CKonna

To whom it may concern;

This letter serves to declare that the attached document is a tme copy of the original document
produced for ASP.

For and on behalf of ASP

SnehcVshivkumar Date (
Regulatory Affairs Intern
A notary public or other olTicer completing
this certificate verifies only the identity of
the individual who signed the doeument to
which this certificate is altaehed, and not the
iruthfulness, aecuracy, or validity of that
document.
Slate of California
County of Orange
O’l M(Uj before me, QoLlo'ri-ellp. Ap-onyTe. 1 - persOTally appeared

Snelia SliTvkumar, who proved to) me on the basis o fsatisfactory evidence to be the persoinwho'se name is subscribed to the
within instrument and acknowledged to me that she executed the same in her authorized capacity, and that by her signature
on the instrument the person, or the entity upon behalfofwhich the person acted, executed the instrument.

I certify under Penally of Perjury under the laws ofthe State of California that the foregoing paragraph is true and conect.

Witness my hand and official seal.

gl EU.EiIEMVEMMfc

Signature . CoiM*IOT # 2105889 |
< Nottry PuUic ¢ CiHtotnli |
y Oranae County |

My Comm. Expires Apr 4,2019
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3 Load Preparation

How To Determine What Con Be Sterilized In The STERRAD* IOONX* Sterilizer

Is the instrument mode of a reprocessible material?
See the list of materials in the recommended materiols
section of this chapter.

Isthe lumen made of stainless steel, polyethylene, or Teflon*?

Proceed with processing itthe lumen conforms to the dimensions
listed below. (See the Cycle Selection Table In this chapter)

Single Channel Stainless Steel Lumen

inside Diameter Length Cycie Selection
0.7 mm or larger 500 mm or siiorter ~ndard Cycle*

*1he VBRI testing for this lunien ~ »as (MIULLKIA(] using a maximum Of 10iumens
in the USA; 40 lumerts for markets outside the USA. Your luade should not exceed the
maximum number ot limrens.

' These tubing claims have not been reviewed by the Food and I1*ug Administration.
« Sterilize without any additional lead. Up to 20 pieces of tubing may be sterifeed at one time,
00# or two flexible eirdoscape

v I be processed p«* cycie with or withoul a silicois mat.
No additional load. It Isimportant toft™owjhe m et~ | device manufacturer's tnstru</<»is for use prior
to processing any scope in the STERRAO* 100NX* Sterilizer,

" 'a maximum of two smgi© channot, flexibio ondoscc”s with attached Mghl cords can be processed load,

20
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Please call the medical device
manufacturer for information
on how to property sterilize
Apaticular instruments.

Proceed with

Processing. (See the

Cycle Selection Table for
specific cycle processing.)

Please coll the medicol device
manufacturer for information on
how to property sterilize these
devices.

if tit© luftiens do riot conform to tt>osy dirnwrinis,
pleas© call ib©rtiedical dewce rnonufacturet

tor (nfpitTTotior’» or» t»ow to propetV sterilize

rtTese devices. Lumens not cor»fofmif>g to fries©
dimensions sfiould not ipe processed Iri tt»e
STERRAD* |IOONX* Sterilizer,

STERRAD® 100NX® User's Guide



Load Preparation

Processing Single>Channel Flexible Endoscopes With Inside Lumen Diameter
Polyethylene and Teflon* Lumens Only
In The STERRAD*- IOONX* Sterlliter 1 MiMmeters iftohee frenoh tee Gauge
,667 .026 H 2U 22
Cannotbe processed L .033 1 2.5 i 21 J
875 mm 1.0 039 3.0 20
850 mm Process In the DUO Cycle Only
1.667 ,065 5,0 16
2.0 078 6.0 14
Can 8e Processed In the 2167 085 el "%'g u
STERRAO* 100NX* FLEX or DUO CyciM : )
H L 1ousL_ L oz
25 .098 | 75
2.833 111 i 8.5 12
»0. .1 31
3.333 .130 i 10£ 10
e Li- -9 i
omm 1mm 2mm 4.0 187 \ i2.0 8
- TW 7 !
Irutde Diameter (ID) 4,667 .182 M.Q

'‘One or two single-ch. | flexible pe can be p d
per cycle with or without a silicone mat. No additional load (Flex Only).

Itis important to follow the medical device manufacturer's instructions
for use prior to processing any scope mthe STERRAD' 100N)0 Sterilizer

*Not IrtiUcatiid

Processing Single Channel Stainless Steel Lumens Processing Polyethylene and Teflon* Lumens and Tubing
In The STERRAD* 100NX" Sterilizer* In The STERRAD* 100NX" Sterilizer*

Cannot be processed Cannot be processed

Can Ba Processed in the
STERRAD* 100NX* STANDARD Cycle Can Bs Processtd In the

STERRAD* 100NX* STANDARD Cycfe

0.7mm 2mm 3m e T 3mm 4mm Smm

Inside Diometer (ID) Inside Diameter BD)
+ The validation testing for this lumen stzo was conducted using a maximum of 10 lumens ‘These tubing claims have notbeen reviewed by the Food and

in the USA. 40 lumens for marKets outside the USA Your toads should notexceed the Drug Administration.
validated maximum numb* of lumens.

STERRAD® 100NX® User's Guide
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Operation

w t R T U 1 0 P BACKS?
r A S D F C H J K L
< >
CAP LOCK z X c v 8 N M ENTER

SHIFT ALT i % 1 . 1 ALT

Figure 1. Operator Login Screen.

1 Touch the operator field. The cursor appears in the field.
w Note: Operator and Passwordfields are case-sensitive.

2. Use the on-screen keyboard to type your assigned operator identification.
3. Touch the ENTER key. The cursor jumps to the Password field.

4. Type your password. The screen displays a series o f“*” characters in
place of the characters you type. This is done to keep others from reading

your password.

5. When you have finished entering your password, touch the ENTER key.

Entering Load information

T Note: Ifyour sterilizer has been configured not to require
load item data, this screen will not appear. Skip to the
subsection titled Cycle Notes.

Enter Load Item Data

The Load Item Data screen allows you to enter information about the
contents of the load. This can be done for tracking and traceability or may be

useful for inventory purposes.

STERRAD® 100NX® Users Guide 33
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Operation

Items can be typed into the screen or selected from a predefined list of
items. This information is stored and printed on a cycle report. It can also be
transferred to a host computer over a network connection.

7 A s D E G J H 1 K H L
CAP LOCK z X c \ s 1 N M ENTER
SHIFT ALT i ! 1 ’ ] . ALT

[ 1 \

Figure 2. Enter Load Item Data.

1 To enter items not in the database, type the item infonnation in the
“Enter Items Here” field. Touch ENTER to accept the item. Repeat for
additional items always touching ENTER after each item. Touch Done
when the list is complete.

2. An optional barcode scanner can be used to enter load item data. You
may use this feature if your sterilizer is equipped with this option.

Select From List

If a database has been established containing frequently used load
infomiation, you can select that information using the following steps;

1. Touch select From List.

2. Scroll up or down the load item menu list to the desired item.
3. Touch the items you wish to add to your current list and touch select.
4. Touch pone to complete the list.
5. Touch Keyboard to return to the keyboard entry fields or to use a
barcode scanner.
34 STERRAD® 100NX® User's Guide
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Operation k

Cycle Notes
Note: Ifyour sterilizer has been configured not to require cycle
notes, this screen will not appear.

The Cycle Notes screen allows you to enter information about the cycle.

For example; record information about biological indicators used in the

cycle or other information that should be stored in the cycle history file.

This information is printed on the cycle report, and can be transferred to a

host computer over a network connection.

1 Touch the Enter Notes for Cycle field. The cursor appears in the field.

2. Use the on-screen keyboard to type your notes.

3. When data entry is complete, touch the bone button.

4. If conditions exist which prevent a sterilization cycle from starting; e.g..
no cassette, hydrogen peroxide monitor is blocked, etc., a message is
displayed on the screen.

5. The program displays the system Ready screen.

6. Touch Back to return to the previous screen.

STERRAD® 100NX® User’s Guide 35
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4 Operation

Loading the Chamber

A Note: The door is equipped with a safety mechanism that
prevents itfrom closing ifit encounters an obstruction. If
this occurs, the door stops immediately. You must use the
touch screen to open the door.

1 Open the active chamber door by pressing the Open Door foot pad, or by
touching open Door on the display, and place your load on the shelves.

Figure 4. Touch the Foot Pad to Open the door.

Y Note: Ifnecessary, the top shelfcan he removed to accommodate
a large loadplaced on the bottom shelf.

m...

UV Lamp
Figure 5. Do Not Block the UV Lamp.

36 STERRAD® 100NX® User's Guide

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



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



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



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

A



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



-—
.

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



Operation

4, Position the cassette so that the arrows are pointing straight into the
cassette door slot of the sterilizer. Do not insert the cassette at an angle.

Figure 12a. Inserting the Cassette into the Slot.

5. Completely insert the cassette into the cassette slot until it reaches a stop,
the cassette must be flushed with the panel.

6. After aslight pause, the system will complete the cassette insertion
automatically. Do not use excessive force to insert the cassette.

Figure 12b. Inserting the Cassette into the Slot.

42 STERRAD® |IOONX® User's Guide
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Operation

Canceling a Cycle

There may be occasions when it is necessary to cancel a cycle before it is
completed.

To cancel a cycle, do the following:

1 Touch the Cancel Cycle button. The screen displays a confirmation message.
Cycle In Progress 0371371y

02:25:3SPM

Cancel Cycle

Figure 14. Cancel Cycle Confirmation. Touch Yes or No.

Touch No to continue with the cycle. Touch Yes to cancel the cycle.
Once the cycle cancellation sequence begins, the screen turns red and the

caneellation sequence cannot be intemupted. The caneellation sequence
may take up to ten minutes to complete.

00:03

Figure 15. Cycle Cancellation In Progress. Cancellation Has Been Confirmed.

STERRAD® 100NX® User's Guide
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Stelization cycle

® |

y

Printout shows Cancellation message shows
process complete. parameters were not mel.
Review Chemical Reject cycls and resteriize
indicators from Load. ol items.

v

v

Chemical inticators shaw
appropriate color change.

Chemical indicetors do not
show appropriale color change.

v

v

Ase biological indicator results
required by your facility prior %0

Reject cycle and
resterilize all tems.

. releasing load?

YES | NO

Release Ihe load
according to your
sile’s palicy.

Review Bl flowchan,
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CycleSure BI
|
y [
No color change Color change (purple
(media remains purple) 1o yetlow} snd/or
or turbidity. turbidity as in the
* posiive control Bl
Sterilization conditions lization conditions
® oot
Follow facility policy for
instrument recalt
quarantine.
Test sloriizer with
another CycleSure Bl
{No. 2).
|
y ¥
No color change or Color change and/
turbidity. or turbidity.
Run another CycleSure International: Calt m
. (No. 3). USA: Call ASP Chinical
Support, 1-800-STERRAD.
Negative? | Positive? For information visit
v ¥ www.slerrad.com
No color change Color change and/or
turbidity. turbidity.
Sterikzer has not International: Call your
failed. local ASP i
l USA: Call ASP Chinical
Support, 1-800-STERRAD.
User ervor. For information visil
Review procedures. www sterrad.com
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Sterilizer Overview 6

¢+ The items to be sterilized are placed on the shelves and the door is closed
using either the close door button on the touch screen or by tapping the
foot pad with your foot. The foot pad is located on the lower portion of
the front panel.

Load information and cycle notes are entered if desired, a cycle is selected
and the chosen cycle is then started. At the conclusion of the cycle the items
are removed and are ready for storage or immediate use.

If the system is equipped with 2 doors, the load is inserted from the input
side and removed from the output side. On 2 door units, the touch screen and
door can be used only from the active side; both doors cannot be opened at
the same time.

Cassette

The cassette contains sealed capsules of hydrogen peroxide solution. Each
cassette has coded information that provides displayed details on the cassette
expiration date, manufacturer, and cell status including cycle completion
information. The sterilizer pulls the cassette through the slot and moves it
into the machine, keeping it there until the cassette has been used.

Figure 19a. Do notinsertthe cassette atan angle.

Figure 19b. Position the cassette so thatthe arrows are pointing straight into
the cassette door slot of the sterilizer.

STERRAD® 100NX® User's Guide 57
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sterilizer Overview 6

Figure 21. Using the Touch Screen.

An internal loudspeaker emits “beep” tones to call for user attention or
indicate errors. A single long beep indicates a successfully completed cycle.
A series of ten short beeps indicates a canceled cycle.

Chamber

The load is placed in the chamber for sterilization. The chamber walls and
doors contain heaters that keep the chamber interior warm during operation.
When the chamber door(s) are closed, a vacuum-tight seal is created,
allowing the chamber atmosphere to be evacuated during operation.

Figure 22. The STERRAD® 100NX® Chamber Empty and With a Typical
Standard Cycle Load Correctly Placed.

The chamber contains 2 slide-out shelves to permit efficient loading. Inside
the chamber, surrounding the shelves is a metal screen (the electrode) that
helps generate plasma during operation.

STERRAD® IOONX® User's Guide 59
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sterilizer Overview 6

Touch Screen Data Entry

The following figure shows a typical data entry screen. The typewriter “keys”
input the indicated character each time a key is touched. Touch the screen

to move the cursor from place-to-place. The load list can be predefined and
used repeatedly.

1A 1o $ % 6 ] <1 s o
1 2 13 4 5 6 7 8 9 10
Q w E R T Y U 1 0 p BACKSP
"""" A s D . J K L
iJ
CAP LOCK z X c v 8 N wm = 7 ENTER
SHIFT ALT ( } L ? ALT
L J .3 J.
Figure 24. Example of a Data Entry Screen.
STERRAD® 100NX® User's Guide 61

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



6 sterilizer Overview

Function Buttons

Most screens provide function buttons that display other screens or select
sterilizer functions. Common function buttons are shown in the following
table.

Button Function

- Done. Touch this button to indicate that you are finished using the
I /1 screen.
. P I Back. Touch this button to return to a prior screen.

View. Touch this button to view the selected report or file.

Print. Touch this button to print the selected report or file.

Cancel. Touch this button to cancel the entry' you Just made,

62 STERRAD® 100NX® User's Guide
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Maintenance

Removing a Cassette Disposal Box

WARNING! HYDROGEN PEROXIDE MAY BE PRESENT.

Wear chemical resistant latex, PV C (vinyl), or nitrile gloves. This will protect
youfrom contact with any residua! hydrogen peroxide that may he present in the
cassettes.

Open the cassette access door. Pull the tab on the cassette disposal box to
more easily slide it completely out.

t <iHJ 9

-iiN X

Figure 25. Open the Access Panel and Remove the Used Cassette Box.

2. Close the lid by pinching it shut along the edge.

Figure 26. Pinch the Edge of the Lid to Close the Box.

3. Dispose of the closed cassette box according to your health care facility’s
policy.
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7 Maintenance

4. Insert a new box making sure the lid is open and not caught in the
opening, and the tab is facing you.

Figure 27. Insertthe New Cassette Box with the Lid Open
so the Tab is on the Left.

5. Close the access panel.

Replacing the Printer Paper

When the printer paper roll is empty, the sterilizer displays a message
“Printer is out of paper. Please load a new roll.”

1 Open the printer by pushing or squeezing up on the handle as shown.
The printer door opens toward you.

Figure 28. Open the Printer.

2. The empty paper roll rests on the bottom of the printer door. Remove the
empty roll.

66 STERRAD® 100NX® User’s Guide
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Maintenance

Figure 29. Remove the Empty Paper Roll.

3. Insert a new paper roll as shown in the following figure. The paper
should feed from the top of the roll.

Figure 30. Inserta New Paper Roll.

4. Pull a short length of paper over the top of the printer door.

5. Align the paper so that it fits between the two paper guides on the top of
the printer door.
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Maintenance

Rebooting the System

If it becomes necessary to reboot the system, flip the main switch on the
sterilizer to turn offthe system and then turn it back on.

Main Circuit
Breaker

Figure 37. The Main Power Switch/Circuit Breaker is
Located on the Side ofthe Sterilizer atyour Left.

Sterilizer Disposal

Applicable in the EU: All electrical and electronic equipment (including
batteries) must be returned to a waste collection system or treatment and
recycling facility. Follow decontamination instructions before returning
waste. Contact your ASP Representative if you need assistance.

Other Countries: Prior to disposal of the sterilizer, user must follow
O decontamination instructions. The disposal of infectious waste, electronic

circuit boards and other electronic components (including batteries) are

regulated in many countries; (e.g., by the US Environmental Protection

Agency). Please ensure compliance with all International, Federal, State,
and Local regulations before disposal. Contact your ASP Representative for
additional information.
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8 Reports and Files

Touch the scroll bars to scroll through the list. Touch the line you wish

to select.
. . 06/23/07
Select Cycle History File 07:33:30
Cycle . N
Status Completion Date Time
Number
37 Passed Jun 18 07 18:45
36 Passed Jun 18 07 17:11
35 Passed Jun 17 07 17:10
34 Passed Jun 17 07 16:26
33 Passed Jun 17 07 15:10
32 Passed Jun 17 07 14:18
V -a:

Figure 38. Select Cycle History File.

Print List prints a list of all cycle history files stored in the sterilizer.
view Cycle displays the selected Cycle History file on the screen.

Print Cycle (Short) prints a short-format report of the selected cycle history
file.

Print Cycle (Long) prints a long-format report of the selected cycle histoiy
file.

Parametric Print prints a parameter format report of the selected cycle
histoiy file (external printer required).

Data Transfer - allows you to transfer the cycle information to a USB
memory stick or to a networked PC.

Back returns you to the previous screen.

76 STERRAD® 100NX® User's Guide
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9 liccess Levels and Supervisor Tasks

Supervisor-level access includes all of the privileges of Operator-level
access and additionally provides the ability to;

¢ Add, delete, and modify user names, passwords, and access levels.
¢ Select, view, and print all sterilizer files.

¢ Run diagnostic tests and print reports.

¢ Set date and time.

¢ Configure sterilizer features.

¢ Configure the network connection and upload data to the network.

Service-level access is only for use by ASP Service Representatives.

Additional Utilities Menu

The Additional Utilities Menu is available only to users with Supervisor-
or Service-level access privileges. If a user with Operator-level privileges
touches an Additional Utilities button on any screen, the Login screen

will be displayed with the message: “Supervisor- or Service-Level Login
Required.”

The Additional Utilities Menu allows supervisors to configure the sterilizer
and the network connection, set the date and time, set up and maintain user
privileges, view and print files, perform diagnostic tests, and dispose of
cassettes.

Additional Utilities Menu

Date s Tinie. System Config Cassette Furictions
Diagnostics Service Functions
input Door Input Doot
Open Close

Figure 39. Additional Utilities Menu.

Date t& Time allows you to set the date, time, time zone, and formats used
for displaying and printing date and time.
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System Config allows you to set sterilizer features.

user Admin allows you to add, delete, or modify operator identifications,
passwords, and access levels.

Cassette Functions allows you to automatically dispose a cassette into the
collection box or perform the peroxide clearance procedure.

Network allows you to configure a network connection.

Diagnostics Starts a sequence of operator-assisted diagnostic tests and prints
a diagnostic test report.

Service Functions are reserved for use by ASP Service Representatives.
File Management allows you to select, display, and print files.

Upload file reads the load items database file from a USB memory stick.
Input/Output door open Opens the door on the input or output side.
Input/Output door close closes the door on the input or output side.

pcMcIA allows you to safely remove the PCMCIA card. Do not try to
remove the PCMCIA card without using this feature.

Product Options allows you to enable or disable certain feature upgrades.

The Back button returns you to the prior screen from which you originally
selected the Additional Utilities Menu screen.

Date and Time Settings

Use the Date and Time Settings screen to set the date and time, and select the
local time zone and display formats.
Date And Time Settings

dp
Set Date; R V. 1 Q H fo

HH MM

(CMT -08:00) US - Pacific

r mm/dd/yyl ||t MM/DD/YYYYI LW 12 Hourl
IV dd/mmlyyl ipr ada/mm/yyyyl I 24 Hour |
Ipr yy/mm/dd]| Ipr yyty’mm/dd|

Figure 40. Date and Time Setting.
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IAccess Levels and Supervisor Tasks 9

System Configuration

Use the System Configuration screen to set sterilizer features. Selections
on this screen allow you to set the volume of the alarm loudspeaker, the
language used in displays and reports, and several access, report, and
connection features. The sterilizer comes configured with factory-set
defaults. If you want to change the default settings, select your preferred
settings.

System Configuration

No User
Login Login

Enabied W Disabled

Toff/ W/b

mTorr

1?? Enabled : f~.Disabled j

n mxH
ran monich l

U Enablod P £Siabl«d '

i AatoSend . ) . o English
Netwxk Fifes, © craoled ; DissWed :

Figure 41. System Configuration.

Access Control Option

User Login requires that a user identification and password be entered before
the sterilizer can be loaded and run. This is the factory default setting.

No User Login allows any person to operate the sterilizer.

IMS

Enabled causes the system to capture data with an IMS system (optional).

Disabled causes the system to not capture data with an IMS system
(optional).

Vacuum Units

Torr/mTorr Xpresses vacuum measurements in toiT and mitorr.

kPa/Pa expresses vacuum measurements in kilopascals and Pascals. This is
the factory default setting.
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Access Levels and Supervisor Tasks 9

Sterilizer Settings

Touch Sterilizer Settings to display the following screen. The infomiation
entered here is included in the printout, but its use is optional. Touch Done to
save the settings and return to the previous screen.

System Configuration-Sterilizer Settings

Stenlizsr Identification:
Facility Name; |
Department Name: |

Swriltzet 14: [

Sterilizer Serial ft. |

| £ # $ 1 % <1y |

1 2 3 4 15 16 7 8 3 10 '
Q w E R u 1 0 ] P BACKSP
7 A S D F G H 3 K 1 L

CAP LOCK 2 X c v 8 N wm < 1t-= ENTER
SHIFT ALT 1 } ! T ALT

Figure 42. Sterilizer Settings.

Facility Name - Enter the name of the hospital or medical facility.
Department Name - Enter the name of the department you wish to use as an
identifier for the sterilizer.

sterilizer ID - Enter an 1D such as an asset tag number or other information
used to identify the sterilizer.

Sterilizer Serial Num ber-This is configured by the manufacturer and
cannot be altered.
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Printer Settings
Touch printer Settings to display the following screen: Touch Done to save

the changes.

System Configuration-Printer Settings

Irttemaf Printer Internal Fainter External Printer
{fiput Side Output Side

Figure 43. Printer Settings.

Internal Printer Input Side allows you to select the printer on the input
side. This is the default.

Internal Printer Output Side allows you to select the printer on the output
side (2 door configuration).

External Printer allows you to select an external printer connected to the
USB port.

Short Format instructs the sterilizer to print only the short report when a
cycle is complete. This is the factory default setting.

Long Format instructs the sterilizer to print only the long report when a
cycle is complete.

Parametric Format instructs the sterilizer to print only the parametric report
when the cycle is complete. This format is available only when an external
printer is selected.

Graphs of various functions are available for printing if an external printer is
selected. Touch the graph(s) desired.

IMS Printout Enabled prints the IMS infomiation if an external printer is
selected.

IMS Printout Disabled does not print the IMS information.
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Transfer Settings

When you touch Transfer Settings from the System Configuration menu,
the following screen appears. This screen displays selectable report types that
automatically transfer via a network to a remote PC upon cycle completion.
Touch Done to save the settings. Touch cancel to return to the previous
screen.

System Configuration-Transfer Settings

transfer Option

Figure 44. Transfer Settings.

Cancel/Done
To cancel system configuration (on the System Configuration Menu), touch
the cancel button. When the system configuration settings are correct, touch
Done. Cancel and Done have the same function on all the other screens you
can access through the System Configuration menu.
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User Administration

Use the User Administration screen to add, modify, or delete user names,
passwords, and access levels. A button on this screen allows you to upload
user information from a USB memory stick. Supervisor-level access allows
you to add, edit or delete a User or another Supervisor.

V' Note: It is very important thatyou, as an administrator,
keep track ofyour password. Ifyou forget or lose your
password, a service call is necessaryfor you to regain
access to the supervisor area ofthe system.

Figure 45. User Adm inistration.

Add User displays the Add User screen. On this screen you can set up a new
user’s operator identification, password, and access level.

Modify User displays the Modify User screen. On this screen you can
modify or delete an existing user’s identification, password, and access level.
Touch Edit User on this screen to change information.

Upload User Data causes the sterilizer to receive a complete database file of
user names, passwords, and access levels from a USB memory stick.

Back returns you to the Additional Utilities Menu.
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Add User

Use the Add User screen to enter a new user’s identification, password, and

access level.
1 it % A & * +
1 2 I 451 5 6 7 8 ;I- 9< %
SHIFT 7
\J /

Figure 46. Add User.

1. Enter the user’s operator “identification” in the o perator field. The entry
must be alpha-numeric and no more than 10 characters.

jVote: Operator and Password fields are case-sensitive.
2. Enter the user’s password in the Password field. The entry must be
alphanumeric, no more than 10 characters.

3. Scroll through the Access Level selections and select an appropriate
access level. You may only choose “Operator” or “Supervisor.” Only
Service Users can select “Service” level access.

4. Touch the cancel button to e.xit this screen and return to the User
Administration screen.

5. Touch the pone button when you have finished entering information for
a new user.
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Modify User

90

Use the Modify User screen to modify an existing user’s identification,
password, and access level.

Figure 47. Modify User.

1 Touch the user's name whose information you wish to edit or delete.

2. Touch Delete User to remove the user from the access list and revoke
access to sterilizer operation.

3. Touch Edit User to change the user’ information including access level.

4. Touch Done to return to the previous screen.

CAP LOCK
SHIFT

Figure 48. Edit User.
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¢ To modify the selected user’s information, touch the Edit User
button.

¢ To change the user’s operator name, make changes in the operator
field.

¢ To change the user’s password, make changes in the Password field.

¢ To change the user’s access level, select the desired Access Level.
You may only choose “Operator” or “Supervisor.” Only Service
Users can select “Service” level access.

