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B A G DIAGNOSTICS

MR.SPOT™ 2.0 Processor
REF 726110

USER MANUAL

IT ISIMPORTANT TO READ THIS MANUAL BEFORE USING THE MR.SPOT® 2.0 PROCESSOR

Please read this manual carefully before using the MR.SPOT”™ 2.0 Processor and
make it accessible to all users. Failure to comply with the instructions in this manual
will void the manufacturer's warranty and may pose a risk to the user.

Ensure all users are conversant with the instrument - contact BAG Diagnostics
GmbH for any further instrument or training requirements rf in any doubt before
using the instrument.

Consult User Manual where symbol (left) is seen on the instrument.

Authorized representative of the producer In Russia for dain”sand customer reference:
LLC North-West Medical Base (LLC NWMB)
Address: 192241, Saint Petersburg, Aleksandrovskaya Ferma avenue, house 29,

letter Shch, office IN, tel. +7 (812)318-76-08, e-mail: szmb@szmb.ru

Ordering: Customer Service:
BAG Diagnostics GmbH Tel «49(0)6404/925-450 Tel «49(0)6404/9%-12&
|:| B A G AfTHsgerichtsstr 1.5 Tel ¢49(0)6404;925-100 wwwhaghjiagnoslicsconT Fax. «49(0)6404/925-460 Fax «49(0)6404/925-421
35423LKb/Cemiany Fac *49(0)5404>925.4€0  into”bag"kagnostics.coni ordet@beg-degrastics.axn Yervice@bae-*iagncetic$ can
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MR.SPOT® 2.0 Processor - User Manual

1 INTRODUCTION

The MR.SPOT® 2.0 processor allows the complete automation of well based microarray assays. It performs all hybrid-
isation, pipetting and wash steps. The resulting reactivity pattern is visualised using colorimetric detection and an
image captured by the on-board camera. PCR based assays can also be fully automated by the addition of a thermal
cycler integrated into the instrument.

KEY INSTRUMENT FEATURES

> Assay Reaction Plate
e Holds up to 96 test wells
e Heating and cooling using Peltier units with precise temperature control {+/- 0.5“C)
e Frequency of reaction plate shaking can be varied within an assay to ensure consistent washing

> Image Capture
» Cameracan accommodate different lenses to allow imaging of both white and clear wells
 Mounted on the robot arm so that it can be used for reading 2D codes

> Operator Interface
e Touchscreen with simple menu driven run set up
e Software calculates reagent volumes depending on number of tests
e Each step confirmed by user tick box entry to avoid set up errors
e Instruments checks tip availability and reagent levels before starting run
e On board PCallows full integration with local network

> Sample Traceability
» Sample worklists can be linked to all reagents and testwells used in the assay
» External barcode reader enables all testwells and reagents loaded into the Instrumentto be recorded
e« Camera mounted on robot arm can identify lab ware with 2D code, enabling the labelling of the tab of
teststrips, reagent troughs and 96-well PCR plates or 8-well PCR strips for enhanced sample traceability
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2 TECHNICAL SPECIFICATIONS

OPERATING CONDITIONS

EQUIPMENT MOBILITY
SIZE (HXWXD)(MM)
MASS (KG)

PHASE (SINGLE/THREE)
CURRENT RATING
VOLTAGE RATING (RANGE)
POWER RATING
ENVIRONMENT OF USE

CONNECTION TO THE SUPPLY
MAINS

PROCESSING CAPABILITY
PROCESSING TIME

TEMPERATURE CONTROL
PROCESSING VOLUMES

Temperature 5-40“C, 80% relative humidity at SI*C, altitude

up to 2000 m

Free standing on bench top
685 x 850 x 560

60

Single

10A

100-250VAC, 50/60 Hz
350 W

Indoors, pollution degree 2
IEC C13 plug

1to 96 samples per run

Typically, 2 hours 20 minutes for 96 samples (depends on

protocol)
Peltier under software control

50 to 300 pi

DISPENSING MODE & ACCURACY
SOFTWARE

Peristaltic pumps: +0/ -10%

Runs on integral computer under Windows 8 Embedded op-
erating system with user interface via projected capacitive

touch-screen
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3 UNPACKING AND INSTALLATION

3.1 Unpacking

CAUTION: HEAVY INSTRUMENT
At least two people are required to move the carton, to unpack, and to lift the instrument from the

carton and position on the bench. The instrument weighs 60 kg and the whole unopened carton
may weigh as much as 95 kg.

The MR.SPOT® 2.0 processor is packed in a re-usable case consisting of a wooden pallet base, a wooden side frame
(hinged to enable it to be stored flat) and a wooden lid. The MR.SPOT* 2.0 processor is supported inside the case

with expanded polyethylene foam.
Abracket is fitted inside the MR.SPOT® 2.0 processor to prevent the robot arm moving during transit. This has to be

removed before the system can be used.

1. Visually inspect the outside of the packing for signs of damage. Photograph any damage.

2. Move the pallet with suitable pallet trolley as close as possible to where the instrument will be positioned to
minimise the amount of manual handling.

Remove the straps holding the lid to the sides.

Lift off the lid.

Remove the foam packing pieces and retain for future use.
Remove loose items from the side of the instrument.

Remove the wooden side frame. This requires 2 people to lift it up and clear of the instrument.

©® N o o &~ w»

Lift the Instrument off the pallet base on to the bench. This requires 2 people due to the weight (60 kg). Lift the
instrument by holding the frame either side of the feet. When lifting the palm of the hand should face upwards to

grasp the frame with 2 fingers either side ofthe foot.

WARNING: Only people who have been trained in safe lifting techniques should lift the instrument.
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10.
11.

12.
13.

14.

15.
16.

Remove the foam packer at the bottom ofthe door.
Remove the adhesive tape holding the door closed.

Check that all accessories are present. A box containing the following items is included.

Mains lead

Spare fuses 5A (pack of 2)

5 position reagent trough holder

4 position reagent trough holder

Duct between reaction plate and right-hand side panel

Internal tip shoot

External tip shoot with cover

250 ml D.I. water bottle

250 ml square waste bottle

W aste trough

Coloured reagent troughs (Ix brown, Ix orange, Ix white, Ix blue, Ix green, Ix yellow)
Coloured reagent troughs (Ix green, Ix blue, Ix violet, Ix black)
Barcode reader bracket

Barcode reader

W aste Collection Bag

User manual on CD

Set of dummy test strips with 16 single clear wells

Installation CD for HISTO MATCH Software

Tool with TorxTX20 drive bit

Packaging straps for securing crate

Check that the serial number on the Instrument matches the delivery note.

Inspect the instrument for obvious signs of transit damage. Report any damage immediately to your
local representative.

The outer shell of the packing case can be collapsed flat and placed onto the base of the packaging
pallet. Place all the packing foam items on top of the shell and then place the lid over it. Secure the lid
with the packaging straps provided. Please store container in a safe place for future use.

Open the door and slide it under the instrument.

Remove the Velcro strap around the robot arm holding protective foam around the tips, and store Ina
safe place for future use.
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17.

18.
19.
a

® & n g

20,

21,

22.
23.
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Undo screw
' to release
restraining

Velcro strap bracket

Using the tool provided with a Torx TX20 drive bit, unscrew the restraining bracket and store the
bracket and screw together with the strap in a safe place for future use.

Remove the adhesive tape from the reaction plate module.
Unpack the following items and fit them to the deck. Refer to section 4.3

Duct between reaction plate and right-hand side panel. Slide the duct between the reaction plate
and the side of the enclosure. There is a cut out in the back of the duct to clear the supports for the
reaction plate.

Internal tip chute is placed in cut out on right-hand side panel.
Waste trough on location pins.
Reagent trough holder on location pins.

System fluid and waste fiuid bottles attached to appropriate connectors on front left corner of in-
strument.

Attach external tip chute using the thumb screws. Remove the screws from the side of the chute and
release the spacer. Ensure the spacer is then positioned between the chute and the instrument panel
before tightening the screws to create a gap for the cover to fit on top. Ensure the chute is positioned
to create the maximum slope angle for the tips to fall away from the instrument.

Attach barcode reader bracket to the right-hand side panel on the 2 screws using the 2 plastic thumb
nusl

Plug in the barcode reader to the USB port at the back.
Attach the power cable.
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3.2 Environmental conditions

3.2.1 General

Place instrument in an environment free of dust, harsh solvents and acidic vapours. Vibration and harsh sunlight
must be avoided to ensure correct results. The MR.SPOT® 2.0 Processor should always be placed on a flat stable sur-
face. The MR.SPOT® 2.0 Processor is intended for indoor use only and shouid not be subjected to unduly large varia-
tions in temperature and humidity. This instrument was designed for use in a typical laboratory environment, i.e.:

| Altitude: Up t0 2000 m

! Temperature: Ambient temperature range: Between 15...30°C
l Humidity: Maximum relative humidity 80%

| Mains voltage: 100240V

Leave to stand for 3 hours before applying power to avoid problems that might arise from condensation.

3.2.2 Benchspace

Always place the MR.SPOT® 2.0 Processor on a solid flat surface. Do not place alongside other instrument that will
cause excessive vibration, such as a centrifuge. The minimum bench space required is 1000 mm width and 700 mm
depth — the depth should be 700 mm [f there is to be no overhang of the front of the instrument. Place the instru-
ment a maximum of 1 metre from an appropriate power source. The cover is opened to the front and pushed under
the housing so that it almost completely disappears under the housing. The instrument respectively the feet must
have a certain minimum height so that the cover disappears easily under the housing.

3.2.3 Disconnection guidelines

In an emergency immediately activate the emergency stop button before turning the power off and unplugging
from power source.

The red emergency stop button, mains switch and mains lead connection are located on the right-hand side panel of
the instrument. Do not place the instrument too close to any object that might impair emergency disconnection in
an emergency, particularly any object to the right-side panel of the instrument.

3.2.4 Ventilation

Do not place the instrument in line with a direct draft such as an air vent. Otherwise there are no specific ventilation
requirements for the instrument. Allow a space of 10 cm between the instrument and any wall or other Instruments.
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4 SYSTEM OVERVIEW

4.1 Front view

Sample plate

4.2 Side view

Emergency Stop
Button
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Tip picking and
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Test wells

Reagents

Door slides under
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4.3 MR.SPOT® 2.0 Processor deck layout
Position the accessories on the base as outlined below.
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4-/5-Position Rea-
gentTrough Holder

Heatable trough

Fixed tips wash
trough
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4.4 Reagent positions in trough for the HISTO SPOT® SSO system
‘0
&
A
Se
X
4.5

Reagent positions in trough for the HISTO SPOT® HLA AB system
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4.6 Initial setup

After unpacking according to 3.1 {above}, place the instrument on a bench according to 3.2
(above). Connect the mains lead to the mains lead socket on the right-hand side of the instru-

ment. Ensure the door Is closed and switch '‘On' the mains switch. A red light on the front right
corner will turn on.
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A series of initialization program steps are started automatically. The Z-axis moves up to the home position, the Y-
axis and the X-axis also move to the home position. The following screen appears on the touchscreen:

OBAG kisLth s

Manage Work-

New | Woorkltsts

Maintenance of Shutdown PC
MR.SPOT® 2.0 Processor

Setug Exit

Statusbar

0.0°C

4.7 Attach waste tip collection bag

Thumb screw
Drawstring

Retaining flange

Awaste bag is attached to the external tip chute to collect the waste tips used by the processor. Open the mouth of
the bag and place over the end of the chute ensuring it is beyond the retaining flange. Pull the drawstrings from both
sides of the bag simultaneously to close the mouth around the chute. Secure the bag by placing both loops of the
drawstring over the thumb screw on the chute cover.

Note: After fitting the bag, ensure the chute is positioned to provide the greatest angle of slope for tips to travel
down.
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4.8 Preliminary Test

W ater Bottle:
Liquid Waste Bottle;
Tip Rack Holder:

Small Reagent Vessel:

Sample Plate Holder:

Large Reagent Container:

Test tubes:

W aste Bag:

The "D.I. Water "labeled hose inthe bottle filled with deionized water.
Make sure that the liquid waste container isempty and inthe right place.

Place the pipette tips in the holder. Make sure the short tips (200 pi) are in the right
position and the long tips (1000 pi) are in the left position. First slide the pipette tips
under the side-mounted screws, then close the lever inthe middle to fix the tips in po-
sition. The holder can only be removed from the device when the two plastic screws are
loosened.

Place the small reagent vial in the holder. The holder for the small reagent vessel is
heated for the SSO test. Take care when removing the small reagent tube before the
end ofthe assay. There is a risk of injury.

Place the sample plate in the sample plate holder and close the lid. Be careful when
removing the sample plate before completing the SSO assay. There is a risk of Injury.

Place the large reagent container for 5 reagents inthe appropriate position.

Place the required number of test tubes in the test tube holder. Make sure the test
tubes are secure and the lid for the test tube holder is closed. For the test run, one test
strip is sufficient.

Make sure the chute is in the right place. Place a waste bag attached to the end of the
external chute.

When the reagent tubes are set up, a short trial run should be performed. This is done using deionized water instead
of the reagents. The test run is carried out according to the following instructions:

OB A G HiaITHCARS

O

Setup

2.0

O 1. Select New
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Q BAGATHAE

20 0.0*C

D BAG HeaHCARS
WorklistlD:  W-2018-08-24 tesl|

1 2 3 4 5 6 7 8 9 0

No il
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2. Choose Standard SSO Strip.

3. Use keyboard to enter Worklist ID.

4. Select Next.

5. Select one of the preloaded lots from the
dropdown menu. If a message states the
lot Is expired; select OK to continue.

6. Add two strips by pressing the + Add Strip

button twice.

7. Add two dummy test strips provided in ac-
cessories to the reaction plate and select
Next.



MR.SPOT® 2.0 Processor - User Manual

D B A 6 HANY

Wofidist tO; W-2017-07-04
Scan Reagent lot numbers

8. You do not need reagent lot numbers
forthe preliminary run. Just select Next.

DBAG»*TAIT)ICAR(
Check list
Empty Waste Tip Basket B 9. Confirm each item on the check list. Use
Empty Liquid Waste Trough 0 D.I. water in place of conjugate and
Fill Water Bottle {is Block Buffer
Dilute 3.0 pi of Conjugate in SO ml of Slock
Buffer
10. Press Next.
OBAG.
11. Fll in the indicated number of tips and
confirm each item (tap both circles).
Note: Ensure you place the 1000 pi tips on the
left and the 200 pi tips on the right.
Left Rack ~ Right Rack

Page 16
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G B A G hiibesfk
Fill Pipette Tip Racks
12 3 4 ' e 7 1 9 10 11 12 8-—‘I'OnLl'
oo 00QQOQi - . .
T w 00eo00i 12. Confirming each tip rack.W|II show the
0e®0® o correct layout of the required tips.
I ©000®0(

MO®» 0000 M 600000OCO©O®

00000000O0O0O0O

Left Rack Right Rack
13. Iflayout is correct, press Next.
oo*c
G B A G hemthok .
Check list 14. Add an empty P_CR tra)_/ into the PCR
Ambli Block as shown in Section 4.3.
mplicon
Diluted Conjugate <z
7.00 ml of Block <
15.00 ml of Stri .
miof Stringent < 15. Add D.I. HO to all troughs and confirm
15.00 ml of TBS each item inthe checklist.
5.00 ml of Substrate A
5.00 ml of Hyb B

16. Press Next.

17. Ensure the robot arm is in the home position.

Note: To protect against an instrument crash. The robot arm is required to be in the home position at
start. The home position isfront left of the processor.

Note: If the arm has been moved during set up, the user is required to manually move the arm to the

frontleftofthe instrumentbefore starting the run.

18. Close the door of the instrument.
Note: Ensure the door hinge is "locked" by pulling the doorfully out before closing.

Note: The instrument will only run with the door closed. Opening the door during the run will interrupt
the assay. Itis notpossible to resume the assay once the door has been opened.
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O B A G HAHx4
Analyzing Worklist: W-2017-07-04

19. Press the Start button

11:3141 ChecUItt 3 Confirmed
11:29:43 Checfcllsl 2 Confirmed
11:27:13 CfieckiKt 1 Confirmed
11'.26:52 Reagents entered

cH

Observe the operation ofthe instrument, and ensure that the following are functioning correctly:

9.

10.

11.
12.

Initialising: From home position, XYZ mechanism will move above internal waste shoot and eject.

Measure liquid: XY Z mechanism will move above each reagent trough to measure the amount of liquid present.
Run will not continue ifthere's insufficient liquid.

Temperature logging: XY Z mechanism will light up yellow/orange and logs the temperature from the Reaction
plate, PCR Plate and Hybridisation Buffer.

Priming Pumps: The XYZ mechanism will move above the fixed tip wash trough to prime each line by dispensing
D.l. water Into the washing trough.

The tip picking/ejection mechanism will pick up a set of 4 tips. Ensure that the tips are picked up and remain at-
tached to the mechanism.

The XY Z mechanism will move above the Blocking Buffer trough and aspirate D.I. Water. Check that the liquid
level inthe tips iseven.

The aspirated volume will then be dispensed to the test wells inthe reaction plate. For dispensing reagent, the
reaction plate holder will remain level.

The XYZ mechanism will move above the internal tip chute, and eject all 4 tips. Ensure that all 4 tips are ejected
at this point.

The reaction plate will shake for the first incubation step (5 min).

For aspiration of the spent reagent, the reaction plate will tilt. Ensure that the aspirating needles aspirate from
the edge ofthe well, to avoid touching the array.

After this step, you can abort the run using the stop button

Check that the liquid has been aspirated completely (not more than 5pL)
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iIQBAGHtUTHCAfIE

Analyzing Worklist: W-2016-01-0

1526 58 Lock-Puffer absaugen

By pressing the Stop button you can abort
the run. The instrument will finish the step
that it is performing and then end the as-
say and release the door catch.

. 1526.52 BlocK-Pulfer binzufogen und DNA-Denetunefung

1526 48 Pumpensyslenis befulen

N 15 2648 Verarbertung gestanat
1528-42 CrtecWisOCOfifinned
15.26 40 Cbsckbl 2 Confinned
1526 47 Owirt.A 1

131

If no problems are noticed or reported by the instrument the instrument can be used to run an assay.

CONSUMABLES

MR.SPOT® 2.0 Processor has been designed for use with specific disposable tips, supplied by the manufacturer {BAG
Diagnostics GmbH,| REF | 726099, HISTO SPOT® Pipetting Tips 1000pl; REF | 726097, HISTO SPOT Pipetting Tips
200pl) or your distributor. Do not attempt to use any other tips. This could result in the failure of the instrument to

perform correctly.

The following MR.SPOT 2.0 Processor consumables are also supplied by BAG Diagnostics GmbH:

REF

726187
726170
726171
726160
726161
726162
726163
726164
726165
726166
726167
726168
726169
726123

Description

MR.SPOT®2.0 Waste bags

MR.SPOT«2.0 30 ml Troughs

MR.SPOT®2.0100 ml Troughs

MR.SPOT® 2.0 Coloured flange for blocking buffer reagent trough / SSO
MR.SPOT® 2.0 Coloured flange for conjugate reagent trough / SSO
MR.SPOT® 2.0 Coloured flange forstringent wash reagent trough / SSO
MR.SPOT® 2.0 Coloured flange for substrate reagent trough / SSO
MR.SPOT® 2.0 Coloured flange for TBS reagent trough / SSO
MR.SPOT® 2.0 Coloured flange for conjugate reagent trough / HLA-AB
MR.SPOT® 2.0 Coloured flange for substrate reagent trough / HLAAB
MR.SPOT® 2.0 Coloured flange for wash reagenttrough / HLAAB
MR.SPOT® 2.0 Coloured flange for water trough / HLAAB

MR.SPOT® 2.0 Coloured flange for hybrisation trough / SSO
MR.SPOT®2.0 Trough rack holder/ HLAAB
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6 SAFETY & GENERAL INFORMATION

6.1 Instrument labelling

Please observe and respect all caution labels shown on instrument and consumables:

The heater block and retainer of the sample plate holder can reach tempera-
tures of > 36"C during a run. There Is no danger during normal operation as the
block will have cooled by the end of the run. Caution is required when opening
the door after pausing the Instrument or aborting a run as the block may re-
main hot.

>

6.2 Detailed personal safety information

Avoid touching the MR.SPOT 2.0 Processor with wet hands, and do not attempt
to disassemble the MR.SPOT 2.0 Processor. In either case electrical shock may
result, and in both cases the warranty will be invalidated.

It is recommended to wear eye protection, a laboratory coat and protective
gloves when operating the instrument/handling reagents. If contact of any rea-
gent occurs with skin or eyes, wash thoroughly with water.

Always use the power cable provided. Alternative power cables may not be
earthed and this could lead to a risk of electric shock or fire.

> > >

6.3 Cleaning
Cleaning of the MR.SPOT® 2.0 Processor should be performed regularly using a decontaminant followed by water.
Disinfectants like Liquinox®, Virkon* and 70% iso propyl alcohol (isopropanol, IPA) can be used.

Always wear protective gloves priorto cleaning.

Use a cloth, dampened in decontaminant and wipe all areas in and around the base and the reagent
area. Use the same technique to wash all parts that may come In contact with any accidental
spillage. Repeat with water.

Remove the external tip chute cover and wipe the floor of the shoot to remove any potential build-up of reagents
from the expelled tips.

Empty the waste fluid bottle, system fluid bottle & the fixed tip washing trough. Leave the system fluid bottle empty
between runs.

Dispose of any unused assay reagents and waste in accordance with country, federal, state and local regulations.

W aste collection bags have the capacity to collect tips from multiple runs, check at the end of the run that there Is
space for the next run, otherwise change the bag.

The instrument will automatically clean all the lines with D.I. W ater during the assay.
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Protocols are available for deeper cleaning of instrument lines and it is recommended that these are performed

monthly. See section 7.4.2 for further details.

6.4 Disposal
6.4.1 Reagentdisposal

Dispose of any unused reagents and waste in accordance with country, federal,

state and local regulations.

6.4.2 Instrumentdisposal

As part of the WEEE EU directives, this instrument should be returned to the
manufacturer for dismantling at the end of its life.

Before disposal decontaminate the instrument. Refer to sections 6.3 and 7.4.2

for further details.
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7 INSTRUMENT OPERATION

NOTE: Ensure that the accessories required to run the assay have been set up correctly on the instruments base be-
fore proceeding with the assay. Refer tostep 4.3 MR.SPOT2.0 Processor deck iayout.

7.1 Main menu
The MR.SPOT 2.0 Processor is controlled via 4 buttons from the main menu screen.

See section 7.2

See section 7.3

See section 7.4

See section 7.5

Status Bar-see section 7.6

7.2 Worklists
This button allows the user to import a new worklists to be processed or manage existing worklists held on the in-
strument.

7.2.1 Importing astandard worklistfrom HISTO MATCH Software

The recommended way to set up an instrument worklist is to import one from the HISTO MATCH Software package.
For full details on how to create a worklist in HISTO MATCH, please refer to the HISTO MATCH Software manual.

Once it has been created, it can be imported to the MR.SPOT 2.0 Processor.

1. Select Worklist.
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DBAGH 2a. Worklists sent from HISTO MATCH soft-
ware via the network will appear in the
worklist screen and can be processed

ViEbUN> directly.
i0U->0-13 MM
SHltsol

2b. Insert a USB Stick and select Import. The

worklist will appear in the list ready to be
processed.
! qH

If a single worklist has been imported proceed to step 5. If multiple worklists were imported the
following screen will appear.

OBAGh

3. Select OK.

W-2016-01-11
Halo Ob-OIiTOIG
W-2016-01-0

Date: 05/1)1/2016

Plate 10

4. Highlightthe worklist to be run and press
Start.

131

(]
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WorklslID W-20ie4}1.11
Add Wells to the Reaction Plate, as shown below.

Seen barcode or Seled s s(np to assign the batch
Click OK when compieie

131

1D BAG hultham
WorklisliD W-2016-01-05

Scan Reagent lot numbers

[HYseofr [ioT]I510HYB/2
[1o1] v\ o=
STRGMEH  porj 1503STR/2

Itorl X . r
1LCH) Kwt; XnX? s e...
1sues 104 i 51QSUB/2 {Qi20w744

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

5. Strip lots can be barcoded directly in this
screen.

This assigns the barcoded lot to the next wells
(1 strip at a time), wells are faint when un-
assigned, and then flash when assigned. If an in-
correct strip locus is entered a warning is dis-
played, and batch is not assigned, the batches
must be assigned and added in order.

6. Alternatively, enter the strip lot by selecting
the number on the top of the strip.

7. Enter the strip lot number for single wells us-

8.

ing the barcode reader, or by choosing one
from the dropdown list.

Press Close and Save when finished.
Then press Next.

9. Use the barcode reader to directly scan the lot

numbers of the assay reagent.

10. Press Next.
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OBAGhH
Workint ID: CS-2017-07.04 4
Scan Reagent lot numbers
150010117073 Alternatively, enter the barcode with the keyboard
PMWT il o - Q 1 by selecting into the text field.
B 1707BK/L  jy1»T»-0i i7-
1 1(wlq— C - 11 . ,«1
wimi  jio boo- A >
wb 1[kaT] VOO H y
- 1
11. Press Next.
206l
OBAGHNHCAR

i Arbeitslisle 10 At>s-2016-10-13 )
Sannen Sie den Barcode auf dem Reagenzien Trog

ABS-REAGENT 12. Read the barcode on the SSO reagent
trough and press Next. This step Is manda-
tory if the antibody test is also used.
Otherwise it is optional and can be de-
activated inthe "Setup" area.

Empty Waste Tip Basket 13. Confirm each item on the checklist has been

Empty Liquid Waste Trough positioned inthe instrument.
Fill Water Bottle

Dilute 6.0 pi of Conjugate in 10.0 ml of Block 0
Buffer

14. Press Next.
OBAGhH

15. Load the indicated number of tips and confirm
each Item (tap both circles).

Note: Ensure you place the 1000 pi tips on the left
and the 200 pi tips on the right.

Left Rack -V Right Rack
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OBAG oflliiem
Fill Pipette Tip Racks
<2148 «7it1o0o1l 1 i; 2} 4 s (7 t«wiluU

16. Confirming will show the correct layout for the
required tips.

MffGOOOOOM

«ooecooe wcSTRERIISS

Left Reck Right Reck

] . Press Next.

rnan X o0o*c

O B A G hfalthcarf

Check list
=Add Amplicon Tray 8 18. Confirm each item on the checklist has been
®Add Diluted Canjugate ® added to the instrument.
Add 10.00 ml of Block n
®Add 25.00 ml of Stringent {n
®Add 25.00 ml of TBS <2
Add 7.00 ml of Substrate n
0Add 7.00 ml of Hyb <2
Y /

19. Press Next.
2011 X

20. Ensure the robot arm is inthe home position.

/Vote: To protect against an instrument crash. The robot arm is required to be in the home position at
start. The home position Isfront left of the processor.

/Vote: C/ose the door of the instrument Note that the instrument only runs when the door is closed. By
opening the door the testisinterrupted and can be continued after closing the door.

21. Close the door ofthe Instrument.
Note: Ensure the door hinge is "locked" by pulling the doorfully out before closing.

Note: instrument will only operate with the door closed. Opening the door during the run will interrupt
the assay. It isnot possible to resume the assay once the door has been opened.
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OBAGHAINGKR
Analyzing Workllst: W-2016-01-05

22. Press Start button to begin the run.

45 34 Checkhst 3 Conflfmed
45:31 Checklist 2 Cofifirmed
45 27 Checklist 1 Confirmed
45 23 Reagents entered

131

7.2.2 Importing a combistrip worklistfrom the HISTO MATCH software

Steps 1-4 of importing a combi strip worklist from HISTO MATCH works isthe same as importing a standard worklist
as described above in chapter 7.2.1. After step 4 continue as follows:

OBAGI.
WorUistID CS-2017.0e-18
Sriplat vV 013-1 IN 5. Enter the strip lot directly using the barcode label
OftCai  ~ CrtaH " on the strip pouch or by selecting the kit designa-
tion at the top of the screen.
cu
Edit Combistrip
6. Choose a strip lot from the dropdown list. You can
also view patient information here. Press Save
1. Locus: A P
2 Locus: B when finished.

3. Locus: C

4. Locus: DRB1
5. Locus: DRB34S
6-Locus: DQB1
7. Locus: OP81
8. Locus; NEC
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CIBAGh

WortIMID CS-2017.0e-ie

Strip Lot, V 013-1

7. Select Next.

'\W c23 00*c
NBAGATHAR
; WofkHtID €s-20i7.0e.ie

'Setup PCR Strips as shown
8. Place the PCR strips containing amplicon inthe
heater block as indicated inthe diagram.

9. Select Next.

Continue with step 9 as described above in 7.2.1

7.2.3 WorklistManagement
The image below shows the different functions of the worklist management screen.
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OBAG

CS-2014-01-02
DM : 2.-Cil0i«

6> |

1.2n

'0B A G KAH%

S-2014-01-02
-24,:01<
FMxBTT

caO 0.08C

IM1HO WnwyumiumnllisnlH}gH1111

actc
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Goto second page of functions

View log file (only available
when assay is complete)

View images (only available
when there are images)

Delete the selected worklist

Export the selected worklist to
an USB
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7.3 Creating new worklists

7.3.1 Creating a new SSO orAB Screening worklist

OBAG wtanncwt

£23 oo'C
0O BAGkI M
Worklist ID:  2011-10-13 ABDR
3. Use keyboard to enter Worklist ID or use
the default worklist ID assigned by the
software.
4. Press Next.
Yy (¢ ! (B oK
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BAGhxihj"e . .
Q ! Wortdistlo W-2016-01-06 5. You can enter a strip lot directly by scan-
Strip Lot: !(....Smm ning the barcode.
A i ame h Alternatively, you can choose a lot from the
N®A105-2 |
-1 Broold 1 dropdown list using the add Strip button.
J i B0B9.52 1
31 BOgSMS 1 Expired batches are marked with the
k1l B097.37 1
0C049-1 symbol.
Q _J
H ¢ IfTLU ----------------------------------- !
| 11002-9 1
- |lin<'027-7 j
Il Comnon 501-1 1
er
UBAGhiuiHcut
WorUistlO: W-20ie-01-06
Strip Lot: BO9EMS!
6. Single wells in a strip can be edited by
- _ selecting the number at the strip.
— — II — — -
iLL.

7. Enter the strip lot number for single wells
by using the barcode reader, or by choos-
ing from the dropdown list.

8. Selecting the red cross deletes a well.
Dummy wells must be placed in the reac-
tion plate to complete a multiple of 4 wells
for processing.

131
OBAGHAHM

Worttlist ro. w-20ie ™ 1-0e

striplot: | B099-481 ' ) _
It is possible to choose any layout for test.

Note: Dummy wells must be placed in the re-
action plate to complete a multiple of 4 wells
for processing.
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LBAGKALIKLAfit

Workitst HO: 2011-10-13 ASDR

Strip Lot:

9. The software validates the worklist and

generates a message if an error
occurred.

X € ! oK M

Continue with step 9 as described above in 7.2.1

7.3.2 Creating o new combi strip worklist

1. Select New.

JRO X i- o,(rc

G B A G htathcapf

2. Select Combi.
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OBAG wiaincare
WorklistID: CS-2017-07-04

1 2 3 4 H 6 7 8

qot

0O BAGTAHIME

WorklistID CS.20tT.08-18

Strip lot:

Edit Combistrip

V015-1

Patient 10:

Name:

Sjmple ID:

. Locus: A

. Locus: B
Locus; C
Locus: DRB1
Locus: DRB345
Locus: 0Q81
Locus: DPB1
Locus: NEG

@ NO A wN e
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3. Use keyboard to enter Worklist ID or
use the default Worklist ID assigned by
the software.

4, Press Next.

5. You can enter a strip lot directly by
scanning the barcode.

Alternatively, you can choose a lot from the
dropdown list using the add Strip button.
Expired batches are marked with the
symbol.

6. Patient data can be entered for the test
by selecting the kit designation at the
top of the strip.

7. Click into the data fields and enter patient
information with the on  screen

keyboard.
Press Save to save itor
Delete to discard the changes.
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Nex<
WorklistD CS-2017718
siplet; vV 013-1 1 [»
8. Press Next.
mm
DBAG heitone

WoridistID CS-2017-08-18
Setup PCR Strips as shown'

9. Position the PCR strips containing the
amplicons in the heater block as indi-
cate inthe diagram.

10. Press Next.

Continue with step 9 as described above in 7.2.1
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7.3.3 Assay protocols
The following table indicates the steps performed on the MR.SPOT® 2.0 Processor. During the run, the status of the
assay is displayed on the touch screen.

