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Common information:

The Instruction for Use for the ThermoBrite Slide Denaturation/Hybridization
System, developed and issued by Leica Biosystems Richmond, Inc. in
accordance with internal and international requirements.

Instruction for Use is available in the different languages depending on the

country of use, including Russian language. Leica Biosystems Richmond,
Inc. take into account local requirements to the associated documentation of
the countries to where the medical device is planned to be delivered.

Thus, in compliance with local requirements and to observe the Russian
legislation, the Instruction for Use intended for supply along with the
instrument to Russian market have been supplemented with additional data
and issued on Russian language.

Instruction for Use is amended by the attached Appendix, containing the
information about authorized representative on the territory of the Russian
Federation responsible for sales, marketing, technical service and complaints
receiving, indications and contraindications of applying, information about the
warranty period of storage and operation and information about
decommissioning and disposal of devices in accordance with local
regulations.

Content:

- Instruction for Use (English language version)

- Instruction for Use (Russian language version)

- Appendix to the Instruction for Use (Russian language version)
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4 Operator’s Manual

ThermoBrite®

Model Number S500

For in-vitro diagnostic use

RER 3800-004852-001 - ThermoBrite Slide Denaturation/Hybridization System 120V
REF 3800-004852-002 - ThermoBrite Slide Denaturation/Hybridization System 240V
RER 3800-004970-001 - Humidity Card, 10pk

RER 3800-006418-001 - ThermoBrite Temperature Verification Kit

ThermoBrite is a registered trademark.

Copyright 2013 Leica Biosystems - All Rights Reserved
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How to use this manual

This manual along with information contained on product labels should provide you

with all the information you need to operate and maintain the ThermoBrite.

Intended Purpose

ThermoBrite provides temperature control for on-board denaturation and/or
hybridization for FISH testing of specimens mounted on microscope slides.
Microscope slides subsequently undergo interpretation by a qualified healthcare

professional to aid diagnosis.

Detection/Measurement

ThermoBrite does not detect or measure an analyte or marker. ThermoBrite
provides temperature control for on-board denaturation and/or hybridization for

specimens mounted on microscope slides.

Product Function

ThermoBrite is an aid to diagnosis. Microscope slides that are exposed to FISH
testing on the ThermoBrite undergo interpretation by a qualified healthcare

professional.

Specific Information to be Provided

ThermoBrite is not intended for the detection, definition or differentiation of a
specific disorder, condition or risk factor. ThermoBrite is intended to provide
temperature control for on-board denaturation and/or hybridization for FISH
testing of tissue and cellular specimens for the subsequent application of specific
diagnostic techniques that when evaluated by atrained pathologist may provide
valuable data that are useful in the assessment of various genes or portions of
genes. This data alongside other information such as the patients' medical history,
physical condition, as well as results from other medical testing is all considered

when rendering a medical diagnosis.

3855-004741-001 REV Operator's Manual
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Automation

ThermoBrite is a semi-automated instrument that allows for the end user to define

the protocols used on the instrument.

Qualitative/Quantitative

ThermoBrite is not used for the detection of a specific analyte or marker.

Specimen Type

ThermoBrite is intended for use with human tissue or cellular specimens.

Testing Population

ThermoBrite does not target a specific patient group and is intended for use by
qualified laboratory personnel or designee.

Intended User

ThermoBrite is intended for use by qualified laboratory personnel or designee.

Cautions and Warnings appear in boxes with symbols to the left of the text. Notes

also appear in boxes to highlight information.

Cautions and Warnings

A WARNING is a statement that alerts the user to the possibility of injury, death, or

other serious adverse reactions associated with the use or misuse of the instrument.

A CAUTION is a statement that alerts the user to the possibility of a problem with
the instrument associated with its use or misuse. Such problems include instrument
malfunction, instrument failure, damage to the instrument or damage to other
property. The CAUTION statement includes the precaution that should be taken to

avoid the hazard.

Please pay close attention to the instructions that accompany the notes and symbols

as well as the standard laboratory practices outlined by your facility and local

3855-004741-001 REV | Operator's Manual
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regulatory agencies. The table below lists all the CAUTIONS and WARNINGS for the

ThermoBrite.

CAUTION: Plug the instrument into a properly grounded outlet supplying the
voltage and frequency indicated on the serial number label.

CAUTION: Outside of North America: Inspect that the supplied Line Cord has local
electrical compatibility. Installation outside of the USA: Use power cord with an
IEC320/CEE22 female connector and male connector suitable for the power outlet
to be used. Cord must meet standards.

WARNING: Unplug the ThermoBrite from the wall outlet before performing
maintenance.

3855-004741-001 REV | Operator's Manual
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CAUTION: Do NOT expose the ThermoBrite to strong or concentrated acids, bases,
esters, aromatic or halogenated hydrocarbons, ketones or strong oxidizing agents.

BIOLOGICAL HAZARDS: Universal precautions should be followed on all specimens,
regardless of whether a specimen is known to contain an infectious agent (see
Biohazard references).

WARNING: Risk of electric shock: The instrument contains no user serviceable parts
other than fuse and cover gasket replacement. Removal of housing will expose
potentially lethal voltage. Refer service to qualified service personnel.

WARNING: Hot Surface: The interior surface of the instrument may be HOT, use
caution to avoid potential burn.

CAUTION: Do NOT use paper towels or any other filter card in card positions. This
may change the humidity and may decrease the intensity of the probe, potentially
causing assay failure.

CAUTION: Please use the system as intended. Improper use of the ThermoBrite may
cause damage to the system, inaccurate results, or potentially nullify warranties.

> > > P

3855-004741-001 REV | Operator's Manual
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Symbol Meaning Definition
Catalog .
REF Indicates the product/catalog number
Number
. . Statement of caution/warning, read instruction
Warning/Caution
carefully
. . Statement of caution/warning, read instruction
Biological Hazards
carefully
Caution, risk of electric  Statement of caution/warning, read instruction
A shock carefully
) Statement of caution/warning, read instruction
Warning, hot surface
carefully
EC REP EC Representative European Community Authorized Representative
For in vitro diagnostic . L . .
IVD Use Clarifies for use as in vitro diagnostic only
SN Serial Number Indicates instrument serial number code
IJ Manufacturer Indicates manufacturer of the instrument
CE marking of .
C € ) Indicates conformance to CE
conformity
3855-004741-001 REV | Operator‘s Manual
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Leica Biosystems Contact Information

Customer opinion and input is extremely important to us.
Comments on this manual should be directed to:

Leica Biosystems Richmond, Inc.
5205 Route 12

Richmond, IL 60071

USA

Website: www.LeicaBiosystems.com

North America Phone Contacts:
Customer Service: 1-800-248-0123
Technical Support: 1-800-248-0123

Outside of North America, contact your local Leica representative.

Authorized European Representative =
CEpartner4U
Esdoornlaan 13
3951 DB Maarn
The Netherlands
+31(0) 6516536 26

Manufacturer M |

Leica Biosystems Richmond, Inc.
5205 Route 12

Richmond, IL 60071

USA

1-815-678-2000

3855-004741-001 REV | Operator's Manual

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



ilOSYSTIMS

Section 1
Warranty

Leica Biosystems Warranty

Leica Biosystems, warrants that the instruments shall be free from defects in
material and/or workmanship, under normal use and service, for the period expiring
twelve (12) months from the date of installation. Leica Biosystems will, at its
discretion, repair or replace any unit covered under this warranty returned to Leica
Biosystems with shipping costs prepaid. Repaired or replaced instruments supplied
under this warranty carry only the remaining portion of the original warranty and
repairs shall not interrupt or prolong this warranty. For warranty terms and
conditions outside the United States, contact your Authorized Leica Biosystems

Distributor.

No warranty extended by Leica Biosystems shall apply to any instrument that has
been damaged due to misuse, negligence, accident, or damage resulting from

unauthorized repairs, alterations, or improper installation.

Leica Biosystems makes no warranty other than the one set forth herein. This
warranty is given expressly in lieu of all other warranties, expressed or implied. The
purchaser agrees that there is no warranty of merchantability or of fithess for any
intended purpose and that there are no other remedies or warranties, expressed or
implied, which extend beyond the description on the face of the agreement. No
agent or employee of Leica Biosystems is authorized to extend any other warranty or
assume for Leica Biosystems any liability except as set forth above. This warranty is

only applicable to the original purchaser.

3855-004741-001 REV | Operator's Manual
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Limitation of Liability

Leica Biosystems shall not be liable for any loss of use, revenue or anticipated
profits, or for any consequential or incidental damages resulting from the sale or use
of the products. The purchaser shall be deemed liable for any and all claims, losses,
or damages incurred by the use or misuse of the Leica Biosystems instrument by the
purchaser, its employees or others, following receipt of the instrument or other
items.

10
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Section 2

Unpacking and Installation

Inspect Packaging

The ThermoBrite and its accessories are delivered in one carton. If the instrument or
accessories have suffered any damage in transport, please inform your carrier
immediately.

NOTE: Save original shipping carton and foam inserts. Original packaging is required
for returns and service to prevent damage during transport.

Verify Contents

The package contains:
1 ThermoBrite
1 Line Cord
1 Operator's Manual
2 Humidity Cards

Installation Instructions

1. Place the ThermoBrite on a level surface suitable for laboratory instrumentation.

2. The ThermoBrite has an intake fan located underneath the instrument; ensure
no obstruction exists on the intake fan.

3. Ensure the ThermoBrite is placed at least 12" (30 cm) from the wall to allow for
proper cooling.

4. Position the ThermoBrite away from direct sunlight and sources of heat or cold.

11
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5. Verify voltage requirements located on serial number label on the rear of the
instrument.

6. Plugthe instrument into a grounded outlet supplying the voltage and frequency

indicated on the serial number label.

7. The main power switch is located on the rear of the instrument, next to the line

cord power entry module.

8. Installation is complete.

CAUTION: Plug the instrument into a properly grounded outlet supplying the voltage
and frequency indicated on the serial number label.

CAUTION: Outside of North America: Inspect that the supplied Line Cord has local
electrical compatibility. Installation outside of the USA: Use power cord with an
IEC320/CEE22 female connector and male connector suitable for the power outlet to
be used. Cord must meet standards.

12
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Section 3

System Overview

Principle and Intended Use

For in vitro diagnostic use in denaturation/hybridization of slide-based FISH
procedures

The ThermoBrite is a microprocessor controlled small bench top hot plate with
lid. The ThermoBrite allows storage of 40 programs, three operating modes,

C€ Fixed Temperature, Hybridization Only or Denaturation and Hybridization,
capacity for twelve slides and a maximum temperature of 99°C. The instrument
is UL/cUL listed and CE marked.

Keypad

ThermoBrite'

13
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Keypad Symbols and Definitions

Up Move cursor up; Enter character A-Z for program name

Move cursor down; Enter character A-Z for program

Down
name
Enter Accept or Enter
Backspace Move cursor back to previous screen
Q-IQ Stop End a program in process
C D 0.9 Enter numeric values for time and temperature or for
) program name
3855-004741-001 REV Operator's Manual
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Display Abbreviations

Abbreviation
PGM

Denat & Hyb
Denat Temp
Denat Time

Hyb Temp

Hyb Time

Hyb Only

Fixed Temp/Fxd

Audible Indicators - NORMAL
Single beep:
Two short beeps:

Five beeps:

3855-004741-001 REV
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Program

Denaturation & Hybridization
Denaturation Temperature
Denaturation Time
Hybridization Temperature
Hybridization Time
Hybridization Only

Fixed Temperature

All legal keystrokes.

Upon accepting afield and cursor has moved to
next field.

Completion of process.

Operator's Manual
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Section 4

Operating Instructions

Opening and Closing the Lid

A WARNING: The plate may be hot. Use caution and check temperature on display
before handling slides. Improper precaution can cause a burn.

NOTE: Depressions located on either side of the lid allow user to simply lift lid into

position. The lid should offer some resistance when opening. To close, reverse process.

Assure front is completely down and no obstructions prevent the cover gasket from
sealing on housing base.

Turning Unit On

The ThermoBrite main power switch is located on the rear panel. Assure unit is
plugged into agrounded outlet. Move switch to ON (I) position. Instrument will beep
to announce power has been turned on. Main Menu will be displayed when the
instrument has reached the defaulttemperature of 37°C.

Indicators on power switch: I=ON 0=0FF

Run a PGM

Edit a PGM

Create a PGM
Present Temp: 37°C

3855-004741-001 REV | Operator's Manual
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Run a Program

Turn uniton and wait for the Main Menu screen. Cursor highlights "Run a PGM" line.

Press "Enter” button to accept.

With the arrow keys, scroll through program numbers 1to 40/ program names.
Alternately, use the keypad to enter desired program number. If no programs have
been saved advance to programming section of this handbook. To accept, press
"Enter" button.

Enter PGM no.

or Scroll (arrows)

PGM 01 namexxxxxx

Display will confirm PGM number, name, incubation time(s) and temperatures. Cursor
highlights "Run PGM" line. Press "Enter" button to accept.

Hyb Only Denat & Hyb Fixed Temp
PGM 02 EBV PGMO1HER2 PGM 03 BAKE
Hyb: 55°C 01:30 82“C :05; 45°C 20:00 FIXED: 65°C
Run PGM Run PGM Run PGM
Main Menu Main Menu Main Menu

The display prompts to "Add Slides and Close Lid". Before adding slides, saturate two
Humidity Cards with distilled or deionized water, and insert into the inside lid. Now
place the slides to instrument, (see Humidity Cards). Move cursor to highlight "Start"
line. Press "Enter" button to run the program. To return to the Main Menu instead,
move the cursorto highlight "Main Menu" line and then press the "Enter" button.

PGM 02 EBV PGM 01 HER2 PGM 03 BAKE
Add Slides-Close Lid Add Slides-Close Lid Add Slides - Close Lid
Start Start Start
Main Menu Main Menu Main Menu
15
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Denaturation and Hybridization:

Display indicates presenttemperature of the slides.

PGMO1HER?2
**Heating**

Denat: 82°C :05
Present Temp: 42°C

Once temperature reaches denaturation set point, the ThermoBrite will beep twice
and denaturation time will count down from the settime.

PGMO1HER2
Denat in Process
Denat: 82°C 02:28
Present Temp: 82°C

The ThermoBrite will automatically cool to hybridization settemperature once
denaturation is completed.

Please W ait

Cooling to Hyb 45°C
Present Temp: 58°C

Hybridization time will count down from the settime once temperature reaches
hybridization set point.

Upon program completion the ThermoBrite will beep five times and the display will
show "PROCESS COMPLETE". Hybridization temperature will be maintained until
"End PGM/Main Menu" is accepted by pressing "Enter" button. Before pressing
"Enter" button, remove slides for further processing. If "End PGM/Main Menu" is
not accepted within the first minute of program completion, the ThermoBrite will
add the time accrued since completion of the original hybridization program to the
time of the original hybridization program to give the Total Time at the hybridization
temperature.

PGM 01 HER2

PROCESS COMPLETE

Total Hyb Time 21:05

End PGM/Main Menu 16

3855-004741-001 REV Operator's Manual
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Hybridization Only:

Display indicates presenttemperature of the slides.

Please Wait

Heating to Hyb 55“C
Present Temp: 45°C

Once temperature reaches hybridization set point, the ThermoBrite will count down
from the settime.

PGM 02 EBV HYB
Hyb in Process
55°C 01:30
Present Temp: 55°C

Upon program completion the ThermoBrite will beep five times and the display will
show "PROCESS COMPLETE". Hybridization temperature will be maintained until
"End PGM/Main Menu" is accepted by pressing "Enter" button. Before pressing
"Enter" button, remove slides from instrument for further processing. If "End
PGM/Main Menu" is not accepted within the first minute of program completion,
the ThermoBrite will add the time accrued since completion of the original
hybridization program to the time of the original hybridization program to give the
Total Time at the hybridization temperature.

PGM 02 EBV
PROCESS COMPLETE

Total Hyb Time 02:15
End PGM/Main Menu

17
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Fixed Temp:
Display indicates presenttemperature of slides.

Please W ait

Heating to Fxd: 65°C
Present Temp: 30°C

Once temperature reaches target, timer counts elapsed time.

PGM 03 APPL FIXED
Fixed Temp: 65“C
Reset Timer 01:18:10
End PGM/Main Menu

To end program, use the arrow keys to move to "End PGM/Main Menu" line and
press "Enter" button to accept.

NOTE: If ambient temperature is programmed the fan will continually cycle until the
program is aborted. The lowest temperature that may be programmed is ambient
+ 5°C or 30°C (whichever is higher).

NOTE: The temperature can be increased or decreased as the unit is running by using
the up/down arrows from the "Fixed Temp" line.

Abort Program in Process

To end a program in process press "STOP" button, three beeps will sound.

Use arrows to move cursor to "Yes" line and press "Enter" button to accept. The
program will continue to run until "Yes" or "NO" has been accepted.

NOTE: The ThermoBrite prompts, "Are You Sure?" This measure is to prevent
accidental disruption of a program in process.

18
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ABORTING!
Are You Sure?
No

Yes - Main Menu

Fan will turn on. If the slide temperature is above 37°C, the fan will cool to 37°C.

Slide Installation

Temperature uniformity across the heater is within 1°C of set point across all slide
positions. The ThermoBrite allows up to a maximum of 12 slides to be installed.
When prompted simply lift the lid and load the slide(s) onto the plate. The frosted
edge of the slides(s) should hang over the edge of the plate. Move the slide toward
the middle of the plate by positioning the slide(s) into the slide separator.

NOTE: Be sure the slide(s) rests flat on the heater plate before closing the lid or the
lid may break slide(s).

Humidity Cards

Located in the lid, Humidity Cards act to prevent evaporation of probe mixture
from prepared slides.

Instructions for use:

Saturate the Humidity Cards with distilled or deionized water (~13 mL for new cards).

19
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Instructions for re-use:

 Afterthe run has ended, keep the lid closed between runs to avoid drying out
of the cards.

» Do not reuse cards that have been dried out after initial saturation.
 Resaturate the cards before starting a new run.

e The amount of water needed to resaturate the card depends on the program
and the time in between runs.

« For each subsequent program, resaturate the cards with 3-10 m | to maintain
moisture.

e Cards should be replaced every 1-2 weeks as they will deteriorate over time
and with use.

Replacement instructions:

To replace cards, lift lid and remove. Slide card into slot positions and allow tabs in lid
to support cards.

may change the humidity and may decrease the intensity of the probe, potentially

,-\ CAUTION: Do NOT use paper towels or any other filter card in card positions. This
causing assay failure.

20
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Section 5

Programming

Overview

The ThernnoBrite is capable of storing 40 different programs. Each program can be
one of three program types:

. Denaturation and Hybridization (Denat & Hyb),
. Hybridization Only (Hyb Only) or
. Fixed Temperature (Fixed Temp).

Programming is simple. From the Main Screen, arrow down to "Create a PGM",
choose a program type and follow screen prompts to enter run times and set

temperatures. The ThermoBrite maintains settemperatures for the duration of the
protocol.

Run a PGM Select PGM Type
Edit a PGM Denat & Hyb
Create a PGM Hyb Only
Present Temp: 37°C Fixed Temp

NOTE: At the end of the program the display will show "Process Complete”. The
temperature will be maintained and the timer will continue to run until End
PGM/Main Menu is accepted by pressing "Enter"” button.

NOTE: If all 40 program numbers have been used "Create a PGM" line in the Main

Menu will no longer appear. An existing program must be edited, see "Editing a
Program™.

21
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Predefined Limits

Program Mode Temperature Range Timer Limits
Denature 50°C to 99°C 00:00-00:30 minutes
Hybridization Room temp: 30°C to 70°C 00:00 - 99:59 hours and minutes
Fixed Temp Room temp: 30°C to 99°C 00:00 - 99:59 hours and minutes

Creating a Denaturation and Hybridization Program (Denat & Hyb)

From the Main Screen, use the arrow keys to move cursor to "Create a PGM" and
press "Enter" button to accept.

Cursor highlights "Denat & Hyb" line; press "Enter" button to accept.
The ThermoBrite will advance to the next available program number.

The ThermoBrite allows the user to create a program name. The cursor highlights
the first name character position. Use the arrow keys to move through character set
and press "Enter"” button to accept the characters. All 10 character positions must
be filled. Press "Enter" button to accept blank characters. For numeric characters
use keypad 0-9.

Character set: A-Z; 0-9; period, - and blank ("Enter" button or move arrow)

The cursor will advance to "Denat Temp". With numeric keypad enter a two-digit
temperature value in degrees Celsius (50-99°C).

The cursor advances to "Denat Time". With numeric keypad enter atwo-digit time
value in minutes (0 - 30).

The cursor advances to "Hyb Temp". With numeric keypad enter atwo-digit
temperature value in degrees Celsius (30-70°C). The instrument allows a
temperature of 30“Cor ambient temp + 5°C (whichever is higher) for the lowest
hybridization temperature.

22
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For room temperature hybridization (ambient temp +5°C) enter the two-digit value

00.

The cursor advances to "Hyb Time". With the numeric keypad enter atwo-digit time
value in hours (0 - 99) followed by atwo-digit value in minutes (0-59).

The Display will now show entered program values. The cursor highlights "Enter to
Accept” line.

Denat: 82°C :05
Hyb: 45°C 20:00
ENTER to Accept
STOP to Abort

Press "Enter" button to accept the program values; or press "Backspace" button to
return to previous screen to modify program values; or press the "Stop" button to
abort.

Creating a Hybridization Only Program (Hyb Only)

From the Main Screen, use the arrow keys to move cursor to "Create a PGM" and
press "Enter" button to accept.

The cursor highlights "Hyb Only" line; press "Enter" button to accept. The
ThermoBrite will advance to the next available program number.

The ThermoBrite allows the user to create a program name. The cursor highlights the
first name character position. Use the arrow keys to move through character set and
press "Enter" button to accept the characters. All ten character positions must be
filled. Press "Enter" button to accept blank characters. For numeric characters use
keypad 0-9.

Character set: A-Z; 0-9; period, - and blank ("Enter" button or move arrow).

The cursor advances to "Hyb Temp". With numeric keypad enter atwo-digit
temperature value in degrees Celsius (30-70°C). The instrument allows a
temperature of 30°C or ambient temperature + 5°C (whichever is higher) for the

lowest hybridization temperature. For room temperature hybridization (ambient
temperature +5“C) enter the two-digit value 00.
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The cursor advances to "Hyb Time". With the numeric keypad, enter atwo-digit time
value in hours (0 - 99) followed by atwo-digit value in minutes (0-59).

The display will now show entered program values. The cursor highlights "Enter to
Accept” line.

PGM 02 EBV

Hyb: 45°C 01:30
ENTER to Accept
STOP to Abort

Press " Enter" button to acceptthe program values; or press "Backspace" button
to return to previous screen to modify program values; or press "Stop" button to
abort.

Creating a Fixed Temperature Program (Fixed Temp)

From the Main Screen, use the arrow keys to move the cursor to "Create a PGM"
and press "Enter" button to accept.

With the arrow keys, move the cursor to "Fixed Temp" line and press "Enter" button
to accept. The ThermoBrite will advance to the next available program number.

The display will now show entered program values. The cursor highlights "Enter to
Accept" line.

The ThermoBrite allows the user to create a program name. The cursor highlights
the first name character position. Use the arrow keys to move through character set
and press "Enter" button to accept the characters. All 10 character positions must be
filled. Press "Enter" button to accept blank characters. For numeric characters, use
keypad 0-9.

Character set: A-Z; 0-9; period, - and blank ("Enter” button or move arrow).

The cursor advances to "Fixed Temp". With numeric keypad, enter a two-digit
temperature value in degrees Celsius (30-99°C). The instrument allows a
temperature of 30"C or ambient temperature + 5°C (whichever is higher) for the
lowest fixed temperature. For room temperature fixed (ambienttemperature + 5°C)
enter the two- digit value 00.
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The display will now show entered program values. Cursor highlights "Enter to
Accept" line.

PGM 03 APPL
Fixed: 65“C
ENTER to Accept
STOP to Abort

Press "Enter" button to accept the program values; or press "Backspace" button

to return to previous screen to modify program values; or press "Stop" button to
abort.

Editing a Program

From the Main Screen, use the arrow keys to move the cursor to "Edit a PGM" and
press "Enter" button to accept.

With the arrow keys, scroll through the program numbers 1to 40/ program

names. If no programs have been saved, advance to programming section of this
manual. To accept, press "Enter" button.

Enter PGM no.

Or Scroll (arrows)

PGM 01 HER2
The cursor highlights existing program type: "Denat & Hyb", "Hyb only" or
"Fixed Temp". Press "Enter"” button to accept existing program type or use arrow

keys to move the cursor to a different program type. Press "Enter" button to accept.

Use the numeric keypad to enter new values for Temperatures and/or Time. The
procedure and limits are the same as those for creating a program.

NOTE: The ThermoBrite allows 40 programs to be entered and stored. Once all
program numbers have been used, an existing program must be edited.
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Section 6
Maintenance
Overview

Leica Biosystems recommends that instrument operators perform periodic
inspections and maintenance on all Leica Biosystems instruments. Contact Leica
Biosystems's technical support department or distributor if, at any time, the
instrument is not functioning properly. Contact Leica Biosystems's technical support
or distributor for more information.

WARNING: Unplug the ThermoBrite from the wall outlet before performing
maintenance.

CAUTION: Do not expose the ThermoBrite to strong or concentrated acids, bases,
esters, aromatic or halogenated hydrocarbons, ketones or strong oxidizing agents.

Cleaning
The ThermoBrite is supplied with aremovable slide separator.
To remove, pull the separator back releasing the top from its holder (the
separator is spring loaded to hold it in position).
Lift the slide separator up and remove from spring holder at bottom.
Set on the bench top.
Clean the outside surfaces and switch overlay panel with awater-dampened
cloth and mild detergent.
Clean the inner surface with a mild detergent, and if necessary, adisinfectant,
wiping surfaces with a dampened cloth using 70% alcohol or 10% bleach
solution.
To replace a damaged or lost slide separator, contact customer service.
REF 3801-004928-001 - Assy Separator
26
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CAUTION: Do NOT use harsh abrasives or scouring pads, this will scratch the heating
surface.

Fan Filter

The fan filter, located on the underside of the ThermoBrite, should be removed from
the ThermoBrite, rinsed with water and air-dried as needed. When dry, reinsert fan

filter back into the underside of the ThermoBrite.

Temperature Verification

Leica Biosystems recommends users verify temperature of the ThermoBrite with the
ThermoBrite Temperature Verification Kit. The ThermoBrite Temperature
Verification Kit is available as an accessory to the ThermoBrite, and is purchased

separately.

REF| 3800-006418-001 - ThermoBrite Temperature Verification Kit
The ThermoBrite Verification Kit is a digital thermometer with a Type K
thermocouple attached to a standard glass slide. Users should adhere to local

guidelines for frequency of temperature verification.

Temperature Verification Kit Instructions For Use:

I. Insertthe battery perthermometer user guide to activate the digital
thermometer.

2. Insert the Type Kthermocouple into T1 digital thermometer; be sure the +/-
match up on both the meter and the thermocouple. Referto the thermometer's
user guide for additional information.

Insert two humidity cards into the ThermoBrite lid and saturate the cards with
distilled/deionized water.

Place the glass slide onto the ThermoBrite with the thermocouple facing up,
making sure the glass slide is in full contact with the hot plate.

Close the ThermoBrite cover.

Turn on the digital thermometer by pressing the button with the red circle.

Turn on the ThermoBrite and allow the ThermoBrite to warm up for 30 seconds.
Setthe ThermoBrite temperature to afixed temperature.

Once the fixed temperature is reached, wait up to 2 minutes for the temperature
to equilibrate.

10. Repeat steps 8 and 9 to measure different temperatures, if desired.

Il. The temperature readout on the digital thermometer should be within +/- 1°C of
the ThermoBrite display.
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CAUTION: If the temperature readout on the digital thermometer is not within +/-
1°C, contact your local technical support.

NOTE: The ThermoBrite Temperature Verification Kifs digital thermometer should
be recalibrated per manufacturer recomendations. Refer to thermometer's user
guide for more information.

Service

There are no user-serviceable parts except for fuses and the cover gasket. Refer all
other service to technical support. Reference the Leica Biosystems Warranty for
further instruction.

Decontamination is required before returning instrument for service

Any instrument or accessory containing accumulated blood and/or other biological
or chemical deposits must be cleaned prior to shipment to the manufacturer/dealer
for service. This decontamination is required by Federal Law (Title 48 and 49 of the
Federal Regulations) and in accordance with the Environmental Protection Agency's
Regulations for Biohazard Waste Management. Leica personnel cannot perform this
decontamination.
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Fuses:

REF 3801-004915-001 Fuse 3.0 A (120V)

REF 3801-004915-002 Fuse 1.6A (240V)

Fuses are located in the rear of the ThermoBrite between the main power plug and
the On/Off switch.

Fuse Drawer Fuse(s)

Fuse Replacement instructions:

Unplug the ThermoBrite. Use a small flat screwdriver to carefully disengage the two
snap-locks securing the fuse holder. Remove the fuse holder and inspect the type
and value of the fuse. Replace existing fuse(s) with the same type and value. Insert
the fuse drawer and push until two snaps are heard.

Cover Gasket:
REf13801-004931-001 Cover Gasket
The cover gasket is located on the underside of the lid.

Cover Gasket Removal Cover Gasket Insertion

3855-004741-001 REV Operator's Manual
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Cover Gasket Replacement Instructions:
Remove the existing cover gasket from the groove in the lid underside. Insert the
new cover gasket with fingers. Be sure it is properly seated in the groove.