5. Touch the cancel button to exit this screen and return to the Modify
User screen.

6. Touch the bone button when you have finished - the Modify User screen
is displayed.

Upload User Data

You can also add up to 1000 user identifications by uploading them to the
sterilizer from a USB memoiy stick.

The user data must be formatted to be compatible with the

STERRAD® IOONX® Database format for user information. It must include
the Access Level.

When the upload User Data button is touched, the Upload User Data screen
is displayed.

Upload User Data

Number U*er N~ne 1 Password Access Level
1 Jwe Browi 1 : I
VLU
2 Tom Green B 2
3 NkkTan 1
4 john . 1

Figure 49. Upload User Data.

Ifthe user data shown is acceptable, touch confirm. The following section
contains information on uploading user data.
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Access Levels and Supervisor Tasks 9

Peroxide Clearance

The DUO Cycle requires the sterilizer to hold peroxide in a reservoir to
optimize sterilization. If this peroxide expires, you must dispose of the
peroxide remaining in the system. “Peroxide Clearance,” must be performed
when a message appears or no subsequent DUO cycles can be run.

N ote: Beforeyou start Peroxide Clearance, ensure the
chamber is empty.

Peroxide Clearance Required For Next DUO Cycle

Logout History Utilities Door Open Do»>r Close

Figure 52. Typical Peroxide Clearance Message.

Figure 53. Touch Peroxide Clearance to begin the procedure.
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Network

STERRAD® IOONX® Sterilizer can be configured to communicate with a
remote personal computer over a network. 1f you need to use this feature,
please contact Advanced Sterilization Products for details on performing this
setup. Refer to the User’s Network Connection Information Guide found in
Appendix C.

Diagnostics

The diagnostics function prompts you to select one of two types of tests
(either Temperature Test OF Other Tests). IfOther Tests is selected, the
sterilizer runs ten operator-assisted tests of the sterilizer subsystems. You
may skip one or more tests in the automatic sequence by touching the cancel
button when a test begins. This causes the program to advance to the next test
in the sequence.

The ten tests and the sterilizer elements that are tested are listed in the order
in which they occur in the following table.

Touch the Diagnostics button to start automatic diagnostic testing of the
sterilizer.

T Note: The duration ofthe Temperature Test is a minimum of
11 minutes.

Figure 54. Touch Either Button to Run Tests Than Can Help You Resolve
System Messages.
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File Management

Use the File Management screen to select and display calibration files or
diagnostic report files.

Figure 55. File Management.

Calibration Files

Touch the calibration Files button to display a list of calibration files created
during a sterilizer calibration. Scroll through the list and touch the file name
you wish to view. Touch the view button to display the selected calibration file.
Touch the Back button to return to the Additional Utilities menu.

Diagnostic Files

Touch the Diagnostic Files button to display a list of reports created by the
Diagnostics function. Scroll through the list and touch the report you wish to
view. Touch the view button to display the selected report. Touch the Back
button to return to the Additional Utilities menu.
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Upload File

This screen allows you to upload item information from a separate database
to the sterilizer using the USB memory port.

Upload Load Items File rofrrop

CNDOSCOPEI it <
ENDOSCOPE2
ENDOSCOPES
FNOOSCOPE4
ENDOSCOPES
ENDOSCOPES

Figure 56. Load Items Files.

Using Microsoft “Notepad,” create a list of load items similar to

the example shown in the figure. To obtain the above display; i.e.,
ENDOSCOPE 1, ENDOSCOPE2, etc. Each load item must be entered
on the same line separated by a comma with no spaces before or after
the comma. Be sure to include a comma after the last load item. Up to
1000 load items can be defined.

Save the file with the file name “loaditems.txt” and use the “encoding”
drop down in Notepad to save the file encoded as UTF-8.

Insert the USB memory stick with the file loaditems.txt resident on the
stick into the sterilizer’s USB port located on the lower right side of the
front panel.

4. Select “Upload File” for the Additional Utilities men.

5. Review the database displayed on the screen and press confirm to
accept the database into the sterilizer or press Back to cancel.
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User's Network Connection Information Guide

Appendix C.

User’s Network Connection
Information Guide

9 0
Q w E R T Y 1 0 p BACKSP
A S D F G H J K L
< >
CAP LOCK z X c \Y B M ENTER
SHIFT ALT { ) 1 ? ALT
1 1 \ t r
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C2 Setting Up the Network

Section 2.

Setting Up the Network

Network Settings Display

Use the Network Settings screen to configure the sterilizer’s network
connection.
Note: Always check with yourfacility s Network

Administrator before configuring or changing any of
the settings on this screen.

For networks that dont support DHCP, you must
select "Manual’ (static) configuration.

Network Settings
Hostname;
ConfigrftiQaNaJs 1P Addresf xt
hmm{ Diagnostics
PiimatyDMS;
Secondary DNS;
Oomald aiTia;
! s % i+
2 B4 S g ey L
Q w E R T Y u 1 0 P BACKSP
A 1 s 0 G H K j L t
CAPLOCK i 2 1 X c v B N M <tz ENTER
SHIFT 4 a7 1 > ) AIT
1, 1 \ to1,:

Figure 58. Network Settings Display.

x Note: For all NetH’ork Setting screens that display a
keyboard, the keyboard will be US. English characters

andformat.

Configuration Mode

Select Auto to configure the IP address dynamically through Dynamic Host
Configuration Protocol (DHCP). This is the preferred mode.
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Network Settings

Dmigroiuci
favf n
ntm M
M
w J 113
01 f
) J / \] s
CALO<K < I v I nl/\ k OITM
1 M -

sMET " oaT ) » 1 «l

Figure 59. Network Settings Display. The data shown in this screen’s field is for context.

Note: The sterilizer does not logon to the domain or
workgroup

User Name

Enter the User Name information to login onto the PC or Server. Obtain this
information from your network administrator.

Note: The sterilizer will support up to 30 characters
maximum.

Password

Enter the Password information to login onto the PC or Server. The password
is case sensitive. Obtain this information from the network administrator.

If using a facility’s password, have their network administrator enter the
password in the field.

Note: Toremove the passwordfrom the sterilizers memory,
delete all characters in the entryfield and touch Done.

Note: The sterilizer will support up to 15 characters
maximum.
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Setting Up the Network C2

System Ready

Select Cycle To Begin

13: ilit le
Histoi Utiltlic» Dsfwt IT " * Cloiii

Figure 60. Cycle Selection. Your System May Have Other Cycle Options.

3. Touch Additional Utilities on the System Ready screen.

4. Login with Supervisor Level account.

Figure 61. Additional Utilities Menu. Touch Network.

5. Touch Network on the Additional Utilities Menu.
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Network Settings

CsKifigyratton Mp<f
1 1 e i oA a < ) . +
112 4 5 Ly 8 9 0 :
Q w E R T Y 0 p BACKSP
' 1
7 1A s i 0 F G K L ,
h [ ’
< >
CAPLOCK 1 1 X C v B o> ENTER
1.
SHIFT 1 AIT to> [ ' ALT
L L

Figure 62. Network Settings 1. The data shown in this screen’s field is for context.

Use the completed form F-107773 to complete the setup:

6. Select Auto if box 3 is checked. Proceed to step 14.

7. Select Manual if box 4 is checked.

8. Enter the information from line 15 for the Hostname

9. Enter the informationfrom line 5 for IP Address.

10. Enter the informationfrom line 6 for Subnet Mask.

11. Enter the informationfrom line 7 for the Gateway.

12. Enter the informationfrom line 8 for the Primary DNS.
13. Enter the information from line 9 for the Secondary DNS.

Note: If Workgroup/Domain appears onyour sterilizer, leave
thefield blank

14. Touch Done.
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C 2 Setting Up the Network

System Configuration

o

. Enabled i r* Disabled |

Tofr/ -- kpPa/
mTprr
Conservation
Load I?ata {Minutes}:
Lntry Opti"2< P Enabled N Disabled «
Lend Ramo'-al -, ity Wthout !
Option: Lo .
gin « Login - .
iDanish
IP' frat>kdi || P Disabled | loutch
Auto S»«d
Network Files;
{rterihser.SerUnss Frintet Settings Tiansfet Seitir"s

Figure 64. System Configuration Screen.

21. For Auto Send Network Files option, select Enabled.
22. Touch Transfer Settings.

04/05/12

System Configuration-Transfer Settings 0104274t

Figure 65. Transfer Settings.

Note: Ifyour sterilizer is configured with an Instrument
fracking Software (ITS), a CSVfile will he transferred
by default. Your screen may he different based onyour
configuration

23. Select desired printout format to be transferred to the computer server.
24. Touch Done.
25. Touch Done.
26. Touch Back.
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C3 Manual Network File Transfer

Section 3.

Manual Network File
Transfer

With the network successfully configured, cycle files can be manually
transferred to the computer server.

1 Navigate to the System Ready Screen.

UKjotit Cyclo Mijtofv UtiiiSiej Dcor Q'R OC'or »jios*2

Figure 67. Cycle Selection.

Touch Cycle History. The Cycle History screen is displayed.
Touch Data Transfer on the Cycle Histoiy screen.

4. Touch Network Transfer and the Network Transfer Screen is displayed.
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Manual Network File Transfer C3

fikd

Transfer feck

Figure 68. Network Transfer Screen.

5. Select the cycle(s) from the list of Cycles Available.

6. Select desired PDF printout format (Short, Long, Medium, Alarm Limit)
and/or One Sec File (.CSV) to transfer.

7. Touch Transfer. The files should begin transferring to the computer
server. “Transfer in Progress” message is displayed.

8. On the computer server, the files will begin appearing in the shared
folder. If no files appear in the shared folder on the computer server, see
“Trouble,shooting Utilities”.
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C4 Troubleshooting Utilities

Section A.

Troubleshooting Utilities

If the cycle files are not appearing on the computer server or if the number
of cycle files pending transfer from the System Ready screen is 10 or more
cycles, contact your IT department to perform the following:

1 Check that the Ethernet cable is connected to the sterilizer and to the
active data port on the wall.

2. Check and verify that the computer server is up and connected to the
network.

3. Check that the settings for the computer server have not changed.

>

Verily the network settings of screens 1and 2 (see Figures 62 and 63) on
the sterilizer match the computer server settings.

Navigate to the System Ready screen.
Touch Additional Utilities on the System Ready screen.

Login with a Supervisor Level account.

o N o o

Touch Network.

Network Settings

Hoitfttime;
ConfigurMiofl Moss | PAddf«S$s

Subnet Mask; Diagnostic*

Csteway;

PimetyONS;
Secondary DMS:
Darvein Nef
1 s 1 f $ % A i <
t 3 1 3 4 s 6 7 8 91 0
Q w E R T ) v u ( 0 P SACKSP
s 0 N
CAP LOCK z X c 1 \ \A BTTER
SHIFT | alt { } - AT
Lo rilill]

Figure 69. Network Settings 1. The data shown in this screen’s field is for context.

9. Touch Diagnostics.
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Troubleshooting Utilities

Network Diagnostics CZ}@L\I/
)

Figure 70. Network Diagnostics Screen. The data shown in this screen’s field is for context.

The Command pull down menu has the following utilities
> ping - to test the reachability of a computer server.
> ipconfig - displays all current TCP/IP network configuration values.

> ipconfig /renew - renews as adapters, and displays all current TCP/IP
network configuration values.

> netstat - displays network connections (both incoming and outgoing),
routing tables, and a number of network interface statistics.

> tracert - displaying the route (path) and measuring transit delays of
packets across an Internet Protocol (IP) network.

> nslookup - for querying the DNS to obtain domain name or IP
address mapping or for any other specific DNS record.

10. Select a command from the menu and enter in the IP Address/URL.
11. Touch Run.

12. Once the network connection has been confirmed, test the network
connectivity with a manual cycle transfer. See “Manual Network File
Transfer”.
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C 6 Testing the Network Connection

3. Select Network and Sharing Center.

4. Select Change Adapter Settings.

a. Select Local Area Connection.

b. Press Properties (not shown).
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Adjustyour computer s settings

Action Center Administrative Tools
BitLocker Drive Encryption ~ Color Management
Default Programs EUlii Desktop Gadgets
Ease of Access Center Q Flash Player (32-bit)
HomeGroup indexing Captions

(in Keyboard

N Mouse ticiyif,Q.:k...aDsi.,,S,balIng

Center
Ta, Control Panel All Control Panel Items a Network and Sharing Center

Control Panel Home . . ) .
View your basic network information anc

Manage wireless networks
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«t: K

Change advanced sharing (This computer)
settings

|x ¢ » Control Panel » Network and Internet a Netwodc Connectiont

file £dit yiew look Advanced tlelp

Organize» Diwblethisnetworlcdevice Diagnosethis connection Renamethisco
H** Bluetooth Network Connection 2 Local Area Connection

Not connected i Network cable unplugged
X U Bluetooth Device (Persona! Area.  jX Imel(R) 82579LM GigabU Network...

STERRAD® IOONX® User’s Guide
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Testing the Network Connection C 6

c. This screen will display. Ifthe LAN
was set up correctly, the network (npnin. rdrtpte] Imeict firort Cooincet
information you entered in step 7 will
be on the screen. The ping test can be
run from the sterilizer.

B. Temporarily Turning Off the Windows Security Feature on the
Remote Host Computer

I.  From the desktop, right click on the Computer icon
and select Manage.

a. Select Services and Applications from the

. . i, ;
options on the left side of the screen. b, B
b. Double-click on Services.
3. Double click on Security Center.
STERRAD® IOONX® User's Guide 135
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Testing the Network Connection C 6

7. Turn off Windows Firewall.

a. Click Windows START, Control
Panel, Windows Firewall.

H~proteoyouf computer yi/tthWindows firewaH
UnngMwirtmivie »
i . i HxdM(» M b "»9oHwP
b. Click Turn Windows Firewall On or

Off on the Side panel Of the WindOWS . W« T N £>«n»tnrwtwofb No* CniNNKlpd

in © Homea wuioTk (prw«») rwtwotki NM Connecietf
screen. ThnvjoTvdyramet
nefnkuK Connected
MtiiHt MKRLE Tt Mawbw
Wm«FaMreltu te
« MK «<cm«(*Bmte ecenneM e» aotee

ttefce« >1b«rpuy [l
pnchacot i

kewn-

, SN
8. Click on User Recommended Settings,
select the radio button Turn off Windows
Firewall from each ofthe following section: CucclinufM thgs foreachype O niw O fk
yeucjn NesfitftMrt Wtbnet — wicK lye« «(Mnukk Ucitw/iM  yeaen™
a. Domain network location settings MeWM «OMA imiaM Mive<
Y lenentW edow firtw Il
WLt «le *4 trramlecd WM W e (Koo **
b. Home or work (private) network Q iyt byl
i UnaVWAIMEHHiHVEDCTWiwthnetch

location settings
9 e v

. *
c. Public network location settings (m#ﬁ%m%?m%“ﬁﬁéma '
Ny iVegtwseoxerieskedxinivkean
d. Press OK. KigkeattV, i<
o Vi
Nk

C. Running the Ping Test from the Sterilizer

Note: Supervisor Level Access is required for this procedure.

These steps are performed to show that the sterilizer can send data packets to the network.

STERRAD® 100NX® User's Guide 137
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C 6 Testing the Network Connection

Navigate to the System Ready Screen and press
Additional Utilities.

2. Press Network on the “Additional Utilities Menu”. Additional Utilities Menu i
I n HI
D»«STi(ne iy WarAatuin ENj <MW
3. Network Settings
a. Press Manual in the Configuration Mode of the Hosn
Network Settings screen. WI
Enter the following information for the fields in Prwiir/ D8
the screen. E&fj,‘%{,?ﬁ
For the Hostname you can use the information
from F-107773 (Digital Transfer Interface 11 r tl; [T é 1:_ TTTT & )9 S
Network Connection Information fonn). Q i-R TJ_y uiroo P BI®
IP Address (192.168.1.126), : A o FJopHii K Ly
Subnet Mask (255.255.255.0), e Xie Qe L. S 0 B
Gateway (192.168.1.1), ST L 1t L
Primary DNS (192.168.1.5),
Secondary DNS (192.168.1.6).
For the Domain Name you can use the
information from F-107773 (Digital Transfer
Interface network Connection Information
form) or leave as blank.
b. Press Done to save the network data.
138 STERRAD® 100NX® User’s Guide
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4. Press Diagnostics on the Network Settings Screen.

5. Select ping from the pull down “Command” options

choices.

6. Enter the remote host computer’s IP address as
192.168.1.127 in the “IP Address /Hostname” field.

STERRAD® 100NX® User’s Guide
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Testing the Network Connection C 6

Network Settings

Houriar«’
GERAM IPAlids
i . SubR'y MM,
PtifTiir/ QUS.
; | Sccemdafv DitS,
j j Divvain Mrre;
T je jr s » 1
117 2 123 1 4 5 16 *] 1iJd n 0
; -
i w il A T Y1u 1 0 P 1  BACKSP
s 10D F C H X f ot
= 1 ’
CAPWCK 1 Z Xjlc¢ Vv ifN M S E* 1 wHeEs
2
SHIFT j mT . ?
T ier 0O _JL_
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Testing the Network Connection

7. Press Run. The sterilizer performs a network ping
test by sending 10 data packets to the remote host
computer.

8. Ifthe sterilizer’s ping test is successful from the
sterilizer, then the messages from the 10 packets will
display.

Ifitisn’tsuccessful, verify that all the information
was entered correctly and re-run the test.

The ping test is complete.

uo
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Network Diagnostics

1P Arfdicc/Hf)siname

Network Diagnostics

=INC 192.168.1.126(192,168.1.126] 56(84)byc«s of dsn

54 bytas from
64 bywi from
54 bytes from
64 bytoj from
64 byt«! from
54 bytas from
54 bytas from
54 bte$ from
64 byifs from
54 bvtci from

192,168,1,126:
192.168.1.126:
192.168.1.126;
192.168.1.126:
192,168,1.126:
192.168.1 126:
192.168.1.126:
192.168.1.126:
192.168.1 126;
192.168.1 126:

icmp.ssgs 1nl»64 t  0.071 mj
i<rp.s«q=2 tH»64 t M«*0.061 mj
iorr>p.$«»3 ttl«64 t me*0.059 m$
icmp_$*q»4 nl*64 t  $0.070 m$
icmp.5«q =5 ttla64 t  =0.072 mj
iemp.5eq«6 ttls64 t  *0.073 ms
icmp.S«q»7 tt»64 t  *0.063 mj
i<mp.icqaBttl»64 t m«*0.071 ms
icmp.s«g»9ttl«64 t  0.072 ms
icmp.5«q =10ttl»64 =0.101 ms

- 192,168 1.126 ping stsustics —
10 picktis cransmitnd, 10 reccived. OX pscKec h

STERRAD® 100NX® Users Guide
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C 6 Testing the Network Connection

3. Press Close on the “Local Area Connection

Status™

Local Area Connection Status
General |

Connection
IPv4 Connectivity:
IPv6 Connectivity;
Media State
Duration;

Speed:

DfitaUs..

Activity

Packets: 409

I™Propgtieslf 1

Reboot the computer to complete the reset of the LAN.

E. Reset the Network Settings of the Sterilizer

These steps are performed to reset the network settings of the sterilizer. Disconnect the cross-over network
cable from the network port of the sterilizer and connect the customer’s LAN straight network cable.

1. Navigate back to the Network Settings screen.

Network Settings

a. Press Auto in the Configuration Mode of HOwox«q
. IPACkirdS
the Network Settings screen. Sutintt itk
b. Press Done. (Ifyou use “Manual”
configuration you must restore the settings “ - * commNIT.
manually.)
11> i jo» .
2. Reboot the sterilizer. P e LEO 8 DT
Q % w 1 E « T Y u
fox po* 0 ) F Cc H
CAPtOCK zZ 1 X cC |l vV J S H
sHiH oA o

u2

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

STERRAD® 100NX® User’s Guide
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No network access
Enabled

00:03:13

100.0 Mbps

Pag«« |
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m r r.n
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M 1 EMTCR
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<Jlorotnn «3dn3acMu»>
S8TEKKAB® HOOHX®

3TEKKAB® 100NX® CUCTEMA CTEPUJTN3ALNI

PyKOBO,U'CTBO nonb3oBaTensd
Kop 99994

«3ABAHCO CTEPUTN3ENLLUH MNMPOAAKTC»
nogpasfeneHme «3TUKOH, NHK.»
KOMMaHNN «>KOHCOH 3H[ [>KOHCOH»

99994 04
Wonb 2015 roga
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O6paboTKa 0fiHOKaHa/IbHbIX TMOKUX 3HLO0CKOMNOB C
NoIN3ITUNEHOBLIMU U Te(h/IOHOBbLIMU MPOCBETamMu TO/IbKO B
S8TEKKAO® 100NX® cTepunusatope .

Cannot fae processed

Process In the DUO Cycle Only

Can  PfoceMsa )ntke
SURRMIi"IMNX'F U * or DUO Cycle*

inside Diom ete (iDL
Ocb abcuymncc: BHYTpeHHU anameTtp (BA) B MM; OCb OpAMHAT: ANMHA.
Moanucn Ha pucCyHKe cBepXy BHW3: Henb3d ob6paboTaTb; o6paboTka
Tonbko B DUO uwukne; moxHo ob6pab6otatb Bo FLEX n

STERRAD® 100NX® cTepunusartope.

DUO uwukne B

* B OAHOM LMWKNEe MOXHO o6pa6oTaTb OAUH MNW ABaA OLHOKaHAaNbHbIX
r’M6KMX aHpockona 6e3 MAM ¢ CUIMKOHOBBLIM MaToM. JJONONHUTENbHON’
NKpy3ku HeT (Tonbko Flex).
~Tepepg nwo6oro

o6paboTkoii STERRAD®

NHCTPYKLUUU

3Hpockona B 100NX®

cTepunusatope BaxXHO cob6nwoAaThb no npuUMeHeHUt

npou3BOANTENS MEAULUHCKOrO U3fenns.

O6paboTKa 04HOKaHabHbIX NPOCBETOB M3 HepXXaBetoLLeld cTanu
n B STERRAD® 100NX® cTepunivsaTope*.

Cannot be promised

Cm B« Processed in Use
STERRAD' 1IMNX' STAMDARD Cycle

Inside [Xametor (ID]
Ocb abcyuncc: BHYTpeHHUiA anameTtp (BA) B MM; OCb OpAMHAT: ANMHA.
Mognncu Ha pucyHKe cBepxy

STANDARD

BHU3: Henb3Ad o6paboTaThb;

STERRAD®

MOXHO

o6pa6oTatb BO unkne B 100NX®

cTepunusaTope.
*BannpaunoHHoe uWCNbiTaHue Ans

npocseta 3TOro pasmepa 6biNo

nposefjeHo ¢ makcumym 10 npocsetamu B CLI A; ¢ 40 npocBeTamu 3a

npegenamu cu A. Bawwn 3arpysku He  [OJIXXHBbI npesblwaTh
MaKCMManbHOE YMCNO NPOCBETOB.
Duvwvnennerten nnne2neatTana STERPRP AN ONX

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

MoAroToBKa 3arpyskn 3

BHyTpeHHWIA AnameTp npoceeTa

MunnumeTphl [0 M bl W kana Pasmep
Wapbepa

0,667 0,026 2,0 22
0,833 0,033 2,5 21
1,0 0,039 3,0 20
1,333 0,052 4,0 16
1,667 0,065 5,0 16
1,767 0,069 5,3 15
2,0 0,078 6,0 14
2,1 0,082 6,3 14
2,167 0,085 6,5 14
2,333 0,091 7,0 13
2,5 0,098 7,5 13
2,667 0,104 8,0 12
2,833 0,111 8,5 12
3,0 0,116 9,0 11
3,333 0,130 10,0 10
3,667 0,143 11,0 9
4,0 0,167 12,0 8
4,333 0,169 13,0 7
*

4,667 0,182 14,0
*

5,0 0,197 15,0
*

5,333 0,210 16,0
*

5,667 0,223 17,0
*

6,0 0,236 18,0

*He ykasaHo

O6paboTka NOMITUNEHOBLIX N TE(/IOHOBLIX NMPOCBETOB U
Tpy6ku B STERRAD® HOOXX®cTepunusatope*.

Cannot be proeesmi

Cars B* Proeesssd in the
STERRAD' tOtiNX" STANDARD Cyeb

Inifd« Diometer (I0)
Ocb abcyucc: BHYTpeHHUW anametp (BA) B MM; oCb OpAMHAaT:
ANVHa.
Moanncm Ha PpUCYHKe CBEpPXY BHU3: HeNb3A
Bo STANDARD wuukne

100NX® cTepunusartope.

o6pab6oTaThb;
MOXHO o6pa6oTaTb B STERRAD®

*JTn 3asBnAaemble cBoiicTBa TPYy6KM He 6binun

Hagsopy
nuueBblXx NPOAYKTOB U MmegnkameHTtoB (FDA).

npocMOTpPEHbI

YnpaBneHnem No caHUTapHOMY 3a  KavyecTBOM
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Pa6oTa 4

_ Jyorofi
Operator Login 12:33:54
I Operator:
| tessword:
6 # $ % A £ ( )
i 13 4 5 G B
J
W o p BACKSP
i
A K L
< >_ “
CAP LOCK Z N M j ENTE«

n
SHIFT ALT ( I ALT

PucyHok 1. OKpaH aBTOpM3aLunmK oneparopa.

1. MpukocHuTech K nonto Operator (Onepartop). B none nosasutcs Kypcop.
Mpumeuanue: MNona Operator (OnepaTop) v Password (Maponb) oyeHb
YyBCTBUTE/NbHbI KPerncrpy.

2. Wcnonb3yiiTe 3KpaHHYK KnaBuaTypy, 4ToObl Bneyatatb Ball Ha3HAYeHHbIN

naeHTUduUKaTop oneparopa.

3. MpukocHuTech K knasmwe ENTER. Kypcop nepemectutca B nose Password

(Maponb).

4. BrnevataiiTe cBOW naponb. Ha akpaHe oTo6pasnTCa Lenblil pag, 3HaKOB BMeCTO

3HaKOB, KOTOpble Bbl Nneyaraete. OTO CAeNaHO ANA TOro, YTobbl MOMeLwaTtb ApYrumM

NIOAAM MPOYMTaTh Ball Maposb.