SSO Assay
STEP  DETAILS
1 Measure fluid levels of all reagents.
5 Temperature logging. o _
PCR Plate heated and start hybridisation buffer pre-warming (30€C).
3 Prime pumps.

Denature DNA: Incubation at 96“Cfor 5 minutes in PCR Plate.
4 Add 200 |al block buffer to each test well in the reaction plate. Incubate and shake at room
temperature for 5 minutes.

5 Aspirate block buffer from each test well in reaction plate.

6 Dilute Samples: Add 100 pi pre-warmed (at least 30 “C) hybridisation buffer to PCR plate,
mix and transfer diluted sample to each test well in reaction plate.

7 Incubate with Hybridisation Buffer at 50"C and shake reaction plate for 15 minutes {adding
2.5 minutes for plate to reach 50“C).

8 Cool reaction plate.

9 Aspirate in hybridisation buffer diluted sample from reaction plate.

10 Perform Stringent Washes: Add 200 pi stringency wash buffer to each test well, shake re-
action plate (5 seconds) and aspirate. Repeat a further two times.

11 Dispense conjugate: Add 100 pi diluted conjugate to each test well.

12 Incubate with conjugate and shake reaction plate at room temperature for 15 minutes.

13 Aspirate diluted conjugate.
Perform TBS Wash: Add 200 pi TBS buffer to each test well, shake reaction plate and aspi-

14 rate.

Repeat a further two times.

15 Add 100 pi Substrate to each test well.

16 Incubate with Substrate and shake reaction plate at room temperature for 15 minutes.
17 Add 100 pi dH20 to the well and aspirate diluted substrate.

18 Add 200 pi dH20 to each test well.

19 Shake reaction plate for 12 seconds.

20 Aspirate HQ

21 Heat reaction plate to 51.7°C for 11 minutes to dry well.

Photograph results using camera adjacent to tip picking and aspirating head (approx. 2

22 seconds per well).
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HLA Antibody Assay
STEP DETAILS
1 Transfer diluted sera to the test wells in the reaction plate.
2 Incubate 60 minutes at 20“C.
3 Aspirate all the liquid and discard it.
4 Add 100 |xI of wash buffer and shake briefly.
5 Shake for 2 minutes.
6 Aspirate all the liquid and discard it.
7 Add 200 |il of wash buffer and shake briefly.
8 Repeat steps 5-6.
9 Add 150 |il of conjugate.
10 Incubate 60 minutes at 20*C.

11 Aspirate all the liquid and discard it.
12 Add 200 W of wash buffer and shake briefly.
13 Shake for 2 minutes.

14 Aspirate all the liquid and discard it.
15 Repeat steps 12-14.

16 Add 200 |glwater.

17 Shake 5 seconds.

18 Aspirate all the liquid and discard it.
19 Repeat steps 16-18.

20 Add 100 [il of substrate.

21 Incubate 15 minutes.

22 Aspirate all the liquid and discard it.
23 Add 200 pi water.

24 Shake 5 seconds.

25 Aspirate all the liquid and discard it.
26 Repeat steps 23-25.

27 Dry the plate.

Photograph results using camera adjacent to tip picking and aspirating head (approx. 2

28 seconds per well).
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7.3.4

Measuring fluid levels

As part of the assay Initialization process, the MR.SPOT® 2.0 Processor performs a fluid level check on all reagents to
ensure there issufficient of each to process the number of tests Inthe assay.
Ifa low level of reagent isdetected an error measure appears on the screen to indicate which reagent is low and the

expected and recorded volumes. The door is released to allow opening.

1

oo OB W N

7.3.5

Open the door.

Manually move the arm clear of the reagent troughs to the front left corner of the instrument.
Top up the low volume reagent to the expected volume.

Close the door.

Press OK on the error screen.

Press the start button to begin the assay.

Pausing the instrument during a run

From the Assay Screen

IOBAGItAIINCAXt
[ Analyzing Worklist: W-2016-01-0

15 26 56 Block-Puffer absaugen

By pressing the Pause button you can
pause the run and resume it later.

The timer shows the time remaining until the

1526 52 Block-Puffer hinzufOgen urtd DNA-Oenatunerurrg - P .
1526 46 Pumpensystems befullen. run is finished. When the pause button is
1526 48 Verarbertung geslarlet H H H H _
152642 Chockhstaconfirtned pressed the timer will flash until the instru
1526 40 Checkhst2 Confirmed ment iS reStarted.

1S 26 17 ChM-kIKtl CanmXTTMU

1.31

ooc

Using the pause function allows the instrument to be paused and then the run continued.

Press the pause button on the assay screen. You will be asked to confirm your action.
The screen will display the following message Please wait for door to unlock and the timer will flash. The in-

strument will proceed until the end ofthe current step.
The screen display will change to Warning, Door unlocked. At this point you can open the door and make

any correction required.

WARNING: DO NOT TRY TO MOVE THE ARM WHILST THE DOOR IS OPEN. The arm is held in position by the
motor, forcing the arm will cause the instrument to lose position on restart and may damage the arm
mechanism.

Close the door and restart the run using the start button.
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7.3.5 Stopping the instrumentduring a run

Emergency Stop
1. The emergency stop button is located on the right-hand side of the

Instrument. The button can be activated at any time during the run and
will cause the run to be aborted. The run cannot be continued from the
stop point.

2. Activating the button causes the XYZ axis to stop. Any other actions being undertaken by
the processor such as incubations, shaking the reaction plate or heating the sample plate
will continue until the step is completed. The screen will display Please wait for door to
unlock.

3. The screen display will change to Warning, Door unlocked. At this point the door can safe-
ly be opened.

4. The button is reset by turning the button clockwise to release. If release has not been
performed the following error will appear during initalisation of the next run. Hardstop
error: Depress the emergency close or close the door.

5. Ifthe following error is displayed, Error during Initialisation: x axis position not safe for
homing, the arm has stopped in a safe zone to avoid damage caused by lose of position on
re-start. The user is required to manually move the arm to the front left of the instrument
before re-starting the run.

From the Assay Screen

|OBAGYYAimoAC
Analyzing Worklist: W-2016-01-0

By pressing the Stop button you can
abortthe run.

O 01:4259

1526 56 B<ock-Pulerabseugen
I 1526 52 Btodt-Pufler binzubgen und DNA-Oenshjnerung

526 48 Pumpensystems befallen
526 48 Vdrarbeilung gestanei
526 42 Checkbst 3 Con5rmecl

1526 40 Checklist 2 Confirmed
147AY ntweiisi 1 mnermix|

131 "EIr 00*c

1. The run can be aborted from the assay screen using the stop button.

2. The stop button only becomes active after the run initialisation has occurred signal by the blue instrument
light being illuminated.

3. Activating the stop button has the same effect as pressing the emergency stop

Restarting the instrument after a stop
Using the emergency stop or assay screen stop button aborts the run. The following screen will be displayed follow
the on screen instruction to return to the main menu.
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QBAGnwhatk
Imaging Woi

Press OK and Close
The main menu screen will appear.

7.3.7 Assay completion

Imaging Workiist W-2016-01-0
1. When the assay Is finished the wells are

photographed.

05/01/2016 15 53 Imping weN C |
05/01/2016 1S 33 Imaging well 81
05/01/201615.33 Imaging well A1

UBAG>ftAINGCA/>t
imaging Wo

2. Press OK and Close
The main menu screen will appear.

Select Worklists.
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OBAGHAI
s 3. After the run is complete the workllst ap-
© X:{;%%ﬁ;gel'o‘r’ Plate I pears within the full list of worklists. Select
W-2015-07-31 11-42-33 the Menu button.
Date 31i«7i™15 Platt ID
PW-2015-07-31
Date 31/07/30IS PiaielO
CS-2015-07-22 08-15-25
Date 22rt)7/2015 Hate ID

ynar n** e<«,
92%

131 C3
OBAGhH
4. The highlighted worklist is exported to a
\W-2016-01-0 i i
K=ol e 1o 0O H USB stick by selecting the Export button
\W-2016-01-05 and then transferred to HISTO MATCH for
Date 05/1}1°016 Plate10’ . 3 ;
W-2015-07-31 11-42-38 interpretation. Networked machines can
3?;5238/10751_28;_31 rled be accessed directly using HISTO MATCH.
Date. 31/07/2015 PlatelD.
CS-2015-07-22 08-15-25
Date. 22/1)7/2015 PlatelD.
131 c|'3
GBAGHRAHKX
YYork1LUtO: W*20ie*01«0
SMui CompVe

It is possible to view the event log and the tem-
05/01/2015 15 2b:35 Keagents emerao

05/1)1/2018 15:26:37  C/ieckhst 1 Confimted perature graph here by pressing on the grey ar-
05/01/2016 152640  Chedclist 2 Conflrnied

05t01/2016 15:26:42 cneddist 3 Confirmed row beside the Worknst name N
05/01/201615 26:48 Verarbeitang gestartet

0571/2016 15 26 46 Pumoensvstems bafOlien
N

Instrumenl
-Reaction Plate
-Sample Plate

Hyb
« 4 > >
« cu .
1.31 X 00*c
OBAGhH

The images can be checked by pressing on the

image symbol beside the worklist name B i.

For interpretation of the results please refer to the HISTO MATCH user manual for the HISTO SPOT* SSO or HISTO
SPOT* HLAAB module.
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7.4 Setup

The Setup Screen offers different functions for settings and maintenance of the MR.SPOT® 2.0 Processor. Functions
available on this screen are meant for the user of the instrument. Regular maintenance services must be performed
by trained personnel only and the functions necessary to do this will only be available to service engineers (Camera
and Tools in the screenshot below). For further Information please refer to chapter 9 Routine Maintenance of this
manual.

OBAG iruthcaw
Name: MR.SPOT 2.0

Firmware:
Software: 2.0.0.19 " 0
Serial Number 10130001 / L_Z—Jl
Manufactured; QLALAI0L — r Tr*"
Language;

Touib Camera Reaction Cal PCR Cal Pump Cal

A Back

View installed programs and update programs (chapter 7.4.1).

View the service history (services can be entered here by the service
engineer as well).

Run Wash Program (see chapter 7.4.2).

Calibration of the touchscreen. Switched off/Not necessary for MR.SPOT 2.0® Pro-
cessor (grey).

Network Installation (please refer to chapter 7.4.4)

Show overlay dialog. This enables and disables the system protection for software
updates.

Export Windows Event Log to USB, a USB stick should be inserted before selecting
this.

The green tick mark opens the following four options:

If this button is red expired batches are listed in the dropdown lists, if it is
blue they are not listed. Toggle between red and blue by pressing on this
button.

This symbol Is used to enable/dlsable the requirement for barcoding the
reagents. When it is red the scanning of the reagent barcodes is optional.
When it is blue the reagent barcodes must be scanned before it is possible
to continue. Only service engineers can change this setting.
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This symbol is used to enable/disable the requirement for barcoding the
reagents troughs. When it is red the scanning of the reagent trough bar-
codes is optional. When it is blue the reagent trough barcodes must be
scanned before it is possible to continue. Only service engineers can
change this setting.

This symbol Is used to enable/disable the requirement for barcoding the
PCR plate. When it is red the scanning of the PCR plate barcodes is option-
al. When it is blue the PCR plate barcode must be scanned before it is pos-
sible to continue. Only service engineers can change this setting. (Not
functional yet).

Toggle between demo mode and regular mode. The demo mode has all incubation
times reduced to a few seconds and should only be used for service or demonstra-
tion purposes. This icon turns red ifthe demo mode isswitched on.

Update descriptions for new programs.

7.4.1 Update and installprograms

From the program screen LW /LW new programs or program updates can be loaded onto MR.SPOT® 2.0 Processor.
Programs and program updates are read from an USB stick.

Instolled Programs

1 ucol o2nwios oo List of programs installed on
MR.SPOT® 2.0 Processor.
1 VéQita @iMo» m -

(< Back

gl nn-~
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7N.2 Wash program

Turn off system and allow it to cool before cleaning with disinfectants.

It is recommended to wear eye protection, a laboratory coat and protective gloves when
handling disinfectants during the cleaning process. If contact of any reagent occurs with skin
or eyes, wash thoroughly with water.

The wash program allows cleaning all lines of the MR.SPOT 2.0 Processor. There are separate programs for the sys-
tem fluid lines and the aspiration needles and lines. Press Start and follow the instructions on the screen forthe lines
that need cleaning. It is recommended to run a disinfection wash every three months. Disinfectants like Liquinox®,
Virkon®, 1% Chloros® or 1% bleach (natriumhypochloride) can be used for the disinfection run.

OBAGh
Wash Control

To wash the aspiration nee-
dles and lines press Start.

7.4.3 Language switch

1. Disablethe overlay (write protection) with the | button and reboot Fusion.

2. Clicking on the displayed language opens a drop down

Name: ALDAS n list with the | ilable. Choosing a |
Prmwars: * 00.0 v /] ) ist wi e languages available. oosing a language
Software: (K immediately switches the language shown on the
Serial Number: 1013-0001 - ~ touchscreen
Manufactured: 01/01/0001 vV f ’
Language; :>9Nsh (United Kingdom )A*n n
English (United Kingdom) 3. Re-enable the overlay (write protection) with the B

6 beutseh (Deutschland) button and reboot Fusion to save the change of the

espanol (Espana, alfabetizacion internacionai)

Tools Camera  frannais (France) language.
italiano (Italia)

K pycckuii (Poccus)

X 0.0C
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7TAN Network installation

[ BAG reamoxe

Network Setup

Processor Name;

th. AlaH
] n n m

VWA

MLocal Area Connection

Current IP Address:  10.11.12,83 (CHP)
MAC Address: F4-8E-38-D4-C8-17

E)yrtamic

Static 192.168.2.1

310ffI‘SII[+ I’BI2[+1'B83ffl [B

21011 00C

AEtfiernet

A multisite with a green tick indicates an active network connection and shows its specific settings. A red cross indi-
cates an inactive connection.

A media access control address (MAC address) is a unique identifier assigned to network Inter-faces for communica-
tions on the physical network segment.

An Internet Protocol address (IP address) is a numerical label assigned to each device (e.g., computer, printer) par-
ticipating in a computer network that uses the Internet Protocol for communication.

IP addresses are most frequently assigned dynamically on LANs and broadband networks by the Dynamic Host Con-
figuration Protocol (DHCP). Some infrastructure situations have to use static addressing.

Adirect LANto LAN connection of MR.SPOT® 2.0 Processor (e.g. 192.0.0.1) to a PC (e.g.192.0,0.2) requires static ad-
dressing.

For static IP addresses the site lists an unassigned address which can be changed by using the Plus and Minus keys
beside the numbers.
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7.5 Exit
GBAGAIKOV

Correct way to close down MR.SPOT Pro-
shut Down Ccessor.

Restart whole Instrument.

Restart Fusion Software.

rf o(rc

7.6 Status Bar

The touch screen should only be operated with one finger. When using two fingers the screen can freeze and the
processor must be restarted.

Inthe status bar at the bottom ofthe screen the following information is displayed:

10.0 de-DC
100 Software version number: clicking on the version number opens a log file
o (see chapter 8.4 Error messages)
X MR.SPOT® 2.0 Processor status (see below: Status icons)
b Broadcasting events on network
! I .
Door monitoring switched off
0,0«C Temperatur
' Temperature of the reaction plate. Clicking here opens a window dis ReaMlonsplaRe  26,0°C
playing various operating temperatures. PCR-Plane 68.5°C
Hyb 37,3*C
cr3 Installed batches: Clicking on the symbol opens a window with the Raumteniperatur 9,28C

installed batches:
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OBAGh

Installed Batches

ERY SPOT® Common

1) ~
HISTOSPOT® DRB1 R . . .
708 fle ~ In this window an overview of the installed batch-
Bitig 0P OTE A 2~ es and kits is shown. The black number Indicates
g OSPOT® A Xtend A the total number of installed batches, the red
HISTOSPOT®ABDR 0> number in brackets indicates how many of them
Hijgo spoT® B have expired.
HISTO SPOT® s Xtend i Pressing the arrow shows the single installed
HISTO SPOT® C A batches.
HISTO SPOT® DQB1
70MS0 w) ~
131 X c21
[1BAG hAU'CAN
Installed Batches
< Kits
A 1052 Expired batches have a red background, those not
2019.04 201110 expired a green one.
. Batches can be deleted by highlighting them and
3>
A 12413 pressing the Delete button.
2 201702 3 2015.08 Pressing the Kits button with the arrow to the left
returns you to the overview screen.
Thei button will close the window.
1.31 a0
Jh 0>
) Enter 12 Digit Barcode
Kits
8011405123|
A 105-2
2015-04 Batches can be added by pressing the Add
7 8 9
A 1101 A E B button and entering the 12 digit barcode
201509 o (on the label for the test strips) with the onscreen
A 124-13 . ) s enter keyboard. Then press enter on the keyboard.
2 2017-02
The button will close the window.

131

MR.SPOT* 2.0 Instrument status icons:

0 Disconnected LU Paused

0 Connected E Running

m Initializing \M Stopped

m Pausing L Imaging

7.7 Fusion tools for maintenance and service

The fusion tools for maintenance and service are only visible with the tools module that is available to service engi-
neers. Details for the tools are described Inthe service manual.
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8 TROUBLESHOOTING

If you encounter difficulties with the instrument the simple guidelines below may help you resolve them. The infor-
mation you gain from these observations will also help qualified service engineers return the instrument to full work-
ing order as quickly as possible.

8.1 Visual Inspection

Agood visual inspection of the instrument prior to switching it on can sometimes reveal problems or potential prob-
lems. Performing the following simple checks will help determine the condition of the instrument.

Check for any signs of obvious damage. With the instrument switched off, open the door and inspect the base of the
instrument for any spillages or obstructions that will prevent the accessories from resting flat on the instruments
base. Remove all the accessories from the base and clean with a lint free cloth.

8.2 Mechanics

Ensuring that the tip picking/ejection system Is inthe HOME position (front left of processor), move the Xand Y-axis
by hand to ensure that there are no obstructions. Ifobstructions are encountered, look for mechanical obstructions,

such as loose screws.

Ensure that the aspirating and tip picking probes are clean and in good condition. Gently clean each tip with an alco-
hol wipe. The probes should be straight, if for some reason they have been bent, then a qualified engineer should
replace them.

Ensure that the sample holder is clean, and that the spring lid is working correctly. It is important that the lid can
close properly to avoid any problems during the assay.

If no problems are detected during visual Inspection, the instrument can be turned on. If any problems are found,
they must be eliminated before starting the Instrument, otherwise the instrument may be damaged even more.

8.3 Initialization

The following initialization sequence should expire when the device isturned on:

The suction needles move up to the starting position.
The pipetting arm moves back to the starting position.

The X-axis moves to the left to the starting position.

N .

The screen of the touch screen should be turned on.

Ifthe device does not perform any of these functions, there is an error that needs to be corrected. Please call your
area representative or send an e-mail to complaint@bag-diagnostics.com.
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8.4

Error Messages

CBAGHMIKHU
Start up

freeikSevee

Bifie, VAN

OBAGH

%%%%ﬁ :

9.1

Log
ot 1S:T$3l’?»9WARFI‘\llﬁiCjZDi‘MNg«,C>HyNI.f‘ alMaH  Hi»"S»»»
rm«-[jf.é -1 1&[;6140904WMN MCOinfMcft -&tare*<t9

201$-10-191S.7&40404{IttC4 MCD««yofPq Erywahmorlog"H -
aditAzenrtficciw O wdb«»»»™ KPP <avidaa it'sm \s4
ht"/< SOW. Yoizprew"d w w I-W<eccusnghee thttenwp*M (w
98.«1COSCAUT* My M53 tof P,
WmmNeﬂ-ﬂeL#thfw:epWA 2 vy *viwtitert
*t SygwKttWnpUttiwyJ\d

A SvaB SeeModtt Chnf<>m”8fr4dHt"tfanpomw>n<yf00mro
<c<p>>>
gaMLSxtmNm <m<hS‘wd HHp TrawigoftfHtya9«t >00cnO
eemS#N«Mede)EWH»b T«wipofivinh»9erOxrrfe ‘»$e<«<heiHiel iene*
«(Syfm ereModu ChannM TepenH>a»HC»*» O p«s

Se«mt"f» %{D&(N(NQG%OU(I eefl rkn)pInU»49«<HbMC
eeMedetCh#mefr Tfm tpertEh»*4iUW 4f0"Op«rtrip<a$pan

J1

Save Close

clJ

MAINTENANCE

Daily Maintenance

Ifthere are any problems during the start-up pro-
cess, a window with the start-up protocol and the
relevant error messages will appear. Depending
on the messages you can decide to proceed any-
way with Next or to call for technical support to
remove the error.

If further Information is needed press Next
and then press the version number in the
lower left corner of the start screen. The log
can be saved & sent to technical support if
required.

This must be performed by the operator at the end of a day after using the system.

N o gk w DN e

9.

10. Refill the system fluid bottle with de-ionised water.

Perform a flush ofthe system.

Empty the waste trough and clean with water.
Empty reagent troughs and rinse out with water.

Empty waste bottle.
Empty bin for used disposable tips.
Clean tip chute.

Clean up any spills or drips on the deck or surrounding parts with a damp cloth or ethanol impregnated wipe.
The holder for the disposable tip racks can be removed from the deck to clean up any spills by unscrewing
the 2 plastic thumbscrews at either end and lifting the holder off the locating pins. When replacing the
holder, ensure that it is correctly orientated and properly seated on the location pins before tightening

the thumbscrews.

Replace the receptacle on top of the duct on the right side of the reaction plate if necessary or wash to re-

move any residue.

Clean the ends ofthe disposable tip adaptors with an ethanol impregnated wipe.
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9.2 Weekly Maintenance
This must be performed by an operator on a regular basis (weekly is recommended) In addition to the daily

maintenance.
1. Clean the inside and outside surfaces of the glass door with a damp cloth.

2. Gently clean the touch-screen with a damp cloth.
3. Check cables have not become tangled, for example the cable to the barcode reader.
4. Checkthe condition of the silicone sponge rubber pad used for activating the fixed tips.

9.3 Inspection / Routine Maintenance
It Isrecommended that the Routine Maintenance is carried out by trained personnel on a 12 monthly basis. Refer to

your local representative.

9.4 Calibration
Referto your local representative.
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10 LIMITED WARRANTY

Please note the serial number of the MR.SPOT® 2.0 Processor (found on the label on the right side of the instru-
ment) below for future reference.

SERIAL NO...oiiiiiiii i

Warranty

BAG Diagnostics GmbH warrants that each product described herein will be free from defects in materials and
workmanship for a period of one year from the date of delivery. BAG Diagnostics GmbH agrees, as its sole re-
sponsibility under this limited warranty, and upon prompt notice of the defect, to repair or replace any product
found to be defective within the warranty period.

The limited warranty is not applicable to:

abnormal wear and tear

abuse, unreasonable use, improper Installation, mistreatment, or neglect

damage caused by equipment or system with which the product is used

damage caused by modification or repair not made or authorised by BAG Diagnostics GmbH
theft, vandalism, fire, water or other peril

a » w N

Product may not be returned without proper authorisation from BAG Diagnostics GmbH. Cost of transportation,
removal, or reinstallation of the equipment will be paid by the purchaser. This warranty and the remedies set
forth herein are exclusive and In lieu of all other express or implied (including any implied warranties or mer-
chantability or fitness for a general purpose), and no other representations or claims shall be binding on or obli-
gate BAG Diagnostics GmbH in any way. In no event will BAG Diagnostics GmbH be liable for any special, inci-
dental, or consequential damages resulting from use or malfunction of this product or the equipment or system
with which it is used, loss of revenue, or cost of replacement of goods.

11 TECHNICALSUPPORT

For all technical support and assistance, contact:
BAG Diagnostics GmbH

AmtsgerichtsstraBe 1-5
35423 Lich
Germany

Tel: +49(0)6404 925125
Fax; +49 (0)6404 925 421

Web: www.bag-diaenostics.com
E-Mail: complaint@ bag-diagnostics.com

Only by BAG Diagnostics GmbH or associated trained service personnel may authorise repairs and servicing be

carried out.
For further details of instrument or to arrange for training to be given on the instrument, contact BAG

Diagnostics GmbH at above address.

Instructions for Use in other languages see:

htto://www.bag-diagnostics.com/en/diagnostics/downloads-manuals/
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12 EU DECLARATION OF CONFORMITY

The MR.SPOT® 2.0 Processor conforms with the following European directives:
. 98/79/ECOFTHE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic
medical devices

. 2006/42/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 17 May 2006 on machinery, and
amending Directive 95/16/EC (recast)

. 2006/95/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 12 December 2006 on the
harmonisation of the laws of Member States relating to electrical equipment designed for use within certain
voltage limits

. 2004/108/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 December 2004 on the
approximation of the laws of the Member States relating to electromagnetic compatibility and repealing
Directive 89/336/EEC

. 2012/19/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 July 2012 on waste electrical and
electronic equipment (WEEE)

. 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 8 June 2011 on the restriction of the
use of certain hazardous substances in electrical and electronic equipment

Certificates are available on request - contact comDlaint@bag-diagnostics.com

Page 51

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MR.SPOT” 2.0 Processor - User Manual

13 APPENDIX

Appendix 1  Kits the MR.SPOT® 2.0 instrument can be used with

HISTO SPOT® SSO Typing Kits
HISTOSPOT® Reagent Kits
HISTO SPOT® HLAAB Kits
HISTO SPOT® AB Reagent Kits

Appendix I Synopsis of symbols used In manual and on Instrument

Symbol Colour Publication Description

Symbol & Outline:

Black IEC60417-5032

Alternating Current

Symbol & Outline:

White IEC60417-5007

On (Supply)

Symbol & Outline:

. IEC60417-5008
White

Off (Supply)

Background: Yellow

IEC60417-5032 Caution! Hot Surface

Symbol & Outline:
Black
Background: Yellow
Caution! Risk of

IEC60417-5007
Danger

Symbol & Outline:
Black

1
0
A
A
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Appendix il MR.SPOT® 2.0 Processor INSTALLATION CHECKLIST

if ide details:

WERE THE FOLLOWING ACCESSORIES PRESENT:
Spare fuses SA {pack of 2)

Mains Lead

5 position reagent trough holder

Coloured reagent troughs
{1x brown, 1x orange, 1x white, 1x blue, 1x green, 1x yellow)

4 position reagent trough holder

Coloured reagent troughs
{1x green, 1x biue, 1x violet, 1x black)

250 ml D.I. Water Bottle

250 ml square waste bottle

Duct between reaction plate and right-hand side panel
Tip Rack Holder

Internal tip shoot

External tip shoot

Waste trough

Barcode reader bracket

Barcode reader

Waste Collection Bag
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Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

Yes

No
No
No
No
No
No
No
No
No
No
No
No
No
No
No
No
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Tool with TX20 bit Yes
User Manual on CD Yes
Set of dummy test strips with 16 single clear wells Yes
Installation CD for HISTO MATCH Software Yes
2x Packaging Straps Yes

Did the MR.SPOT® 2.0 Processor initialise correctly?
(refer to chapter 8.3 in User Manual)

Yes No

If no. provide details:

Computer name of MR.SPOT® 2.0 Processor for network connection:

Any other comments:

REPRESENTATIVE NAME:

ADDRESS:

SIGNATURE; Date:
CUSTOMER SIGNATURE: Date:
CUSTOMER PRINT NAME: Position:

Customerto retain original copy.

Distributor must send copy to:
BAG Diagnostics GmbH

Technical Service
AmtsgerichtsstraRe 1-5
35423 Lich

Germany

Orto comDlaint@bag-diagnostics.com
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Appendix IV DECONTAMINATION CERTIFICATE

Institute Name

Make of instrument

Model Number

Tick*

This equipment has not been used in an invasive procedure or been in contact with blood, other body
fluids or pathological samples. It has been cleaned in preparation for inspection, service or repair.

|:| This equipment has been cleaned and decontaminated.
The decontamination method is outlined below:

This equipment could not be decontaminated. The nature of risks and safety precautions to be adopt-
ed are as follows:

Signed: Date:

Position Held:

Full Official Address:

Telephone No:
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Information about regulatory and technical Information for a medical device

Mark
Order of the Ministry of
Health of the Russian
Federation No. 4n dated
06.06.2012
GOST RIEC 61326-2-6-
2014
GOST 31508-2012
GOST REN 13612-2010

GOST IEC 61010-2-101-
2013

GOSTIEC 60825-1-2013

GOST 28195-89

GOSTIEC 61010-1-2014

GOST IEC 61010-2-081-
2013

GOST P 50444-2020
GOSTRIEC 62366-2013
GOSTRIEC/IEC 12119-
2000

GOST RISO/1EC 9126-93
MOCT P IEC61326-1-2014
GOSTRIEC 62304-2013

GOST RISO 15223-1-2020

GOST R1ISO 18113-3-2015

GOST RISO 18113-1-2015

DINEN 1SO 13485:2016-
08
DINEN 61326-2-6:2013-

Name
Order of the Ministry of Health of the Russian Federation No. 4n dated
06.06.2012

Electrical equipment for measurement, control and laboratory
applications. Electromagnetic compatibility requirements. Part 2-6.
Private requirements. Medical equipment for diagnostics in laboratory
conditions

Medical products. Classification depending on the potential risk of use.
General requirements

Evaluation of functional characteristics of medical devices for In vitro
diagnostics.

Safety of electrical instrumentation and laboratory equipment. Part 2-
101. Specific requirements for medical equipment for laboratory
diagnostics (IVD)

Safety of laser equipment. Part 1. Equipment classification,
requirements and User Manual

Evaluation of the quality of software tools. General provisions

Safety of electrical Instrumentation and laboratory equipment. Part 1.

General requirements

Safety of electrical instrumentation and laboratory equipment. Part 2-

081. Specific requirements for automatic and semi-automatic

laboratory equipment for analysis and other purposes

Medical devices, apparatuses and equipment. General technical

requirements

Medical products. Design of medical devices taking into account

operational suitability

Information technology (IT). Software packages. Quality requirements

and testing

Information technology (IT). Evaluation of software products. Quality

characteristics and guidelines for their use.

Electrical equipment for measurement, control and laboratory

applications. Electromagnetic compatibility requirements. Part 1.

General requirements

Medical products. Software. Life cycle processes

Medical products. Symbols used for labeling on medical devices, labels

and accompanying documentation. Part 1. Basic requirements

Medical devices for in vitro diagnostics. Information provided by the

manufacturer (marking). Part 3. In vitro diagnostic tools for

professional use

Information provided by the manufacturer (marking). Part 1. Terms,

definitions and general requirements

Medical devices - Quality management systems - Requirements for

regulatory purposes

Electrical equipment for measurement, control and laboratory use -
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09

EMC requirements - Part 2-6: Special requirements - Medical devices for
in vitro diagnostics

DIN EN 1SO 14971: 2013-
04

Maedical devices: Application of a risk management system to medical
devices

DIN EN ISO 15223-1:
2017-04

Medical devices - Symbols used for marking on medical devices, labels
and accompanying documentation - Part One: General requirements

DIN EN ISO 18113-1:
2013-01

MeanumMHCKHE YCTROMCTBA ANA AMArHOCTHKM in vitro — Undopmauna,
NPeAOCTaBAAEMaR NpoussoguTenem {mapxruposka) —Yacrb 1:
Tepmutb), onpeseneHna u obwme tpeGosanun

DIN EN ISO 18113-1:
2013-01

Medical devices for in vitro diagnostics - Information provided by the
manufacturer (labeling) - Part 1: Terms, definitions and general
requirements

DIN EN 61010-2-101:
2017-10

Safety requirements for electrical equipment for measurement, control
and laboratory use - Part 2-101: Special requirements for medical
equipment for in vitro diagnostics

DIN EN 62304: 2016-10

Medical equipment Software - Software Life cycle Processes

DIN EN 62366-1:2017-07 | Medical equipment - Application of ergonomic design to medical
equipment
Directive 98/79/EC Directive 98/79/EC of the European Parliament and of the Council of 27

October 1998 on in vitro medical diagnostics
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DIAGNOSTICS

For presentation in the Russian Federation
for registration of BAG-products

North-West Medical Base, LLC.
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MR.SPOT® 2.0 Processor
REF 726110

USER MANUAL

ITISIMPORTANT TO READ THIS MANUAL BEFORE USING THE MR.SPOT® 2.0 PROCESSOR

Please read this manual carefully before using the MR.SPOT® 2.0 Processor and
make it accessible to all users. Failure to ccmiply with the Instructions in this manual
will void the nnanufacturer's warranty and may pose a risk to the user.

