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1. PRESENTATION

1.1. INTRODUCTION OF COMPANY

Our company was incorporated in 1984, and has been one of the leading companies in Medical Equipment Industry for twenty (20) years. It is a
contributed company of Ertung Ozcan Company since 2003. It has been concentrated from the beginning of 2004 on CE certification activities, utilizing
the experience of our partner in ISO 9001 : 2008, ISO 13485 : 2003 and CE Certification due to standardization in Health Care Industry getting
importance, European Union Harmonization Process of Turkey, etc. The company currently maintains Quality Management System certified.

Trans Medikal has already completed all Product Standards relating to the Steam Sterilizer it manufactures: Directive on Pressure Equipment
(97/23/EEC) - Approval of PED Documentation, Electromagnetic Compatibility Tests (EN 60601-1-2), Electrical Safety Tests (EN 60601-1),
EN 285 : 2006, New Design and plans to proceed with Standard Product Manufacturing from 2005 after completing CE Certification Process.

Please contact us at the following address, phone and e-mail for further detailed information on our company and products.

PRODUCTION FACILITY ADDRESS

TRANS MEDIKAL ALETLER
SAN. VE TiIC. A.S.

Cevat Diindar Cad. 65. Sok. No: 1
Ostim / ANKARA-TURKEY
Phone : 0 312 385 77 20

Fax : 0312 385 71 00
www.transmedikal.com

u info@transmedikal.com
"SSEEEEEEEEEEEEEEEEEEEEEEEEEEEEEENERN

L pEEEEEEEEEEER

1.2. RESPONSIBILITY OF MANUFACTURER

Our company, as a manufacturer, carries out renewal, replacement, repair - maintenance and calibration of all devices and equipment it supplies
and manufactures, through its authorized personnel or authorized agent, by using equipment it declares to be suitable for the products and in
accordance with gas and electrical installations, air circulation and temperature — applicable to the location where such products are used. Our company
is responsible for reliability, safety and performance of the devices.
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1.3. CLASSIFICATION

OPERATING MANUAL FOR
SMART / SMART S MODELS STEAM STERILIZER

Trans Model Smart S Steam Sterilizer is classified as Class II b equipment pursuant to Directive on Medical Devices MDD (93/42/EEC),
ANNEX - IX Requirement - 15.

1.4. LIFE TIME OF PRODUCT

A The life cycle of the Steam Sterilizer (Autoclave) is 15 (fifteen) years, as determined by the Ministry of Industry and Trade.

Never use the steam sterilizer before the electrical performance and mechanical performance tests are carried out by Trans
Medical Co. Inc. authorized technical personnel!

Date / No. of Rev. : 20.02.2013 / 3 5/59
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2. WARRANTY CERTIFICATE (It can be given with my device in during installation)

Date / No. of Rev. : 20.02.2013 / 3
Item No : KTP-01
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3. INTRODUCTION

3.1. REFERANCE STANDARDS
The Steam Sterilizer meets the requirements of Medical Device Directive MDD (93/42/EEC) and Pressure Equipment Directive PED (97/23/EEC),
and complies with the following product standards.

MDD (93/42/EEC) Class: I1I b PED (97/23/EEC) Class : Module H1
EN 285 : 2010 EN 13445

EN 12953

EN 14222

3.2. STAFF REQUIREMENTS
The authorized operators and the service personnel should have the following qualifications:
1. General knowledge to understand the contents of this operating manual;
2. Sufficient information on Sterilizer and its installation;
3. Health Care knowledge, Accident Prevention knowledge and Knowledge on Technical Progress;

The persons to use and service the device are specified below:
OPERATOR: The person who uses the device in accordance with its intended use.

AUTHORIZED PERSON: The person or group of persons, who will train the operator on operation, technical service and routine maintenance of
the device.
The authorized person is the person who is responsible for installation, operation and use of the device.

3.3. USE AND STORAGE OF OPERATING MANUAL
Purpose: This manual is an integral part of the device, and it is recommended to make this manual available near the device for quick and easy
access.