5. Korga Bbl 3aKOHUYMTE BBOJ Naposis, NpMKocHMUTECh K Knasnwe ENTER.

BBog MHpopMayunm o 3arpyske
MpumedvaHune! EcCnn Bawl CTepun3aTOp CAPOEKTUPOBAH TakK, YTO OH He
TpebyeT [aHHbIX O 3arpy3ke, 3TOT 93KpaH He nosBATCA. [lepeiiguTe K
nogpasgeny nof HassaHvem MNpumMeyaHus K LKIy.

BBof4 faHHbIX 0 3arpyske
JKpaH [OaHHble 06 wu3genusx 3arpys3ku MNo3BOMSET BBECTU WHGOpMauUMio o
COLEPXMMOM  3arpy3kun. 3TO0 MOXeT ObiTb caenaHo [Ansi  06HapyXeHus K
OTCNEeXUBAHUA NN MOXET ObITb NOME3HO NPU MHBEHTapPM3aLMUN.

Duvwnbnnrton nnncanbatToana STEDDAND | X® %

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



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



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



2
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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



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



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



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



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



Pa6oTa 4

4. PacnonoxmuTte KacceTy TaK, 4TOObl CTPenku yKasbiBanu MPsAMO B Lefb BBOAA
KacceTbl cTepuinsatopa. He BBOAUTE KacCeTy Nog YrioM.

PucyHok 12a, BcTtaBKa KacceTbl B CNOT.

5. MONHOCTbIO BCTaBbTE KAaCCETy B KACCETHbIA C/IOT, NOKa OHa He OCTaHOBMTCS,
KacceTa []0/1)XHa 6bITb HA YPOBHE C MaHesbHo.

6. Mocne He6oONbLIOK Nay3bl, CMCTEMA 3aKOHYUT BCTaBKY KacCeTbl aBTOMaTUYeCKM.
He npunaraiiTe YpesmepHyto cuy, 4ToObl BCTaBUTb KacceTy.

PucyHok 12b. BcTaBKa KacceTbl B C/OT.

PuvwnennerTen nnnt2npatana STERRAN®TQOONX®
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Pa6oTta 4

OTMeHa uunkna

MoryT 6bITb Clyyamn, Koraa Heo6xX0AMMO OTMEHUTL LMK A0 €ro 3aBepLueHus.

YT06bl OTMEHUTL LKA, AeNaiiTe cnegytoLuee:

1 Haxmute kHonky Cancel Cycle (OTmeHa uukna). Ha akpaHe oTo6pasutcs
noATBepXAaatoLLee coobLieHue.

03/13/03

Cycle In Progress 02:25:35PM

Cancel Cycle

PucyHok 14. MogreepXaeHue oTMeHbl Uukna. Haxmute Ja nam Her.

2. Haxmute Het, 4Tobbl NpofomknTe Uukn. Haxmute [a, 4To6bl OTMEHUTbL LUKJI.
Kak To/IbKO HayHETCA NOPAAOK OTMEHbI LUK/A, 3KpaH CTAHET KPacHbIM U MOpPALOoK
OTMEeHa Henb3a npepsartb. Jlo NOSHOrO 3aBeplLueHUs Moc/iefoBaTe/IbHOCTA OTMEHbI
MOXeT NOHaZ06UTCA 40 LeCATU MUHYT.

PucyHok 15. OTMeHa umMKna B xo4e BblnosiHeHNA. OTMeHa NOoATBepPXXAeHa.

PviknrnnrTtrN Nnnk2nraTtena STFRRANDRTOONX® 44
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Pa6oTa 4

Bnok-cxema 3aBeplleHua LnkKna

PykoBogcTBo nonb3oBatesis STEAAAO®100bIX"* 47
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CycleSure BH

_* v
Her usmenenua usera (cpeaa Hamenenne upeta (0T mypmypHOro
ocraéres nyprypHol win 210 METTON0) WHITH MYTHOCTS KAK B
ACMOHCTPUPYET MYTHOCTS). NONICKHTEABHOM KonTpoae BH.
YenoBus crepHAn3alMH 6K Yenosua crepuwisausn HE
ROCTHTHYTHI, OBIIH BOCTUIHYTH.
CobmonailiTe NONHTHKY
yUpexaeHHs npy
. OT3bIBC/KAPAHTHHE HHCTPYMENTA.
TecTHpoBaTh CTEPHIH3ATOP C
apyram CycleSure BU (e 2).
|
| y
Her naMenenns Hamenenne uBera
UBETA WIH MYTHOCTH. HW/HIH MYTHOCT®.
Apyroit Mexnynaponuniii:  Camxnrecs ¢
CycleSure BH 8 kauecTse BALIUM wcmun npanﬂaaw:eneu
noATsepxAcHHR (Ne 3). «3cln». CHIA: Cessatses ¢
KnuHHYeckol noaaepxkod «IHIclTn»,
Orpamareannnti? Ionoxureasnnif? ] — 800 — STERRAD. [Mns
. ' nonyucHHs MHPOPMALMM  TMOCETHTE
wwwi.sterrad.com
y
Her usmenenns HamereHue upeta
UBETA SUTK MYTHOCTH. /WA MYTHOCTH.
Crepunnsartop se Mexaynaponusifi:  Cemxuteck ¢
aan c¢Gon 8 pabore. BAIIHM  MCCTHBIM  NPEACTABHTENEM
«3cllu». CIHA: Cemamses ¢
l KnRuauMeckolt nopaepxkwoli «3HIcTTun,
Omulxa nonviosavens. I — 800 — STERRAD. Jins
Tiposepxa MeTOHK. NOAYYCHHS MHQOpPMaLUMH  NOCeTHTE
www.sterrad.com
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O630p cTepunmsatopa 6

MnaBa 6.
0O630p cTepunuzartopa

Lluknbl cTepunmsartopa
Oucnneil HWXe nokasbiBaeT Bce UUKAbI, JocTynHble Ans 3TEKKAO® 100NX®
cTepunmsatopa. IT0O PYKOBOACTBO COAEPXWUT NOAPOOHbIE MHCTPYKLUU ANA KaXKAOro
umkna. Y6egutecb, 4TO Bbl MOHMMaeTe pasiMuMa B LMKNAX W Kakue TUMb

MHCTPYMEHTOB MOXXHO CTEPUTIN30BAaTbL B KaXKAOM LIKNE.
'5;03/03
LLJ; 10

PucyHok 17. iucnneli Bblibopa UMKNa NOKa3biBaeT BCe LUMK/bI. Ball gucnnein MoxeT 6biTb
pasNMYHbIM, B 3aBUCUMOCTU OT LNKJ/IOB, YCTAHOB/IEHHbIX U pa3peLleHbIX K UCM0/Ib30BaHMIO.
[ns 3anycka ycTaHOB/IEHHbIX LMK/0B HEOOX0AMM JOCTYN KOHTPONEpa.

PvkoBoncteo nonb3oBatensd STEKKAO 100NX 55
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O630p cTepunnsaTopa 6

XapakTepucTuku crtepunmsartopa

Ha BX0fHOI cTOpoHe cTepunam3atopa (nepegHAs CTOPOHA OAHOABEPHbLIX YCTPOWCTB)
HalfeHbl CMOT A8 KacCeTbl, BbIABWXXHOMN AWMK 415 KacCeTbl, CEHCOPHas MNaHenb,
PCMCI1A wenb (BHYTpWM nNaHenu 6bICTPOro JocTyna), ABepua Kamepbl, NPUHTEP U
HOXHaa nefanb. Ha ABYXABEPHOM YCTPOWCTBE cCrepean M c3afum O6HapY>KeHbl
CEeHCOpHasa naHenb, [ABEpUAa KaMepbl, HOXHaf nejanb W NPUHTeP. [NaBHbIN
nepeknwyarenb MUTaHUS PacrnosioXXeH C /1IeBOM (Bawa neBas CTOpPOHA) nNepefHein
CTOPOHbI cTepunusatopa. MHTepdeinc BBOAA/BbIBOAA PAcMONOXeH cnpaBoit (Balla
npaBas CTOpPOHA) NepefHeil CTOPOHbI cTepuam3atopa. CMOTPUTE MHCTPYKLMM MO
MepeHocy [aHHbIX W nepes3arpysku CUCTEMbl A8 pa3MelleHnii nepekntoyarenei
nutaHua n n3B nopra.

Cassette

Slot! LCD Touch
Screen Display
Access.

Panel"

Door

He noka3aH: nepeknoyartenb NUTaHNA Haxo4uUTCa cnesa BHU3Y, a 118B nopT HaxogmTcsa
crpasa BHU3Y.

Cassette slot CnoT ans Kaccetbl

Access panel MaHenb GbICTPOro goctyna
LCD touch screen display YKK ceHcopHbIii gucnnei
door [OBepua

Printer access Joctyn K npuHTepy

Foot pad HoxxHas neganb

- CTepunusatop NpuBOAWUTCA B AeiiCTBME C WUCMOMb30BaHWEM CEHCOPHOW MNaHenu, 4Tobbl HavaTb
LMK/, BECTU MH(POPMALIMIO O 3arpy3Ke, KOHTPOIMPOBATb LMK/ 1 NPOBEAEHNE NArHOCTUKN.
- KacceTy BCTaBNAOT B CTEPUAN3ATOP Yepe3 CNOT ANS KacCeTbl.

PvknroneTrn NonknraTena STFRRAD 100NX® 56
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O630p cTepunnsaTopa 6

- 3gennsa, koTopble TpebyloT cTepuamn3aunmn, nomewLaroT Ha MOMKKU, a ABepb
3aKpbIBalOT, MCMOMb3ys MO0 KHOMKY 3aKpbiTUA [ABEPUbl HAa CEHCOPHOI
naHenun, NM60 Mpy HaXXaTUU HOXHOM negann. HoxHas neganb pacnonoXxeHa
B HUDKHEWN yacTu nepegHel naHenu.

Mpn Heo6X0AMMOCTM BBOAAT WMH(OPMALMIO O 3arpy3ke ¥ MpUMeYaHus 0 LMKIe,
BbIGUPAIOT LMK/, a 3aTeM 3anyCKatT BblOPaHHbIA UMKN. [0 3aBeplUeHUI0 LUKNa
n3genns  W3BMeKawT W OHW TOTOBbl AN XpaHeHWs WM HEeMeANeHHOro
MCNONb30BaHUS.

Ecnn cuctema ocHalleHa 2 [Bepuamu, 3arpysky BBOAAT C BXOAHOM CTOPOHbI, a
M3BNIEKAIOT C BbIXOLHOW CTOPOHbI. Ha [BYyX ABEPHbIX 6/10KaX CEHCOPHYI NaHenb u
ABepLy MOXHO MCNO/b30BaTb TOMbKO C (PYHKLMOHMUPYHOLLEN CTOPOHbLI; 06e ABepubl
Hefb3A OTKPbIBATb OAHOBPEMEHHO.

KacceTa
Kacceta cofepXUT 3aneyaTaHHble Kancynbl pacTBopa nepokcmpa Bogopoga. B
KaXAON  KacceTe  3akofgupoBaHa  MHGopmauus, KoTOpas  npegocTasnser
oTobpaxkaeMyto  NoAPOOHYK  MH(OPMaUUKd O CPOKe TOAHOCTM  KacceTsl,
npou3BoaAMTENe N cTaTyCe SUeNKW, B TOM 4MCME U WHGOPMALUMIO O 3aBepLUEHUM
umkna. CTepunm3atop M3BneKaeT KacceTy yepes C/IOT M MepemMellaeT eé B MallUHy,
OCTaBfAA eé Tam A0 Tex nop, Noka KacceTa MUCMoMb3yeTcs.

n SN

PucyHok 19a. He BcTaBnAalTe KacceTy nog yrsiom.

OHA
10’

PucyHok 19b. PacnonoXxuTe KacceTy TaK, YT0Obl CTPesiKM yKasblBasin MPSAMO Ha [BEpPHONA
cnot KacceTbl cTepunansartopa.
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O630p cTepunnsatopa 6

MNPEAYNPEXOEHUNE! MEPOKCHNA BOAOPOOA ABNAETCHA
BEWECTBOM, BbI3bIBAIO WM KOPPO3NIO.

KOHUEHT pUpPOBAHHbI/A  Nepokcup  BOAOpPOAA fABASETCA  arpecCUBHbIM MO
OTHOLWEHUK K KOXE, rnasam, HOCYy, ropay, Nerkum UM >XenyfoYHO-KWLWEeYHOMY
TpakTy. Mpu paboTe C HOBLIMU MU MUCNONb30BAHHBIMM KacceTamu W BO BPeMs
W3BMEYEHNS W3Jennii W3 cTepuinsaTopa MOCNe 3aBepllieHUs LMKia, Bcerga
HajeBalTe XUMMUYECKM YCTOWYMBbLIE naTekCcHble, M BX (BUHWNOBbLIE) WM
HUTPUNOBble MepyaTku. [locne OTMEHbl LUMKNA, €CAM W3JeNus B 3arpyske
OEMOHCTPUPYIOT BUAUMYK BAary MAM >XWUAKOCTb, MOXET MNPUCYTCTBOBATSH
nepokcnpg BogOpoOAa.

Kopobka ans oTpaboTaHHbIX KacceT
Mocne 06paboTKK KacceTbl, CTEPMAM3ATOP aBTOMATUYECKN cOpachbiBaeT eé B KOPOOKY
Ans oTpaboTaHHbIX KacceT. B Kopobke ans oTpaboTaHHbIX KacceT XpaHutca 2
MCMONb30BaHHbIE KacceTbl. Korga B KOpOOKe HaxoAWTCA MaKCUManbHOe YMUCo
KacceT, cTepunmsatop oTobpaxaeT CO06LLeHMe, yKa3blBaloLlee Ha TO, YTO Kopobka
[loNXKHa ObITb 3aMeHeHa. Kopobka ans 0TpaboTaHHbIX KacCeT A0/KHa ObITb 3aKpbITa,
4yTo6bl  06ecneuynTb  6Ge3oNacHyK  yTUaM3auuil  KacceT. [And  NonyyveHus
JOMNONMHUTENbHOW  MHDopmauun  obpaTuTecb K pasgeny  «TexHU4Yeckoe
06CNyXMBaHNE.
Nt 'n )

PucyHok 20. Kopobka Ansi oTpaboTaHHbIX KaccerT.

CeHcopHas naHeNb M akycTuyeckasa cuctema
Ctepunusatop oTob6paxkaeT MHPOPMALMIO 1 NO3BONAET BaM BBECTU KOMaHAbl Ha
LLBETHOM AuUCnjiee CEHCOPHOM naHenu. T[lpu  HaXaTuM  KHOMOK, KOTOpble
oTObOpaXkaltTCA Ha 3KpaHe, Bbl MOXeTe BBECTW OYKBbl M 4ucna, cAenatb BbI6Op U
3anyCcTUTb U OCTaHOBUTbL CTEPUN3ATOP.

PvkoroneTro nonkinraTeng 8STFKAAOR1T00MX® 58
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O630p cTepununzatopa 6

CeHCcopHasa naHenb BBOAA AaHHbIX
Ha pucyHKe HMXe MoOKasaHa TUMWYHAS CEHCOPHas MaHenb BBOAA [AaHHbIX.
KnaBnaTypa meyaTaroLlero ycTpoincTea BBOAUT yKa3aHHbIE 3HAKM KaXAbli pa3, Kak
Bbl MpuUKacaeTecb K knaBuaType. UToObl MepeMecTUTb Kypcop C MecTa Ha MecCTo,
MPUKOCHUTECH K 3KpaHy. [lepeyeHb 3arpy3ku MOXHO OMNpefennuTb 3apaHee WU
1CNonb30BaTh NOBTOPHO.

Enter Load Item Data 05:24:53

# Tfacking Number
bittf Iwffls H««
1 # s % o ) 1
101 2 3 4 4 6 7 8 9 0
CAP LOCK ENTER
SHIFT ALT AIT

PucyHok 24. Mpumep 3kpaHa BBOAA AaHHbIX.

Enter load item data BBOJ faHHbIX 0 3arpyXaemom un3genunu

Item # M3penme Neo

Tracking number KOHTPO/bHBIN HOMEP

Enter items here Beectn nsgennsa 3aecb

Done "oTOBO

Select from list Bbibpatb 13 cnncka

PvkoroncTtrn nonknraTena STFRRAD®T00NX® 61
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0O630p cTepunusatopa 6

D YHKUMOHANbHbIE KHOMKK
BOMbWMHCTBO 3KpaHOB  CHabXeHbl  (PYHKLMOHANbHbIMW  KHOMKaMK, KOTOpble
oTobpaxkatoT  Apyrme 3KpaHbl, WAM  BbIGMpAOT  (YHKUUKW  CTepuamsaropa.
TpagnuMOoHHbIe PYHKLMOHaNbHbIE KHOMKM NOKa3aHbl B Tabnmue Huxke.

KHonka ®yHKUMA

I , Done (oToBO). NMPUKOCHUTECH K 3TOW KHOMKE, YTO6bI YKa3aTb, YTO Bbl
3aKOHYM/IM UCMOJIb30BaHMeE 3KpaHa.
Back (Haszaa). MpUKOCHMTECb K 3TOM KHOMKE, YTOObI BEPHYTbCA K
npeablayLemy sKpaHy.
View (IMpocmoTp). TpuvKoCHUTECb K  3TOW  KHOMKe,  4TOGbI
NPOCMOTPETb BbIOPAHHbIA OTYET UK hain.

L t Print (Meuyatb). MNMPUKOCHUTECH K 3TOW KHOMKE, 4TOOblI Hane4yataTtb
BbI6GpaHHbIA OTHET UK ai.

L*J Cancel (OTmeHa). MpUKOCHUTECH K 3TOM KHOMKe, YTO6bl OTMEHUTH
BBOJ, TOFO, YTO Bbl TOMLKO YTO CAENANMN.

Duwvnpnneten nnnL2npaTtana STERPRPAN 100N 62
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TexHuyecKoe 06cny>KxuBaHue 7

V3BneyveHne KOPOOKK ANst 0TPaboTaHHbIX KaeeeT
NMPEAYMPEXOEHWE! MOXET NMPNCYTCTBOBATD NMEPOKCIKNA

O BOAOPOAA.
HajgeHbTe XWMWYECKM YCTONYMBbIE naTekcHble, [MBX (BUHWNOBLIE) UMW

HUTpPUNOBbIE NepyaTKN. OTO 3aWUMTMT BaC OT KOHTAKTa C OCTaTO4YHbIM
nepkocuaom eogopoaa, KOTOprI\/'I MO>XET NPUCYTCTBOBAaTb B KaCCeT ax.

1. OTkpoWTe [fBepuy pfocTyna KacceTbl. [MOTAHMTE 3a BbICTYN Ha KOpPOOKe ANS
0TpaboTaHHbIX KacceT, YTO6bl ObINI0 fIerye NOSIHOCTLIO Er0 BblABUHYTH.

a

PucyHok 25. OTKpbITb NaHenb A0CTYNa U U3BNEYb UCMOb3YeMYI KOPOOKY A1 KaccCeT.

2. 3aKpoiTe KpbILUKY, NPUXaB eé Nno Kpasim, YToObl 3aKpbITh.

Lyyiar's

PucyHok 26, MpuxaTb Kpas KPbILWKK, 4TO6bI 3aKPbITb KOPOOKY.

3. YTunusumpyiite 3akpbiTyl0 KOPO6KY ANf KacceTbl B COOTBETCTBUM C MNOJIMTUKOWA
BaLlero nNe4yebHOro yupexgeHus.

PykoBoacTBo nonb3oBatenisi STERRAD®100NX® 65
@ 000 LUPMI [ INFO@CIRMIRU & WWW.G0SZDRAVNADZOR.RU



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



TexHuueckoe ob6cny>xmBaHue 7

PucyHok 29. 13BnedeHne NycToro pysioHa bymarmu.

3. BcTaBbTe HOBbIW PyNoOH Gymaru, Kak NoKasaHO Ha PUCYHKE, NMPUBELEHHOM HUXe.
Bymara fo/mkHa noaaBaTbCs CBEPXY PY/IOHA.

PucyHok 30. BcTaBKa HOBOr0O pynoHa bymaru.
4. BbiTawnte HeGONbLION KYyCcOYeK Bymarn u3 BepxHei 4yacTu ABEPLbl NPUHTEpA.

5. BblpoBHsiiTe 6ymary Tak, 4TO6bl OHa MNAOTHO npuaerana Mexay [ABYMS
HanpaBNALWMMN MeXaHU3MaMmK ANs nojaun 6ymaru cBepxy ABepLibl NPUHTepa.

PvknrancTrn nonkinrRaTena ITFKAAO HOOMX 67
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TexHuueckoe obcnyxmusaHue

[Mepesarpyska cucTtemol
Ecnn BO3HMKaeT Heo6XO4MMOCTb Mepe3arpy3nTb CUCTEMY, LWLENKHUTE T[NaBHbINA
BbIK/TKOYaTENb Ha CTepuUanisaTtope, YTOObI BbIK/MHOUYNTb CNUCTEMY, a 3aTeéM BK/IHOYUTb eé
CHOBa.

Main Circuit
Breaker

PucyHok 37. 'NaBHbI BbIK/OYaTelb 3/1EKTPONUTAHUA/BbIK/OYATEIb PACMOIOKEH Ha NeBOl
[J1 Bac CTOPOHe cTepuinsartopa.

YTunusauma crtepunnsatopa
MpumeHseTca B EC: Bcé anekTpuyeckoe M 3/IeKTpOHHOe ob6opyfoBaHue (BKIHOYas
GaTapelikn) cnegyetT BoO3BpawiaTb B CUCTeMy nepepaboTKM OTXO4OB WAM B
YCTaHOBKY N0 06pab0oTKe OTXOA0B M YTUAMU3ALMOHHY0. [0 BO3BpaLLeHUs OTXOL0B
cobnofanTe WMHCTPYKUMM NO [eKOHTamMuHauuu. Ecnnm BamMm  HyXHa MNOMOLb,
CBSXKUTECH C BalMM NpeAcTaBuUTeNeM KOMNaHUu «3n3cln».

Opyrve cTpaHbl: [Mepes yTuausauumein cTepunusatopa, MNOMb30BaTeNlb [LOSIXKEH
cobnofaTb MHCTPYKUMM MO AEeKOHTaMUHAUUW. YTunusauus WHPULUPOBAHHbIX
OTXOZ0B, 3MEKTPOHHbIX MOHTaXHbIX MAaT U APYrUX 3MeKTPOHHbIX KOMMOHEHTOB
(Bkntoyasa  6GaTaperku)  perynmpyercs BO  MHOMMX  CcTpaHax; (Hanpuwmep.
YnpaBneHnem oxpaHbl OKpyxawuwein cpegbl CLLUA). TMoxanyiicta, obecneubTe
COOTBETCTBME BCEM MEXAYHapOAHbIM, (efepanbHbIM, TrOCYLAPCTBEHHLIM W
MeCTHbIM HOpMam A0 yTuausauuun. na nonyyeHus LONOMHUTENbHON UH(OpMaLUK
CBSDKMTECH C BalLLMM MPeACcTaBUTENEM KOMNaHUN «INIAclMu».

PvkoroneTrn nonknratena STEFAAANORT00bIX® 73
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OTuéTbl 1 thaiinbl 8

HaXmuTe Ha Nofocy NPOKPYTKN MEHH, YTOObl MPOCMOTPETHL CNUCOK. MPUKOCHNUTECH
K IMHUK, KOTOPYH Bbl XOTUTE BbIGPaTh.

Select Cycle History File 0067/22/2(7)
jllc\lsfj(ﬂ\eber Status rnmplption Dare Timp 'l
jlir-'eS" . Passed: A wUFRH

b1 Passed Jun 18 07 18:45

36 Passed Jun 18 07 17:11 1

35 Passed Jun 17 07 17:10 \

34 Passed Jun 17 07 16:26

33 Passed Jun 17 07 15:10 *

32 Passed Jun 17 07 14:18 i
2, _ Daxqcjoud w
Print lj$r  ® View Cu»e PLINtCMcki  Prn\iCv?l«, DaraTrenjfft

(iinofti ; floRg) (FaramctraJ

PucyHok 38. Bbl60op apXxnBHOro ¢haiina ymkna.

Print list neyaTaeT nepeyeHb BCEX apXWUBHbIX (halifioB LMKMA, KOTOPble XPaHATCA B
cTepunnsarope.

View cycle oTobpaxaeT BblOpaHHbI/ apXMBHbIN (haiin LuKna Ha aKpaHe.

Print cycle (kopoTkuiA) neyataeT KOPOTKO(OPMATHbIA OTYET O BbIGPAHHOM
apXxvBHOM (haiine uukna.

Print cycle (anuHHbIA) NneyaTaeT A/IMHHOPOPMATHbIA OTYET O BbIGPAHHOM apXMBHOM
thainne umkna.

Parametric print neyataeT OT4éT O napameTpax Bbl6paHHOr0 apxXMBHOro (aina
uMKna (He06Xo4AMM BHELIHWUIA NPUHTEP).

Data transfer - no3BosiseT BaM NepeHOCUTb MHGpoOpMaLUo 0 LuKne Ha USB (naw-
namaTh Uam Ha MK, NoOAKNIOYEHHBIN K CETW.

Back Bo3BpalLaeT Bac K npeAblayLieMy 3KpaHy.

PvknrnneTrRN NnnnknraTena STFRRANDRITQOONX™ 76
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Cneuudukaumm ctepunusatopa A

YpoBeHb fAocTyna KOHTPOMEpa BK/OYaeT B CebGs BCE MOMHOMOYMS YPOBHS AOCTyna
ornepaTtopa 1 fONONHNUTENbHO MPeAocTaBaseT BO3MOXHOCTb:

- [06aBNATh, yAanaTb N U3MEHATb UMEHa NOMb30BaTeNeld, Naponu 1 YPoBHU JOCTYNa.
- Bbi6bupaTtb, NpocMaTpuBaTh 1 NeyaTaTb BCe (haiinbl CTepuansaTopa.

- 3anyckaTb fMarHOCTUYECKME TeCTbl U NeyaTaTb OTYEThI.

- YcTaHaBnuBaTth Aaty v BpeMms.