Troubleshooting Guide

Issue

Unit does not turn on or no power

Poor results on slides

Temperature on display does not
match surface temperature of

slides

3855-004741-001 REV |
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Possible Cause/Remedy
Check both cord ends are plugged in

Check fuses located on rear panel next to On/Off switch
If necessary, replace with same type and value (see label
on back of instrument)

If not resolved, contact technical support

Verify programmed protocol against probe manufacturer's
recommendation

Ensure Humidity Cards are in place and saturated with
distilled or deionized water

Humidity Cards should be replaced every 1-2 weeks as
cards cease retaining water

Verify the ThermoBrite is heating using the Temperature
Verification Kit

Ensure lid is properly closed and verify that the cover
gasket seal is properly seated and free of damage

Ensure the ThermoBrite has the proper amount of
ventilation clearance

Ensure the fan filter is clean and free of debris

Ensure the plate is clean, allowing the slide full contact
with the plate

Clean the slide heating plate with 70% ethanol or 10%
bleach; remove any sealant/rubber cement

Ensure the thermometer used to verify the temperature
has current calibration

If not resolved, contact technical support
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Issue

Cannot set temp above
705C

Can't find "Create a

Program™
Keypad not functioning

properly

Fligh temperature error

Loose cover gasket

Possible Cause/Remedy
Verify the program mode, you cannot exceed preset limits
Denature Limits: 50-99°C, 00:00-00:30 minutes
Flybridization Limits: 30-70°C, 00:00-99:59 hours and minutes
(Note: hotplate will hold 37°C after protocol end)
Fixed Temp Limits: 30-99°C, 00:00-99:59 hours and minutes

If the maximum of 40 programs have been stored, only an
existing program can be edited.

Contact technical support

Ensure there is no obstruction of the fan on the underside of the
unit
Ensure the unit is positioned a minimum of 12" (30 cm) from the
wall

Ensure the ambient temperature is not greater than the lowest
programmed temperature, + 5°C

If not resolved, contact technical support

Ensure rubber cement/sealant is not causing cover gasket to
stick; clean and reinsert gasket

Replace with a new cover gasket

Audible Indicators - ERROR

Three short beeps:

Low tone beep:

Continuous beep:

Error Messages

Entering of illegal or non-functioning keystrokes.

Attempt to enter a value out of acceptable range.

Instrument is not performing within acceptable range or
program condition. Turn off main power and restart. If beep
continues, discontinue use and contact technical support.

If the instrument cannot achieve a settemperature by heating within 10 minutes an error
message appears to inform userto turn unit off and call service. A constant beep will

sound.

SYSTEM ERROR!
TURN UNIT OFF!
CALL SERVICE

3855-004741-001 REV |
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If the instrument cannot measure the temperature, the software will automatically
turn off the heating. An error message will appear to inform the userto turn off the
unit and call service. A constant beep will sound.

High ambient temperature condition:

The instrument will attempt to achieve process settemperatures. However, if the
cooling fan cannot achieve the settemperature within 10 minutes, an error message
will appear to inform the userthat the ambient temperature is high. A constant
beep will sound. The counter will continue to count. The present temperature will
be displayed. Hitting the "Stop" button will allow the userto abort the process. A
new screen will be displayed asking user if they are sure they want to abort.

For Hyb Only:

Please W ait

Cooling to Hyb --°C

Present Temp --°C

("Ambient Temp High! Flashes

alternately on this line)

For Fixed Only:

Please W ait

Cooling to Fxd --°C

Present Temp --°C

("Ambient Temp High! Flashes
alternately on this line)

Abort Screen Message:

ABORTING!
Are You Sure?
No

Yes - Main Menu
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If the ambient temperature changes during a process and causes the instrument
process set temperature to change beyond the +/- 1°C specification for more than
two minutes, a message will appear to inform the userthat the ambient
temperature is high. A constant beep will sound. The counter will continue to count.
The present temperature will be displayed. Hitting the "Stop" button will allow user
to abort the process. A new screen will be displayed asking user if they are sure they
want to abort.

For Hyb Only:
PGM - namexxxxxx

Hyb In Process ("Ambient Temp
High!" flashes alternately on this
line)

Hyb-°C

Present Temp: -°C
For Fixed Only;

PGM - namexxxxxx

Fxd Temp --°C ("Ambient Temp
High!" flashes alternately on this
line)

Reset Timer 00:00:00

End PGM/Main Menu

Abort Screen Message:
ABORTING!
Are You Sure?

No
Yes - Main Menu
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If the ambient temperature changes after a process is completed, but before the
user removes the slides and causes the instrument process set temperature to
change beyond the +/- 1°C specification for more than two minutes a message will
appear to inform the user that the ambient temperature is high. A constant beep
will sound. The counter will continue to count. The present temperature will be
displayed. Hitting the "Stop" button will allow userto abort the process. A new

screen will be displayed asking user if they are sure they want to abort.

For Hyb Only:
PGM - namexxxxx
PROCESS COMPLETE ("Ambient
Temp High!" flashes alternately on
this line)
Total Hyb Time
End PGM/Main Menu

Abort Screen Message:

ABORTING!
Are You Sure?
No

Yes - Main Menu

NOTE: If 40 programs have been created or edited the software will blank out the
"Create a PGM" mode on the main menu screen. This will only allow users to edit
existing programs.

Run a PGM
Edita PGM

Present Temp:--°C
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Section 7

Specifications

Product No.
Model No.
Capacity

Temperature Range

Processing Time
Number of Programs
Ramp Time
Cooling Time

Electrical

Dimensions

Environmental

3855-004741-001 REV
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3800-004852-001 3800-004852-002
5500-12 5500-24
Up to 12 slides
30°C -99°C
Lowest programmable temperature is 30°C or ambient
temperature+5°C (whichever is higher)
00:00 - 99:59 hr:imin
40
37-95°C in less than 3 minutes
95-45°C in less than 6 minutes
120 VAC 50/60 Hz (5) 3.0 A 240 VAC 50/60 Hz @ 1.6 A

Depth 45.1 cm/17.8 in
Width 22.8 ¢cm/9.0 in
Height 13.5 cm/5.3 in
Weight 6.5 kg/14.3 Ib

Indoor Use
Altitude up to 2000m
Temperature 15°C to 40°C

Maximum relative humidity 80% for temperatures up to 15°C
decreasing linearly to 50% relative humidity at 40°C

Main supply voltage fluctuations not to exceed +/-10% of the

nominal voltage transient over-voltages according to installation

category Il Pollution degree 2
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Biohazard References

NCCLS. "Protection of Laboratory Workers from Occupationally Acquired
Infections; Approved Guideline-Second Edition." NCCLS document M29-
A2 [ISBN 1-56238-453-8]. NCCLS, 940 West Valley Rd, Suite 1400, Wayne,

Pennsylvania 19087-1898 USA, 2001.

CDC. Recommendations for prevention of HIV transmission in health care

settings. MMWR (Suppl. No. 2S):2S-18S, 1987.

3. CDC. Updated: US Public Health Service Guidelines for the Management
of Occupational Exposures to HBV, HCV and HIV and Recommendations
for Post Exposure Prophylaxis. Appendix A and B. MMWR 50 (RR-11): 1-
42, June 29, 2001.

4. NCCLS. Fluorescence in situ Hybridization (FISH) Methods for Genetics;
Approved Guideline. NCCLS document MM7-A (ISBN 1-56238-524-0).
NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-
1898 USA, 2004.
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S
SAfELY....ic 3
Selecting a protocol to run.............ccccveeeenn. 15
SEIVICE. .e et 28
Slide carriers 19
Slide installation 19
SPECIfICAtIONS. .....ccoovveee i 35
SYMBOIS. ... 5
SYSLEM OVEIVIEW. ...ttt 1
T
TeMP. s 16
Temperature requirements 16
Temperature verification..............cccccvvvneeen. 27
Troubleshooting guide...............cccvvvveeeeeiinns 30
Troubleshooting by symptoms...................... 30
Turning unit on 14
u-v
Unpacking 9
Verify CONtents..........ceevevieeiiiiiie e 9
W-X-Y-Z
WarniNgS. ......ceeveiiieieeiieee e 3
Warranty,.......ooveveeiiiiiinn e 7

CEpartner4U
Esdoornlaan 13
3951 DB Maarn

Manufacturer
Leica Biosystems Richmond, Inc.
5205 Route 12

: The Netherlands
Richmond, IL 60071 IV D EC REP
USA CC 31(0) 6516536 26
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PyKoBOACTBO M0JIb30BaTeNsi NpegHasHauyeHo TONIbKO A4/18 nosib3oBaTeneit Poccuiickoii depepaumn

ThermoBrite

CucTtema gna geHatypauum v ru6punamnsaulmnm Ha
npegMeTHbIX CTeKknax

PykoBOACTBO NOJib30BaTens
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PykoBoACTBO MnoJsib3oBaTtesns

ThermoBrite

Homep mogenun S500 - 24

[nsi nabopaTopHOI ANArHOCTUKM in vitro

REF 3800-004852-001 ThermoBrite Cwuctema pgna pgeHatypauumu
rmoépuansaunm Ha npeamMmeTHbIX cTeknax 240V

REF 3800-004970-001 Monocka KOHTpONS BAaxHocTu, 10 wT/ynak

Copyright 2013 Leica Biosystems - Bce npaBsa 3aLiuLieHbl
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OrnaBneHue

Kak Mcnosib3oBaTb 3TO PYKOBOACTBO
Mepbl NPefoOCTOPOXHOCTN U NpeaynpexaeHuns
YcnoBHble 0603HaYeHns
KoHTakTHas nHgopmanms Leica Biosystems
YNOSHOMOUYEHHbIA eBponenckuii npeAcTaBnTeNb
MNponseoanTenb
Paspgen 1
FapaHTwHA
Paspen 2
PacnakoBka 1 ycTaHOBKa
MpoBepka ynakoBKu
MpoBepka coaepXmMmoro
Muctannauyunsa
Pa3pen 3
0O630p cucTembl
MpuHunn pa6boTbl M HA3HAYeHMEe NCNONb30BaHMUA
Knasunatypa
CumMBObl " onpepneneHunsa
A66peBnaTypbl Ha gucnnee
3BYyKOBble cuUrHasnbl - Hopma
Paspen 4
NHCTpYKUumK no paboTe
OTKpbITUE N 3aKpbiTUE KPblL KN
BkniouyeHue npubopa
BbinonHeHne nporpamMmbl
MpepblBaHNe BbINOTHAEMOW NporpamMbl
YcTtaHoBKa npegoMeTHbIX CTeKOoN

YBnaxHsawuWmne nonocku

© O N N o oo oo g W

©
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Pa3pen 5
MporpammupoBaHune_
0630p

MpeaenbHble 3HAYEHUS

Co3gaHne nporpaMmbl geHatypauuum n rubpugnsaynm (Denat & Hyb)
Co3gaHne nporpaMmMmbl Tonbko rmbpugusaunm (Hyb Only)
Cos3faHue nporpamMMmbl hukcupoBaHHol Temnepatypbl (Fixed Temp)_

PepakTupoBaHue Nporpammbi

Paspen 6

O6cnyxuaHue”
O630p
Ouunctka
KoHTpoNb TemnepaTtypbl.
O6cnyxuBaHue
PyKoBOACTBO N0 YyCTPaHEHU Henonagjok.
3BYKOBble CUTHaNbl - OWKN6KN
Coob6wW,eHNA 06 owmnbBKaAX
Paspen 7
XapaKTepucTuKkn_

Ccblnku
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Kak 1cnonb3oBaTth 3T0 PYKOBO/ACTBO

370 PYKOBOACTBO BMECTE C MHGOpPMaymMed, cogepxauweics Ha cumpsonax npubopa,
[a€T NONb30BATENI NONHYKH UHDOPMALMI, HEOBXOAUMYI ANS paboTsl U

00cnyXuBanma cucrTems ThermoBrite,  --r-eeevmemene 0 ciiiiiiians

Mepol MpegoCTOPOXHOCTU A NPEAYNPEXNEHUA NEPEUYNCAEHH B paMKax C
CAMBONAMM CNEBA OT TeKCTa, MPUMEYAHNA TAKKe Bbl J€NF0TCA UBETHL MU
pamKami,

Mepbl NPeaoCTOPOXHOCTU 1 NpeaynpexaeHuns

NMPEAYNMPEXAEHWE yka3biBaeT Ha NOTeHUMaNbHO ONacHYl cuTyauunto, kotopasa MoxeT
NPpUBECTU K TAXeNoi TpaBMe, CMEPTU NnepcoHana nabopaTtopun n 4pyrnx BO3MOXHbIX
Cepbe3HblX NOCAeACTBUAX, CBA3AHHbBIX U UCMNOMIb30BaAHMEM WAN HENPaBU/IbHbIM

ncnonb3oBaHnem npubopa.

NMPEAOCTEPEXEHWE nHdopmupyeT nonb3oBaTenss 0 BO3MOXHbIX npo6nemax c npubopom
npu ero UCNOMb30BAHUU WAU HENPAaBUNbHOM MCNONb30BaHWKU. Takn Npo6aemMbl BkAOYaT
HeucnpaBHOCTb Npubopa, c6oii B paboTe npubopa, NoBpexXaeHne npubopa uUnnm Apyrow
co6CTBEHHOCTUN. TaKkxXe BKAOYAT Mepbl NPeAOCTOPOXHOCTU ANA NMpefoTBpal eHuns

onacHocCTu.

Moxanyicta, yaenute BHUMaHue n cnepyiite ykazaHusm M CUMBOIAM, Takxe Kak U
cTaHAapTHOW nNa6opaToOpHOW NpakTUKe B COOTBETCTBUM CO CBOMMMW BO3MOXHOCTAMMU U
MECTHBIMU peryinpytwuMmy npasmnamu. Taénumya HUXe COAEPXUT CNUCOK BCEX MOMETOK

CAUTION/WARNING (BHUWMAHWE / NPELYNPEXAEHWE) gnsa cuctembl ThermoBrite.

NMPEAYMNPEXAEHWE - Mopaknioyakite npubop TONbKO K COOTBETCTBYHOLW el 3a3eMEHHON
CeTeBOll PO3ETKE C HAMPSAXEHWEM U YacTOTON, yKa3aHHbIMU HA 3TUKETKE C CEPUHbIM

HOMEpOM Ha kopnyce npubopa.

Tilpepgynpexgeuve: 3a npegenamu CesepHoil AMepuku: nposepbTe Npunaraembl i
WHYP NUTAHUA HA COBMECTUMOCTL CMECTHOM 9NEKTPOCETbIO. YCTAHOBKA 32
npegenamyu CWA: nenonb3yite ceTeBoid Kkabenv ¢ poserkoid IEC320/CEE22 w
NOAXOAAW M wrekep. LW Hypbl ZOAXHbH 6biTb CTAHZAPTHEI MU,

3855-004741-001 REV PYyKOBOACTBO Nofib3oBaTens
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BiGSYSTiMS

BHUMAHWE - OTknounTe ThermoBrite oT ceTeBOli po3eTkn nepes BbiNOMTHEHNEM

o6cnyxXuBaHma.

MPEAYTIPEXXAEHVE - HE suigepxusaiite ThermoBrite B cpege CuibHbIX Un
KOHLEHTPUPOBAHHBIX KNCNOT, OCHOBaHWIA, 3pMPOB, apOMATUUYECKUX U FaNOTeHU3MPOBaHHbIX

yrnesoaopoaoB, KETOHOB UAU CUNMbHBIX OKUCNAK LW NX areHToB.

BHMAHWE - O6uiuHbie npeaocTOpoXHOCTN AOMKHbLI BbLINOMAHATLCA ANA BCeX Npo6,

HEe3aBUCUMO OTTOTO, U3BECTHO NK, YTO Npo6a COAEPXUT UHM EKLNOHHbLIA areHt. (CmoTpute

nntepaTypy)

BHVMAHWIE - PUCK 31EKTPOLLOKA: Mpu6op HE COAEPKMUT Y4ACTU, 06CNYXNBAEMbI €
nonb3oBaTenem. CHTMe Kopnyca BeAeT K BO3MOXHOCTI KOHTakTa C NOTeHLWanbHO
CMepTenbHbLIM HanpsxeHueMm. lnA cepBuca o6paujaiiTech K KBaNUtULUPOBAHHOMY

CepBUCHOMY mepcoHany.

BHUMAHWE-T opAYas NOBEPXHOCTb: BHyTpeHHMEe NOBEPXHOCTM nMpubopa MoryT 6biThb
FTOPAUYNMMWN, 6yabTe OCTOPOXHbBI AN NpeAynpexXjeHna NoTeHUManbHOro oxora.

>

BHAMAHVEE - He ucnonbsyiite 6ymaxHblie candeTku nam apyrue duabTpbl B NO3MLMUN
KapTouyek. 3TO MOXeT NPUBECTM K MU3SMEHEHMID BIAXHOCTM M MOXET yMeHbWaThb

3PP eKTUBHOCTb 30HAA, W NOTEHUNANbLHO GbITb NPUYNHOW HENPABU/bHBIX PE3yNbTATOB.

BHAMAHVE - Moxanyitcta, wmcnonb3ydTe cuCTeMy, Kkak MNpPefHA3HAYEHO.
HenpaBuabHoe #ucnonb3osaHue cuctemsl ThermoBrite moxerT ObiTb NPUYNHONM
NOBPEXAEHUA CUCTEMb, HETOYHbI X PE3YNbTATOB, NAW BECTH K NOTEpPE rapanTum,

3855-004741-001 REV PyKoBO/ACTBO NOMb30BaTens
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Huxe npueefeH CnucoK CAMBONOB, NCNONb3YEMbI X Ha 3TUKETKAX U3JENNA
WUHCTPYMEHTE, a TAKXE UX 3HAYEHUE.

Symbol Meaning Definition

KatanoXHulii Home
P 0G03HaYeHne NPOAYKTA [ KATANOXHOTO HOMEpaA

REF

MpegocTepexenue/me WHbopmauus o Npeaynpex jeHuax u mepax

Pa NPEAOCTOPOXHOCTH NpefoCcTOPOXHOCTU, MPOUTUTE MHCTPYKIU MK
BHUMATENbHO

Buonoruyeckas WHhopmayus o npeynpexgeHusx u mepax

0NacHOCTh NpefoCTOPOXKHOCTH, NPOYTUTE MHCTPYKUMK

BHUMATENbHO

WHDOpMAaUUs 0 Mpeaynpex feHuax u mepax
NpesocTOPOXHOCTH, MPOYTUTE MHCTPYKLAK
BHUMATENbHO

MpegocTepexenie, puck
ANEKTPOW OKa

MpepocTepexeHue, WHdopmaLuns o Npejynpex feHuax n mepax
A TOpAYan MOBEPXHOCT NPeAoCTOPOXKHOCTH, MPOYTUTE HHCTPYKL IO
BHUMATENbHO
YNONHOMOYEHHbI W NpegcTasutens Eponeiickoro
EC REP EC npegcrasurent Co06Ww ecTsa
[n8 MCnonb30BAKMA in YTOuHeHne 06 ucnonb30BaHui TONLKO 4AA in Vitro
VD vitro BUATHOCTHKH
SN Cepuitholit Homep WHOopMauna 0 CepUiAHOM HOMEPE UHCTPYMEHTA
MI MponssBognTEND WHdopmayms o nponssoguTene
CooTBETCTBUE AUPEKTHBE
C€ EComMegnunHCcKOM WHoopmauna o cooTseTcTBun gupektuse ECo
obopypoBaHum gna MELWUNHCKOM 000PYROBAHUM ANA ANATHOCTUKY in

LUarHocTukw invitro (IVD)  vitro (1VD)

3855-004741-001 REV PyKOBOLCTBO NONb30BATENSA
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BIOSYSTiMS

KoHTakTHaa MH(opmaumsa Leica Biosystems

OuveHb 6ONbWOE 3HAYEHUE JNA HAC UMEET MHEHNE W BKNAJ KANEHTOB
KoMMEHTApnu OTHOCUTENbHO 3T0T0 PYKOBOACTBA CNEAYET OTNPABAATL NO ajpecy:
Leica Biosystems Richmond, Inc.

5205 Route 12

Richmond, IL60071

USA

Website: www.LeicaBiosystems.com

North America Phone Contacts:
Customer Service: 1-800-248-0123
Technical Support: 1-800-248-0123

3anpepenamu CepepHoW Amepuke, cBAXMTECH C Bawwum
PETUOHANbHHM JUCTPUOBLIO TOPOM.

YNONMHOMOYEHHbIN npeactaBuTeslb B EBpone ec | Rep

CEpartnerdy
Esdoornlaan 13
3951 DB Maarn
The Netherlands
+31 (0)6516536 26

N3rotoBuTenb
Leica Biosystems Richmond, Inc.
5205 Route 12
Richmond, IL60071
USA
1-815-678-2000

3855-004741-001 REV | PYKOBOLCTBO NMonb308aTens
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Paspgen 1
[apaHTnA

lapaHTUs Leica Biosystems

Komnanwa Leica Biosystems rapaHTUpyeT 0TCyTCTBUE AedeKTOB MaTepuana
Wiwny  WM3rOTOBAGHMA 3TOr0 ycTpoWcTBA NPU HOPMANLHOM WMCNONBL3OBAHUM U
06cnyxnBaHun B TeveHue pgeeHapguatu (12) mecAues ¢ JaTel YyCTaHOBKM UNM
TpUHaguaTtu (L3) mecAaues ¢ JaTb J0CTABKM, B 3aBUCUMOCTU OT TOrO, YTO HACTyNUT
paHbwe. OTcyTcTBME RedeKkTOB MaTepuana M/MAM U3TOTOBNEHUA NPUHALNEK HOCTEI
TapaHTUpyeTcs NPU HOPMANbHOM UCNONL3IOBAHUM U O0B6CAYXMBAHUM B TeueHMe
YKa3aHHOro B We cpoka. Komnanwa Leica Biosystems Ha cBOe ycMoTpeHue 6yfer
OCyLiecTBASTL PEMOHT UNM 3aMEHY N 6L X annapaToB MAW feTaneil, Ha KOTOpbL €
pacnpocTpaHAeTcd 3Ta rapaHTMA, B cayyae ux Bo3gpara komnawun Leica Biosystems
WonpefBApUTENbHOR ONNATL A0CTaBKUM. Ha OTPEMOHTMNPOBAHHbLIE UNU 3AMEHEHHDb €
WHCTPYMEHTH , MNOCTaBAAEMb e COTNAaCHO 3TOW rapaHTun, [eiACTBYeT TOMbKO
0CTABWAACA YaCTh OPUTMHANLHOM rapaHTUM; PEMOHT HE NPEepbLi BAET W He NPOANEBAET
pedcTBue 3TOM rapaHTum. AN NONYyYeHUR MHAOpPMAaymum 06 yCcnoBUAX rapantuun 3a
npegenamu CLLIAoGpaTutech KYyNONHOMOUYEHHOMY AUCTPUObIOTOPY KOMNAHUK Leica
Biosystems. TapaHWTus, npegocTasnfemas KomnaHued Leica Biosystems, He
PAacCNpPOCTPAHALTCA HA MHCTPYMEHTH , NOBPEX JEHHbBIE B PE3YyNbTATE HENPABUALHOTO
MCNoONbL3IOBAHUS, HebBpexHoCTH, HECYacTHOro cnyyasn, a Takxe
HeCAHKUWOHNPOBAHHOTO PEMOHTE, BHECEHUR WMIMEHEHWUA UNM  HENpasBuAbHOil
YyCTAHOBKM,

Komnanwna Leica Biosystems He npefocTaBnAeT HUKaKUX ZPYyrux rapantuil,
NOMMUMO yKa3aHHb X BITOM JOKYMEHTEe. 37Ta ABHAA rapanTus 3amensaeT co6oil nibolie
Lpyrne SBHLIe MAM NOApasymeBaeMbi e rapaHTuu,. Tokynartenb cornawaerca ¢
OTCYTCTBUEM TrapaHTWM NPUTORHOCTM ANR  NPORaX#n AAM  NPUTORHOCTM ANA
ONPEReNneHHON Lenmn, a TakKe COTCYTCTBUEM APYrMX CPeLCTB NPABOBOW 3aW UTL UAM
ABHbLI X UNW NOAPA3YMEBAEMb X rapanHTUi, KOTOPH & BLIXOAAT 38 PAMKN, ONUCAHHbLIE B
TeKCTe COrnaWweHus. Hukakue areHTsl MAM COTPYAHUKN Komnawuu Leica Biosystems
He YyNONHOMOYEHH NpeaoCTaBAfATL Ni6Obe Jpyrue rapaHTuuw WAW NPU3HABATbL
OTBETCTBEHHOCTL KOMMNaHuu Leica Biosystems, 3a MCKNIO YeHUEM BbiWEU3INOXKEHHOTO,
J7a rapaHTNA NPeROCTABNALTCA TONLKO U3HAYUANLHLIM NOKYyNATEnAM.,

3855-004741-001 REV PykoBogcTBO Nonb30oBarens
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OrpaHnyeHne OTBETCTBEHHOCTU
Komnanwg Leica Biosystems He HeceT OTBETCTBEHHOCTb 3a yTparty

BOSMOXHOCTY aKCNAyaTaluyu, NOTep SOXO[a N OKMZaeMoil npuboinm, aTakke 3a
Nl Gbie KOCBEHHbBE WMAM CAyyalHble yObTKM B pe3ynbrare MNPOAaxX#M unn
MCNONb30BaHWA W3genuit. MokynaTenb HeceT OTBETCTBEHHOCTb 33 Nl 6bie W BCE
NpeTeH3uu, YO TKU MNU yuwepl, NMOHECEHHbB e B Pe3ynbTaTe MCNONbIOBAHUA UMY
HenpaBWNbHOTO NCNONL30OBAHMA MHCTpymeHTa Leica Biosystems nokynatenem, ero
COTPYSHUKAMU WANM APYTUMU NULAMMU NOCAE NONYYEHUS MHCTPYMEHTA WUAN APYyrux

INEMEHTOB.

3855-004741-001 REV PYyKOBOACTBO NONb30BATENA
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Pa3nen 2

PacnakoBKa ¥ ycTaHOBKa

Mposepka "NaKOBKVF  -------mmmemmmeev

ThermoBrite u NPUHAANEXHOCTU K HEMY JOCTABNAWTCA B KAPTOHHBIX
ynakoBKax. ECnu WHCTPYMEHT W MPAHAANEX HOCTH GbHINM NOBPEXKJEHH NpU JOCTABKE
BTPAHCNOPTE, HEMENEHHO WHDOPMUPYTe 06 3TOM CBOEGr0 MEPeBO3YNKa,

Mpumedanune: X PaHuTe OpUTHHANbHbL € KOPOGKY # NeHONAACTOBL € BCTABKU, OHM
noTpebyw TCcs npu BO3BPATE WAM TPAHCMOPTUPOBKE ANA CEPBUCHBI X paboT.

[poBepKa coaep>XMmoro

KonuyecTtBo YnakoBOYHbIN NUCT
1 ThermoBrite
1 WHyp nutanusa
1 PYyKoBOACTBO NONb30BATENSA
2 MONOCKM KOHTPONA BAAXHOCTH
YcTtaHOBKa

1. MocrasbTe ThermoBrite HAa rOpU3OHTANbHYK NOBEPXHOCTL, YA06HYK AN4
paboTe nabopaTopHOro ob6oOpysOBAHNA.

2. ThermoBrite umeeT BHYTPEHHUH BEHTUAATOD NOJ MHCTPYMEHTOM,
yOEAUTECH, YTO HET HUKAKAX MPEenaTCTBAMN LNA ero paboTs,

3. YGegutech, yto ThermoBrite HAXOAMTCA Kak MUHUMYM B 30 CM OT CTEHb £N4
06ecneyenHns Hagnexauwero oxnax jenus.

4. YGegutecs, yTo ThermoBrite HegoCTyneH A4 NPAMOTO CONHEYHOTO CBETA U
DACMONOKEH HA JOCTATOYHOM YLANEHUI OT ACTOUHUKOB TENNA W X004,

3855-004741-001 REV PykoBOoACTBO Nonb3oBaTens
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5. MNpoBepbTe TPeOOBAHMA K HANPAKEHUIO. OHN yKa3aHb PAJZOM CCEPUAHL M
HoMmepom npubopa Ha 3afHeEd NaHENH NHCTPYMEHTA.

6. MoAKMNOYMTE NPpUOOP KCOOTBETCTBYH el poseTke.

7. BKNoYatenb HAXOANTCH Ha 3afHed MaHeNnw WHCTPYMEHTA PAJZOM CTHE3LOM AN
WHypa nuTanug.

8. Wucrannqumua 3asBeplena

MpepocTtepexeHue: MOAKNW0 YalTe NPUOGOP TOABKO K COOTBETCTBY O L el
A 343eMNEHHOW CeTeBO/ PO3ETKE C HAMPAKEHMEM 1 YacTOTOR, 0603HAYEHHB MU Ha
ATHKETKE C CEpUAHLIM HOMEPOM Ha Kopnyce npubopa.

MpepgocTepexeHue: 3a npegenamu CeBepHOA AMepuKN: NPpoOBEpbTE NpUAATALM bl
WHYP NUTAHWA HA COBMECTUMOCTb C MECTHOW 3NeKTPOCETbIO . YCTaHOBKA 34
npegenamun CWA: nenonb3yite cetesoit kabens ¢ po3eTkoit IEC320/CEE22 n
NOAXOAAW M wrekep., W HYpPH AOAKHbH 6ObiTb CTAHZAPTHL MU,

3855-004741-001 REV | PyKOBOACTBO Nosb3oBaTens 10
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Pa3nen 3
O630p CUCTEMDI
|_|pI/IHLI,I/II'I pa60TbI M Ha3Ha4vyeHne 1UcnoJsib3oBaHUA

Ang invitro fUaTHOCTUKUN HA OCHOBE HAYOPECLEHTHOM insitu rubpugnsayun
Ha npegmetrHom crekne - FISH.