You can access the following information in this manual.
« Correct installation;

» Safe and effective use of the device;

» Continuous and routine maintenance;

Date / No. of Rev. : 20.02.2013 / 3 7/59
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The device should only be used as described in the Operating Manual. It should not be used for purposes other than its intended use. Occupational
Health and Safety regulations should be known and complied with at the site where the device is installed.

The Operating Manual should be stored at such a safe place that the personnel can easily access. It should be used carefully. It should be avoided
from being damaged by any way. It is strictly prohibited to delete, revise or modify the contents of the Operating Manual.

Any drawings or documents accompanying the device should not be
provided to third persons. The copyright on all such documents belong to
TRANS MEDICAL EQUIPMENT IND. & TRADING CO. INC.

It is strictly prohibited to photocopy this Operating Manual partly or as a
whole.

TRANS MEDICAL EQUIPMENT IND. & TRADING CO. INC. reserve its right
to revise or develop the information contained in this Operating Manual.

In case the device is sold through an intermediary, this Operating Manual
should be supplied with the device. In such a case, the manufacturer
should be informed of the new purchaser.

> PP P

3.4. MARKINGS AND WARNINGS IN THE OPERATING MANUAL

SYMBOL DESCRIPTION

Strictly Prohibited
This mark indicates that respective action should never be taken. Any careless
action may cause serious damage to the operator or device.

7,
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3.5. OBTAINING A NEW OPERATING MANUAL

If your Operating Manual is lost or damaged by any reason, you can obtain your new copy by acknowledging the following information.

1. Name and Model of the device

2. Address and Person to which the new Operating Manual is to be sent.

Please send the Name and Model you need to the foIIowing address.

Servis Stations

Ertung Ozcan — izmir

Isparta Medikal Sanayi
Ve Ticaret Ltt.Sti.

Emin Tibbi Cihaz Tic.
Ltd. Sti

Date / No. of Rev. : 20.02.2013 / 3
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TRANS MEDIKAL ALETLER
SAN. VE TiIC. A.S.

Cevat Diindar Main St. 65. St. No: 1
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Phone : +90 312 385 77 20
Fax : +90 312 385 71 00
www.transmedikal.com
info@transmedikal.com
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Adress ; Phone ;

46.sok. No : 23 Daire : 1 +90 232 248 35 00
Cagla apt. Uckuyular/izmir

Hizirbey mah. Hastane cad. +90 246 223 66 58
No : 76 Isparta

23 Nisan mah.19 nolu sok. +90 342 360 83 30

No : 5 Gaziantep
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4. SAFETY
4.1. GENERAL SAFETY PRECAUTIONS

Read the Operating Manual carefully before using the sterilizer. Any
careless action may cause damage to the device and accidents.

+ The operator should have well understood the functions and meanings of all controls of the device before using it.

« The operator should have well understood and be able to implement the safety precautions during operation of the device.

« The operator should well understand all warnings contained in this Operating Manual relating to device and its use.

+ The operators should not take any action on the device with their own initiative and any action for which they are not assigned.
« Authorized persons are responsible for training the operators.

« The operator is obliged to promptly inform the authorized persons of any extraordinary and dangerous situations that may occur on the device.
« It is prohibited to remove or disable the safety devices.

» Make sure that the device is connected to correct voltage.

+ Make sure that the device is properly grounded to the standards in force in the country where it is to be installed.

* Never dismantle or disassemble the sterilizer.

« High voltage points within the device are dangerous.

« Shut off the Mains power, if it is impossible to disconnect the device from power supply. If the Mains power supply is not visible by the person
who will carry out repair operations on the device, or it is located distantly, take the Mains power to “"OFF” position and then affix a sign plate
“"WORK IN PROGRESS” on it.

+ Keep the area around the sterilizer clean and dry.
« Do not use any solution in labeling on the sterilizer.
+ Do not remove the labeling on the sterilizer. Request new one, if required.