- HacTpamBaTb (DyHKUMM cCTepuan3aTopa.

- HaCTpaVIBaTb NOAKMKOYEHNE K CETU W 3arpy>XaTtb AaHHbIE B CETb.

Service-level access (YposeHb focTyna CepBMUC) paccyMTaH TOMbKO AJ1S UCNO/b30BaHUSA
CEPBUCHbLIMMN NpPeACcTaBUTENSIMU KOMOaHUN «In3cln».

MeHI0 [ONO/THUTENBHbIX CNYXeOHbIX NPorpamMmm

MeHI0  [ONOMHUTENbHbIX  CNYXeOHbIX  MporpaMM  JOCTYMHO  TONbKO  AnA
nonb3oBateneil € MNOAHOMOYMAMM  [OCTyNna Ha YPOBHe KOHTponépa wau
obcnyxusaHua. Ecnn  nosb3oBatesis € NOSIHOMOYMAMW Ha YPOBHe oneparopa
HaxXumaeT  KHonmky  Additional  Utilities  (JononHutensHole  CnyXe6Hble
nporpaMmMbl) Ha Jil0O60OM 3KpaHe, 3KpaH asTopu3auum OyaeT oTobpaxkaTbCa C
coobweHnem:  «Tpebyetca  aBTOopuM3auMsa  Ha  YpPOBHe  KOHTponépa  wam
06CNYXKNBaAHUA. »

MeHI0 JOMONHNTENbHBIX CNYXe6HbIX NPOrpaMM Mo3BONSeT KOHTPONEPaM HacTPOUTb
CTEPUNN3aTOP U CEeTeBOEe COoeflMHEHWe, YCTAaHOBUTL AaTy M BpeMs, yCTaHaBAMBaTb U
noAaepXuBaTb MOSHOMOYMS MO/Mb30BaTeNieil, NpocmaTpuBaTb W pacnevaTtbiBaThb
(haiinbl, BbLINONHATL AMArHOCTMYECKME TecTbl, W OTMPaBASTb Ha YTUIM3ALMIO
KacceTbl.

ftiyju'ct OpUATI

PucyHok 39. MeHI0 [ONOIHUTENbHbIX CNYXXeOHbIX NporpamMmm

Knasuwa Date & Time (Jata v Bpemsa) NO3BONAET YCTAHOBMTL [faTy, Bpema W opmar,
MCrosib3yeMbli 415 0TOOpaXeHUa 1 nevaTu 4aTbl U BPEMEHMU.

PvknrnnetTrNn Nnnnk2nraTtena STFRRANDATOONX® 30
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Creundukauum ctepunmsatopa A

System Config (KoH(urypaymsa cuctembl) No3BONSET YCTAHOBUTbL 0COOEHHOCTU CTepuan3aTopa.
User Admin (¥YnpaBneHne nonb3oBaTeneM) No3BofseT [00aBNATb, yAanATb WAUM U3MEHATH
NOEHTU(MKATOPbI_OMnepaTopa, Napoan 1 ypoBHU JOCTyna.

Cassette Functions (®yHKUMM KacceT) MO3BOMSET aBTOMATMYECKW pacnonaraTb KacceTy B
MPUEMHUK UAWN BbINOAHUTL NpoLefypy OYMLLEHUSA NEePOKCULOM.

Network (CeTb) nN0o3Bo/seT HACTPOUTL CETEBOE MOAK/HOYUEHNE.

Diagnostics (AuarHocTuka) HauMHaeT MOC/ef0BaTeNbHOCTb AMarHOCTUYECKMX TEeCcToB Mpu
cofeincTBum onepaTopa 1 neyataet OTYET O AUArHOCTUYECKOM WUCMbITaHUW.

Service Functions (CepBuCHble (DYHKLMW) 3ape3epBMpPOBaHbl 418 UCMNOMNb30BAHWUA CEPBUCHLIMU
npeacTaBUTENAMM KOMMOaHUN «IRcln».

File Management (¥YnpaBneHue ainsiaMn) no3sosnseT BblOMpaTb, 0TO6paXxkaTb U BbIBOAUTL Ha
neyatb ainbl.

Upload File (3arpyska (paisa) cumTbiBaeT 3arpyXeHHble 3nemeHTbl 6a3bl JaHHbIX (ainoB ¢
KapTbl namatn USB.

Input/Output door open (ABepua Bxoa/Bbixof OTKpbITa) OTKPbIBAET ABepb Ha BXOLHOW WM
BbIXOJHOW CTOPOHE.

Input/Output door close (ABepua Bxoa/Bbixoa 3akpbiTa) 3aKpbiBaeT ABEPb Ha BXOAHOW WM
BbIXOZHOW CTOPOHE.

PCMCIA no3ssonseT 6e3onacHo yaannts PCMCIA-kapTy. He nbiTaliteck yganute PCMCIA-KapTy
6€e3 MCMnoNb30BaHNA 3TON PYHKLUN.

Product Options (MapameTpbl NpoayKTa) NO3BONSAET BK/AUYUTL MAN OTKNOUNTL ONpPeaesieHHble
06HOBNEHUA (DYHKLMIA.

KHonka Back (Ha3apn) Bo3BpallaeT Bac K NpefblgyLiIeMY 3KpaHy, U3 KOTOPOro nepBoHavanbHO Obin
Bbl6bpaH akpaH MeHto Additional Utilities (JononHutenbHble CnyXebHble Nporpammsl).

HacTpoinku gaTtbl U BpeMeHHU
Wcnonb3yiiTe 3KpaH HaCTpPOeK AaTbl W BpeMeHW, 4YTO6bl YCTaHOBUTbL [aTy W BpeMs, a 3aTem
BbIGEpUTE MECTHbIV 4acoBOI NOSIC U popmaTbl OTOBPAKEHNUS.

Date And Time Settings

SetDate: /

1 13

_\] Canoe)

(GMT -08:00) US - Pacific

W MM/DD/YYAHI" MM/DD/YYYy | IT HH:MM:SS12Hourl
I[P DD/MM/YYr™ W DD/MMIYYTY| M HH;MM;SS 24 Houil

1~ YY/MMI/DD”Br YYYY/MM/DOI

PucyHok 40. HacTpolikun gatbl U BPEMeHMU.
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Creumdmkaumn crepunusatopa A

KoHgurypauusa cucrtemsl

Ncnonb3yliTe aKpaH KOH(Urypauunm cucTeMbl AN HACTPONKM (BYHKUMIA cTepunmsaTopa. BbliGopbl
Ha 3TOM 3KpaHe M03BOJISeT YCTaHOBUTb FPOMKOCTb ANHAMMKA CUTHANIM3AL MK, A3bIK, NCMOMb3YEeMbIit
ANs 0TOOPaXKeHUs AaHHbIX Ha 3KpaHe W ANs 0TYEeTOB, a TaKXe HEeKO/IbKO 0e06eHHOCTe AocTyna,
OTYETHOCTM U NoAKNtYeHus. CTepunnm3aTop NocTaBAseTcs C HacTPOWKamMy 3aBOAa-M3roTOBUTENS,
YCTAHOBNEHHbIMW MO YMOMYaHWO. ECAM Bbl XOTUTE W3MEHWTb HACTPOWKM MO YMONYaHUIO,
BblGEpMTe HYXXHble MapaMeTpbl.

Logift

Enabled Disabled
kft/

mTorr Pa

Conservation

I b>tryOpik>n: Enabled  F Disabled (venutes>

I ljoed Removal TR p  Without

Login Login | Danish
Norepad Oplion: +  gpspict Disabled 1Dutch

i AutoSend ¢ gpapleq Disabled English
iNetwork Files;

PucyHok 41. KoHurypaumsa cucTemsl.

Onuusa KOHTpoONs gocTyna

User login (Bxog B cuctemy nonb3oBaTens) TpebyeT, 4Tobbl KOA NOMb30BaTeNs M Naponb 6binn
BBEAEHbl, Mepef TeM Kak CTepuiv3aTop MOXeT OblTb 3arpy>XeH K 3anylleH. 3TO 3aBOACKas
HacTpoiKa No yMO/TYaHUIO.

No User Login (HeT Bxoga B cucTemy Mofib30BaTesisi) He MO03BOMAET /IlOOOMY YenoBeKy
ynpaenfTb CTEPUIN3ATOPOM.

CuncTtema HesaBMCUMOro MoHUTOpUHra (IMS)
Enabled (Bknto4yeHo) 3anyckaeT cuctemy cbopa JaHHbIX ¢ cuctemoit IMS (40ONONHUTENBHO).

Disabled (Bblknto4eHO) M03BONISET encTemMe He cobupatb faHHble €  cuctemoinn IMS
(OONONHUTENBHO).

BaKyyMHble yCTaHOBKM
Torr/mTorr (Topp/MTopp) oTpaxkaeT N3MepPEHNSA Bakyyma B TOPp 1 MTOpP.

KPa/Pa (klMa/lla) oTpaxaeT M3MepeHWUs BakKyyMa B KUI0Maekanax u nackanax. 3T0 3aBOACKas
HACTPOIiKa N0 YMOJTHaHWIO.

PyKOBOACTBO Mnonb3oBaTensi STERRAD® 100NX®
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HacTpoiiku ctepununsatopa

Creumdmkaumn ctepunmsatopa A

Haxmnte Hactpoilkn CTtepunusatopa A8 OTOOpaXKeHMs Cchefytowero akpaHa. VIHgopmayus,
BBEleHHas 3[eCb, BK/IHOYEHA B pacreyarky, HO ee WCMoJib30BaHWE He ABNAeTCA 0683aTe/lbHbIM.

Haxmute Done (F0T0BO), 4TOObI COXPaHUTL HACTPOKMN U BEPHYTLCA K NMpefblAyLLEMY 3KpaHY.

System Configuration-Sterilizer Settings

Sterilizer Identification:

Facln:”/ Nam«:
CkpatimariE Nam«:

Sterilizer Id:

Sterilizer Serial#:

1 ® If $ %
1 2 3 4 5
Q w £ R
- A S D
CAP LOCK z X c
SHIFT ALT (

1

i

M

1

2

J

05/24/07
11:11:14

BACKSP

ENTER

PucyHok 42. HacTpoiku cTepununsatopa

Facility Name (HasBaHue yupexpgeHus) -

YUpeXaeHMs.

Department Name (/ims oTaena) - BeeauTe Ha3BaHMe 0TAena, KOTOPbIA Bbl XOTUTE UCNOb30BaTh

B KauecTBe MAEHTU(MKATOpa ANs cTepuimsaropa.

Sterilizer ID (MpeHTUMKALMOHHBLIN HOMEp cTepunusaTopa) - Beegute ngeHTUGUKaTOpP, TaKowm
KaK WHBEHTApHbI HOMep Tera Wau Apyryr WMHOOpPMaLMIo, UCNONb3yemMyto AN UAEHTUGUKaLmmn

cTepunusaropa.

BBegnTe Ha3BaHMe 6GONMbHULbI UAN MEAWULMHCKOrO

Sterilizer Serial Number (CepuiiHblin HOMep cTepunM3aTopa) - HacTpauMBaeTCs M3rOTOBUTENEM

N HE MOXET ObITb M3MEHEH.

PvknrnneTrRN nnnk2nraTena STFRRADRARTOONX*
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Creundukauny ctepunmsatopa A

HacTpoiikn npuHTepa

Haxmute Printer Settings (HacTpoliku npuHTepa), 4Tobbl 0TO6PasuTb CreayoLyuii
3KpaH: Haxxmute Done (F0TOBO), YTOOLI COXPAHUTL N3MEHEHUA.

System Configuration-Printer Settings

Internal Printer Internal fainter
Input Si-ie Output Si<le

Cancel Darre

PucyHok 43. HacTpoliku npuHTepa.

Internal Printer Input Side (BxogHaa CcTOpoHa BHYTPEHHEro rMpuHTepa)
Mo3BO/IAET BaM BblOpaTb NPUHTEP CO CTOPOHbI BXOAA. DTO 3HAYEHME MO YMOMYAHMIO.

Internal Printer Output Side (BbixofHasd CTOpOHa BHYTPEHHEro npuHTepa)
No3BONAeT BblOpaTb MPUHTEP Ha BbIXOAHOM CTOPOHE (2 KOHUrypauuv asepn).

External Printer (BHewHWn npuHTEp) NO3BONSET BbIOpPaTh BHELIHWIA MPUHTEP,
NOAK/MOYEHHbIV K nopTy USB.

Short Format (KopoTkwuii thopmaT) [aéT KOomaHfy CTepunusatopy [Aas rnevatu
TONbKO KPaTKOro OT4yeTa, Korja UMK 3aBeplleH. OTO 3aBOACKaf HacTpolika Mo
YMONYaHUIo.

Long format (AnuvHHbIA dopmaT) AaéT KOMaHAy cTepunu3aTopy [And nevatu
TONbKO A/IMHHOTO OTYETa, KOrfa LUK 3aBepLueH.

Parametric Format (MapameTpuyecknin dopmat) faéT KOMaHZy CTepuansaropy
A1 NeyaTtn TOMIbKO MapaMeTpPuyeckoro oT4yeTa, KOrfa LMK 3aBeplueH. 3ToT hopmar
[OCTYMNeH TONbKO TOrAa, Korja BblopaH BHELIHWI NPUHTEP.

Graphs (Ipatukn) pasnuyHbiX (QYHKUWIA AOCTYNHbI ANA neyaTu, ecnn BblbpaH
BHELUHWIA NpUHTep. HakMuTe Ha enaemblid rpaduk(u).

IMS Printout Enabled (BkntoueHHasa IMS Pacneyatka) neyaTtaeT MHGpopmaLuio
IMS, ecnu BbIGpaH BHELIHWIA NPUHTEP.

IMS Printout Disabled (BbikatwodeHHasa [IMS PacneyaTka) He nmevartaet
NH(opmaunio IMS.

Diviisnpnnnrnna nam ananaTnna CTEDD A NVB1 OONX®
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Cneundukauum crepunmusatopa A
I'Iapameprl nepegayn

Mpn Haxatum KHonku Transfer Settings (MapameTpbl nepefavyn AaHHbIX) B MEHHO
KOH(Mrypaymm cucTemMbl, NOABUTCA CNeaytowmii akpaH. JaHHbIil aKpaH oTo6paxkaeT
Bbl6MpaemMble TWUMbl OTYETOB, KOTOpble aBTOMATUYECKW MepefatroTcsa 4vepe3 CeTb K
yAaneHHoOMY KOMMbIOTEpPY Mocfie 3aBeplweHma uukna. Haxmute Done ([oT0BO),
4yTo6blI CcOXpaHUTb HacTpoiku. Haxmute Cancel (OTMmeHa), 4TOObl BEPHYTbCA K

npeabigyLieMy akpaHy.
System Configuration-Transfer Settings

Transfer Option

PucyHok 44. MapameTpbl nepegayn.

OTmeHa/l'0TOBO

[na 0oTMeHbl KOH(Urypaumm cucTeMbl (B MEHIO KOHMUIypaunm cUCTeMbl), HAXXMUTe KHonky Done
(FoTtoBo). Korga napameTpbl KOHMMIypauuu CUCTeMbl MPaBW/bHbI, HaXXMUTe KHonkKy Done
(FotoBo). Cancel n Done MMerT Ty Xe (PYHKLMIO Ha BCEX OCTa/lbHbIX 3KpaHax, K KOTOPbIM Bbl
MOXeTe MoNyUYnTb JOCTYN Yepe3 MeHI0 KOH(UIypaLus CUCTEMbI.

PyKkoBOACTBO nosb3oBatens STERRAD 100NX 87
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Creuudukaumum ctepunusatopa A

YnpasneHue nosb3oBaTeIaAMun
Wcnonb3yliTe 3KpaH YnpaBneHUs Monb3oBaTensamu, 4Tobbl [06aBNSATb, W3MEHATb WM
yoanaTb MMeHa Mosib3oBatesieid, Naponu u ypoBHU poeTyna. KHonka Ha 3TOM 3KpaHe
Nno3BOJIAeT 3arpyxaTb MHMOPMaUM 0 nonb3oBatenax ¢ ¢aw-namMatu n3B. JocTyn Ha
YPOBHE KOHTpO/népa no3BosifeT [06aBNATb, W3MEHATb WM YAanATb MO0/b30BaTeNs WUaun
Apyroro agMuHMUcCTparTopa.
MpumeyaHne: OuyeHb BadKHO, 4YTOObl Bbl, KaK agMWHUCTPATOP, MNOCTOSAHHO
0TCNe>XnBanun cBovi Naponb. Ecam Bbl 3a6bin UM NOTeEPSNN CBOIA Naposb, BbI30B
CEpPBMCHON CNy>KObl HeO6X0AMM Ans Bac, Y4TO0ObI NMONYYNTb AOCTYN K 06nacTu
KOHTpONépa cUCTeMbI.

User Administration

PucyHok 45. YnpasreHne rnosb3oBaTensamMu.

Add User (Jo6aBuTb nonb3oBatens) otobpaxaeT akpaH [06aBuTb Monb3osaTens. Ha aTom akpaHe
Bbl MOXETe HacTpoOUTb MAEHTU(UKALMIO onepaTopa Af HOBOrO Mo/b30BaTens, naposb U ypoBeHb
Joctyna.

Modify User (M3meHeHVe nonb3oBaTens) oTobpaxaeT akpaH M3meHUTb onb3oBatensd. Ha aTom
9KpaHe MOXHO W3MEeHUTb WM  YyAaMTb  WUAEHTU(MKaUUIo, Mapofib M  YPOBEHb AOCTymna
cywecTtsytowero nosb3osatend. Haxmute Edit User (Pepaktuposatb [lo/nb30BaTens) Ha 3TOM
3KpaHe, YToObl M3MEHUTbL MH(OPMALNIO.

Upload User Data (3arpyska fJaHHbIX M0/b30BaTeNf) NO3BOMAET CTEPUAM3ATOPY MNOMAYUYUTb
NOMHbIA (hainn 6a3bl faHHbIX, COAEpPXalMii UMeHa Nosib3oBaTenei, Napoanm n ypoBHW [OCTyna, C
KapTbl namaTn USB.

Back (Haszaa) Bo3Bpauwaet Bac B MeHt Additional Utilities (JononHuTtenbHble ChAyXeo6Hble
nporpammbl).

PykoBogcTBo nosnb3oBatends STERRAD 100N X 88
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



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



Creuudukauum ctepunusatopa A

3meHeHMe nonb3oBaTens
Ncnonb3yliTe aKpaH VI3MeHWTb MONb30BaTeNs, YTOObl M3MEHWUTb CYLLECTBYHOLLNIA

NAEHTU(HNKATOP No/b30BaTeNs, Napo/b U YPOBEHb AOCTYna.

i0/U/06

Modify User 12:38.05

Select User)
john

AU LLI

Peiike User ,, Edk User

PucyHok 47. 13MeHUTb NoJib30BaTes4.

1 HaxmuTe Ha ¥MMA MONb30BaTeNd, Ybld MHMOPMaUMUIO Bbl XOTUTE WU3MEHUTb WK
yAanTb.

2. Haxmunte Delete User (¥YpganuTb nosib3oBaTens), 4tobbl yaanuTb Mob30BaTeNs U3
cnucka JocTyna v oTMEHUTL JOCTYN K paboTe cTepunnsaropa.

3. Haxmute Edit User (PegaktupoBaTb Nonb3oBaTens) Ans U3MeHeHUa nHpopmaumnn
nonb3oBaTeNs, BKAOYas YpoBeHb A0CTYnNa.

4. Haxmute Done (F0T0BO), UTOObLI BEPHYTHCA K NPEAbLLYLIEMY 3KPaHY.

10/11/06

Edlt USEI’ 12:38:36
Access Uvel; Qperator
(Choose One) H Cancel
Supervisor;
Service
q) & ( 1
] wo ) .
r Y u I o0 p BACKSP
F [ H J K L
r ir < >
CAP LOCK z \% B N 1 M ENTER
?
SHIFT ALT . ) " ALT
1, ..

PucyHok 48. 13meHNTbL nosb3oBartens.
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Creuudukauun ctepunusatopa A

¢ YT06bl M3MEHUTb UH(OPMALMIO O BbIOPaHHOM NOMb30BaTeNe, HaXMUTe KHoMKy Edit
User (MI3meHNTb Nonb3oBaTens).

¢ UT06bl M3MEeHWTb MONb30BaTE/IbCKOE WMS Orneparopa, BHECUTE W3MEHEHUS B Mone
Operator (Onepatop).

¢ UT06bl M3MEHWTb Napofib MONb30BaTeNsd, BHECUTe W3MeHeHWs B none Password
(Maponsb).

¢ UT00Obl M3MEHUTb YPOBEHb [OCTYNa MO0/b30BaTeNd, Bbl6epUTE HYXHbIA YpPOBEHb
poctyna. Bbl moxeTe Bblbpath TONbKO «Onepatop» unn «KoHTponép». ToNbKO cepBuUC
no/sib30BaTeNI MOTyT Bbl6paTh YPOBEHb fOCTYna «CepBucy.

5. Haxmwnte kHonkKy Cancel (OTMeHa), 4TOGbl BbIATM M3 3TOr0 3KpaHa M BEPHYTbCA K 3KPaHy
Vi3meHUTHL nonb3osarens.

6. Haxmute kHonky Done (0TOBO), KOrga Bbl 3aKOHYMAN - OoTOBpaxkaeTcs skpaH V3mMeHUTb
nonb3oBarteng.

3arpyska gaHHbIX 0 No/ib3oBaTese
Bbl Takxe MoxeTte fo6aBuTb 40 1000 naeHTMKHMKATOPOB NONb30BATENEN, 3arpyas

NX B CTEPUIN3aTOP C KapTbl namatn USB.

Monb3oBaTenbCKMe AaHHble [O/MKHbI  OblTb  OT(hOPMATUPOBaHbI, 4TOObI OblTb
COBMeCTUMbIMW ¢ opmatoM  6a3bl  gaHHblXx STERRAD 100NX  pana
NONb30BaTeNbCKON MHPOopMaLmn. OHa AOMXKHA BKAOYaTh B cebd YpoBeHb AOCTyna.
Mpu Haxatun kHonkm Upload User Data (3arpy3uTb [faHHble M0/b30BaTess)
oTo6paXkaeTca aKpaH 3arpy3vTb JaHHbIE MONb30BaTENS.

Upload User Data

Number * UserName Password Access Level

1 lane 6rown 1
2 Tom Green 2
3 Nick Tan 1

4 )John o 1

PucyHok 49. 3arpysuTb gaHHble Nosib30oBaTtens.

Ecnn  otobpaxaemble MOJMib30BaTeNIbCKME [aHHble MNpuemsembl, Haxmute KHonky Confirm
(MopTBepanTb). B cnepytoulem pasfefie COAEPXKUTCA UHGOPMaLMA 0 3arpyske Monb30BaTeNbCKuX
JaHHbIX.

PvkoronecTro nonkinraTena STFRRAD 100N X 91
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Creuyudukauun ctepunusatopa A

PYHKUMU KacceT
MNPEAYMPEXAEHWE! MOXXET TMNPUCYTCTBOBATL TEPOKCUA
BOAOPOJA.
Mpwn obpaLLleHMK ¢ 3arpy3Kori Nocae 0TMeHbI LKA WA HOBOW, MW MCMO/b3yeMOiA
KacceTON, HafeHbTe XUMUYECKN YCTONYMBbIE N naTekcHble, ABX (BUHUIOBbIE)

WM HWTPWIOBble MepyaTKW. Ha 3arpyske WM B Kamepe MO>KET
MPUCYTCTBOBATb YKMAKOCTb MEPOKCHAA BOAOPOAA.

JTa (yHKUMA uMeeT ABa BapuaHTta: Dispose Cassette (YTunmsaumsa Kaccetbl),
KOTOpas Ucronb3yeTcs AN yAaneHUs 3arpy>XeHHon B HacTosLiee BPeMS KacceTbl W3
cTepuivzaTopa ANa paspeleHns coobuweHns 06 owunbke wnamM nepemMeLteHmns
KacceTbl, KOTOpasa BO3MOXHO 3acTpsfia Ha MecTe; n Peroxide Clearance (OuuweHue
MepoKcuAoMm), KOTopoe MCNosb3yeTca ANf YTUAU3auuMm nepokcuia, ocTalLerocs B
pesepByape cTepuamMsaTopa, Korga y mnepokcupa WCTEK Ccpok rogHoctn. Cpok
rofAHOCTM MepokcMia B cucteme muctekaet depes 10 gHeli. CucTemMa BbIBOAUT Ha
3KpaH CO06LLEeHME 0 TOM, YTO OfHA U3 JAHHbIX (PYHKLMWIA AO/MKHA 6bITh BbINOHEHA.

02/09/09
13:36:23

Cassette Functions

Dispose Ca$-sett€

PucyHok 50. HaxkmunTe (PyHKLMK KacceT ANA 0ToOpaXKeHUs 3Toro akpaHa. HaxxmuTte Dispose
Cassette nnu Peroxide Clearance.
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Cneundukaynm ctepmansartopa A
YTunusaymna Kaccetbl

dyHkuna Dispose Cassette (YTunmusaumsa KacceTbl) MepeMeLlaeT KacceTy Wu3

BHYTpeHHel 4yacTu cTepunmsatopa B KOPOOKy ans KacceT. OcTaBwuMiics 06bem
nepokcuia BoAopoaa 0TobpaxaeTcs Ha 3KpaHe.

[na nepemeLLeHnNs KacceTbl B KOPOOKY ANs 0TpaboTaHHbIX KacceT.
Haxmute Dispose Cassette (Y Tunusaums Kaccetbl).