Ensure ail users are conversant with the instrument - contact BAG Kagnostics
GmbH for any further Instrument or training requirements if in any doubt before
using the instrument.

Consult User Manual where symbol (left) Isseen on the instilment.

Authorized representative of the producer in Russia for claiim and customer reference;
LLC North-West Medical Base (LLC NWMB]
Address: 192241, Saint Petersburg, Aleksandrovskaya Ferma avenue, house 29,

letter Shch, office IN, tel. *7 (812)318-76-08, e-mail; szmb@szmb.ru
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1 INTRODUCTION

The MR.SPOT® 2.0 processor allows the complete lutomation of well based microarray assays. It performs all hybrid-
isation, pipetting and wash steps. The resulting reactivity pattern is visualised using colorimetrk detection and ari
image captured by the on-board camera. PCR based assays can also be fully automated by the addition of a thermal
cycler integrated into the instrument.

KEY INSTRUMENT FEATURES

. Assay Reaction Plate
e Holds up to 96 test wells
« Heating and cooling using Peltier units with precise temperature control (+/- 0.5“C)
Frequency of reaction plate shaking can be varied within an assay to ensure consistent washing

A Image Capture
e Camera can accommodate different lenses to allow imaging of both white and clear wells
e Mounted on the robot arm so that it can be used for reading 2D codes

Operator Interface

e Touchscreen with simple menu driven run set up

e Software calculates reagent volumes depending on number of tests

e Each step confirmed by user tick box entry to avoid set up errors

» instruments checks tip availability and reagent levels before starting run
e On board PC allows full integration with local network

- Sample Traceability

» Sample worklists can be linked to all reagents and testwells used inthe assay
External barcode reader enables all testwells and reagents loaded into the instrument to be recorded
Camera mounted on robot arm can identify lab ware with 2D code, enabling the labelling of the tab of
teststrips, reagent troughs and 96-well PCR plates or 8-well PCR strips for enhanced sample traceability
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2 TECHNICAL SPECIFICATIONS

OPERATING CONDITIONS

EQUIPMENT MOBILITY
SIZE (HXWXD) (MM)
MASS (KG)

PHASE (SINGLE/THREE)
CURRENT RATING
VOLTAGE RATING (RANGE)
POWER RATING
ENVIRONMENT OF USE

CONNECTION TO THE SUPPLY
MAINS

PROCESSING CAPABILITY
PROCESSING TIME

TEMPERATURE CONTROL
PROCESSING VOLUMES
DISPENSING MODE & ACCURACY
SOFTWARE

Temperature 5-40°C, 80% relative humidity at 31“C, altitude
up to 2000 m

Free standing on bench top
685x850x560

60

Single

10A

100-250 VAC,50/60 Hz
350 W

Indoors, pollution degree 2
IEC C13 plug

1to 96 samples per run

Typically, 2 hours 20 minutes for 96 samples (depends on
protocol)

Peltier under software control
50 to 300 pi
Peristaltic pumps; +0/ -10%

Runs on integral computer under Windows 8 Embedded op-
erating system with user interface via projected capacitive
touch-screen
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3 UNPACKING AND INSTALLATION

3.1 Unpacking

CAUTION: HEAVY INSTRUMENT *u
At least two people are required to move the carton, to unpack, and to lift the instrument from the
carton and position on the bench. The instrument weighs 60 kg and the whole unopened carton
may weigh as much as 95 kg.

The MR SPOT® 2.0 processor is packed in a re-usable case consisting of a wooden pallet base, a wooden side frame
(hinged to enable it to be stored flat) and a wooden lid. The MR.SPOT® 2.0 processor is supported inside the case

with expanded polyethylene foam. joe = > -y ho
A bracket is fitted inside the MR.SPOT® 2.0 processor to prevent the robot arm movmg during transit. This

removed before the system can be used.

1. Visually inspectthe outside ofthe packing for signs of damage. Photograph any damage.
2.

Move the pallet with suitable pallet trolley as close as possible to where the instrument will be positioned to
minimise the amount of manual handling.

Remove the straps holding the lid to the sides.

Lift off the lid.

Remove the foam packing pieces and retain for future use.

Remove loose items from the side of the instrument.

Remove the wooden side frame. This requires 2 people to lift it up and clear of the instrument.

©® N o o s~ w

Lift the instrument off the pallet base on to the bench. This requires 2 people due to the weight (60 kg). Lift the
instrument by holding the frame either side of ..he feet. When lifting the palm of the hand should face upwards to
grasp the frame with 2 fingers either side of the foot.

WARNING: Only people who have been trained in safe lifting techniques should liftthe instrument.
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10.
11.

12.
13.

14.

15.
16.

Remove the foam packer at the bottom of the door.
Remove the adhesive tape holding the door closed.

Check that all accessories are present. Abox containing the following items is included.

Mains lead

Spare fuses 5A (pack of 2)

5 position reagent trough holder

4 position reagent trough holder

Duct between reaction plate and right-hand side panel

Internal tip shoot

External tip shoot with cover

250 ml D.l. water bottle

250 ml square waste bottle

W aste trough

Coloured reagent troughs (Ix brown, Ix orange, Ix white, Ix blue, Ix green, Ix yellow)
Coloured reagent troughs (Ix green, Ix blue, Ix violet, Ix black)
Barcode reader bracket

Barcode reader

W aste Collection Bag

User manual on CD

Set of dummy test strips with 16 single clear wells

Installation CD for HISTO MATCH Software

Tool with Torx TX20 drive bit

Packaging straps for securing crate

Check that the serial number on the instrument matches the delivery note.

Inspect the instrument for obvious signs of transit damage. Report any damage immediately to your
local representative.

The outer shell of the packing case can be collapsed flat and placed onto the base of the packaging
pallet. Place all the packing foam items on top of the shell and then place the lid over it. Secure the lid
with the packaging straps provided. Please store container in a safe place for future use.

Open the door and slide it under the Instrument.

Remove the Velcro strap around the robot arm holding protective foam around the tips, and store in a
safe place for future use.
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Undo screw
to release
restraining

Velcro strap bracket

17. Using the tool provided with a Torx TX20 drive bit, unscrew the restraining bracket and store the
bracket and screw together with the strap in a safe place for future use.

18. Remove the adhesive tape from the reaction plate module.
19. Unpack the following items and fitthem to the deck. Refer to section 4.3

a. Duct between reaction plate and right-hand side panel. Slide the duct between the reaction plate
and the side of the enclosure. There is a cut out in the back of the duct to clear the supports for the
reaction plate.

b. Internal tip chute Is placed in cut out on right-hand side panel.
c. Waste trough on location pins.
d. Reagenttrough holder on location pins.

e. System fluid and waste fluid bottles attached to appropriate connectors on front left corner of in-
strument.

20. Attach external tip chute using the thumb screws. Remove the screws from the side of the chute and
release the spacer. Ensure the spacer is then positioned between the chute and the instrument panel
before tightening the screws to create a gap for the cover to fit on top. Ensure the chute is positioned
to create the maximum slope angle for the tips to fall away from the instrument.

21. Attach barcode reader bracket to the right-hand side panel on the 2 screws using the 2 plastic thumb
nuts.

22. Plug inthe barcode reader to the USB port at the back.
23. Attach the power cable.
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3.2 Environmental conditions
3.2.1 General

Place instrument in an environment free of dust, harsh solvents and acidic vapours. Vibration and harsh sunlight
must be avoided to ensure correct results. The MR.SPOT® 2.0 Processor should always be placed on a flat stable sur-
face. The MR.SPOT® 2.0 Processor is intended for indoor use only and should not be subjected to unduly large varia-
tions in temperature and humidity. This instrument was designed for use in a typical laboratory environment, i.e.:

Altitude: Up to 2000 m
Temperature:  Ambienttemperature range: Between 15...30“C
Humidity: Maximum relative humidity 80%

Mains voltage: 100-240 V

Leave to stand for 3 hours before applying power to avoid problems that might arise from condensation.

3.2.2 Bench space

Always place the MR.SPOT® 2.0 Processor on a solid flat surface. Do not place alongside other instrument that will
cause excessive vibration, such as a centrifuge. The minimum bench space required is 1000 mm width and 700 mm
depth - the depth should be 700 mm if there is to be no overhang of the front of the instrument. Place the instru-
ment a maximum of 1 metre from an appropriate power source. The cover is opened to the front and pushed under
the housing so that it almost completely disappears under the housing. The instrument respectively the feet must
have a certain minimum height so that the cover disappears easily under the housing.

3.2.3 Disconnection guidelines

In an emergency immediately activate the emergency stop button before turning the power off and unplugging
from power source.

The red emergency stop button, mains switch and mains lead connection are located on the right-hand side panel of
the instrument. Do not place the instrument too close to any object that might impair emergency disconnection in
an emergency, particularly any object to the right-side panel of the instrument.

3.2.4 Ventilation

Do not place the instrument in line with a direct draft such as an air vent. Otherwise there are no specific ventilation
requirements for the instrument. Allow a space of 10 cm between the instrument and any wall or other instruments.
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4 SYSTEM OVERVIEW

4.1 Front view

4.2 Side view

Emergency Stop
Button
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Touchscreen

Tip picking and
aspiration head

Test wells

Reagents

Door slides under
the instrument
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4.3 MR.SPOT® 2.0 Processor deck layout

Position the accessories on the base as outlined below.

I00Q0UITips
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4.4 Reagent positions Intrough for the HISTO SPOT® SSO system

4.5 Reagent positions Intrough for the HISTO SPOT® HLA AB system

4.6 Initial setup

After unpacking according to 3.1 (above), place the instrument on a bench according to 3.2
(above). Connect the mains lead to the mains lead socket on the right-hand side of the instru-

ment. Ensure the door is closed and switch 'On' the mains switch. A red light on the front right
corner will turn on.
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A series of irritialization program steps are started automatically. The Z-axis moves up to the home positlorr, the Y-
axis 4nd the X-axis also move to the home position. The following screen appears on the touchscreen.

OBAG

Maintenance of
MR.SPOT* 2.0 Processor

Setup

Statusbar

0.0*C

4.7 Attach waste tip collection bag

Thumb screw
Drawstring

Retaining flange

Awaste bag is attached to the external tip chute to collect the waste tips used by the processor. Open the mouth of
the bag and place over the end of the chute ensuring it is beyond the retaining flange. Pull the drawstrings from both
sides of the bag simultaneously to close the mouth around the chute. Secure the bag by placing both loops of the

drawstring over the thumb screw on the chute cover.

Note: After fitting the bag, ensure the chute is positioned to provide the greatest angle of slope for tips to travel
down.
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4.8 Preliminary Test

The "D.l. Water "labeled hose inthe bottle filled with deionized water.
W ater Bottle:
Liquid Waste Bottle: Make sure that the liquid waste container isempty and inthe right place.
. Place the pipette tips in the holder. Make sure the short tips (200 pi) are in the right
Tip Rack Holder:

position and the long tips (1000 pi) are in the left position. First, slide the pipette tips
Ider the side-mounted screws, then close the lever in the middle to fix the tips in po-
sition. The holder can only be removed from the device when the two plastic screws
loosened.

Place the small reagent vial in the holder. The holder for the small reagent vessel is
Small Reagent Vessel; .
heated for the SSO test. Take care when removing the small reagent tube before th

end of the assay. There is a risk of injury.

s le Plate Holder: Place the sample plate in the sample plate holder and close the lid. Be careful when
ampfe Flate Holder, removing the sample plate before completing the SSO assay. There isa risk of injury.

Large Reagent Container: Place the large reagent container for 5 reagents inthe appropriate position.

Test tubes: Place the required number of test tubes in the test tube holder. Make sure the test
estiubes: tubes are secure and the lid for the test tube holder is closed. For the test run, one test

strip is sufficient.

W B Make sure the chute is inthe right place. Place a waste bag attached to the end of the
aste Bag:
external chute.

When the reagent tubes are set up, a short trial run should be performed. This isdone using deionized water instead
ofthe reagents. The test run Is carried out according to the following instructions;

PATHON

1. Select New

20 dl o.0%c
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2. Choose standard SSO strip.

2.0 mgr e

OBAGwa" cak
Workllst ID: W-2018-~ 3. Use keyboard to enter Worklist ID.

1 2 3 4 5 6 7

Q mW e n R : Tf Y Y

4. Select Next.

5. Select one of the preloaded lots from the
dropdown menu. If a message states the
lot is expired, select OKto continue.

6. Add two strips by pressing the + Add Strip

button twice.

7. Add two dummy test strips provided in ac-
cessories to the reaction plate and select

Next.
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Worklist Itt W-2017-07.04

Scan Reagent lot numbers~"” 2

s limHuci p>"Txx<'»rriinr

finr( XXXKSiO/x
;i-iR".xiU) {iuij XXX XbIPA
1j ta®WAvi 1«ii] XrxxTtS/'

11 jlO1] 5X=.<-Cjr.r*

Empty Liquid Waste Trough

Fill Water Bottle

Dilute 3.0 pt of Conjugate in 5.0 mi of 6 KKk

Buffer

Left Rack

400" 9

@l

Cheek list

Empty Waste Tip Basket

s.on
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8. You do not need reagent lot numbers
for the preliminary run. Just select Next.

9. Confirm each item on the check list. Use
D.l. water in place of conjugate and
Block Buffer.

10. Press Next.

11. Fill in the indicated number of tips and
confirm each item (tap both circles).

Note: Ensure you place the 1000 pi tips on the
left and the 200 pi tips on the right.
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CBAGHATHCAST
Fin Pipette Tip Racks
j »all 1,> 1.a s n)r * «lllk
DBACHIITMVCAFE
Check list

SIAdd Ainplicon Ti

§Add Diluted Conjugate

1 Add 7,00 ml of Block

0Add 15.00 ml of Stringent

0Add 15.00 mi of TBS-
Add SCOmI of Substrate

~Add 5.00 mlofHyb

17. Ensure the robot arm is in the home position.

12. Confirming each tip rack will show the

13.

14.

15.

correct layout ofthe required tips.

If layout is correct, press Next.

Add an empty PCRtray into the PCR
Block as shown in Section 4.3.

Add D.I. H:0 to all troughs and confirm
each item in the checklist.

Note: To protect against an instrument crash. The robot arm is required to be in the home position at

start. The home position isfront left of the processor.

Note: If the arm has been moved during set up, the useris required to manually move the arm to the

front left ofthe instrument before starting the run.

18. Close the door of the instrument.

Note: Ensure the door hinge is "locked" by pulling the doorfully out before closing.

Note: The instrument will only run with the door closed. Opening the door during the run will interrupt
the assay. Itis not possible to resume the assay once the door has been opened.
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CBAG«.UI, HK
Analyzing Worklist: W-2017-074)4

19. Pressthe Start button

NN N1 Checttlit3CofiRimeO
11;2S.-« ChedcltstiConflimed
T1:2?;t3 0 « W bV1 Coofemee
11,2632 teagertienleiec

cU
Observe the operation of the instrument, and ensure that the following are functioning correctly:

Initialising: From home position, XYZmechanism will move above internal waste shoot and eject.

2. Measure liquid; XYZmechanism will move above each reagent trough to measure the amount of liquid present.

Run will not continue if there's insufficient liquid.

Temperature logging: XY Z mechanism will light up yellow/orange and logs the temperature from the Reaction

plate, PCR Plate and Hybridisation Buffer.

4. Priming Pumps: The XYZmechanism will move above the fixed tip wash trough to prime each line by dispensing
D.l. water into the washing trough.

5. Thetip picking/ejection mechanism will pick up a set of 4 tips. Ensure that the tips are picked up and remain at-
tached to the mechanism.

6. The XY Z mechanism will move above the Blocking Buffer trough and aspirate D.l. Water. Check that the liquid
level in the tips iseven.

7. The aspirated volume will then be dispensed to the test wells in the reaction plate. For dispensing reagent, the
reaction plate holder will remain level.

8. The XYZmechanism will move above the internal tip chute, and eject all 4 tips. Ensure that all 4 tips are ejected
at this point.

9 The reaction plate will shake for the first incubation step (5 min).

10. For aspiration of the spent reagent, the reaction plate will tilt. Ensure that the aspirating needles aspirate from
the edge of the well, to avoid touching the array.

11. After this step, you can abort the run using the stop button

12. Check that the liquid has been aspirated completely (not more than 5pL)
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CBRAGHSIUHEAs
Analyzing Wortcllst W-2Q16-01-0
RN

1536 56 eioti-Puffw eissaugen

By pressing the Stop button you can abort
the run. The instrument will finish the step
that it is performing and then end the as-
say and release the door catch.

1526.52 0'ocK-Puttef hinzuwgen and DNA-Denaajnefung.

1528 48 PtffT ereystenre befijiten
15 26:48 VorarbeiUing Boslartet
1526:42 Ctwdilisl 3 Cortirmed
1626 40 ChecMisl2Cwifam«)

131

o,

Ifno problems are noticed or reported by the instrument, the instrument can be used to run an assay.

CONSUMABLES

MR.SPOT» 2.0 Processor has been designed for use with

Diagnostics GmbH IH ] 726099, HISTO SPOT» Pipettmg Tips XX N Instrument to
200pl) or your distributor. Do not attempt to use any other tips. This could

perform correctly.

The following MR.SPOT2.0 Processor consumables are also supplied by BAG Diagnostics GmbH:

REF

726187
726170
726171
726160
726161
726162
726163
726164
726165
726166
726167
726168
726169
726123

Description e
MR.SPOT®2.0 Waste bags

MR.SPOT®2.0 30mITroughs

MR.SPOT®2.0100 ml Troughs

MR SPOT® 2 0 Coloured flange for blocking buffer reagent trough / SSO
MR 5POT® 2.0 Coloured flange for conjugate reagent trough / SSO

MR SPOT® 2 0 Coloured flange for stringent wash reagent trough / SSO
MR «iPOT®2.0 Coloured flange for substrate reagent trough / SSO

MR <POT®2 0 Coloured flange for TBS reagent trough / SSO

MR YPOT® 2 0 Coloured flange for conjugate reagent trough / HLA-AB
MR SPOT®2.0 Coloured flange for substrate reagent trough / HLAAB
MR SPOT® 2 0 Coloured flange for wash reagent trough / HLAAB

MR «POT®2 n Coloured flange for water trough / HLAAB

MR «POT® 2.0 Coloured flange for hybrisation trough / SSO

MR SPOT®2.0Trough rad' holder / HLAAB
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6 SAFETY & GENERAL INFORMATION

6.1 instrument labelling

Please observe and respect all caution labels shown on instrument and consumables:

The heater block and retainer of the sample plate holder can ‘mpera-
tures of > 96"'C during a run. There is no danger during normal operation  the
block will have cooled by the end of the run~Caution is required when opening
the door after pausing the instrument or aborting a run as the block may
main hot.

6.2 Detailed personal safety information

Avoid touching the MRSPOT 2,0 Processor with wet hands, and do not attempt
to disassemble the MRSPOT 2.0 Processor. In either case electrical shock may
result, and in both cases the warranty will be invalidated.

It is recommended to wear eye protection, a laboratory coat and protective
gloves when operating the instrument/handling reagents. If contact of any rea-

gent occurs with skin or eyes, wash thoroughly with water.

Always use the power cable provided. Alternative power cables may not be
earthed and this could lead to a risk of electric shock or fire.

Cleaning of the MRSPOT® 2.0 Processor should be performed regularly vsing @ decontaminant followed by wate
Disinfectants like Liquinox®, Virkon® and 70% iso propyl alcohol (isopropanol, IPA) can be use

Always wear protective gloves prior to cleaning,

spillage. Repeat with water.

Remove the external tip chute cover and wipe the floor of the shoot to remove any potential build-up of reagents
from the expelled tips.

Empty the waste fluid bottle, system fluid bottle & the fixed tip washing trough. Leave the system fluid bottle empty
between runs.

Dispose of any unused assay reagents and waste in accordance with country, federal, state and local regulations.

Waste collection bags have the capacity to collect tips from multiple runs, check at the end of the run that there is
space for the next run, otherwise change the bag.

The instrument will automatically clean all the lines with D.I. Water during the assay.
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Protocols are available for deeper cleaning of instrument lines and it is recommended that these are performed
monthly. See section 7.4.2 for further details.

6.4 Disposal
6.4.1 Reagentdisposal

Dispose of any unused reagents and waste in accordance with country, federal,
A state and local regulations.

6.4.2 Instrumentdisposal

As part of the WEEE EU directives, this instrument should be returned to the
manufacturer for dismantling at the end of its life.

Before disposal decontaminate the instrument. Refer to sections 6.3 and 7.4.2
for further details.
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7 INSTRUMENT OPERATION

NOTE- Ensure tbat the accessories required to run the assay hoye been set up correctly on the instruments base be-
fore proceeding with the assay. Refer to step 4.3 MR.SPOT2.0 Processor deck layout.

7.1 Main menu
The MR.SPOT 2.0 Processor is controlled via 4 buttons from the main menu screen.

Status Bar - see section 7.6
dl o0'c

7.2 Worklists

. . worklists to be processed or manage existing worklists held on the in-
This button allows the user to import a new
strument.

721 Importing a standard worklistfrom HISTO MATCH Software

The recommended wav fo set up an ro
For full details on how to create a worklist in HISTO MATCH, please rerer lo we n
Once it has been created, it can be imported to the MR.SPOT 2.0 Processor.

1. Select Worklist.

j r * 0TC
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2a. Worklists sent from HISTO MATCH soft-
ware via the network will appear in the
worklist screen and can be processed

IR directly.
22i
. M\ALU) i VIAkU
2b. Insert a USB Stick and select Import. The
worklist will appear in the list ready to be
O processed.

If a single worklist has been imported proceed to step 5. If multiple worklists were imported the
following screen will appear.

DBAGhkwm*

N

W-2016-01-0

Dale OM)1.7016

[ s ol
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MBMMATHBL

WoikltsrtD W-2016.01-11

Add Wells TOIhe Reaction Plate, as shown below.
Seen Barcode n Selecteano » assign tfe oaten

OBAGr
Assign Test Lot
=
_6J71
Cns3setT
m
‘«Vem

V/OIKiaiD W-2015-01JD3
Scan Reagent lot numbers

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

5,

Strip lots can be barcoded directly in this
screen.

This assigns the barcoded lot to the next wells
(1 strip at a time), wells are faint when un-
assigned, and then flash when assigned. If an in-
correct strip locus is entered a warning is dis-
played, and batch is not assigned, the batches
must be assigned and added in order.

8.

9.

Alternatively, enter the strip lot by selecting
the number on the top of the strip.

Enter the strip lot number for single wells us-
ing the barcode reader, or by choosing one
from the dropdown list*

Press Close and Save
Then press Next.

when finished.

Use the barcode reader to directly scan the lot
numbers of the assay reagent.

| 10. Press Next.
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WCfktlIsflo: CS-i0174r7-C44

Scan Reagent lot numbers
Alternatively, enter the barcode with the keyboard

oK v; by selecting into the text field.

Hbtockwf | |unj 17078W /1

« m'minanyut | LS0-LXMYLX

L]0 1xX K, HV*

11. Press Next.

AtfteitslislelID A£w-20ie-10-13

Sannen Sie den Barcode auf dem Reagenzien Trog

ESRAIMT 12. Read the barcode on the SSO reagent
trough and press Next. This step is manda-
tory if the antibody test is also used.
Otherwise it is optional and can be de-
activated inthe "Setup" area.

Check list
tmpty Waste Tip Basket 13. Confirm each item on the checklist has been
Empty Liquid Waste Trough positioned in the instrument.

Fill Water Bottle

Dilute 6-0 piof Conji“e ~,10.0jnl of Slock
Buffer -

14. Press Next.

Fill Pipette Tip Racks
15. Load the indicated number of tips and confirm
each item (tap both circles).

Note: Ensure you place the 1000 pi tips on the left
and the 200 pi tips on the right.
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Fill Pipette Tip Racks

»WF @ e >k7«9eiii o )
16. Confirming will show the correct layout for the
required tips.
Left R»ck Right Rack
- ] . Press Next.
dl I
DBAG>
Check list
=Add Ampiicon Tray 18. Confirm each item on the checklist has been
AAdd Diluted Conjugate 0 .
added to the instrument.

Q

Add 10.00 ml of Block
AAdd 25.00 ml of Strirtent
§Add 25.00 ml of TBS

Add 7.G0ml of Substrate - ,.

o o o o

#Add 7,00 ml of Hyb

19. Press Next.

20. Ensure the robot arm isinthe home position.

Note: To protect against an instrument crash. The robot arm is required to be in the home position at
start. The home position is front left of the processor.

Note: Close the door of the instrument Note that the instrument only runs when the door is closed. By
opening the door the testis interrupted and can be continued after dosing the door.

21. Close the door of the instrument.
Note: Ensure the door hinge is "locked" by pulling the doorfully out before closing.

Note: instrument will only operate with the door closed. Opening the door during the run will interrupt
the assay. It isnot possible to resume the assay once the door has been opened.
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Analyzing Workilst: W-2016>01-05
«{1iiov

22. Press Start button to begin the run.

14 45 34 nfteckttsi 3 Comirmed
M 445 31 CHecWet 2 Confirined
Y4 4527 Checkisl 1 Confirmed

. 14:4523 Re”enfs mtered

131 ug- 0.0¢

7.2.2 Importing a combistrip worklistfrom the HISTO MATCH software

Steps 1-4 of importing a combi strip worklist from HISTO MATCH works isthe same as importing a standard worklist
as described above in chapter 7.2.1. After step 4 continue as follows:

CS-2017-Oe-ie

Stratot. V013- 5. Enter the strip lot directly using the barcode label
on the strip pouch or by selecting the kit designa-
tion at the top ofthe screen.

Edit Combistrip

Yy
. VO13-1l
6. Choose a strip lot from the dropdown list. You can
also view patient information here. Press Save
1 Locus. A A
2 Locus; B when finished.
3.locus C

4 Locus: DRB1
5 Loom- DRB345
6 Locus DQ61

Locus: DP81
8. locus- Nf.G
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V/orKWilto <3-2017-06-18

Sipld: ~ VOia-1

C?. Select Next.

;TBK /
PRAGIfisi-I|W
WOoAWID <3-2017-08-16

Setup PCR Strips as shown
8. Place the PCR strips containing amplicon inthe

heater block as indicated inthe diagram.

9. Select Next.

Continue with step 9 as described above In7.2.1

7.2.3 Worklist Management
The image below shows the different functions of the worklist management screen.
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Go to second page of functions
Import a worklist from USB

Scan a processed worklist

Edit (add/delete wells)

Run - process a worklist

8&&8&4—01—02 View log file (only available
W’-2011—10—13 abdr when assay is complete)

View images (only available
when there are images)

Delete the selected worklist

Export the selected worklist to
an USB
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7.3 Creating new worklists

~ 7.3.1 Creating a newSSO orAB Screening worklist

OBAGHAIHC

Worklist ID: 2011-10-13 ABDR

3. Use keyboard to enter Worklist ID or use
the default worklist ID assigned by the
software.

4. Press Next.
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W\BrtilistK)- W.50ie-01-0e

Strip Lot k.....M3041}

® 0 . . 1

» SosM N

I " _
. e I M!

OBAG
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5. You can enter a strip lot directly by scan-
ning the barcode.

Alternatively, you can choose a lot from the
dropdown list using the add Strip button.
Expired batches are marked with the ®
symbol.

6. Single wells in a strip can be edited by
selecting the number at the strip.

7. Enter the strip lot number for single wells
by using the barcode reader, or by choos-
ing from the dropdown list.

8. Selecting the red cross deletes a well.
Dummy wells must be placed in the reac-
tion plate to complete a multiple of 4 wells
for processing.

Itis possible to choose any layout for test.

Note: Dummy wells must be placed in the re-
action plate to complete a multiple of 4 wells
for processing.

3J
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CBAGKMVOIwW

WofkUrtID; 2011-10-13 ABDXX

Shp Lot: Hi
9. The software validates the worklist and
generates a message if an error has
occurred.

Continue with step 9 as described above in 7.2.1

73.2 Creating a new combi strip worklist

I | 1. Select New.

ft b i ofK
O BAOH-amcAK

2. Select Combi.
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WorkltsUD: |cS-2017-07-04
3. Use keyboard to enter Worklist ID or
use the default Worklist ID assigned by
the software.

4. Press Next.
C3

5. You can enter a strip lot directly by
WWWiStID CS-20174»-18 .
scanning the barcode.
Alternatively, you can choose a lot from the
dropdown list using the add Strip button.
Expired batches are marked with the n

symbol.

6. Patient data can be entered for the test
by selecting the kit designation at the
top of the strip.

Edit Combistrip

r'~"vols-j v
Patient 10: — \
Name: 7. Click into the data fields and enter patient
e information with the on screen
1 Locus: A
___ 2Locus: B keyboard.
3- Locus: C .
4. Locusi DRBI Press Save to save it or
5. (.oats: ORB34S
6. Locus; 0QB1 H
7. locus: DPBL Delete to discard the changes.
8. Locus; NEG
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8. Press Next.

9. Position the PCR strips containing the
amplicons in the heater block as indi-
cate in the diagram.

10. Press Next.

Continue with step 9 as described above in 7.2.1
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7.3.3 Assay protocols
The following table indicates the steps performed on the MR.SPOT* 2.0 Processor. During the run, the status of the
assay is displayed on the touch screen.

SSO Assay
STEP  DETAILS
1 Measure fluid levels of all reagents.
2 Temperature logging.
PCR Plate heated and start hybridisation buffer pre-warming (3CC).
3 Prime pumps.

Denature DNA: Incubation at 96”Cfor 5 minutes in PCR Plate.
4 Add 200 [il block buffer to each test well inthe reaction plate. Incubate and shake at room
temperature for 5 minutes.

5 Aspirate block buffer from each test well in reaction plate.

6 Dilute Samples: Add 100 pi pre-warmed (at least 30 "C) hybridisation buffer to PCR plate,
mix and transfer diluted sample to each test well in reaction plate.

7 Incubate with Hybridisation Buffer at 50°C and shake reaction plate for 15 minutes (adding
2.5 minutes for plate to reach 50“C).

8 Cool reaction plate.

9 Aspirate in hybridisation buffer diluted sample from reaction plate.

10 Perform Stringent Washes: Add 200 pi stringency wash buffer to each test well, shake re-
action plate (5 seconds) and aspirate. Repeat a further two times.

11 Dispense conjugate: Add 100 pi diluted conjugate to each test well.

12 Incubate with conjugate and shake reaction plate at room temperature for 15 minutes.

13 Aspirate diluted conjugate.

Perform TBS Wash: Add 200 pi TBS buffer to each test well, shake reaction plate and aspi-
14 rate.
Repeat a further two times.

15 Add 100 pi Substrate to each test well.

16 Incubate with Substrate and shake reaction plate at room temperature for 15 minutes.
17 Add 100 pi dH20 to the well and aspirate diluted substrate.

18 Add 200 pi dH20to each test well.

19 Shake reaction plate for 12 seconds.

20 Aspirate HQ

21 Heat reaction plate to 51.7“Cfor 11 minutes to dry well.

Photograph results using camera adjacent to tip picking and aspirating head (approx. 2

22 seconds per well).
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STEP

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

HLA Antibody Assay
DETAILS
Transfer diluted sera to the test wells in the reaction plate.
Incubate 60 minutes at 20“C.
Aspirate all the liquid and discard it.
Add 100 pi of wash buffer and shake briefly.
Shake for 2 minutes.
Aspirate all the liquid and discard it.
Add 200 pi of wash buffer and shake briefly.
Repeat steps 5-6.
Add 150 pi of conjugate.
Incubate 60 minutes at 20°C.
Aspirate all the liquid and discard it.
Add 200 pi of wash buffer and shake briefly.
Shake for 2 minutes.
Aspirate all the liquid and discard it.
Repeat steps 12-14.
Add 200 pi water.
Shake 5 seconds.
Aspirate all the liquid and discard it.
Repeat steps 16-18.
Add 100 pi of substrate.
Incubate 15 minutes.
Aspirate all the liquid and discard it.
Add 200 pi water.
Shake 5 seconds.
Aspirate all the liquid and discard it.
Repeat steps 23-25.

Drythe plate.

Photograph results using camera adjacent to tip picking and aspirating head {approx. 2
seconds per well).
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7.3.4

Measuring fluid levels

As part of the assay initialization process, the MR.SPOT* 2.0 Processor performs a fluid level check on all reagents to
ensure there is sufficient of each to process the number of tests inthe assay.

Ifa low level of reagent is detected an error measure appears on the screen to indicate which reagent is low and the
expected and recorded volumes. The door is released to allow opening.