IVD

ThermoBrite - 370 KOHTPOAMPYEMOE MUKPONPOLECCOPOM KOMMNAKTHOE
HaCTONbHOE YyCTPOACTBO C HArPeBATENbHOW NNACTUHON W KPpbl W KO, ThermoBrite

C€ obecneynsaer coxpanenune 40 nporpamm, 3 pabouux pexuma: O uKkCupoBaHHAA
Temneparypa, Tonbko rubpugusauynsa. [Jewarypauua m rubpugusayng,
BMECTUMOCTb Ha 12 MpPeAMETHH X CTEKON ¥ MakcumansHyw temneparypy 99°C.
Mpubop coorsercrayer cranpgapram UL/cUL mw mapkuposan CE

Knasnarypa
T 7
ThermoBrite
0
3855-004741-001 REV I PykoBOACTBO Nonb3oBaTtens
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Keypad Symbols and Definitions

10S¥STEMS
Beepx

(::I-.::> BHus3
Bsog

Hasap

0-9

3855-004741-001 REV |
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MepegBuraer kKypcop BHU3I; BbiGop cumponos
A-Z pna Hasgawusg nporpammsl .

MepegBUraer Kypcop BHMU3; BoIGOp CUMBONOSB
A-Z pna HasBaHng nporpammel .

MpUHATWE WNW BBOA Napamerpa

MepefBUTALT Kypcop HAa3ag MAM B NPEefbl AyW uil aKpaH

JaBepWeHNe BHINONHEHUS NPOTpamMmbl

BBOA YNCNOBLIX 3HAYEH U ANd BPEMEHYU U
TeMnepaTypb WA HAa3BAHUA NPOTpPamMbl

PykoBoACcTBO nosb3oBaTens
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CnmBONbI U onpeaeneHnd
Ab66peBunatypa
PGM
Denat & Hyb
DenatTemp
Denat Time
Hyb Temp
Hyb Time
Hyb Only
Fixed Temp/Fxd

3BYKOBblE CUTHa/IbI - Hopma

OAMHOUYHBIN TyAOK:

[lBa KOPOTKMX ryaka:

MATb rygKkos:

3855-004741-001 REV |
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3HayeHue

Mporpamma

Lenatypauus uwrubpngusayus
Temnepatypa geHatypauunu
Bpemsa genatypaynmu
Temnepatypa rubpupgnzaygun
Bpema rubpugusaynu
Tonbko rubpmgusayma

OukcuposaHHas Temneparypa

HaxaTtune Bcex npuemMnembl X Knasuul

Mpu NPUHATWM NONMSA M NEpPemMeleHnn Kypcopa Ha cnegywuiee
none

3aBeplweHne npouecca

PykoBoacTBO nosb3oBartens
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Pasnen 4

NHCTpyKUMM no paboTte

OTKPbITUE 1 3aKPbITUE KPbILLKK

MpeaynpexaeHve: NMAACTUHA JNA CNAail[0B MOXET OGbiTb ropayed. OGpaTute BHUMAHME

A Ha NpejynpexAfeHus W nposepaiTe TemnepaTypy Ha gucnnee nepef paboToil co
cnalgamm, MpeHeOpeXeHwe Npegynpex feHUNAMM MOXET ObiTb NPUYMHOR OXOTA.

Mpumeuanne: BbleMKN, PacCNONOXEHHbE N0 0GEUM CTOPOHAM KPH W KM, NO3BONSKT
MONb30BATENKD MPOCTO MOAHUMATL KPHIWEKY LO HYXHOW mo3nuymu. Kpolwka JONKHa
0Ka3blBaTh HEKOTOPOE COMPOTUBAEHME NP OTKPLITUU. ANA 3aKpbiTUS BHNONHUTE
npouecc B O06paTHOM HanpaBAeHWW. YOGeguTech, YTO NepPefHAs YacTb Kpbl W KM
NONHOCTbI ONYrueHa i HeT NPenATCTBAMN, Mewalw ux TOMY, 4T0Gb ynaoTHUTEND
MAOTHO BCTAN Ha CBOE MECTO NO BCEMY MEPUMETPY.

BktoueHne npunbopa
OcHOBHO# BbiKknlwyatens npubopa ThermoBrite pacnonoxen Ha 3afHed

nawenn. YOegutTeCb, 410 nNpubop MNOAKNKWYEH K 3a3eMNeHHOW po3eTke. Mpwu
nepeMeryeHuy nepexknwvyatens s no3uymni | (Bkn.) npubop u3gact 3BYKOBOW CUTHAN
LN 0603HAYeHUA, 4TO COOTBETCTBYW W 68 3NEKTPONMTAHME NOJAHO, BEHTUAATOP
HayHeT paboTy, W Ha gucnnee NOABUTCA OCHOBHOE MEHIK, KOrga npuobop LoCTUTHET
3A4aHHOR no ymonyaHuw Temnepatyps 37°C.

O6o3HayeHua Ha ceTeBOM nepekntoyarene: I=Bkn. O = Bukn,
Run a PGM BunmonHute nporpammy
Edita PGM PejakTtupoBatb nporpammy
Create a PGM Cosgatb nporpammy
Present Temp: 37“C Tekyw,as Temnepatypa: 37°C

BblNonHeHVEe nporpamMmbl
Bknioyure I'IpVIﬁOp ] O)KVIﬂaVITe noABneHnAa Ha AuncCnnee OCHOBHOINO MEHI .

Kypcop Bbigender ¢cTpoky "Run a PGM™ (Bbnonuute Mporpammy). Haxmute KHonky

3855-004741-001 REV I PyKoBOACTBO MoNb30BaTens 14
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"Enter”™ AN8 NPUHATHA. C NOMOU b KAABUW CO CTPEAKAMU MOXHO
NpOKPY4YMBaTh HOMepa nporpamm ¢ L no 40 [ HasBaHwua nporpamm. Takxe, Bb
MOXETe MCNONb30BATL KNAaBUATYPY, 4TOGH BBECTU HOMED HYXKHOW Nporpamml,
Ecnu HET  COXPAHEHHH X nporpamm, 06paTnTecs K paspeny
«MporpaMmupoBanme» 57070 PYyKoBOACTBA. JAA NPUHATUA HAKMUTE KHONKY "Enter™.

Enter PGM no.
or Scroll (arrows)

PGM 0L namexxxxxx
Awcnneit 6yperT nokas3biBaTb HOMEp, Ha3BaHMe TporpamMmb, BPeMeHa
QeHaTypayun/ rubpugusanumn ntemnepatyps ANA kKaX A0ro srana. Kypcop Bbigenser
CTPOKY "Run PGM™ (BboinonHuts Mporpammy). Haxmute KHONKY "Enter™ ANA

NPpUHATHA,

Hyb Only / Tonbko Denat & Hyb / Fixed Temp /

THOpUAU3aLMA Jenatypaynsa v OUKCHPOBAHHAA
THopuausaymns Temnepatypa

PGM 02 EBV PGMOLHER? PGM 03 BAKE

Hyb: 55“C 01:30 82“C :05;45"C 20:00 FIXED: 65“C

Run PGM [ BbinoaHuT Run PGM / BuinonuuTts Run PGM / BoinonHUTS

nporpammy nporpammy nporpammy

Main Menu /OCHOBHOE® Main Menu/ OcHoBHOE® Main Menu / OCHOBHOE

MeHI0 MeHI0 MEeHI

Ha gucnnee nodasutcd «Add Slides and Close Lid / MNMocTtaBbTe npenapatbl "
3aKpoliTe KpblWwKy». Mepef 3arpy3koi npenapatos nponutaidte NONOCKM KOHTPONS
BNAXHOCTU AUCTUANUPOBAHHOM UNM ZEUOHN3UPOBAHHOA BOJOM n BCTABLTE B Maswl
Ha BHYTPEHHEW MNOBEPXHOCTU KPblW KM (CMOTPUTE NMONOCKM KOHTPOMA BRAAXHOCTH).
Teneps nomecTute npenapate B npubop. MoMeTUTe Kypcop Ha CTPpOKYy "Start /
Crapt. Haxmnte "Enter", 4T06b HavaTb paboTy nporpamms . Jna Bo3Bpawenns B
TNaBHOE MEHI, HaBefUTE KYypcop Ha CTPOKYy "Main Menu / [naBHoe MeHIO" |
HaxMunte "Enter”.

PGM 02 EBV PGMOIHER? PGM 03 BAKE

Add Slides - Close Lid Add Slides - Close Lid Add Slides - Close Lid

Start Start Start

Main Menu Main Menu Main Menu
3855-004741-001 REV I PyKOBOACTBO Nonb3oBaTens
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JeHaTypauua n rmépugnsauns:
Ha gucnnee oTpaxaercqd Tekywas remneparypa npenapartos.

PGM 01 HER2
**Heating**

Denat: 82°“C :05
Present Temp: ATC

Korga Temneparypa fOCTUTAeT TeMnepaTyps feHaTypayunu, npubop usgaer
NBA CUTHANA M HAYMHAET OTCUET BPEMEHN JEHATY AL MU,

PGMOLIHER?
Denatin Process
Denat: 82°C02:28
Present Temp: 82°C

ThermoBrite aBTOMAaTUYECKKU 0CTHBACGT Ang 3ytana fMﬁpMAMHLlVIVI nocne 70ro

KaK 37an JEHaTypaUuun 3aBEPW EH.

Please W ait
Cooling to Hyb 45*“C

Present Temp: 58°C

BpeMH rM6pMAM3auMM Ha4YyHEeT OTCYWUTHLIBATL C TOF0O MOMEHTA, Korpga
TemMnepaTtypa SOCTATHET 3HAYEHUA TeMNepaType rubpugusagun,

Mocne 3asepwenun nporpamms ThermoBrite n3gaer 5 3BYKOBbLIX CUTHANOB U
Ha Afucnnee noABuTCA Hajgnuchb "PROCESS COMPLETE / [pouecc 3aBeplieH".
Temnepatypa rubpuamnsaunm 6ygeT nOAAEPXUBATHCA O NPUHATUA "End PGM/Main
Menu / 3akoHuYnTb nporpamany/fnaBHoe mMeHt" HaXaTuem "Enler".Jo 37070
MOMEHTA, mepemMecTuTe npenapatsel gnA ganbHedweid pabors. Ecanm "End PGM/Main
Menu™ He MNOJTBEpPXjaeTcs B Te4yeHUe nepsoﬁ MUHYTH nocne 3aBepleHns
nporpamme, ThermoBrite gob6aBnaer BpemMa, NPOW AW EE C MOMEHTA 3aBEPL EHMA
nporpamMMmbl K BPEeMEHN NpOrpamMMb, W NOKa3biBaeT 06U ee BpeMA Tnopugu3almun.

PGMOLHER?

PROCESS COMPLETE
Total Hyb Time 21:05
End PGM/Main Menu
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Tonbko N'mbpungnsaymna:
Ha gucnnee oTo6paxaeTcA TeKywan Temneparypa npenaparos.

Please Wait

Heating to Hyb 55°C
Present Temp: 45°C

Korga TemnepaTypa [JOCTUTaeT 3HAYEHUA, YKas3aHHOTo B MNporpamme,
ThermoBrite HAUMHALT OTCYET YCTAHOBNEHHOTO BPEMEHN,

PGM 02 EBV HYB

Hyb in Process

55C 01:30

Present Temp: 55°C

Mocne 3agepwenHun nporpamms ThermoBrite u3gaer 5 38YKOBHX CHTHANOB W

Ha fucnnee noABUTCA Hagnuch "PROCESS COMPLETE / Tllpouecc 3aBeplieH".
TemnepatTypa rubpupgusaynm GygeT nOAAEpPXMBATLCA A0 NPUHATHA "End PGM/Main
Menu / 3akoHUYMTb nporpammMmy/ITnaBHoe MeHIO" HaxaTtuem "Enter™.[Jo 3T0r0
MOMEHTa, NepeMecTuTe npenapate ANA fanbHeilweit paboTe. Ecan "End PGM/Main
Menu" HE NOJTBEPXAaeTCH B TEYEHUE MNEPBOA MWHYTH NOCNE 3aBEPWEHUA
nporpammb, ThermoBrite gob6aBnfaer BpemMs, NPOW LW EE C MOMEHTA 3aBEpUW EHUA
MporpamMmel K BPEMEHU MPOTPaMMbl, W NOKa3biBaeT 06w ee BpeMA rubpugusaynm.

PGM 02 EBV

PROCESS COMPLETE
Total Hyb Time 02:15
End PGM/Main Menu
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dukcupoBaHHaa Temnepatypa:

Ha gncnnee oTofpaxaeTcsd Tekywan Temnepatypa npenapartos,
Please Wait

Heating to Fxd: 65°C
Present Temp: 30°C

Korga Temnepatypa OCTUTAET 3afaHHOT0 3HAUEHNA, TaliMep HAYMHAET OTCYHET
MpOWENW Ero BPpemMeni,

PGM 03 APPL FIXED
Fixed Temp: 65°C
Reset Timer 01:18:10
End PGM/Main Menu
YTo6bH 3aKOHYUTL NpoOrpamMmy, ucnonbs3yiite cTpoky "End PGM/Main Menu /

3aKoHUUTb nporpammy/FnaBHoe MeHIO™ N NOATBEPANTE HAXaTHEM Knasul v
"Enter/BBopg".

MpepblBaHVe BbINOAHAEMOI NPOrpaMmb

fns npepboiBanug BHIMONHAEMON NPOTPaMMb HAXMUTE KHOMKY "STOP™, npubop
W3LACT TPU 3BYKOBL X CUTHANG.

WenonbayilTe cTpenku, 4T06b HABECTH Kypcop Ha "Yes/ Ja™ W HAXMATE KHONKY
"Enter" N4 NOATBEPX JEHUA. Mporpamma He GyLeT 0CTAHOBNEHA 0O
NOATBEPK fEHUSA,

MpumeuaHue: ThermoBrite yTo4HdeT "Are You Sure? / Bbl yBepeHbl?" 3710
HeOoBGXOAMMO, 4TOGL NMpPEAOTBPATUTL CAYYAhHOE NPEepPLIBAHME TEKYU €
Nporpammbl.
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ABORTING!
Are You Sure?
No

Yes - Main Menu

Bknwuntca seHtTunatop. Ecnu temnepatypa 6boina oiwe 37 npubop bypger
oxnaxgateca go 37°C.

YcTaHOBKa npenaparos

KonebaHusa Temnepatyps Haxopgatrca Bnpegenax 1°C 0T yCTAHOBNEHHOR Ha BCeil
NOBEPXHOCTM HarpesaTens. ThermoBrite no3BONAET YyCTAHOBUTL MaKkCumMym 12
npenapatoB. 19 370 HeOOBXOAUMO NPOCTO NOAHATL KPbIWKY M YyCTAHOBUTL CTEKNO
Ha nnacTuhe. MaToBbi e kpag npenapatos RONXHbL ObiThb 06paw eHol KHApyXu.
Copeuraiite npenapate K LEHTPY NAACTUHL O YyNOpa B MapKNPOBAHHbLIE NO3ULMY
Lepxatens npenapatos.

MpumeyaHue: NMepef 3akPH TUEM KPb W KA, yOEAUTECH, 4TO NpenapaTe NOAHOCTbH
HaXOAATCA Ha HATPEBATENbHON MOBEPXHOCTU, HeaKKypaTHOE pasmMew enne
Mpenapatos MOXET MPUBECTH K MX NONOMKE Kpbol W KoW npubopa.

[ONOCKN KOHTPONA BNaXKHOCTN

PasMel eHHb & HA KPblWKE, YBAAXHAKN W ME NONOCKN NpefoTBpaL alo T
menapeHue CMECH 30HA0B C NOBEPXHOCTU Npenapata.

PykoBOACTBO Nosib3oBaTens:
MponutaiiTe NONOCKA KOHTPOAA BAAKHOCTU AUCTUANUPOBAHHON unu
LEUOHU3UPOBAHHOW BOZOW (~13 MAN ANA HOBLIX MONOCOK).
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|/|HCprKLI,I/IF| Anda NOBTOPHOINo mcnonb3oBaHUA:

¢ Mocne 3aBepWeHUA NPoOrpamMMel, 0CTaBNANTE KPHWKY NPpuboOpa 3aKpbi TOi
LNA NPEeAOTBPATUEHUS BbICHI XAHUA NONOCOK MEXAY UCNONb30BAHUEN.

* Hewcnonb3y/iTe NOBTOPHO NONHOCTHI BLICYyWEHHbH E NONOCKHK.

¢ [o6aBbTe HAa NONOCKM BOAbL Nepes NOBTOPHLIM MCNONL3OBAHUEN.,

* Konmuyecrso BOAbL, HEOOGXOAUMOE ANA NOBTOPHOTO NPONUTLIBAHUA NONOCOK,
3ABUCUT OT MCNONL3YEMOA NPOTPamMML M BPEMEHU MEXAY 3aNyCKAMMK,

o [ng KaXAOro nocnefywryero 3anycka go6asnaite 3-10 mn Bogb N4
NOLAEPXAHMS BAAXHOCTH,

¢ TlonOCKN PEKOMEHLYETCH MEHATL KAaX Abe 1-2 Hefenn, Tak Kak cTeyeHuen
BPEMEHMW UX CBOWCTBA YXYyAWaKTCA.

MHCTPYKUNA No 3aMeHe:

Ans 3amensl NONOCOK, NOLHUMUTE KPHWKY W YLanuTe cTapbie NONOCKA, BeTasbTe
HOBb & MONOCKM B BLI MK Ha KPHIWKE, OHW OYyAyT MOAAEPKUBATLCA CIELMANbHB MY
BCTABKAMU.

Mpeaynpexpgenune: HE wcnonb3yiite OGymaxHoie NONOTEHUA MAM  Apyrue
GunbTpPOBANbLHbLIE NONOCKM B KAYECTBE YBAAXHAKW ,MX. ITO MOXET NPUBECTH K
WIMEHEHUID YCNOBUA BNAXHOCTU W YyMEHbW EHUK MHTEHCUBHOCTYM 30H[A.
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Pasgen 5

MporpaMmmMunpoBaHue

Mpubop ThermoBrite ob6ecneyusaeT coxpaHeHune 40 pasnuyHb X nporpamm,
Kaxpgas nporpamma MOXeT 6biTb OGHOW U3 TPEX TUNOB:

. Dewatrypauusa w Fu6pugusauus - Denaturation and Hybridization (Denat & Hyb),
. Tonbko FTubpuausaumna - Hybridization Only (Hyb Only),
. Oukcuposanwana Temnepatypa - Fixed Temperature (Fixed Temp).

MporpamMmMupoBaHWe OCyU ecTBAAeTCcA NpocTo. BrnasHom meHw Boibepute "'Create
a PGM / Cospgatb nporpammy", Boibepute Tun nporpamme ncnegyite
COOOWEeHMAM Ha gncnnee SNA BBOJA BPEMEHU RAUTENbHOCTM 3TaNa M yCTaHOBKU
Temnepatypb . ThermoBrite no3BoNAeT yCTaHaBAUBATL TeMNEpaTyps BO BPeMS
BHIMONHEHUA Nporpamm,

Run a PGM Select PGM Type
Edita PGM Denat & Hyb
Create a PGM Hyb Only
Present Temp: 37°C Fixed Temp

Mpumeyanne: Tpu 3aBepWerHun nporpammel Ha gucnnee 6yger nokasano coobw,enne:
"Process Complete / Mpouecc sapepwen". Temneparypa O6yAeT NOAZEPXMUBATLCA, N Taiimep
GygeTr npogoOAXaTh 0TCYET, noka He 6yAeT npuHATO End PGM /Main Menu / KoHey
Mporpammbl /OCHOBHOE MEHID HaxaTuem KHonku "Enter".

Mpumeuanue: Ecan s npubope yxe coxpaneno 40 nporpamm, 70 Ha IKpaHe
OCHOBHOTO MeHIK He 6ypger nyHkta "Create a PGM/ Cosgate Mporpammy". Ang 3afanius
HOBbI X YCNOBUM HYXKHO PEAAKTUPOBATL YyXE CYWeCTBY O WY Nporpammy, cmotpure
pasgen "PegakTupoBaHue nporpamm”,
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MpeaenbHble 3HAYEHUS

Pexunm OvanasoH Temnepatyp Avana3oH BpeMeHHbIX MHTEpPBa/iOB
fenatypayms 50“C-99°C 00:00-00:30 munyr
Tubpugnsaynsa KT wan30°C-70°C 00:00-99:59 yacos v MuHyT
GuKkcuposaHHasn KT nnn30°C-99°C 00:00-99:59 yacoB u MUHYT

Temnepatypa

Co3pgaHune nporpaMmmbl geHatypauun n rnbpmngmsauum (Denat & Hyb)

Menonb3ys KHOMKM CO CTPEAKAMU, B IKPAHE OCHOBHOTO MEHIK NeEpeMecTuTe Kypcop
Ha “Create a PGM/ Co3gaTtb nporpaMmy” U HaX MiTe KHONKY “"Enter™ gn4
NPpUHATHA.

Kypcop 6ypger Ha cTpoke "Denat & Hyb/OeHaTypauua u Tmépugnsauuna™;
HaX MUTe KHONKY "Enter™ Ana NpuHATUA. ThermoBrite nepeil et Ha cnegyw w ui
LOCTYNHLIM HOMEDP NPOTpPamMMbl,

ThermoBrite no3sonder NONb3IOBATENK JaBAaTb Nporpamme Haspanue. Kypcop
YyKa3biBAaGT Ha NepBbLIA CUMBON B Ha3BaHUW. Mcnonb3yhTe CTPenku, 4To6b B 6pPaTh
CUMBON U HaxmuTe "Enter” gna nogreepxgerHuna. Umamoxercogepxars go 10
cumBonos. Haxmute "Enter" gna npobena.

Habop cumsonos: A-Z; 0-9; Toyka, Tupe w npoben ("Enter” unau cTpenkoit Bnpaso)

fanee kypcop nepeipger Ha "Denat Terp/Temnepatypa fewatypayun". C
NOMOLWbI KNaBUW BBEAUTE 3HAYEHWE TemnepaTyps M3 ABYX LUGp B rpafycax
Uenbena (50-997C).

Kypcop nepeiper Ha "Denat Time/Bpemsa Jenarypauuun". CnomMoOWbi KNapuw
BBELUTE 3HAYEGHME BPEMEHN M3 gByX undp 8 munytax (0-30). Kypcop nepeiger Ha
"Hyb Tetp/Temnepatypa Tubpugnsagnun". Cnomowbio KnaBuw BBELUTE 3HAYEHME
Temnepatypb u3 gBYyx uyudp 8 rpagycax Ueascus (30-707C). Camoit Hu3koil
Temneparypoi moxetr 6bi7Tb 30°C wnu KoMHaTHas Temnepatypa +5°C, B
34BUCUMOCTN OTTOTO, KAKOE M3 3TUX MEHbW E. N8 KOMHATHOMW Temnepatypel
THbpugmsaunm BBeAUTE 3HAYECHUE U3 ABYX Ludp 00.

Kypcop nepeitger Ha "Hyb Time/Bpems Tubpuguszagun". Cnomouwbsuw Knapuw
BBEAUTE 3HAUEGHME BPEMEHYW W3 gBYX Uundp 8 yacax (0-99), 3atem gee undpo 8
MuHyTax (0-59). Hagucnnee teneps 6YAYyT NOKAa3aHbH BBEJEHHbLE NapameTps
nporpammb . Kypcop 6yger Ha cTpoke "Enterto Accept/Haxmurte "Enter" gns
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npuuaTug".

Denat: §2“C :05
Hyb: 45C 20:00
ENTER to Accept
STOP to Abort

Haxmute kHonky "'Enter" “NA npuuatng naqgajyieTpoB nporp™mbe L wnu Haxmure
KHONKYy "Backspace" N4 BO3BpaWeHUs B Npefbl fyWui 3aKpaH JNA M3MEHEHUR
napameTpos NPOrpaMmb; UAN HAXMUTE KHONKY "Stop™ JN4 NpepbBaHug.

CosgaHne nporpammbl TONbKO geHatypauun (Hyb Only)

Nenonb3ya KHONKN CO CTPEANKAMM, B IKPAHE OCHOBHOTO MEHIK NEpemMecTuTe Kypcop
Ha "Create a PGM/ Co3gatb nporpammy”™ # HaX MUTe KHONKY "Enter” jn4
NPpUHATUA.

MepemecTnTe Kypcop Ha cTpoKy " Hyb Only/Tonbko Tmépuansaumns™ t Hax mure
KHOMKY "Enter™ N4 NOATBEpX AeHUA. ThermoBrite nepeilfer Ha CAEAY 0 W nil
LOCTYNHbI /i HOMEp NpoOrpamMmel,

ThernnoBrite nossonaer nonb3oBaTento fasatb nporpamme HassaHue. Kypcop
yKa3blBaeT Ha MepBblid CHUMBON B Ha3BaHMM. Mcnonb3ydiTe cTpenku, yTo6b Bbibpats
CAMBON W Haxmute "Enter" ang noATBepX AeHua. Uma moxer cogepxars go 10
CUMBONOB. Haxmure "Enter" gng npobena.

Habop cumsonos: A-Z; 0-9; Touka, Tupe u npoben ("Enter" mnm cTpenkoil snpaso)

Kypcop nepeipet Ha "Hyb TeTp/TemnepaTypa Mmbpugusaumu”. Cnomowbu
KNaBuiw BBEAMTE 3HAYEHWE TemnepaTypb M3 AByX Uugp 8 rpagycax Lenscua (30-
705C). Camoit HU3KOW Temnepatypoit moxeT 6biTh 30°C AN KOMHATHAS
Temneparypa +5°C, B 3aBMCHUMOCTM OTTOTO, Kakoe M3 3TUX MeHbWwe. [N KOMHATHOI
Temnepatype Tubpugusauyum BBeAuTE 3HaueHue n3 gsyx yndp 00.

Kypcop nepeiiget Ha "Hyb Time/Bpemsa Tm6pugusauumn™. C noMOWL b0 Knasnw
BBEAMTE 3HAYECHMUE BPEMEHU U3 ABYX Undp B yacax (0-99), 3atem gBe Ludpe B
MuHYyTax (0-59). Ha gmcnnee Tenepb 6YAYT NOKa3aHb BBEAEHHbH & napaMerpsl
nporpamme . Kypcop 6ypger Ha cTpoke "Enterto Accept/Haxmurte "Enter" gna
npuugTna”,

Haxmute knonky "Enter” gna npUHATHA NapaMeTpoB nporpamMmb; AU HaXMuUTeE
KHONKY "Backspace” fn% B03BpalleHnn B NpeAbIAYW Wi 3KPaH SANA USMEHEHNS
napameTpos NpoOrpamMms ; AN HAXMUTE KHONKY "Stop™ ANA NpepuiBaHmng.
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Co3gaHue nporpammbl hkcnupoBaHHon Temnepatypbl (Fixed Temp)

Nenonb3ya KHONKW CO CTPeAnKamMu, Ha 3KPaHe OCHOBHOTO MEHIO nepemecTuTe
kKypcop Ha "Create a PGM/ Co3gatb nporpaMmmy”™ W HaX MuUTe KHONKY "Enter” gn1
NPUHATKHA.

MepemMecTuTe Kypeop Ha CTPOKY
HaXMUTE KHONKY "Enter” [nd NOATBEpX AeHus. ThermoBrite nepeiifer Ha
Chegy o W wit JOCTYNHH @ HOMED NPOTPAMMS

Fixed Temp /®nkcnpoBaHHasa Temnepartypa" #t

ThermoBrite no3BoNAeT NONbL3IOBATENN AaBAaTb Nporpamme Hassanue. Kypcop
yKasblBaeT Ha MepBbld CUMBON B Ha3BaHuU. Mcnonb3yirte cTpenku, 4yTo6b6 BLGPaTh
CUMBON W Haxmute "Enter” gna nogtBepxaenuna. Uma moxer cogepxars go 10
cumBonos. Haxmute "Enter" gna npobena.

Habop cumBonos: A-Z; 0-9; Touka, Tupe w npoben ("Enter” unu cTpenkoi Bnpaso)

"

Kypcop nepeiger Ha
KnaBulW BBEAWUTE 3HAYEHWEe TemnepaTyps M3 gByXx yundp 8 rpagycax Lenbcua (30-
70MC). Camoit Hu3koit Temnepatypoid moxeT 6b6iTb 30°C MAM KOMHATHAS
Temnepatypa +5°C, B3aBUCUMOCTM OTTOrO0, Kakoe M3 3TUX MeHbWe. JNF KOMHATHOI
Temnepatype Fnbpugnsauumn sBegnte 3HaueHue n3 gayx undp 00,

Fixed Temp /®ukcupoBaHHass Temnepatypa™. Cnomow s

Ha gucnnee teneps 6yAyT noKasanol BBELEHHb & napamerps nporpamme . Kypcop
Gyger na cTpoke "Enterto Accept/Haxmute "Enter” gna npuuatug”.

Haxmute knonky "Enter" gnd npuHaTud napameTrpoB nporpammel; o HaXxMure
KHOMKy "Backspace" gnd BO3Bpal eHUA B NpPEebl AYW MA 3KPaH AN U3MEHEHNS
napameTrpoB NpoOrpaMMbl; UAM HAXMUTE KHONKY "Stop" gnd npepuBanuag.

PGM 03 APPL
Fixed: 65°C
ENTER to Accept
STOP to Abort
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PefaktupoBaHue nporpammbi

Menonb3ys KHOMKM CO CTPEAKAMM, Ha 3KPaHE OCHOBHOTO MEHI nepemecTuTe
kypcop Ha " Edita PGM / PegakTupoBaTb nporpammy” v Haxmunte KHonky "EnteK’
LA NOLTBEPX ACHUA,

V|CI'|0ﬂb3yH KHOMKW CO CTPENKAMU NPOKPYyTUTE Homepa/HassaHMﬂnporpaMM. Ecm B
npubope HeT COXPaHEHHbIX MPOrpamMM, BOCMONb3yiTeCh PyHKLNEN
nporpaMMnpoBaHna. fnq soi6opa Haxmute "Enter”.