. - 03/03/07
Additional Utilities Menu 03'45:22

Disposing Cassette.
Please Wait-

Volume Of H202 Left(ml) :0.0

Output Door Close

PucyHok 51. HaXXMnTe YTUNN3NPOBaTb KacceTy AN MepeMeLleHns KacceTbl B KOPOOKY Ans
0TpaboTaHHbIX KacceT.
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Creuyudukauum ctepunnsatopa A

Y paneHve nepokcuja Bogoposa
LUukn DUO TpebyeT, 4TO6bI CTEpuMaM3aTtop XpaHuWn nNepokcuj B pesepByape A4
onTUMu3aunn ctepunmnsaumm. Ecnv CpoK rogHOCTV NEepoKcMaa MCTeKaeT, Bbl LO/DKHbI
n36aBMUTLCA OT MEPOKCUAA, OCTABLUErocAa B CUCTEME. «Y[a/leHue Mepokcuia BOLOPOAa»
[OO/MKHO 6bITb BbINO/HEHO, KOrja MnosBaseTcs coobuweHne uam nocnegywoowme unknsl DUO

He MOTYT 6bITb 3aMnyLeHbI.
MpumeyaHwue: Mepef Tem, Kak Ha4YaTb yjaneHne nepokcuaa BOAOPOAA,
ybeaMTech, 4TO Kamepa nycTa.

Peroxide Clearance Required For Next DUO Cycle

PucyHok 52. TunnyHoe coobuieHne 06 yganeHnn nepokcma.

PucyHok 53. HaxkmuTte Peroxide Clearance (Y ganeHue nepokcuja Bogoposa) 4na Havana
npoueaypsbl.
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Cneuundukauun crepunusatopa A

YnpaBneHue anamm
Mcnonb3yiiTe akpaH ynpasneHus gainamm, 4Tobbl BbIopaTh 1 0TOOpa3nTb aiibl
KanubpoBKU Unu (ainbl LUarHoCTUYECKUX OTYETOB.

10/ 18/06

File Management 03:03:44

1 Name size
tempcl018060301 480 10/1J

Catibraiion files

‘ m Diagnostic Fites

»1

PucyHok 55. ¥YnpaBneHue ainamm

daiinbl KanmbpoBKM
Haxmute kHonky Calibration Files (KanubpoBka aiinos), 4To6bl 0TO6pPa3nTb
CMNUCOK KannbpoBOUHbIX (haiinoB, Co3aHHbIX BO BPEMS KanMbpoBKK CTepuansatopa.
MpoKpyTUTE CMUCOK M HaXMUTe UMA (aiina, KOTOpbIA Bbl XOTUTE MPOCMOTPETb.
Haxmute kHonky View (MpocmoTp), 4T06bl 0TO6pPasuTb BblOpaHHbIA  (aiin
KanmbpoBkn. Haxmute KkHoNKy Back (Hasag), 4T0o6bl BEpHYTbCA B MEHIO
JononHuTenbHble cnyxebHble NPorpaMMbl.

dainbl AMarHoCTUKN
Haxmnte kHonky Diagnostic Files (AuarHoctuyeckue gainbl), 4To6bl 0TOO6Pa3nTL
CMUCOK OTYEeTOB, CO34aHHbIX C MOMOLWbK (YHKLMM [LMArHOCTUKW. [poKpyTuTE
CMUCOK M HaXMMUTE OTYeT, KOTOPbIA Bbl XOTUTE MPOCMOTPETb. HaXMuTe KHOMKY
View (MpocmoTp), 4T06bI 0TO6Pa3nNTb BbiGpaHHbLIA OTYET. HaxmuTe kHONKy Back
(Hasag), 4to6bl BepHYTLCA B MEHIO [JONOMHUTE/IbHbIE CNYXXeOHbIe NPOrpaMmsl.

PykoBoacTBo nonb3oBatens STERRAD 100NX 98
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PyK0oBOACTBO MO MOAK/IHOYEHMIO K CETU MONb30oBaTeNsA C

MpunoxeHune C.
PYKOBOLCTBO MO NOAK/NHOYEHNIO K CETU NONb30BaTeNs

. 10/30/14
Network Settings
10:23:54

Hostnamei
Configutation IPAddress;

Subnet Mask; i. Diacinostics.

Primary DNS;
Secondary DNS;

Domain Name;

Q w E R T Y u 1 0 p BACKSP
- A s D F c H i K L
< >
CAP LOCK z X c v B N M ENTER
SHIFT ALT ( ) 1 ? ALT

PYKOBOACTBO Mosnb3oBaTenss STERRAD OONX 109
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HacTpoiika cetn C2

Pasgen 2.
HacTpoika cetmn

JKpaH ceTeBbIX NapamMeTpoB
Wcnonb3yinTe akpaH HacTpolikm ceTv [And  HaCTPOMKM  CETEBOro  MOAKIHOYEHNS

cTepunnsaTopa.
N Mpumeyanne: Mepen HACTPORKOW UM U3MEHEHMEM KaKUX-TM60 napameTpoB Ha

3TOM 3KpaHe BCerfa KOHCYNbTUPYNTecb C CETEBbIM aAMUHUCTPATOPOM Ballero

YUpPEdK eHNS.
Ana ceTei, KoTopble He noagep>kneatoT DHCP, Heob6xo4MMO Bbl6paTb peXXum

«PYyYHOIi» HacTpPOMKN (CTaTunyeckas) KoHpurypayT.

10/ 30/14

Network Settings
10:29:54
Hostname;
Configuration Mode ' IP Address;
Subnet MasN; ffiagnoitfcs
Primaiy DHS:
Secondary DNS:
Domain Name:
1 # 1 < % A <
1 2 3 1 4 5 6 9 .1 -
Q w E R T Y n o 1 P BACKSP
A S D F c H 3 K L
< >
CAP LOCK z X c V 18 N M ENTER
SHIFT ALT ( ) 1 ALT
. | [«

PucyHok 58. 3KpaH ceTeBbIX NapamMeTpoB

N Mpumevanne: [Ons BCex 3KpaHOB HacTpoilkm ceTu, oTobparkawLmx

KnaemaTypy, KnaemaTypa 6yaeT rweTb aHruniickue cumaonbl 1 popmaT CLLA.

PeXXUM HacTpomkm
BblbepuTe ABTO, YTOObI AMHAMUYECKN HACTPOMTb IP-afpec ¢ NOMOLLbHO NPOTOKO/Ma

AVNHAMUYEeCKOW KoHgmrypaumm xocT-mawmtbl (DHCP). 3To npeanoyTUTe bHbIN

PEXKMM.

114

PvkoBoacTso nosnb3oBaTtends STERRAD 100NX
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HacTpoiika cetn C2

05/10/12

Network Settings
or 07.33

DHOoter
Nvm
KISnvidVint
i)
9 0 j
R |7 e CACST
(7] (4

PucyHok 59. CeTeBble HAacTpoOlKK ancnnes. JaHHble, NPUBeAEHHbIE HA 3TOM 3KpaHe, ans
KOHTeKCTA.

N Mpumeyanue: CTEPUNN3ATOP He NOAKMIOYAETCS K JOMEHY WUiv paGoyeit rpynne

MNmsa nonb3oBaTens
Beegute vMH(opmauuio 06 MMeHU Mosb3oBaTens Ans BXoja B cuctemy Ha MK wm
cepsepe. MonyunTe 3Ty MHGOPMALNIO Y aMUHUCTPATOPA CETH.

Mpumeuyanue: CcTepunmsaTop OyaeT noagep>kmBaTb o 30 CUMBONOB
MaKCUMyM.

Maponb
Beegute wuHMoOpMauMio O Mapone 419 BXO4a Ha KOMMbOTep wan cepsep. [Maponb
4yBCTBUTENEH K peructpy. Monyunte 3Ty MHGOpMaLMIO Yy agMuHUCTpaTopa cetu. Mpw
NCMO/Ib30BaHUKM Napona yupexxaeHns, BBeauTe naposnb agMUHUCTPATopa NX CETU B MoJe.

N Mpumevanne: YTo6bl yaanTb Napoib M3 NamsaTW cTepuamsaTopa, yaanmTe Bce
CMMBO/bI B NONE BBOAA M HAXKMUTE KHOMNKY 0 TOBO.

A Mpumedanne: CTepunmsaTop OyaeT Noadep>knBaThb A0 15 CMBONOB MaKCUMyM.

PykoBogacTteo nosb3osarensa 3STEKKAOKOObIX 117
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HacTpoiika cetn C2

System Ready

Select Cycle To Begin

w

Cycle HisTorv Utilities Door 0(»en Door Close

PucyHok 60. Bbi6op uukna. Bawa cuctema MOXeT UMeTb Apyrne BapnaHTbl LUKJ/IOB.

3. Haxmute Additional Utilities Ha akpaHe Cuctema MoToBa.
4. BXO[ C YHYeTHOI 3anmcy YPoBHS KOHTPONEPa.

.. el 12/13/10
Additional Utilities Menu
Daw 6 Time System Coftfig Cassette functions
.Diagnostics, Service Functions file
Management
. Upload File Input Door Input Door
Open Close

Product Options

PucyHok 61. MeHto Additional Utilities Menu. HaxxmuTe Network.

5. Haxmute Network (CeTb) B MeHio Additional Utilities Menu (JononHuTesbHble
CNy>KebHble NporpaMmbl).

PykoBogacTso nosnb3osarenas STERRAD 100NX 119
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HacTpoiika cetn C2

05/11/12

Network Settings o
10;22:33

; Hostname:
Gfigurdtion Mick iP Address:
Subnet Mask: m

Gateway:
fyimary DNS; 1 A Caneel AN

Secondary DNS:

Domain Name;

E R T Y u 1 o J r BACKS?

A s D F G H 1 K o1oL

capLock J 7z 4 x c v B N M ENTER
n

SHIFT 1 ait I{ } L ALT
tod

PucyHok 62. HacTpoliku cetn 1. laHHble, NPUBELEHHbIE HA 3TOM 3KpaHe, /1 KOHTeKeTa.

[ns 3aBepLIeHNs YCTaHOBKM MCMOMb3yiTe 3anofHeHHyo dhopmy F-107773:

6. Bblbepute Auto (ABTO), eciiv OKHO 3 npoBepeHo. MepeinanTe K wary 14.
7. Bblbepute Manual (BpyuyHyto), ec/in 0OKHO 4 NpoBepeHO.
8. BsegwuTe vHdopmaumto us ctpokn 15 ana VimeHn xocra.
9. Beeaute MHMopmMaLmMio U3 CTPokKn 5 ana IP-agpeca.

10. Beegnte MHMOPMaLMIO U3 CTPOKKU 6 A4/19 MacKun NOACETW.

11. BeeauTe MH(OPMALMIO U3 CTPOKN 7 AN LLHO3a.

12. Beegute MH(opMaLmio U3 cTpoku 8 ana nepsuyHoro DNS.

13. Beegute nH opMaLmio 13 CTpokun 9 and sTtopmyHoro DNS.

MpumeuaHue: Ecan Ha Bawem cTepunnsaTope nossnsgeTca Paboyas rpynna /
AOMeH, ocTaBbTe nosie NycTbiM

14. Haxxmute Done (I"0T0OBO).

PykoBogcTeo nonb3osatensd STERRAD 100NX 120
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HacTpoiika cetn C2

Network Settings L(I)J|(r)(;n15
W<t F«ld« Mun™
KISamirMInT
% <
> 9
T v | 0
r C 1 K
CAI* LO<K v ft M NUR

toi !
1 3 \

PucyHok 63. BBog napameTpoB ceTu 2. [laHHble, NPUBELEHHbIE HA 3TOM 3KpaHe, 4114
KOHTeKcCTa.

15. BeeauTe uHMOpMaUMO M3 CTPOKM 11 Ans yYeTHOM 3anucu nosnb3osatens (Mms
nosb30BaTens).

16. AAMUHWUCTPATOP CETU YUPEXAEHNA [O/MKEH BBECTUN Mapo/ib.

17. BeeguTe MH(OPMaLMIO U3 CTPOKK 13 A/t MMeHW 06LLEein Nanku.

MpumeyaHue: lMcnonb3oBaHme OfHOW  o6Weid nankm AN HECKONbKUX
CTepunn3aTopoB MOXKET nepesanucaTb CyllecTBylLMNe faHHble. cnonb3yiTe
YHUKANbHOE MMsA 06Lle/i nankm Ans Ka>kAoro MNOAKMHYEHHOro CcTepuamsaTopa
STERRAD® ]O0ONE®.

18. BeeamTe nHopmMaumto 13 cTpoku 14 ans umeHu cepeepa MNK (komnbroTepa).

MpumeuvaHue: Mcnonb3yiiTe 1P-agpec, ecnm KOMMNbOTep CepBepa WMeeT
CTaTUYeCcKnin NpuUcBOeHHbIN 1P-agpec. CTepunusaTop NoTepseT MOAKNHOYEHMNE K
KOMNbIOTEPY cepsepa, ecnu nsMeHnTcA 1P-agpec KoMnblOTEpa cepeepa.

19. Haxxmute Done (["0TOBO).

20. Haxkmute System Config (KoH(urypauus cuctembl) B MeHto Additional Utilities
Menu ([ononHuTenbHble  CnykebHble nporpammbl). ByaeT  oTOGpaXkaTbes
CneayroLLIA SKpaH.

PykoBogcTtso nosnb3osatend STERRAD 100NX 2
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PykoBoacTBO Mo nepeaaye taiinos B cetn C3

Tfansfor feck

PucyHok 68. CeTeBOM aKpaH nepegavun gaHHbIX.

5. Bblbepute umkn(bl) 13 cnucka LoCTynHbIX LUKIIOB.

6. [na nepefaym BbI6epuTe HYXXHbIN PDF (hopmaT pacneyaTku (KOPOTKWUIA, A/IMHHDBIN,
cpefHWiA, aBapuitHbIiA Npeaen) u/mnm One Sec File (.csv).

7. Haxwmute Transfer (Mepenatb). JomkHa HayaTbCs nepegada (hainioB Ha KOMMbOTEP
cepsepa. OTobparkaeTcsa coobLueHue «Transfer in Progress (Mpouecc nepegayn)».

8. Ha komnbtoTepe-cepsepe, hainibl HAYHYT NOSBAATLCA B 00LLE nanke. Ecnv daiinbl He
oTobpaxatoTcs B 06LLEl Nanke Ha KOMMbHOTepe-cepepe, cmoTpute «Troubleshooting

Utilities (YcTpaHeHWe HeMonagoK cyXe6HbIX NMporpavm)».

PykoBogcTeo nonb3oBatensd STERRAD 100NX 125
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YcTpaHeHue Henonagok ciyxebHbIx nporpamm C4

Pasgnen 4.
ycTpaHeHne Henonagok CNyXebHblX nporpamm

Ecnv (haiinbl UMKNa He OTOOpaXaloTCA Ha KOMMbiOTEpe-CepBepe WM eeniv KOMYECTBO
(halinoB LMKNa B 0XKnMaaHum nepegaymn Ha akpaHe Cuctema Fotosa coctasnsiet 10 unm 6onee
LMKN0B, 06paTuTech B 0TAeN T AN BbINONHEHWUS CMELAYOWMX AeNCTBUIA:

1 Yb6eputech, 4To Kabenb Ethernet nmofknoyeH K eTepunnsatopy U K akTUBHOMY MOPTY
[aHHbIX Ha CTeHe.

2. [posepbTe M ybeanTech, YTO KOMMbIOTEP-CePBEP BK/IHOYEH U NOAKIHOYEH K CETW.
Y6eauTech, YTO HACTPOMKN KOMMbIOTEPHOTO eepBepa He U3MEHU/TUCS.

4. TlpoBepbTe, COOTBETCTBYHOT /I CETEBbIE HACTPOMKM 3KPaHOB 11 2 (CM. PUCYHKMU 62 1
63) Ha CTepu/IM3aTope HacTporikam KOMIboTepa-cepeepa.

5. MepelignTe K 3kpaHy Cuctema FoTOBA.

6. Ha oaskpaHe Cwuctema [oTtoBa Haxmute Additional Utilities (J0N0OMHUTENbHbIE
cny>ebHble Nporpammbl) Ha akpaHe Cuctema "oTosa.

7. BoupguTte ¢ yYeTHOIN 3anunchbio YPOBHSA KOHTPONEPA.

8. Haxmute Network (CeTb).

Network Settings 1102%/:;3
Hostfiar

, N
Grfig rativi Mot IPAddress:

Subri€t Mask; dl«ignostics
PrtmaiyDNS:
SecondatyONS:

Domain

Cancel

HH
.

;
.
.
.

0 w E R T Yy n o P 8ACKSP

CAP LOCK 2 X i C \% B N M H ENTER j

SHIFT ALT )y f 1 [ ALT
11 {

PucyHok 69. HacTpoliku ceTu 1. laHHble, NpUBeLeHHbIe HA 3TOM 3KpaHe, 471 KOHTeKCTa.

9. Haxmute Diagnostics ([narHocTtuka).

PykoBogacTteo nosnb3oBatend STERRAD 100NX 126
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McnbiTaHne ceTeBOro coeguHeHNS CG

Pasgen 6.

McnblTaHne ceTeBOTO coeanHeHNA

[na Toro 4tobbl rapaHTMpoBaTb, YT0o STERRAD® 100NX® MOXeT nepefasaTb AaHHbIE MO CETH,
MOXET ObITb BbINOMHEH TECT «ping». [N 3TOro TeCcT TpebyeTcs CEeTEBOV NEPEKPECTHbIN Kabesb.
Hwe npuBefeHbI aTanbl ¢ NOMOLLbIO onepauyoHHoi cucteMbl Windows® 7. Eciv Bbl UCMONb3yeTe
apyryto sepcuto Windows, BalLm 3KpaHbl MOTYT BbIrAAETb MO-APpYromy.

A. TlogrotoBka yaaneHHOro 0CHOBHOro KoMnbetoTepa A4 Tecta Ping
Mepen, BbINOHEHNEM TeCTa AOHKHO ObITb CO3A4aHO NOAKNOYEHUE K IoKasibHOM ceTi (LAN).

1 ToakntounTe NepeKpecTHbIi Kabesb K yaaneHHOMY OCHOBHOMY KOMMbHOTEPY U CTEPUIM3ATOPY
STERRAD® 100NX®.

2. Haxmure (3Ha4ok nycka) Ha naHenu 3agad Windows® 7 u Bblbepute KomaHay Control
Panel (MaHenb ynpasneHus).

Documents

Pictures

Computer

Devices and Printers
Default Programs

Help and Support

PvknrnneTrRN Nonk2nraTtena STFRRAD  [OONX 131
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McnbiTaHne ceTeBOro coefuHeHNs C6

~iirity rWor Pmp/ tiM g rl Conpiit i IpI43H
a. Haxmute Stop B Mone  COCTOsIHME Gl Log On [Reonery | Eepereerosc |
Savicerene
06CNyXX1BaHMS. oo Syt
b. HaxxmuTte KHonky OK, uT06bl 3aKpbITb Gyt TeVECS/o Wirbve Sk >
OKHO.

Rahtoeentzbe
C\Witbne\S=eten®adote)(em LocalServiceNstwoiRReitncted

Satptyy  {Auoaic

Senicestetts  Sarted )

1 i [V "
You can $ecHythe dat prranetars thet gy nreni-audat the saslice
Hamhere

[ OKX_J[ Cacel ]

5. MPOKPYTUTE BHW3 OMLMM MEHIO U [BAX[b

wenkHnte Windows Firewall. swei
(V> SHIMA
- t™M-m I
6 Windows Firewall Properties (Local Computer) ]-Im
a Ha)KMVITe Stop B ﬂOﬂe COCTOHHMe General iLogOn j Reco'/ery [ Dependencies |
Service name; MpsSve
O6Cf|y)K|/| BaHMﬂ ' Display name- Windows Firewall
b. Ha)KM VITe KHOI'IKy O K, l'ITO6|:J| 3aKpb|Tb Description: Windo'ws Frrewal helps protect your computer by
! preventing unautlxxized users from gainirtg access
OKHO.
Path to executable:
C.".Windows'mesystem37"-avchost .eKe k LocalServiceNoNetwork
Startup typi: 1. Automtrtic
4rli> o'eTonfiT.i * MoV
Service status: 9erted
«  C'351Zj
You can spectfy the start parameters that apply when you start the service
from here.
1 C](g*n 1cC™M 1
PvkoroncTrn nonknoraTtena STFRRAD  100NX 136
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7. Boikntounte Windows Firewall.

a. Haxmute kHonky [Myck Windows,

MaHens  ynpasnenusa, Windows
Firewall.

b. Haxmute On (Bknountb) Windows
Firewall nnn Off (BbIk1ounTb) Ha
60KoBOI naHenn akpaHa Windows.

8. Haxmute Ha User Recommended

Settings  (PekomeHAyeMble  HAcTPONKWM

nonb3oBaTtens), BblOepuTe pagno KHOMKY

Turn off (Bbikntounts) Windows Firewall

B K&X/AOM 13 Clefyownx pasgenos:

a. HacTpoikn MecTONONOXeHUs JOMeHa
cetu

b. HacTpoWKkn MecTononoXeHuns
JOMaLLHen nnn Ha paboyein (4acTHOWA)
cetu

C. HacTpoikn MecTononoXKeHms cetu
obLero gocrtyna

d. Haxmute kHonky OK.

C. 3anyck Tecta Ping 13 ctepunmnsaropa

McnbiTaHne ceTeBOro coeguHeHus C6

P Help protect your oooTpuier with Windows FirewiH
ChfiYiAM
ixMest
W ~ Dormin Mtitwoirks Nof Connected »
’ I HoiwsofwuifciprTvite)rvrtworifi NIM
Travbipst Lt

111~ M>lic netwoHcs Cofrne«ed .«v

NcbvwH m pulAf «ctim «pe<U OFfcHr ibe”

Wrdrfircvil jULF ¢:}

[PEBRate %ﬁmwvl%wmmlM *aton

Vim - wee Unditrlhdrsd

jUHKQEolAN2 Necy Nty béaaw

T6ran| Gk
OiStomi2B for each type of firtwwk
Vowu n fnodily (be (k am | Rttngtf(x wehty ft ef MMwk tocdboR IM you «A»
WM M ndwert:
ONx« fedbridirit
lum en VAwfanttfftwef
7K 3 twtoNH M
A e lumef(WiffowitenvdHiWNtommtAd«fi
Hem* x «/1 _ . Nedson
A HtimeneidecdriNen
B0 MAAP\ATEL skt
*-<*N¢l femeilUe-.fe
+ Ttirncifl'<Neindew>l<<ny«)l{not
el
Tum e Yesbeerl(<tu'k .
Rbbt 1 . o S(pE-
wixt K, rer«

MpumMeyaHue: ns 3Toi npoueaypbl TPebyeTCs ypoBeHb AOCTYNAa KOHTPONEPA.

OTU Warn BbIMOMHAKTCA, YTOObI MOKa3aTh, YTO CTEpMNN3aToOp MOXKET NocCblNnatb NMNakeTbl AaHHbLIX B

CeTn.

PvwnrnnrTrn nnnk2nraTtena STFRRAND 10
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McnbiTaHne ceTeBOro coeguHeHUSA C6

1. MepeilfnTe K 3KpaHy rOTOBHOCTU CUCTEMbI U
Haxkmute Additional Utilities.

U-mt Cycle Hiswry
2. Haxmute Network (CeTb) B «MeHK  Acdiiorsl Uliies Maru /i3
Additional Utilities». o v e
wy |/\ Y] a il'--
[
I_I_lI I_I_lI m "
DT e
=EB | w oo W " WM-

~ N KI0A
3. Netwark Sattings

a. Haxmute Manual (Py4Hoe ynpasneHue) B Firanc |FEEESS] IBH 11 A
PeXXMMe HacTPOIKM 3KpaHa HacTPOIKM CeTu. me T
BeeguTe CMeAyoLWY0 MHPOPMaLMIO Ans i) - RIS “SLE
nosiei Ha akpaHe.
Ona VimeHn xocTa Bbl MOXETEe UCMOJ1b30BaTh
nuopmaumio n3 F-107773 (hopma PO T SO T R VO S B
LM(pPOBOro MHTepdeiica nepefayn AaHHbIX Lo E R Torawaiaio o we
CETEBOr0 COeVHEHUS). LA e P
1P-agpec (192.168.1.126), ook | e waw S
Macka nogceTtu (255.255.255.0), SHETCAT ) o
LLinto3 (192.168.1.1),
MepBuyHbIl DNS (192.168.1.5),
BTopnuHbii DNS (192.168.1.6).
[ns MMeHn JoMeHa Bbl MOXeTe
ncnonb3oBaTb MHopmaumo ns F-107773
(dbopma umdposoro nHTepdeica nepegaym
[aHHbIX CETEBOr0 COEAMHEHMNS) UK OCTaBbTE
nyCTbIM.

b. Haxxmute Done (F'oToBO), 4TOOLI COXPaHUTL
[aHHble B CETH.

PvkoroneTrRn nonkinraTena STFRRAD IOONX 138
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McnbiTaHme ceTeBOro coeguHeHNsA CG

4. Haxmute Diagnostics ([AnMarHOCTUKa)  Network Settings

Ha aKpaHe HacTtpoiika ceTu. Kidrart
] iPMiicrti: 1133, L0001, — 1

T Gierey BALEFHHL

H " woddyD$ BEERIBAAHE
|
5. BbiGepuTe ping M3 OMYCKAMOLWUXCH  Network Diagnostics 1o
BapnaHTOB Bbl6opa «KomaHaa».
1. WEWnil Iping
TLULLTLLTLLT FJn
tFAJdtSIbnnalYoe

lirrlid IlIL L

CAPIOCK i 2

smrT i AT
Beeante 1P-agpec rnaBHOro yfaneHHoro Network Diagnostics
KoMMbloTepa Kak 192.168,1.127 B none
«1P agpec/VImsa xocTta».
Puvwnennrten nnnk2neaTtoana AITEKK AN KOOHX 139
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NcnbiTaHve ceTeBOro coegnHeHUs C6

7. Haxmute Run (3anyck). Ctepunnsatop
BbIMOJIHAET TeCTUPOBaHWe CETU ping NyTem
oTnpaBkm 10 NakeToB  fJaHHbIX Ha
YAaNéHHbIA OCHOBHOM KOMMbOTEP.