1

[2NC ) B SNV I V)

7.3.5

Open the door.

Manually move the arm clear of the reagent troughs to the front left corner of the instrument.
Top up the low volume reagent to the expected volume.

Close the door.

Press OK on the error screen.

Press the start button to begin the assay.

Pausing the instrument during a run

From the Assay Screen

Analyzing Workiist: W-201&41*0

woffihpiv

By pressing the Pause button you can
pause the run and resume it later.

152656 Stock-Puffer blkangen The timer shows the time remaining until the

1526:62 Stock Puffer fenzulOgen jnd DNA-Den”nerung
j 1528 48 Pimvpensyslwit befuikm

run is finished. When the pause button Is

L e nggestarte pressed the timer will flash until the instru-
1o a5 Crmaistz Contem o ment is restarted.

131

»

Using the pause function allows the instrument to be paused and then the run continued.

Press the pause button on the assay screen. You will be asked to confirm your action.

The screen will display the following message Please wait for door to unlock and the timer will flash. The in-
strument will proceed until the end of the current step.

The screen display will change to Warning, Door unlocked. At this point you can open the door and make
any correction required.

WARNING: DO NOT TRY TO MOVE THE ARM WHILST THE DOOR IS OPEN. The arm is held in position by the
motor, forcing the arm will cause the instrument to lose position on restart and may damage the arm
mechanism.

Close the door and restart the run using the start button.
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7.3.6  Stopping the instrumentduring a run
Emergency Stop
1. The emergency stop button is located on the right-hand side of the
instrument. The button can be activated at any time during the run and
will cause the run to be aborted. The run cannot be continued from the
stop point.

2. Activating the button causes the XYZ axis to stop. Any other actions being undertaken by
the processor such as incubations, shaking the reaction plate or heating the sample plate
will continue until the step is completed. The screen will display Please wait for door to
unlock.

3. The screen display will change to Warning, Door unlocked. At this point the door can safe-
ly be opened.

4. The button is reset by turning the button clockwise to release. If release has not been
performed the following error will appear during initalisation of the next run. Hardstop
error: Depress the emergency close or close the door.

5. if the following error is displayed, Error during Initialisation: x axis position not safe for
homing, the arm has stopped in a safe zone to avoid damage caused by lose of position on
re-start. The user is required to manually move the arm to the front left of the instrument
before re-starting the run.

From the Assay Screen

Analyzing Workllst: W-2016-01-0

By pressing the Stop button you can
abort the run.

lii>.2e.56 Stock Hjffer etosaugw

1'5'28'b2 Bock-FufferhinziiMoerumd DNA-Deftatunefuns
-4117°26.48 Pumponsystems
41'1528:48 Veraitwk”~gosartot

1526.42 GttedSst3 Conllwii

J§.26,40 (r:rw ( ZICoftfiimed

t31 0,0C

1. The run can be aborted from the assay screen using the stop button.
2. The stop button only becomes active after the run initialisation has occurred signal by the blue instrument
light being illuminated.

3. Activating the stop button has the same effect as pressing the emergency stop

Restarting the instrument after a stop

Using the emergency stop or assay screen stop button aborts the run. The following screen will be displayed follow
the on screen instruction to return to the main menu.
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O&AGN'Y *MLL
Imaging Wo

05/0v201615

05(01°201615-29

OM)K/)1B 15.28
05(01/201615:29

05/01'POiei5 29

05/0V2016 15:29 Imaaii*wcH 3 i

131

7.3.7 Assay completion
nBAGei THCW
Imaging Workllst W-2016-01-0

05/1)1/20161S.33 Imaging we» C i
05/11;2016 15331 1i (™ well B1
05(01/20161b 33 Imaging wo» A1

6<0L'20ie

05(01/2016 15:29

05/0ic20ie 15,28

05(01'20ie 15:29

05/01/201615-24

0b/Q.1'20ie 15.20 Imaging woB B1
ISSW
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Press OK and Close
The main menu screen will appear.

1. When the assay is finished the wells are
photographed.

2. PressOKandClose V S .

The main menu screen will appear.

Select Worklists.
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3. After the run is complete the worklist ap-

~\W-2016-01-05 pears within the full list of worklists. Select
Oete 05,'01,'2016 PtalBID
W-2015-07-31 11-42-38 the Menu button.
Date 31/07;2015 PlatelD

~\W-2015-07-31

Date ?1N137,-2015 PlateID
CS-2015-07-22 08-15-25
ttete 22/1)72201b Ptalalo

r dl

4. The highlighted worklist is exported to a

« W-2016-01-0 USB stick by selecting the Export button
*V?/a_t 5016-01-05 Puale (0 and then transferred to HISTO MATCH for
wztgilslz-%%sl n_jz“_ss,'g interpretation. Networked machines can
Date 31V07/2075 Plate 0. be accessed directly using HISTO MATCH.
, W-2015-07-31
Date 3H07/2015 PtatelO.
CS-2015-07-22 08-15-25
Date 22707/2015 Rate ID
lunar nT
I 131 K

\1V]\\I/?_||:|t tID;)W—ZOie<01<O
It is possible to view the event log and the tem-
UBN§2re 120N Keegenu ameied perature graph here by pressing on the grey ar-

0501/201815.20 37 C/iBciik! 1 ConTrtTtecl

(11.-01/2018 15 26.40 COeddel 2 Cof*mmeQ . .
owotnie 152642 CEOMbBCONTMK] row beside the worklist name
(».'01/20iei5 2648 VeieiOeituiig gesla/tet

06.'M/rOlW 1526 .« PumD~vstems t>e«l8en

litetrument
'ReaciKHi Plate
-SampteR«e

Beck )K

The images can be checked by pressing on the

image symbol beside the worklist name

For interpretation of the results please refer to the HISTO MATCH user manual for the HISTO SPOT* SSO or HISTO
SPOT* HLA AB module.
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7.4 Setup

The Setup Screen offers different functions for settings and maintenance of the MR.SPOT* 2.0 Processor. Functions
available on this screen are meant for the user of the instrument. Regular maintenance services must be performed
by trained personnel only and the functions necessary to do this will only be available to service engineers (Camera
and Tools in the screenshot below). For further information please refer to chapter 9 Routine Maintenance of this
manual.

Name: MR.SPOT 2.0

Firmware:

Software: 2,0.0.19 \'T
Serial Number: 1013-0(tO1 . ~ L
Manufactured; 01/01/0001 T ~

Language:

Tools CarncKa Reactior Cal PCR Cbl Cal

O

d! OffC

View installed programs and update programs (chapter 7.4.1).

View the service history (services can be entered here by the service
engineer as well).

Run Wash Program (see chapter 7.4.2).

Calibration of the touchscreen. Switched off/Not necessary for MR.SPOT 2.0® Pro-
cessor (grey).

Network Installation (please refer to chapter 7.4.4)

Show overlay dialog. This enables and disables the system protection for software
updates.

Export Windows Event Logto USB, a USB stick should be inserted before selecting

this.

The green tick mark opens the following four options:

If this button is red expired batches are listed in the dropdown lists, if it is
blue they are not listed. Toggle between red and blue by pressing on this
button.

This symbol is used to enable/disable the requirement for barcoding the
reagents. When it is red the scanning of the reagent barcodes is optional.
When it is blue the reagent barcodes must be scanned before it is possible
to continue. Only service engineers can change this setting.
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This symbol is used to enable/disable the requirement for barcoding the
reagents troughs. When it is red the scanning of the reagent trough bar-
codes is optional. When it is blue the reagent trough barcodes must be
scanned before it is possible to continue. Only service engineers can
change this setting.

This symbol is used to enable/disable the requirement for barcoding the
PCR plate. When it is red the scanning of the PCR plate barcodes is option-
al. When it is blue the PCR plate barcode must be scanned before it Is pos-
sible to continue. Only service engineers can change this setting. (Not
functional yet).

Toggle between demo mode and regular mode. The demo mode has all incubation
times reduced to a few seconds and should only be used for service or demonstra-

tion purposes. This icon turns red ifthe demo mode isswitched on.

Update descriptions for new programs.

7.4.1 Update and installprograms

From the program screen LWL new programs cr program updates can be loaded onto MR.SPOT® 2.0 Processor.
Programs and program updates are read from an USB stick.

(e List of programs installed on
MR.SPOT® 2.0 Processor.

os.ffteas*
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7.4.2 Wwash program

Turn off system and allow itto cool before cleaning with disinfectants.

It is recommended to wear eye protection, a laboratory coat and protective gloves when
handling disinfectants during the cleaning process. Ifcontact of any reagent occurs with skin

or eyes, wash thoroughly with water.

The wash program allows cleaning all lines of the MR.SPOT 2.0 Processor. There are separate programs for the sys-
tem fluid lines and the aspiration needles and lines. Press Start and follow the instructions on the screen for the lines
that need cleaning. It is recommended to run a disinfection wash every three months. Disinfectants like Liquinox ,
Virkon®, 1% Chloros® or 1% bleach (natriumhypochloride) can be used for the disinfection run.

To wash the system
fluid lines press Start.

7.4.3 Language switch

To wash the aspiration nee-
dles and lines press Start.

1. Disable the overlay (write protection) with the HIh W button and reboot Fusion.

Name; ALDAS
Firmware: ®OD.O
Software!

Serial Number: iai3-000i

Manutactured: (].Ll(m

Language: {United *5ngdom)bOs

English (United Kingdom)

Deutsch (Deutschland)

espanot (Espana, aifabetlzacion internacional)
TeKiis Ceittera  fian/ais (France)

P
italiano (ltalia) &
Back pycckuit (Poccust)
Jwr y d] 00X
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Clicking on the displayed language opens a drop down
list with the languages available. Choosing a language
immediately switches the language shown on the
touchscreen.

Re-enable the overlay (write protection) with the B
button and reboot Fusion to save the change of the
language.
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7.4.4 Network installation

N D B A G heaithcafc.

Network Setup

Processor Name; MAfS0-PC2

'"ALocal Area Connection

Current ® Address: 10.11.12.83
MAC Address; F4-3E-38-D4-C8-17

OynaniiC

SLitfc

7on 00‘C

" Ethernet

Arnultisite with a green tick indicates an active network connection and shows its specific settings. A red cross indi
cates an inactive connection.

A media access control address (MAC address) isa unique identifier assigned to network inter-faces for communica-
tions on the physical network segment.
An Internet Protocol address (IP address) is a numerical label assigned to each device (e.g., computer, printer) par-

ticipating in a computer network that uses the Internet Protocol for communication.

IP addresses are most frequently assigned dynamically on LANs and broadband networks by the Dynamic Host Con-
figuration Protocol (DHCP). Some infrastructure situations have to use static addressing.

Adirect LANto LAN connection of MR.SPOT® 2.0 Processor (e.g. 192.0.0.1) to a PC (e.g.192.0.0.2) requires static ad-
dressing.

For static IP addresses the site lists an unassigned address which can be changed by using the Plus and Minus keys
beside the numbers.
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7.5 Exit

Correct way to close down MR.SPOT Pro-
cessor.

Restart whole instrument.

Restart Fusion Software.

7.6 Status Bar

The touch screen should only be operated with one finger. When using two fingers the screen can freeze and the
processor must be restarted.

In the status bar at the bottom of the screen the following information is displayed:

100 / Ch lw 0,0°C

100 Software version number: clicking on the version number opens a log file
o (see chapter 8.4 Error messages]

X MR.SPOT® 2.0 Processor status (see below: Status icons)
Broadcasting events on network
¢ Door monitoring switched off
T«nperatur

Temperature of the reaction plate. Clicking here opens a window dis Reaktionspiatte  26/}°C
playing various operating temperatures. PCR-Plate  68.%C
Hyb 373»C
d Installed batches: Clicking on the symbol opens a window with the Raumtemperatur 9,2°C

installed batches:
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Installed Batches

SPOT® Common
S

4» ~
HISTOSPOT® ORB1
HISTO SPOT® A "
HISTC SPOTO A Xtend
HISTO SPOT® ABDR
HISTO SPOT® B "
HISTO SPOT® B Xtend
not”
HISTO sPOT® C Vi
HU
HISTO SPOT® OQB1
t{n "~
131 (es)
DBAGrrimHast
Installed Batcnea
Kits
A 1052
(25 z}(_a Cr5 2513-10
A 12413
2 ron-or d 2515
o« )
kKna,
Kits Enter 12 Digit Barcode
8011405123 fe5
2015-0il
7 4 9
Al1101
(§) 2515-« 4 S d
A 12413
1 2 3
2 201702
0
Qo{
MR.SPOT* 2.0 Instrument status icons:
12 Disconnected LU Paused
0 Connected E Running
L Initializing 11 Stopped
0 Pausing L Imaging
7.7 Fusion tools for maintenance and service

The 1n5ton tools for maintenance and service are only visible with the tools module that is available to service engi-

In this window an overview of the installed batch-
es and kits Is shown. The black number indicates
the total number of installed batches, the red
number in brackets indicates how many of them
have expired.

Pressing the arrow shows the single Installed
batches.

Expired batches have a red background, those not
expired a green one.

Batches can be deleted by highlighting them and

pressing the Deleteflu B button.

Pressing the Kits button with the arrow to the left
returns you to the overview screen.

The button will close the window.

B~cl™ can be added by pressing the Add

K B button and entering the 12 digit barcode
(on the label for the test strips) with the onscreen
keyboard. Then press enter on the keyboard.

The B.LLU button will close the window.

neers. Details for the tools are described Inthe service manual.
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8 TROUBLESHOOTING

If you encounter difficulties with the instrument the simple guidelines below may help you resolve them. The infor-
mation you gain from these observations will also help qualified service engineers return the instrument to full work-
ing order as quickly as possible.

8.1 Visual Inspection

Agood visual inspection of the instrument prior to switching it on can sometimes reveal problems or potential prob-
lems. Performing the following simple checks will help determine the condition of the instrument.

Check for any signs of obvious damage. With the instrument switched off, open the door and inspect the base of the
instrument for any spillages or obstructions that will prevent the accessories from resting flat on the instruments
base. Remove all the accessories from the base and clean with a lint free cloth.

8.2 Mechanics

Ensuring that the tip picking/ejection system is in the HOME position (front left of processor), move the Xand Y-axis
by hand to ensure that there are no obstructions. If obstructions are encountered, look for mechanical obstructions,

such as loose screws.

Ensure that the aspirating and tip picking probes are clean and in good condition. Gently clean each tip with an alco-
hol wipe. The probes should be straight, if for some reason they have been bent, then a qualified engineer should

replace them.

Ensure that the sample holder is clean, and that the spring lid is working correctly. It is important that the lid can
close properly to avoid any problems during the assay.

If no problems are detected during visual inspection, the instrument can be turned on. If any problems are found,
they must be eliminated before starting the instrument, otherwise the instrument may be damaged even more.

8.3 Initialization
The following initialization sequence should expire when the device isturned on:

1. The suction needles move up to the starting position.
2. The pipetting arm moves back to the starting position.
3. The X-axis moves to the left to the starting position.
4. The screen of the touch screen should be turned on.

Ifthe device does not perform any of these functions, there is an error that needs to be corrected. Please call your
area representative or send an e-mail to complaint@bag-diagnostics.com.
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Close

If there are any problems during the start-up pro-
cess, a window with the start-up protocol and the
relevant error messages will appear. Depending
on the messages you can decide to proceed any-
way with Next or to cal! for technical support to
remove the error.

If further information is needed press Next
and then press the version number in the
lower left corner of the start screen. The log
can be saved & sent to technical support if
required.

This must be performed by the operator at the end of a day after using the system.

8.4 Error Messages
BAG rokoin
189KV
tnrskeMA
N CTAL: '
(e B
R
S Snescareiv
O &Gz«
n P~ rw M ete MTKieed «va/IABK
acte.19-"3 «5tIWft5« WAPWMCOr*ytte»eSi»iof * Fu»e'4e99e’ £w it» rt's
.Thlo<X Mrvictft .
K14-19 M 'StiJO.W e EWIO08 MC/1»9«0/1c11«5re»
L B O AL N7 S
"gevmyjlocrom,-WiNIAM*d=7tt55>fe« detl*> «->
T «rSyi».-'N«Nnsul» )
% 1 K: |>45u«m 3Nt(
" I»«Tl» lr* BEBALB'WTk « « —
t fQufit* . MSwlCTsjlvaTr;‘ct\lNll\/aCrl;/lmehlb"MaHMaT 0 gy(T[»4pos0>u»«*cTn
- - cndUtuned
l(]ﬂ\‘ « Ch» onn’u mpe« Lﬁl}lﬁrﬂwldﬂe
w *IryAntvacclceK AL A<yBb M wpm>nf »m<UOUNC00|1+<I(T«Ss>wcc
Bni--ifi Save
d!
MAINTENANCE
9.1 Daily Maintenance
1. Perform a flush of the system.
2 Empty the waste trough and clean with water.
3. Empty reagent troughs and rinse out with water.
4. Empty waste bottle.
5. Empty bin for used disposable tips.
6. Clean tip chute.
7.
the thumbscrews.
8.
move any residue.
9.

10. Refill the system fluid bottle with de-ionised water.

Clean up any spills or drips on the deck or surrounding parts with a damp cloth or ethanol impregnated wipe.
The holder for the disposable tip racks ran be removed from the deck to clean up any spills by unscrewing
the 2 plastic thumbscrews at either end and lifting the holder off the locating pins. When replacing the
holder, ensure that it is correctly orientated and properly seated on the location pins before tightening

Replace the receptacle on top of the duct on the right side of the reaction plate if necessary or wash to re-

Clean the ends of the disposable tip adaptors with an ethanol impregnated wipe.
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9.2 Weekly Maintenance
This must be performed by an operator on a regular basis (weekly is recommended) in addition to the daily

maintenance.
1. Clean the inside and outside surfaces of the glass door with a damp cloth.

2. Gently clean the touch-screen with a damp cloth.
3. Check cables have not become tangled, for example the cable to the barcode reader.
4. Check the condition of the silicone sponge rubber pad used for activating the fixed tips.

9.3 Inspection / Routine Maintenance
It isrecommended that the Routine Maintenance is carried out by trained personnel on a 12 monthly basis. Refer to

your local representative.

9.4 Calibration
Refer to your local representative.
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10 LIMITED WARRANTY

Please note the serial number of the MR.SPOT® 2.0 Processor (found on the label on the right side of the instru-
ment) below for future reference.

SERIAL No.

Warranty

BAG Diagnostics GmbH warrants that each product described herein will be free from defects in materials and
workmanship for a period of one year from the date of delivery. BAG Diagnostics GmbH agrees, as its sole re-
sponsibility under this limited warranty, and upon prompt notice of the defect, to repair or replace any produc
found to be defective within the warranty period.

The limited warranty is not applicable to:

abnormal wear and tear

abuse, unreasonable use, improper installation, mistreatment, or neglect

damage caused by equipment or system with which the product is used

damage caused by modification or repair not made or authorised by BAG Diagnostics GmbH

theft, vandalism, fire, water or other peril

g b~ W N

Product may not be returned without proper authorisation from BAG Diagnostics GmbH. Cost of transportation,
removal or reinstallation of the equipment will be paid by the purchaser. This warranty and the remedies set
forth herein are exclusive and in lieu of all other express or implied (including any implied warranties or mer-
chantability or fitness for a general purpose), and no other representations or claims shall be binding on or obli-
gate BAG Diagnostics GmbH in any way. In no event will BAG Diagnostics GmbH be liable for any special, inci-
dental, or consequential damages resulting from use or malfunction of this product or the equipment or system
with which it is used, loss of revenue, or cost of replacement of goods.

11 TECHNICAL SUPPORT

For all technical support and assistance, contact:
BAG Diagnostics GmbH

AmtsgerichtsstraBe 1-5
35423 Lich
Germany

Tel: +49(0)6404 925125
Fax: +49 (0)6404 925 421

Web: www.bag-diagnostics.com
E-Mail: comDlaint(abag-diagnostlcs.corn

Only by BAG Diagnostics GmbH or associated trained service personnel may authorise repairs and servicing be

carried out.
For further details of instrument or to arrange for training to be given on the instrument, contact BAG

Diagnostics GmbH at above address.

Instructions for Use in other languages see:

httD://www.bag-diagnostics.com/en/diagnostics/downloads-manualsZ
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12 EU DECLARATION OF CONFORMITY

The MR.SPOT® 2.0 Processor conforms with the following European directives.
98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic
medical devices

. 2006/42/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 17 May 2006 on machinery, and
amending Directive 95/16/EC (recast)

2006/95/EC OF THE EUROPEAN PARLIAMENT AND OFTHE COUNCIL of 12 December 2006 on the
harmonisation of the laws of Member States relating to electrical equipment designed for use within certain
voltage limits

2004/108/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 December 2004 on the
approximation of the laws of the Member States relating to electromagnetic compatibility and repealing
Directive 89/336/EEC

. 2012/19/EU OFTHE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 July 2012 on waste electrical and
. electronic equipment (WEEE)

. 2011/65/EU OFTHE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 8 June 2011 on the restriction ofthe
use of certain hazardous substances in electrical and electronic equipment

Certificates are available on request - contact complaint@ bag-diagnostics.com
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13 APPENDIX

Appendix | Kits the MR.SPOT® 2.0 instrument can be used with

HISTO SPOT® SSO Typing Kits
HISTO SPOf" Reagent Kits
HISTO SPOT® HLAAB Kits
HISTO SPOT® AB Reagent Kits

Appendix I Synopsis of symbols used in manual and on instrument
Symbol Colour Publication Description
N N
Symbol & Outline: ,ec 60417 - 5032 A|ternating Current
Black A

Symbol & Outline:

IEC60417-5007  On (Suppl

White (Supply)
Symbol & Outline; IEC 60417 - 5008  Off (Supply)
White

Background: Yellow |

§ymHoI1§L6uWine: NEC60417-5032
Black i
Background: Yellow ~

Caution! Hot Surface

IEC60417 *5007 i Caution! Risk of
Symbol & Outline:  Danger

Black f L
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Placement

Instrument Serial
Label

Power Switch

Power Switch

On Heater Plate
block and retainer

Instrument manual

j
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Appendix Il MRSPOT® 2.0 Processor INSTALLATION CHECKLIST

INSTRUMENT SERIAL NUMBER

OiSTOMERN/YVIE;
ADDRESS:

TELEPHONE NUMBER:
FAX NUMBER:

E-MAIL ADDRESS:

Did the MR.SPOT® 2.0 Processor arrive in good condition?

WERE THE FOLLOWING ACCESSORIES PRESENT:
Spare fuses 5A (pack of 2)

Mains Lead

5 position reagent trough holder

Coloured reagent troughs
(Ix brown, Ix orange, Ix white, Ix blue, Ix green, Ix yellow)

4 position reagent trough holder

Coloured reagent troughs
(Ix green, Ix blue, Ix violet, Ix black)

250 ml D.I. W ater Bottle

250 ml square waste bottle

Duct between reaction plate and right-hand side panel
Tip Rack Holder

Internal tip shoot

External tip shoot

Waste trough

Barcode reader bracket

Barcode reader

Waste Collection Bag

Page S3

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No

No
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fool withTX20 bit Yes
User Manual on CD Yes
Set of dummy test strips with 16 single clear wells Yes
Installation CD for HISTO MATCH Software Yes
2x Packaging Straps Yes

» Did the MR.SPOT® 2.0 Processor initialise correctly?
(refer to chapter 8.3 in User Manual)

Yes

If no. provide details:

Computer name of MR.SPOT® 2.0 Processor for network connection:

Any other comments:

ADDRESS;

SIGNATURE: Date:
CUSTOMER SIGNATURE: Date:

CUSTOMER PRINT NAME: Position:

Customer to retain original copy.

Distributor must send copy to:
BAG Diagnostics GmbH

Technical Service
AmtsgerichtsstraBe 1-5
35423 Lich

Germany

Ortn romDlaint@bag-diaEnosttcs.com
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Appendix IV DECONTAMINATION CERTIFICATE

Institute Name
Make of Instrument
Model Number

Tick?

1-1

This equipment has not been used in an invasive procedure or been in contact with blood, other body
n

fluids or bﬂﬂ&?oed-f:c%'l ggmB,es. It has been cleaned In preparation for mspection, service or repair.

I | Thisequipment has been cleaned and decontaminated.
— The decontamination method is outlined below:

i 1 This equipment could not be decontaminated. The nature of risks and safety precautions to be adopt-
ed are as follows:

Signed:. Date:
Position Held:

Full Official Address:

Telephone No:
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Mark. ) 8rderofthe Ministry of Health of the Russian Federation No. 4n dated
Order of the Ministry of
Health of the Russian 06.06.2012
Federation No. 4n dated

lectricalequipmentfor measurement, control and laboratory
GOST RIEC 61326-2-6- E . . . . .
pplications. Electromagnetic compatibility requirements. Part 2-6
2014 N . . . . -
]Prlvate requirements. Medical equipment for diagnostics in laboratory
conditions co.— f
GOST 31508-2012 Vledical products. Classification depending on the potential risk ot use.
neneral! requirements A
GOST R EN 13612-2010 ivaluation of functional characteristics of medical devices for in vitro
fiaenostics. _ _ : =7,
GOSTIEC 61010-2-101- Safety ofe_:l_ectrlcal_ mstrumentatlon_and Iab_oratory equipment. Kart 2
2013 101. Specific requirements for medical equipment for laboratory
diagnostics ( IV D )

GOSTIEC 60825-1-2013 Safety of laser equipment. Part 1. Equipment classificalion,
renuirements and User Manual
GOST 28195-89 Evaluation of the quality of software tools. General provisions

GOST IEC 61010-1-2014 Safety of electrical instrumentation and laboratory equipment. Parll.
General requirements

— LN

Safety of electrical instrumentation and laboratory equipment. Part 2
GOSTIEC 61010-2-081- . . . ) .
2013 081. Specific requirements for automatic and semi-automatic
laboratory equipment for analysis and other purpose®
GOST P 50444-2020 Medical devices, apparatuses and equipment. General technical

reauirements ;
GOST RIEC 62366-2013 Medical products. Design of medical devices taking into account
operational suitability
GOST RIEC/1EC 12119- Information technology (IT). Software packages. Quality requirements
alnl) and testing A -
GOST R ISO/1EC 9126-93 Information technology (IT). Evaluation of software products. Quality
characteristics and guidelines for their use. -----
fOCTPIEC 61326-1-2014 Elect_rlca_l equipment for mefalsurem en_t,_c_ontrol a_nd laboratory
applications. Electromagnetic compatibility requirements. Part 1.
General requirements
GOST RIEC 62304-2013 Medical products, bottware. we cyue
GOST R 1SO 15223-1-2020 Medical product.s. Symbols useq for labeling on. medlc.al devices, labels
and accompanying documentation. Part 1. Basic requirements---—- Boe
GOST R ISO 18113-3-2015 Medical devices for |r1 vitro dlagnostlFs. In_torm atl_on provided by Ll.c
manufacturer (marking). Part 3. In vitro diagnostic tools for
professional use
GOST R ISO 18113-1-2015 Information provided by the manufacturer (marking). Part 1. Terms,
definitions and general requirements
DIN EN 1SO 13485: 2016- Medical devices - Quality management systems - Requirements tor
08 regulatory purposes
DIN EN 61326-2-6: 2013- Flertrical equipment for measurement control and laboratory use
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[09

DIN ENISO 15223-1:
2017-04
DIN EN ISO 18113-i7
2013-01

DIN ENISO 18113-1:
2013-01

DIN EN 61010-2-101:
2017-10

DIN EN 62304: 2016-10
DIN EN 62366-1:2017-07

Directive 98/79/EC

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Symbols used for marking on medical devices, labels
lhd aCCoPnwdivanBY K * *

- Vinthopmauus,

npepoaaBnsemas npomsso,u,MTeneM (mapkupoBka) YacTb 1.

manufacturer (labeling) - Part 1: Terms, definitions and general

mrafZ~rTquTementsfor electrical equipment for measuren”intTrart;”
and laboratory use - Part 2-101: Special requirements for medical
eQuipmERt for Nmvitro.diagnostics

Medical equipment Software—- SottwjgllfecyoleRHgM 7
Medical equipment - Application of ergonomic design to medical

oleeXlaB/T3/EC ofthe European Parliamentand ofthe Council of 27
October 1998 on in vitro medical diagnostics
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*
Nnsa npencrasnenus B Poccuiickolt @enepauun
¢ AN PEruCTPaliHK MPOAYKUMH koMnaHud B
000 «Cesepo-3ananHas MeqnUMAcKas 6aza»
«
Mevats:/
Tporksopeunt ® conepxanum He OGHAPYKESHO.
Toproso-npoMumneHnas nanara I'uccen-Ppuntepr
Tuccen, 01 anpens 2022 roaa
/mopnucs/ U.A. Banrem
Ieuars: Toproso-npoMeiuvieHnas nanara Micen-Opuabepr
B3 Anarnectunce KX Ten; +49 6404/925-100 Tesepansstil Anpextop: a-p Huxanac Jaxvenbepr
1.5 Oaxc: +49 6404925460 Houtep » Toprosos peectpe: HRB 9672, mecrinih cya M'ncena
35423 Nax www.bag-diagnostics.com 3aperucTpRposasEMA odeic kosnarun: 35423 Jlux, Tepesasiun
Tepmatina info@bag-diagrostics,oom
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BAG DIAGNOSTICS

NHCTPpYKUUS MO NPUMEHEHUIO

AHanmnzatop MR.SPOT® 2.0 Processor
01 TEHOTUNMPOBaHUSA TKaHel 4yesioBeKa C NpuHaa/1e>XXHOCTAMM

REF 726110

Mepepg ncnonb3oBaHnem aHasim3artopa MR.SPOT® 2.0 Processor He06Xo4MMOo

O3HAKOMUTLCS C AAHHOW MHCTPYKLUMET

Mepen wcnonb3oBaHMem aHasim3atopa MR.SPOT® 2.0 Processor BHUMAaTesIbHO
npounTarite AaHHYHO WHCTPYKUUIO © obecriedbTe ee [OCTYNHOCTb A1 Bcex
nosib3oBaTesieii. HecobnogeHne MHCTPYKUUUN BeAeT K aHHY/IMPOBaHMIO FapaHTum
npon3BoAUTENIA N MOXKET NpeAcTaB/iIATb OMacHOCTbL A1 MoJsib30BaTesis.

Yb6eputecb, 4YTO BCe MONb30OBaTeNM 3HAaKOMbl C MNpuBoOpOM - CBSDKUTECH C
koMmnaHunen BAG Diagnostics GmbH ans nosiydeHuss  AOMNOJIHUTENbHOMN
MHopmaumMm o Npméope WM opraHmsauun o6y4veHusi B c/iydae BO3HUKHOBEHUA
COMHEHMUIA nepej Ncnosib3oBaHNEM npubopa.

Ecnu Ha npubope oTobparkaeTcs CUMMBOJ, YKa3aHHbI cneBa, obpaTtutecb K AaHHOMN

VIHCTPYKLMWN.

YNo/IHOMOYEHHbIN NpeacTaBmuTesSlb Npomn3BoanTens B Poccun:

000 «CeBepo-3anagHas meguumHckas 6asza» (OO0 «C3Mb»)
Agpec: 198095, Poccus, r. CaHkT-MNeTepbypr, Np-KT AnekcaHapoBcKo ®epmbl, 4. 29, nut. W, nom. IH

Ten.: +7 (812) 318-76-08, email: szmbt5)szmb.ru

Ordering: Customer Service:
BAG Diagnostics GmbH Tei.: +49(0)6404/925-450 Tei.: +49(0)6404/925-125
D BA G Amlsgerichtsstf. 1-5 Tel.:-"49(0)6404/925-100  wvw.bag-diagnostics.com Fax:+49(0)6404/75-460 Fax_+49(0)64_104/925-421
35423 Lich/Germany ~ Fax: +49(0)6404/925-460  info@b~-diagnostics.com order@bag-diagnosbcs.com service@bag"j(agrio8tics.com
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AHanusarop MR.SPOT® 2.0 — MHCTPYKUMA NO NPUMEHEHWIO
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Ananuaarop MR.SPOT® 2.0 = UHCTPYKUMA NO NPUMEHEHMIO

1 BBEAEHME

Ananuaatop MR.SPOT® 2.0 Processor npeanasHaveH ann TecTuposanua obpasuoe DOHOPCKOA KPOBU MAN TRAHW
AN ONPEAEACHUR NX NPUTOAHOCTH ANA NEPEANBAHUA AN TPAHCNAAHTAUMUN.