Enter PGM no.
Or Scroll (arrows)

PGM 01 HER2

Kypcop 6ypaer Bolfenats TeKywui tun nporpamme: "Denat & Hyb/JeHnaTypauns u
Fubpugu-sauna”, "Hyb only/Tonsko Tubpugnsauua" nau "Fixed
Tennp/Oukcuposanwas Temneparypa”. Haxmute kHONKY "Enter" ana npunatug
CYWeCTBYO L ero TMna nporpamms WAM MCNONL3YATE KHONKM CO CTPenKamu JNa
nepeMew eHna Kypcopa Ha APYroM Tun nporpamme . Haxmute KHonky "Enter".gn4
NOLTBEPX JEHMUA.

WenonbayiiTe uudpoBbie KNABUW M ANA BBOLA HOBLIX 3HAYUEH W TeMnepaType u/unm
Bpemenu. Mpoyegypa u rpanuiysl TaKUE Xe, KAk M NpU CO3LaHMI NPOTpPamMMmMbl,

MpumevaHue: ThermoBrite o6ecneyusaeT BBOA U coxpaHeHnue 40 nporpamm,
Korga Bce Homepa nporpamm 6yAyT ucnonbs30BaHb, MOXHO 6YLEeT TONbKO
peLaKkTMpoOBATL CYWECTBY W MUE NPOTPaAMMbl.
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Pa3nen 6

O6cnyXmuBaHue

0630p

Komnawna Leica BioSystems pekOMeHAYeT NONb30BaTENAM NPOBOAUTS
MEePUOAMYECKUE OCMOTPL M TEXHUYECKOE 06CAYXKUBAHUE BCEX
npubopos Leica Biosystems. CeaxmuTech ccepsucHom oTgenom Leica
Biosystems nnw gucTpuUOLO TOPOM, €CAU NPUOBOD HE DYHKLMOHUpPYET
npaBunbHbel M 06pasom. CBAKMTECH C CEPBUCHL M OTRenoM Leica
Biosystems wan gucTpubbioTOPOM LNA NOAYYEHUA RONOAHUTENbHOI
WHOOpMaymuu,

Mpegynpexpgenue: OTknoynte ThermoBrite o1 ceTesolt po3eTkn nepeg
BHIMONHEHUEM 06CAYXUBAHNS.

BHumanue: HE Boigepxusaitte StatSpin B cpege CHNbHbX UNM
KOHLEHTPUPOBAHHL X KNCAOT, OCHOBAHUIA, 3O NpPOB, apoMaTHYECKNX U
TanoreHM3NpOBaHHLI X YyrneBOfOPOSOB, KETOHOB UAU CUNBHBIX OKUCAAI LW KUX

ATEHTOB,
Ouunctka

ThermoBrite ofecneyer B HUMAEMb M JepXaTEnem
NPeAMETHH X CTEKON,
LA BoHUMAHUA €70 HafaBuTe Ha JepXaTens K3agm,
0CBOGOXAaf NePefHUA KOHEW 3 nepegHero pukcaropa
(3afHnit duKCATOp NOANPYXMHEH LNA YREPKAHUA JepxaTena B
cBOER mosuLmm).
MOAHMMUTE LEPXAaTeNb BBEPX W BLIHbTE N3 NOANPYXKUHEHHOTO
3a4HEr0 Gukcatopa.
Monoxnte ero Ha cton.
OunwaiTe HAPYX HbIE NOBEPXHOCTN W NAHENb YNPABNEHUA
npuobopa BAAXHON BETOW LI, CMOYEHHOW BOAOW UAK MATKNAMMY
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feteprestami.
Oumuwaihte BHYTPEHHNE NOBEPXHOCTU MATKUMMU JETEPreHTaAM U W,
ECAM HEOOXOZUMO,-fe3HHDEKTAHTAMM, NPOTHPAY
MOBEPXHOCTU BETOWBIK, CMOYEGHHOW 70% cnupTtom uau 10%
THNOXNOPUTOM HATPUS.

AN 3aMeHbTYTEPANHOTO WA BLIWEALW ETO U3 CTPOA
PAasfennTens Npenapartos CBAXUTECH CANCTPubLIOTOPOM

REF 3801-004928-001 - Assy Separator

A

Buumanne: HE MCMONbIYWTE abpasuBHbL € BeL eCTBA - 3T0 MOKET
NPNBOANTL KLAapanuHaM Ha HarpeBaemoi NOBEPXHOCTH.

duNbTP BEHTUNATOPA

OunbTp BEHTUNATOPA, PACNONOKEHHbB A HA HUXHEH NOBEPXHOCTH
ThermoBrite JONXEH BHIHUMATLCA, OYMIW aTbCA BOAOM W BLICYyW UBATLCA,
ECAN HEOBXOAUMO. BoiCyweHHbIW GUALTD BCTABAAETCA 06PaTHO Ha
HUXHIO noBepxHOCTb ThermoBrite.

KOHTpO/b TEMNepatypbl

Leica Biosystems pekoMeHAYeT NONbL30BATENAM NPOBEPATL TeMneparypy paborts
ThermoBrite cnomoubto 66 TOBOTO LMDPOBOTO TEPMOMETPA CTEPMONApOi Tuna
K, koTopas MOXeT 6biTb NOAKAKWYEHA K CTAHJRAPTHOMY CTEKASHHOMY
NPpeAgMETHOMY cTekny. [MONb30BATEAM JOAXHG NPOBEPATL Temneparypy B
COOTBETCTBUM C BHYTPEHHUMM NpaBunamMu, UCNONb3YA WMHCTPYyKLMK MO
NpAMEHEHWIO BaWero UudpoBoro TepmomeTrpa.

Monb30BAaTENW  JOMXKHH  NPOBOJRMTL  TNPOBEPKY TEMMEpPaTypb  COTNACHO
BHYTPEHHEMY PETNAMEHTY.,

MeToanKa KOHT PO TemnepaTypbl:

1 BktounTe TepMOMETP, B €00TBETETBUN € MHETPYKLUel Mo NPUMEHEHUIO
2. BcTtaBbTe Tepmonapy Tvna K B UudgpoBoli TepMOMeTp, yb6eanTech, 4To +/-
3855-004741-001 REV | PykoBogcTBO Monb30BaTens 27
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TepMOMeTpa 1 TepmMonapbl coBnagatoT. ObpaTUTeCh K MHCTPYKLMUKM K TEPMOMETPY 3a
[AONONHUTENIbHON MH(OpMaLMe.

3. BcTaBbTe [Be MOMOCKM KOHTPO/S BAAXHOCTU B KPbILLKY Mpubopa 1 cmoumnte
NX AUCTUNNMPOBAHHOW MW AEeNOHN3NPOBAHHOW BOAOA.
4. MomecTnTe NpegMeTHOE CTeKNo B Npubop 1 TepMonapy CBepxy, ybeauTecs,

4YTO MOBEPXHOCTb CTEKNa MOMIHOCTbO  KOHTAaKTUPYeT C  HarpesaTeflbHOM
MOBEPXHOCTLIO Npubopa.

3aKpoiTe KpbILLKY.

BknounTe unposoii TepMOMETP.

Bkntounte ThermoBrite n gainte eMy nporpetbes B TedyeHUn 30 CEKYHA,
YCTaHOBUTE peXXnM (HMKCMPOBaHHOW TemnepaTypbl.

: Mocne [OCTWMXEHMS  TemnepaTypbl MOLOXAMTE [Be  MWHYTbl, MOKa
Temrneparypa He ypaBHOBECUTCS.

10.  Mpw xenaHnm noBTopuTe 8 1 9 3Tanbl 411 HECKONbKMX TeMnepaTyp.

11.  TemnepaTypHble AaHHble LUPOBOro TEPMOMETPA HE LO/IKHbI OTAINYATLCS OT
[aHHbI Ha gucnnee npubopa 6onee, yem Ha 1°C.

© oo N U,

BuumaHue: Ecan Temnepatypa otanvaercqd 6onee, yem Ha 1°C, cBAXMUTECH C
PETUOHANLHOA TEXHUYECKOA NOAAEPX KO,

Mpumeuanue: LundpoBoil TepMoMeTp Z0AXEH KanubposaTbCcs COTNAacHo
PEKOMEHZALMAM NpoON3BOANTENA, O6paTTECh K MHCTPYKLUN KTEpPMOMETPY 34
LONONHUTENbHOR MHDOpMALMEW,

O6cny>xuBaHune

B npubope HeT o6cayxuBaeMsl x nonb3ogarenem yactei. Mo BCeM CepBUCHL M
BONpoCam 06paw ,aiiTech KKBANMOUUUPOBAHHOMY CEPBUCHOMY NepCcoHany.

O6parmrtech k pasgeny «lFapanTum Leica Biosystems» gng JONONHUTEAbH X
YyKasaHUA, YOeanTech, YTO 3aNOAHUAN W OTNPABUNK TAPAHTHIAHYK KAPTOUKY
(Warranty Card), kak ykasaHo.

O6e33apaxuBaHue nepen BO3BpalUeHUeM ANt 06CNYXUBAHUSA

NObie npubopsl UNM akceccyaps, COFEpXalyne oCTATKU KPOBU M/UAM fpyrue
GUONOTUYGCKNE MAM XUMMNYECKNE OTNOXKEHUA JONKHG ObiThb OYUML EHb Nepes
OTNPaBKOM Npon3BOAUTENt0 [gnnepy And obcayxmusanng. Takoe
o6eszapaxmupaHmne Tpebyerca GepepanbHboiMm JakoHom (CTaTou 48 u 49
GegepanbHol X MoNoOXeHUA) u cooTBeTCTBYET Mpasunam no obpawennio ¢
GUONOTHYECKN OMACHBI MM OTXOZaMU YNpaBneHns No 0XxpaHe OKPyXato e
cpeab. Mepconan Leica unu fUcCTpuObiOTOPA HE MOXET BHIMONHATL Takoe
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obeszapaxusanue.

MpepoxpaHutenn:
3801-004915-002 Fuse 1.6A (240V)
MpeaoOXpaHUTENN PaCNONOXeHb HAa 3afHed nawenw ThermoBrite mexpgy
WHYPOM MUTAHUA W KHOMKOR BKNI YEHNUS,

AWNK C NpefoXpaHUTenamm MpenoxpaHnTenu

MHCTPpYKUMA No 3amMeHe npegoxpaHutena:
Bolknwuute ThermoBrite. Mcnonb3ydTe ManeHbKylo NAOCKYK OTBEPTKY,
YTOOH OTKPHITb AepXaTent npefoxpannteneit. BoiHbTe €ro W nposepbTe THN
Wnapamerpo NPeAOXpaHUENnad. 3AMEHUTE NPELAOXPAHUTENN AHANOTHYHB MU,
BeragbTe AepXaTenb Ha MECTO M 3aKPennTe ero CNOMOL b0 OTBEPTKHM.

YnnoTtHAOWaa npokfagka gNnsa KPbIWKN:
REF 3801-004931-001 YNNoTHAOW AR NPOKNAAKaE SNF KPbllW Ky
YNNOoTHAO WAA NPOKNALKE ANA KPLIW KN PACNONOXEHA HA BHYTPEHHEI
CTOPOHE Kpbiwku npubopa.

YaaneHve npoknaaku BcTaBka npoknagaku

3855-004741-001 REV | PYKOBOACTBO NONb30BATENS

Confidential - Company Proprietary
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

29



eIGSYSTEMS

VHCTPYKLMNA NO 3aMeHe YNAOTHAOWEeNn NpoKaagkn:
Yaanute ynnoTHAKN WY NPOKNAAKY C KPpol WKW npubopa, BCTaBbTe B Na3 HOBYH,
yOeauTeCh, YTO OHA MNOTHO CHJMT B Nasy.

PYKOBO/ICTBO MO YCTPaHEHWIO Hernonaaok

Possible Cause/Remedy
MposepbTe 068 KOHLA CeTeBOr0 Kabens, NOAKAYEHb NU OHU.
MpoBepbTe CETEBYH PO3ETKY: NOJAGTCA NU HA HEe HanpaxeHune?

Mpubop He BKAYALTCA AW HET
MUTaHmA

MposepbTe NpejOXPaHNTENN Ha 3agHell nanenn B6AN3M
Bo kN0 YaTena. Ecnn Heo6XOQMMO, 3aMEHNTE €70 HOBLIM C
COOTBETCTBY I W AMUXAPAKTEPUCTHKAMN,

Ecnu npobnema He pelweHa, CBAKMTECH C CEPBUCHOI
cnyxo6oi

MpoBepbTe BLIGPAHHbI NPOTOKON, CPaBHUB C PEKO-
MEHAAUUAMI NPOUIBOAUTENS 30HAOB

YOegntec, 4T0 NONOCKM KOHTPONA BAAXHOCTH Ha MECTe W
CMOYEHDI .

NONOCKN KOHTPONA BNAKHOCTU HEOOGXOAMMO MEHATSD
Kaxpgbe 1-2 wegenu, T.K. OHU NepecTanT yAepXusarts
BOAY.

Mnoxue pesynsTatel Ha npenapatax ,
Yobeputech, yto ThermoBrite HarpesaeTcsd, CNOMOLW b0

Habopa ANA KOHTPONA Temnepatype ___
YOegutech, yTo Kpbiwka npubopa NAOTHO 3akpbiTa W
yNnNOTHAN W as% NPOKNAAKA NAOTHO CUAMT B Na3y Ha
KPbl LW KE MW HE WMEET MOBPEX JEHMI

YGeguTech, YTO HET MPENnATCTBUA N8 BXOJA U BbIXO[a BO3AYXa.

Ybegntech, 4T0 GUAbLTP BEHTUNATOPA YNCTLIA M CBOGOLEH
0T nomex

Y6epuTech, YTo HarpesaTenbHan NOBEPXHOCTL YucTan
WHUYTO HE MEW aeT €€ KOHTAKTy cnpenapatamu

OyucTure HarpesaTenbHy nosepxHocts 70%
Temnepatypa Ha gucnnee He cooT- cnuptom unm 10% mow W um CpegCcTBOM,; ygannTte
BETCTBYET TeMnepartype cnaﬁnoa 0OCTATKN repmeTMKa/pe3wHoaor0 Knes

Y6egutech, 4T0O UCNOAbIyeMb i TepMoMeTp
0TKanubposaH

Ecnu npo6nema He peweHa, CBAXMUTECH C CEPBUCHOIM
cnyxo6oi
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Issue

HeBO3MOXHO yCTaHOBUTb

Temnepa- Typy Bbiwe 70°C

HeBo3M0OXHO HaliTn "Create a
Program" - «Co3gatb
nporpaMmmy»

KnaBunatypa cyHKUMOHUPYET
He npaBWJibHO.

Owwnbka: " High Temperature
(Bbicokasi Temnepartypa)

YnnoTHsAWWasa npoknagka
ON151 KPbIW KN CUAUT He
MAOTHO

Possible Cause/Remedy

MpoBepbTe pexumM NporpamMmmbl, Bbl HE MOXeTe MpeBbiwaTb
YCTaHOBJ/IEHHbIE MpPeaesbl.

OeHnatypauyuna: 50-99°C, 00:00-00:30 MUHyT

Mmépugusayunsa: 30-70*C, 00:00-99:59 yacoB U MUHYT
(MpumeyaHune: MNocne oKOHYaHMA NpPoTOKoNa 6yaeT
nogaepxuesarbca temnepartypa 37°C

dunkcnposaHHaa temnepartypa 30-99°C, 00:00-99:59 vacos u
MUHYT

CoxpaHeHo 40 nporpamm. Bbl MOXeTe TO/IbKO pefakTupoBaTb
nporpamMmbl.

CBSXMTECb C CEPBUCHON cnyx60ii

Yb6eanTtecb, YTO HET NPENATCTBMIA HANMPOTUB OTBEPCTUSA BEHTUAATOPA
Ha HUXHEl MoBepxHOCTM npubopa.

Y6eputech, 4To Npubop yctaHoBNEeH MUHUMYM B 30cMm (12") OT CTEHbI.

Y6eputecb, YTO MMHUMasbHaa TemMnepatypa B nporpamme He
BbllWe TemnepaTypbl OKpyxatuweli cpegbl +5°C

Ecnu npo6nema He peleHa, CBAXUTECbL C CEPBUCHON
cnyxoéon

Yb6eautecb, UTO repMeTUK/pe3nHOBbI KNeill He ABnseTcs
NPUYMHOW NpUAMNaHna npoknagku. OUncTuTe Npoknagky u
BCTaBbTe 3aHOBO.

3ameHnTe HOBOW yNNOTHAKLWENW NpOKIaaKon

3BYKOBble cuUrHasbl - OWN6KK

Tpn KOPOTKUX CUTHaNa:

'y4OK HU3KOro ToHa:

MOCTOSIHHBIN TyA0K:

CoobuleHnsa 06 owmnbKax

HaxaTtue HemnpaBuAbHOW UM HEDYHKLMOHMPYIOLWEH KnaBuwm

Mpu nonbiTKe BBOAA 3HAYEHUA BHE NpMemaIeMoro gnanasoHa.

Mpu6op He BLINOMHSAET MPOLECC WM NPOrpaMMy B NPUEMSIEMOM
avanasoHe. Bbikilounte nuTaHue U nepesanyctute. Ecim  curHan
MOBTOPSIETCS, BbIK/IUMTE NPUBOP W CBSXKUTECH C aBTOPU30BAHHBLIM

CEepPBUCHbIM LEHTPOM.

Ecnv npn6op He MOXET AOCTUYb YCTAHOBJ/IEHHO TemMmnepaTtypbl B TeyeHue 10 MUHYT,

nosensietrca coobuieHne 06 ownbkKke c HpopMaLuen BbIKIKUYNTL NPUGOP U

3855-004741-001 REV

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

PykoBOACTBO Mosib30BaTesis

Confidential - Company Proprietary

31



BIGSYSTEMS

NO3BOHWTL B CEPBUCHYIO CNyx6y. ByaeT 3By4aTb NOCTOSIHHbIN Ty[0K.

SYSTEM ERROR!
TURN UNIT OFF!
CALL SERVICE

Ecnm npu6op He MOXeT M3MepuTb TemnepaTypy, nporpammHoe obGecneyeHue
aBToOMaTM4YyeCcKn BblkoYaeT Harpes. [losBnsetca coobweHne 06 owunbke c
MHpopMaumen BbIKNWOYUTL NPUBOP U MO3BOHUTbL B CEPBUCHYK CNyx6y. bygeTt
3By4YaTb NOCTOSAHHbIV Ty[OK.

Mpn BbICOKOI TemnepaType OKpyXaw el cpegbl:

Mpru6op 6yAeT NbiTaTbCs YCTAHOBUTL HYXHYO TemnepaTtypy. OaHako, ecnu
BEHTUNSATOP HE MOXET AO06UTbLCS YCTAHOB/IEHHOI TemnepaTypbl BTeyeHue 10
MWHYT, NosiBAsieTcsl coobuieHne 06 ownbke, MHOPMUPYLOLLee Nosb3oBaTens, uTo
oKpyXxatwuas Temnepartypa C/AUWKOM Bbicokas. bByaeT 3ByyYaTb NOCTOSHHbIN TyLOK.
OTcueT BpeMeHM 6yaeT npogosmkatbes. Tekywan Temneparypa 6ygeT oTpaxaTbcs
Ha gucnnee. Haxatne kHonku CTon No3BOAsieT NO/b30BaTE/I0 NpepBaTb nNpouecc.
MosiBMTCA HOBLIN 3KpaH C 3aMPOCOM MOMb30BaTeNs, 4ENCTBUTENIBHO /1IN OH X04eT

npepsBaTtb npouecc.

[ns pexuma TonbKo rmépuansauunm;

Please W ait

Cooling to Hyb --°C

Present Temp --°C

("Ambient Temp High! Flashes

alternately on this line)

[na pexuma uKCMpoBaHHOW TemMnepartypbl:

Please W ait

Cooling to Fxd --°C

Present Temp -°C

("Ambient Temp High! Flashes

alternately on this line)

JKpaH npepbiBaHUs paboThbi:
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ABORTING!
Are You Sure?
No
Yes - Main Menu
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Ecnm okpyxatowas TemnepaTtypa U3MeHsieTCs BO BpeMsl npouecca u Bbi3biBaeT

M3MeHeHVe YyCTAaHOB/IEHHON TemnepaTypbl Npu6opa cBepx gnanaszoHa +IC 6onee

yemM Ha 2 MUHYTbI, NoaBAseTcA coobweHne 06 owmnbKe, UHDOpMUpyOUWee

noNb30BaTeNs, YTO OKpyXaklwaa TemnepaTypa C/AUWKOM Bbicokas. ByaeT 3Byyatb

MOCTOSIHHbIV Tyaok. OTcueT BpeMeHn 6yaeT npogosxaTtbes. Tekyuiaa TemnepaTtypa

6y,u,eT oTpaxaTbCA Ha Agucnnee. Haxatne KHONKK CTon no3BondAeT nosb30BaTesto

npepsartb npouecc. lNoasutcsa HOBbI 9KpaH C 3anpocoM nosib3oBartesid,

[eicTBUTENBHO 1N OH XO4YeT npepBaTb Npouecc.

Lns pexuma TonbKo ruépunansaumnm:

PGM - namexxxxxx

Hyb In Process ("Ambient Temp
High!" flashes alternately on this
line)

Hyb-°C

Present Temp: -°C

3KpaH npepbiBaHUsA paboThbl:

ABORTING!

Are You Sure?
No

Ana pexunma
oMKCMpOBaHHOW TemnepaTypbl

PGM - namexxxxxx

Fxd Temp -°C ("Ambient Temp
High!" flashes alternately on this
line)

Reset Timer 00:00:00

End PGM/Main Menu

Yes - Main Menu
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Ecnn okpyxawwasa Temnepatypa n3MeHsieTcsa nocne 3aBepLlleHns npowuecca, Ho A0
TOro KakK nosib3oBatesib BblHYy/1 nNpeaMeTHble CTekna, U Bbl3biBaeT N3MEHEHUE
yCTaHOB/IEHHOW TemnepaTypbl npubopa ceBepx gnanasoHa +1°C 6osiee yem Ha 2
MUWHYTbI, NosBAseTCS coobuweHne 06 owmnbKke, NHpopMmUpyrouee Nofb3oBaTens, 4To
oKpyXalwasa Temnepartypa C/IUWKOM BbicOKas. byaeTt 3BydaTb MOCTOSAHHbIN Ty[0K.
OTcueT BpemeHn byaeT npogonxartbcs. Tekyuw,asa Temnepatypa bygeT oTtpaxaTbCs Ha
avcnnee. Haxatne kHonku CTon no3BOJ/ieT NoSib30BaTe 0 NpepBaTb Npouecc.

MosiBUTCS HOBbI 3KpaH C 3aNPOCOM MNOJ/b30BaTENS, AEWNCTBUTEIbHO 1N OH XOYeT

npepeartb npotecc.

Ona pexuma rmépuagnsaymn:
PGM - namexxxxx
PROCESS COMPLETE ("Ambient
Temp High!" flashes alternately on
this line)
Total Hyb Time
End PGM/Main Menu

3KpaH npepbiBaHUSA NpoLlecca:

ABORTING!
Are You Sure?
No

Yes - Main Menu

MpumeyaHue: Ecnm yxe 6bl10 co3gaHo 40 nporpamMm, TO B 3KpaHe OCHOBHOTO
MeHl0 BMecTo nyHkTa "Create a PGM" (Co3patb lNMporpammy) 6yaeT nyctoe MecTo.
[Monb3oBartesib nNpM 3TOM MOXET TONLKO pejakTuposaTtb CcyuiecTByllune

nporpamMmmbl.
Run a PGM
Edita PGM
Present Temp:--°C
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Pasnen 7

XapaKTepuUCTUKN

KaTtanoxHbli 3800-004852-002
Mogaenb 5500-24
EmKOCTb Jo 12 npenapartoB

TemMmnepaTypHblii 30°C -99°C
ananasoH Camana Hu3kasa Temnepartypa - 30°C unun temnepartypa

okpyxatwuwel cpegbl +5°C (B 3aBMCMMOCTM OTTOrO, Kakoe
3HaueHue 6onbLle)

BpemeHHOW 00:00 - 99:59 yaCbKMUHYTbI
Avana3oH
Konnyectso 40
nporpamm
Bpemsa Harpesa 37-95°C meHee, 4eM 3a 3 MUHYTHI
Bpewms 95-45°C meHee, yeMm 3a 6 MUHYT
dnekTponutaHue 240 VAC 50/60 Hz (0) 1.6 A

OnvHa 45.1 cm
ra6aputsl WunpuHa 22.8 cm
BbicoTta 13.5 cm

Bec 6.5 kr

Wcnonb3oBaHve BHYTPY MOMeLLLeHUs.
BbicoTa Hag ypoBHem mops 4o 2000m
Temnepatypa -i-15°C go +40°C.

MakcumanbHaa oTHocuTeslbHasa BiaxHocTb 80% npu Temneparype
Ycnoeus A0 15°C, nuHeiHo ymeHblaeTca Ao 50% npu 40°C
paboTbl

KonebaHna Hanps>XeHns NUTaHua He JOJIXKHbI npesbiwate £10%

OT HOMWHA/IbHOTO. YCTONYMBOCTb K pE3KUM noAbemam
3/1eKTPUYECKOTro Hanps)XeHUss COOTBETCTBYET YCTAHOBOUYHO
kateropuu Il. CornaweHune o 3arpsasHeHumn 2 (Pollution degree 2).
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Safety 3
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T
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Temperature verification 27
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1. HammeHoBaHWe MeAULWNHCKOIo U3genus

Cuctema ThermoBrite g1a geHatypaumn v rmbpuansaunmn Ha npeameTHblx cteknax (ThermoBrite Slide
Denaturation/Hybridization System).

[Janee no Tekcty - Cuctema ThermoBrite, Cuctema.

2. CBefleHNA 0 NPoOn3BOAUTESE.

2.1 lNpownssoanTesb

Leiea Biosystems Richmond, Inc. (Jleiika Buocuctemc PuumoHa, VIHK.).

Appec: Leica Biosystems Riehmond, Ine. 5205 Route 12 Richmond, IL 60071 USA
(N1einika BruocmeTtemc Puumons, VHK. 5205 PyT 12 PuumoHg, /1 60071, CLLA).
TenedoH: 1-800-248-0123

Website: www.LeieaBiosystems.eom

2.2 MecTo npousBoacTBa

Leica Biosystems Richmond, Inc. (Jleiika Brocnetemc PuumoHg, VIHK.).
Agppec: Leica Biosystems Riehmond, Ine. 5205 Route 12 Richmond, IL 60071 USA
(Neinka Broencteme PuumoHg, NHK. 5205 PyT 12 PuumoHg, V1 60071, CLUA).

2.3 OmumanbHbIn NpeacTaBUTeNb NPOM3BOAMTENSA Ha TeppuTopun PO

000 «BbuofaiiH»

FOpuanyeckunii agpec: 197022, Pocecus, r.CaHKT-INeTepbypr, BH.Tep.r. MyHMUMNanbHbIA OKPYT
AnTeKapckuin ocTpoB, yn. Mpodeccopa Mono.a, 4.23, nuTepa E, nomewieHme 3H/5H, komHaTa 208
(MouToBbIit agpec: 197022, Poccus, r. CaHkT-MeTepbypr, yn. Mpodeceopa Monosa, .23, nutepa E),
TenedoH: (812) 320-49-49

dakc: (812) 320-49-40

E-mail: main@bioline.ru

3. CocTtaB MegMLUHCKOro nsfenus.

Cuctema ThermoBrite gns geHatypauum n rmbpuamsaumm Ha npegMeTHbIX eTeknax (ThermoBrite Slide
Denaturation/Hybridization System), B eoeTaBe:

1. YeTpoiieTBo ThermoBrite gns geHaTypaumm n rméprmamsaLumn Ha npegmeTHbIX cTeknax (ThermoBrite
Slide Denaturation/Hybridization System) - 1 .

2. Kabenb ceteBoli (Line Cord) - 1.

3. Monocka KoHTpons BnaxHocty (Humidity Card) 1yn./IO wr. - 2yn.

4. PykoBogcTBo nonb3osatens (Operator’s Manual) - 1 wr.

4.HasHa4eHMe MefNLMHCKOr0o n3genuns.
Cuctema ThermoBrite gna geHatypaumm n rmbpugmsaumm Ha npeameTHbIx cteknax (ThermoBrite Slide
Denaturation/Hybridization System) obecneumBaeT KOHTPO/b TeMnepaTypbl A8 feHaTypauuu v [ nm

rmépugusaunn ana qayopeeueHTHOM rmbpuamsaummn in situ (FISH) o6pasuoB, pacuosoXeHHbIX Ha
NpeAMETHbIX CTEKNAX.

3aTeM npeAMeTHble CTeKMa, €  WCMOMb30BaHWEM  MMKPOEKOMNa, MPOXOAAT  MHTeprpeTauuto
KBa/IM(MLMPOBaHHBLIM MeAVLMHEKUM PaGOTHUKOM As MOCTAHOBKM AMarHosa.



4.1.0nuncaHuve LeneBoro aHaanTa.

Cuctema ThermoBrite He npegHasHadeHa 15 0OHAPY>KEHUS WU U3MEPEHUS] KOHKPETHOMO LeneBoro
aHannTa, HO OHa obecrneymBaeT KOHTPO/Nb TeMrepaTypbl 4NA AeHaTypauun v/ unn rmbpuansaumm ans
FISH-aHanm3a 06pa3yoB, pacrnofioKeHHbIX Ha NPeAMETHbIX CTEKNAX, pasMeLLEHHbIX B NPUoope.

4.2. ®YHKLNOHANbHOE HAa3HaYEeHMe.
BcriomoratenibHoe epefieTBO B JUArHOETUMKE in vitro.

Cwnctema ThermoBrite ABnseTcA BCroMorare/ibHbIM CPefeTBOM B AMarHocTuke. MNpegmeTHble CTekna C
obpasuamu, KoTopble nNpoxogat FISH-nogrotoBky K aHanusy Ha ThermoBrite ganee nHTepnpeTupyroTca
KBaIMPULIMPOBaHHBLIM CMELMaNIMCTOM B 06/1aCTW 34paBOOXPaHEHUS.