311

CAPLOCK | 2 ENTER

SHIFT f ALT H ALT
LI,

8. Ecnu plnE-TecT cTepuan3aTopa ABASAETCA  Network Diagnostics

YCNEWHbIM ANA CTEPUINIATOPA, TO BYAYT e G e ramsons
0To6paxaTbes Co0bLIeHMA 10 NakeTos. 4 by fom 192 19011126 504 5 20 ime <0 05

64 bytes from 192.168.1.126: icmp.seq=4 ttI=64 time=0.070 ms
ECnl/l 3TO He ylﬂ'aeTCﬂ’ y6e|ﬂ'|/|Ter, l-ITO BCH 54 bytes from 192.168.1.126: kmp_seq=5 ttI=64 tim«=0.072 ms
64 bytes from 192.168,1.126: icmp.seq=6 U =64 time=0.073 ms
54 bytes from 192.168.1.126: icmp_$eq =7 til =64 time=0.063 ms
VI Hq)op MaL“/Iﬂ 6b|na BBep'eH a n paB Vlﬂ bH 0 M 54 bytes from 192.168.1.126: icmp.seq =8 «1=64 time=0.071 ms
64 bytes from 192.168.1.126; icmp.seq*9 ttI=64 time »0.072 ms

MOBTOPHO 3anyCTUTE TECT. 54 bytes from 192.168.1.126+ icmp.seq* 10 «1=64 time =0.101 ms

— 192.168.1.126 ping statistics —
10 packets transmitted, 10 received, 0* packet loss, time 9034ms

ping-TecT 3aBepLUEH.

PvkoBoncteo nonb3oratens STERRAD [OONX 140
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McnbiTaHre ceTeBOro coegnHeHUsA C6

3. Haxmute Close (3akpbiTb) Ha «CTaTyc Local Area Conrtection Status
NOAKMKYEHNS MO NIOKaNbHOW CeTU. General
Connection

1Pv4 Connectivity; No net-iork access
1Pv6 Coonectjvity: No network access
Media Stale; Enabled
Dutabori; 00:03:13
Speed; 100.0 Mbps

Oxtails...

Received

0

| ~ Properties j [ ~(Qisable [ Diagpose J

o

Mepesarpy3nTe KOMMbOTEP A/15 3aBEPLUEHUS nepe3arpysku N0KaibHOW CeTu.

E. Cbpoc HacTpoeK ceTu cTepunmsaropa

3T warn BLINOAHAKTCA ANA cbpoca CeTeBblIX MNapameTpoB cTepunausatopa. OTKAYMTE
MepPeKPeCcTHbI CeTeBOI Kabenb OT CETEBOr0 MOpTa CTepuaMsaTopa U NOAKIKUYMTE Kabenb NpsMo K
NOKaNbHOM CeTU KNMeHTa.

1. BepHuUTeCb K 3KpaHy HacCTPOMKKN CETH. Network Settings
Haxmute Auto (ABTO) B  pexume
HacTPONKN akpaHa HacTpoiiku ceTu.
Haxvmute Done (Fotoso). (Ecnm  BbI IONS;
ncnosnb3yete «Py4yHoe ynpasfiieHne» Dntinfienc
KOHUrypauum Heob6XoaMMo BOCCTAaHOBUTH

, Hostearws

1
J

HACTPOMKN BPYUHYIO).

2. Mepesarpy3nTe ctepunmsaTop. oapLock iNTER

SHJF1 ALT

PvkoBoacTBo nonb3oBatensd STERRAD [IOONX 142
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Mepesena KocTtpnkosa Bepa CepreeBHa

Poccuiickas ®Pepepaums, ropof MockBa, BTOpPOe WMIOHA ABe TbICAYM LUIECTHaALATOro
roga.

A, OopmungoHTtoBa J1to6oBb HOpbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NOANMUCU, CAeNaHHOW nepeBogvnKoM KocTpukoBoi Bepoit CepreeBHOM, B MOeM
NpPUCYTCTBUN. JTNYHOCTb ee YCTaHOB/IEHA.

3aperncTpuposaHo B peecTpe 3a Ne A-
B3bickaHo no Tapudyy: 100 py6. 00 Koneek
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l'opog, Mocksa.

BTopoe

1 [opvoHTeER kot Kopewa. Horapnye opua Mpe{ln, elverantprag<asprocs
IT0A KW C OIVHHAKOM JyVEHT. B MOCTEIHEM MQAH/CTOK. MVTVOOK, SEHBKHYTBK

. /0. U /HbK HEOMCBOPEHH K VOTERTEHAA V1 KaKYX-TVAOD QO00EHHOCTENA HET.
(’a COPETVBLLEVYCA 38 C0BELLEH/EM HOT[VBIBHOM [V/CTEVF, PEGLACHEHD,
/NTEOBAW BELHOCTV KONV [DKYVEHTA. HE JIUTEEIPHIRETCS 38KOHHOCTD

VICOOTBETCTRVE VBMOHEHHBX MEM (RBKTOLLY CLLYTE/bHOCTU.
) B peecTpe 3a @Gr
T T;MNe|NHbl (NN pudy).
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1~ Ziirairi'y

To whom it may concern:

This letter serves to declare that the attached document is a true copy of the original document
produced for ASP.

For and on behalf of ASP

UcuH Moot

Sneh”™hivkumar Date (
Regulatory Affairs Intern .

A notary public or other olTicer completing
this certificate verifies only the identity of
the individual who signed the document to
which this certificate is attached, and not the
truthfulness, accuracy, or validity of that
document.

State of California
County of Orange

On Mgl] _, before me, GfLIp-ri-eilp. \emoe” 1 9<h;u0j persOTallly sanreared
Sneha ShTvkumar, who proved t9 me on the basis o f satisfactony evidence to be the persaiiifwihw'se name is subscribed to the
within instrument and acknowledged to me that she executed the same in her authorized capacity, and that by her signature
on the instrument the person, or the entity upon behalfof which the person acted, executed the instrument.

Tcertify under Penalty of Perjury under the laws of the Stale of California that the foregoing paragraph is true and correct.

Witness my hand and official seal.

GAVIELLEAANABVAREIM N i
Commitilofl # 210S689 |
| Noiiry PubUe * CiHtwnla |
' Orans* County c
My Comm. Expires Apr 4,2019 |

Signature

ADVANCED STERILIZATION PRODUCTS

Division of Ethicon, Inc.

a company

33 Technology Drive <« Irvine, CA o 92518 o [Pltone] 800.595.0200 ® [Fax] 949.450.6855

b, Mock-

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



REF 20243

STERRAD IOONX Test Pack
for STANDARD, FLEX and DUO Cycles

Instructions for Use

Manufacturer:

ADVANCED STERILIZATION PRODUCTS

Division of Ethicon, Inc.

a company

33 Technology Drive, Irvine, CA 92618
© Ethicon Inc, 2010-2012
For technical information and/or information regarding

safety and effectiveness, cail 1-888-783-7723
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INDICATIONS FOR USE

The STERRAD* IOONX* Test Pack is used for routine monitoring of the STERRAD IOONX Sterilization cycles
(STANDARD, FLEX, and DUO) and is also used for the periodic testing of a STERRAD IOONX System using the
hospital-defined loads.

EACH STERRAD* IOONX* TEST PACK CONSISTS OF

1 shelf pack STERRAD® CYCLESURE* 24 Biological Indicator, REF 14324

4 each STERRAD® NX® Test Vials

1 shelf pack Tyvek® Pouch with STERRAD® Chemical Indicator (200 mm x 400 mm: 8" x 16");
REF 12340

8 cases STERRAD® Instrument Mat (64 mm x 165 mm: 2.5" x 6.5"); REF 99205

1 each Instructions for Use

ADDITIONAL EQUIPMENT NEEDED
A. Incubator with 55“C - 60“C temperature control
B. 1 case of STERRAD® IOONX® Cassettes

C. 1 case of STERRAD* SEALSURE® Chemical Indicator Tape (REF 14202)

DIRECTIONS FOR USE
A.  Assembly of STERRAD" IOONX'" Test Pack
EACH ASSEMBLED STERRAD* IOONX* TEST PACK CONSISTS OF THE FOLLOWING (TABLE 1):

Table 1; Components of the STERRAD® IOONX* Test Pack

STANDARD Cycle FLEX Cycle (Optional) DUO Cycle (Optional)

leach CYCLESURE® 24 Biological 1 each CYCLESURE® 24 leach CYCLESURE* 24

Indicator (REF 14324) Biological Indicator Biological Indicator
(REF 14324) (REF 14324)

1 each STERRAD* NX* Test Vial 1 each STERRAD® NX® Test Vial 1 each STERRAD® NX*

1 each Tyvek* Pouch with 1 each Tyvek® Pouch with Test Vial
STERRAD® Chemical STERRAD® Chemical
Indicator Indicator (200 mm x 400
(200 mm x 400 mm: mm: 8" x 16");
8" X16"); REF 12340 REF 12340

4 each STERRAD* Instrument Mat 4 each STERRAD™* Instrument

(64 mm X165 mm:
2.5" X6.5"); REF 99205

Tyvek™ is a DuPont registered trademark

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

Mat (64 mm x 165 mm:
2.5" X6.5"); REF 99205
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1. For testing of a sterilizer, three (3) cycles are required for each of the STERRAD* IOONX® Cycles
installed in the sterilizer. A total of nine (9) cycles will be required if three STERRAD IOONX Cycles
(STANDARD, FLEX, and DUO) are installed in the sterilizer. Four (4) Test Packs will be used per cycle

(see Section Bfor more details).

2. Number the STERRAD* CYCLESURE® 24 Biological Indicators (Bl's) with the cycle number (first digit),
the CYCLESURE 24 Bl sample number (second digit). Indicate S for STANDARD cycle, F for FLEX cycle,
and D for DUO cycle.

Examples:
# 1-1-F; (indicates cycle # 1 and Bl # 1 for the FLEX cycle)
# 3-2-S: (indicates cycle # 3 and Bl # 2 for the STANDARD cycle)
# 3-1-D: (indicates cycle # 3 and Bl # 1 for the DUO cycle)
3. For the STANDARD cycle and FLEX cycle, follow steps A3a - A3b to assemble Test Packs.

a. Place one (1) CYCLESURE® 24 Bl inside a Test Vial. Make sure that the CYCLESURE 24 Bl Chemical

Indicator disc is positioned in the open end of the Test Vial. Tighten the test cap firmly.

b. Place four (4) STERRAD® instrument mats facing each other inside a Tyvek* pouch. Place the
assembled Test Vial inside the same Tyvek® pouch between the mats and transparent film of the

pouch. Seal the pouch using the self-adhesive seal (see Figure 1).

Tyvek® Pouch with
STERRAD® Chemical

Indicator

CYCLESURE® 24 BI
Test vial

STERRAD® Instrument
Mats

Figure 1- CYCLESURE® 24 Bl inside a test vial and silicone mats placed in a Tyvek® Pouch with
STERRAD® Chemical Indicator for STERRAD IOONX® STANDARD and FLEX Cycles

103593-02

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



4. For the DUO cycle, follow step A4a to assemble the Test Packs.

a. Place one (1) CYCLESURE® 24 Bl inside a Test Vial. Make sure that the CYCLESURE 24 Bl Chemical

Indicator disc is positioned in the open end of the Test Vial. Tighten the test vial cap firmly.
(See Figure 2.)

CYCLESURE* 24 BI - Test Vial

Figure 2 - CYCLESURE® 24 Bl inside a test vial for STERRAD® IOONX® DUO Cycle

Repeat of steps A3 - A4 is necessary to prepare Test Packs to complete performance tests for a
STERRAD ®100NX® System (see Section B, Sterilization Runs). Since testing must be done in triplicate,
repeat these three (3) times for each of the STERRAD IOONX Cycles installed in the sterilizer.

Sterilization Runs

B-1: The following procedure applies only to the periodic testing for a STERRAD* IOONX® System using a
hospital-defined load .

1. Three (3) cycles for each of the STERRAD® IOONX® Cycles installed in the sterilizer demonstrating
sterilization must be run to complete performance testing of the sterilizer. If any adjustments are
made to the sterilizer prior to the completion of these consecutive cycles, the entire procedure shall
be repeated.

2. A positive control (unprocessed and activated CYCLESURE® 24 Bl) and a negative control
(unprocessed and unactivated CYCLESURE 24 BIl) are required. NOTE: If more than one cycle is run per
day, only one set of controls is required for that day.

Table 2: Number of CYCLESURE* 24 Bl's used in STERRAD® Systems for Performance Testing
STERRAD* IOONX® Sterilizer

FLEX Cycle DUO Cycle
STANDARD Cycle ) .

(Optional) (Optional)
# of CYCLESURE® 24 Bl's per cycle 4 4 4
# of Cycles 3 3 3
Positive Control* 1 1 1
Negative Control* 1 1 1
Total # of CYCLESURE® 24 Bl's 14 14 14

f - If the STANDARD cycles, FLEX cycles, and DUO cycles are run In the same day, only one set of positive ond negative
controls are needed.

Note: Each STERRAD'IOONX* Test Pack is assembled using one CYCLESURE* 24 BI.

Periodic testing in accordance with 1SO 14937 Section 9.4 Performance Qualification

103593-02
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3. Assemble the most challenging hospital load for each cycle type (i.e. STANDARD, FLEX, and DUO).
4. Place the Test Packs on top of the load near the rear of the sterilizer in each shelf.

a. Forthe STANDARD and FLEX cycles, place theTyvek® side of the pouch facing up. Secure each
end of the pouch to the load with a small piece of the STERRAD®SEALSURE* Chemical Indicator
Tape. (See Figure 3.)

b. For the Duo cycle, secure each Test Pack to the load with a small piece of the STERRAD®
SEALSURE® Chemical Indicator Tape. (See Figure 4.)

TOP SHELF
BACK OF THE FRONT OF THE
CHAMBER CHAMBER
BACK OF THE FRONT OF THE
CHAMBER CHAMBER

BOTTOM SHELF

Figure 3 - Placement of STERRAD* IOONX* Test Packs in STANDARD Cycle and FLEX Cycle

103593-02
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TOP SHELF

BACK OF THE FRONT OF THE

CHAMBER CHAMBER
FRONT OF THE
CHAMBER

Figure 4 - Placement of STERRAD* IOONX® Test Packs in DUO Cycle

5. Start the sterilization cycle.
6. At the end of the sterilization cycle, remove the load from the sterilizer.

7. For the STANDARD and FLEX cycles, peel open the pouch and remove the CYCLESURE* 24 Bl's from
each Test Pack. Check the CYCLESURE 24 Bl Chemical Indicator disc and the STERRAD® Chemical

Indicator on the pouch for a color change from red to golden yellow or bronze; see Section C,
Interpretation of Results.

8. Forthe DUO cycle, remove the CYCLESURE* 24 Bl's from each Test Vial. Check the CYCLESURE 24 BI
Chemical Indicator disc for a color change from red to golden yellow or bronze; see Section C,
Interpretation of Results.

9. For activation of Bl's, see Instructions for Use for CYCLESURE® 24 Biological Indicator.

10 Place activated Bl's in an incubator set at 55°- 60°C.

11. Record results after incubation time specified in the CYCLESURE® 24 BI Instructions for Use (IFU).
12. Refer to Table 2 for total number of CYCLESURE® 24 Bl's.

13. Repeat steps B4 - B12 to complete three sterilization cycles for each of the STERRAD® IOONX* Cycles
installed in the sterilizer.

B-lI: The frequent monitoring of a STERRAD* IOONX® DUO Cycle uses the DUO Cycle Test Pack
configuration.

1. Assemble the DUO Test Pack according to the assembly instructions provided in IV, DIRECTIONS FOR
USE, step A4da and Figure 2.

a. Label the unprocessed STERRAD® CYCLESURE® 24 Biological Indicator (Bl) vial with a marker,
writing load number and date.

2. Place the DUO Cycle Test Pack in the most challenging area for the sterilant to reach in a fully-loaded
chamber. This is typically on the shelf close to the rear of the sterilizer on top of the load (if two
shelves are used in your sterilizer, placement should be on the bottom shelf).

3. Secure the Test Pack to the load with a small piece of the STERRAD® SEALSURE® Chemical Indicator
Tape.

103593-02
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4. At the completion of the DUO Cycle, retrieve and activate the Bl according to steps B8 to BlI.

Follow the Instructions for Use for the STERRAD* CYCLESURE* 24 Biological Indicator (Bl) for all Bl
related information on the Biological Test, Use of Controls, Readout of Results, Interpretation of
Results, Storage of the Bl, and Other Considerations.

Interpretation of Results

1. The CYCLESURE™* 24 Bl Chemical Indicator disc changes color from red to golden yellow or bronze
when exposed to hydrogen peroxide during the cycle in the STERRAD™ Sterilizer.

2. The STERRAD* Chemical Indicator on the pouches changes color from red to yellow (or lighter) when
exposed to hydrogen peroxide during the cycle in the STERRAD Sterilizer.

3. After incubation per IFU, the results of the testing procedure shall be interpreted as follows:
a. The CYCLESURE* 24 Bl Negative Control shall not show any color change (media remains purple).

b. The CYCLESURE* 24 Bl Positive Control shall be yellow and/or exhibits turbidity (color change of

media from purple to yellow and/or exhibits turbidity). Absence of growth in the Positive Control
indicates an invalid test.

c. The absence of a color change in the processed CYCLESURE* 24 Bl vial (i.e. the media remains
purple) indicates that the sterilization conditions were achieved in the STERRAD* IOONX*
Sterilizer. Ifthe processed CYCLESURE 24 Bl changes color from purple to yellow (as in the
positive control vial), and/or exhibits turbidity, this indicates that conditions necessary to achieve
sterilization in the STERRAD Sterilizer have not been met.

4. Ifgrowth (color change of media from purple to yellow and/or exhibits turbidity) is observed in any of
the processed CYCLESURE™* 24 Bl's for a STERRAD* IOONX* Cycle (i.e. STANDARD, FLEX, or DUO), the
sterilizer shall not be used for processing of instruments in that particular cycle. An Investigation of

the root cause must be performed and corrective actions must be taken. Then, re-test the sterilizer.

5. Ifany adjustments are made to the sterilizer, the entire procedure, three (3) cycles for each of the
STERRAD* IOONX™* Cycles installed, shall be repeated.

6. Absence of growth (media remains purple) Inthe 12 processed CYCLESURE* 24 Bl's for a STERRAD*
IOONX™* Cycle (i.e. STANDARD, FLEX, or DUO) indicates that sterilization conditions were achieved in
the STERRAD IOONX Sterilizer for that particular cycle.

V. STORAGE OF STERRAD* IOONX* TEST PACK
A. Store at 2°C to 25°C (35°F to 77°F) under dry conditions.

B. Refer to the Instructions for Use for the CYCLESURE* 24 Biological Indicators and Tyvek* Pouch with

STERRAD *Chemical Indicator for further storage instructions.

C. After completing the performance testing, the Test Vials and the Instrument mats should be cleaned using
a mild detergent, rinsed thoroughly with water, and dried prior to reuse. Check the vial for signs of wear
and visible cracks prior to use, and replace with a new vial if necessary.

103593-02

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



IlapabU U L Utic:JIUUL.n.UCU N001FKbl rrw

<Jlorotun: ASP®>

BceM 3aMHTEpecoBaHHbIM MLAM:

HacToAwmM nMcbMOM 3afBMSeTCA, UYTO MpuiaraeMblil JOKYMEHT $BASeTCA TOYHOW Komnumein
OPUTMHANBHOTO AOKYMeHTa, MpefCTaB/IeHHOro OT UMeHU KOoMMaHun «AfsaHch CTepununseiiuH
MpopakTtc» (ASP).

OT UMEHU U Mo MOPYYEHUH0 KOMNaHUK
«ApBaHch CTepunuseiiwH MpogakTe»

<nojnucaHo> 2maa 2016T.
CHexa LLUnskymap Jarta
Cneynanuct oTgena HOpMaTUBHO-MPaBOBOroO

perynmpoBaHus

HoTapuyc unu Kakoe-nm6o Apyroe Q[OMXHOCTHOe
nnuo, oopmMAsioLyee fAaHHoe nucbMeHHoe
yAOCTOBepeHue, YAOCTOBEPSieT  WUCK/IOUYUTENbHO
NINYHOCTL  NULa, NOAMWUCABLUEro AOKYMEHT (K
KOTOPOMY MpuiaraeTcs HacTosliee yi0CTOBEpeHUe),
a He BEPHOCTb, TOYHOCTb W [AeliCTBUTENbHOCTb
camMoro flOKyMeHTa.

LW rat KanudopHusa
Okpyr OpuHaX

2 mas 2016 roga, Ko MHe, [Nabpuans XXaH-Mapwu JloraH, HoTapuycy, NM4HO siBunacb CHexa
LLinBkymap, KoTopas Ha OCHOBaHWW [0CTATOYHbIX [0Ka3aTeNbCTB MOATBEPAUNA MHeE, 4TO
MMEHHO OHa nojnucana faHHbld [OKYMEHT K 4YTO 3TO ObII0 CAenaHo el B npejenax eé
MONHOMOYHOM KOMMETEHLMMW, a TaKXKe YTO CBOeW MOAMNUCHLIO Ha [aHHOM [LOKYMEeHTe nuuo (1nu
KOMMNaHus, OT UMEHN KOTOPOI OHO AeiCTBYET) COBEPLUMIO HACTOAWMI [OKYMEHT.

Byayunm 0cCBeAOMNEHHBIM 06 Yros0BHOM OTBETCTBEHHOCTM 3a MNPeAOCTaBNeHWE 3aBeAOMO
NOXHbIX CBEAEHWUI B COOTBETCTBUM C 3aKOHOAATENLCTBOM WTaTa KanudopHus, s noaTBepxaato
TOUYHOCTb ¥ BEPHOCTb BblLLENPUBEAEHHOW UHDOPMALMN.

Y 40CTOBEPEHO MOEN NOAMNMUCLIO N 0hMLIMANBHOW NeYaTblo.

Mopgnuck: <nognucaHo>

< WTamn ¢ Kpyrnoi repboBoi NevarbHo:
«bonblwas neyarb wrata KanuhopHusa»
FABPN3/Tb XAH-MAPW NOTAH
NMnueH3na Ne 2105689
HoTtapuyc - wtat KanndgopHunsa
OKkpyr OpuHpgx
Cpok Moel nuueH3nun ncrekaet 4 anpens 2019 r>

AOBAHCAO CTEPUTTM3EVNWIH MPOJAKTC
MoapasgeneHne «3TUKOH VIHK.»
KOMMNaHUN «[I>KOHEOH & [I>KOHCOH>»

33 TekHonopxun ApaiiB ¢ VpBuH, KanudopHusa « 92618 « [TenedoH] 800.595.0200 ¢ [Pakc] 949.450.6855
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KOJA 20243
<Jlorotun «3An3cMun»>
Tect-naketr STERRAD®100 NX®
ana umknos STANDARD, FLEX n DUO

VIHCTPYKLUMM NO NPUMEHEHUIO

MponssoanTens:

«dpaBaHc CTepunnsenwH MpogakTe»
noapasgesieHne «3TUKOH, IHK.»

KOMNaHUN «IXXOHCOH 3H[ J>KOHCOH»

33 TexHonogpkun Apaiis, NpBuH, KanuhopHusa 92618
© «3TUKOH WNHK.», 2010 — 2012
[na nonyvyeHns TeXHUYECKON MHPopMaunm n/mnm nHpopmaumnmn, Kacarowernca 6e30nacHoOCTA 1
aheKTUBHOCTK, ObpawjainTech no TeneoHy 1-888-783-7723
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. MOKA3AHWA K MPUMEHEHWIO

Tect-naketr STERRAD®100NX® wucnonb3yetrcd ansa perynsapHoro kKoHtpona STERRAD 100NX
cTepunmsaunoHHblx uuknos (STANDARD, FLEX wn DUO) u Takxe wucnonib3yerca Ans
nepuogunyeckoro wucnbitaHud STERRAD 100NX cuctembl C MCNOMNb30BaHMEM  3arpysok,
onpegensembiX B 60/IbHALE.

1. KAXXAbIN TECT-MAKET STERRAD®100NX® COCTOUT L3
ynakoBKa roToBoi NpoayKLumm Buonorunueckuii NHAMKaTOp
STERRAD®CYCLESURE®24, kog 14324

4 . TecT nakoHsl STERRAD®NX®
1ynakoBKa roToBOl NpPoayKLum Tyyek® naketr Cc  XUMUYECKUM WHANKATOPOM
STERRAD® (200 mm x 400 mm: 8" x 16"); kog 12340

8 ynakoBok STERRAD® mart an1a yKnagkm UHCTPYMeHTOB (64 MM X
165 mm: 2,5" X6,5"); kog 99205

1. WHCTPYKLMMN NO NPUMEHEHUIO

. JONO/THNTE/IbHOE HEOBXOAMMOE OBEOPYAOBAHUE

A. TepmocTart, obecneunBaloWwmii NOCTOAHHOE NOALepXaHMe Temnepatypbl B npegenax 55°C- 60
°C.

B. 1ynakoBka STERRAD® 100NX® kaccet

C. 1lynakoBka STERRAD® SEALSURE® XxMMUUeCKMX MHANKATOPHLIX NeHT (kog 14202)

V. MHCTPYKUWW MO NMPUMEHEHWIO

A. Co6opka TecT-nakeTa STERRAD®100NH®

KAXIbIA COBPAHHbLIA TECT-MAKET STERRAD®100NX® COCTOUT W3
CNEAYHOUWNX KOMIMOHEHTOB (TAB/TNUA 1):

Tabnuua 1: KomnoHeHTbl TecT-nakeTa STER RAD®100NX®

LUnkn STANDARD Lnkn FLEX Liykn DUO (J0noNHUTENbHBbIN)
(BONONHUTENbHBbIN)

1 L. 6unonornyeckunin 1 L. 6uonornyeckuii 1 L. 6ronornyeckunii
nugnkatop CYCLESURE® 24 uHpnkatop CYCLESURE® 24 uHpaunkatop CYCLESURE® 24
(ccbinka 14324) (ccbinka 14324) (ccbinka 14324)

1 wr. STERRAD®NX® TecT- 1 wr. STERRAD®NX® Tect- 1 wr. STERRAD®NX® TecT-
(hnakoH (hnakoH (hnakoH

1 LT, Tyyek®nakeT cl LUT. Tyyek®nakeT c
XUMUNYECKUM NHANKATOPOM XUMWUYECKUM NHONKATOPOM
STERRAD® (200 mm x 400 STERRAD® (200 mm x 400
mM: 8" X 16"); ccbinka 12340 mmM: 8" X 16"); ccbinka 12340

4 wr. STERRAD® wmat ana 4 wr. STERRAD® wmat pnd
YKNaAKN UHCTPYMEHTOB (64 MM YKNafKu UHCTPYMEHTOB (64 MM
X 165 mm: 2,5"x6,5"); ccbinka X 165 mm: 2,5"x6,5"); ccbinka
99205 99205

Tyver aTo 3aperncTpmpoBaHHas TOoprosas Mapka KoMnaHuu «JtolMoH».
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1 Ana ucnbliTaHua cTepunausartopa ana kaxgoro STERRAD®100NX® uukna, yCTaHOBJ/IEHHOTO B
cTepunusatope, Heobxoammo Tpu (3) uukna. Eenn B ctepunusatope yctaHoBneHo Tpu STERRAD
100NX umkna (STANDARD, FLEX 1 DUO), scero notpebyetca fesatb (9) unMknos. [ns Kaxaoro
uvkna (ns nony4vyeHus nNOAPOGHOM WHGOpMauuK, O03HakKOMbTeCb C pasgenom B) 6ygyTt
NCNonb30BaThCA YeThbipe (4) TecT-nakera.