Ananuzarop MR.SPOT® 2.0 Processor 06ecneunsaeTt NoAKYI0 aBTOMATUIALMIO aHANM308 C HANAMU HA NYHKEX,
BRAIOYAA 3Tanut rMGpUAY3aLMK, AOIMPOBAHWA U NPOMBLIBKW. [MONYYEHHAA KapTMHA BUIYANMIUPYETCA C
NOMOLWBIO KONOPHMETPUUECKOTO 0GHapyHeHUA U n3obpaxeHus, noaywaemoro BCTPOEGHHOMW Kamepoi. AHanM3b
Ha ocHose NMUPTakXe MOTYT GbiTh NOAHOCTLIO aBTOMATH3MPOBaHL! NyTem oGasneHnA B npuBop Tepmounknepa.
AHANN3aTOP NPEAHa3HAYEN ANA TECTHPOBAHUA O6PaIUOB AOHOPCKOW KPOBU WA TKEHW ANA ONPEAENEHHA UX
NPUrOAHOCTH ANA NEPLAUBIHUA HAKN TPAHCNAAHTALMK. OCHOBHLIM NOKA3AHWEM ANA NPOBEAEHUA TECTUPOBAHNA
06pasLioB AOHOPCKO#R KPOBK MAU THAHW ABAAETCA NNAHOBAA TPAHCNNAHTAUMA OPFaHOB W MOHUTODWHT 3HTUTEA K
HLA-aHTUreHam Nocne TPIHCTINAHTAUUK. AHANU3ATOP UCNOALIYETCA ANA CKPUHWUHIA U waeHTUGUKAUMKN anTuTen
K HLA-anTMrenam B CbiBOPOTKe AI06Or0 peunnueHTa, He3asucMmo OT €ro pactl, BO3pacta, nona u mecra
NPOXUBAHWA, NOIBOAAA raPaNTMPOBaTb, YTO PEUMNMEHT He NOAYMWT OpraH, K KOTOpOMY Y Hero
8biIPabaTHIBANOTCA AHTUTEAA.

OCHOBHbIE XAPAKTEPUCTUKU

A)

7 Peaxuuonnbii NAaHWeT A/ aHanusa

e BMeWAeT A0 96 TeCTUPYIOWMX NYHOK

®  HarpeB M OXNAMAEHHE C NOMOWLIO YCTAHOBOK MNenbTbe C TOUHBIM PEfYANPOBaHUEM TeMNepaTyptl {+/- 0.5°C)

®  4aCcTOTa BCTPAXUBAHMA PEAKLMOHHOO NNAHLLETE MONET BAPLUPOBATLCA B NpeAeNax aHanu3a AnA
obecneyeHnn NOCTOAHHOK NPOMBIBKU

» 3axear nsoBpaexun
e B KamMepy MOMXHO YCTAHABAMBATL padnnuHbie ofbeKTusbl, NO3BONAIOWME NOAYHATD n306paXKeHuA Kak Genbix,
TaK X NPO3PaUHLIX NYHOK
e  YCTaHaB/IMBAETCA HA MAHUNYARTOP poGoTa Takum 06pazom, uTob ero MoxHO 6bin0 MCNOAL3OBATL ANA
cunTbiBaHuA 2D-koa08

.

# Wnrepdeiic oneparopa
o CeHCOpPHbIA 2KPaH C NPOCTONH HACTPORKON LNKAA B MEHIO

Crpannna 4
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Aranuzatop MR.SPOT® 2.0 - UHCTPYKUMA NO NPUMEHEHMIO

MNporpammHoe oGecnedeHmne PacCUMTLIBAET OGbEMBI PEATEHTOB B 3aBUCHMOCTH OT KOJIKHECTBA MCTILITaHMTA
Kamapiil war noaTeepMAaeTCA NoNL30BaTENeM, 4TOGbI H3GeaTs OWMBOK HAaCTPOAKK

Mpubopel NPOBEPAIOT HANNUME HAKOHEUHUKOB U YPOBEHb PEAreHTOB Nepes, 3aNyCKoM UMKAa

Berpoennbil MK 06ecneunsaeT NOAHYIO MHTETPALMUIO C AOKANBHON CETHIO

> Orcnemusaemocts obpaua

PaBoune cnnckm oGpasuoB MOTyT GbiTb NPUBASAHBLI KO BCEM PeareHTam M IiyHKam, UCNONLIYEMbIM B aHavae
BHewwHee YyCTPOHCTBO CUMTHIBAHMA WTPHX-KOAOB NOIBOARET 3aNMCHIBATL BCE TECTUPYIOUUE YHKU W
peareHTw, 3arpyeHHbie 8 npubop

Kamepa, yCTaHOBAEHHAA Ha MaHUNYARTOPE POGOTa, MOKET UAEHTUPNLMPOBATL ITUKETKN C 20-KOAOM,
NO3BONAA MAPKMPOBATL BKAJAKY TECTOBLIX NOAOCOK, NOTKOB C PEAKTUBAMK U NMUP naaHwers! Ha 96 NYHOK
uny NMUP nonocku Ha 8 AYHOK AN YAYMWEHUA OTCAEIKUBAHUA

Crpavvua 5
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AHanunsatop MR.SPOT® 2.0- VNHCTPYKLUNA NO NPUMEHEHUIO

2 2 TEXHUYECKUME XAPAKTEPUNCTUKWU

YcnoBus akcnyatayum

Mo6U/IBHOCTb

Mradaputbl (B x L x 4) (Mm)

Macca (kr)

da3bl (oaHOMa3HbIN/TpEXdasHbIii)
HoMuHanbHas cuna Toka
HomMunHanbHoOe Hanps>keHune
HoMunHasibHasAs MOLLHOCTb

Cpefa vcrnosib30BaHUsA

MNMogkntoveHne K cetn
AIEKTponNnTaHnsa

Bo3Mo>KHOCTM 06paboTKum

Bpemsi 06paboTKu

PerynupoBaHune TemnepaTtypbl
O6beMbl 06paboTKMU
Pe>Xnm 1 TOYHOCTb A03MpOoBaHUA

MporpammMmHoe oGecrnevyeHue

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Temnepatypa - 5-40 ”C, oTHOCUTENIbHaA B/a>KHOCTb BO34yXa
npu 31 *C- 80%, BbiCOTa Hag ypoBHeEM MopsA - A0 2000 m

CB0o60HOE pasmelleHne Ha paboueii NoBepXxXHOCTH
685 X 850 X 560

60

OpHodhasHbIv

10 A

100-250 B AC, 50/60 Iy

350 Br

MomelleHns, 2 cTeneHb 3arpsa3HeHns
Ltekep IEC C13

1-96 o6pa3LoB 3a U1K/

O6bI4HO 2 yaca 20 MUHYT anga 96 o6pasyoB (3aBUCUT OT
NpoTOKO/A)

YcTtaHOBKM lMNenbThe ¢ ynpasneHnem MO
50-300 mkn

MepuctanbTnyeckne Hacocbl: +0 / -10%

PaboTaeT Ha BCTPOEHHOM KOMMbIOTEPE TMO4 YMpaB/ieHNEM
BCTPOEHHOM onepayunoHHoin cuctembl Windows 8 Embedded
C NOJIb30BaTeNIbCKUM MHTepdeiicom 4epe3 MNpPOEeKLMOHHO-
EMKOCTHbI/ CEHCOpPHbIM 3KpaH

CtpaHuua 6



Ananusarop MR.SPOT® 2.0 Processor — UHCTPYKUMA NO NPUMEHEHUID

3 PACNAKOBKA Y YCTAHOBKA

3.1 PacnaxkoaKka

BHUMAHMUE: TAXKE/ILIA MHCTPYMENT
Ana nepemelsennn kopoBin, PICNAKOBKU U MIBIeYeHMA NPUGOPa U3 KOPOBKK K PasMEILEHUA Ha

paGoueli NOBEPXHOCTH TPEGYETCA HE MeHee ABYX YeaoBeK. UncTpyment secwt 60 kr, @
SANONAHEHHAA KIPTOHHAA KOPOGKa MOXeT BeCUTL A0 95 Kr.

Ananuzatop MR.SPOT® 2.0 Processor ynakosau MHOFOPA30BLIA ALK, COCTORWMNI M3 ACPEBAHHOIO NOAACHA,

ALMKA AHann3aTop MR.SPOT® 2.0 Processor 3agmKCHPOBaH BCNEHEHHLIM NOAUITHACHOM.
Bo WaBemaHne NepeMeweHUA MaHuNynaTopa poboTa 80 BPEMA TPaHCNOPTHPOBKK BHYTRK AHANK3aTOP
MR.SPOT® 2.0 Processor ycTaHOBNEH KpoHIWTeHM. Ero Heobxoanmo yBpaTe 40 Havana 3KCNyaTaLMmn CucTembl.

1. OCMOTPMTE BHELUHIOO CTOPOKY YNAKOBKH Ha NPEAMET NoBpexaeHui. ChoTorpadmpyidTe NOBPEKAEHUA.

MNepemecTute NOAAOH Ha NOAXOARWIEH TeABIKKE KaK MOXHO BAKNE K MECTy pacnonomeHun npnubopa, yTobel
CBECTH K MUHHMYMY KONHUECTBO NEPEMELIEHIA BPYUHYIO.

™

CHUMHUTE PEMHI, KpenaLue KPbIWKY K 60KOBLIM CTOPOHAM.

CHUMMTE KPLILWKY.

M3BnexuTe BCNEHEHHLIN NOAUITHACH W COXPAHUTE ANA AANBHEHILIErO HCNONL3OBAHUA.

CHUMUTE HesakpenneHHble AeTany ¢ BOKOBO#H cTopoHs! npubopa.

CHumuTe gepesanHyio GorosyIo pamy. [na ee NOAHATHA 1 NepemetueHun TpedyeTca 2 yeaosexa.

MoaxumuUTE NPHEOP C NOAAOHE HA PaGOuYI0 NOBEPXHOCTL. [nA 3Toro TpebyeTcA 2 YeoBexa, Tak Kak npuop
secuT 60 Kr. MoaHumnTe NpuGop, AepKa ero 3a pamy ¢ 06eux CTopoH. MNPU NOAHATUN AAAOHD KoNKHA bbb
HanNpaBneHa asepx, 4To6bl 3aXBATUTL pamy ABYMA NANLLAMY C KAKAO0H CTOPOHDI.

NP s w

NPEAYNPENAEHUE: MOAHWMAT MHCTRPYMEHT MOTYT TOABKO AHL3, 06yyenNuie Gesonackol TexHuke nogvema.

AEPEBAHHON GOKOBOW pambl (HABECHOM ANA XPaHEHUA HA NAOCKOH NOBEPXHOCTH) M AEPEBAHHON KPLILIKW. BHYTpW

BHumanue: Bmoa Ananwsaropa MR.SPOT® 2.0 Processor 8 3KCRAYaTauMio MOMET RPOM3IBOAUTLLA

TONBLKO YNONHOMOMENNLIMH UHIKeHepamu 000 «C3MB»
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AHannzatop MR.SPOT® 2.0 Processor - VIHCTPYKUMA MO NPUMEHEHUIO

9.

CHMMUTE BCNEHEeHHbI NoN3TUAEH C HUXKHEN YacTun Asepubl.

10. CHUMUTE KENKYIO NIEHTY, YAEP>XKNBAKOLLYO ABEpLy.

11. lNpoBepbTe HaNMMUME BCEX NMPUHAAIEXXHOCTEN. B KOMMMEKT NMOCTaBKU BXOAUT KOPOGKa,

1x

1x

2X

12.

13.

14.

15.
16.

cofepykawias cregyrolime 3/IieMeHTbl:

LUHyp nuTaHuns

npegoxpaHnTenn (2 LWTykun)

Jep>kaTenbnoTka ana peareHToB 5 no3vunii

[Aep>kaTesnib NoTKa 419 peareHToB 4 no3vumm

MpoToK MeXay peakuVOHHbIM MaHLIeTOM U NPaBoi NaHenbo

BHYTpeHHWIA >kenob AN HaKOHEeYHNKOB

BHeLHWI >kenob ANna HaKOHEUYHUKOB C KPbILLIKON

ByTblnka Ansa AenoHN3NpoBaHHOW BOAbl
KBagpaTtHbIi CNIMBHOI cocyp,

JIoTOK Ansa oTXoa0B

JloToK gna peareHToB

Jep>kartesib ANA cunTbiBaTeNA LUTPUX-KOA0B

CuunTtbIBaTENb LUTPUX-KOLOB

Mewok ansa otxonos

PyKOBOACTBO MNOJ/ib30BaTe Il HA KOMMaKT-AMNCKe

Habop nycTbIX NOSIOCOK /18 TECTUPOBaHUSA

YCTaHOBOYHbI KOMMNaKT-ANCK

MNHCTpyMeHTe HaKOHEUYHUKOMTOrxTX20

PeMHN O0n1a KpenneHnsa Aamka

Y6eamnTechb, UTO CEpPUHbIA HOMep Npubopa coBnagaeT ¢ yKa3daHHbIM B TOBApHOW HaK/iagHoMn
HOMEpPOM.

OcmoTpuTe NMprbop Ha Hasmume SABHbIX NPU3HaKOB MOBPeXXAeHUs Npu TpaHcnopTuposke. 06
O6GHapy>KeHHbIX NOBPeXAEHUAX HeMe/1IeHHO coobLMTe MECTHOMY MNPeAcTaBUTENIO.
BHeLLHIOI0 060/104KY ALWMKa MOXHO CMpeccoBaTb M YIOXKUTb HA OCHOBaHue. MNMomectuTe Bce
YNaKoBOYHbIE MEHOMNO/INYPETAHOBbIE 3/1IEMEHTbLI MOBEPX 000/10UKU, a 3aTeM MOMOXKUTE Ha HUX

KPbILKY. 3aKpennTe KpbILKY C MOMOLLbIO NpuiaraemMbiX peMHel. XpaHUTe KOHTelHep B
6e30MacHOM MecTe ANsa Aa/lbHENLLEro Ucnosib3oBaHus.

OTKpolTe ABepLUY U CABUHbTE ee nog npmoop.

CHUMUTE pPEMEHDb «/IIMYUKy>» C MaHUNYNATOPa, YAEpXKNBas 3aLlMTHYO NMeHy BOKPYr
HaKOHEUYHMKOB, U XpaHUTe ero B 6e30nacHOM MecTe /18 AaUIbHEeALWero ncrnosib30BaHus.

CTpaHuua 8
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Ananu3arop MR.SPOT® 2.0 Processor — UHCTPYKUMSA NO NPHMEHEHNIO

°
OtkpyTute
MHT, yTo6N
ocnabute
Pemenb «IMNyYKa KPOHWTEHH
»
17. C NOMOWBIO MHCTPYMEHTA C HAKOHEYHUKOM Torx TX20 OTBUHTUTE YACPIKHBAIOUMA KPOHIITEHH U
. XpaHuTe ero BMecTe C pemHem B GesonacHom mecTe ana AanbHeNIero UCNOAL30BaHWA.

18. CHUMHUTE KAEHKYID IGHTY € MOAYAR PEAKUMOHHOrO NNAHIWETA.
19. Pacnaxyiite chneayiowme NpeaMETH W NOCTABLTE UX Ha NOBEPXHOCTL. CMm. pasaen 4.3.

a. TPOTOK MEMAY PLAKUMOHHBIM NAAHIWETOM W Npasoii 6OKOBOA NaHeNbio. BCTasbTe NPOTOK Memay
PeaKUMOHHBIM M1aHIWETOM ¥ GOKOBOI NaHenbio Kopnyca. B 3aaHeit YacTH NPOTOKA ecTb oTBepCTHe
BNA OMMCTRU ONOP PEAKUMOHHOTO NAGHIWETA.

b. BHYTpeHHWil eno6 ANR HAKOHEMHUKOB PACNOAOMKUTE B OTBEPCTUN Ha NPaBoi HOKoBOIH NaHeu.
c. JIOTOK ANR OTXOA08 Ha GMKCATOPaX.
d. [epmarens AOTKa ANA PEAKTUBOB Ha PUKCATOPaX.

e. ByTsuIkM A TexHHYecKo U OTPaBOTAHHOMN MUAKOCTH NPUKPENKTE K COOTBETCTBYIOWMM Pa3beMam
B NEBOM BEpPXHEM yray npubopa.

20. 3aKkpenwute BHEWHWH eNob AR HAKOHEUHWKDB BUNTAMU € HAKATAHHOW rONOBKOH. CHUMMTE BUHTH! CO
cTopoHul Menoba u ocnabere pacnopky. Mepen 3aTarneaHnem BUHTOB yGeanTeCh, 4TO pacnopka
pacnonodeHa memay wenoGom u npnGopHOH Naneabio, 4Tobbl CO3AaTHL 3230P ANA YCTAHOBKK KPLILIKY
ceepxy. Y6eaurecs, 4To xenob pacnonoxeH Takum obpasom, urobul obecneunTe MAKCUMANLHBIA yron
HAK/IOHA HAKOHEYHUHOB, YTOGH OHK OTKACHAUCH OT Npubopa.

21. NpUKPENHTE [EPINATEND ANA CUUTHIBATENA WTPHX-KOAOS K NPABOA NAHEAN HA 2 BUHTA C NOMOLBIO 2
NABCTUKOBBIX FAeK C HAKATAHHON FONOBKOH.

22. MNOAKNICYNTE CUNTHIBATEAD WTPHUXKOAOB K USB-nopTy Ha 3agHeit nanenw.

23. Noaxnoyure Kabenb NUTAHKA.
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Anannaatop MR.SPOT® 2.0 Processor = UHCTPYKLMA NO NPUMEHEHNIO

3.2  Ycnosua oxpyxaowed cpeabl
3.2.1 Obuwan unghopmayun

Ycrawasnusaiite npubop B cpepe, CBOGOAHON OT NbIAM, ArPECCHBHBIX PAcTBOPUTENSH M KWUCAOTHBIX napos. Ana
NOAYYEHUA NPABMALHLIX PesyALTaTos Heobxoaumo usberatb BuGPauMM W NPAMBIX CONHEuMbix Ayded. Beerpa
ycrataeameaiite axanuzavop MR.SPOT® 2.0 Processor Ha pPOBHOW YCTOWUMBOA NOBEPXHOCTH. AHanwusatop
MR.SPOT® 2,0 Processor npeaHasHayeH TOABKO ANA WCNIOALIOBAIHWA BHYTPH NOMELLEHWR W He Ao/XeH
NoASepraTech GONLWMM KOoseGaHuAM Temnepatypul M BAMHOCTH. fanHubii npuBop Gbin paspabotan anA
UCNONBIOBAHNA B CTAHAAPTHLIX NABOPATOPHLIX YCNOBUAX, TAKUX Kak:

BbicoTa HAA YROBHEM MOPA:  [lo 2000 m :

Temnepatypa: Temnepatypa okpymawoweii cpeae:: 15-30 °C

BAAMHOCTD! MaKC. OTHOCHTEAbHAA BAAXHOCTL 80%

Hanpamenne cetn: 100-240 8

Nepea nogavued NUTaHuA OCTasbTe Ha 3 yaca, 4ToGel u3Gemats NPo6aem, KOTOpbIe MOTYT BO3HMKHYTL B peayabTaTe
KOHAEHCALUM BAATY.

3.2.2 Mecmo Ha cmone

Bcerpa ycranasnweaiite Ananusarop MR.SPOT® 2.0 Processor Ha TeepAoH PoBHOK nosepxHocTH. He pasmeuaiire
PAROM C APYrMM NPHEOPaMK, COAIOWMMN YPEIMEPHYIO BUGPaUMIO, HANPUMED, UEHTPUDYramMu. MuHMmanbHoe
TpeGyemoe ceoBoAHOe NPOCTPAHCTBO HA cTose — 1000 MM B AnWHY ¥ 700 MM B AAWKY, €CAW NEPEAHAR HaCTL
npubopa He AOANKHA HABUCATL HaZ KpaeMm. YCTanasneaiite npuGop Ha paccTOAHUK He Bonee 1 MeTpa OT UCTOYHUKA
NUTaHNA. KPbILKA OTKPLIBAETCA CTIEPEAN W NOYTH LEAWKOM 33ABHIAETCA TI0A, KOPMYC TaK. HoMKW npubopa A0/IKHbI
UMETL ONPEeACNCHHYIO MUHUMAABHYIO BLICOTY, UTOOM KPBILWKA NErKO YX0AKNE NOA KOPNYC,

3.2.3 UHCcmpyKyuu no oMxMoHeHuIo

B SKCTPENHLIX CAYUAAX NIEPSZ, BLIKAIOYEHUEM H OTHAIONEHMEM OT /IEKTPOCETH HEMEANEHHO HAMMUTE KHONKY
asapuwiiHoro ocTanosa.

KpacHan KHONKa aBapHHHOTO OCTAHOB3, BLIKAIOYATENDb M Pa3beMm CeTesoro Kabenn pacnosoMeHb! Ha npasoii naHenn
npubopa. He pasmewaiite npUGOpP CAMWKOM GNU3KO K NPEAMETAM, KOTOPBIE MOTYT NOMEWaTH asapuiitHomy
OCTaHOBY B Ype3BbiualiHbIX CHTYaumuAX, ocobenHo cnpasa oT npubopa.

3.2.4 Benmunayus

He pasmewaiire npubop noa npamoit cTpyeit BO3ayxa, HaANPUMED, PRAOM C BEHTUNALWMOHHLIM OTBEPCTUEM. Ocobble
TPeGOBaHUA KACATENIbHO BEHTHAALWM NPUGOPa OTCYTCTBYIOT. PaccTonue mexay NpuGopoOM W CTEHOW MK APYIUMA
nNPeAMETaMM AOKHO COCTaBAATb 10 cm.

Crpanunya 10
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AHannzatop MR.SPOT® 2.0 Processor - VIHCTPYKLUSA MO NPUMEHEHUIO

4 OB30P CNCTEMBbI

4.1 Bunpg cnepeaun

CeHCOopHbI
3KpaH

CucTtema 3axBaTta u

Kamepa BblGpoOCca
HaKOHEYHWKOB
TecTnpyrowme
MnaHwer c NYHKU
ob6pasuyamm
PeareHTbl

[Bepua 3aaBuraetcs
nopg npubop

4.2 Bupg c6oky

CeTeBoii nopT

KHonka MK

CunTtbiBaTesb
LWITPUX-KO40B

KHonka J B ! Bblktovaresb
aBapuiHOro nuTaHus
ocTaHoBa w $ 1
Xeno6 gns

MCcNob30BaHHbIX
HaKOHEe4YHNKOB _
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AHanmzatop MR.SPOT® 2.0 Processor- VHCTPYKUMSt N0 NPU(«EHEHUIO

4.3 Cxema aHanmsatopa MR.SPOT® 2.0

Pacnono>xute NpUHaANEXXHOCTUN COF/TACHO N306PasKEHUSM HIUKeE.

HakoHeuHuku
1000 mn
ByTbinka
[enoHn3n- e o o 0o 0o 0 0 0 0 o o
poBaHHOI n
BoAbl 250 M 1T
e eV VvvvyVvS'
CnunBHoii n z ttm i
cocyf 250

HarpeBaembliii

3aKpenneHHbIn
NOTOK AN MbITbS
HaKOHEYHNKOB
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Anannsatop MR.SPOT® 2.0 Processor — UHCTPYKLIMA NO NPUMEHEHHIO

4.4  PacnonoXeHue pearenTos B ACTKe AR cucrembl HISTO SPOT® SSO
.

4.5  Pacnonomenue pearexTos B AoTke ans cuctembl HISTO SPOT® HLA AB

4.6 MNepoonavanbHan HaCTPOiKa

Mocne pacnakosku B COOTBETCTBUM C NyHKTOM 3.1 nomecTute NpUbOpP Ha CTON 8 COOTBETCTBUN C
nyuxrom 3.2, Noaxniounte cetesoil kalenb Kk pasbemy ceteporo kabena Ha Npasoi CTOpoue
npubopa. Y6egutech, UTO ABEPUA 3AKPLITA, W BKMONMTE CETEBOH BLIKNIOYATEANL. 33ropuTca
KPacHbIA MRAWKATOP B NPABOM BEPXHEM YIAY,

g R AT TR Be AR P e Tt v

Crpanuuya 13

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU ’5‘



AHanmsatop MR.SPOT® 2.0 Processor - VIHCTPYKUUA MO NPUMEHEHUIO

O B A G hesiticare

2. BblbepuTe nosocky SSO.

2,0 00

d QBAG retm=€
Worklist ID W-2018-08-24tes1 3. MNpun nomoLmn KnasuaTypkl BBeAnTE
ID pa6oyero cnvcka.

4. Haokmute Next (Janee).
20 A 0.0¢C

5. BblbepuTte o4HY U3 npeaBapuTesibHO
3arpy>eHHbIX MapTuii U3 BbINa[aroLLEr0 MEHHO.
Ecnn B coobLeHNN yKa3aHo, YTO CPOK AeNCTBUSA
napTum muctek, Haokmute OK, 4To6bI

DBAG»<emtare

strip Lot

6. [JoGaBbTe ABE MOJIOCKU, ABaXKAbI HaXKaB Ha

KHoMKy  Add Strip (406aBUTb NONOCKY).

7. o6aBbTe K peakUMOHHOMY MaHLLeTy ABe
MycTble MOJIOCKN, BXOAALLUME B KOMIMJIEKT
nocrtaBkun, U Haxkmute Next (Janee).

CtpaHuua 16
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Ananusatop MR.SPOT® 2.0 Processor - HapyKumsa no NnpuMeHeHuo

OB A G HaLTHeAfIE
WorldistID: W-2017-07-04

Scan Reagent lot numbers

8. [na npepBapuTesnibHOro 3anycka BBOAUTb
HOMepa NapTuii peareHTOB He TpebyeTcs.
Mpocto HaxkmnTe Next (Jasee).

0B A G iciithcare

Check list
Emp~ Waste Tip Basket B 9. NoartsepauTe Bcev MYHKTbl KOHTPO/IbHOIO
Empty Liquid Waste Trough V4 nepeyHsa. Vicnonb3ymte AeMOHN3NPOBaHHYIO
BOJY BMECTO KOHblorara v 61oKMpyroLero
Fill Water Bottle B 6ydepa.
Dilute 3.0 (jl of Conjugate of Block *
Buffer -
10. Haxxmute Next (Jdanee).
0B AG hfed&e

Fill Pipette Tip Racks
11. 3anonHUTe yKasaHHOe KOJINYecTBO

HaKOHEUYHVKOB U NoATBepanTe BbIGOP

(KOCHUTECb 060MX KPY>KKOB).
npumevyaHue: YoeguTecb, YT O HAUOHEYHUKM

1000 Mmun pacnosioXKeHbl ceBa, a HaAMOHEYHUKN
200 mun - cnpasa.

0o'‘C
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Ananusatop MRSPOT® 2.0 Processor- VIHCTpyKUusa No NpuMeHeHUI0

O B AG hcaohcm¥
Fill Pipette Tip Racks
4 S 6 7 t 9 10wu 12
m m oopn 12.1164TB5pXKAEHME NPaBUBHOCTU PacnofioXeHUs
©06@0° HaKOHEYHWKOB B CTOKE A/1F HaKOHEUYHWKOB
MOKaXXEeT NPaBUNbHOCTbL PACMONOXKEHNA
Heo6X0ANMbIX HAKOHEYHVKOB.

1®©00©0©0

&OTTT0060

999999999999 999099900000

Left Raci) Right Rack
13. Ecnm pack/iagka npaswsibHasA, HaXKMUTe

Next Lanee).
iealt ~ d\ °

GBAG Hitrcare 14. BctaBbTe nycToii noTok MUP B 6510k

Check list
) MNUP, kak nokasaHo B pa3sgene 4.3.

BAdd Amplicon Tr <z

AAdd Diluted Conjugate <

~Add 7.00 ml of Block <z

0Add 15.00 ml of StringenJ, 15. flo6aBbTe AEMOHU3UPOBAHHYIO BOAY BO
SAdd 15.00 ml of BCe JIOTKM N NOATBEPAUTE BCE MYyHKTbI

\Vai KOHTPO/IbHOIO NepeyHs.

Add 5.00 ml of
$Add 5.00 ml of Hyb

16. Haxkmute Next (Janee).

d | 0.0Cc
17. Y6eanUTech, UTO MaHUMyMATOP B UCXOAHOM MOSIOXKEHUN.

MNpumeuanue: 119 3aLMTbl OT NOJOMKMA MAHUNYISTOP JO/KEH HAXOANTLCS B UCXOHOM
MOMOXKEHUM NPy 3anycke (BepXHss NeBas YacThb aHaN3aTopa).

Mpumeuanune: ECIM MaHUNyNaTop Obl1 NepemMeLLeH BO BPEMSA HACTPONKK, HEOOXOAMMO BPYUHYHO
NnepemMecTUTb MaHUNyNSTOp BJIEBbIV BEPXHWIA yron npubopa nepes Hauaiom LUK/a.

3akpoiiTe gsepuy npubopa.

Mpumeuanue: Mepes 3aKkpbiTEM y6eanTeCh, YTO ABepHas NeT s 3a6/10KMPOBaHa, NOMHOCTbIO
BbITSIHYB €€ Hapy>Xy.

Mpumeuanne: MNprbOP 3anycTUTCA TOMLKO NPU 3aKpbIT O ABepue. OTKPbITVE ABEPLbI BO BPEMS
LMKNa npepeBeT aHam3. BO306HOBMTb aHaIn3 Nocne OTKPbITUSA 4BEPLIbl HEBO3MOXKHO.
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AHanmsatop MR.SPOT® 2.0 Processor- MIHapyKLmMA No NpUMeHeHUo

O BAG healthcam
Analyzing Workifst: W>2017-07-04
Yoo

19. Haxkmnte KHonky Start (CtapT)

Checklist 3 Conflrroea
1129:45 Checklistr Confirmed
1127:13 Checklistie<mfirme<l
1126:52 Reagents entefed

dl

Cob6ntrogaiitTe npaBuia aKcnslyataumm npubopa nybegmtecb B NpaBu/ibHOM paboTe cneayrowmx QyHKUWIA:

1. VHnunanusaymsi: N3 NCXOLHOro NnosoXkeHnst mexaHmnsm XY Z nepeMeLllaeTcs Haj CUCTEMOI 3axBaTa U BblGpoca
HaKOHEeYHUKOB.

2. W3mepeHune ypoBHSA XXUAKOCTU: MexaHn3Mm XY Z nepemMeLlaeTcs Hag KadKabIM JIOTKOM peareHTta /19 usmepeHus
KOJINYeCcTBa YXUAKOCTU. ECNnN XXNOKOCTN HEeAOCTATOUHO, LMK/ He NPOAO/IKUTCS.

3. Peructpauua Temnepartypbl: MexaHn3m XY Z 3aroputca »XesTbiM/opaH>XeBbIM LiBETOM U 3addnKecupyeTt
Temnepartypy peakuMoHHOro nnadweta, MNMUP-nnaHweTa v 6ycepa rmbpmnansaumm.

4. 3a/iIMBOYHble HacocCbl: MexaHu3M XY Y Z nepemMeliaeTcsa Haj cTauMoHapHbIM JTIOTKOM A/151 MOVIKU HaKOHEe4YHUKa 1
3anpas/sieT BCce IMHWUK, NofaBas AeVOHU3VPOBaHHYIO BOAY BOTOK A1 MOVKN.

5. MexaHu3M 3axBaTa 1 BblOpoca HaKOHEYHVKOB BK/IHOYaeT B cebsa Habop 13 4 HaKOHEYHNKOB. Y6eamnTech, UTo
HaKOHEUHMKW 3axXBayeHbl U NPUKPENIEHbI K MEXaHN3MY.

6. MexaHusm XY Z nepemeliaeTcs Hag IOTKOM 6/10KMpytowero bydepa v 3abmpaeTt 4eMOHU3NPOBaHHYHO BOAY.
Y6eauTech, UTO YPOBEHb XXUAKOCTU B HAKOHEYHMKaX O4MHAKOBbIN.

7. 3abpaHHas Boaa NofaeTcs B TECTUPYHOLLME NIYHKM HA peaKUWOoHHOM niaHweTe. [ A03UpoBaHusA peareHta
Aep>KaTesib PeaKUMOHHOIO MJ1aHLLIeTa OCTaeTCH B FOPU30HTA/IEHOM MOJSIOXKEHUN.

8. MexaHusm XY Z nepemelyaetcs Haf, BHYTPEHHUM >Keno60M 4/ HaKOHEUYHUKOB U BblopacbkiBaeT Bce 4
HaKOHeYHuKa. Y6egmTechb, YTO BCE HAKOHEYHNKN COPOLLEHBI.