[JaHHas ‘Tlporpammupyemast cuctema'' aBToMatv>KpyeT aTanbl geHatypallyum ' rnopugisauiin FISH"Ha
NpeaMeTHbIX eTeknax W obeeneumBaeT Y[o6GCTBO paboTbl AN KBa/MMLMPOBAHHOINO MepcoHana
nabopartopun.

4.3. Cneumndmyeckasa naTonorus, COCToAHMe UM PakKTop pUcka, ana 06Hapy>XeHUs, onpegeneHns
nnun gudepeHLMpoOBaHNS KOTOPOro nNpefHasHauyeHo MeJULMHCKOe n3fenune 4a ANarHoCTUKM in
vitro.

Cuctema ThermoBrite He npefHasHadeHa /19 0OHapPY>KeHUS, onpefeneHns Unn anddepeHUUpPoBaHNS
KOHKPETHOW eneumuyeekold nNaTonornyM, a Wenonb3yeTca A8 3Tana MoArOTOBKM  KMHUYEEKMX
00pasLoB /191 MUKPOEKOMNYECKOr0 1eenefoBaHUs B in Vitro AuarHoOCTUKe MeTOAO0M (hyOpPEeCLEHTHOM in
situ rmébpugmsaumn (FISH).

4.4, TUIN aHann3snpyemoro obpasta.
[na  NoAroToBKM — KNMHWYECKMX  06pasuoB A1 MUKPOCKOMWYECKOro  MeenefoBaHWs  MOTYT
NCMonb30BaThCA CreayloLme Brabl 06pasLoB NauMeHToB:

o [Mpenapartbl Ky/bTVBUPOBAHHbLIX K/IETOK KOETHOIO MO3ra;

o LuTonorunyeckune npenaparsl;

o Masku Kposuy;

o [ucrtonornyeckme npenaparbl.

4.5. PUCKU NPUMEHEHNA MESULNHCKOIOo U3enuns.

B 3aBMCMMOCTM OT MOTeHUMasIbHOro pucka npumeHeHns Cwuctema ThermoBrite, B COOTBETCTBUU C
Tpe6oBaHuAMK [MpukazoB MwuH3gpaBa Poccun Ne 4H oT 06.06.2012 1. «O6 yTBEpPXAeHUMN
HOMEHKaTYPHOIN KnaccumnKaumm MeguuUHCKUX U3gennii», 0THOCUTCS K Knaccy 2a.

5. lNokasaHuA K NPUMEHEHUIO MegULVNHCKOro U3fenms.
[na in vitro guvarHocTukM gna feHatypauumn / rnbpuamsanmm 30HLOB C MULLEHAMW B obpasuax Ha
NpeAMETHbLIX CTEK/IaX.

6. MpoTMBONOKAa3aHMS K MPUMEHEHWNIO MESULUHCKOTO U3AENUs.
Mpy MCNoNb30BaHUN W3LENNA MO Ha3HAYEHUO M B COOTBETCTBMM C TpeboBaHMsMM PyKoBoacTBa
nonb3oBatens (M MPUNOXKeHNA K HEMY) NPOTUBOMNOKa3aHUiA He UMEET.
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7. Oxunpaemble npeiackasyemble nodounble >¢exkrbl, CBA3aHHbIe ¢ npuMeHeHuem MM no
Ha3HAYEHHIO,

Ilpy wucmonb3oBaHMM M3NENMSA MO HA3HAYEHHI0O M B COOTBETCTBUM C TpeboBanusaMH PyKoBojCTBa
nons3oBatens (M [MpunoxeHns Kk HeMy) no6ouHbIX 3P (HEeKTOB HE UMEET.

8.06.1acTh npuMeHeHHS] MEAHIHHCKOrO H31eJIHsl.
KnunHudeckas naboparTopHas aAnardHoctuka (in vitro).

9.Mndopmanns o NOTEHIHAIbHBIX NOTPEOHTENAX MeHHHHCKOrO H3eAHA.
Cuctema ThermoBrite npeaHa3HaueHa a8 nNpopEeCCHOHAILHOTO MNPUMEHEHHS B  KIHHHYECKOH
nabopatopHo# auarHoctHke (in Vvitro) KBaNMPUUUPOBAHHBIM MEPCOHANIOM CO CPEAHHM H BbICIIUM
obpa3oBaHveM (Bpay KJIMHHYECKOH NabopaTOpHON AWArHOCTUKH, MEIULIMHCKUI NabopaTOpHbIH TEXHHK
(dbenbawep-nabopatT)), HMEIOLWIMM ONBIT NPOBEeAEHUsS PnyopecueHTHoM rubpuausauny in situ (FISH) u
JONOJIHUTENBHO NPOLUEAWINM cneuranbHoe obyueHue 1 paboThl C U3JENHeEM.

10.YcaoBus 3kcnyaTauuu MeIHIHHCKOTO H3NEHS.

Cuctema ThermoBrite npeaHasHadeHa A8 SKCIUTyaTalMM B YCJIOBHAX KJIHHHKO-AMarHOCTHYECKHX
naboparopuit, OONBHML, M  APYFMX J1€4eOHO-NPOPHIAKTHYECKMX MEAHLHMHCKHX  YUPEKACHH
COOTBETCTBYIOLLEr0 Npodus.

11. Onncanue paGouero npouecca.

11.1. O6mne npHHUHNBIL.

Cuctema ThermoBrite — 3To KOHTPOUPYEMOE MHKPOTIPOLIECCOPOM KOMITAKTHOE HACTOJIbHOE YCTPOHCTBO
C HarpeBaTenbHOH nnacTMHOW M Kpbiwkoil. ThermoBrite obecneunBaeT coxpaneHue 40 nmporpamm, 3
paboumx pexxuma:

- DUKCHpOBaHHas TeMMeparypa,

- Tonbko rubpuauzauus,

- Jlenatypauus u rubpuausauus.

BmectumocTs Ha 12 cnaiinoB 1 MakcuManbHyto Temnepatypy 99°C.

11.2. MucTpykunu no pabore.

Omkpstmue u 3aKpsimue KpoluKu.

Ilpexynpexnenune: [lnactiHa ans  cnaiiioB MoxeT ObiTb ropadeit. OOpaTHTe BHMMaHHE Ha
NpeaAynpexaeHus M TNpoBepsadTe TemnepaTypy Ha aAucmiee nepel paboTod co  cnaijam.
[Ipenebpexenne npeaynpexaeHUAMU MOXET ObITb NPHYHHO#M OXora.

IIpumeuanne: BrieMKH, pacnonoxeHHbie MO OGEUM CTOPOHAM KPbILIKM, [O3BOJAIOT MOMB30BATENIO
NpOCTO MOJHUMATL KPBIWIKY A0 HyXHOH mno3uuud. Kpblllka [0/mKHA OKa3blBaTh HEKOTOpOE
CONpPOTHBEHUE NpU OTKPbITUM. [l 3aKpbITHS BBLIMOJHHTE MNPOHECC B OOpaTHOM HAampaBlEeHHH.
V6eauTech, 4To nepeaHss 4acTb KPBILIKK MOJHOCTBIO ONMYIUEHA W HET MpenATCTBHii, MELLAOWUX TOMY,
4TOOBI YNIOTHUTENb MIOTHO BCTA HA CBOE MECTO MO BCEMY MEPUMETPY.

Brarouenue npubopa.
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OCHOBHOI4 BbIK/OYaTeNb Npubopa ThermoBrite pacnonoxkeH Ha 3afgHei naHenn. Y6egmTechb, UTo Npubop
NOAKJ/TOYEH K 3a3eMJIEHHON po3eTKe. Mpu nepemenaeHnn nepeknoyatens B nosvumio | (Bkn.) npuéop
n3gacT 3BYKOBOW CUrHaN A1 0003HA4YeHMs, 4YTO COOTBETCTBYIOLLEE 3/IEKTPONMTaHWE MOAaHo,
BEHTUNATOP HayHeT paboTy, W Ha [UCNJiee MNOSABUTCA OCHOBHOE MeHI0, Korja npuoop AOCTUTHET
3alaHHOI Mo ymon4yaHuo Temnepatypbl 37°C.

O603Ha4YeHNs Ha CeTEBOM MNepeK/oyaTesne:

| = BKn.

O = BbIKn.

BbinonHeHue nporpaMmmsl.

Run-a-PGM- BbinonHunte-nporpannamy-~
Edit-a-PGM- PepaktnpoBaTtb-nporpamnnyly
Create-a-PGMH CosgaTtb-nporpammy”
Present-Temp:* 37“CL, Tekywaa-temnepartypa:- 37°C1|

Bkitounte npubop u oxuparite NosiBNeHWS Ha AWCniee OCHOBHOIO MeHH0. Kypcop BblensieT CTPOKY
“Run a PGM” (BbInosHuTe [Mporpammy). Haxmute KHonky “Enter” pia npuHATUA. C NMOMOLLbIO
K/1aBuLLI CO CTPe/IKaMy MOXKHO MPOKPyuMBaTb HoMepa nporpavMm e 1 no 40 / Ha3BaHuA nporpamm. Takoke,
Bbl MOXKETEe MCMOJb30BaTh KaBMaTypy, YTo6bl BBECTU HOMEP HY>XHOI NporpaMmbl.

Benn HeT eoxpaHeHHbIX Nporpamm, obpaTuTech K pasgeny «lporpammupoBaHue» 3TOro PyKOBOACTBA.
ONna NpuHATUA HaXKMUTe KHOMKY “Enter”.

Enter PGM no.
or Scroll (arrow s)

PGM 01 namexxxxxx

[uncnneii 6yfeT nokasbiBaTb HOMeP, HasBaHWe [porpaMmbl, BpemeHa fdeHaTypauuu/ rubpugmsaummn u
TemnepaTtypbl g1 Kaxgoro atana. Kypcop Bbigenset cTpoky “Run PGM” (BbinonHuTb Mporpammy).
HaxxmnTe KHOMKyY “Enter” ana npuHATUS.

Hyb Only / Denat & Hyb / Fixed Temp /
Tonbko rmbpuansauns [JeHaTypauns n rnbpungnsaumns duKcnpoBaHHas Temrepartypa
PGM 02 EBV PGM 01 HER2 PGM 03 BAKE
Hyb: 55°C 01:30 82°C :05; 45°C 20:00 FIXED: 65°C
Run PGM / Run PGM / Run PGM /
BbINOMHMTL nNporpammy BbINO/HUTL Nporpammy BbINOMHUTL Nporpammy
Main Menu / Main Menu / Main Menu /
OCHOBHOE MEHIO OCHOBHOE MEHIO OCHOBHOE MEHI0

Ha gucnnee nosisutes «Add Slides and Close Lid / MNMocTaBbTe npenapatbl U 3aKPONTE KPbILLKY».
Mepep 3arpy3koil NpenapaToB MNPoONUTaiTe MOMOCKA KOHTPONS BAAKHOCTU (YBIAXKHSOLME MOIOCKM)
OUCTUNNNPOBAHHON WKW [EMOHM3MPOBAHHOM BOLOM WM BCTaBbTe B Masbl HA BHYTPEHHel MOBEPXHOCTU
KpbIWK/  (cMoTpuTe [M0M0CKM  KOHTPONS BNaXHOCTW). Terepb MOMecTUTe Mpenaparbl B Mpubop.
MomeTuTe Kypcop Ha cTpoky “Start / CtapT”. Haxkmute “Enter”, utobbl HayaTb paboTy nporpammbl.



[Nns BO3BpalleHMA B rNaBHOE MeHI0, HaBeauTe Kypcop Ha CTpoky “Main Menu / TnaBHOe MeHHO” U
HaxkmuTe “Enter”:

PGM 02 EBV PGM 01 HER2 PGM 03 BAKE
Add Slides - Close Lid Add Slides - Close Lid Add Slides - Close Lid
Start Start Start
Main Menu Main Menu Main Menu

[eHaTypauus u rmépuansaums.
Ha aucniee oTpaxkaeTcsa TeKyllas TemnepaTypa npenapaTos.

PGM 01 HER2
**Heating**
Denat: 82“C:05

Present Temp: 42°C

Korga TemnepaTtypa AocTUraeT TemrepaTypbl AeHaTypauun, Npuoop M3gaeT ABa CUMrHata U HaunHaeT
OTCYET BPEMEHU AeHATypaL1N.

PGMO1HER?2
Denat in Process
Denat: 82T 02:28

Present Temp: 82°C

ThermoBrite aBTOMaTMYeCKM OCTbIBAeT [/1A 3Tana rmbpuaMsauumn nocne TOro Kak aTan AeHaTypauun
3aBepLLEH.

Please W ait
Cooling to Hyb 45°C

Present Temp: 58“C

Bpemsa rubpugmsaumn HauHeT OTCUUTBLIBATL C TOMO MOMEHTa, Korfa Temriepatypa LOCTUMHeT 3HauyeHus
TemnepaTtypbl rmépuamsaumm.

Mocne 3aseplueHns nporpammbl ThermoBrite n3gaeT 5 3BYKOBbIX CUTHasIOB M Ha [MCMJIee MOSABUTCA
Hagnuce “PROCESS COMPLETE / [MMpouecc 3aBeplueH”. TemnepaTypa rubpuamsaumn oyget
noggepxmeatbcs Ao NpuHatusa “End PGM/Main Menu / 3akoHUYMTb nporpammy/lCnaBHOe MeH”
Haxkatvem “Enler”.[Jo 3TOro MOMeHTa, NepemMecTmTe npenapartbl AN fanbHeiwen paboTtsbl. Ecin “End
PGM/Main Menu” He nofTBep>KAaeTcA B TeUeHWe MepBOA MUHYTbI MOC/Ne 3aBepLUeHUs Mporpammbl,
ThermoBrite pfobaBnsieT Bpems, MNpoLlefllee C MOMeHTa 3aBepLleHWs MporpaMMbl K BpPeMeHU
nporpaMMbl, 1 NOKasbIBaeT 06LLiee BPeMS rmbépuamusaunu.

PGM 01HER2

PROCESS COMPLETE
Total Hyb Time 21:05
End PGM/Main Menu

Tonbko Mbpnausayms:
Ha gucnnee oTobpaxkaeTcs TeKyLlas TeMnepaTypa npenaparos.



Please W ait

Heating to Hyb 55°C
Present Temp: 45X

Korga TemnepaTtypa [OCTUraeT 3HadeHWs, yKa3aHHOro B nporpamme, ThermoBrite HauMHaeT oTcuyeT
YCTaHOBJ/IEHHOI 0 BpeMeHW.

PGM 02 EBV HYB
Hyb in Process
55“C 01:30
Present Temp: 55"C

Mocne 3aBepLueHNs nporpaMMbl ThermoBrite n3gaetT 5 3BYKOBbIX CUTHa/I0B M Ha AUCTIEE MOSABUTCH
Hagnuce “PROCESS COMPLETE / Mpouecc 3aBeplwieH”. TemnepaTypa rubpuamsaumn 6yget
noggep>xmeatbcs Ao npuHATUS “End PGM/Main Menu / 3akoHUnTb nporpammy/I"naBHOe MeHt0”
HaxaTnem “Enter”.[Jo 3TOro MOMeHTa, NepemMecTvTe npenapatbl Ana ganbHenweli pabotbl. Ecnm “End
PGM/Main Menu” He NOATBEPXKAAETCA B TeYeHME MEePBO MUHYTbI MOC/E 3aBepLUEHNS MPOrpammb,
ThermoBrite po6aBnsieT Bpems, MpoLUeAlliee ¢ MOMEHTa 3aBepLUeHMs MporpaMMbl K BpeMeHu
nporpamMmbl, U NOKasbIBaeT 06LLee BpeMs rmopuansaunn.

PGM 02 EBV

PROCESS COMPLETE
Total Hyb Time 02:15
End PGM /M ain Menu

duKcMpoBaHHas TemnepaTypa:
Ha gucnnee oTobpaxkaeTcs TeKyLlas TeMreparypa rnpernaparos.

Please W ait

Heating to Fxd: 65X
Present Temp: 30°C

Korga TemnepaTypa AoCTUraeT 3alaHHOr0 3HAUYeHUs], TaliMep HAYMHAET OTCUET MPOLUEALLIEr0 BPEMEHW.

PGM 03APPL FIXED
Fixed Temp: 65X

Reset Timer 01:18:10
End PGM /Main Menu

UTobbl 3aKOHYMTb Mporpammy, WCnonb3yiite cTpoky “End PGM/Main Menu / 3aKOHYMTb
nporpammy/I"naBHOe MeHIO” 1 NOATBEPAUTE HaxkaTueM Knaeuwm “Enter/BBog”.

MpumeyaHne: Ecnn 3anporpaMMypoBaHa TemriepaTypa OKpYXXaloLleil cpefbl, BeHTWATOp 6yaeT
pa6oTaTb BCce BpeMs [0 3aBeplUeHVs nporpamMmMbl. Camas HU3Kas BO3MOXHas TemnepaTtypa - 3TO
TeMnepaTypa OKpy>KatoLLei cpefbl, T.e. 0T +5 g0 +30°C (MK BbILLE).



MpuMeyaHue: TemnepaTypy MOXHO MOBbIWATb W MOHMWXKATb, He MpepbiBasi  Mporpammy,
MCMO/b30BaHNEM COOTBETCTBYIOLLNX CTPESIOK.

MpepbiBaHWe BbINOHAEMOW NPOrpaMmbl.

[na npepbiBaHUA BbINOMHSAEMOM NPOrpaMMbl HXKMUTE KHONKY “STOP”, npnbop nsgact Tpu 3BYKOBbIX
CUrHasa.

Mcnonb3yinTe CcTpenku, 4Tobbl HaBecTM Kypcop Ha “Yes / [la” nm HaxmuiTe KHOMKy “Enter” ans
noaTeepxaeHns. MNporpamma He 6yaeT 0CTaHOB/EHA A0 MOATBEPKAEHUS.

MpumeyaHne: ThermoBrite yTouHseT “Are You Sure? / Bbl yBepeHbI?” 3TO Heob6X0AUMO, YTOObI
NpesoTBpaTnTb CyYaliHoeLIpepbIBaHNEe TEKYLLER NPOrpaMmbl.

ABORTING!
AreYou Sure?
No

Yes - Main Menu

BkntounTtca BeHTUNATOP. ECnm TemnepaTypa 6bina Bbiwe 37 °C, npubop 6yaeT oxnaxgarsca go 37°C.

YcTaHoBKa npenapaTos.

KonebaHmsa TemnepaTypbl Haxogdatcs B npegenax 1°C OT ycTaHOBMEHHOW Ha BCeil MOBEPXHOCTU
HarpesaTens. ThermoBrite No3BonseT ycTaHOBUTL Makcumym 12 npenapatoB. [ns 3TO Heo6Xo4MMO
NPOCTO MOAHATH KPbILLKY M YCTAHOBUTbL CTEK/IO Ha naacTuHe. MaToBble Kpas npenapaTtoB fO/KHbI ObITb
obpalleHbl KHapyu. CasuranTe npenapatbl K LeHTPY NAacTWHbI 40 ynopa B MapKUpPOBaHHbIe No3nLmm
JepxxaTens npenaparos.

MpumeyaHue: [leped 3aKpbITVEM KPbIWKKY, Y6eaUTeCh, YTO MpenapaTbl MO/IHOCTbIO HAXOAATCS Ha
HarpeBaTe/IbHO/ MOBEPXHOCTU. HeaKKypaTHOe pasMeLleHre NpenapaTtoB MOXKeT NPUBECTU K UX MOSIOMKe
KPbILLIKOW Npuoopa.

[Monockn KOHTPOAA BNa>KHOCTU (YBNa>KHAOLME NONOCKK).
PasmelleHHble Ha KPbILLKe, YBADKHAOLWME MOMOCKA MPefoTBpaLLaloT KcnapeHue CMecuM 30HA0B C
MOBEPXHOCTY Mpenapara.

MponuTaiiTe yBNaXKHAOLLME MOOCKN AUCTUNNNPOBAHHON MNWN AENOHN3MpPOBaHHOK Bogoi (~13 mn ans
HOBbIX M0J10COK).

|/|HCprKLI,I/IFI ON1A NOBTOPHOIo MCNOJiIb30BaHNA YB/TaXXHAKOLWNX MOJTOCOK:

e TMocne 3aBepLleHMsI NpPOrpamMmMbl, OCTaBAAKTe KpPbILWKY Npubopa 3aKpbIToli 418 NpesoTBpaLLeHus
BbICbIXaHWNA MOI0COK MeXAY MCMOoMb30BaHMEM.

* He I/ICHOﬂb3yI7IT€ MOBTOPHO MOJ/IHOCTbHO BbICYLLIEHHbIE MOJIOCKW.
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« [lo6aBbTe Ha MOMOCKM BOAbl Nepe MOBTOPHbLIM MCMNO/Ib30BAHMEM.

e Ko/nMuyecTBo BOAbl, HE06X0AMMOE Ans  MOBTOPHOFO MPOMWTbIBAHWS  MOMOCOK, 3aBUCUT  OT
MCMob3yeMOil NporpaMmMbl ¥ BPEMEHM MeXay 3anycKamu.

e [nA Kaxpaoro nocnefytoLlero sanycka fo6asnaiite 3-10 mn Boabl AN NOAAEPXKAHUA BNAKHOCTU.

e CpoK 3kcnnyaTauum nonocok fo 1 roga.

VIHCTPYKUMA MO 3aMeHe YBAXKHSIHOLLMX MOJIOCOK:
[ns 3aMeHbl NONOCOK, MOAHVMMUTE KPbIWKY W YAanuTe cTapble MOAOCKW. BcTaBbTe HOBble MOOCKU B
BbIEMKW Ha KPbILLKE, OHW 6YayT NOAAEPXXMBATLCA CneynasbHbIMU BCTaBKaMU.

MpenynpexaeHne: HE ucnonb3yiiTe 6ymMaxHble NONOTEHLA WU ApPYrue (GUIbTPOBasIbHbIE MOSIOCKU B
KauyecTBe YBNAXHSAOWMNX. ITO MOXET MPUBECTU K U3MEHEHWIO YCNOBUI BAKHOCTM U YMEHbLLEHWUIO
MHTEHCUBHOCTU 30HAA.

11.3. TlporpammupoBaHue.

Mpnéop ThermoBrite obecneumBaeT coxpaHeHMe 40 pas3nnydHbIX nporpamm. Kaxpas nporpamma MOXeT
6bITb 0AHOWN N3 TPEX TUMOB:

. JeHaTtypaunsa n M'mépugmsaymsa - Denaturation and Hybridization (Denat & Hyb),
. Tonbko Mmépugmsayma - Hybridization Only (Hyb Only),
. durkcmpoBaHHaa Temnepartypa - Fixed Temperature (Fixed Temp).

MporpaMMmpoBaHue ocyLLLECTBASIETCS NpocTo. B rnaBHom MeHto Bbl6epuTe “Create a PGM / Co3gaTb
nporpammMy”, BbiGepuTe TUN NpPoOrpamMMbl U ChnefyiTe COOGLLEHMSIM Ha AMCMee ANS BBOAA BPEMEHU
ANUTENbHOCTM 3Tana U yCTaHOBKM TeMmrnepaTypbl. ThermoBrite No3BosnsieT ycTaHaBNMBaTb TemMnepaTypbl
BO BPEMS BbIMO/IHEHWUS MPOrpaMm.

Run a PGM Select PGM Type
Edita PGM Denat & Hyb
Create a PGM Hyb Only

PresentTemp: 37°C Fixed Temp

MpumeuaHue: [Mpu 3aBeplleHMUN nNporpaMmbl Ha fucnsiee OyaeT nokasaHo coobuieHue: “Process
Complete / Mpouecc 3aBepweH”. Temnepatypa 6yaeT noggepXXuBaTbcs, U Talimep 6yaeT npogonkaTb
OTCYeT, Noka He 6ygeT npuHATO End PGM/Main Menu / KoHeu TMporpammbl/OCHOBHOE MeEHIO
HaXkxaTnem KHonku “Enter”.

MpumeyaHwne: Ecnu B Nnpubope y>Xe coxpaHeHo 40 nporpamMm, TO Ha 3KpaHe OCHOBHOIO MeHI0 He byfeT
nyHkTa “Create a PGM/ CosgaTb Mporpammy”. A5 3aaHns HOBbIX YCNIOBUI HY>XXHO pefaKTMpoBaTb
yXe CyLLeCcTBYHOLLYIO nNporpaMmmy, cMOTpuUTe pasfen “PegakTupoBaHue nporpamm’™.

INpenenbHble 3Ha4YeHUA

Pexum Avana3oH TemnepaTtyp [vana3oH BpeMeHHbIX NHTEpPBasoB
JeHaTypauyus 50°C - 99°C 00:00-00:30 MUHYT

Mbpunansayns KT nan 30°C - 70°C 00:00 - 99:59 yacoB 1 MUHYT
dunkcnposaHHas KT nnn 30°C - 99°C 00:00 - 99:59 yacoB U MUHYT
Temnepartypa

1
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Co3gaHue nporpaMmbl geHaTypauumn u rubpugunsauun (Denat & Hyb).

Mcnonb3ys KHOMKW CO CTPeNKaMun, B 3KpaHe 0eHOBHOIO MeHI0 nepemecTtuTe Kypcop Ha “Create a PGM/
Co3faTb NporpamMmmy” 1 HOKMUTE KHOMKY “Enter” ona npuHATUSA.

Kypcop 6ygeT Ha eTpoke “Denat & Hyb/[QeHaTypauyusa un Fubpugmsaumns™; HaXMUTE KHOMKY
“Enter” gna npuHATMA. ThermoBrite nepeingeT Ha cnegytowmii OCTYMHbIA HOMep NPorpamMmel.
ThermoBrite No3BoONSET NONb30BaTENO AaBaTb MporpaMme HasBaHue. Kypcop ykasblBaeT Ha nepBblii
CUMBO/T B HasBaHUW. Mcnonb3yinTe CTpenku, 4To6bl BbIOpPaTb CUMBOM U HaxmuTe “Enter” ans
NoATBePXAeHUS. M MOXET eogepxxaTb 40 10 cumBonoB. HaxxmuTe “Enter” ans npo6ena.

Hab6op enmBonos: A-Z; 0-9; Touka, TMpe u npoben (“Enter” nnm cTpenkoii Bnpaso)

[anee kypcop nepeiigeT Ha “Denat TeTp/Temnepatypa OeHaTypaumn”. C NOMOLLbIO KIaBuLL BBeauTe
3HadeHue TeMnepaTypbl U3 ABYX UnNPp B rpagyeax Lenscusa (50-99°C).

Kypcop nepeigetr Ha “Denat Time/Bpems [eHaTypauun”. C MOMOLLbIO KaBull BBeAUTe 3HadeHue
BpemMeHM 13 [AByX uugpp B MuHyTax (0-30). Kypeop nepeingeT Ha “Hyb TeTp/Temnepatypa
Mbpngunsaumn”. C NOMOLBI0 KIaBULL BBeAWTE 3HAYeHVEe TemnepaTypbl U3 ABYX Uudp B rpagycax
Llenbcust (30-70°C). Camoii HM3KOIA TeMrnepaTypoii MOXeT 6biTb 30°C unM KoMHaTHas TemnepaTtypa
+5°C, B 3aBMCMMOETU OT TOr0, Kakoe M3 3TUX MeHbLUe. [N KOMHATHOM TemnepaTtypbl Mmbpuamsauum
BBeAMTe 3Ha4YeHue 13 aByx umdp 00.

Kypcop nepeigeT Ha “Hyb Time/Bpemsa vbpuamsaunn”. C MOMOLLLIO KIaBULL BBeAWUTE 3HAYeHue
BpeMeHn 13 aByx umdp B yaeax (0-99), 3atem ae ungpbl B MuHyTax (0-59). Ha gucnnee Tenepb 6yayT
noKasaHbl BBefeHHble NapameTpbl NporpamMbl. Kypeop 6yaeT Ha cTpoke “Enter to Aeeept/HaxxmuTe
“Enter” pna npuHATUA”.

Denat: 82“C :05
Hyb: 45"C 20:00
ENTER to Accept
STOP to Abort

HaxkmuTe KHoNKy “Enter” 4aa NpuHATMA NapameTpoB NporpaMmbl; UK HOXXMUTE KHOMKY “Backspace”
[7191 BO3BPALLEHUS B MpeablayLinii sKpaH 418 N3MeHeHWs NapaMeTpoB NPOrpamMmmbl; UK HKMUTE KHOMKY
“Stop” ana npepbiBaHUS.

CospgaHue nporpamMbl TOMbKO AeHaTypauumn (Hyb Only).

Mcnonb3ys KHOMKW €O CTPesiKaMu, B 3KpaHe OCHOBHOIO MeHIO repeMecTuTe Kypeop Ha “Create a PGM/
CosgaTtb nporpamMmy” n HOKMUTE KHOMNKY “Enter” gna npuHATUA.

MepemMecTuTe Kypcop Ha cTpoky “ Hyb Only /Tonbko Mmbpuausauma™ n Haxmmute KHomky “Enter”
4N nogTeepxaeHUs. ThermoBrite nepeigeT Ha enefyoLWmiA JOCTYMNHBIA HOMep NPOrpaMMbl.
ThermoBrite no3BonseT Monb3oBaTenlo AaBaTb MporpaMmMe HassaHvie. Kypeop ykasblBaeT Ha MepBblii
CUMBO/T B HasBaHWW. Mcnonb3yiTe CTPenKW, 4ToObl BbIGpaTb CUMBOA U HaxmuTe “Enter” ans
NOATBEPXAeHUS. IMS MOXeT eogepxaTb Ao 10 emmBonoB. HaxxmuTe “Enter” gnsa npobena.