» Wipe the device with a lightly wet cloth after making sure that the device is in "OFF” position. Remove any moisture on the device before
proceeding with operation.

Date / No. of Rev. : 20.02.2013 / 3 10/59
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« Do not pour water or any other liquid on the device. It may cause short circuits or rusting of the device.

+ Do not contact the device with wet hands. Follow the safety precautions for use of electrical appliances if your hands are wet.
« The device is not designed to operate in environments where any gas or explosive steams exist.

« Any explosions or strong vibrations that do not expose the device to mechanical effects.

« Do not stand in front of the door while opening it. The steam that will escape when the door is opened may cause injury.

+ Empty the water contained in the device, when handling it from one location to another.

4.2. INTENDED USE

This device is intended for professional use, and should be used only by trained persons. The device should only be used in accordance with intended
use.

damages and failures resulting from improper use or maintenance of the

C The manufacturer may not be held responsible for any breakdown,
device.

4.3. SAFETY EQUIPMENT
« Electrical safety; A Check the safety equipment periodically.
« Mechanical safety;
« Door safety;

It is strictly prohibited to modify, remove or change the settings of the
safety equipment by any way. TRANS MEDICAL CO. INC. does not assume
responsibility for any damage to the persons or failure of the device
resulting from non-compliance with foregoing provision.

4.4. POTENTIAL RISKS DURING OPERATION
The operator is under some inherent risks during normal operation of the device.

Date / No. of Rev. : 20.02.2013 / 3 11/59
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- Burn Hazard

The door of the sterilizer is opened to take the item inside the sterilizer when the sterilization program ends, and at this time inside of the
chamber is still hot. Be careful about the hot air flowing out of the chamber. When the door is first opened, do not stand in front of the door, the hot
steam may cause damage.

As the equipment contained in the chamber is also hot, do not touch the surface of the chamber or accessories in it.

4.5. SAFETY MARKINGS ON THE PRODUCT

Sign Explanation
& Shows the 380V AC electricity.
380 VAC
Otk-03
380VAC

smovac  Main Input Shows the main 380V AC plug of the device.

A 380VAC

380 VAC Heater Indicates the 380V AC supply for the heaters.
Otic03 Output

Precaution

Heat Indicates that this surface is hot.
Surface

Date / No. of Rev. : 20.02.2013 / 3 12/59
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L

— Earth line.

Otk-08

Warning about unauthorized staff.

These Marks Should Not Be Removed, Scratched Or Damaged.

4.6. PERSONAL PROTECTIVE EQUIPMENT
> Latex Protective Glasses

> Gloves

4. 7. SOUND LEVEL

Medical Devices Avarege Sound Level is 60 db.

Date / No. of Rev. : 20.02.2013 / 3
Item No : KTP-01
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5. DESCRIPTION OF UNIT

5.1. DESCRIPTION OF PRODUCT
Trans Model Steam Sterilizer is designed for hospital and laboratory use. The sterilization temperature ranges between 121°C and 134°C. Packed
textile, surgical instruments, rubber materials and liquids can be sterilized within this temperature range by selecting respective validated program.

The microprocessor included in the system controls each of such sterilization processes, and ensures necessary processes to be executed. All
processes are recorded for documentation purposes by instantly printing by virtue of panel printer used.

The steam sterilizers manufactured in the following capacities may be divided into two groups as single-door and double-door. In case of double-
door model, the model title is followed by “/S” indicating double door.

Loading and unloading of single-door steam sterilizer is effected through the door where the control unit is located.

In case of double-door steam sterilizer, loading is effected through the door where the control unit is located, and unloading through the rear
door.

5.2 GENERAL COMPONENTS

Emergency Stop Button

. Check that the emergency stop button is in off position. (You can check it by turning the emergency stop button in the arrow direction.)
. When pressing the button, all applications are cut-off in device.

Power Switch

]
. Place the power switch in 1 position.