9. PeaKUMOHHLIV NaHLWeT B36a/TbiBaeTCs B TeHeHMe NepBoro atana nHkybéaumm {5 MuH).

10. Ona ypaneHumnsi oTpaboTaHHOro peareHTa peakyMoHHbIM MAaHLWeT HaKIoOHUTCA. YoeauTech, UTO acnupauMoHHbIe
UMbl HaxogAaTcsa y Kpasi SIyHKU, YTOObl n3bexkaTb MPUKOCHOBEHUS K UUry.

11. Tenepb UMK MOXXHO MpepBaTb C NOMOLLBLIO KHOMKK Stop (Cton).

12. Y6eauTechb, UYTO XXNAKOCTb NOSIHOCTLIO yopaHa {He 6onee 5 MK/1).
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AHannzatop MR.SPOT® 2.0 Processor - VHCTPYKUUA N0 MPUMEHEHUIO

iQBAGIUIMTCAIC

Analyzing Worklist; W-2016-01-0
Hakatnem kHonku Stop (Cron) umkn
MO>XHO OCTaHOBUTbL. [lpubop 3aBepLunT
BbIMOJIHAEMbIV 3Tan, 3aBepLuunT aHain3 u

OTNYCTUT chrKcaTop ABepLbl.

15.26*52 Block-Puffer hinzufogen und DNA-Denaturierung
'26:4B Punlpen3sy5let& befUlfen.
N15:26:48 Verarbeitung geslartet
15:26:42 Checklisl 3 Confirmed
15.26:40 Checklist2 Confirmed

1 15.26.56 61ocK-Puller absaugen.

131 >

Mpu OTCYTCTBMN OOHAPY>KEHUSA WM COOBLLEHNST O Npo6aemMax NpMGop MOXKET ObITb UCMOJ/Ib30BaH 414
nposeAeHVsiaHaIN3a.

5 PACXOAOHbBIE MATEPVADbI

AHanm3aTo(&1|IP.5POT® 2.0 Processor pas3pa6oTaH A7 WCMOMb30BaHUS CO CleLUaibHbIMU - OHOPAa30BbIMUI
HaKOHe4YHMKamMmu, rnoctaensieMmbiMu nponssogmutenem (BAG Diagnostics GmbH, 726099, HaKOHEYHUKW AS1s1 MUNETOK
HISTO SPOT®1000 mMKn; 726097, HakOHeYHUKU A1 nunetok HISTO SPOT* 200 MK/1) WM OUCTPUOBLHOTOPOM.
Vicnonb3oBaHue Apyrnx HAKOHEYHMKOB 3arpeLLeHo 1 MOXKeT NPUBECTU K HENpaBu/ibHOW paboTe npubopa.

Cnepyroume pacxogHble matepuasibl g AHanmzatop MR.SPOT® 2.0 Processor Takke MoCTaBAsTCA KOMMNaHuen
BAG Diagnostics GmbH:

REF OnwucaHve

726187 Mewku gna otxogos MR.SPOT®2.0

726170 JloTkn MR.SPOT®2.0 30 mn

726171 Jlotkn MR.SPOT®2.0 100 msn

726160 LiBeTHoOW chnaHew, onsa flotka gnsa 6nokvpytollero 6ydepa/SSO MR.SPOT® 2.0
726161 LiBeTHOIn chnaHey, 4151 NoTka gnsa KoHblorata/SSO MR.SPOT® 2.0

726162 LiBeTHOW chnaHew, Ana NoTKa 415 arpeccMBHOro motolero peareHta/SSO MR.SPOT® 2.0
726163 LiBeTHOl chnaHey, ans noTka ansa cyberpara/SSO MR.SPOT® 2.0

726164 LiBeTHOIn chnaHey, ans notka ansa TbC-peareHTa/SSO MR.SPOT® 2.0

726165 LiBeTHOI chnaHey, gnsa notka gns konbrorata/HLA-AB MR.SPOT® 2.0
726166 LiBeTHOI chnaHey, ansa notka gnisi cyoerpara/HLA-AB MR.SPOT® 2.0

726167 LiBeTHOIM dhnaHey, o/1a SloTKa gnsa motrowero peareHta/HLA-AB MR.SPOT® 2.0
726168 LiBeTHOI donaHey, onist notka gisi Bogbl/HLA-AB MR.SPOT® 2.0

726169 LiBeTHOI chnaHey 4nsa notka Ansa rmé6pmansanmoHHoro 6ygepa/SSO MR.SPOT* 2.0
726123 Jep>xaTtens ctoiikn gna notkos/HLA-AB MR.SPOT®2.0
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Ananusatop MR.SPOT® 2.0 Processor- IHapyKLuA Mo NpUMeHEHUIO

BEE3OMACHOab W OBLWAA NH®OPMALNA

6.1 MapkunpoBKa npmnbéopa

Cobntogarite Bce NnpegynpeXkgaroLlime Hakenky Ha Npubope 1 pacxogHbixX MaTepuasiax:

Bo Bpemsi paboTbl 610K HarpeBaTens mn dmkcaTop gep)katesia njadHwerta ans
obpas3uoB MOryT HarpeBaTbCA OO0 Temnepatypbl = 96 “C. lpu HoOpMasibHOMN

\ paboTe onacHOCTb OTCYTCTBYET, TaK KakK K KOHUY UMKna 670K OCTbIBaeT.
CobntopaiiTte OCTOPOXKHOCTb MpY OTKPbITUKM ABEpLbl NOC/Ie OCTaHOBKM Npubopa
WM NpepbIBaHUSA LUK/, Tak KakK 6/10K MOXKET ObITb FOps4MM.

6.2 TlNogpo6Hasa nHdopmMayms o IMYHOM 6e30nacHoCTU

He npukacalitecb K aHanus3atopy MMOKpbIMW pyKamMy U He MbITaiTech
pasbupatb ero. 3To0 MOXXET MPMBECTU K MOPaDKEHUIO 3/IEKTPUUYECKMM TOKOM U

'
A aHHY/IMPOBAHUIO rapaHTUW.
Mpu paboTe c npubopom/peareHTamMmm peKOMEHAYETCA HadeBaTb 3alUTHbIE
0O4YKU, NabopaTopHbIi XanaTt 1 3aWnTHble nepyatku. MNpy NonagaHun peareHTa

Ha KO>XY 1an B Ina3a tuaresibHO I'IpOMOI7ITe MeCTO KOHTaKTa BO,CI.OI‘/JI.

Bcerga vcnosib3yinte npuiaraemsii Kabenb Nnutanus. pyrne kabenm mMoryTt He
ObITb 3a3eMJieHbl, YTO MO>KeT NMPUBECTU K NOPa>KEHUIO 3/IEKTPUYECKMM TOKOM
WM BO3ropaHuio.

6.3 Ouwnctka

AHanmnzatop MR.SPOT® 2.0 Processor cregyeT perynsipHO oumuiatb C MOMOLLBbIO Ae3MHULMPYIOLLLErO cpeacTBa C
nocsiegyrowmmMmonosiackuBaHmemM BoAoin. MOXKHO MCMob30oBaTh Takme Ae3nHpuumpyroume cpeictsa, Kak Liquinox®,
Virkon® n 70% naonponuaosbii cnupT (n3onponadon wnam UMC).

Mepepn ounCTKOI Bcerga HageBaiiTe 3alUUTHbIE NepyaTKu.

MpoTpuTe ocHOBaHWE M 06/1acCTb peareHTOB TKaHbi, CMOYEHHOW B Ae3UMHMLMPYIOLWEM CcpeacTBe. TakxKe npoTpuTte
BCE AeTa/n, KOTOpble MOryT KOHTaKTUPOBAaTh C yTeukaMn. 3atemM npoTpuTe Nprubop TKaHbio, CMOYEHHO B Boje.

CHUMUTE KPbILLUKY BHELUHEro >Xenoba A1 HaKOHEYHUKOB 1 NpoTpnTe AHO BOPOHKWA, yTOoObI y6paTb BO3MO>XHO€E
CKonJsieHne peareHtoBs m3 Bbl6paCbIBaEMbIX HaKOHEeYHUKOB.

OnNopoXKHUTE BYTbLINIKY AN151 XXUOKMX OTXOA0B, OYTbUIKY A1 CUCTEMHOM >XXNAKOCTU 1 3athKCUPOBaHHbIN JIOTOK A1s
MbITbS HAKOHEYHUKOB. [lep>knte 6yTbUIKY A/11 CUCTEMHOM XXMAKOCTU MeXAY LMKIaMn NycTOo.

YTI/U'II/I3I/IpyI7ITe BCE HENCIMNOJ/Ib30OBaHHbIE peareHTbl 1 0TXO0A4bl B COOTBETCTBMN C HaUMOHa/IbHbIMW, (bep,epaanblMM,
pernoHasibHbIMN N MECTHbIMN HOPMaTUBHbLIMU aKTaMW.

B MellKax A/1s1 0TX0A0B MOTYT CKarn/imBaTbCsl HAKOHEUYHMKM OT HECKOJIbKMX LMK/O0B. M0 OKOHUaHUKM LUMKa NpoBepbTe,
€CTb /1N MECTO AJ151 CNeAyoWEero UMKa, B MPOTUBHOM C/lyYyae 3aMeHUTE MELLIOK.

Bo Bpemsa aHanusa I'Ipl/l60p aBTOMaTn4eCckKn ovynilaeT BCce JIMHNN ,El,eVIOHVI3VIpOBaHHOl7I BO,CI,OI7I.
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Ananusarop MR.SPOT® 2.0 Processor— MHCTPYKLMA NO NPUMEHEHUIO

Ana Gonee rayboKOH OUUCTRY AMHUE NPUGOPa NMEIOTCA NPOTOKOALY, KOTOPbLIE PeKOMEeHAYETCA
BLINCAHATL eXeMecAYHO, Bonee noapobHyio nHOpMaLIo cm. B pasaene 7.4.2.

]
6.4 Yruansauns
6.4.1 Ymunuaayun peazenmos

YTuansupyiTe Bce HEUCNONL30BAHHbIE PEAreHTbl B COOTBETCTBUM C
HALMOHANLHLIMK, GEeASPANbHBIMH, PETHOHANBHLIMU W MECTHLIMH
HOPMaTHBHLIMK aKTaMN.

6.4.2 Ymunusayus npubopa

B coorseTcTenn ¢ aupexktusamu EC 06 yTMAM3aUMW INEKTPHYECKOrO M
3NEKTPOHHOO 06OPYAOBAHMA AAHHOE YCTPOACTEO A0MKHO GbITb BO3BPaWEHO
NPOU3BOAUTENIO ANA AEMOHTANA NO OKOHYAHWM CPOKA ero caymbbl.

Mepea yruansaumed npoaeanHuumpyiite npubop. Cm. pasaent 6.3 n 7.4.2
ana nonyyenun Gonee noapobHOI MnGopMaunn.
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AHanusatop MR.SPOT® 2.0 Processor— MHCTPYKUMA NO NPUMEHEHUIO

7 IKCTIYATALIUA NPUBOPA

NPUMEYAHME: Mpexcde yem Npucmynams K aHanusy, y6edumecs, ¥mo npuHadnexxHocmu, Heobxodumesie onna e2o
npoaederus, NPasunbHo ycmaHoenenst Ho npubope. Cm. pasden 4.3 Cxema Avanusaropf MR.SPOTI 2.0 Processor).

a

7.1 FhaBHOE MEHIO
YnpaeneHue AHannaatopom MR.SPOT® 2.0 Processor OCYLLECTBAAETCA C NOMOILBIO 4 KHONOK FAaBHOTO MEHI0,

Cm. paspen 7.2

| Cm. pazden 7.3

Cm. pazpen 7.4

Cm. paapen 7.5

Fmpoxa COCMOAHUA - CM. pa3den 7.6

7.2  Worklists (PaGoune cnucku)

Kxonka Workiists nossonner nmnoptuposaTs Hosbie pabouve cnucku ana 06paboTkn AW YNPaBaeHuA
CYWECTBYIOWMUMU PAGOUMMM CIUCKaMK, XPIHALMMUCA Ha npubope.

7.2.1 Umnopm cmandapmrozo paboue2o CUCKa u3 npozpammrozo obecnevenun HISTO MATCH

Hacrpoiky paboverc CNMCKa PEKOMEHAYETCA BMINOAHATL NyTem MMNopra w3 nakera MO HISTO MATCH. Ans
nonyuesna noapobHoi urdopmaumm o cospannn pabouero cnucka B HISTO MATCH obpatwrece K pykoBOACTBY NO
nporpammuomy oSecneuermio HISTO MATCH. flocre CO3RaHMA CNMCOK MOMHO WMNOPTUPOBETL B AHaauaaTop

MR.SPOT* 2.0 Processor
1. HanamuTe Workiist lmuﬁ I
CANCOK).
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AHannzatop MR.SPOT® 2.0 Processor- MIHapyKuus 1o npumMeHeHN0

DBAGHwhok 2a. Pabouuve cnmckun, oTnpassieHHble 13 O

T HISTO MATCH no cetn, NoaBATCA Ha aKpaHe
pabounx CrMCKoOB 1 MOTyT o6pabaTtbiBaTbCA
20111M3Hew HanpAavyto.

LI (0: X 0CA% ¢
IMSOOEA20U-07-04
JeM

2b. BctaBbTe USB-HakonuTesib 1 HAOKMUTE
Import (MimnopT). Pabounii cnncok nosiBUTCA B

C L CMUCKe roToBbIX K 06paboTKe CrnCKOB.
| O,tre <\ve

Ecnv MnopTUpoBaH TOMbKO OAWH paGouunii Cnvcok, nepeiauTe K wary 5. Ecim uMnopTupoBaHo
** HEeCKO/IbKO pabo4mx CMUCKOB, MOSIBUTCS C/1eAyHoLNIA 3KpaH.

0O BAGhmuhow

3. Haxkmute OK.

4. Bbigenute pabounii CMCOK, KOTOPbIN
Heo6xXoAMMO 3anycTuTb, N HaXKMUTe Start

(Myck).

W-2016-01-0

Dale 05rt)1/2016 Plate ID

131
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AHanunsatop MRSPOT® 2.0 Processor- UHapyKUWSA MO NPUMEHEHUIO

Add Wells to the Reaction Plate, as shown below.
Scan barcode or Select a strip to assign the

L
Add Wells to the \ai Jon :3:'r.asslraw!l

)
1

iOBAG Hiarmhewt

Scan Reagent lot numbers

WorKlist ID; W-2016.01-11

Click OK when com{rieta”;-"

Assign Test Lot
A124-131
A 124.131
Al24-W
Al124-i3i

A 124-151

[T TR

WmWistID: W-2016-01-05

||[HTaBurp ~| [1"151QHY8/2

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

5. Ha aTom 3Tane MO>XHO CKaHUPOBaTb LUTPUX-
KO/Abl MOJIOCOK.

CKaHVpoBaHWe HasHauvaeT MapTUHO CO LUTPUX-KOAOM
cnegyloWMM fyHkam (Mo OAHOWM MOJIocKe 3a pas).
Ecnm nyHka 6nefgHasi, 3HauuT, OHa He HasHaJveHa;
ecnin MUraeT, 3HauuT, HasHaueHa. Ecnm BBOAUTCS
HeBepHOe MEeCTOMOJIOXKEHNE TOJIOCKN, MOSIBASIETCA
npenynpexaeHve ” NapTUs He  HasHadaeTcs,
napTum Heo6XO0AMMO Ha3Ha4UTb M A06aBUTL MO

nopsiaky.

6. inn >xe BBEAUTE HOMEpP MapTUKX MOJIOCKN,
BblOpaB ero B BEPXHEN Yaaun.

'. BBeante HoMep napTum MnosiocoK ANsA oTAeNbHbIX
N'bloK € MOMOLLBIO CKaHepa LUTPUXKOA0B U
ITe ero 13 BbINagatoLero crmckKa.

i Mo 3aBepLueHVKbuaxmuTe Close and Save

( oxpaHuTb U 3akpblTb4™3ateM HaxkmmTe Next
( anee).

9. Mcnonb3yihTe cunTbiBaTeb LUTPUXKOA0B 415
CKaHMpOBaHVs HOMEPOB NapTuii peareHTa.

10. Haxkmute Next (danee).
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AHanumsatop MR.SPOT® 2.0 Processor- VHCTPYKUNSA NO NPUMEHEHWIO

O BAGHIUNCAE
Worklifl ID: CS-2017-07-044
Scan Reagent lot numbers
MO>KHO Tak>ke BBECTU LUTPUXKOL, B TEKCTOBOE Mosie
c nomolsto KnaeuaTtypbl.
11. Haxxmute Next (Janee).
2A0.N
DBAG rmirca»

AAcitsNsttlO: Ate-2018-10-13
Sannen Sie den BaroQdte.auf dem ReagensienTrog
ABS ftrAGENT 12. CunTtainTe WITPUX KOA Ha SIOTKe peareHTa SSO
n Haxkmute Next (Janee). Ecnm Taroke
MCMosib3yeTca TeCT Ha aHTUTena, 3ToT war
SABMsieTcA 06A3aTeNlbHbIM. B NpOTUBHOM criyyae
OH MOXXeT ObITb fleaKTUBUPOBaH B pasaesne Setup

(HacTtpoiika). _
bl X n W>'C
00 B A G heMthca«
Check list
Empty Waste Tip Basket . 13. Y6egunTtechb, 4YTO BCE MYyHKTbl KOHTPO/IbHOIO
A Empty Liquid Waste Trough nepeyHsi HaxogAaTcs B npubope.
Fill Water Bottie ‘0

Dilute 6,0 pi of Conjugateiq.lO,g/nl of Block
Buffer

14. Haoxmute Next (Janee).

O BAGNIHCARY o )
Fill Pipette Tip Racks
15. 3arpy3unTte ykasaHHOe KO/IM4eCTBO
HaKOHEYHMKOB U noaTeepamTe Bbl6op (KOCHUTECH

2001IT1P5 060X KPY>KKOB).
teooon MprMmeyaHue: YoeanTecb, YTO HaKoHeuYHm 1000
MH/1 PacrosioXKeHbl C/eBa, a HakoHeYHUKN 200 MK

- cnpasa.

Right Rack
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AHanuszatop MR.SPOT® 2.0 Processor- VIHCTPYKUUA N0 MPUMEHEHUIO

OBAGh
Fill Pipette Tip Racks

10 11 ,u

D B A G hfuthcaNe
Check list

mAdd Ampiicon Tray
§Add Diluted Conjugate
~"Add 10.00 ml of Block
®Add 25.00 ml of 5bingenl:,-;??4'. v
#Add 25.00mlof TBS 'l-
Add 7.00 ml of Substrate 'b"J-"*

®Add 7.00 ml of

16. NoAaTBep>KAeHME MOKaXKET MpaBU/IbHYO
KOMMOHOBKY HEOOGXOAMMbIX HAKOHEYHNKOB.

] . Haxxmute Next (Janee).

18. Y6eauTechb, UTO BCE MYHKTbl KOHTPOJ/IbHOIO
rnepeyHsi HaxogsaTcsi B npubope.

19. Haxkxmnte Next (Odanee).

20. Y6eauTech, YTO MaHUNY/ASTOP B UCXO4HOM MOJSIOXKEHWM.

MpuMevyaHue: 4N 3aWMTbl OT NOOMHU MaHUNYNATOP LONXKEH HAXOLNT bCA B UCXOLHOM

NONOXeHUN Npu 3anycke (BepxHsas nepas 4acThb).

MpumevyaHue: Ecnu MaHunynaTop 6bl1 NepemMelieH BO BpeMs HAaCT POilkU, HEOGXOA4UMO BPYUHYIO

nepemMecTUTb MAaHUNYNATOpP B NeBblii BepXxHWid yron npubopa nepefs Havanom Lukna.

3akpoiiTe ABepuy npubopa.

MpumeuaHue: Nepepn 3akpbl TueM y6ejuTecb, YT O ABepHas NeT N 3a6N0KUPOBaHA, NONHOCT bIO

Bbl TAHYB €€ HapyXy.

MpumevyaHune: Mpn6op 3anycTNTCA TONbKO NpU 3aKpbl TOW ABepue. O TKPbI TUe ABeplbl BO Bpems

UunKna npepseT aHanuns. Bo306HOBMT b aHanua nocne OTKpblTUA ABEPLbl HEBO3MOXHO.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Ananusatop MRSPOT® 2.0 Processor- VIHCTPYKUMSA MO NPUMEHEHNIO

O B A O HEAIHVE

Analyzing Workllst; W-2016-01-05

14.45:34 Cheddist 3 Confimied

14:45:31 Checklist2 Confirmed

| -114:45:27 CheckftS 1 Confirmed
<% 44:45:23 Reagents entered

1.3.1

0.0°C

22. Haxxmute Start (Myck), 4To6bI 3anycTuUTh
LMK

7.2.2 AMNopT cMeLllaHHOro paboyero crnmcka U3 nporpammMmHoro obecnevyeHuns HISTO MATCH

Warn 1-4 nmnopTta cMewaHHoro paboyero cnucka u3 HISTO MATCH coBnagatoT ¢ MMMNOPTOM CTaHA4apTHOro
pabouero crnvcka, onncaHHoro B pasgenie 7.2.1. Mocne wara 4 BbINO/HUTE CrepyoLwe eicTBUS:

O BAOraucex

strip Lot:

Gl

VvV 013-1

1. Locus:

Locus;
3. Locus:
4. Locus:
5. Locus:
6. Locus:
7. Locus:
8. Locus:

WorWiMtD CS-2017-08-18

Edit Combistrip

A

DRBt
DRB345
DQ61
DP81
NEC

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

5. BBeanTe NapTuio, OTCKaHMPOBaB 3TUKETKY CO LUTPUX-
KOAOM Ha napTum uiv BbiGpaB 0603HaYeHne
KOMM/IEKTa B BEPXHEN YacTu 3KpaHa.

6. BblbepuTe NapTUO U3 BbINaAatoLLEro CrmcKa.
VHcbopMaLmio 0 naumeHTe MOXKHO TakKe NOCMOTPETb
34ecb. o 3aBepLIEHVMN HAXKMUTE KHOMKY Save

(CoxpaHuTb)!
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Ananusatop MR.SPOT® 2.0 Processor- IHCTpYKLUMA N0 NPUMEHEHUIO

CBACHCMTCA»

WorklisllD CS-201746-ie

7. Haokmunte Next (Janee).
«» /
0O BACHZYAZNe
| VitwWisnO; CS-2017-0e-18

| Setup PCR Strips as shown

8. NomecTtuTe MLP-NnoMockn ¢ aMnIMKoHOM B 6/10K
HarpeBaTessi, Kak NokasaHOo Ha cxeme.

9. Haxkmute Next (Janee).
/ n (1,04

MepexoagnTe K wary 9, onncaHHomy B pasgene 7.2.1

7.2.3 YnpaBneHue pabounmMu cnmckamu

Ha pucyHke HmKe nokasaHbl BO3MOXXHOCTU yrpas/eHus pa60‘-IVIMVI CnmMcKamMmum.

CtpaHuua 29
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AHanunsatop MR.SPOT® 2.0 Processor- MHapyKuUuA Mo NPUMEHEHUIO

¢+ DBAG

1ro " 00RC
OBAGIimiHORE

= CS-2014-01-02

Date; C2/&1/2014

W-2011-10-13 abdr

Ddle- 18,1?/2CU

BHA HUNHAAULWIUNLW
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MepeiiTn Ha BTOPYHO apaHuuy

MmnopT cnucka s USB-
HakonuTens

CkaHupoBaHue 06paboTaHHOroO cnucka

PepakTtnpoBaHiiéTaob6asneHmne/

3anyck - 0bpaboTka cnrcka

MpocMoTp >KypHana (gocTyneH
TONbKO NOC/e 3aBepleHus
aHanmnsa)

MpocMoTp N306paKEHN
(AocTyneH TONbKO Npu nx
HaM4nn)

YpaneHve BbIGPaHHOrO crnncka

3KCNopT BbIGPAaHHOIoO cnmcka
Ha USB-Hakonutesb
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1.1 Co3pgaHmne HOBbIX paboymnx CNUCKOB

1.1.1 Co3pgaHune HoBoro paboyero cnucHaTecTa SSOwunm AB

1. Haxmunte New (HoBbI).

2. Haxmute SSO uvnn ABS B 3aBUCUMOCTU
Tpe6oBaHWA.

Sc

3. Wcnonb3yiTe knasuatypy gnsa seoga ID
pabouero cnucka unn ncnoneslyrte 1D pab(
crnncka, HasHavYeHHbI MPorpamMMHbIM
obecneyeHvemMm.

4. Hakmute Next (Janee).
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AHanmzatop MR.SPOT® 2.0 Processor-VIHCTPYKUNA M0 NPUMEHEHUIO

WWHVhstkl W-201M  1-06

Strip Lot: [c
“am 113 1
A
r-umT — 1
4r  0oie-32 'l
-HL. n
222722723
1
o
f 1
............................ i
OBAGTWINGCIVD
VWAWETIO w20I&M.06
StrioLot:
CBACHWINYA
WorMstID W-2016-0106
Strip Lot
131 Qo4
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5. Bbl MOXXeTe BBECTM NapTUO, OTCKaHMpOBaB
LUTPUXKOA.

Vnn >ke BblGpaTb NapTuiO0 M3 BblNagarolgero
cnnucka C€ nomowbik KHOMKM  add  Strip
(Jo6aBnTb NONOCKY).

Mpocpo4eHHble NapTum 0603HavaroTCA
cumBonom”

6. OTaesibHbIe NNYHKU B NOJIOCKE MOXXHO
oTpeAakTupoBaTb, BbIOpaB HOMeEP Ha MOJ10CKe.

7. BBegute HOMep naptuv AN OTAENbHbIX
JTYHOK C MOMOLLbIO CUMUTbIBATESIA LUTPUXKOLOB
nnun BbibepuTe ero 13 BbinajaroLLero crnvcka.

8. HaxkaTue Ha KpacHbIii KpecTuK yaansieT
NyHKyY. YTO6bI 3aBepLInNTbL 06paboTKy uncnia
NIYHOK, KpaTHOMY 4, criefgyeT NOMeCcTUTb B
peaKLI|VIOHHbII7I nnaHLweT NycTble JTyHKW.

Bo3morkeH BblGOp 060N cXembl  ansa
TecTUpoBaHusI.

MpumeyaHue: YTo6bl 3aBepWUTbL 06paboOTKy
yncna  NYHOK,  KpaTHoMmy 4, cnepgyeTt
NOMECTUTb B  pPeaKLWOHHbI nnaHweT
NycTble NYHKU.
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AHasnimzatop MR.SPOT® 2.0 Processor-VHCTpYKUMA Mo NMPUMEHEHUIO

O BAGHINe

«Oork”™ W ; 2011-10-13 AK)R

strip tot: 3

9. MporpaMmmMHoe o6ecnevyeHne NPOBEPUT
npaBu/IbHOCTbL paboyero cnMcka v BblgacT
C00G6LLEeHVE B C/lydae BO3HUKHOBEHUS OLLIMGKU.

MNepexoguTe K wary 9, onucaHHomMy B pasgene 7.2.1

*7.3.2 Co3paHne HOBOTFO CMelW aHHOTo paboyero cnucka

1. Haxkmute New (HoBbIi).

AlHX

2. Haokmute Combi (CmeluaHHbIn).

0.(rc
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AHanmsatop MRSPOT® 2.0 Processor- VIHCTpYKUuUA No NpUMEHEHUI0

OB A C « nmHoase
WorklistiD: iCS-2017-07-04

WofMbHD CS-2017-08-18

¢ Shnplot: 1 VvV 013-1

Edit Combistrip

1. Locus: A

2. locus; 8

3. Locus; C

4. Locus; DRB1
5. Locus; ORB345
6. Locus: 0QB1
7. Locus: DPB1
8. Locus: NEG

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

3. VicnonbayiiTe knaBnatypy ans ssoga ID
pabouero cnucka wam ncnonbayiite ID
paboyero cnmcka, Ha3Ha4YeHHbIN
nporpamMmmMHbIM o6ecrnevyeHnem.

4. Haxxmute Next (Janee).

5. Bbl MO>KeTe BBeCTM NapTuio, OTCKaHpoBas
LUTPUXKOA.

nm >ke BbIGpaTb NapTUIO 13 BbiNagatoLwero
cnucka ¢ NnoMoLbo KHonku add Strip
(J06aBunTb MOJSIOCKY).

MpocpoyeHHble NapTum o603HavaroTCA
CMMBONOM™,

6. [ TeCTUpPOBaHNA MOXXHO BBECTU faHHble
0 nauymeHTe, BblibpaB 0003Ha4YeHne
KOMI/IEKTA B BEPXHENM YacTu MosIOCKMU.

7. HaokmuTe Ha nosie gaHHbIX U BBeguTe
MHopMaLmio 0 NaumeHTe € MNoOMOLLbIO
3KpaHHOI KnaBmaTypbl.

Ha>kmute Save (CoxpaHntb) 231
ons coxpaHeHusa nnu Delete (Ypanutb)
[O/151 OTMEHbI U3SMEHEHMWIA.
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AHanunsatop MR.SPOT® 2.0 Processor-VHCTPYKUNA N0 NPUMEHEHUIO

WomiisliO CS-2017.08-18
;Setup PCR Strips as shown

- — aj

m m
Bp"0-.c>-¢ 'p-b-'p'o P...
+# 0'0'0'-0..0 0o 'bo o,
/o0;,0-0-??:0 d.'0 p,<a/
Wp>'0.0 o [p oao:o,0 =

8. Haxkmunte Next (Janee).

9. NomectuTe lMLP-NOMOCKM cCaMMN/IMKOHOM
8 610K HarpesaTesisd, Kak nokasaHo Ha
cxeme.

10. Haoxmute Next (Janee).

MNepexogute K wary 9, onncaHHoOMy B pa3sgene 7.2,1
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Ananunsatop MR.SPOT” 2.0 Processor-VIHCTpyKUuA No NPUMEHEeHUI0

7.3.3 TpOTOKONbI aHann3o0B
B criegytolleit Tabanue nokasaHbl 3Tanbl paboTbl ¢ AHanimsatopoMm MR.SPOT® 2.0 Processor. Bo Bpemsi LUyk/ia Ha

aKpaHeoTOo6BpaXkaeTcsl CTaTyc aHanm3a.

AHanuns SSO
LLIAI NnoAPOBHOCTN
1 M3mepbTe YpPOBHU BCEX peareHToB.
Pervictpaums Temneparypbl.
2 HarpeBaHve MUP-nnaHLLeTa 1 NpeasapuTesibHbIv NoAorpes rmépuansaumoHHoro 6ydepa (30 °C).
3arnyckK HacocoB.
HeHarypaumsa OHK: nHkyGauus npm 96 *C B TeveHne 5 MyHyT B MUP-nnaHLweTe.
Jo6asbTe 200 MK 6/10KMPYHOLLIErO Bydiepa B KadKayto TECTVPYIOLLYIO STYHKY B peakUVOHHOM
4 ryiaHweTe. BbINosiHUTE MHKYGaLMIO 1 BCTPSIXMBaHKE MPU KOMHATHOM TemMnepartype B TeveHune 5
MUHYT.
5 Ypanute 6/10KuUpytowmii 6ydep 13 fiyHOK.
0} PazbaBneHue: gob6asbte 100 mkn nogorpetoro (MuHnmym 30 “C) rubpugnsaymioHHOro
6 oydepa 8 MNUP-nnaHweT, nepemeluanTe n godaBbTe pa3daBfieHHbIN 06pasel, B KadKayHo
JIYHKY.
MpoBeanTe MHKYGaUMIO C rmbpnan3auyoHHbIM 6ydhepom npy 50 "C 1 BCTpsixvBaiiTe MNaHLLET B
7 TedeHve 15 MyHYT (fo6aBbTe 2.5 MUHYTBI, YTOObI M/1aHLLeT goctur 50 “C).
8 OcTyauTe niaHLUIeT.
9 Ypanute pasbaBneHHbI obpasel, C rmopugmsaunoHHbIM 6ydepom 13 SlyHOK.
1 MpombiBKa: Aob6aBbTe 200 MK/ arpeccyBHOrO NPOMbIBOYHOIO Gydhepa B KadKayHo JSTYHKY,
10 BCTPSAXVBaVTE peakLUMOHHbIV MaHLLET B TedeHve 5 cekyHa, 1 yaanute 6ydep. MNosTopuTe ABa pasa.
11 Pa3baBneHne koHblorata: gob6asbte 100 MK pa3baB/ieHHOro KoOHblorata B KadKayto JIyHKY.
12 MpoBegnTe NHKYGaLMIO C KOHBIOFaToM 1 BCTPAXUBANTE M/1aHLLET B TevyeHne 15 MUHYT.
13 Ypannte pasbaB/fieHHbI KOHbIOraT.
TBC-npombiBKa: fo6asbTe 200 MK TpMUC-6ydhepHOro CO/IEBOro pacTBopa B KadKAyHO JTyHKY,
14 BCTPAXHUTE NN1aHLUEeT U yaasinTe.
MoBTopuTe ABa pa3sa.
15 Job6aBbTe 100 MKN cy6CcTpaTa B KaXKAYH JYHKY.
16 MNpoBegnTe NHKyGaUMIo ¢ CybCTpaTOM U BCTPAXMBAWTE MAaHLUET NPY KOMHATHOMN

TemMmnepaTtype BTeveHmne 15 MUHYT.