Habop emmBonoB: A-Z; 0-9; Touka, TUpe 1 Npoben (“Enter” nnm cTpenkoii Bnpaso)

Kypeop nepeiiget Ha “Hyb TeTp/Temnepatypa mnépugmsaumn”. C MNOMOLWIBI KnaBuLl BBeAuTe
3HaueHMe TemnepaTypbl U3 ABYX uMdp B rpagyeax Llenbens (30-70°C). CamMoii HU3KOI TemMnepaTypoi
MOXeT 6bITb 30°C 1M KoMHaTHas Temnepatypa +5°C, B 3aBUCUMOCTW OT TOF0, Kakoe 13 3TUX MEHbLLIE.
[ns KOMHaTHOIM TeMnepaTypbl MMbpuansaunm BBeanTe 3Ha4YeHne 13 Asyx undp 00.

Kypeop nepeigeT Ha “Hyb Time/Bpemsa vbpugmsaumnm”. C noMOLLbIO KIaBULL BBeAUTe 3HaueHue
BpeMeHM n3 ABYyX ungp B vacax (0-99), 3aTem ase undpbl B MuHyTax (0-59). Ha gucnnee Ttenepb 6yayT
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nokasaHbl BBeAEHHble MapaMeTpbl nporpammbl. Kypcop 6yaeT Ha cTpoke “Enter to Accept/Haxmunte
“Enter” gna npuHATUA”.

HaxxmuTe KHonKy “Enter” ons NnpyHATUA NapameTpoB MporpaMmbl; WK HaXKMUTe KHOMKY “Backspace”
[N BO3BpaLLeHMS B NpefblayLLnii 3KpaH ANs U3MEHEHUS NapameTpoB NPOrpamMmbl; UM HAKMUTE KHOMKY
“Stop” pna npepbiBaHUA.

CospaHune nporpaMmsbl (pukcupoeaHHolr TemnepaTypbl (Fixed Temp).

Mcrnonb3yss KHOMKKM CO CTPesikamy, Ha 3KpaHe OCHOBHOIO MEHKO MepemMecTuTe Kypcop Ha “Create a
PGM/ Co3gatb nporpamMmmy” 1 HaXXMUTe KHOMKY “Enter” gns npuHATUA.

MepemecTnTe Kypcop Ha cTpoky “ Fixed Temp /PuKcnpoBaHHasa Temnepatypa” N HOKMUTE KHOMKY
“Enter” gna noareepXXaeHns. ThermoBrite nepeiiaeT Ha cnefyowWwmii JOCTYMNHbIA HOMeP MporpaMmbl.
ThermoBrite No3BoNSeT Nonb30BaTeNlO faBaTb Nporpamme HasBaHue. Kypcop ykasbiBaeT Ha MepBblii
CUMBO/T B HasBaHWW. LIcnonb3yinTe CTPeNKW, 4TOObl BbIOPAaTb CUMBO/ UM HaxmuTe “Enter” ans
nogTeepXxaeHnsA. Mimsa MoxkeT cogeprkatb 4o 10 cumBonos. HaxxmuTte “Enter” gna npobena.

Habop cumBonoB: A-Z; 0-9; Touka, Tupe 1 npoben (“Enter” unu cTpenkoii Bnpaeo)

Kypcop nepeigeT Ha “ Fixed Temp /®ukcnposaHHaa TemnepaTypa”. C NOMOLLLIO KNaBuLLl BBeaUTe
3HadeHMe TemnepaTypbl M3 ABYX Unpp B rpagycax Llenscus (30-70°C). Camoii HM3KOI TemnepaTypoii
MOXeT 6bITb 30°C MK KOMHaTHasA Temnepartypa +5°C, B 3aBUCUMOCTM OT TOro, Kakoe M3 3TUX MeHbLLE.
[na komHaTHOM TemnepaTypbl Enépunamnsanmm BBeguTe 3HadeHve 13 aByx umdp 00.

Ha gucnnee Tenepb 6yayT MNoKasaHbl BBefeHHble NapameTpbl nporpaMmbl. Kypcop 6y4eT Ha CTpoke
“Enter to Accept/Haxxmnte “Enter” gns npuHATNSA”.

Haxmute KHoMky “Enter” pns NpuMHATMA NapaMeTpoB NPorpaMmbl; UM HaXMUTe KHomky “Backspace”
4151 BO3BpaLLeHWs B NpeablayLWnic 3KpaH AN U3MEHEHNS NapamMeTPoB NporpaMMbl; UM HXKMUTE KHOMKY
“Stop” pnAa npepbiBaHUA.

PGM 03 APPL
Fixed: 65°C
ENTER to Accept
STOP to Abort

PegakTupoBaHue nporpammbl.

Mcnonb3yst KHOMKM €O CTpesikamu, Ha sKpaHe OCHOBHOI0 MeHHO nepemecTuTe Kypcop Ha “ Edit a PGM /
PepakTupoBaTb NporpaMmmy” U HaXXMUTe KHOMKY “Enter” ana ogTBepXaeHus.

Vcnonb3ysl KHOMKWM CO CTpesikamy MNPOKpyTUTe HoMepa/HasBaHWs nporpamm. Ecniu B npubope HeT
COXPaHEHHbIX MpOrpaMm, BOCMONb3YNTECh (YHKUMEA MNpOrpamMMupoBaHMs. s Bbl6opa HaKMUTeE
“Enter”.

Enter PGM no.
OrScroll (arrows)

PGM 01 HER2

Kypcop 6yfeT BbiaenaTb TeKywWwmid Tun nporpammbl: “Denat & Hyb/[deHaTypauns v Enébpuan- 3aums”,
“Hyb only/Tonbko Enbpuausauma™ nnm “Fixed Temp/dukcmpoBaHHas TemnepaTypa”. HaokMuTe KHONKY
“Enter”.ans NPUHATUSA CYLLECTBYIOLLEro T1Mna NporpaMmmbl WK UCNONb3YNTe KHOMKW CO CTpenKamu A4S
nepemeLLeHMA Kypcopa Ha Apyroi Tun nporpammbl. HaxxmMuTe KHONKyY “Enter”.gns nogreepXxaeHus.
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Hcnonb3yiite uudposbie KiIaBUIIM A8 BBOAA HOBBIX 3HAUYEHMH TeMrepaTrypb! W/MAK BPEMEHH.
[Tpouenypa v rpaHuLbI TAKKHE XKE, KAK M NPU CO3AaHNWU N1POrpamMMBbl.

IIpumeuanne: ThermoBrite obecnieuuBaer BBOA M coxpaHeHue 40 nporpamm. Koraa sce Homepa
nporpamMM OyayT MCMOJIL30BaHbI, MOXKHO OYET TONBKO PEAAKTHPOBATH CYLIECTBYIOLLHME POrpaMMbl.

11.4. Orpannyenus MeToza.

1. Cucrema ThermoBrite npumeHsieTcs TOAbKO AN AUArHOCTHKH in vitro.

2. Cucrema ThermoBrite momKHa NPUMEHATBCA B CTPOrOM COOTBETCTBHM C 3KCIUTyaTalMOHHOWM
JIOKYMEHTALLHEA.

3. Cucrema ThermoBrite npeaHasHaueHa 41 NpodecCHOHANIBHOrO NPUMEHEHNS KBaNH(PHLIMPOBAHHBIM
NIEPCOHANIOM CO CPENHHM M BbICLIMM 00pa3zoBaHueM (Bpau KIMHHYECKOH 1a0OpaTOpHON AMArHOCTHKH,
MEIULMHCKUI  nabopaTopHblii  TexHUK ((enbiiuep-nabopaHT)), HMMEIOWKWM ONbIT NPOBEACHHS
¢nyopecueHTHO#H rubpuansauuny in situ (FISH) ¥ 1onosHUTENbHO MPOLICALINM CrieHHalbHOEe 00yHeHHE
JUis paboThbl € U3JIENIUEM.

14
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12. OCHOBHbIE TEXHNYECKME XapPaKTepUCTUKN MeLULLMHCKOI0 U3Aenns.

12.1. BHeLWHWIA BUA 1 OpraHbl yNpaB/ieHUSa U3aenus.

PucyHok 1. YcTpoitictBo ThermoBrite ans geHaTypaumy v rubpuamsauumn Ha npegmeTHbIX eTeknax
(ThermoBrite Slide Denaturation/Hybridization System).

Knasunatypa.
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ThermoBrite

BBepx

CO om

& BBog,
CZ :> Haszag

8 0-9

CvMBO/IbI M ONpefeneHuns:
Ab6peBunatypa
PGM
Denat & Hyb
Denat Temp
Denat Time
Hyb Temp
Hyb Time
Hyb Only
Fixed Temp/Fxd
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UM Ca

MepeABMraeT Kypcop BBEpPX; BblGOP CYMBO/IOB
A-Z /11 Ha3BaHWUS NPOrpaMMmbl.

MepeaBuUraeT Kypcop BHU3; BbIGOP CMMBOOB
A-Z [0na HasBaHWA nNporpamMmb.

MpYHATYE UN BBOZ NapamMeTpa

MepeaBUraeT Kypcop Hasag vy B NpeablAyLLmid 3KpaH

3aBepLUeHMe BbINO/IHEHNSA NMPOrpamMmb|

BBOZ, UMCNOBbIX 3HAYEHUIA ANst BPEMEHM U
TeMnepaTypbl UM HasBaHKS NPOrpaMmbI

3HaueHwne
[Mporpamma
[JeHaTypauns v rubpunamsaums
Temnepatypa AeHaTypaumn
Bpemsa geHaTypaumu
Temnepatypa ruépugmsauum
Bpems rnbpuamsaumm
Tonbko rnbpuamsauns
durKcMpoBaHHaA TemnepaTypa
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3BYKOBbIe CUrHa/TbI - Hopwma:

OAVHOYHbI TyaoK:
[lBa KOPOTKMX ryfka:

[MATb ryakos:

HaxxaTune Bcex NpremeMbix KnaBuL
MpY NPUHSATAM NONA Y NEPEMELLLEHNM Kypcopa Ha crieaytoLlee nosne

3aBeplLLeHme npoLecca

12.2. KOMNNEKTHOCTb MeAULNHCKOro U3aenums.
Cuctema ThermoBrite gnsa geHaTypaumm n rmbpuamnsaumy Ha npegmeTHbIX cteknax (ThermoBrite Slide
Denaturation/Hybridization System), B cocTaBe:
1. YcTpoiicTBo ThermoBrite ansa geHaTypauumn v ruopmuamsalmm Ha npegMeTHbIX cTeknax (ThermoBrite
Slide Denaturation/Hybridization System) - 1 wr.

2. Kabenb ceteBoli (Line Cord) - 1.

3. Monocka KoHTpons BnaxHocTy (Humidity Card) - 2 .
4. PykoBogcTBO nosb3osatens (Operator’s Manual) - 1 wi.

12.3. XapaKTepuUCTUKN MELULNHCKOTO U3LeNns.

KaTanoxHblii Homep
Mogenb
EmMKoCTb

TemMnepaTypHbIii AvanasoH

BpemeHHOI gnanasoH

KonnyecTBo nporpamm

Bpemsa Harpesa
Bpemsa oxnaxneHus
OnekTponuTaHme

YpoBeHb 3BYKOBOV MOLLHOCTM

CpefHee BpeMsi yCTaHOB/IEHMS
paboyero pexxuma

MabapuThbl

Macca

Ycnosua akcnnyartaumm

3800-004852-002
S500-24

Jo 12 npenapartos
30°C -99°C
Camas Hu3kas TemnepaTypa 30°C unm TemnepaTypa OKpy>KatoLLel
cpefbl +5°C (B 3aBUCUMOCTY OT TOr0, Kakoe 3HaYeHne 60/1bLLIe)

00:00 - 99:59 YyaCbKMUHYTHI

40

37-95°C meHee yem 3a 3 MUHYTbI
95-45°C meHee yem 3a 6 MUHYT
240 B, 50/60 'y, 1,6 A

He 6onee 70 gb
40-80 cekyHj B 3aBUCMMOCTW OT TemnepaTypbl OKpY>KatoLLel cpeabl

OnnHa 45.1 cm
LLinpunHa 22.8 cm
BbicoTa 13.5 cm

6.5 Kr

Mcnosb3oBaHWe BHYTPU MOMELLEHNA.
BbicoTa Hag ypoBHeM Mops Ao 2000m
Temnepatypa +15°C go + 40°C.

MakcumasnibHas oTHocuTelbHaa BNaXkHoOCTb 80% npu TemnepaType 4o
15°C, nuHeiHo ymeHbLUaeTcs go 50% npum 40°C
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KonebaHusa HanpsbKeHUs NUTaHUA He A0/DKHbI MpeBbIwaTh +10% oT
HOMWHA/ILHOMO0. Y CTOMUYMBOCTb K PE3KMM MOAbeMaM 3/IEKTPUYECKOr0
HanpPsHKEHNST COOTBETCTBYET YCTaHOBOYHOWN Kateropum Il.
CornawieHue o 3arpasHeHun 2 (Pollution degree 2).

12.4. CsefeHuMA 0 nporpaMmMHOM 06ecrieyeHnn.

Bepcusa: 3.20.

[Jata Bbinycka: MioHb 2016

PaspaboTumk/nponssoauTens: Leica Biosystems Richmond, Inc., CLLA

Knacc 6e30nacHOCTN: He NPUMEHUMO

CaefieHns 0 Npouefypax MHCTaNIAUMK, eNHCTaNIAUMN U 06HOBIEHNSA NPOrpaMMHOro obecneyeHus:
He NPUMEHMMO, YCTaHaB/NBAETCS Ha MPOU3BOACTBE, HE NMOAEXUT 0OHOBMEHNIO.

Mopsgok 06HOBEHNST MPOrPaMMHOro 0becrneyeHns: He MPUMEHUMO.

13. TMMepeyeHb uM3genuii U cneyuanbHbIX MaTepuanoB, KOTOpble TpebyrTcs ANA NPOBedeHUs
peakLMmn, HO He COAEPXKaTCst B KOMMJIEKTE NOCTaBKU MeAULMHCKOIO U3aenus.

Cuctema ThermoBrite NpUMeHAETCA COBMECTHO CO C/efYHOLWNUMUN MeAULNHCKUMU N3LENNAMN:

- Undposori TepmomeTp c Tepmonapoi Tuna K (PekomeHgyeTcsi MCNoOMb3oBaTb NH060M 6bITOBOM
TEPMOMETP C TepmMornapoit Tuna K ¢ TOYHOCTbO He MeHee 0,2°C , AOCTYMHbIA Ha BalleM JSIOKA/IbHOM
PbIHKE);

- Monocka KoOHTpoNA BRaxHOCTU (PekoMeHAyeTCcs WCMob30BaTh MOMOCKM  KOHTPOMSA  B/IAXKHOCTU
npousBoacTBa Porex, CLUA, KoTopble MOryT ObiTb 3aKasaHbl Yy PernoHasibHoOro AucTpubbioTopa
npoaykuun Leica);

- NpegmeTHbIe cTekna (PeKoMeHAYEeTCA UCNO/Mb30BaTb CTEK/IAHHbIE NMPeaMeTHbIE CTEK/A U CTEK/IAHHBbIE
npeaMeTHbIe CTeloTa C aAre3vBHbIM CI0eM, pasmepbl 26X76 MM uin 25x75 MM, C NOIMPOBaHHbLIM Kpaem,
NPAMBbIMA AN CPE3aHHbLIMW YI/lbl, C MapKUPOBOYHbLIM M0MEM MPOU3BOACTBA Leica UM aHaoOrUyHbIe .
MpeameTHbIe cTekna Leica MOryT 6bITb 3akasaHbl Y PErMoHa/IbHOro ANCTPUBBLIOTOPa NPoLyKuuK Leica).

14. TopAgoK pacnakoBKM N yCTAaHOBKN (MOHTa)ka) MeAMLMHCKOr0 nu3genuns.

MpoBepka ynakoBKM.

ThermoBrite f0CTaBNSETCS B KAPTOHHBIX YMaKOBKax. ECAIM MHCTPYMEHT 6bi1 MOBPEXAeH Npu J0CTaBKe B
TpaHcnopTe, HEMeA1EHHO MHAOPMUPYIiTe 06 3TOM CBOErO MepeBo34MKa.

MpumeyaHme: XpaHuTe OpUrMHa/IbHble KOPOGKM U MEHOMNIacToBble BCTaBKU. OHM MOTPEBYOTCA Mnpu
BO3BpATe M/IN TPAHCMOPTUPOBKE ANS1 CEPBUCHbIX PaboT.

Konnyectso HanmeHoBaHuMe

1 ThermoBrite

1 LLIHyp nuTaHuA

1 PyKoB0OACTBO Mo/ib30BaTeNs

2 MoNocKK AN KOHTPOSS B/IaXKHOCTH
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YcTaHoBka (MOHTaXK).

L MoctaBbTe ThermoBrite Ha ropM3oHTaNbHYKD  MOBEPXHOCTb, YAOOHYH  Ansa  paboTbl
nabopaTopHOro o6opyaoBaHms.

2. ThermoBrite UMeeT BHYTPEHHWUIA BEHTUNATOP MO MHETPYMEHTOM, Y6eanTeeb, UTO HET HUKaKMX
NpenaTcTBUiA ANa ero paboTbl.

3. Ybeputecb, 4To ThermoBrite HaxoanTes Kak MUHMMYM B 30 eM OT CTeHbl AN obecrneveHus
Ha/1eXaLLEro OX/TaXKAeHWS.

4, Ybeauteeb, 4To ThermoBrite HegoeTyneH 418 NPsSIMOro e0/IHEUYHOrO eBeTa M PaernosioKeH Ha
[LOCTaTOYHOM YyJanieHUN 0T METOYHMKOB Tensa 1 xonoga.

5. MpoBepbTe TpeboBaHWsS K HanpskeHWO. OHM yKasaHbl PSLoM C cepuiiHbIM HOMEPOM Mpubopa Ha
3afHeli MaHeNn NHCTPYMEHTA.

6. MoakaounTe NPUGOP K e00TBETCTBYIOLLIENA PO3ETKE.

7. BkntovaTenb HaxoauTes Ha 3afHei NaHenm NHCTPYMeHTa PALOM C FHe340M 415 LWHypa NUTaHus.
8. MHcTannaumsa 3asepLueHa.

MpepocTepexxeHmne: MNoagknoYanTe NpMO0OP TONIbKO K COOTBETCTBYIOLLEN 3a3eMJIEHHON €eTEBOIA PO3ETKE
C HanpsHKeHWEM W YaCTOTOM, 0603HAYEHHBIMU Ha STUKETKE € CEepUIHBIM HOMEPOM Ha Kopnyee npubopa.

TpeboBaHNA K MOMELLEHUAM, B KOTOPbIX NpeanonaraeTcd ycTaHoBka (MOHTaXX) MeAWLMHCKOrOo
n3genuns:

1. BbleoTa Hag ypoBHeM MOpS He Jo/hkHa npesbiwaTts 2000 M.

2. Temnepartypa B npegenax ot +15 go +40°C.

3. MakenmasnibHasa BnaxkHocTb 80% npu Temnepatype 4o +35°C.

4. KpaTHOeTb BO3yX000MeHa A0/HKHA €0eTaBNATb ANs NPUTOKA: 5 MYY; 419 BbITSHKKU 6 MYY.

5. MapameTpbl 3/1eKTPUYECKOI CETU He JO/MKHbI KonebaTbesl 60s1ee YeM Ha £10%.

6. Heobxoanmo 06e3onaenTb NpM60P OT NepenagoB HaNPsHKEHUS B CETW.

15. Mepbl NpefoCTOPOXKHOCTHU.

Moxkanyiicta, yfenuTe BHUMMaHWE W CRefyiTe YKasaHWsSM M CUMBO/IAM, TaKKe KaK W eTaHAapTHOM
nabopaTopHOW MpaKTUKe B €00TBETCTBUW €0 €BOMMK BO3MOXHOCTSAMU U MECTHbIMU perynpyoLmmm
npasuiamn. Tabsmua Hke cofepXXUT cnmncok Bcex rnometok CAUTION/WARNING (BHUMAHUE /
MPEAYMNPEXOEHWME) ans cuetembl ThermoBrite.

Cumson WHdopmayumsa

MNPEAYMPEXOEHWE - MoakntoyaliTe NpMbop TONbKO K COOTBETCTBYHOLLEN
3a3eM/IEHHON CeTeBON pO3eTKe C HanpshKeHVWeM W YaeTOTOM, YKasaHHbIMW Ha
3TUKETKE C CepuiiHbIM HOMEPOM Ha Kopnyee npmoopa.
MpepynpexgeHne: 3a npegenamun CeBepHo AMepUKMX: NMpoBepbTe Npunaraembilii
LWHYpP MWTaHWMS Ha COBMECTUMOCTb C MECTHOW 3/1eKTPOCETbIO. YCTaHOBKa 3a
npegenamn CLUA: mcnonb3yiiTe ceTeBOM Kabenb ¢ poseTkoii IEC320/CEE22 w
noaxoasawmii wrexep. LLIHypbl fO/MKHBI 6bITb eTaHAAPTHBIMMU.
BHMMAHWE - Otkmounte ThermoBrite 0T ceTeBOl po3eTKM Mepeq
BbIMO/THEHNEM 06e/Ty>KUBaHNS.

MPEAYMPEXAEHWE - HE BblgepxuBaiite ThermoBrite B cpefje CUNbHbIX
WIN  KOHLUEHTPMPOBAHHbBIX KWCMOT, OCHOBAHWIA, 3(MPOB, apoMaTUyecKux W
rasioreHN3sMpoBaHHbIX YreBoOPOA0B, KETOHOB WW CW/IbHbIX OKUCNAKOLLNX
areHToB.

>> >
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CumBon

MHgopmaums
BHVMAHWE - O6bl4Hble NPefjoCTOPOXKHOCTU AO/MKHbI BbIMO/HATLCA AN BCEX
npob, He3aBUCMMO OT TOr0, M3BECTHO /I, YTO Mpoba CoAepPXXUT MHDEKLMOHHbIM
areHT. (CmoTpuTe NuTepatypy)
BHUMAHWE - Pwuck snekTtpowoka: [pubop He COAEPXUT 4acTu,
06CcnyKnBaemble rosib3oBaTesnieM. CHATWE Kopnyca BefeT K BO3MOXXHOCTU
KOHTaKTa C TMOTEeHUMaNbHO CMepTe/ibHbIM  HanpsbkeHveM. [nsa  cepsuca
obpaulariTecb K KBa/IMhMLMPOBaHHOMY CEPBMCHOMY MepcoHarny.

BHVUMAHWE - lNopsiuad noBepxHOCTb: BHyTpeHHMe MOBEPXHOCTM npubopa
MOryT ObiTb [OPAUVMW, 6ydbTe OCTOPOXHbLI AN NpesynpeXxaeHus
NOTEHLMaNLHOr0 0Xora.

BHVUMAHWE - He ncnonb3yiite byMaxKHble CanipeTKn unm gpyrne dmnbTpbl B
No3NUUMN KapToyeK. DTO MOXKET MPUBECTU K M3MEHEHMUIO B/IXKHOCTU U MOXET
YMeHblaTb  3P(EKTUBHOCTL  30HAA, W MNOTeHUMaNbHO ObITb  MPUYMHONA
HenpaBW/bHbIX Pe3y/ibTaToB.
BHVUMAHWE - Tloxanyiicta, WCNOMb3yWTe CUCTEMY, KaK MpegHasHaueHo.
HenpaBunbHoe Mcnonb3oBaHMe cucTemMbl ThermoBrite MOXeT 6bITb MPUUMHON
MOBPEXEHNA CUCTEMbI, HETOUYHbIX PE3y/IbTATOB, UM BECTU K MOTEPE rapaHTuu.

16. CnncokK cMmMBOJIOB.
Hw>ke npuBegeH CNMCOK CMMBO/IOB, UCMOJIb3YEMbIX Ha 3TUKETKaX U3LeNNA N MHCTPYMEHTE, a Takke UX

3Ha4YeHMNE:

CumBon

REF

EC REP

IVD
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M1

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

MpeXxocTepexxeHne, pUcK

ropsA4asa noBepxHOCTb

3uayLU[1e
KaTanoxHbIii HoMep O603HaueHVe NPOAYKTA / KaTAIOKHOO HoMepa
VHthopmaums 0 NpeaynpexxaeHnsx 1 Mepax
MpefocTepexeHne/Mepa (bopmaty PEAYTIPEXA P
MPeAOCTOPOXXHOCTY, MPOUTUTE UHCTPYKLMIO
MPEeAOCTOPOXKHOCTY
BHUMATE/bHO
VHhopMaLmst 0 NpeaynpexxaeHnsix 1 Mepax
Buionorueckas n eOboETo U'O)KHOCT?/I Agll (F))LITVIATE MHCT vano
OMacHOCTb peaocTop , np PYKL,

BHMMaTE/TIbHO

VHhopMaums 0 npefynpexaeHnsax n Mepax
NPesoCTOPOXKHOCTU, MPOYTUTE UHCTPYKLMIO

INIEKTPOLLIOKa
BHMMaATE/IbHO

NHopmauyst 0 npeaynpexaeHnsx u Mepax
NPeAoCTOPOXXHOCTU, MPOUTUTE MHCTPYKLIMIO
BHMMATE/IbHO

MpenocTepeXxxeHue,

YNOMHOMOYEHHbIM NpefcTaBuTelb EBpONeickoro
EC npeacrasutesib

coobuecTBa
[ns ncnonb3oBaHusA in YTO4YHeHNe 06 MCM0Nb30BaHUKN TOMILKO A411s in vitro
vitro [AMarHoCTUKn
CepuiiHbIli HOMep VHdopmaumsa o cepninHoOM HOMepe MHCTPYMEHTA
MpoussoguTesnb MH(opmauusa o nponssoguTesie
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Ciilllon =m 3HaueHue Owupepenenne

jwé| [lata npon3BoacTBa MHthopmaLms o aaTe Npou3BOACTBa
O6paTtuTech K
PekoMeHAauusa 06paTnTbCa K UHCTPYKLUUN NO
NHCTPYKLMM MO
NPUMEHEHMIO
NPUMEHEHUIO
TemnepaTypHbIii N N
PekomeHyeMblil TemnepaTypHbIA guanasoH
AmnanasoH
Co0TBeTCTBUE AUPEKTUBE
EC o megnUMHCKOM MHopmaumsa o cooteetcTBum aupekTunse EC o
( € obopynoBaHun 4ns MeALIMHCKOM 060pyf0BaHUM 419 AUArHOCTMKM in vitro
AVarHoCTUKK in vitro (1vD)
(IvD)

17. MopsafoK TEXHNYECKOro 06C1yXnBaHWS.

KomnaHunst Leica Biosystems pekomeHAyeT M0/b30BaTeNIAIM MPOBOAUTL MEPUOAUYECKME OCMOTPbI U
TeXHUYeCKoe 06CnyxmnBaHue Beex nNpubopos Leica Biosystems. CBsXXUTECH C CEPBUCHbIM 0TAeIoM Leica
Biosystems unu gnuctpmbbioTOpoMm, ecnm nNpréop He MYHKLMOHUPYET NpaBuibHbIM 06pa3oM. CBSXKUTECH
C cepBMCHbIM OTZesioM Leica Biosystems wm QUCTPUOLIOTOPOM A7 MOAYYEHWUS [OMOMHUTENbHOM
WHopmaumnn.

MpepynpexgeHne: OTkMounTe ThermoBrite 0T ceTeBOW PO3eTKM Nepes BbINOSHEHWEM 06CTYXXMBaHUS.
BHumaHue: HE BbigepxmBaiiTe ThermoBrite B cpefe CUAbHBIX WM KOHLEHTPUPOBAHHbLIX KMC/OT,
OCHOBaHWM, 3hMPOB, apOMaTUUECKMX U Fa/loreHU3NPOBaHHbIX YIrNeBOLOPOOB, KETOHOB WM CUSIbHbIX
OKUC/AIOLLINX areHToB.

17.1.04ncTKa 1 gesnHpekyms.

. ThermoBrite o6ecneyveH BbIHUMaEMbIM AeprKaTesiemM Cnainaos.

. [Ona BbHMMaHWS ero HafaBuTe Ha JAepXkaTeflb, OCBOOOXAas MepefHUn KOHeL, M3 nepeaHero
thmkcaTopa (3agHnin rkcaTop NOANPYXXUHEH ANS YAEPXKaHUA fepyKaTens B CBOe No3uummn).

. MogHUMKWTE AepXkaTenb BBEPX M BbIHLTE 13 MOANPYXXMHEHHOMO 3afHero gmkcarTopa.

. NMonoXxnTe ero Ha cTon.

. OunwlanTe HapyXXHble MNOBEPXHOCTU W MaHeNnb YnpaefeHWst MNpubopa BAXKHOW BETOLLbHO,
CMOYEHHOI BOJOW MM MATKUMW JeTepreHTaMm.

. OunwianTe BHYTPEHHME MOBEPXHOCTU MSATKAMMW [JeTEpreHTaMu W, ecin  Heobxoaumo, -

Ae3VH(eKTaHTamMK, MpoTMpas MOBEPXHOCTU  BETOLLbIO, CMOYeHHOW 70% cnvptom wm  10%
rMMNOX/I0PUTOM HaTpUA.

. [Onsa 3ameHbl YTePAHHOr0 WM BbILIEALLEro U3 CTPOSA pasfe/Tend npenapartoB CBSXKUTECH C
ANCTPUBBLIOTOPOM.

BHumanme: ME UNCMOJIb3YUTE abpasnBHbIe BELLECTBA - 3TO MOXET MpMBOAWUTbL K LiapannHam Ha
HarpeBaeMoi NOBEPXHOCTMN.

OubTpP BEHTUAATOpPA.
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DUNLTP BEHTUNATOPA, PACMOSIOKEHHbIN Ha HWXHEN noBepxHOCTU ThermoBrite f0/KeH BbIHUMATLCS,
OUULLIATLCA BOAOM U BbICYLUMBATLCS, €CIN HEOOX0ANUMO. BbICYLLEHHbIV (ULTP BCTaBNSETCA 06paTHO Ha
HWXXHIO NoBepxHOCcTb ThermoBrite.