Date / No. of Rev. : 20.02.2013 / 3
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Device Parameters

Generator Pressure Manometer
Jacket Steam Pressure Manometer
Chamber Pressure Manometer

Door Seal Pressure Manometer

Emergency switch
Power switch
Electronic control Panel
Panel Printer

Sliding door

Date / No. of Rev. : 20.02.2013 / 3 15/59
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5.3. CHAMBER CAPACITY OF STEAM STERILIZERS

TM62 75 350 350 625 750 1000 1500 10 10 450 14,3 35 55
TM83 100 350 350 830 750 1200 1500 15 10 500 21,5 58 8
TM54 130 500 500 540 900 1100 1830 30 60 680 43,0 77 10,9
T™M72 180 500 500 724 900 1300 1830 30 60 720 43,0 80 11,2
T™M10 250 500 500 1000 900 1600 1830 30 60 790 43,0 84 11,62
TMO06 285 670 670 640 1050 1200 1950 30 60 810 43,0 96 14,21
T™MO07 330 670 670 742 1050 1300 1950 30 60 914 43,0 111 16,32
TM09 420 670 670 943 1050 1600 1950 45 60 954 64,5 120 18,00
T™12 555 670 670 1245 1050 1800 1950 50 80 1034 71,7 125 18,90
T™M14 670 670 670 1496 1050 2000 1950 60 80 1094 86,0 126 19,02
T™M15 690 670 670 1545 1050 2100 1950 60 80 1109 86,0 130 19,71
TM16 740 670 670 1655 1050 2250 1950 60 80 1150 86,0 140 20,00
TM19-1 900 900 630 1601 1750 1850 2200 90 350 1590 129,0 175 26,75
TM19-2 900 630 900 1601 2200 1850 1750 90 350 1590 129,0 175 26,75
™17 1000 630 900 1770 2200 2000 1750 90 350 1700 129,0 220 31,45
T™M22 1250 630 900 2220 2200 2500 1750 90 350 1850 129,0 255 35,45
TM26 1500 630 900 2655 2200 2900 1750 90 350 1970 129,0 275 41,45
CM10 250 500 500 1000 1090 1500 1830 30 60 1021 43,0 84 11,62
CMo7 330 670 670 742 1250 1250 1950 30 60 1135 43,0 111 16,32
CMO09 420 670 670 943 1250 1440 1950 45 60 1185 64,5 120 18,00
CM12 555 670 670 1245 1250 1745 1950 50 80 1265 71,7 125 18,90
CM14 670 670 670 1496 1250 2000 1950 60 80 1325 86,0 126 19,02
CM15 690 670 670 1545 1250 2045 1950 60 80 1335 86,0 130 19,71
CM16 740 670 670 1655 1250 2200 1950 60 80 1380 86,0 140 20,00
CM19-1 900 900 630 1601 1750 1850 2200 90 350 1790 129,0 175 26,75
CM19-2 900 630 900 1601 2200 1850 1750 90 350 1790 129,0 175 26,75
CMm17 1000 630 900 1770 2200 2000 1750 90 350 1900 129,0 220 31,45
CM22 1250 630 900 2220 2200 2500 1750 90 350 2050 129,0 255 35,45
CM26 1500 630 900 2655 2200 2900 1750 90 350 2170 129,0 275 41,45
16/59
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5.4 EXTERNAL DIMENSIONS
Dimensions are changing according to device.