17 Jo6aBbTe 100 MK/ AENOHN3MPOBAHHOM BOAb! B KaXKAyHO IYHKY U yAa/nTe pa3baB/eHHbI cyGeTpar.
18 Job6aBbTe 200 MK/ AEVOHN3NPOBAHHOW BOAbl B KaXKAYHO JSTYHKY.

19 BcTpsixvBariTe nnaHLWeT B TeueHmne 12 cekyHa,.

20 Ypanute Bogy.

21 Harpeiite nnaHweT go 51.7"C BTeyeHue 11 MUHYT, YTOGbI BbICYLUNTb JTYHKN.

CdpoTorpacdmpyiiTe pesynbTaTbl C MOMOLLBIO KaMepbl, PacrofioXXeHHOW psiaoM C 3aXBaToM

22 o <
HaKOHEYHVKOB W BCacbIBalOLLEN rofioBKoV (MpUGAN3NTENIbHO 2 CEKYHAbI Ha JIYHKY).
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AHanusatop MRSPOT® 2.0 Processor-VIHCTPYKUNA NO MPUMEHEHUIO

AHanuni3 Ha HLA-aHTuTeNna

JAAF  MOAPOBHOCTU

1 BeeanTe pasbaBneHHble CbIBOPOTKM B TECTUPYIOLME TYHKN B PEAKLLMOHHOM MAaHLWeTe.
2 MpoBegnte MHKybaumnio B TeyeHne 60 MuHyT npu tTemnepatype 20 C.
3 YpanuTte BCIO XUAKOCTb U cbpocbTe ee.
4 Jo6aBbTe 100 MK/ NPOMbLIBOYHOTO Bydhepa M HEMHOTO BCTPAXHUTE.
»“5- -------- BcTpsAxmBanTte 2 MUHYTHI.
6 Yoanvute BCIO XXUAKOCTb 1 cOpoOChTE ee.
7 [o6aBbTe 200 MKN NPOMbBIBOYHOTO Bydepa U HEMHOTO BCTPAXHUTE.,
’ 8 MosTopuTe warn 5-6.
9 [Jo6aBbTe 150 MKN KOHblOrata.
10 MpoBeanTe nHKyb6aumnto B TeveHne 60 MuHyT npu Temnepatype 20 C.
11 ypanute BCIO XUAKOCTb U cOpOCbTE ee.
12 [o6aBbTe 200 MK/T NPOMbIBOYHOTO Bydepa n HEMHOTO BCTPAXHUTE.
13 BcTpsixuaiite 2 MUHYTHI.
14 Ypanute BCH XUAKOCTb M cOpockTe ee.
15 MosTopuTe warn 12-14.

16 Jo6aBbTe 200 MKN BOAbI.

17 BcTpAxmBaiTe 5 cekyHa.
18 yaanute BCIO XUAKOCTb U COpOCLTE ee.
19 MosTopute warn 16-18.

20 Lob6aBbTe 100 mkn cybeTpara.
21 MpoBegnTe NHKybauuwo B TeyeHne 15 muH's.
22 YpanuTte BCIO XXULKOCTb U COpOCLTE ee.

23 [o6aBbTe 200 MK/ BOAbI.

24 BcTpsaxuBaiTe 5 cekyHa.

25 Yoanute BCH XUAKOCTb U cbpockTe ee.
26 MosTopute warn 23-25.

27 BbicywnTe nnaHLwer.

Cthotorpadupyiite pesynbratbl C NTOMOLLbIO KaMepbl, PacrofioXXeHHOW psgoM C 3aXBaToM

28 HAaKOHEYHWKOB U1 BCaCbiBalOLL e FOMOBKON (MPUBANSUTENBHO 2 CEKYHAbI Ha IYHKY).
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AHanmzatop MRSPOT® 2.0 Processor- HapyKLumna no npuMeHeHUo

7.3.4 W3mepeHVe ypoBHSA XXNANOCTMU

B paMKax uHuymnanmsaummn aHanmnsa AHanunsatop IV.R.SPOT® 2.0 Processor BbINOMHAET MPOBEPKY YPOBHEN BCEX
peareHTOB HaHanMymMe AOCTATOYHOrO KOIMYECTBA XXUAKOCTU ANA NPOBEeAEeHUsA onpefe/ieHHOro Kosinyectsa TecTos.
Mpn BbIABNEHUN HU3KOTO YPOBHA peareHTa Ha akpaHe nosaBuTCA cooblieHne 06 owmnbKe, yKasbiBatolee, Kakoi
peareHT SBNAETCA HU3KMUM, a TAaKXXe 0XWUAaeMblii N 3aperncTpupoBaHHbIii 06beM. [lBepla onycTuTca ANa OTKPbITMA.

1 OTkpoiite gBepuy.
BpyuHyto y6epuTe MaHUNynaTop OT NOTKOB /19 peakTUBOB B 1€BbI/A BEPXHUI yron npubopa.

[JoneliTe HepgocTalOWKNIA peareHT 40 HYXXHOro o6bema.

2

3

4  3akpoliTe asepuy.

5 Haxmute OK Ha akpaHe.
6

Haxmure KHONKY nycka, yToO6bl Ha4yaTb aHaNM3.
7.3.5 [puocTaHosneHne paboTbl Npubopa BO BpeMs Luuna

C akpaHa aHanusa

Analyzing Worklist: W-2016-01»0

Haxxatnem kHonku Pause (May3a) MOXHO

If" NPMOCTAaHOBUTbL LKNKN " BO30OHOBUTbL €ro

r nosxe.

d

d

TaﬁMep nokasbliBaeT Bpemd, ocTaBlieecda A0
16.26.56 Block-Pufle'eiisaugen.
16 26 52 Bfafk-Puftef und DNA-Danaturiarung 3&BepL|JeH n4d L||V|K]'Ia. npl/l HaXXaTunn KHONKWU
1526:46 f'ump€«TsystemsCietiillen o
1526.46 Wratbeifiing gesiartel naysbl Tanmep 6y,qu MUratb ao
162b;42 Chea<t»st3 Confirmed
1526:40 CheclcHsl 2 Confirmed nepesanycka npubéopa.
BN/ n~

131
Mcnonb3oBaHWe (hyHKLMM Nay3bl NO3BOJISAET NPUOCTAHOBUTL NPMGOP, a 3aTeM MPOAO/IKNUTb ero paboTy.

1 HaxxmMunTe KHOMKY nay3bl Ha 3KpaHe v NOATBepAUTe felicTBue.

2 Ha akpaHe nosAsutcsa coobuieHune; Please wait for door to unlock (Moxanyicta, nogoXAUTE, KOrga 0TKpoeTcs
ABepua) n Ha4yHeT muratb Tarimep. Mprbop 3aKOHYNT TEKYLL KA 3Tan.

3 Ha akpaHe nossutca coobueHne: Warning, Door unlocked (OcTopoXxHo, aBepua pas6énokmposaHa). B atoT

MOMEHT Bbl MOXETE OTKPbITb ABEPLY WU BbINONHUTL Heob6X04VMble U3MEHEHMUS.

NMPEAYMNPEXAOEHWE: HE MbITANTECb OBUTATbBMAHUNYNATOP, MOKA ABEPLLA OTKPBITA.
MaHUNynsaTop yAepXMBaeTcs ABUTATENEM B HY)XHOM NMOJIOXEHUWN, U €70 NPUHYAUTENBHOE NEPEMELLEHNE
npuBeeT K NOTepe MOMIOXEHWUA NPU NMOBTOPHOM 3amycke W MOXET NPUBECTU K MOBPEXAEHUIO
MexaHu3Ma MaHunynstTopa

4 3akpoiiTe gBepuy U nepe3anycTuTe LMKA C MOMOLLbIO KHOMKW MycKa.
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AHanmzatop MR.SPOT® 2.0 Processor-VHCTpYKUUsA Mo NPUMEHEHUI0

7.3.6 OcTaHOBHO Npubopa BO BpeMs UuKIa

ABapWuiiHbIn 0CcTaHOB
1. KHonkKa aBapMiAiHOrO OCTaHOBA PacMo/i0XeHa Ha NPaBoii CTOPOHE
npuéopa. KHONKY MOXHO Ha)aTb B /1l060 MOMEHT, 4TO NpuBeaeT K
npepbiBaHUto Lukna. MPoAoMKNUTL LMK NOCAe 3TOro 6yaeT HEBO3MOXHO.

Mpy HaxaTMn KHOMKK ocb XYZ ocTaHOBMTCA. OcTanbHble feincTBua, «“ no~aemMble
aHanmsatopom (MHKyb6auun, BCTpsSXMBaHME peakuMOHHOro NaaHleTa, Harpes NnaHwerTa
s ob6pas3uoB) 6yayT Npofo/mMKaThCa 40 3aBeplleHMsa 3Tana. Ha akpaHe nosBuTCS

coobuw ne: Please wait for door to unlock (Moxanyiicta, nogoXXanTe, Korga otkpoeTtcs

ABepLa).

Ha akpaHe nosButca coobuieHne: Warning, Door unlocked (OcTtopoxHo, gBepua
pa36nokupoBaHa). B aTOT MOMEHT Bbl MOXeTe 6€30MacHO OTKPbITb ABEpLY.

KHonka copacbiBaeTCca Mpu BpalleHUM KHOMKW MO YacoBoi cTpenke. Ecnm <"6poc He 6bin
BbIMOJIHEH, NPU UHMLMANMN3ALUN CNEAYOLEro LuKna nosaBuTcs cefyrouias ownoka.
Hardstop error: Depress the emergency close or close the door (Owmn6Ka XX eHKoW
OCTAHOBKMW: OTOXMMUTE KHOMKY aBapuiiHOro octaHoBa UK 3aKpouTe ABepLy).

npu noasneHun ownbku: Error during Initialisation: x axis position not safe for homing
(Owmnbka Npu MHMLMANM3aLUNK: MONOXEHME N0 OCU X He6e30MnacHoO ANA BO3Bpara)
MaHUNynATOp OCTAHOBUTCS B 6e30MacHOl 30He, 4T0Obl M36exaTb NOBPEXAeHNS,
BbI3BAHHOTO NOTEpeil NONOXEHNUA NPWU NOBTOPHOM 3anycke. [epef NOBTOPHbLIM 3aNyCKOM
LMKNa nofib3oBaTenb AOMKEH BPYUYHYIO NepeMecTUTb MaHUNYyNAaTOp B 1€BYI0 BEPXHIOO
yacTb npubopa.

C 3kpaHa aHanusa

Analyzing Worklist: W-2016-01-0
HaxaTtnem kHonku Stop (Cton)
LUKN MOXHO npepsaThb.

16 28 56 Btock-Puffer absai4**n
52652 610(*4 flef 5iri7tiwgen und DNA-Denelurterung.
.20:48 PumpMsysleiTftbefOHen
h's 26 40 Verwbatung gestartel
16 26-42 CheOftstSContifmed
15 26.40 ChecWtst2 Contirmed

1 BblNOMHEHME LMKIa MOXHO NpepBaTh ¢ 3KpaHa aHanu3a ¢ nomolybio KHonku Stop (Cton).
2. KHonka Stop (CTon) akTMBHA TONLKO MOC/e TOr0, Kak 3aropenacb CUHAS namnoyka UHULMANM3aLum Lukna.
3.

Ha)xatne KHONKWM ocTaHoBa AeVICTByeT TakK Xe, KakK N HaXaTne KHOMKN aBaleﬁHoro OCTaHOBa.

n@»e3an\/ck nonbopa nocne 0CTaHOBKU
Mcnonb3oBaHMe KHOMKM aBapuMinHOro octaHoBa UM KHonku Stop (CTon) Ha akpaHe aHanu3a npepbiBaeT LnKI.
MosiBUTCA cNeayLWwnin aKpaH, cneayiTe MHCTPYKLMUSIM HA 3KpaHe A/19 BO3BpaTa B [flaBHOE MEHH.
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AHanmzatop MR.SPOT® 2.0 Processor- VIHCTPYKUUA Mo NPUMEHEHUIO

Haxmute OK un Close (3akpbiTb) |
OTKpoeTca 3KpaH rnaBHOro0 MEHI0.

0b«)1'r016 1b-29
05.*01'2016 15.20
0571'20ie 1529
05/131'2018 15.29
05/1)1/2016 15:29
05»X)1/20ie 15:29 Imagingw H W

131

73.7 3aBepweHue aHanmsa

1. Mo 3aBepweHnn aHanmu3a NyHKu
thoTorpatupytoTcs.

05.'01."2010 15,33 Imaging well C |
0&01.2018 15 33 Imaging well 61
05/191'2018 15 33 Imaging weBAI

CBAGb-AIIhrAR
imaging Wo

Haxmute OK un Close (3akpblTb) BBB -
OTKpoeTCcs 3KpaH rMaBHOT0 MEHIO.

Boibepute Worklists (Pabouune cnuckm).

06,01201615-29
05/01.'2016 15,29
0501/201615:29
05/'01-'2016 15.29
05/11.<2016152 9
05/01/2016 15:29 Imaging weH 61

131 ~
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Ananunsatop MRSPOT® 2.0 Processor- VIHCTpYKUuUA No NPpUMEHEHUI0

1DBAGt--"»WCA«

v
1)2016 . . RafeilO
-W-2016-01-05
Date 06/01/2016 Pa» ID
W-2015-07-31 11-42-38
Date OIW-~OIS Plate 10.
* W-2015-07-31
~ Date 31/07/2015 Plate ID
CS-2015-07-22 08-15-25
Date 22/07;2015 PlawID
@*
131
NBAG-f*»iCNg(

* W-2016-01-0

* Date 05/11/2016 Plate ID;

* W-2016-01-05

* Date: 0bJ/1)1;2016 Ratel0;
W-2015-07-31 11-42-38
Data 31/07,2015 Plate!0-

.W-2015-07-31

Date 3t'07..2015 PlatelD:

CS-2015-07-22 08-15-25

Date 1b PlatelD
PR S (7 T
o 4§

I 131 M
|MBAOUYIMI T«

K ,W.2016.01™
KAl

05/131/2016 1626 35 Reagents entereo
05/01/2016 15~37 ChedtKsl 1 Confirmed
05/01/2016 15 26 40 Chedetiist 2 Confimied
06;-01/20ie 15 26 42 Ctiecklftt 3 Confirmed
05(01/2016 15:26 48 VerarOeituog gestartet
05,01/201615 2648 PofflDensvstems befuiten
120

Back

131

3. Mocne 3aBepweHns uukaa paboumini cnmcok
MOABUTCA B NMOJIHOM CMMUCKe paboymx CNUCKOB.
Haxmute kHonky Menu (MeHto).

4. BblgeneHHbli paboumin cnmcok
akcnopTtupyetca Ha USB-Hakonutenb nytem
Haxxatna KHonku Export (3kcnopT), a 3atem
nepepaetca B HISTO MATCH pgna
UHTepnpeTauuun. LocTyn K ceTeBbIM MallnHam
MOXHO NOMYYUTb HEMOCPEACTBEHHO C NOMOLLbIO
HISTO MATCH.

34ecb MOXHO MPOCMOTPETb XYpPHan co6biTUin u
TemnepaTypHblii  rpaguk, HaxaB Ha Cepylo
CTpesiKy psifoM C Ha3BaHMeM pabouero cnucka

instrument
Reaction Rale

-Sanplc Rate

Hyb

\ 06paXeHMs MOXHO NPOCMOTPETH, HaXaB Ha
C MBO/ PAAOM C HasBaHWeM paboyero cnucka |

LOna nHTepnpeTtayuun pesynbTatoB ob6patutecb K pykosogasy nons3osatena HISTO MATCH ansa mogyns HISTO

SPOT® SSO nnu HISTO SPOT® HLA AB.
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AHanmzatop MRSPOT» 2.0 Processor - VHCTPYKUMS MO MPUMEHEHNIO

Ltan shku T (Hactpolika) npegnaraeT pas/inyHble °n“ Tolsratenrnplféopa.

3TOr0 QYHKUMUU AOCTYMHbI TOMbKO CEPBUCHBLIM

obcny>kmBaHue [aHHOro
HWXe). Ons nonyvyeHus AOMNONHUTENbHOW WHPOpMauuu obpatuTech K rnaBe  Tekyliee

pyKOBOACTBA.

Tools Camera Reacfion Ll PCR Cal Puwp Cat

MpoCMOTpP YCTAHOBMIEHHbIX MPOrpamMM ¥ NporpaMm o6HoBNeHUs (pasgen 7.4.1).

MpocmoTp uctopumn obenyxmeaHms (o6cny>kKmsaHme MoxXKeT 6bITb BBELEHO TakXe
CEPBUCHBIM UHXEHEPOM).

3anyck nporpamMMbl NPOMbIBKK (CM. pasgen 7.4.2).

KannbpoBKa CEHCOPHOTO 3KpaHa. BeikntoueH/He TpebyeTcs Ans aHanusartopa
MR.SPOT 2.0® (0TMe4YeHO CepbiM LLBETOM).

YcTtaHOBKa no ceTtu (cMm. pasgen 7.4.4)

OToGpaxKeHne Ananora HanoXeHus. BKIOYEHNE U OTKIOUYEHUE 3aLUTbl CUCTEMDbI
npu 06HOBIEHUM NPOTPAMMHOr0 06ecneyeHus.

JkecnopT xXypHana cobbiTuii Windows Ha USB. Mepepn BbIGOpOM 3TOro napamerpa
cnenyet sctaBuTh USB-Hakonutens.

3eneHas ranouka OTKpbIBaeT cnegyrouimne 4yetbipe onynn:

Ecnu 3ta KHOMKa TOPUT KPacHbIM LBETOM, MapTWM C UCTEKWMUM CPOKOM
rofHOCTM OTO6paXKalnTcs B BbiNafatoWux CIMCKax; eciM CUHUM, TO OHU He
oTo6paxatoTca. [lepeknouyeHne MeXAy KpacHbIM W CUHUM LBETamu
BbIMO/IHAETCSA HaXaTeM 3TOW KHOMKMU.

3T0T CUMBON ncnonb3yeTca Ans BK/HOUYEHUNSA/BBIKNOYEHNS CUYMTbIBAHUSA

WTPUX-KOLOB peareHToB. ECAM rOpuUT KpacHbIi LBeT” CKaHUpoBaHuWe
WTPUX-KOLOB sBAseTCs Heo6sA3aTeNbHbiM. ECAM CUHWIA - WTPUX-KOAbI
peareHTOB AO0/DKHbI GbiTb OTCKAHWPOBAHbI, NpPexXae 4YemM MOXHO GyaeT
MPOAOMKUTL. ATY OMNLMUIO MOTYT MU3MEHUTb TONIbKO CEPBUCHbLIE UHXEHEPDI.
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Ananusatop MR.SPOT® 2.0 Processor - VHCTPYKUMA N0 NPUMEHEHNIO

3TOT CMMBOJT MCMONb3yeTCs A1S BKIOYEHUS/BbIKIIOUYEHUS CUMTbIBAHUS
WTPUX-KOLOB JIOTKOB C peareHTaMu. ECAM  FOPUT  KpacHbIl  LBeT,
CKaHUpOBaHMWe WTPUX-KOJ0B SIBNASEeTCSs Heob6s3aTeNbHbIM. ECAU CUHMWIA -
WTPUX-KOAbI NOTKOB JO/KHbI GblTb OTCKAHWPOBAHbLI, MPEXAE YEM MOXHO
6yaeT npofo/KuTb. 3Ty ONLMIO MOTYT M3MEHWUTb TONbKO CEPBUCHbIE
NHXEHEepbI.

3TOT CMMBON WCNONb3yeTcA AN BKNOYEHUA/BbIKNIOYEHNSA CYUTBIBAHUSA
wTpux-kogos MLP-nnaHweToB. ECAn ropuT KpacHbI LBET, cKaHWpOBaHue
WTPUX-KOLOB ABNAETCA HeobsA3aTenbHbIM. ECAn cUHWIA - wTpux-koabl MLUP-
NNaHWeToB AO/MKHbI OblTb OTCKAHMPOBaHbLI, Npexae 4YeM MOXHO 6byaeT
NPOAO/KUTL. TY ONUUI0 MOTYT U3MEHUTb TONIbKO CEPBUCHbIE UHXEHEPHI.

MepeknoyeHne MexXAy AeMO-PEXUMOM U O6bIYHBIM PEXUMOM. [eMOo-pexum
MMeeT COKpaleHHOe A0 HECKONbKUX CEKYHA BPeMs WHKyGaLuuum U [OSKEH
MCMNOMb30BaTbCA TONLKO B CAYXEOHbIX Lensx UMM B Lensx AeMoHcTpauuu. IT0T
3HAYOK CTAHOBMUTCSA KPaCHbLIM, €CI BK/OYEH GEMO-PEXUM.

O6HOBMEHME ONMNCAHUIT HOBBIX NPOrpaMm.
7.4.1 OGHOBNEHME N YyCTaHoBKa NporpamMmm

C akpaHa nporpamm HM H Ha AHanu3atope MR.SPOT® 2.0 Processor MOXXHO 3arpy3uTb HOBble
nporpamMmmbinan o6HOBAeHUA. NporpaMMbl U 06HOBIEHUSA cunTbIBatoTCA ¢ USB-Hakonutens.

liiboi.ilivd Proms iy,
won o Cnncok nporpamm, ycTaHOB/EHHbIX
Ha aHanmus3aTtope MR.SPOT® 2.0.
.
Haxatue 3eneHoi KHOMKMN
, 3arpyxaert Ha
Bn(.x
MR.SPOT® 2.0 HOBYIO nporpaMmmy.
4 WiiADoHiJee 09N10Ta»9 an
OTo6paxeHne KHOMKK A9 KaX Ao
HalieHHOW 0BGHOBNEHHOM
nporpamMmesl.
w
(< Back
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Mpoueccop MR.SPOT 2.0 - VIHCTPYKLMSA MO NPUMEHEHMIO Penakuna 3/ 2019

711.2 TMporpammMa NpombIBUY

BbiknwounTe cucTemMy u faiite el ocT >rb nepes 0YUCTKON.

Mpu pa6oTe ¢ AE3MHPUUUPYIOWMMKU CPeacTBaMW BO BPeMS OYUCTKM peKOMeHAayeTcs
HageBaTb 3al|UTHble OYKWU, NaBOpPaTOPHLIKA XanaT ¥ 3alWUTHbIe Nepyatku.~pu nonagaHum
peareHTa Ha KOXY WM B rNa3a Tu,aTe/bHO NPOMOiiTe MECTO KOHTaKTa BO0M.

e nporpamma MNpPOMbIBKM MNO3BONSET O04YMauTb BCe NUHUU AHanuszatopa MR.SPOT® 2.0 Processor. CyuiecTBylT
OoTAEeNbHbIEe Nporpammbl AN WHUIA NOAAYN XUAKOCTU B CUCTEMY, acMUpPaLMOHHbIX U W AMHUU. HaxmuTe Start
(Myck) wu cnepyiite WMHCTPYKUMAM Ha 3KpaHe ANA NWHWUIA, TPebYLWMX OYUCTKM. PekomeHAayeTcs MNpPOBOAUTH
Le3MH(PEeKLMOHHYI NPOMbIBKY Kaxkable Tpyu Mecaua. Ong ae3snHpeKkyun MOXHO MCMONb30BaTh Ae3MHPUUMpYyOWwme
cpepcTsa, Takme kak Liquinox®, Virkon®, 1% Chloros® unn 1% ot6enusatenib (TMNOXJIOPUT HATpUA).

Wash Control

N1 NPOMbIBKWU JINHNI Start Ans NpombIBKY .
. b Start acnMpaunoHHbIX UM 1 INHWIA

CUCTEMHOW >XUAKOCTU HaxxmuTe Start (Myck)

HaxxmuTe Start (Myck).

0oC
7.4.3 TepeHN0YeHme a3blKa
1. OTK/AIOYMTE HANOXKEHME (3ALYNTY OT 3aM1CK) C NOMOLLbI0 KHOMKK B nnepesarpysnte cpeay.
CBAG haihi-si 2. Tpw HaXaTun Ha oTo6paXkaeMblil A3bIK OTKPOETCA
Name: ALDAS BbINaJaloL it CANCOK AOCTYMHbIX A3bIKOB. BbIGOP A3blKa
Firmware: 10(D

HEMEeANEHHO NepeKntYaeT A3blK 3/IEMEHTOB MEHIO.

Software:
Serial Number:
Manufactured;

3. CHOBa BK/IIOUMTE HaNOXeHUe (3aWwmTy OT 3anucu) c

Language;
|
English (United Kingdom) n NOMOLbK KHOMKNU B! wn nepesarpysnTe cpeay, yToObI
Deutsch (Deutschland) COXpPaHUTb N3SMEHEHWNE A3blKa.
Tools Camer: espanol (Espaha, alfabetizacion internacional)

fian(;ais (Fiance)
A Beck _J italiano (Italia)

pycckuit (Poccus)

) 7
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Mpoueccop MR.SPOT 2.0-UHCTPYKLMSA no MPUMEHEHUIO Pepakuua 3/ 2019
7.4.4YcTaHoBMa no ceTwu
*1

Network Setup

MARED-PC2
Processor Name:

"Local Area Connection

CurrenttP Address: 10.11.12.83
MAC Address: F4-8E-38-D4-C8-17

Static «2.168.2/1

111 H12 83E

20011 0.0°C

V'Ethernet

3eneHad rao4yka yKkasblBaeT Ha akKTUBHO€ CeTeBO€e NOoAKNKOYEHNE N NMOKa3blBaeT €ro KOHKPETHbIE HaCTpOVIKVI.
KpaCHbIVI KPEeCTUK yKa3blBaeT Ha HEAKTUBHOE NOAK/IIOYEHNE.

MAC address (MAC-agpec) - 3T0 YHUKaNbHbI MAEHTU(MKATOP, MPMUCBanBaeMblii CETEBbIM MHTEpGecam ans
obMeHa faHHbIMU B DU3NYECKOM CEerMeHTe CeTu. n

IP address (IP-agpec) - 370 unpoBas MeTka, NnpucBanBaemMas Kak4oMy ycTpoiicTBy (HanpumMep, KOMNbLOTEPY,
NPUHTEpPY), yyacTBYHOLWEMY B KOMNbIOTEPHOW CETU, UCMONb3YKOLWEA NHTEPHET-NPOTOKON A5 CBA3W.

1P.agpeca HanbGonee 4acTo Ha3HAYaTCA AUHAMUYECKN B NOKaNIbHbIX U LLMPOKOMOIOCHBIX CETAX
NpoTOKONa AMHAMMUYECKO HacTpoiiku y3na (DHCP). B HEKOTOPbIX MHAPACTPYKTYypax NpUXoAuTCcs NCNosb30

cTaTMyecKyio agpecauyuio.

Mpamoe LAN-nogknioyeHne AHanusatopa MR.SPOT® 2.0 Processor (Hanpumep, 192.0.0.1) k MK (Hanpumep, 192.0.0.2)
TpebyeTcTaTMyeCcKon agpecauun.

ANs cTaTnyeckmx 1P-agpecoB caiiT oTo6paxaeT HEMPUCBOEHHbIN agpec, KOTOPbI MOXeT 6biTb MU3MEHEH C MOMOLLbIO
KnaBuw "+" ¥ psAoOM c uudpamu.
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AHanmsatop MRSPOT® 2.0 Processor - VHCTPYKLUMA N0 MPUMEHEHUIO

7.5 BbIxopg
MpaBUAbHLIA CNOCO6 BbIKHOYEHUS
AHannsaTtopa MR.SPOT® 2.0
Mepesarpyska ycTponcTBa.
Mepesayck MO cpepbl.
y M
7.6 CTpoOKa coCToAHUA

CEHCOPHbIM 3KPaHOM MOXHO yNpaBisaTb TONbKO OAHUM NanbLem. Mpn NCnofb30BaHMM ABYX MafibLieB 3KpaH
MOXET 3aBUCHYTb M HEOGX0AUMO GyaeT nepesarpy)atb aHaausartop.

B CTPOKe COCTOSIHUS B HUXKHEN YacTh akpaHa oToGpaxkaetcs ciegytowas nHhopmayns:

0,0%"
100

Homep Bepcum MO: NpW HaXKaTUX Ha HOMep BEPCUU OTKPbIBAETCS

10.0 XypHan (cm. pasgen 8.4 CoobuieHns 06 owmnbKax)

N

Ctatyc MR.SPOT® 2.0 (CM. HUXXE: UKOHKN COCTOSHUSA)
TpaHcnAuusa cobbITUA B ceTK

I;‘LII OTKNYeHne KOHTpOA ABepLUbI
T/rperalldr
ReaktiofKplatte 26,0«C
TeMHepaTypa pPeakKunoHHOIOo njiaHWwerTa. ﬂpl/l HaXXaThun OTKpbIBaeTCA cRoP] 68.8¢C
PCR-Plane 8
OKHO C I/IHCbOpMaLI.I/IeI/I 0 pa3/INyHbIX pa6oq|/|x TemMnepartypax. Hyb 37.36C
Rauintemperatur 9,28C
e |7| YcTaHOB/IEHHbIE naptmn: an Ha)XKaTnin Ha CUMBOJ1 OTKPbIBAeTCA OKHO C

YCTaHOB/IEHHbIMW NapTUAMK:
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Mpoueccop MRSPOT® 2,0 - VHCTPYKUUA MO NPUMEHEHNKT

D B A G w«thecsa n .
Installed Batdies

ERY SPOT® Commmi (@A 1
HISTOSPOT® DRB1

HISTOSPOT®*

XiaiD ~

HISTO SPOT®AXtend

HISTOSPOT®ABDR

HISTO SPOT® B

HISTO SPOT® B xtend

HISTO SPOT® C K

HISTO sPOT®Daei

131 X (di ote
OBAG i4ijhco»

K KD
A105-2

installed Batches

2013-10

A 12413
e 111 £d 201508

131 alU Qo
D BAG “ahen«

Enter 12 Digit Barcode
801140512"

Y Kits

A 1052
A 01504 m
A 1181

(3> »1503

A124-13
2 20072

131 d]

NKOHKN cocTosiHMS npubopa MR.SPOT* 2.0:

B OTKNtOYEH w MpuocTaHoOBNEH
MMNoaknwoueH E B npouecce paboTbl
B WHuumnanusaumns n OcTaHoB/iEeH

n May3a L, doTocbeM <a

7.7 VIHCTPYMEHTbI cpegpl /1st TeXHMYeckoro obeny

WHCTOYMEHTbI cpefbl AN TEXHUYECKOTO 00CnyXubiinm/, K

1"eHTOB, AOCTY Or0 A9 CEPBUCHbIX MHXEHepPOB. Moapo6Has nHhopMaLuns 06 MHCTPYMEHTax NpuBeaeHa B

PYKOBO/ACTBE MO 3KCMAyaTaluu.

Pegakuma 3/ 2019

B 3TOM OKHe 0TOGpaxalTcs YCTAHOBMIEHHble
napTuu v Ha6opbl. YepHoe YMCO YKa3biBaeT Ha
o6Liee KOIMYECTBO YCTAHOBMEHHbIX NApTUiA,
KpacHoe Yyncno B cko6Kax ykasblBaeT Ha To,
CKONbKO M3 HUX UCTEKNO.

Haxkatne cTpenku nokasblBaeT OLUHOUYHbIE
YyCTaHOB/IEHHbIE NAPTUU.

MapTumn ¢ NCTEKIL UM CPOKOM FO4HOCTU BblAENEHDI
KpacHbIM LBETOM, naprnu CAENCTBUTENbHBIM
CPOKOM FOAHOCTU - 3€N1EHbIM.