2. MpoHymepoBaTb 6uonornyeckne nHankatopsl STERRAD® CYCLESURE® 24 (BEVbl) HOMepom
uukna (nepsas uudpa), Homep obpasua CYCLESURE 24 BW (BTopas uudgpa). YKasatb S ans
umkna STANDARD, F gna unkna FLEX n D ana umkna DUO.

Mprmepsl:

# 1-1-F: (ykasbiBaeT uukn #1 n BU # 1 ana uukna FLEX)

# 3-2-S: (ykasbiBaeT unkn #3 n bW # 2 pna unkna STANDARD)

# 3-1-D: (yka3biBaeT umkn #3 n U # 1 ana ymkna DUQO)

3. Ana unkna STANDARD u yukna FLEX, cnegosatb ctaguam A3a-A3b ans c6opa TecT-nakeTos.
a. Momectutb opgnH (1) CYCLESURE® 24 BW BHYyTpb TecT-(nakoHa. Y6eamTbcs, 4TO
CYCLESURE® 24 BV XMWYeCKUA WHANKATOPHbLIA AWUCK PacrnofoXeH B OTKPbITOM KOHLEe TecT-
(bnakoHa. Kpenko 3aTAHYTb TECTOBYIO KPbILLKY.

b. MomecTnTb 4YeTbipe (4) STERRAD® marta gnd yKnafKu WHCTPYMEHTOB NNLOM APYr K Apyry
BHYTpPb NakeTa 13 matepuana Tyvek®. NToMecTUTb coOpaHHbIl TeCT-(P1aKOH BHYTPb TOrO XXe nakeTta
n3 matepmana Tyvek® mMexay matamum W Mpo3pavyHOl MNNEHKOW MakeTa. YKYyMNnopuTb NakerT,
NCMoMb3ysa CaMOKNELWYCcs NeHTy (emoTpuTe PUCYHOK 1).

Tyvek* Pouch with
STERRAD* Chemical
Indicator

OB R4
Test vial

STERRAD* Instrument
Mats

Tyvek® pouch with STERRAD® chemical Tyvek® nakerT ¢ XUMWYECKUM WHAWKATOPOM

indicator STERRAD®

Test vial TecT-(hiakoH

CYCLESURE® 24 BI CYCLESURE®24 B

STERRAD® Instrument Mats STERRAD® maTbl A4 YKNagKn MHCTPYMEHTOB

PucyHok 1 - CYCLESURE® 24 BW BHyTpM TecT-pslakoHa W CWUIMKOHOBbIE MaThl,
nomewleHHble B Tyvek® naket ¢ Xumumyeckum wuHaukatopom STERRAD® gna STERRAD
100NX® STANDARD u FLEX ynknos.
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4. Ons DUO uukna BbIMonHMUTe aTan Ada ana c6opa TecT-nakeTos.

a. Momectutb ognH (1) CYCLESURE® 24 BW BHyTpb TecT-plakoHa. Y6eautbcs, 4TO
CYCLESURE® 24 B/ XUMWYECKNIA MHAMKATOPHbIA AMCK PAcnofOXeH B OTKPbITOM KOHLIe TecT-
(hnakoHa. Kpenko 3aTAHYTb KPbILWKY TeCT-(D/1aKoHa.

(CmoTpuTe PUCYHOK 2).

CYCIESURE* 24 BL I, miest Vial
Test vial TecT-thnakoH
CYCLESURE® 24 BI CYCLESURE® 24 B

PucyHok 2 - CYCbEBNKE® 24 U BHYTpK TecT-nakeTta gna STERRAD®100NX®DUO uukna

5. [lna NoAroTtoBKW TECT-NakeToB NS 3aBepLUEeHNs MPOBEPKU 3KCNayaTaLMOHHbIX XapaKTepucTuk
8TEKKAO®100mX® cuctembl (cmoTpuTe pasgen B, cTepuivsauMoHHbIE LWK/bI) HEOO6XOAMMO
nosTopuTh atanbl A3 — A4. Tak Kak UCNbITaHUe LO/MKHO OblTb BbIMOSHEHO TPUXAbI, NOBTOPUTH
atn Tpn (3) pasza ana kaxaoro STEKKAB HObIX umkna, ycTaHOBNEHHOIO B CTEpUIN3aTope.

B. CTepunnsalnoHHbIE LUKNbI
B-1: Cne”™owaa MeToAMKA TMPUMEHAETCA TOMIbKO [ANA MEepuofnyeckoro KOHTPOA
8TEKKAB®100XX® cucTemMbl, UCMOJb3yA 3arpy3Ku, onpegesieHHble B 601bHULE.*
1 [na 3aBeplleHVs NPOBEPKU 3KCNAyaTaLMOHHbIX XapaKTEePUCTUK CTepUIM3aTopa LOSKHbI
nposoautca Tpu (3) uukna pgna kaxpgoro 8TEKKAB®100uX® uuMkna, YCTaHOBNEHHOrO B
cTepunm3aTope, Npon3BoAdLLeM cTepununsaumio. Ecnn B cTtepununsaTope nepep saseplueHrem 3Tux
TPEX MOCNeA0BaTeNbHbIX LWKNOB BbINOMHEHbI Kakue-nMbo HacTPOMKMW, cnefyeT NOBTOPUTHL BCHO
METOAMNKY.
2. Heob6xo4MMbl NONOXUTENbHbIA KOHTPONb (Heo6paboTaHHbI U akTMBMPOBaHHbIN CACEE8NKBE®
24 BW) n oTpuuatenbHbli KOHTPO/b (HeobpaboTaHHbI M akTMBMpOBaHHbIN CACEE8SMKE® 24
BN). MPUMEYAHWE: Ecnu 3a geHb NpoBoAAT 60/blue O4HOr0 LMKAa, B 3TOT AeHb HEOOXO4UM
TONbKO OAWH Habop KOHTPONeiA.

Tabnuua 2: Yncno CYCEE3MKE® 24 BUB, ncnonbdyembix B BTEKKAB® cucteme s

Lukn STANDARD Linkn FLEX Limkn DUO
(BOMONMHUTENBHBII) (AononHUTeNbHBIIA)
Yucno CYCLESURE® 24 BMB 4 4 4
Ha OfVH LK/

Yuncno umknos 3 3 3
MONOXUTENbHBINA KOHTPONb™ 1 1 1
OTpuuatenbHbIA KOHTPOMb™ 1 1 1

OO6LLee KONMYECTBO 14 14 14

CYCLESURE® 24 BEVB

- Ecnhm STANDARD umknbl, FLEX umkibl 1 DUO umkabl NPOBOAAT B TOT >Xe AeHb, HY>XHelli TOoNbKo Habop
NOMIOXKU T eNbHbIX N 0T PULATENbHbLIX KOHTPOJEN.

*

MpumeuaHne: kaxpas SIERRAD®IOONJ™ TecToOBas ynakoBKa YKOMMAEKTOBaHa C WCMNO/b30BaHMEM OfHOrO
CYCLESURETf" 24 bBI.

- [lepuoanyecknii KOHTpPONb B cooTBeTcTBMM C 180 14937 pasgen 9.4 Keanudukauus
aKcnyarauuu.
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3. Cobpatb Hambonee CNOXHYK OONbHUUHYHO 3arpy3ky ANA Kaxnoro tuna uukna (To ecTb, Ans
STANDARD, FLEX n DUO).

4. TToMeCTUTb TECT-NaKeTbl CBEPXY 3arpy3ku BO3/e 3afHEN YacTW CTePUIN3ATOPA Ha KaXAO0M MOJiKe.
a. Ana STANDARD wn FLEX uuknos, pasmecTuTb nakeT u3 matepuana Tyvek® nuueBoil CTOPOHOIA
BBEpX.  E[puvkpenuTb  KaxpAblii  KOHeL,  naketa K  3arpy3ke  HebGOMbLWUM  KYCKOM
STERRAD®SEALSURE® XMMWUYeCKOW MHANKATOPHON NEHThI (CMOTPUTE PUCYHOK 3).

b. And umkna DUO, NpuKpenuTb KaXKAyt TECTOBYHK YNakKOBKY K 3arpyske He6O0/bLINM KYCKOM
STERRAD®SEALSURE® XMMWUYeCKO MHANKATOPHOM NeHTbl (CMOTPUTE PUCYHOK 4).

BEPXHAA MOJIKA

TOP SHELF

BACK O f THE FRONT O f THE
CHAMBER CHAMBER

BACK O f THE FRONT O f THE
CHAMBER CHAMBER

HVWKHAA NMONTKA

Back of the chamber O60poTHasA CTOPOHA Kamepbl

Front ofthe chamber MepefHAsa CTOPOHA KaMepbl

PucyHok 3 — Pa3smeweHne STERRAD®10ONX®TecT-naKeTOB B STANDARD uunkne n FLEX
unkne
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BEPXHAA MNOIKA

TOP SHEIF

BACK OF THE FRONT OF THE
CHAMBER CHAMBER
FRONT OF THE
BACKOF THE CHAMBER
CHAMBER

BOTTOM SHELF

HV>XHAA MOJTIKA

Back of the chamber O60opoTHas CTOpOHa Kamepbl
Front of the chamber lMepeaHAs cTOpoHa Kamepsbl

PucyHok 4 — PasmelleHne STEKKAB®100XX®TtecT-naketos B DUO umKie

5. Hauatb umkn ctepunmnsaunu.

6. B KOHLe uMKna cTepununsaumnn, n3snedb 3arpysKky U3 ctepunmsaropa.

7. Ana STANDARD un FLEX uuknoB, OTKpbITb knanaH naketa u u3sneds CYCLESURE® 24 BUbl u3
Kakgoro Tect-naketa. Mposeputb CYCLESURE® 24 B XMMUYEeKNin MHAMKATOPHBIA AUCK 1 STERRAD®
XVMWYECKWIA MHAMKATOP Ha NakeTe Ha HaJmume M3MEHEeHUs LBeTa C KPacHOro Ha 30/10TUCTO-XKENTbIA nunn
6pOH30BbIN; cMOTpuTe pasgen C, VHTepnpeTauus pesynbTaTos.

8 [Ana DUO uwukna, wu3sneus CYCLESURE® 24 BWbl 13 Kaxporo TecT-hnakoHa. [1posepuTb
CYCLESURE® 24 B XMMWYeCKUIA MHAMKATOPHBIA AUCK Ha HaIM4YME M3MEHEHUS LIBETA C KPAacHOro Ha
30/10TUCTO-XXENTbIA UM BPOH30BLIN; cMoTpUTE pasaen C, VIHTepnpeTaums pesy/bTaToB.

9. Ana aktuBaumn BB, cmoTpute VIHCTpYKUMKM no npumeHeHuto and CYCLESURE® 24 61onormyeckoro
NHOMKaTOpA.

10. TMomecTTb akTMBUpOBaHHble BWbl B TepmocTar, 06ecrneymBatOLiMii  MOCTOSHHOE MOAAePXKaHMe
Temnepatypbl 55°C — 60°C.

11. 3anucatb pesy/bTaTbl Nocne BPeMeHU TePMOCTaTUPOBaHUSA, YKa3aHHOr0 B UHCTPYKLMAX MO MPUMEHEHWIO
CYCLESURE® 24 BEW.

12. Ansa nonyyeHns nHgopmaumm 06 obem yncne CYCLESURE® 24 bus o6paTuTeeb K Tabnuue 2.

13. lMoetoputb 3tanbl B4 — B12 pand 3aBeplueHns TPEX UMKIOB CTepuausaumm Ana  Kaxaoro
STERRAD® 100NX® LmK/a, yCTaHOB/IEHHOI0 B CTEPU/IM3ATOpE.

B-M: YacTbii MoHUTOpUHI STERRAD®100NX®DUO uunKnoB ncnosnb3yet KoHgpurypauuio DUO umkn
TecT-nakera.

1 Cobpate DUO TeCT-nakeT B COOTBETCTBUW C MHCTPYKLMAMM MO COOPKE, MpesCcTaB/IeHHbIMU B MyHKTE 1V
WHCTPYKUMW MO NMPUMEHEHWIO, atan Ada 1 pycyHOK 2.

a. MapkupoBaTb Heo6paboTaHHbIN (nakoH 6uonormnyeckoro nHankatopa STERRAD®CYCLESURE® 24
(BW) mapkepom, Hanucas HOMep 3arpy3ku 1 aary.

2. Momectutb DUO UMK TecT-nakeT B Hambonee TPYAHOLOCTYMHbIA AN CTepuIM3aTtopa Y4yacToK B
MOMTHOCTbLIO  3arpy>XeHHoM Kamepe. O6LIYHO 3TO MECTO HaxoguTCA Ha MO/MKe BO3/le 3afHeil vactu
cTepunm3aTopa CBepxy 3arpy3ku (ecnv B Ballem CTEpUIM3ATOpe WCMOMb3YHTCA fBe MOMKW, pasMeLleHune
[O/DKHO BbITb Ha HUXKHEW MOSKE).

3. CkpenuTb TecT-NakeT ¢ 3arpyskoil Hebomblwmm KyckoM STERRAD®SEALSURE® XMMUYECKOMN
VHAMKATOPHOM NEHTHI
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4. TMocne 3asepweHna DUO umkna, BOCCTAHOBUTL M aKTMBUpPOBaTh B B cooTBETCTBMY C 3Tanamu
B8 — B11l. CnegoBaTb MWHCTPYKLMAM N0 NPUMEHEHUIO Guonornyeckoro wuHamkatopa (BW)
STERRAD®CYCLESURE® 24, koTOpble KacatoTcs 6MOM0rMYecKoro MUCMbITaHWs B OTHOLLEHWUM Bcex BU,

CMO/b30BaHNS KOHTPONEN, CUMTbIBaHWS Pe3ynbTaToB, MHTEPMNPETALMMN Pe3yNbTaToB, XpaHeHus B n gpyrux
PEKOMEHALINIA

C. "HTepnpeTay”™ pesynbTaToB

1. CYCLESURE® 24 BW XMMW4YECKWUA WHANKATOPHbLIA AWUCK M3MEHSAeT LBET C KpacHOro Ha
3010TUCTO-XENTLIA UM BGPOH30BbINA MOA BO3AENCTBMEM MEpPOKCMAa BOAOPOAa BO Bpems LMKNa B
STERRAD® cTepunnsarope.

2. STERRAD® XUMWUYECKNA UHAMKATOP Ha MaKeTax M3MEHSIET LBET C KPaCHOro Ha XEnTblil (1w
CBET/Iee) Noj BO3A4eliCTBMEM MepoKcuaa BoLopoaa Bo Bpems unkna B STERRAD cTepunusaTope.

3. Mocne nHKy6aumm cornacHO MHCTPYKUMAM MO NMPUMEHEHWUIO, Pe3yNibTaTbl METOAUKN UCMbITAHNA
[O/IKHbI ObITb MHTEPMPETUPOBaHbI ClefyoLWnM 06pa3om:

a. CYCLESURE® 24 BW oTpuuatenbHblii KOHTPO/b HE [AO/MKEeH [AeMOHCTPUPOBATb HUKaKUX
N3MeHeHWU LBeTa (cpeda ocTaéTcs NMypnypHON).

b. CYCLESURE® 24 BW nNONOXWUTENbHbIA KOHTPOAb [O/MKEH OblTb KENTbIM  1/unu
LEMOHCTpMpoBaTb MYTHOCTb (M3MEHeHWe LBeTa cpefdbl C MNYPNYPHOro Ha KENTbIA WK
OEMOHCTPMPYET MYTHOCTb). OTCYTCTBME poOCTa B MOJIOXKMUTE/IbHOM KOHTPOJiIe YKa3blBaeT Ha
HeLelCTBUTENbHOE UCMbITaHKe.

c. OTcyTCTBME M3MEHEHUA LBeTa B o6paboTaHHOM (hnakoHe CYCLESURE 24 BW (To ecTb, cpefa
ocTaeTcqd NyprnypHON) ykasbiBaeT Ha To, 4T0 B STERRAD®!OONX® cTepunusatope 6biin
JOCTUTHYTbI YCnoBus ctepunmsaunn. Ecnm obpaboTaHHblli CYCLESURE® 24 BU usmeHseT uBeT €
NMypnypHOro Ha XEénTbliA (Kak B MONOXMUTEIbHOM KOHTPOJIbHOM (hf1aKOHE), U/Mnn LeMOHCTpUpyeT
MYTHOCTb, 3TO YKa3blBaeT Ha TO, YTO YC/NOBUSA, HEOOXOAMMble AN LOCTUMXKEHUSA CTepunM3aunn B
STERRAD cTepununsaTtope, He YA0B/IeTBOPEHbI.

4. Ecnn pocT (M3MEHeHMe LBeTa Cpefbl C MNYPNYPHOr0 Ha >KENTblIA W/MAM AEMOHCTPUpPYeT
MYTHOCTb) HabnogaeTca B lob6om obpabotaHHom CYCLESURE® 24 BU ansg STERRAD® 100NX®
umkna (to ecto, STANDARD, FLEX unun DUQ), cTepununsatop He AO/HKEH UCNOMb30BATLCA A4
06paboTKM MHCTPYMEHTOB MMEHHO 3TOM UWKfe. [ONXHO MPOBOAMTLCA MUCCNefoBaHWE OCHOBHOM
MPUUYUHBI U LO/MDKHbI NPeinpUHUMATLCA Mepbl MO0 YCTPAHEHMIO HeMcnpaBHOCTEN. 3aTeM, NPOBOAAT
NMOBTOPHOE MCMbITaHWe CTepuan3aropa.

5. Ecnu B cTepunm3atope BbINO/IHEHbl Kakne-1mb0o HacTpOKM, BCIO MeTOAMKY, Tpu (3) umkna gns
Kaxxgoro yctaHoBneHHoro STERRAD® 100NX® umnkna cnefyet nosTOPUTL.

6. OtcytctBne pocta (cpega ocTaétca nypnypHoid) B 12 CYCLESURE® 24 BW pans
STERRAD®! 0ONX® uwukna (to ectb, STANDARD, FLEX wunn DUO) ykasbiBaeT Ha TO, 4TO
ycnosus crepunusaumm 6biiv gocturHytel B STERRAD 100NX cTepunmsatope A5 Kaxoro
KOHKPETHOro LuKna.

V. XPAHEHWE STERRAD®100NX® TECT-MAKETA

A. Xpauutb npun Temnepatype 2°C — 25°C (35°E - 77°E) B cyxom MecTe.

B. O6patutecb K WHCTPYKUMAM MO NPUMEHEHUIO A1 6UONOTMYEecKUX  WMHAUKATOPOB
CYCLESURE® 24 n Tyyek® nakeTa ¢ XMMUYeCKUM MHAUKaTopoM STERRAD® ans ganbHeiwero
03HAKOMJ/IEHUSA C UHCTPYKLMAMU XPAHEHWS.

C. Mocne 3aBeplUeHNs UCMbITAHMA 3KCNyaTauMOHHbIX XapaKTePUCTUK, TeCT-(PIaKOHbI U MaTbl A4
YKNAAKN MHCTPYMEHTOB AO/DKHbI 6bITh OYULLEHBI C UCMOMNb30BAHNEM MATKOro MOKLLEro CpeacTsa,
TWAaTeNbHO MPOMbITbl BOLOW W BbICYLIEHbl Mepes WUCNONb3oBaHWeM. [lepes MCNONb30BaHMEM
(hnakoH NpoBepstoT Ha Haln4ymMe U3HOCa U BUAUMBIX TPELUH, 1, Npu He06XO0AMMOCTU, 3aMEHAT
HOBbIM (P/1aKOHOM.
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Mepesena Koctpukosa Bepa CepreeBHa

Poccuiickas ®epepauuns, ropos MockKBa, BTOPOe WIOHA [Be TbICAYM LUECTHAALATOrO
roga.
«
A, OQopmugoHtoBa Jlto6oBb HOpbeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOAMMHHOCTb MOAMNUCK, CAeNaHHOW nepeBog4Ynkom KocTpukoBoit Bepoli CepreeBHOW, B MOeM
NPUCYTCTBUN. JTNUHOCTL ee YCTaHOB/EHA.

3apermcTpupoBaHo B peectpe 3a Ne A’
B3bickaHo no Tapugy: 100 py6. 00 koneek
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lopog MockBa.

BTopoe

9, LopmugonTosa Nio6osb KOpbesHa, HoTan POA|1nock8el!'
370/ KONMM C NOAMMHHMKOM [OKYMEHTa, B nocneidnonyucrok,
C10B I MHbIX HEOTOBOPEHHIX UCNPABAEHMiA N KakATTL
MHolo, nuuy, 06paTuBLLEmMycs 3a COBEPLIEHUEM HOTApUANLHOTO eHCTBHA, PasbaCHEHO,
Y70 NpU CBUAGTENLCTBOBAHMI BEPHOCTU KOMUW AOKYMEHTA He MOATBEPXAALTCA 3aKOHHOCTb
COAEPXAHUA JOKYMEHTA U COOTBETCTBYE M3NOKEHHbIX ye N akTOB NN AUTENbHOCTH.
3aperucTpupoBaHo B peectpe 3a No_
B3bickaHO rocrowwnHel (no Tapudy).
Hotapuyc
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[Konu4

To whom it may concern:

This letter serves to declare that the attached document is atme copy of the original document
produced for ASP.

For and on behalfof ASP

Sneh™hivkumar Date
Regulatory Affairs Intern

A notary public or other officer completing
thi.s certificate verifies only the identity of
the individual who signed the document to
which this certificate is attached, and not the
iruihfulness, accuracy, or validity of that
document.

Stale of California
County of Orange

On MOUj 2-i‘Lclb before me, Q /kipn-ellp. 1m persOTally appeared
Sneha ShTvkumar, who proved to) me on the basis o f satisfactory evidence to be the persaiifiwhase name is subscribed to the
within instrument and acknowledged to me that she executed the same in her authorized capacity, and that by her signature
on the instrument the person, or the entity upon behalfofwhich the person acted, executed the instrument.

| certify under Penally of Perjury under the laws of the Stale of California that the foregoing paragraph is true and correct.

Witness my hand and official seal.

GAMIELLE rEWmE MARIE
CommUIIOT » 2105689 |
Noliry Public «CiWotnii |
y Orange County |

Signature
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. INDICATIONS FOR USE:
A. The STERRAD® 100NX™ EXPRESS Test Pack is used for routine monitoring of the
STERRAD 100NX EXPRESS Sterilization cycle and is also used for the periodic testing of a
STERRAD 100NX System using the hospital-defined loads in the EXPRESS cycle.

Il. EACH STERRAD® 100NX™ EXPRESS TEST PACK CONSISTS OF:

1 shelf pack CYCLESURE® 24 Biological Indicator, REF 14324

1 shelf pack Tyvek® Pouch with STERRAD® Chemical Indicator (75 mm x 200 mm: 3"
x8"); REF 12320

1 each Instructions for Use

1. ADDITIONAL EQUIPMENT NEEDED
A. Incubator with 55°C to 60°C temperature control
B. 1case of STERRAD® 100NX™ Cassettes
C. 1case of STERRAD® SEALSURE® Chemical Indicator Tape (REF 14202)

IV. DIRECTIONS FOR USE:

A. Assembly of STERRAD® 100NX" EXPRESS Test Pack:

EACH ASSEMBLED STERRAD® 100NX™ EXPRESS TEST PACK CONSISTS OF:

1 each CYCLESURE® 24 Biological Indicator (REF 14324)
1 each Tyvek® Pouch with STERRAD® Chemical Indicator (75 mm x 200 mm: 3" x 8");
REF 12320

1. Atotal of three (3) STERRAD® 100NX™ EXPRESS Cycles are required for testing of a
sterilizer. Two (2) Test Packs will be used per cycle (see section B for more details).
2. Numberthe CYCLESURE® 24 Biological Indicators (Bl's) with the cycle number (first digit), the
CYCLESURE® 24 Bl sample number (second digit).
Examples:
# 1-1-E: (indicates cycle # 1 and Bl # 1 for the EXPRESS Cycle)
# 3-2-E: (indicates cycle # 3 and Bl # 2 for the EXPRESS Cycle)
3. Place one CYCLESURE® 24 Bl inside a Tyvek® Pouch with STERRAD® Chemical Indicator.
Seal the pouch using the self-adhesive seal.
4. Repeat of step A3 is necessary to prepare Test Packs to complete performance tests for a
STERRAD® 100NX System EXPRESS cycle (see section B; Sterilization Runs). Since testing
must be done in triplicate, repeat three (3) times.

Tyvek®is a DuPont registered trademark

WARNING; This is a controlled proprietary and confidential document. Verify revision is current prior to use.
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B. sterilization Runs:

The following procedure applies only to the periodic testing fora STERRAD 100NX System using
the hospital-defined loads in the EXPRESS cycle*.

1. Three (3) consecutive STERRAD® 100NX Sterilizer EXPRESS Cycles demonstrating
sterilization must be run to complete a performance testing of the Sterilizer for the EXPRESS
cycle. If any adjustments are made to the Sterilizer prior to the completion of three (3)
consecutive cycles, the entire procedure (3 cycles) shall be repeated.

