisiekite su vietiniu
Grifols techninio aptarnavimo atstovu.

REZULTATY PAIESKA

Card barcode mask is not
correct.

JraSytas brukSninis kodas neatitinka
Grifols gelio korteliy brak3niniy koduy.
Perziarékite ir jraSykite i$ naujo.
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19 Atliktos prieziliros procediros

Modelis:

Serijos numeris:

|diegimo data:

ATLIKTOS PRIEZIUROS PROCEDUROS

DATA

ATLIKTA
PROCEDURA

ATLIKES ASMUO,
DATA

VADOVAS,
PERZIUROS DATA

DG Reader Net Naudojimo instrukcija
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19.1 Nukenksminimo sertifikatas

Zemiau pateiktga nukenksminimo sertifikatg batina pildyti kaskart po
instrumento nukenksminimo. Prie§ bet kokig intervencijg, §j nukenksminimo
sertifikatg pateikite Grifols techninio aptarnavimo atstovui.

DG READER NET NUKENKSMINIMO SERTIFIKATAS

Serijos numeris

Centras

Nukenksminimas sékmingai
atliktas, laikantis 12.4
skyriuje aprasytos
procedaros.

SEKMINGAI ATLIKTAS

NEPAVYKO

Komentarai:

Data

Pavardé ir pareigos

Parasas

El. pasto adresas
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