17.2. KOHTpOAb TemnepaTtypbl.

Leica Biosystems peKoMeHAYeT NONb30BaTeNNSAM NPOBEPSATbL TemnepaTypy padoTbl ThermoBrite ¢
NOMOLLbI0 ObITOBOrO LM(PPOBOro TepMOMETpPa ¢ TepMonapoit Tuna K, Kotopas MoXeT ObITb MOAK/IHOYEHA
K CTaHAapTHOMY CTEK/IAAHHOMY NpPeAMeTHOMY CTekiy. Monb3oBaTeny LO/MKHbI NPOBEPATL TeMMNepaTypy B
COOTBETCTBMM C BHYTPEHHMMW MpaBuiaMu, WCMOAb3YS WHCTPYKUMIO MO MNPUMEHEHMIO  Ballero
LUMPOBOro TepMoMeTpa.

‘Tlonb3oBaTenu JO/MKHbI NPOBOAUTL NPOBEPKY TeMMepaTypbl COrfiacHO BHYTPEHHEMY perfiamMeHTy.
MeToAVKa KOHTPONA TemMnepaTypbl:

1 BKounTe TEPMOMETP, B COOTBETCTBUM C MHCTPYKLMEN MO MPUMEHEHWIO

2. BctaBbTe Tepmonapy Tuna K B uudpoBoit TepMoMeTp, ybeamTecb, 4TO+/- TepmMomeTpa W
Tepmonapbl coBnagatoT. ObpaTnuTech K MHCTPYKLUN K TEPMOMETPY 3a JONONHUTENbHOW NMHopMaLueii.
3. BcTaBbTe [Be MOMOCKM  KOHTPO/SA BI&XHOCTM B KpbIWKY Mpubopa N CMOYMTE UX
OUCTUNSIMPOBAHHOM U JEMOHU3MPOBAHHOW BOLON.

4. MomecTnTe NpeaMeTHOe CTEKNO B MpubBop M Tepmonapy cBepxy, ybeauTecb, UTO MOBEPXHOCTb

CTeK/a NoMHOCTbI0 KOHTaKTMPYET C HarpeBaTe/bHOM MOBEPXHOCTbIO Npubopa.

3aKpoiiTe KPbILLIKY.

BknounTe LMpoBOIi TepMOMETP.

Bkntounte ThermoBrite u gaiite emy nporpeTbest B TedeHUn 30 CEKYHA,

YCcTaHOBUTE peXrM (PUKCUPOBaHHOM TeMnepaTypbl.

Mocne [OCTWXKEHUS TemrepaTypbl MOAOXAUTE [BE MWHYTbl, MOKa  Temnepatypa He
ypaBHOBECUTCS.

10. Mpw >xenaHum noBTopuTe 8 1 9 Tanbl 4N HECKONbKUX TeMmnepaTyp.

11.  TemnepaTypHble AaHHble LM(POBOro TepMOMeTPa He AO/HKHbI OT/IMYATLCA OT AaHHbIN Ha gucniee
npuéopa 6onee, yem Ha 1°C.

BHumaHue: Ecnn TemnepaTypa oT/imMuaeTcss 6onee, 4yem Ha 1°C, CBSDKMTECb C  PErvOHasIbHOM
TEXHUYECKOI MOAAEPXKKOIA.

MpumevaHne:  LiudpoBoii  TepmMOMETp  JO/DKEH — KanubpoBaTbCA  COMMacHoO  peKoMeHAaumsm
npovssogmTens. O6paTuTecb K WHCTPYKUUW MO MNPUMEHEHWIO TepMOMeTpa 3a [OMOSHUTENbHON
NHopMaLmeid.

© o ~N o O

17.3. O6cnyxnBaHme.

B npubope HeT 06Ccny>KMBaeMbIX Mosb3oBaTenieM yacTeld. 1o BceM cepBUCHBIM Bonpocam obpalaitecb K
KBa/IM(MLMPOBAHHOMY CEPBUCHOMY MepcoHasty.

O6paTtuTecb K pasgeny «lapaHTum Leica Biosystems» ans gonosiHATENbHbIX YKazaHWA. Y6eanTechb, YTO
3ano/IHANN N OTNPaBWIN rapaHTUAHY0 KapTouky (Warranty Card), Kak yKasaHo.

O6e33apa>kuBaHue nepes BO3BpaLleHemM A1 06Cny>KUBaHNS.

JTiobble Npubopbl WK akceccyapbl, Cogepykallime OCTaTKM KpoBW W/Mnn apyrue 6mMonornyveckme mnm
XUMUYECKME OT/IOKEHUS [O0/DKHbI ObITb OYULLEHbI Mepej OTMPaBKOW NPOU3BOAUTENIO/ANNepY LSt
obcnyxuBaHus. Takoe o06e33apaxmBaHne Tpebyetca dPegepasibHbIM  3akoHom (Ctatbn 48 u 49
depepanbHbIX MonoXeHWiA) U cooTBeTCTBYET [MpaBuiam No o6palleHnto ¢ 6UMO0rMYecKn OnacHbIMU
0TX04amKn YNpaBneHUs Mo 0XpaHe OKpPy>KatoLLer cpedbl. MepcoHan Leica nnm gnctprnbbloTopa He MOXET
BbINOSIHATL TaKoe 06e33apakmBaHue.

22

@ 000 LWPMI (&) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU Confidential - Company Proprietary



17.4. TlpepoxpaHuTtenu.
B Cucteme ThermoBrite ncnonb3yoTcs NpesoxpaHUTesin:
REF 3801-004915-002 Fuse 1.6A (240B)

MpesoxpaHUTeNN pacrioNioXKeHbl Ha 3aaHeit naHenn ThermoBrite MeXay LWHYPOM NUTaHWSE U KHOMKOM
BK/IHOUEHUS.

AWK ¢ npejoxpaHUTenamu MpepoxpaHuTenn

MHCTpYyKLUMA No 3aMeHe NpefoxXpaHnTena:

Bbiktounte ThermoBrite. Mcnonb3yinTe ManeHbKyt0 M/IOCKYH OTBEPTKY, UT0Obl OTKPbITb [AepyKaTeslb
npegoxpaHuTeneil. BblHbTe €ro M nNpoBepbTe TWUM W MapameTpbl NpejoxpaHuens. 3ameHuTe
NnpejoXpaHNTeNn aHasiorMyHbIMU. BcTaBbTe fepXaresib Ha MECTO W 3aKpenuTe ero € MOMOLLbIO
OTBEPTKM.

17.5. YnnotHAwLWaa npoknagka ans KpbILKW.
REF 3801-004931-001 YNIoTHALWAA NPoKafKa Ans KpbILWKM

YNnoTHAoLWas NPoKiagKa 418 KPbILWKY PacnosiokeHa Ha BHYTPeHHel CTOPOHe KpPbILLKK nNpubopa.
WHCTPYKLMS N0 3aMeHe YNNOTHSOLEA NPOKIaaKu:

YpaanuTe ynnoTHSIIOLLYO NPOKIaAKy C KpbIWKX Npubopa, BCTaBbTe B Ma3 HOBYH, y6eauTecb, UTO OHA
NIOTHO CUAUT B Masy.
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Y paneHvie NpoKnagKm BcTaBKa NPoKNagKu

18. YcTpaHeHMe HencrnpaBHOCTEN.

HeuncnpaBHOCTb

Mpn6op He BKAKOYAETCA UK
HeT NUTaHuA

NMnoxue pe3ynbTaThbl Ha
npenaparax

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

BosliioxHas npuymnHa / cnocob ycTtpaHeHUs

MpoBepbTe 06a KOHLIA CETEBOro Kabesns, NOAKMAHYUYEHbI NN OHW.
MpoBepbTe CEeTEBYH PO3ETKY: MOJAETCA /1N HA Hee HanpshKeHne?

MpoBepbTe  NpeaoxpaHUTeNM  Ha  3adHeli  naHenu  B6IM3M
BblKMtouaTens. Ecnm  Heo6xogMMO, 3aMeHUTe €ero  HOBbIM  C
COOTBETCTBYIOLMMMN XapaKTepUCTUKaMMU.

Ecnu npo6nema He pelleHa, CBSXXUTECh C CEPBUCHOI Cy»60ii

MpoBepbTe BbI6PaHHbI MPOTOKO/, CPaBHMB C PEKOMeHAaUUsMU
NPOW3BOAMTENSA 30H/0B

Y6e[nTech, UTO YBNAXKHSOLWME NOTOCKN HA MECTE U CMOYEHBbI.

MoMeHsIiTe YBNAXHSOLLLNE MOMOCKN

Yb6egutecb, uTo ThermoBrite HarpeBaeTcsa, ¢ NOMOLLbIO Habopa ans
KOHTpONs TemnepaTtypbl

Y6ennTecb, YTO KpbIKa Npubopa NA0THO 3aKpbiTa U YNAOTHAKOLWAsA
npoknagka nnaoTHO CUMAMT B Nasy Ha KpbiKe W He WUMeeT
NOBPEXAEHW

Y6eanTech, UTO HEeT NPENATCTBUIA ANS1 BXOAA M BbIX0Aa BO3ayXa.

Y6eanTech, UTo PUALTP BEHTUAATOPA YNCTLIN 1 CBOGOAEH OT MOMeX
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HeuncnpaBHOCTb

TemnepaTypa Ha fucrsee He
COOTBETCTBYET Temrnepartype
cnannos

HeB0O3MOXHO yCTaHOBUTb
Temnepa- Typy Bbliwwe 70°C

HeB03MOXXHO HaiiTn “Create a
Program” - «Co3gatb
nporpamMmmy»

KnasuaTypa (yHHOANOHNPYET He
npaBU/IbHO.

Owmbka: “ High Temperature”
(BbicoKasi TemnepaTypa)

YnnotHAKLWaAA Npokiajgka ans
KPbILLKA CUANT HE NIOTHO

3BYKOBble CUTHasbl - OLWNOKN:

Tpn KOPOTKMUX CUrHaNa:

MYA0K HU3KOIO TOHa:

MOCTOSIHHbIN TYA0K:

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

Bo3MoxHaa npuymHa / cnocob ycTpaHeHus

Y6enMTecb, YTO HarpeBaTe/lbHasi MOBEPXHOCTb YMCTasi U HUYTO He
MeLLIaeT ee KOHTaKTY C npenapatamu

OuncTuTe HarpesaTtesbHyH MoBepxHocTb 70% cnunptom wan 10%
MOIOLUUM CPeACTBOM; yaasninTe OCTaTKW repmMeTUKa/pe3rHOBOro Kies

Y6eanTech, YTO UCMO/b3yeMblii TEPMOMETP 0TKa/IM6POBaH

Ecnn npobnema He peLleHa, CBSHXKUTECh C CEPBUCHOM Cy)60i

[MpoBepbTe peXxum nporpamMmMbl, Bbl He MOXeTe npeBbILAaTb
YCTaHOBJ/IEHHbIE Mpeaebl.

JeHaTtypauus: 50-99°C, 00:00-00:30 MuHyT

Mmepuamsauma: 30-70°C, 00:00-99:59 yacoB U MUHYT (MprmMedaHue:
Mocne okKoHYaHWS NpPoTOKoNa 6yAeT MOALEPXKMBATLCA TemrepaTtypa
bTC

dukcupoBaHHada Temnepatypa 30-99°C, 00:00-99:59 yacoB U MUHYT

CoxpaHeHo 40 nporpaMMm. Bbl MOXeTe TOMbKO pefaKTUPOBaTb
nporpammb.

CBSKUTECh C CEPBUCHOI CY>601

Y6eanTecb, YTO HET NPenATCTBUIA HaNpPOTUB OTBEPCTUS BEHTUAATOPA
Ha H>KHEN NoBepxHOCTU npubopa.

YbeanTtecb, 4YTO Npmbop YycTaHOBMEH MUHUMYM B 30cm (127) ot
CTeHbl.

YbeanTecb, YTO MUHUMaSIbHas TemrepaTypa B NporpaMme He BblLLie
TemnepaTypbl OKpyXatoLLeli cpeabl +5°C

Ecnm npo6riema He peLleHa, CBSKMTECH C CePBUCHON CyXKGOi

Y6eanTecb, YTO repMeTUK/PE3NHOBBLIN Keil He ABNSETCS MPUYNHONA
npuAMNaHns NPoKnagkvu. OUncTUTe NPOKIaAKY U BCTaBbTe 3aHOBO.

3ameHWTe HOBOI YNOTHSIOLLEA NPOKNaaKoi

HaxxaTvie HenpaBWUIbHOM NN He(hYHKLMOHMPYIOLLIE KaBULLIK

[Mpuy nonbITKe BBOAA 3HAYEHNA BHE NPUEM/IEMOr0 AuanasoHa.

Mpur6op He BbIMOMHSET NPOLLECC UAN NPOrpaMmy B MPUEM/IEMOM
AvanasoHe. BbIKntounTe NUTaHKe 1 nepesanycTuTe. ECAv curHan
MOBTOPSIETCS, BbIKOUMTE NPUGOP U CBSXKUTECH C aBTOPU30BAHHBLIM
CEPBUCHbIM LIEHTPOM.
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CoobueHuns 06 ownbKax.

Ecnm npubop He MOXeT [0eTU4Yb YCTAHOBMEHHOW TemnepaTypbl B TeudeHue 10 MUHYT, NOSIBASIETCS
coobuyeHre 06 owmnbKe ¢ MHGopMauuelid BbIKIHYMTL NPUGOP 1 NO3BOHUTL B €ePBUEHYIO CYXOY. ByaeT
3BYyYaTb MOCTOSAHHbIN MYA0K.

SYSTEM ERROR!
TURN UNIT OFF!

CALL SERVICE
J

Ecnu npubop He MOXeT u3MepuTb Temnepatypy, nporpaMMHoe obecriedeHne aBTOMATUYECKU
BbIK/tOYaeT HarpeB. [losBNseTcss coobuleHne 06 OLWIMOKe C WHGOpMaLMeRn BbIKNOUYATL NPUGop W
NO3BOHUTb B CEPBUCHYHO CYXXOY. ByaeT 3ByyaTh MNOCTOAHHBIN MyA0K.

Mpn BbICOKOI TEMNEpaTYpPe OKPYXKatoLLel cpeabl:

Mpunbop 6yAeT MbITaTbCA YCTAHOBUTb HY)XHYH Temnepartypy. OfHaKo, eC/iM BeHTUNATOP He MOXEeT
J0BUTBLCA YCTAHOB/IEHHOW TemmnepaTypbl B TedeHue 10 MWMHYT, NosiBAsieTCA Co06LleHMe 06 OLUMOKE,
NHOPMUpYIOLLLEe MOMb30BaTeNs, YTO OKpYXKarlollas TemnepaTypa CAMLIKOM BbICOKas. ByaeT 3ByuyaTb
MOCTOSIHHbIN TyfoK. OTCYeT BpeMeHU OyfeT Npogo/mkaTbes. TeKyllas Temnepatypa 6yaeT oTpakarbes
Ha gucnnee. Haxatve kHonkyv CTOM MO3BONSIET MO/Ib30BATENO MpepBaTb Mpouecc. MosiBUTCA HOBbIi
3KpaH C 3arnpocoM Monb3oBaTens, AeNeTBUTENbHO /I OH X04eT NpepBaTh NpoLieee.

Ana pe>knma To/bko rnépuamnsaymnm:

Please W ait

Cooling to Hyb—°C
PresentTemp —°C
("AmbientTemp High! Flashes
alternately on this line)

A5 pe>kuma (huKcrpoBaHHON TemnepaTypbl:

Please W ait

Cooling to Fxd —“C
PresentTemp --“C
("AmbientTemp High! Flashes
alternately on this line)

SKpaH npepbIBaHns paboTbl:

ABORTING!

Are YouSure?
No

Yes - Main Menu
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Ecnm  okpyxalolas Temnepatypa W3MeHsieTcs BO BpeMsi NpoLecca U BbI3bIBAET U3MEHeHUe
yCTaHOB/IEHHOV TemnepaTypbl NpuGopa cBepX AvanasoHa +1°C 6osee YeM Ha 2 MUHYTbI, NOSIB/SIETCS
coobLLeHne 06 OLWMBKe, MHAOPMMPYIOLLEE MO/b30BaTENs, YTO OKpPYXKatollasi TemrepaTypa CMLLKOM
BbiCOKasi. ByaeT 3By4yaTb MOCTOSIHHbIA ryfoK. OTCUYeT BpeMeHV OyfAeT Npogo/mkaTbes. Tekyllas
TemnepaTtypa 6yfgeT oTpaxaTbCsl Ha Auchnee. HaxkaTve KHomKu CTonm MO3BOMSIET MO/Ib30BATENO
npepBaTb Mpouecc. MOsSBUTCA HOBbIA 9KpaH C 3arnpocoM Mo/b30BaTesisl, AMCTBUTENbHO /N OH XO4eT
npepBaTb NpoLiecc.

s pe>kma TonbKo rmépuamnsamm:

PGM —nameXXXXXX
Hyh In Prarf>««; ("Amhipnt Tf>mp

High!" flashes alternately on this
line)

Hyb-"C

Present Temp: —C

Ons pe>knma (prkcupoBaHHOR TeMnepaTypbl:

PGM - namexxxxxx

Fxd Temp —'C ("Ambient Temp
High!" flashes alternately on this
line)

ResetTimer 00:00:00

End PGM/Main Menu

3KpaH npepbIBaHns paboThbl.

ABORTING!
Are You Sure?
N o

Yes - Main Menu

Ecnn okpyxatlowaa TemnepaTypa W3MeHsSeTcs nocfe 3aBeplLueHus npouecca, HO [0 TOro Kak
nonb3oBaTeNb BbIHY/N Cnaigbl, U BbI3bIBaeT M3MEHEHWE YCTaHOB/EHHOV TemnepaTypbl npubopa cBepx
AvanasoHa +1°C 605ee 4YeM Ha 2 MUWHYTbl, MOSBASETCA CO06LLeHMEe 06 OKnbKe, MHGOPMUPYLOLLIEe
nosib3oBaTesisl, YTO OKpY)KaloLllas TemrnepaTypa C/IMLLKOM BbICOKas. ByaeT 3ByyaTb MOCTOSHHbIA MyAoOK.
OTcueT BpeMeHW ByfeT npofo/mkaTbes. Tekyllan Temnepatypa OyLeT oTpaxaTbecs Ha aucnniee. Haxartuve
KHOMkK CTon no3BOMseT MO0/b30BaTeN0 MNpepBaTb npouecc. oSBUTCA HOBLIA 3KpaH C 3anpocom
nosib30BaTessl, AeNCTBUTENBHO /I OH XOUYeT NpepBaThb MpoLecc.
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Ons pe>kuma ruépuamsaumi:

PGM - namexxxxx
PROCESSCOMPLETE ("Ambient
Temp High!" flashes alternately on
this line}

Total Hyb Time —

End PGM /Main Menu

OKpaH-npepbiBanmnsnnpoLeeea:

ABORTING!
Are You Sure?
N o

Yes - Main Menu

MpumeyaHue: Ecnn yxe 6bi10 co3gaHo 40 nporpamm, TO B 3KpaHe OCHOBHOMO MeHK0 BMECTO MyHKTa
“Create a PGM” (Co3gatb Mporpammy) 6yfeTt nyctoe mMeeTo. [Mosb30BaTe/lb MPU 3TOM MOXKET TO/IbKO
pefakTMpOBaThb CYLLLECTBYIOLLME MPOrpaMMbl.

Runa PGM
Edita PGM

PresentTemp:--*

19. TepeyeHb M oONUcaHMe MaTepuanoB  MeAMLMHCKOro  M3[4enusl, BCTynawowux B
HenocpeaCTBEHHbI MM 0NoCPeoBaHHbIi KOHTAKT C OpraHM3MoM NauyueHTa.

He npyMeHUMO 1St [AHHOTO MEeAULIMHEKOr0 U3fenus. Matepranbl MeULMHCKOIO U3AENNSI He BCTyNakoT
B HEMOCPEACTBEHHbIV UM ONOCPEeAOBaHHbIA KOHTAKT C OpraHM3MoM nauueHTa (Te/IOM YesloBeKa).

20. WHhopmauma o0 neKapCcTBEHHbIX npenapatax W (Uau) gapmaueBTUUYECKUX CYBCTaHUMAX
BXOALLUX B COCTAB MeULMHCKOro 1U3genuns.

B coctaB Cwuctembl ThermoBrite He BXOAAT JNEKApCTBEHHble Mpenaparbl U (hapMaLleBTUYeCKue
cybCcTaHLmN.

21. laHHble 06 ynaKoBKe MeAULUHCKOro N3aenuns.

M3nenve nocTaBnsieTcs B TPaAHCMOPTHOM KOPOOKe M3 roypupoBaHHOI0 KapToHa. BHyTpu KopobKku
n3genive pacnonaraeTcs B 3alUTHbIX NEHONIACTOBbIX 6/10Kax.

MabapuTHble pasmepbl KOPo6KK:: 630x450x430 mMm.

Maeca Kopobku: 8.5 Kr.
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22. OnucaHue cTepuansaymu.
He npumeHumo.
Cuctema ThermoBrite noctaBnseTcs HECTEPUILHOW 1 He NOANEXUT CTepuan3aLmMmn nepes npuMeHeHeMm.

23. T1OpsAOK U yCNoBUS YTUNN3ALMM MEAULUHCKOTO U3aeNNns.

Cuctemy ThermoBrite cnefyeT yTUIN3MPOBaTb Kak NMOTEHLUMaIbHO OMacHble 0TX0Abl B COOTBETCTBUM C
Tpeb6oBaHMSAIMM 3aKOHOAATENbCTBA 06 OXpaHe OKPY>KatoLLei cpedbl WM MHOMO 3aKOHOA4ATeNbCTBa
COOTBETCTBYHOLLENA CTpaHbl. [/1s1 06ecrieveHns COOTBETCTBUSI PEKOMEHAYETCS 06paTUTLCS B MECTHbIe
rocyAapCcTBEHHbIE OpraHu3auMyM WU aKKpPeaMTOBaHHbIE KOMMaHWM MO YTWUAM3ALUUM OTXOAOB ANA
HONyYeHMSAH(pOPMALLKT.

OTX0fbl 3MEKTPUYECKOTO U 31EKTPOHHOr0 060py0BaHUS.

CornacHo EBponeiickoii OupektnBe 2002/96/EC WEEE no OKOHYaHMW WCMPaBHOW 3KCMayaTauun
MeLMLMHCKOIO u3fennsa  TpebyeTcs MpaBuibHas YTWAM3ALMA  3/IEKTPUYECKOTO U 3M1EKTPOHHOMO
o6opyaoBaHuA. [aHHbIA NPOAYKT He AO/KEH YyTUIM3MPOBATLCA BMECTe C ApYrvMM 0TX0famMu; npoLiecc
YyTUAN3auUMn JO/MKeH ObITb YTBEPXAEH feyYebHbIM YUpeXXaeHWeM W NPOBOAMTCA B COOTBETCTBMM C
MEeCTHbIM 3aKOHOAATeNIbCTBOM. PasfenbHblii coop 1 nepepaboTKa 0TX0LO0B 3/1eKTPOHHOro 060pyoBaHNA
BO BpeMsl YTUAM3aUMK MOMOXET COXPaHWTb MPUPOAHbIE Pecypcbl W rapaHTUMPYET, 4UTO NPOAYKT
nepepabarbiBaeTcA TakMM 06pa3oM, YTOObI 3alUTUTL 340P0BLE HENI0BEKA M OKPYXKAIOLLYIO Cpeay.

Mpwn obpalleHMn Ha TeppuTopun Poccuiickoii depepaumn:

Cuctema ThermoBrite, a Takke pacxofHble MaTepuasbl U 06pasubl 6ruoMaTeprasioB YTUIN3UPYOTCS Kak
oTXoAbl Knacca b (smmpgemmuyeckn onacHble), B cooTBeTcTBUM ¢ CaHluH 2.E3684-21 «CaHuTapHo-
3NVAEMMONOrNYECKME TPeboBaHUSA K COAEPXKaHWUI0 TepPPUTOPUIA FOPOACKMX W CeNbCKUX MOCENEHWN, K
BOAHbLIM 06beKTaM, MUTHLEBOW BOfE Y NMUTLEBOMY BOLOCHAOXXEHWUIO HaceneHUs, aTMOCqepHOMY BO3AYXY,
no4saM, >XWIbIM MOMELLUEHUAM, 3KCMayaTalumMu MpPOU3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHWH,
opraHusalmm 1 NpPoBeAeHUIO0 CaHUTaPHO-MPOTUBO3NMAEMUYECKNX (MPONNAKTUYECKUX) MEPONPUATUN»,
pasgen X.

Mocne ncTeyeHMs cpoka rofHOCTW KapTOHHasA Kopobka v PYKOBOACTBO MO/b30BaTENS YTUNN3NPYIOTCA
KaKk 0TXodbl Knacca A (3nmaemMmueckn 6GesonacHble), B cooTBeTcTBUMM ¢ CaHllnH 2.1.3684-21
«CaHUTapHO-3MNUAEMUNONOTYECKNe TPeboBaHUA K COAEPXaHW0 TeppuUTOPUIA TOPOLCKUX W CENbCKUX
noceneHwWii, K BOAHbIM 00beKTaM, MUTLEBON BOAe W MWUTLEBOMY BOAOCHAOXEHWI0 HaceeHus,
aTmMoctepHOMY — BO34yXy, Mo4BaM, J>KWbIM  MOMELLEHUSAM, 3KCnjyaTaumM  Mpou3BOACTBEHHbIX,
O6LLECTBEHHbIX MOMELLEHWA, opraHusaumMm 1 MNpPOBEAEHUNI0  CaHUTapPHO-NPOTMBO3NNAEMUYECKNX
(MpothnnakTMyecKnx) MeponpusaTuii», pasaen X.

24. CpoOK Cnyxobl.
CpoK cnyx6bl n3genns - 7 ner.

25.Tpeb6oBaHNA K TPAHCLLOPTUPOBAHMIO U XPaHEHNIO.

TpaHcnopTupoBaHve Cuctema ThermoBrite [0/MKHO NPOU3BOAUTLCA B KPbITbIX TPaHCMOPTHBLIX
cpefcTBax NtobbIM BMAOM TpaHCMopTa B COOTBETCTBUM C NpaBuiaMn NepeBo3KU rpy3oB, AeliCTBYOLLMMU
Ha TpaHcrnopTe faHHOro Bwuaa. TpaHCMOPTHOE CPefACcTBO W YCNOBUSA TPaHCMOPTUPOBaHUA [LO/KHbI
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obecneunBaTh 3alUUTy U3AETNUA OT BO3ACHCTBUA MEXaHWYECKUX U KIMMATHYECKHX q)aKTOpOB BO BpEMs

TPaHCMOPTUPOBAHHUS.

PasmelueHune u KPEIICHUE YyNAaKOBOK C H3ACIIHAMHA B TPAHCNIOPTHLIX CPEACTBAX NOJDKHO obecneynsaTb UX
yCTOﬁ‘ll/lBOC MTONTOXKCHHE, HCKAKOYass BO3MOXKHOCTb MX CMELICHWA, YAapoB Apyr O Apyra M O CTCHKH

TPAHCMOPTHBIX CPENCTB.

[Ip¥ TpaHCMOpPTUPOBAHHMM HE KAHTOBATh, HE HAK/IOHATH, H30EraTh yJapoB M COTpACEHHI 060pya0BaHHs,
GepexHas TpaHCMOPTHPOBKA C HCNOJIL30BAHUEM NTHEBMATHYECKOM NMOABECKH.

Cucrema ThermoBrite npeaHa3HaueHa s 3KCIUTyaTalUMK KCKIOUHTEILHO BHYTPH MOMEUIEHHS.

IapameTphi Ikcnayaranus TpancnopTHpoBaHHe Xpanenne
TemnepaTypa +15°C no +40°C -10°C po +50°C -10°C no +50°C
80% npu TeMneparype 10
OrtHocuTenbHas 15°C, nuneiiHo 30-80% 30-80%
BNAXHOCTb yMeHbLiaercs 10 50% npu (6e3 KOHACHCALHH) (6e3 xoHeHCAUMH)
40°C

26. IlepeueHb NpHMEHSIEMbIX HANHOHAIBHBLIX H MEKAYHAPOAHBIX CTAHJAPTOB ¢ LeEJbIO
obecniedenns Ge3onacHocTH, 3Qp(PeKTHBHOCTH H KauyecTBa MH.

EN 375 Hudopmauus, npenoctasnsemas NpoU3BOAUTENEM C PEareHTaMH i in vitro
JMarHOCTHKH JUIS TPOdECCHOHANBHOTO HCMOJIb30BaHH S

EN 591 PykoBoacTeo no akcniyatauuu npuGopoB 444 in Vitro AMarHOCTHKH AJis
npo¢ecCHOHANBLHOrO HCMOJIb30BaHUS

EN 980/A1 Ipaduueckne cuMBONLI, HCNONB3yEMbie HA MAPKHPOBKE MEIHLIMHCKUX
M3ACNHHA

EN 980/A2 I'paduueckne cUMBONBI, UCNONB3YEMbIE HA MAPKHPOBKE MEIHLIMHCKHX
H3JIENHH

EN 1658 TpeboBanus kK MapkUpOBKe NPUOOPOB A1 in Vitro AHArHOCTHUKH

EN 13485 CucreMbl KauecTBa - Menuuunckue uzaenus - YactHeie tpeboBanus s
npumeHerus cranaapta EN ISO 9001:1994 (peaakuus EN 46001:1996)

EN ISO 14971 MeauuuHckue uzaenus - [lpuMeHeHus ynpaBieHUs pUCKOM K MEAMLIMHCKMM
nsaenusam (ISO 14971:2012)

1SO 9001 CucTeMa ynpaBieHHs KaueCTBOM - TpeGOBaHus

ISO 15223 MeanumHckue n3aenus - CUMBOABI, HCNIOAb3YEMbIE HA MaPKHPOBKaX
MEAMLMHCKHX H3AEHi, MApKMPOBKA W NpeaocTaBasieMas HHdopMalus

EN 61010-1 Meauumnckoe anextpudeckoe o6opynoBanue. Yacts 1-2 O6uue TpeGoBanus

K 6e3onacHocTd - BecnoMorarensHblii cTaHaapt

EN61010-2-010

Be3onacHOCTb 3NEKTPUUECKUX KOHTPOIBHO-H3MEPHTENIBHBIX NPUGOPOB U
naboparopHoro o6opynoBanus. Yacte 2-010. YacTHble TpeOoBaHHs K
AaboparopHomy 060pyA0BaHHIO ANl HarpeBaHHs MaTepHANIOB.