2. A positive control (unprocessed and activated CYCLESURE® 24 BI) and a negative control
(unprocessed and inactivated CYCLESURE 24 BI) are required. NOTE: If more than one
cycle is run per day, only one set of controls is required for that day.

Table 1: Number of CYCLESURE® 24 BI’s Used in STERRAD® Systems for Performance

Testing.
STERRAD® 100NX™ Sterilizer
EXPRESS Cycle
# of CYCLESURE® 24 Bl’s per 2
cycle
# of cycles

Positive Control
Negative Control

Total # of CYCLESURE® 24 Bl’s

0 B B W

t: If the EXPRESS Cycles are run in the same day, only one set of positive and negative controls are
needed.

Note: Each STERRAD 100NX EXPRESS Test Pack is assembled using one CYCLESURE” 24 BI

3. Assemble the most challenging hospital load.
4. Place the Test Packs on top of the load near the rear of the sterilizer, with the Tyvek® side of
the pouch facing up. Secure each end of the pouch to the load with a small piece of

STERRAD® SEALSURE® Chemical Indicator Tape (See Figure 1) and place the load on the
bottom shelf of the sterilizer.

Periodic testing in accordance with ISO 14937 Section 9.4 Performance Qualification

WARNING: This is a controlled proprietary and confidentiai document. Verify revision is current prior to use.
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BACK OF THE FRONT OF THE
CHAMBER CHAMBER

BOTTOM SHELF

Figure 1 - Placement of STERRAD® 100NX™ EXPRESS Test Packs in the STERRADI100NX Sterilizer

5. Start the sterilization cycle.
At the end of the sterilization cycle, remove the load from the Sterilizer.

7. Peel open the pouch and remove the CYCLESURE® 24 Bl's from each test pack. Check the
CYCLESURE® 24 Bl Chemical Indicator Disc and the STERRAD® Chemical Indicator on the

pouch for a color change from red to golden yellow or bronze; see Interpretation of Results,
Section C.

8. For activation of BI's, see Instructions for Use for CYCLESURE® 24 Biological Indicator.

Place activated BI's in an incubator set at 55°- 60°C. Refer to Table 1 for total number of
CYCLESURE® 24 Bl's.

10. Record results after 24 hours and in accordance with the Instructions for Use for
CYCLESURE® 24 Biological Indicator.

11. Repeat steps B4 - BIO to complete three (3) EXPRESS sterilization cycles.

C. Interpretation of Results:

1. The CYCLESURE® 24 BI Chemical Indicator disc changes color from red to golden yellow or
bronze when exposed to hydrogen peroxide during the cycle in the STERRAD® Sterilizer.

2. The STERRAD® Chemical Indicator on the pouches changes color from red to yellow/gold
when exposed to hydrogen peroxide during the cycle in the STERRAD® Sterilizer.

3. After a minimum 24 hours of incubation, and in accordance with the Instructions for Use for
CYCLESURE® 24 Biological Indicator, the results of the testing procedure shall be interpreted
as follows:

a. The CYCLESURE® 24 Bl Negative Control shall not show any color change (media
remains purple).

WARNING: This is a controlled proprietary and confidential document. Verify revision is current prior to use.
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b. The CYCLESURE® 24 Bl Positive Control shall be yellow and/or exhibits turbidity (color
change of media from purple to yellow and/or exhibits turbidity). Absence of growth in the
Positive Control indicates an invalid test.

¢. The absence of a color change in the processed STERRAD® CYCLESURE® 24 Bl vial (i.e.
the media remains purple) indicates that the sterilization conditions were achieved in the
STERRAD 100NX Sterilizer. If the processed STERRAD® CYCLESURE® 24 BI changes
color from purple to yellow (as in the positive control vial), and/or exhibits turbidity, this
indicates that conditions necessary to achieve sterilization in the STERRAD Sterilizer have
not been met.

If growth (color change of media from purple to yellow and/or exhibits turbidity) is observed in

any of the six (6) processed CYCLESURE® 24 Bl's, the Sterilizer shall not be used for

processing of instruments in the EXPRESS cycle. An investigation of the root cause must be
performed and corrective actions must be taken. Then, re-test the Sterilizer.

If any adjustments are made to the Sterilizer, the entire procedure (3 cycles) shall be

repeated.

Absence of growth (media remains purple) in the six (6) processed CYCLESURE® 24 BI’s for

EXPRESS cycle indicates that sterilization conditions were achieved inthe STERRAD 100NX

Sterilizer for EXPRESS cycle.

V. STORAGE OF STERRAD® 100NX™ EXPRESS TEST PACK:

A. Store at 2°C to 25°C (35°F to 77°F) under dry conditions.
B. Refer to the Instructions for Use for the CYCLESURE® 24 Biological Indicators and Tyvek Pouch
with STERRAD® Chemical Indicator for further storage instructions.

WARNING: This is a controlled proprietary and confidentiai document. Verify revision is current prior to use.
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<Jlorotun: ASP >

Bcem 3aMHTEpeCcCOBaHHbIM NNLAM:

HacToAwWw WM nNuCbMOM 3asaBNSI€TCA, YTO MNpuiaraemblii JOKYMEHT SBNAETCA TOUYHOU Konueii
OPUTMHANBHOTO JOKYMEHTa, NPeACTaBAEHHOTO OT UMEeHN KomnaHuu «ApBaHch CTepunuseiiwH
Mpopaktc» (ASP).

OT MUMEHW N NO NOPYYEHU KOMNAHUM
«ApBaHca CTepunuseiwH Mpogakte»

<nognucaHo> 2 mMas 2016 r.
CHexa Wwuskymap faTa
CneyunanucT oThena HOpMaTUBHO-NPABOBOTO

perynuposaHus

HoTapuyc wWnu Kakoe-nM6o Apyroe AOMXKHOCTHOE
nmuo, ohopmAastouee faHHoe NUCbMeHHOE
YAOCTOBEPEHME, YyAOCTOBEPSAET  MCKAKOUYUTENbHO
NWYHOCTL  fNMua, noanucasliero AOKYMeHT (K
KOTOPOMY MpunaraeTcs HacTosilee y4oCTOBEpPEHUE),
a He BEepHOCTb, TOYHOCTb U [AelCTBUTENbHOCTb
camoro JoKyMeHTa.

Wrat KanuopHus
Okpyr OpuHax

2 man 2016 roga, KO MHE, ra6pusns X an-Mayu florau, HoT apuycy, JIMYHO siBUnacb CHexa
Wwnekymap, KoTOopasd Ha OCHOBAHWM AOCTATOYHbLIX [0Ka3aTeNbCTB MNOATBEpAMIa MHe, uTo
WMEeHHO OHa noAnucana ,anHbIVI OOKYMEHT M 4YTO 3T0 6bino clienaHo et B npegenax eé
MOMTHOMOYHO A KOMneTeHUunn, a Takxe 410 CBOEA noanncb Ha fAHHOM OOKYMEHTEe NULuo (VII'II/I
KoMnaHua, oT UMEeHMU KOTOpOVI OHO AeﬁCTByeT) cosepwnno HaCTOHU.I,MVI OOKYMEHT.

ByAyun OCBEeLOMNEHHbIM 06 YroNOBHOW OTBETCTBEHHOCTM 3a NpPejoCTaBfNeHUe 3aBeAoOMO
NOXHbIX CBEJEHNIA B COOTBETCTBUN C 3aKOHOAATENbCTBOM WTaTa KanngopHus, s noaTBEpXAato
TOYHOCTb 1 BEPHOCTb BblWeNpuBeAEHHON MHOpMaL N,

YA0CTOBEPEHO MOEW NOANNUCHID U OPULMANLHON NevaTbH.

Mognuck: <nognucaHo>

< WWTamn ¢ Kpyrnoii rep6oBoii neyarbto:
«bonblas neyaTb WraTa KanndopHus»
FABPN3Nb XXAH-MAPW NOTAH
NMnueH3na Ne 2105689
HoTapuyc - wrtat KanudopHunsa
Okpyr OpuHpax
CpoK mMoel nuueH3nun ncrtekaet 4 anpensa 2019 r>

AOBAHCA CTEPUNUBENLIH NPOAAKTC
MoppasfeneHvie «3TUKOH UHK.»
KOMMaHMN «KOHCOH & JIKOHCOH»

33 TekHonoAxw Apalie <« NpBuH, KanudpopHusa « 92618 « [TenedoH] 800.595.0200 « [dakc] 949.450.6855
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<Jlorotun «3dn3cMu»>
STEKKAO®100 NX™ EXPKES8 TecT-nakeTt

KO/ 20123

MWHCTPYKUUN NO NPUMEHEHUIO

«39paBaHc CTepunusenwH MpoaakTc»
nogpasgesieHne «3TUKOH, VHK.»
KOMNaHUn «[>XOHCOH 3HJ, [I>KOHCOH»
33 TexHonoaxwn Apaiie, WpeuH, KanudopHus 92618 - 9824
© «3TUKOH UNHK.», 2009

102316-01

MPEAYMPEXAEHWME: 3T0 KOHTPONUPYeMbIA W KOH(WAeHUMANbHbIA [OKYMEHT, KOTOpbIA ABASeTCA

COACTRAHHNCTLIN KNMAOAHKMK enen nennab30BaHNEM NMPOBEPLTE AEACTBYHOLLYIO BEPCUIO.
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. MOKA3AHNA K MTPMUMEHEHWIO

A. STERRAD®100 NX™ EXPRESS TecT-naket WCNONb3yeTca [ANA PerynsipHoro KOHTPONA
STERRAD 100NX EXPRESS cTepunn3auuMoOHHOIO LUWKNA W Takxe UCNONb3yetcd AN4
nepuogmyeckoro wucnoitaHns STERRAD 100NX cuctembl € uCNofib30BaHMEeM 3arpys3ok B
EXPRESS uukne, onpegensiemblx B 60nbHULE.

H KAX /bl STERRAD®100 NX™ EXPRESS TECT-MAKET COCTOUT WU3:

ynakoBka rotoBoi npogykuuu Buonorunuecknit mHgnkatop CYCLESURE 24, «kopg
14324
lynakoBka roTOBOW MPOAYKLNM Tyyek® naker C  XUMUYECKUM WHLVKATOPOM

STERRAD® (75 mm x 200 mm: 3" x 8"); kog 12320

1uwr. WHCTpyKLWM NO NPUMEHEHUNIO

. AOMOJIHUWTE/IbBHOE HEOEXOAMMOE OBEOPYJOBAHWE

A. TepmocTaT, o6ecneynBatoluii NOCTOSSHHOE NOAAepXaHue TemnepaTypbl B npegenax 55°C- 60°C
B. 1ynakoska STERRAD'® 100NX™ kaccer

C. lynakoBka STERRAD™*'SEALSURE® xuMunyecknx MHAUKATOPHbLIX NEeHT (kog 14202)

IV. YKA3AHWA MO MPUMEHEHWMIO:
A. C6opka STERRAD®100NX™ EXPRESS TecT-nakeTa:

KAXAbIN COBPAHHbLIA STERRAD®100 NX™ EXPRESS TECT-MAKET COCTOUT

n3:
1wr. Buonorunuecknit nngukatop CYCLESURE® 24 (ccbhinka 14324)
luwr. Tyvek® naketT ¢ xumuyeckum wuHpukatopom STERRAD® (75 MM X

200 mm: 3" X 8"); kog 12320

1. Ona ncnbiTaHua cTepunusatopa Heob6bxoaumo Bcero Tpu (3) STERRAD®100 NX™ EXPRESS
umkna. B opgHom uukne O6yaeT Mcnonb3oBaHO ABa (2) TecT-maketa (gnA  NONy4YeHusd
JONONHUTENbHO NHpOPMAaLUK CMOTPUTe pasgen B).

2. MpoHymepoBaTb 6uonornyeckme wuHgukatopbl (BWbl) CYCLESURE 24 HomepoMm Luwnkna
(nepsoe yucno), Homepom obpasya CYCLESURE® 24 B (BTOpO€ 4ncno).

Mpumepsl:

# 1-1-E: (ykasbiBaeT unkn #1 n bW #1 gna EXPRESS uukna)

# 3-2-E: (ykasbiBaeT uukn #3 n bW #2 pna EXPRESS uukna)

3. MomecTnTb 0aguH CYCLESURE® 24 BW BHYyTpb Tyvek® nakeTa ¢ XMUMWYECKMM WHLMKATOPOM
STERRAD®. 3akpblTb NakeT, UCMOb3YyA CAMOK/IEIOLL YIOCA NEHTY.

4. lna nOATOTOBKN TeCT-NakeTOB AN 3aBEPWEHNA UCNbITAHWA 3KCNTyaTaLMOHHbIX XapakTepucTuk
STERRAD®100 NX™ EXPRESS uyukna (cmoTpute pasgen B; uuknbl ctepunmsannn) Heob6xoaumo
noBTOopuThL 3Tan A3. Tak Kak ucnbiTaHWe JONMXKHO NPOBOAUTLCA TPUXAbLI, NOBTOPUTL ero Tpn (3)
pasa.

Tyvek® - 370 3aperncTpupoBaHHas Topropasi mapka kKomnaHuu « o MoH».

MPEAYMPEXAEHWE: 3T0 KOHTPONMPYEMbIA W KOH(MAEHUNANbHbLIA AOKYMEHT, KOTOpbI/A ABAsETCA

rAAPTROLLNATLIN nMAauiaia Manan IAf‘l'IﬁnbsoBaHVleM I'I OBe bTe el‘;lCTB I.O K) Be CV”.O.
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU POBEPETE A i P



B. LLnknbl cTepunnsaunu:
Ana nepuogmnyeckoro KoHTpond STERRAD 100NX cwuctemMbl C MCNONb30BaHWEM 3arpysok,
onpefeneHHbix B 60nbHULEe B EXPRESS Uukne npumeHsieTcd TONbKO cneaylolias metoguka.

1. Ana 3aBeplweHns NPOBEPKM 3KCNyaTalWOHHbIX XapakTepuctuk crepunusartopa gna EXPRESS
uukna JomxHbl nposogutca Tpu (3) nocneposatenbHblx EXPRESS uyukna STERRAD®100 N X
cTepunusartopa, NpoBOAALWEro crepunusauunio. Ecnm B cTepunusartope nepej 3aBeplieHUEM 3TUX
Tpéx (3) nocnepoBaTeNibHbIX LWKAOB 6blIM  BbINOMHEHbl Kakue-nubo HacTpolku, cnegyer
NOBTOPUTb BCIO MeTOoAMUKY (3 ynkna).

2. Heo6xo4MMbl MONOXUTENbHbIA KOHTPONb (Heob6paboTaHHbIN 1 akTUBUpPOBaHHbIH CYCLESURE
24 BW) u oTpuuaTenbHbll KOHTpONb (Heo6paboTaHHbli U akTuBupoBaHHbll CYCLESURE® 24
BW). TPUMEYAHWE: Ecnn 3a feHb NPoBOASAT 60Nblie OQHOTO uukna, B 3TOT AEHb HEO6X0OAUM
TOMbKO OWH HABOP KOHTPONeil.

Ta6bnuua 1. Yucno CYCLESURE® 24 BWB, mncnonb3dyemblx B STERRAD® cucteme ans

STERRAD®100 NX™ cTepununsartop
EXPRESS uyukn

Konnyectso 6B CYCLESURE® 24 Ha oguH 2
LuKn

Konnyectso UMKNOB
MoNoXNTeNbHbIA KOHTPONb™
OTpuuaTenbHbI KOHTPO/b*

Oo6buee yncno bMB CYCLESURE® 24
a Ecnm EXPRESS UMKNbl NPOBOAAT B TOT >KE AeHb, HE06X0AMM TOMbKO OAWH HAbop MONOXKUTENbHLIX Y

0TpULATENbHLIX KOHTPO/EH.
MpumeyaHune: Kaxkablii STERRAD 100 NX EXPRESS TecT-nakeT ykomniekTosaH ogHum CYCLESURE™

24 BI.

@ = W

3. CobpaTtb Hanbonee CNOXHY 60NbHUYHYK 3arpysky.

4, TlomecTUTb TecT-nakeTbl CBePXy 3arpy3ks BO3/7e 3afHeil yacTn cTepunnsaTtopa, NnULeEBON
CTOPOHOW nakeTa W3 matepuana Tyvek® BBepx. MpuKkpenuTb KaxXAbl KOHel naketa K 3arpyske
Heb6onbwum kyckom STERRAD®SEALSURE® XumMuyeckoin WHAMKATOPHOM nNeHTbl (CMOTpuUTe
PUCYHOK 1) M NOMECTNUTb 3arpy3ky Ha HWXHI0 0 NOAKY cTepunnsartopa.

'Mepnogunyecknii KOHTponb B cooTBeTcTBUM ¢ 160 14937 pasgen 9.4 Keanudukayus akcnayatayuu

MPEAYMPEXAEHWE: 3T0 KOHTpPONUpPYeMbIAi W KOH(MAEHUMANbHbIA [JOKYMEHT, KOTOPbIA SABASETCS

COACTRAHHNCTLIN KNMNAHKUIK enen Menoib30BaHMEM MPOBEPbLTE AEACTBYIOLLYIO BEPCULO.
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BACK OF THE FRONT OF THE
CHAMBER CHAMBER

BOTTOM SHELF
HV>XHAA MOJTKA

Back ofthe chamber O60poTHAA CTOPOHA KaMepbl

Front o fthe chamber MepelHAs CTOPOHA Kamepbl

PucyHok 1 — Pa3smeueHne SXERRAD®100NX™TecT-naKeTOB B STERRAD IOONX
cTepunmsaTope

5. 3anyctnTb LKUKN CTEpUM3aLmm.

6. B KOHLe unkna cTepunusalnmm u3sneyb 3arpys3ky u3 crepuamsaropa.

7. OTKpbITb KknanaH naketra u u3enedb CYCLESURE® 24 BWbl 43 Kaxjoro TecT-nakera.
Mpoeeputb CYCLESURE® 24 BU XxuMnuyeckui WHAMKATOPHLIA ANCK U XUMMUUYECKWA WHAUKATOP
STERRAD ® Ha nakeTe Ha npegMeT M3MEHEHUS LBeTa C KPACHOro Ha 30/10TUCTO-XENTbIA MK
OpOH30BLINi; cMOTpUTE pasgen VHTepnpeTtauusa pesynbtatos, pasgen C.

8. Ona aktmBauuum BWB 03HaKOMbTECb WHCTPYKLWMM N0 MNPUMEHeHW ANA 6MONOTMYeckoro
nugukatopa CYCLESURE® 24.

9. MomMecTMTb akTMBWPOBAHHbIe BUbI B TepmocTaT, obecneynBa Wil NOCTOSHHOE NOAfepXaHue
Temnepatypbl 55°C — 60°C. [na nonyyeHus nHopmauynm o6 obwem yncne CYCLESURE® 24
bue o6paTtutech Kk Tabnuue 1.

10. 3anucatb pe3ynbTaTthl Yyepes 24 yaca U B COOTBETCTBUM C MHCTPYKLUAMMW MO NPUMEHEHUID A
6unonornyeckoro nHankatopa CYCLESURE 24,

11. NosTopuTb 3Tansl B4 — B10 ans 3aBepweHus Tpéx (3) EXPRESS unknos ctepunusayum.

C. MuTepnpeTaynn pesynbrTaToB:

1. CYCLESURE® 24 BW XuMnuyeckuini MHAWKATOPHbIA AUCK W3MEHSET LUBET C KpacHOro Ha
30/10TUCTO-XENTbIH MNu 6POH30BLIA NOA BO3fLeCTBMEM Nepokcuga BOAOPOAa BO BpeMsa Lukia B
BTEEBAB® ct*unnsartope.

2. BTEEKAO® xumuyeckul WHAMKATOP HA nNaketax WU3MEHAeT LUBET C KpPacHOro Ha
XEnNTblii/30N10TUCTLIA Noj BO34eiCcTBMEM Nepokcupga Boaopoaa Bo Bpems uukna B BTEEKAM®
cTepunusartope.

3. Mocne MHKy6aLnMnM Kak MUHUMYM B TeueHue 24 4acoB M COTNACHO UHCTPYKLUAM NO NPUMEHEHUIO
ans 6uonornyeckoro uHamkatopa CYCLESURE® 24, pesynbTaThl METOAUKN UCObITAHUA LO/IKHbI
OblTb MHTEPNPETUPOBAHbI CNEAYLW UM 0Opa3oM:

a. CYCLESURE® 24 BW oTpuuaTeNnbHbli KOHTPONMb HE [JOMXKEH LEMOHCTPUPOBATb HUKAKUX
M3MeHeHUA uBeTa (cpefa ocTaéTcs NypnypHOiA).

MNPEAYMPEXOEHWE; 3T0 KOHTPONMPYEMbIA W KOH(MAEHUWANbHbLIA AOKYMEHT, KOTOPbIi ABNsSeTCA
CO6CTBEHHOCTLIO KOMMaHun. Mepes UCnosib30BaHNeEM MPOBEPbLTE AENCTBYIOLLYIO BEPCUIO.
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b. CYCLESURE® 24 BW nONOXWUTENbHbIA KOHTPOMb AO/MKEH ObiTb XENTHIM W/MAWM JEMOHCTPUPOBATb
MYTHOCTb (M3MEHEHWe LBeTa cpedbl C MNYpPNypPHOro Ha XENTbIA W/MAM [EMOHCTPUPYET MYTHOCTb).
OTCyTCTBME POCTA B MOIOXMTENLHOM KOHTPOJE YKa3blBaeT Ha HefeiiCTBUTE/IbHOE UCTbITaHNe.

c. OTcyTCcTBME M3MEHEHUS LBeTa B obpaboTaHHOoM thnakoHe STERRAD®CYCLESURE® 24 BIW (10 ecTb,
cpefa octaeTca NypnypHoii) ykasbiBaeT Ha 70, YyT0 B STERRAD 100N X ctepunusatope 6binn 4OCTUTHYTHI
ycnosua ctepunusauun. Ecnu obpaboTaHHbli STERRAD® CYCLESURE® 24 BW wn3meHseT LUBeT ¢
NYypnypHOTO Ha XENTblii (kak B NONOXMUTENILHOM KOHTPOALHOM (DfiakoHE), U/MNu SeMOHCTPUPYET MYTHOCT,
370 YyKa3blBaeT Ha TO, 4YTO YCNOBWUA, HeobXoAumble [An8 AOCTUXeHWUs cTepunusaumn B STERRAD
CTEpPUNM3aTOpe, He YL0B/IeTBOPEHbI.

4. Ecnnm pocT (M3MeHeHMe LUBeTa cpedbl C NYypnypHOro Ha XENTbld W/MAM LEMOHCTPUPYET MYTHOCTb)
Habnopaetca B n6om u3 wectn (6) obpabotaHHbix CYCLESURE® 24 BWB, cTepunn3atop He [LOXEH
ncnonb3oBatbes Ans 06paboTky MHCTpyMeHTOB B EXPRESS umkne. JOMXHO NPOBOAWUTLCA WUCCNeAOBaHue
OCHOBHOW NMPUYUHBI U LOMKHBLI NPEANPUHAMATLCSH MEpbI MO YCTPAHEHUI0 HeucnpaBHOCTEl. 3aTeM, NPoBOAAT
NOBTOPHOE UCMbITaAHUE CTepunnsaTopa.

5. Ecnn B cTepunu3atope BbIMOMHEHbI Kakue-nMbo HacTpoiiku, crefyeT NOBTOPUTL BCIO METOAUKY (3
uukna).

6. OTcyTcTBME pocTa (cpefa ocTaértca nypnypHoit) B wectu (6) obpaboraHHbix CYCLESURE® 24
Blax pna EXPRESS uukna ykasbiBaeT Ha 10, 4T0 B STERRAD 100NX ctepunusatope gnd EXPRESS
Lukna 6blnu JOCTUTHYTHI YCI0BUA CTepUIM3aLuu.

V. XPAHEHVE STERRAD®100NX™ EXPRESS TECT-NMAKETA:

A. XpaHuTb npu Temnepatype 2°C — 25°C (35°E - 77°E) B cyXxom MecTe.

B. O6paTtutech kK MHCTPYKLUAM NO NpUMeHeHWo ana buonornyeckux nugmkatopos CYCLESURE® 24
n Tyvek® naketa ¢ Xxumuyeckum wnHgukatopom STERRAD® pana pganbHeidwero 03HAKOMMAEHUA C
WHCTPYKLMAMN XPaHEHMA.

MPEAYMPEXAEHWME: 3T0 KOHTPOAMPYEMbIA W KOH(UAEHUMANbHBIA [JOKYMEHT, KOTOPbIA ABMAeTCA

COGCTBEHHOCTLIO KOMMNaHWK. [epea UCNosib3oBaHNEM NPOBEPLTE [eCTBYIOLLYI0 BEPCHULO.
& 000 LIPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



Mepeena Koctpukosa Bepa CepreeBHa

Poccuilckaa ®epgepauusi, ropog MockBa, BTOpOe WWHS fABe ThiCAYM LIECTHAALATOrO
roga.

A, QopmugonToBa /io60Bb lOpbeBHa, HOTapuyc ropoja MOCKBbI, CBUAETENbCTBYIO
NOANWHHOCTb NMOANKUCHK, CAeNaHHOW nepeBogunkom KocTpukoBoii Bepoit CepreeBHoil, B MOeM

NPUCYTCTBUMN. JINYHOCTbL €€ ycTaHOB/eHa.

3apeructpupoBaHo B peecTpe 3a Ne /x "
B3bickaHo no Tapudy: 100 py6. 00 Koneek

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



lopog MockBsa.

BTopoe

A, JopukgonTosa Nio6osb HOpsBana”
370/ KOMKM C MOANMHUMKOM JOKYMeHTa,
CNI0B W MHbIX HEOrOBOPEHHbIX MCnpaseHmii Il
MHow. nuuy, obpatuslemycs 3a coseplue! WHEHO,
Ba Y70 NP CBUAGTENLCTBOBAHMI BEPHOCTU KOMUU AOKS 3aKOHHOCTb
COAEPXAHNA ROKYMEHTA U COOTBETCTBUE U3NOXKEHHbI L
3apeructpuposaHo s peectpe 3a Ne.
B3bICkaHO rocnownHbl (No Tapudy).
Hotapuyc
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