MapTiy MOXHO yAansTb, BbIAENAS UX U HAXUMASNA
KHonKy Delete (Yaanutb)1U 11

Haxxatne Ha kHonky Kits (Habopbl) co cTpenkoi
B/IEBO BO3BpallaeT Bac K aKpaHy napTuii.

KHonka 3aKpOoeT OKHO.

MakeTbl MOXHO f06aBUTL, HaXkaB KHonky Add
(Lo6aBnTb)808 mBBEAA 12-3HAUHIA
WTPUXKOA (Ha 3TUKETKe TeCTOBbIX MOMOCOK) C
NMOMOLLbIO 3KPAHHOW KnaBuatypbl. 3aTeM HaxXmuTte
KnaBully Enter Ha knasuaTtype.

KHonka 3aKpoeT OKHO.

______ N
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Mpoueccop MR.SPOT® 2.0 - NCrpyKuma No NpULLIEHENNIO Pepakuunsa 3/ 2019

_ —_ r —_ n (11 —_

MpoBepbTe, HET M NPU3HAKOB OYEBUAHBLIX NOBPEXAEHUN n - KOTOpPbIe HE NO3BOMAKOT I'IpVICI'IOCO6I'IeHVIFIM

« L« ..c.e:'x7@” rrx ;“r

y r ..r
FHwK®:::TTpe.fp::Ar™m «

BHMMaHKe :;,e.aHNYeCK.e npend.ce.a, .akK.e Kak ocAab.eHH.e BUH™,

vaej.ecb, H™ 30HAb, ecacb.BaHua u o.opa *“ T H
OCTOPOXHO MPOTPUTE HAKOHEYHWKM CNUPTOBONM caneTkoi. 30HAblI AOMKHbI Obl

M
MPUYNHE OHW BbINN COTHYTHI, UX AOMKEH 3aMEeHUTb KBAaNUQULUPOBAHHbIA NHXeEHep.

MoBpeXaeHus.

8.3 WnHuuymanusauus

cnepywilaa nocnegoBarteqibHOCTb MHULMann3aynn gonKHa BbINONMHATLCA NMPW BKAKYEHNN yCTpOVICTBaI
1. BC&CbIBaI'OLIJ'I/Ie Urnbl NoAHUMAlTCA B UCXoAHOE NOM0OXeHMKe.

2. MuneTupyrOWMii MaHUNYNSTOP BO3BpaLLaeTCs B UCXOAHOE MOOXEHNE.

3. Ocb X nepemel,aeTcs BAEBO B UCXOAHOE MOMOXEHUE.

4 BKAKYaeTca CEHCOPHbIM 3KpaH.

cornplaint@bag-diagnostics.com.
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Axanmsatop MRSPOT® 2.0 Processor- VHCTPYKUMS no MPUMEHEHWIO

8.4 CoobLeHuns 06 owmbKax

AMtup
Mpu BO3HWKHOBEHUM nNpobGnem nNpu  3anycke
A TG FAbIMIIH oKHO ¢ nNpoOTOKO/OM  3amnycka MU
P COOTBETCTBYWOLWMUMN COOOLWEHNAMNU 06 OlNBKax.
el Bbl MoxeTe HaxaTb Next ([anee) unu obpatutbes
B CNYyXO0Yy TexHUWYeckoi  NOALEPXKU  ANs
YyCTPaHEeHWS OWNGKN.
0O BAGHTMIticVK
Log
1201t 10«<U 15 »™:3ft,799WARWKO»*9NK*‘tnigm4~eiP»"Oftd*' *Ste**giSpJce n
a2 1 20110« T3 1515VAISMWAWS ce<wibnne  a
?‘-‘m?& s EFIK*M C > »9tost b fuw le99.r - Ecnm TpebyeTca [ONoNHUTeNbHas
; g
| B SR s nao > nHpopmaums, Haxmute Next (Lanee), a 3atem
Foe s HaXXMWUTE Ha HOMEpP BEPCUN B 1€BOM HUXHEM
% :..i"s«l..LSﬁ%sM3anC*‘ihvi§(b_k>ft\1_»_smlptv"\oil»«»vigetl(‘)O(}c'.Ei yray akpaHa. ﬂpl/l HEO6XO,D,VIMOCTVI XypHan
P4 | Sraeneoaot Chuteoli T TS pedT (eI MOXHO COXPaHUTb W OTNPaBUTb B CAYX6Y
ItSyitimt»i*»d«(a'inn«(lTj»niBon*‘<inA<antwfi«‘—op«t n 2
Z:(U I(J.«tiwdpc.1**nd49»«£itD«i W ictlwponM iM Sitiilbiot TEXHMYECKON nolqlqep)KKM

- Save Close

dl

TEXHWYECKOE OBCNYXXNBAHWE

9.1 BE>epHeBHOe TeXHUYecKoe o6cny>knBaHue

atn onepaunn AO0NKHbI BbINO/THATLECA onepaTtopomM B KOHLUE pa6oqero AHA nocne Ucnosib3oBaHMA CUCTEMDI.

1

~o o r W

10.

BbIMOMHUTE NPOMbIBKY CUCTEMBI.

OnopoXHUTe NOTOK AN OTXOA0B M NPOMOIATe ero BOAOM.

ONopOoXHWUTE NOTKWN ANSA PeareHToB 1 MPOMOIiTE UX BOAOIA.

OnopoXXHUTE BYTBINKY A5 OTXO40B.

ONOpOXHUTE EMKOCTb 418 UCMONb30BaHHbIX O4HOPA30BbIX HAKOHEYHUKOB.

Oumnctute Xenob AN HAKOHEYHUKOB.

Y6epuTe BCe MPOAUTbIE XUAKOCTM M Kanam Ha MOBEPXHOCTM M OKPYXAaKLWUX AeTansiXx BAaXHOW TKaHbo nau
MPONUTaHHOW 3TaHONIOM cangeTkoi. lepxaTenb CTONKW AN OA4HOPA30BbIX HAKOHEYHUKOB MOXHO CHATb C
MOBEPXHOCTU ANA yAaNeHUs pa3nnBoB, OTKPYTUB 2 NNACTUKOBbLIX BUHTA C HaKaTaHHOM ros10BKOM ¢ 060MX
KOHL,0B 1 CHAB fepXaTefb ¢ pukcupyowmne windtos. Mpu 3ameHe gepxaTtens nepej 3aTaruBaHUeM BUHTOB
yb6eamnTtecb, UTO OH NMPaBUIbLHO YCTAHOBJIEH Ha PUKCUPYIOWMUX WTUdTaX.

Mpy He06XOAMMOCTU 3aMEHUTE EMKOCTb B BEPXHEI YacTu KaHana ¢ NpaBoil CTOPOHbI PEaKLLMOHHOTO
nnaHweTa Win NPOMOIATe ee, YTOObI yAaUTb OCTaTKU.

OuncTuTe KOHUbI afanTepoB O4HOPA30BbIX HAKOHEYHMKOB MPOMNUTAHHOW 3TAHONOM cangeTKOW.

HanonHute 6yTbI1'IKy C XNOKOCTbO CUCTEMDI ,D.evIOHI/I3I/IpOBaHHOI7I BO,CI'OI‘/II.
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AHanmnsatop MR.SPOT® 2.0 Processor - HCTpYKUUA NO MPUMEHEHUIO

9.2 E>keHepgenbHOe TEXHUYECKOe 0O6Cy>KmnBaume
3TN onepaLumn JOMKHbI BbIMOMHATLCA OMepaTopoM Ha peryfispHoil ocHoBe (PeKOMEHAYEeTCS eXeHeAeNbHO) B
[ONONHEeHMNE K eXKe[JHEBHOMY TEXHUYECKOMY 06CNYXUBAHUIO.
1. OuYMCTMTe BHYTPEHHIOK W BHELWHIOW NOBEPXHOCTb CTEKNSHHOW ABepLbl BNAXHO! TKaHbiO.

2. AKKYpaTHO OYMCTUTE CEeHCOPHbIN 3KpaH BNAXHOW TKaHbIO.
3. TMpoBepbTe, He 3anyTanuch Nn Kabenu, Hanpumep, Kabenb K CYATbIBATENIO WTPUXKOAOB.
4

MpoBepbTe COCTOSHWE CUAIMKOHOBOW ry64aToli NpoKnagKu, UCNONb3yeMoli AN akTuBaLum
HEenoABVXHbIX HAKOHEYHUKOB.

9.3 NHcnekums. TeKyllee TeXHUYeckoe 06C/y>XKnBaHve

Tekylee TeEXHNYECKOEe 06CNYXMBAHWE PEKOMEHAYETCS NPOBOAUTL 0GYYEHHBIM NEPCOHAIOM HE peXe OAHOro pasa B
12 mecaueB. O6paTuTech K MECTHOMY NpeAcTaBUTENIO.

9.4 Kannbposka

O6patuTech K MECTHOMY NpPeacTaBUTENIO.
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AHanmzatop MR.SPOT® 2.0 Processor - VHCTPYKUUSA Mo NPUMEHEHUIO

10 OrPAHUNYEHHAA TAPAHTA

O6patnte BHMMaHMe Ha 3aBoAcKol Homep AHanu3atop MR.SPOT* 2.0 Processor (ykasaH Ha 3TWKETKe Ha
MpaBoit ctopoHenpubopa), NpUBEAEHHbIN HUXKE, ANA AaNbHENWEro NCNOMb30BaHNS.

FapaHTua

BAG Diagnostics GmbH rapaHTMpyeT, 4TO BCe ONWcaHHble 34ecb u3genna He 6yayr “meTb [AedpeKkTos
mMatepuanosB W M3roTOBNEHUA B TeYeHMe OLHOro rofa co AHA nocraskn. BAG Diagnostics GmbH cornawaeTcs, B
KayecTBe UCKIOUYMNTENbHO OTBETCTBEHHOCTU MO HACTOAWEN OrpaHUYeHHON rapaHTUM 1 Nocne cBOEBPEMEHHOTO
yBegoMaeHus o pedekre, OTPEMOHTMpOBATb WAM 3aMeHUTb Nwboe wm3lgenue, npusHaHHoe AeeKTHbIM, B
TeYeHne rapaHTMnHOIO Cpoka.

OrpaHn4YeHHasa rapaHTUa He pacnpoCcTpaHAEeTCs Ha:
1 u4pe3MepHbI U3HOC
2 3noynoTpebneHue, HepasyMHOe UCNONb30BaHWe, HEHaAiexalmnii MOHTaX nnn obpaweHune
3  ywepb, BbI3BaAHHbI 060pYy[0BAHNEM MU CUCTEMOM, C KOTOPOI MCNONb3yeTca nsgenne
4  yuwep6, BO3HUKILINI B pe3ynbTate MogUGUKALUN UNKN PEMOHTA, BbiNONHEHHOro He BAG Diagnostics GmbH

WN He pa3peleHHoro nmu
5 Kpaxy, BaHAanu3m, noxap, nonagaHue BoAbl MW APYry0 ONacHOCTb

N3penve He MoxeT O6bITb BO3BpaLweHo 6e3 COOTBETCTBYHOLWEro paspewerHuns komnaHnm BAG Diagnostics GmbH.
Pacxoabl Ha TpPaHCMOPTUPOBKY, AEMOHTaX WAM NOBTOPHYK YCTaHOBKY 060pYyAO0OBaHUA HECET NoKynaTesb.
HacToswasa rapaHTMsi M CpeAcTBa NpPaBOBOW 3alUThl, W3/IOXKEHHbIEe B HACTOSALWEM [AOKYMEHTe, SABAAKTCH
MCKNIOUYUTENBbHLIMU W 3aMeHA0T cobol Apyrue sBHble WAM NofpasymMeBaeMble (BKMOYas nogpasymeBaeMbl
rapaHTUM TOBAPHOro COCTOSAHUA WAW MNPUTOAHOCTU A8 WUCNOAb30BaHWA MO Ha3HauyeHu). Hukakune ppyrue
3asBNeHUsA U npeTeH3un He sBnswTcA ans BAG Diagnostics GmbH o6g3atenibHbIMU U He 0653bIBAOT €€ KaKuUM-
nn6o obpasom. Hu npm Kakmx obctoaTenncreax BAG Diagnostics GmbH He HeceT OTBETCTBEHHOCTM 3a 0cObble,
cnyyaliHble UM KOCBEHHble YObITKM, BO3HUKLWIME B pe3ynbTaTe WCMONMb30BaHWUA WAN HEUCMNPABHOCTUM [AaHHOTO
n3genns, o060pysoBaHusa UM CUCTEMbI, C KOTOPbIMU OHO UCNONb3YyeTCs, NOTEPU A0X0La UAN CTOMMOCTU 3aMeHbl

ToBapa.

11  TEXHWYECKAA NOAAEPXKA

3a TEXHNYECKOW NoAAepX KO M MOMOLLbI0 obpalyainTech:
BAG Diagnostics GmbH

AmTcrepuxtwtpacce 1-5

35423 Nux

fepmaHus

Ten.: +49(0)6404 925 125
dakc: +49 (0)6404 925 421

Beb6-caiiT: www.bag-diagnostics.com
E-Mail: comDlaint(S)bag-diagnostics.com

PEeMOHT 1 TeXHUYECKOe 06CNYXMBaHME MOTYT BbIMONHATL TONbKO BAG Diagnostics GmbH unaun

COOTBETCTBYIOLW NI 0BYyUYEeHHbI NepcoHan.

Ona nonyvyeHns AONONHUTENbBHOW MHpOPMaLUM 06 YCTPONCTBE MM OpraHM3auumn obyyeHns obpaTtmuTech B
KomnaHuto BAG Diagnostics GmbH no ykazaHHOMY Bblile agpecy.

WHCTpyKLMA No skcnayatauum Ha APYruX A3blKax:

http://www.bag-diagnostics.com/en/diagnostics/downloads-manuals/
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AHanmzatop MRSPOT® 2.0 Processor - VHCTPYKUMS MO NPUMEHEHUIO

12 AEKNAPALMA COOTBETCTBUA EC

AHannsatop MR.SPOT® 2.0 Processor cOOTBeTCTBYeT ceayowum gupektnsam EC:
98/79/EC EBPOMENCKOrO MAPJIAMEHTA W COBETA EBPOIMbI 0T 27 okTA6pa 1998 . N0 MeAULNHCKUM
cpeAcTBam AMArHOCTUKKW /N vitro

2006/42/EC EBPOMEVCKOTO MAP/TAMEHTA V1 COBETA EBPOTbI oT 17 mas 2006 I. N0 MawWWHHOMY
obopyposaHuio n nonpasku K Aupektuse 95/16/EC (HoBas pefakuma)

2006/95/EC EBPOMENCKOrO NMAPTAMEHTA I COBETA EBPOTbI ot 12 geka6pa 2006 r. no rapMoHn3aLnm
3aKOoHO[aTeNnbLCTB roCyAapcTB-4NeHOoB, Kacallnxca o6ecnevyeHns Halmumua Ha PbIHKE 3/IeKTPUYECKOTO
obopynoBaHus, NpefHa3Ha4eHHOro 4Na NPUMEHEHNA B ONpeAe/eHHbIX npegenax HanpsxeHus

2004/108/EC EBPOMEMCKOIO MAP/TAMEHTA 1 COBETA EBPOTMbI oT 15 geka6ps 2004 r. no rapMoHn3aLum
3aKOHO4aTeNbCTB rOCY4apCcTB-4/IeHOB, KacalLWmxcs 3N1eKTPOMarHMTHOW COBMeCTUMOCTH, OTMEHSA L as
Ovpektusy 89/336/EEC

2012/19/EU EBPOMEMCKOIO MAP/TAMEHTA U COBETA EBPOTIbI oT 4 utons 2012 r. no oTxo4am
3/IeKTPUYECKOro 1 3NeKTpoHHOro obopyaosaHus (WEEE)

2011/65/EU EBPOMEACKOTO MAPJIAMEHTA 1 COBETA EBPOTIbI 0T 8 uioHs 2011 1. 06 OrpaHnyeHnn
MCMNoNbL30BaHNA onpefesieHHbIX OMacHbIX BELEeCTB B 3/1IEKTPUYECKOM U 31€KTPOHHOM 060pyA0BaHum

CepTuthunkaTbl NpeaocTaBafaTCA No 3anpocy - obpawaritecb no agpecy complaint@bap-diagnostics.conn.
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AHanunsatop MR.SPOT® 2.0 Processor-MIHCTPYKLWA MO NPUMEHEHUIO

13 NMPUNOXEHWA

Mpuno>xeHue I HabGopbl, C KOTOPbIMU MOXXET UCMOJIb30BaThCcA aHasinzarop MR.SPOT* 2.0
K

Ha6opsbl gna TunuposaHma HISTO SPOT® SSO
Ha6opsbl peareHtoB HISTO SPOTA”
Ha6opbl HISTO SPOT® HLA AB

Hab6opbl peareHToB HISTO SPOT® AB

Mpuno>xxeHue I CUMBObI, UCMOJIb3YEMbIe B PyKOBOACTBE U Ha npunbope

Cumeon UseT My6nukayma OnwncaHue PacnonoxeHue
3aBopckasn
CMMBOJ M KOHTYp: .
wepHui IEC 60417 - 5032  [lepemMeHHbIN TOK STUKeTKa Npu6opa

Bbikntouartenb
CUMBON U KOHTYp:

IEC 60417-5007  BkniouyeH (nutaHue)

o nuTaHus
6enblin
CUMBOJ W KOHTVD: Bblkntoyatenb
O N yp: IEC60417-5008  BbiknloYeH (MUTaHue) Lutanna
6enblin
o r-- .
®OH: XKenTbinn OCTOPOXHO! Harpesaemblii 610K
| IEC 60417-5032  Topauas M pukcatop
CMMBON W KOHTYp: NOBEPXHOCTb nnaHweTa
YyepHblii
®oH: KenTbiii OcTOpOXHO! Prck PYKOBOZACTBO MO
11EC 60417-5007  BOSHUKHOBEHMA npn6opy
CMBON N KOHTY; OnacHoCTH
YepHbIi
CtpaHuua 52
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MpunoxeHune Il KOHTpobHbIMA NepeveHb ycTaHOBKU AHanmsatopa MRSPOT® 2.0 Processor

3ABO/ICKO HOMEP MPUBOPA:

EHTA
AJIPEC:

TEJIE®POH:
DAKC:

~E-MAIL:

AHanmnsatop MR.SPOT® 2.0 6bin gocTaBfeH B XOPOLWEM COCTOSHMN?  [la

Ecnu HeT, yKaXxnTe nogpoGHOCTH:

MPUCYTCTBOBA/IN 1IN CNEAYHOLWWE NPUHAONEXXHOCTW:

3anacHble npegoxpaHutenu 5A (2 wr.)
CeTeBOW WHYp

JepxxaTenb oTKa AN peareHToB Ha 5 nNo3uuuii

LIBeTHbIE NOTKN ANA peareHToB
(LXMOpPUWUH., 1xopaHXX., 1x 6enblii, 1x cMHKUIA, 1x 3eneHblli, 1X>XKenTblii)

[depxaTtenb notka ANA peareHToB Ha 4 nosuuum

LIBeTHble NOTKN AN peareHToB
(1x 3eneHblli, 1X CMHUA, 1X hnoneTOBbIW, 1X YEPHbIR)

ByTblnka Ans 4enoHn3npoBaHHo Boabl, 250 mn

KBafpaTtHblli CNMBHOW cocyn, 250 Mn

MpOTOK MeXAy peakuMOHHbIM NAaHWeTOM M NpaBoii NaHesnbio
[JepxaTtenb CTOWKM ANS HAKOHEYHUKOB

BHyTpeHHUIi )Xenob And HaKOHEYHUKOB

BHewWwHWiA Xenob ANna HAKOHEYHWUKOB

NoTok gns oTxonos

Jepxartenb gnd cynTbiBaTENA WTPUX-KOLOB

CumtbiBaTENb WTPUX-KOLOB

Mewok ana oTxo40B
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WHCTPYMEHT C HAKOHEYHMKOM Torx TX20 Ja Hert

PykoBOofACTBO NO/b30BaTeNA Ha KOMMNAaKT-4UCKE Jda Hert
IHa6op MyCTbIX NONOCOK C 16 OAWHOUYHBIMU YUCTBIMU NIYHKaAMMU [Ja Hert
YCTaHOBOYHbI KOMNakT-guck gna HISTO MATCH [Ja Het
2 peMHS 4NS KpenneHus auunka [Ja Hert

MpaBuibHO nn 6bin 3anyuieH MR.SPOT® 2.0?

Ja HeT
*(cm. pasgen 8.3)

Ecnm HeT, yKaxunTe nogpoGHOCTM:

Nma komnoetotepa AHanusatop MR.SPOT® 2.0 Processor 415 ceTeBOro nNogK/AlYeHus;

[dpyrve 3ameyaHuns:

NMA MPeaCrABUTBSA:

AJPEC:

MoAMUCh: fata:
MNOAMNCH K/TVEHTA: Jlata:

NMSA KJIMEHTA MEYATHLIMU BYKBAMMU: JlOMKHOCTb:

KNneHT O0/1KEeH COXpaHUTbL OpUTUHan.

OncTpubbLIOTOP A0MKEH NPUCAaTh KOMUIO:

BAG Diagnostics GmbH, TexHnyeckaa nogaepxka
AmTcrepuxrtwrpacce 1-5

35423 Jlnx

fepmaHusg

Wnn complaint@bag-dtagnostics.com
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Mpunoxenne IV CEPTUGUKAT AE3VIHPEKLUNN
o)

Ha3BaHue yupexaeHus

Mapka npubopa

Homep mogenu

ATlomMeTKn™>

|:| [JaHHoe 060pyAoOpaHMe He UCMO/b30BaoCh B X046 WHBA3UBHbLIX NPOLEeAyp W He KOHTaKTUPOBaso C
KPOBbIO, APYIMMM XULKOCTAMMW OpraHn3mMa Uam natonornyeckumm oépasyamu. OHO 6bI710 OUYULLEHO
npyu NOATOTOBKE K OCMOTPY, TEXHUUYECKOMY OBCAYXMUBAHUIO UAN PEMOHTY.

310 060pynoOBaHME BbIIO OUNLLEHO M 06e33apaXKeHo.
MeTon Ae3MH(EKL NN ONUCAH HUXE:

| | 3To 06opyAoBaHME He MofBepranock fge3nHeKyMn. Xapaktep pUCKOB U Mepbl NMPeA0CTOPOXHOCTH,
KOTOpble HEO6XOAMMO NPUHSATD:

Mopnuce:, Oara:

LJOMmKHOCTb:

MonHblit ohuymnansHbIR agpec:

TeneoH:
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CBefleHNs 0 HOPMaTUBHO-TEXHUYECKOM MHDOPMaL MM Ha MeAULMHCKOe U3aenue.

O603HavyeHune

Mpuka3 MnHucTepcTea
34paBooxXpaHeHuns
Poccuiickoin ®epepaymmn

MOCT P M3K 61326-2-6-

2014

MOCT 31508-2012
MOCT PEH 13612-2010

MOCT 1EC 61010-2-101-
2013

MOCT 1EC 60825-1-2013
MOCT 28195-89
MOCT 1EC 61010-1-2014

MOCT 1EC 61010-2-081-
2013

FOCT P 50444-2020

OCT P M3K 62366-
2013
MTOCTPuco/mak
12119-2000
FTOCTpunco/mak
9126-93

MOCT P M3K 61326-1-
2014

FOCT P M3K 62304-
2013

FTOCTPNCO 15223-1-
2020

FTOCTPMCO 18113-3-
2015

FTOCTPNCO 18113-1-
2015

HanmeHoBaHue
26 yTBEPXK/eHNI HOMEHKIATYPHO Knaccudukauum MeanLmHCKNX
asaenunii

O6opyfoBaHMe 3NeKTPUYECKOe 415 U3MEPEHUSA, YNPaBeHUS U
nabopaTtopHOro nNpMMeHeHns. TpeboBaHNA 3NEKTPOMArHUTHOM
COBMeCTUMOCTHU. YacTb 2-6, YacTHble TpeboBaHMA. MeguLHCKOe
obooypoBaHWe A1 4MAarHOCTUKKU B 1a60pPaTOPHbIX YCI0BUAX

N3penus meguumnHckme. Knaccugukaums B 3aBUCMMOCTUA OT
MOTEHHNANbHOTO pUcKa npuMeHeHns. O6w e TpeboBaHUS

OueHKa (hyHKLNOHANbHbIX XapaKTePUCTUK MEAULMHCKNX U3AeNnin ans
AMarHoCTUKM in vitro.
Be30nacHOCTb 3N1EKTPUYECKNX KOHTPO/IbHO-U3MePUTENbHbBIX NPUBOPOB

1 nabopaTopHoro o6opypoaHusa. Yactb 2-101. UacTHble TpeboBaHUA K
MeANLUHCKOMY 060pyaoBaHu0 Ana nabopaTtopHoi anarHocTukn (VD)
BesonacHoCTb nasepHoit annapatypbl. YacTb 1. Knaccugumkayms
nénnynoeaHua Toeb0BaHMA M PYKOBOACTBO A/15 MO/b30BaTe el

OueHKa KayecTBa NporpaMMHbIX cpeacTs. ObLLMe NofoXeHNs

Be30nacHOCTb 31eKTPUYECKNX KOHTPONbHO-N3MEPUTENbHbIX NPYOOPOB
1 nabooatopHoro obooyaosaHusa. Yacte 1. O6umne TpeboBaHMA
Be3onacHOCTb 31EKTPUYECKMUX KOHTPO/IbHO-U3MEPUTENbHbIX MPMOOPOB
1 nabopaTopHoro obopygpoBaHus. YacTtb 2-081. YacTHble TpeboBaHMA K
aBTOMaTUYeCKOMY W MOsyaBTOMaTMyYecKoMy nabopatopHOMy

Mpubopsl, annapatbl U 060pyf0BaHMNE MeaMLUNHCKKE. ()oLime
TeXHUYecKne TpeboBaHmA
N3penna megnumHckne. NMpoekTUpoBaHue MeLULMHCKUX U3aennii ¢
Yy4YeToOM 3KcnayaTaLuMoHHOW NPUToLHOCTM

VHpopmaunoHHas TexHonorus (T). MakeTol nporpammM. lpeOoBaHus K
KayecTBYy UT € ¢ T U p O B a H un e
NHpopmaymoHHaa TexHonorus (UT). OueHka nporpaMMHOL

NpoAyKumn. XapakTepnucTuky Kayectsa

W MYKOBOACTBA MO UX MPUMEHEHUID  mmmememmmmeee
O6opyAoBaHMe 3NEKTPUYECKOE 415 U3MEPEHNUA, YNPABNEHNA U
nabopaTtopHOro npumMeHeHns. TpeboBaHUS 3N1eKTPOMArHUTHOW
coBmectumocTun. Yactb 1. O6wume TpeboBaHNA

N3penna meguumnHekme. MporpaMmmHoe obecneyveHue. Mpouecchl
XWU3HEHHOTO UuMKna e
N3genna meguumHekue. CUMBObI, NPUMEHSEMbIE MPU MapKMpPOBaHMUM
Ha MeAULMHCKNX U3LeNUsX, 3STUKeTKax U B CONPOBOAUTENIbHON
pokymeHTauun. Yactb 1 OcHOBHble TpeboBaHUA

MeanumnHcKne nsgenns ana onarHoCTUKM W vitro. MHdopmauus,
npegocTaBnseMas U3roToBUTENEM

(mapknpoBka). YacTtb 3. IHCTPYMEHTbI A1 AMArHOCTMKMK in vitro ans
nNpoeccMoHanbHOro NPUMeHeHns — seeeeeeeeeeeeee
WHpopmayma, npefocTtasnsemas n3rotosutenem (Mapkuposka). Yactb 1
TeoMUHbI, onpefenieHUs 1 06w Kne TpeboBaHMA
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DINEN ISO 13485: MeauumnHcKne ycTpoiicTea - CUCTeMbl MEHEI)KMEHTa KauyecTBa

2016-08 Toe6oBaHMa A Lenenp ery 1M poBaH u 4

DIN EN 61326-2-6: 2013- 2/1€KTpo06OpyAOBaHMe /1 U3MEPEeHUs, KOHTPONIS 1 NabopaToOpHOro

09 ncnonb3oBaHnsa - TpebosaHus OMC - YacTb 2-6: Ocobble TpeboBaHMA
—MefuunHCKMe YCTPOINCTBA AN AMarHOCTUKM inv i tr o

DIN ENISO 14971 MeguumnHckue yctpoiictea: MpuMeHeHne CUCTeMbl YNpaB/ieHus

2013-04 pUCKaMM K MeJULUHCKUM YCTPOCTBam

DIN ENISO 15223-1 MeguumnHckne ycTpoiictea - CUMBObI, MPUMEHSeMble NpK

2017-04 MapKMpPOBaHUW Ha MEAULIMHCKUX U3[eNnaX, 3TUKeTKax 1 B
COMpOBOAMTENbHOW LOKYMeHTauuu —Hactb nepsas. O6uwue
Toe60BaHNA

DIN ENISO 18113-1: MeanuMHCKKe YCTPOICTBa A8 ANAarHOCTUKM in vitro - VIH(opmauus,

2013-01 npefocTasnsemas NpousBoauTenemM (Mapkmposka) - Yactb 1. TepMuHbI,
onpeseneHus n oblue Tpe6oBaHUA

DIN ENISO 18113-1: MeanLuMHCKME YCTPOICTBA ANA ANArHOCTUKM in Vvitro - NHdopmayms,

2013-01 npegocTasngemas npons3soaunTesieM (Mapknuposka) - Hactoe 1. TepMuHsl,
onneneneHns n obume TpeboBaHUS

DIN EN 61010-2-101 Tpe6oBaHMsA 6€30MacHOCTU K 31eKTPO060pYyA0BaHNIO 4N U3MEPEHNUS,

2017-10 KOHTPONS 1 nabopaTopHOro ncnonb3osaHusa - Yactb 2-101: Ocobble

TpeboBaHMA K MEAULUHCKOMY 060pYA0BaHUIO 415 AUNArHOCTUKM in vitro
DIN EN 62304: 2016-10 I'IporpaMMHoe obecneveHune MeagnunHCKOro O60py,ﬂ,OBaHI/|F| - I'IpOLl,eCCbI
XUW3HeHHoro yukna Mo
DINEN 62366-1:2017-07 MeanunHckoe obopyzoBaHue - NMpuMeHeHne 3proHOMUYHOI0
MPOeKTMPOBaHUA K MeANLUHCKOMY 060pyL0BaHMIO
NupekTusa 98/79/EC OunpekTtnea 98/79/EC Esponeiickoro MNMapnameHta u CoBeta 0T 27
oKTA6ps 1998 rofa no MeAUUUHCKUM CpeacTBaM AMArHOCTMKM in vitro

Meyatb: BOT OunarHocTuke MM6X
AmMTCrepuxrtcwtpacce 1-5
35423 Jlux
MepmaHus
Ten: +49 6404/925-100
dakc: +49 6404/925-460
www.bag-diagnostics.com
infofSibag-diagnostics.com

-KOHEY flepeBoja JOKYMeHTa-----

>/, AUNNOMUPOBaHHbBIN NepeBounK LLKMpa Hukonai Bacunbesny, Bnagetownin pyCCKUM, aHrNMACKUM 1 HEMELKUM
A3blKamu, NogTBEPXK a0, YTO BbINOJHEHHbI MHOW NepeBo NPUNOXKEHHOW KONUN OKYMEHT a fABNseTCA
NPaBuNbHbLIM, TOYHbLIM U NOMHbLIM.

Mepesoaunk LLkupa Hukonait Bacunbesny

CaHKT-
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MeTtepbypr

Poccuiickas Pegepayms
CaHkT-lMeTepbypr
YeTblpHaaLaToro oKTa6ps Age ThicA4mM ABagLaTb BTOPOro roga

A, YnbaHoBa EneHa CepreeBHa, HOTapuyc HoTapuanbHoro okpyra CaHkT-IeTepbypr,
CBUAETENbCTBYIO MOANMHHOCTL Nognucu nepesogunka LW kupbel Hukonas Bacunbesuya.

Mopnuce caenaHa B MOEM NMPUCYTCTBUN.

JINYHOCTb NOANKUCABLLEr0 LOKYMEHT yCTaHOB/IEHA.

3aperuncTpupoBaHo B peectpe: Ne 78/266-H/78-2022-16-255.

YnnayeHo 3a COBeplLLUeHMe HoTapuanbHoro aeictems: 500 py6.

E.C. YnbsHOBa
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NTOr0 B HACTOSALWEM JJOKYMEHTE
119 (CTO AEBAJHAALATB) NNCTOB
HOTAPUYC
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