EN 61010-2-101

Be3onacHOCTb 3NEKTPUUECKUX KOHTPOJIbHO-U3MEPHTENbHBIX NPHOOPOB 1
naboparopHoro o6opyaoBaHus. Yacts 2-101. YacTHble TpeGoBaHus K
MEAMUHMHCKOMY 060pYAOBaHHUIO AN in vitro auarHocTuku (1VD)

ENISO 18113-1

MenvuuMHCKHe u3enus AN AWArHOCTHKM in  vitro — Hudopmauus,
npenocrapiseMas npousBoauteneM (MapkupoBka) — Yacts 1: TepMuHbl,
omnpefieneHns U obuie TpeboBaHMs.

ENISO 18113-3

Meauuunckue H3aenMs Aas  AMarHoctMkM in vitro — Wndopmauus,
npeaocTapageMas npouspoaureneM (Mapkuposka) — Yactob 3: MHcTpyMeHTbI
JJ151 ARArHOCTHKH in vitro Juis npodecCHOHANIBHOrO NPUMEHEHHUA.
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WN3genus megmumHckme. Yacte 1. MpoeKTUpoBaHue MeauLMHCKUX U30enuii ¢

IEC 62366-1 o
y4eToM 3KcnayaTauMoHHON NPUTroLHOCTN.
EN 62304 MporpammHoe o6ecneyeHue. MpoLecchbl XM3HEHHOTO UMKNa.
EN 61326 DNeKTpuYecKne KOHTPOIbHO-N3MepUTe/IbHbIe NpMbopbl N NabopaTopHoe

obopypoBaHue - TpeboBaHua OMC

27. 3neKTpoMarHMWTHasa COBMeCTUMOCTb
Cuctema ThermoBrite cooTBeTCTBYeT TpeboBaHMSAM K MOMEXOYCTOMYMBOCTU W 3/1EKTPOMArHUTHOM
amMmmccumn, npuseleHHbIM B cTaHfapTe EN 61326.

NEeKTPOMArHUTHOE N3NYUYeHNe

PekomeHgauum v 3aaBneHme NPON3BOANTENSA
Cuctema ThermoBrite npegHasHayeHa ANSi NPUMEHEHUS B YCMOBUAX MESULMHCKUX MNPO(ECCUOHANbHbIX
yupexaeHuii. MNpegensl N3NyYeHNs N METO/bI ero U3MePeHNs COOTBETCTBYHOT TpeboBaHuAM EN 61326

NMpoBepka PY  Knacc/rpynna PernameHTaumsa ypoBHSA 3/IEKTPOMarHUTHOIO U3NYyYEHUA

N3NyyeHuns

PagnounsnydeHue pynna 1 Cuctema ThermoBrite nCcnonb3yoT pagnoyvacToTHYH 3HEPTUIO

CISPR11 TONbKO AN BbLUOSIHEHUSI BHYTPEHHUX (PYHKUMIA. YPOBEHb
3MUCCUM PASMOYACTOTHLIX MOMeX ABMSAETCA HU3KUM W, BEPOSTHO,
He npuseger K HapyLLeHUAM (DYHKLMOHMPOBaHNSA
pacnofioXKeHHOro B6M3N 31eKTPOHHOI0 060py0BaHNS

PY n3nyyeHusn Knacc A Cuctema ThermoBrite nogxoguT Ans NpUMeHEHNS B YCIOBUAX

amuccua Knacc A NPOheCcCUOHASTbHBIX MESULUHCKUX YUPEXAeHUA 1 MOXET 6bITb

rapMoHMYeCKNX HanpAMY0 MOAKMNHYEHO K CeTU 3/eKTPOMNUTaHns HU3KOro

COCTaB/IAIOHLLIX HanpsHKeHNs ¢ Y4ETOM CnegytoLeid NpesocToOpoXKHOCTH:

anekTtpocetn EN 61000- MpepynpexzaeHne: Cuctema ThermoBrite MoXeT Bbi3blLaTb

3-2 pasmornomexv Wan MOXeT BbLUOAWUTb M3 CTPos 060pyfoBaHue,
pacriofioeHHoe no  6nuM3ocT.  MoXeT  noTpe6oBaTbCs
nepemMeLLeHne N1 NepeopueHTUPOBKa U3LeNna NN orpakaeHme
060pyaoBaHMs.

KonebaHuve anekTpoceTn Kputepuii A Cuctema ThermoBrite nogxoanT Ana NPUMEHEHUSA B YCIOBUSAX

EN 61000-3-3
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NPOECCUOHA/TbHBIX MEAULIMHCKUX YUPEXAEHUA N MOXET 6bITb
HanpsMyl0 MNOAK/IIOYEHO K CETU  3MEeKTPONUTaHUS HM3KOro
HanpsHKeHWs
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YCTOMYNMBOCTDb

n NMOMEXAM B CETW

K

SANIEKTPOMAIHUTHbBIM

Mo IAM

3aKas3uuK nnu nonb3oBaTeslb 40/IKEH obecneunTb dKcnAyaTtaunio B YKa3aHHbIX HUXXE YC/TOBUAX.

TecTOBbIN
lNMpoBepKa YPOBEHb cOorsiacHo YpoBeHb
YyCTOMUNBOCTH ctaHgapty EN COOTBETCTBUA
61326
HeBocnpnmM4umnBOCTb 4 KB (KOHTaKTHbIi 4 KB
K paspsig) (KOHTaKTHbIl
aneKTpocTaTUvecKoMy 8 KB (BO34YLWIHbLIA  paspsf)
paspsagy paspsag) 8 kB
IEC 61000-4-2 (BO3AYLUHbIA
paspsg)
YCTOIAYNBOCTb K 3B/m (o1 80 MI'y, 3 B/m (oT 80

BO3[eNCTBUIO po 11Tu) Mly go 11Tw)
3M1EKTPOMArHUTHOrO 3B/m (o1 1,4002 3B/m (o1 1,4 go
nons ¢ nsnydeHnem Ha o) 21w
pagunoydacToTax 1B/m (oT2p02,7 1B/m (0T 2p0
IEC 61000-4-3 Mu) 2,7 TTw)

YCTONUYNBOCTb K
KOHYKTUBHbIM
nomexam,
c0o34aBaeMbIM
paAnoyacToTHbIMK
nossiMu

IEC 61000-4-6

HeBocnpuMMumnBOCTb
K 6bICTPbIM
nepexofHbIM
npoweccam n
BCMJ/IeCKaM

IEC 61000-4-4

KI'y)
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3 B (ot 150 KI'y,
no 80 Mru)

1 kB (5/50 Hc, 5

3 B (ot 150 KI'y,
no 80 MIw)

1 kB (5/50 Hc, 5
KI'w)
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YKa3aHusa no NpUMeHeHUo B
3NeKTPOMarHUTHOl 06CTaHOBKe

Monbl JO/MKHbI 6bITh AEPEBAHHbLIMU,
6ETOHHbLIMMW UMN MOKPbITLIMU
KepaMn4yecKon nanTkon. Ecnn nonbl
MOKPbITbl CUHTETUYECKUM MaTeprasniom,
OTHOCMTE/IbHAs BNAXHOCTb A0/KHA

AbITb He MeHee 30%

MepeHOCHbIE N MOBU/bHBIE CpeacTBa
paguocBs3M MOryT NOBAUSITbL Ha
pab6oTy.

MeLNLUMHCKOr0 U3fenuns He LO/DKHbI
NPUMEHATBLCA BO/N3N KaKNX-TN60
yacTen MegULMHCKOro nsaenus,
BK/IlOYas Kabenn, Ha paccTosaHUN
MEHbLUEM, YeM PeKOMeHAyemas
AUCTaHUMA yaaneHus, Kotopas
paccunTbiBaeTCA B 3aBUCMMOCTU OT
YacToThbl nepefaTynka. PekomeHgyemas
AUCTaHUMA yaaneHums:

d=12VP
(o1 80 MI'y go 1T1Tw)
d=2,3Wp

(ot 1,4 TTy go 2,7 I'rw)

roe P - mMakcumanbHas BbIXofHas
MOLU,HOCTb MepejaTymKa B BaTTax (BT)
COr/1acHO JaHHbIM NpousBoauTens, ad-
peKoMeHAyeMoe paccTosiHUe B MeTpax
(M). Hanps>keHHOCTb noneri
cTauMoHapHbIX paguonepefaTHynKoB,
onpegensiemasn B xXofe
3NEeKTPOMarHUTHbIX UCCNeA0BaHWNA
y4acTKa, J0/HKHA 6bITb HMXKE YPOBHS
COOTBETCTBUSA ANA KaXAO0ro 4acTOTHOro
AnanasoHa. B6nusn

obopyaoBaHuA,

0003HAYEHHOI0 n
CNefyoLww ;UM CUMBOJIOM, MOTYT
BO3HMKaTb MOMEXM:

Ka4uecTBO 3/1eKTPUYECKON 3HEPTUM B
3NEeKTPUYECKON CeTU JOKHO
COOTBETCTBOBATb 00bIYHbLIM
TpeboBaHNAM KOMMEPUYECKOW Unn
60/1bHNUYHOI cpefbl.
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MNpoBepka
YCTONYNBOCTH

YCcTONUNBOCTb K
AVHAMUYECKNUM
N3MEHEHMAM pexnma
3NeKTponUTaHus

IEC 61000-4-5
MomexoycToMn4YnBOCTb
B YCNOBUAX
MarHUTHOro nons
NPOMbILL/IEHHOW
4yacToThbl

IEC 61000-4-8
YCTOM4YMBOCTb Ha
KpaTKOBPeMEHHbIe
MOHMKEHUS
HanpPsHKeHUS,
KOPOTKMWE OTK/THUEHMS
N NcNbITaHUA Ha
3arunLEeHHOCTb OT
Bapuaunii
HanpsHKeHUs

1EC 61000-4-11

TecToBbIl
YPOBeHb corfacHo
ctaHgapty EN
61326

0,5 kKB nuHung-
NNHUA
1 KB nuHuna-3emns

3 A/m

0% U t*, nepsad
nosoBUHa
nepuoga

0% Ut, 1-i
nepwvog;

70% Ut, -
TeyeHue 25
nepnosoB

0% Ut . TeueHue
250 nepuogos

YpoBeHb
COOTBETCTBMA

0,5 KB nnHus-
NHKA

1 kB nuHuna-
3emns

3 Alm

0% U+, nepsad
nosoBUHa
nepuoja
0% Ut, 1-i
nepvoa;

70% Ut, -
TeueHune 25
nepuosoB
0% Ut, -
TeueHune 250
nepuoaoBs

YKas3aHuda No NpUMeEHEHUIO B
3M1eKTPOMarHMTHOI 06CTaHOBKe

Ka4yecTBO 3/1eKTPUYECKOI 3HEPrnn B
3N1EKTPUYECKON CETU JO/HKHO
COOTBETCTBOBATb 06bIYHbLIM
TpeboBaHMSIM KOMMEPYECKOM 1nn
60NbHUYHOI cpefbl.

YPOBHW MarHUTHOrO NONSA fJaHHOWA
YacTOThbl JO/MKHbI COOTBETCTBOBATb
06bIYHbIM TPe6OBAHMAM KOMMEPUECKOI
nnn 601bHUYHON cpedbl.

KayecTBO 3/1eKTPMYECKOWN 3HEPTUM B
3N1EKTPUYECKON CEeTU AO/HKHO
COOTBETCTBOBATb OObIYHBIM
TpeboBaHMAM KOMMEPYECKOW unm
60N1bHNYHOI cpefbl.

*MpumeyaHme: Uj —5To nepeMeHHOe HanpshkeHne 3M1eKTPUYECKON CeTU [0 MOMEHTa nogaun
NCMbITATe/IbHOr0 BO3AECTBUS

PeKOMeHayeMblii TEppPUTOpUAIbHBIN pasHoc Mexay PY faTumkaMu n n3aenmsimm

Cuctema ThermoBrit(2 npegHasHaueHa ANs NPUMEHEHUS] B YCNOBUSIX MEAULMHCKUX MPOQECCUOHAIBHBIX
yupexpeHwii. Tlokynasens wnm nonb3oBaTenb CUCTEMbl ThermoBrite MoXeT NOMOYb MPesoTBPaTUThL
3/1EKTPOMarHUTHbIE MOMexuW, Ccob/0dass MUHUMasIbHble PAaCCTOSAHUSA, YKasaHHble HUXKe, MeXAy AaTHUKOM
(NopTaTMBHLIM M MOGU/ILHBIM PY 060pyA0BaHMEM, CTaLMOHAPHLIMU AaTUMKaMM 151 6eCPOBOAHbLIX/MOGUIBbHbBIX
TenedoHoB, AM/FM/TE TpaHcnsTopamm) 1 No6oii YacTbio U3fenusi, BKIOYas Kabenu.

MakcymasibHas MUVHUMaIbHOe PacCTOSIHNE MeXAY AaTUMKOM U 13aenvem [M]
BbIX0JHas MOLLHOCTb 150 klMy-80 MIy, 80 MTI"y-800 MIy, 800 MINy-25TTw

N N

patyumka [BT] Y= i5 n;P J- ES P d- _7)}_p
o 0 6
0,01 0,058 0,058 0,12
0,1 0,18 0,18 0,37
1 0,58 0,58 1,2
10 18 18 3,7
100 5,8 58 12
1000 18 18 37
10000 58 58 120

PekomeHgaumun: PacnpocTpaHeHne SMB 3aBUCMT OT MOM/IOLIEHMSI U OTPAXKEHWUSI OT CTPYKTYP, OGHEKTOB U
ntofeid. Takum 06pasoM, 3TN peKOMeHAALMN MOTYT 6bITb He MPYMEHVMbI BO BCEX CUTyauusix. Ecnv HabnoaaeTes
HEeHOpMasibHOe (DYHKLMOHMPOBaHVe W3AeNnsi, MOryT MOoTpe6oBaTbCsl [OMONHUTENbHbIE Mepbl, TaKue Kak
nepeopueHTaLust v NepeMeLLieHe USAENUS.
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28. ["apaHTU1 NPoOU3BOAMUTENS.

MapaHTWNs Leica Biosystems.

KomnaHus Leica Biosystems rapaHTupyeT oTCyTCTBME AeeKTOB MaTepuana U/mnm u3roToBieHUs 3TOro
yCTpOICTBa NPU HOPMasbHOM WCMO/Ib30BaHMM N 06CNY)XXMBaHUN B TedeHne ABeHaguaTu (12) mecaues c
JaTbl YCTAHOBKU unn TpuHaguaTtu (13) mecsileB ¢ gaTbl 4OCTaBKU, B 3aBMCMMOCTM OT TOFO, YTO HacTynuT
paHblle. OTCyTCTBME fetheKTOB MaTepuana U/uam U3roToB/eHNA NPUHALIEXHOCTEN rapaHTupyeTcs npu
HOpMasibHOM WCMO/Ib30BaHUM N 06CNYXMBaHMKM B TeYeHWe yKasaHHOro Bbilwe cpoka. KomnaHusa Leica
Biosystems Ha cBOe ycmMoOTpeHuWe OyfeT OCYyruecTBASATb PEMOHT WAM 3aMeHy /06bIX annapaTtoB Waun
feTaneil, Ha KOTOpble pacnpocTpaHseTcs 3Ta rapaHTus, B Cry4vae WX Bo3Bparta KomnaHuu Leica
Binsystems—u1 HpefBapuTenbHOM onnaTtbl AocTaBKW. Ha OTpeMOHTUPOBaHHble WAM  3aMeHEHHble
WHCTPYMEHTbI, MNOCTaB/ISieMble COFN1aCHO 3TOM rapaHTUKW, [eiACTBYeT TOMbKO OeTaBLUasACA 4acTb
OPUTMHA/IbHOW TrapaHTUW; PEMOHT He NpepbiBaeT W He MPOASeBaeT feiicTBMe 3TOW rapaHTun. [ns
nony4veHns nHdopmMaumm 06 ycnoBusax rapaHTum 3a npegenamu CLUA ob6paTuTech K YNOMHOMOYEHHOMY
AMCTpnbblOTOpY KOMnaHum Leica Biosystems. [MapaHTusi, npefgocTtaBnisieMass KomnaHuein Leica
Biosystems, He pacrnpocTpaHSeTCA Ha MHCTPYMEHTbI, MOBPEXAEHHble B pe3ynbTaTe HenpaBU/bHOIMO
MCMOMb30BaHNs, HEBGPEeXHOCTW, HEec4YacTHOro cay4yas, a TakXe HeCaHKLUWOHUPOBAHHOIO PEMOHTA,
BHECEHVS U3MEHEHWNI NN HenpaBUIbHON YCTAHOBKM.

KomnaHusa Leica Biosystems He npefocTaBnsieT HUKaKUX SPYrUX rapaHTuii, MOMUMO YKasaHHbIX B 3TOM
OOKYMeHTe. 3Ta fIBHadA rapaHTus 3ameHsieT c060i nwbble Apyrve sBHblE WAN NogpasyMeBaeMble
rapaHTun. TlloKynaTenb cornawlaeTcss ¢ OTCYTCTBUMEM FapaHTUM MNPUIOAHOCTU A1 MPOAaXU wuan
NPUrogHOCTW AN ONpeAesieHHOM Lenn, a Takxe ¢ OTCYTCTBMEM APYIMX CPeAcTB MpaBOBOW 3all,UTbl UK
SIBHbIX WM N0ApasyMeBaeMblX TFapaHTUA, KOTOpble BbIXOAAT 3a PaMKKW, OMuUcaHHble B TeKCTe
cornaweHns. Hukakue areHTbl WAM COTPYAHUKM KoMMaHuu Leica Biosystems He YyMno/HOMOYEHbI
npefocTaBnATb Ni0bble Apyrne rapaHTUM WM Mpu3HaBaTb OTBETCTBEHHOCTb Komnawuu Leica
Biosystems, 3a UCK/OYEHUEM  BbILIEU3NIOXEHHOro. 3Ta rapaHTUs MpefocTaBAseTCsa  TOMbKO
N3Ha4ya/IbHbIM MOKynaTensam.

OrpaHunyeHne 0 TBETCTBEHHOCTU.

KomnaHus Leica Biosystems He HeceT OTBETCTBEHHOCTb 3a yTpaTy BO3MOXHOCTMW 3KCMNyaTaummn, NoOTePHO
A0X04a UM 0XnAaemoli Npubbian, a Takxke 3a Nt06ble KOCBEHHbIE MW cy4yaiiHble Y6bITKU B pe3ysibTaTe
npoJaXkn WAM WUCMONb30BaHUS u3fennii. [MokynaTenb HeeeT OTBETCTBEHHOCTb 3a /Nto6ble U BCe
NPeTeH3UKN, YObITKU WAM yruepb, MOHeCeHHble B pe3y/nbTaTe WUCMO/b30BaHUSA WAN HENPaBWU/IbHOMO
NCMO/Mb30BaHUS MHCTPYMeHTa Leica Biosystems nokynaTtenem, ero COTpyagHUKaMu Uav apyrummn nuuamm
nocne NoayyYeHUst UHCTPYMEHTA WK APYTUX 3/IEMEHTOB.
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29. Peknamaymmw.

Mo Bcem BoMpocam, Kacalwmmcs aKcnayaTalmy, KadecTBa U3Lenvusa n ap., Ha Tepputopum Pocculickoli
depepaymn cnegyeT obpaliaTbes:

OO0 «buoNainH»

Agpec: 197022, Poccusd, r. CaHkT-leTepbypr, yn. Mpodeccopa MNonos.a, 4.23, nutepa E

TenedoH: (812) 320-49-49

dakc: (812) 320-49-40

E-mail: main@bioline.ru

30. ViHdpopMauusi 0 NepBOHaYa/IbHOM BbIMyCKe UK NMOC/eAHEM NMEPEecMOTpe 3KCMTyaTalMoHHO
[OKYMEHTALMN.

JaTta nepBoHayanbHOro Bbinycka MNpunoXxxeHna K pyKoBoACTBY nosnb3oBatensa: ABryct 2021
Jata nocnegHero nepecmotpa NpUNoXKeHNA K pyKOBOACTBY M0Nb30BaTENA: HEe MPUMEHNUMO

PykoBofACTBO nonb3oBaTens Ha MefuuMHckoe wusgenve Cuctema ThermoBrite gna geHaTypaumm 1
rméopugmsaumm Ha npegMeTHbIX cTeknax (ThermoBrite Slide Denaturation/Hybridization System)
npegcTaBnseT coboli LOMNOMHEHHYI0 BEPCUIO PYKOBOACTB  MO/b30BaTens, pa3paboTaHHbIX
Npoun3BOAMTENIEM COF1aCHO MeXAyHapoLHbIM TPeboBaHUAM, ABNAIOWUXCA CTaHAapTHbIMU ANs BCeX
cTpaH. HacTtoswee [MpunoxeHne K PYKOBOACTBY Nofb30oBaTeNns paspaboTaHO B COOTBETCTBUM C
TpeboBaHMAMM POCCMINCKOro 3aKoHOAaTeNbCTBA W nNpeAHasHadyeHa A1  MeLUUMHCKUX  U3LeNniA,
noctaensembix B Poccuiickyto Pegepauuio.

Komnnektauuto, HaMMeHOBaHUSA ~ MEeAVUMHCKOro  U3Oennsl, €ero  COCTaBHbIX 4acTeili u

NPUHAANEXHOCTEN, NpUBEAEHHbIE B HaCTOsSLWEelr 3KCrnjlyaTauuMOHHOM  AOKyMeHTauun g
Poccuiickoin ®eaepauum cumtatb npeepeHTHbIMM.
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Ileperon ¢ anrauiickoro a3uika

CoBepIIOHCTBYA AUATHOCTUKY paKa [JIorornn: Jleiixa Buocscremc)
Yayywan xu3un

Hara: 15 pexaGpa 2021 r,

A, Jkinpny I'pasT, HACTOALMM NOATBOPRAMIO, YTO HHPOPMALMA, [(IPEACTABNCHHAL] HA MPUACHKCHHOM
AOKYMCHTe BepHAi H COOTBETCTBYET CBCRCHHAM, HMCIOMHMCE B MOeM pacnopmxenuu. S Tawoke
ROATBEPHKAAIO, YTO HHPOPMALIHA NIPSACTARICHE TOYHO H NOAHOCTHIO,

sNopNuCL>15122021

Toanuch 4 AaTa

HItaT Unnuuoiic

Oxpyr MaxI'enpy
Toanucano u yaocropepeno nepero Mol 15.J2.2021 Siinpun Ipazm

Whrasan:

OOUUMANILHAR NEVATD

KMMBEPNW 3HH KAPNAR3N

HOTAPUYC - IITAT WNAUHOMC

CPOK JEHCTBHA MOHX TOSTHOMOYHH HCTEKAET 28.12.21

(LHramn)

<OANACH>
(Tloamich HoTApUyca)

Jlekima Brocuctesic - Moxpasnenenne xounann Jieiixa Muxpocicrenc k., 5205 Pyr 12, Pusnonz, Hammsolic 60071,
CIIIA - wwrw, LeicaBiosystems.com
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Mmui, Jletika Buocucremc Pmumona, Umk., CIIIA, nomepméeu AOCTOBEPHOCTD
npeaocTaB/IeHHOH WHpopManHH
Toansucy, <IIOATTHCE>

Hms JOtinpnn 'paut

AomwkHocTs MeHemkep 0O COOTBETCTBHIO

NPORYKIHH
Kpyrnan nevete:
Jlodina Buocncremc Pauumona, Vs,
8208 Pyt 12, a/n 528, Pwamong, Wrummodic, 60071, CLUA

E)xcnaya'rannounaa AOKYMCHTANHS HA MCAHUHHCKOE H3JeIHe:

Cucrema ThermoBrite Ans aexaTypauvu n mopuansaunm Ha NpeaAMEeTHBIX
cteknax (ThermoBrite Slide Denaturation/Hybridization System)

Ilpon3sBoanTean: Jleiika Buocucremc Puumona, Huk., CIIIA

2021
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O6wan nHdopmaumn:

PykosoacTeo nonb3osaTtens Cuctembl ThermoBrite ana aexatypauun u rubpuausauumn Ha
npeameTHbix cTeknax (ThermoBrite Slide Denaturation/Hybridization  System)
paspabotaHo u wu3naHo [komnanueil] Jeitka Buocuctemc Puumona, WHK. [Leica
Biosystems Richmond, Inc.] B cooTBeTCTBUM C BHYTPEHHUMU U MEXAYHaAPOAHbLIMM
TpeboBaHUAMU.

PykoBOACTBO NONb30BaTENS AOCTYNHO Ha pasHbiX A3blkax, B 3aBUCUMOCTU OT CTpaHbl
UCNONb30BaHWS, BKNIOYAA pycckui nAsbik. fleiika Buocuctemc Puumona, WHk. [Leica
Biosystems Richmond, Inc.] npuHumaeT BO BHUMaHuWe MecTHble TpeboBaHUA K
COOTBETCTBYIOLIEN AOKyMEHTauWuW CTpaH, B KOTOpble nNnaHupyeTca nocTaBuTb
MeAaULMHCKOe YCTPOWCTBO.

Takum o6pa30M, B8 cooTeeTCTBMU C MECTHbIMU TpGGOBaHMHMM n c cobniogeHnem

3aKkoHopatenncrea Poccuitckon depepauun, PykosoacTeso nofib3oBaTens,
npeaHasHa4YeHHoe 4N NOCTaBku BMECTe ¢ NpubopoM Ha poCCUACKUN PLIHOK, AONONHEHO
‘ DONONHUTENLHLIMU CBEAEHUAMU U BbINYLLUEHO HA PYCCKOM A3bIKe.

PykoBoacTeo nonb3oBatens aononHaeTca MpunoxeHuem, cogepxawum nicgopmaumio ob
yNnONHOMOYEHHOM  npeacrasuTene Ha  Tepputopun  Poccuiickon — degepauwuy,
OTBETCTBEHHOM 3a MNpoAAaXW, MapKeTWHr, TexHudyeckoe obcnyxveaHne n npuem
peknaMauuii, nokasaHus W NPOTUBONOKA3AHMSA K NPUMEHEHUI0, WHdOopmauuilo o
rapaHTMHOM CpOKEe XpaHeHWs W 3KCnnyaTauuu, a Take WHgopmauvio O BbiBoge U3
3KCnnyaTaumMm u yTunusauumu usnenua B COOTBETCTBUM C MECTHLIMU HOpMaTUBaMM.

CopepxaHue:;

- PykoBOACTBO nonb3oBaTens (Ha aHrMUACKOM Si3bike)

- PykoBoacTeo nonb3osartens (Ha pycCkOM A3blke)

- MpunoxeHune k PykoBoACTBY Nonb3oBaTens (Ha pyCCKOM A3blke)

[TepeBoa nevyaTy Ha THTYJILHOM JIHCTE MPHIOKEHHA K PYKOBOACTBY NOJL30BATENS H2 MEAHLIHHCKOE H3/E/IHE
Cucrema ThermoBrite a1 neHatypauuu u rubpuansauuu Ha npeametHeix crexnax (ThermoBrite Slide

Denaturation/Hybridization System):
Kpyrnas nevare:
Nenxa Buocncremc Puumonn, MHx.
5205 Pyr 12, a/n 528, Puumona, Unnunoiic, 60071, CLUA
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1, nepeBogumk lap6oBckass TaTbsiHa JpyapAoBHA,

Bnagewuasd pycckum u QHI/TNIACKUM  AA3bIKaMu,

NOATBEPXAAl, YTO BbIMNOJIHEHHbI MHOK NepeBof NPUMNOXEHHOTO AOKYMEHTa SIBASeTCS NpaBU/IbHbIM,

TOYHbIM W NOJIHbIM.

I c*-p6 o\ Cicr ~

[ (irT)

Poccuiickaa ®epepauns, CaHkT-MeTepbypr,
ABajuaTb BTOPOro gekabpa ABe Tbicauun ABajuaTb NepBoro roga.
A, OctaneHko EneHa KoHcTaHTUHOBHA, HOTapmyc HoTapuasbHOro okpyra

CaHkT-MeTepbypr,

Fap6oBCckON TaTbAHbl DAyappoOBHbI.
Moanuck capenaHa B MOEM MPUCYTCTBUM

finyHoitTe NnoaNUCaBLLIEro AOKYMEHT ycTaHOBNEHA.
3apeructpuposaHo B peectpe; Ne 78/189-H/78-2021-

Ynna4yeHo 3a coBeplieHne HoTapuanbHoro aei(/iina- 5MM

Blopo nepeBosioB «ABpopax»
197342, r. CankT-MNeTepbypr,
M. YepHas peuka,
yn. Topxkosckas, 4. 5,
BLL «OnTuma», odmc 417
Ten: (812)441-39-10
WAWaurofa-oiler com
aurora-piter@mall.nj

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway st.

5 Torzhkovskaya Str.
OPTIMA Business Center, office 417
phone: (812) 441-39-10
www aurora-oiter com
aurora-piter(gmail. ru
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WHH/KMNM: 7841388560/781401001

OKMO 09801859 OKOHX 96120

p/c 40702810507380000118
OUNVNAN NMETPOBCKUN

NAO BAHKA "®K OTKPbITUE"

k/c 30101810540300000795
BVIK 044030795

PSRN:1089847219043
ITN/CRR: 7841388560/781401001
RNNBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795
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105 (cTo NATL) SMCTOB
Hotapuyc:

E.K. Ccrare
yr