T™62 75 350 350 625 750 1000 1500 10 10 450 14,3 35 5,5
™83 100 350 350 830 750 1200 1500 15 10 500 21,5 58 8

TM54 130 500 500 540 900 1100 1830 30 60 680 43,0 77 10,9
™72 180 500 500 724 900 1300 1830 30 60 720 43,0 80 11,2
T™10 250 500 500 1000 900 1600 1830 30 60 790 43,0 84 11,62
TMO6 285 670 670 640 1050 1200 1950 30 60 810 43,0 96 14,21
T™O7 330 670 670 742 1050 1300 1950 30 60 914 43,0 111 16,32
TM09 420 670 670 943 1050 1600 1950 45 60 954 64,5 120 18,00
™12 555 670 670 1245 1050 1800 1950 50 80 1034 71,7 125 18,90
T™14 670 670 670 1496 1050 2000 1950 60 80 1094 86,0 126 19,02
T™15 690 670 670 1545 1050 2100 1950 60 80 1109 86,0 130 19,71
T™16 740 670 670 1655 1050 2250 1950 60 80 1150 86,0 140 20,00
TM19-1 900 900 630 1601 1750 1850 2200 90 350 1590 129,0 175 26,75
TM19-2 900 630 900 1601 2200 1850 1750 90 350 1590 129,0 175 26,75
™17 1000 630 900 1770 2200 2000 1750 90 350 1700 129,0 220 31,45
™22 1250 630 900 2220 2200 2500 1750 90 350 1850 129,0 255 35,45
™26 1500 630 900 2655 2200 2900 1750 90 350 1970 129,0 275 41,45
CM10 250 500 500 1000 1090 1500 1830 30 60 1021 43,0 84 11,62
CcMo7 330 670 670 742 1250 1250 1950 30 60 1135 43,0 111 16,32
CM09 420 670 670 943 1250 1440 1950 45 60 1185 64,5 120 18,00
CcM12 555 670 670 1245 1250 1745 1950 50 80 1265 71,7 125 18,90
CM14 670 670 670 1496 1250 2000 1950 60 80 1325 86,0 126 19,02
CM15 690 670 670 1545 1250 2045 1950 60 80 1335 86,0 130 19,71
CM16 740 670 670 1655 1250 2200 1950 60 80 1380 86,0 140 20,00
CM19-1 900 900 630 1601 1750 1850 2200 90 350 1790 129,0 175 26,75
CM19-2 900 630 900 1601 2200 1850 1750 90 350 1790 129,0 175 26,75
CcM17 1000 630 900 1770 2200 2000 1750 90 350 1900 129,0 220 31,45
cM22 1250 630 900 2220 2200 2500 1750 90 350 2050 129,0 255 35,45
CM26 1500 630 900 2655 2200 2900 1750 90 350 2170 129,0 275 41,45

17/59
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5.5 TECHNICAL DATA

Voltage 220 / 380 VAC
Frequency 50 Hz
Sterilization Cycles STERILIZATION PROGRAM
Control Cycles BOWIE-DICK TEST AIR LEAKAGE TEST
Rangeof environmental conditions in Indoor use, Temperature +5 ... +40 °C
which the unit was design to operate Max. Relative Humidity : 85%, Max. Variation in mains volatge : £10%
Pollution level : level 2
Maksimum Pressure
3,5 bar
Printer YES
Date / No. of Rev. : 20.02.2013 / 3 18/59
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5.6. SAMPLE SERIAL NUMBER PLATE

ACCORDING TO MDD (93/42/EEC) ;
TRANS

Medikal Aletler San. Ve Tic.A.S.

Cevat Diindar Cad.65.Sok. No : 1 Ostim/Ankara
Phone: (312) 385 77 20-36 Fax : (312)385 71 00
www.transmedikal.com
PATENT BRAND NO : 097485

Medical Device Directive(93/42/EEC) Pressure Equipment Directive (97/23/EEC)

CE~  CEm

Serial No
Produced Year
Model

Voltage
Current
Frequency
Type

Class

Made In TURKEY

Date / No. of Rev. : 20.02.2013 / 3 19/59
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OPERATING MANUAL FOR

TRANS

Medikal Aletler San. Ve Tic.A.S.

Cevat Diindar Cad.65.Sok. No : 1 Ostim/Ankara
Phone : (312) 385 77 20-36 Fax : (312)385 71 00
www.transmedikal.com

PATENT BRAND NO : 097485

Pressure Equipment Directive(97/23/EEC) c € 1783

TRANS

Medikal Aletler San. Ve Tic.A.S.
Cevat Diindar Cad.65.Sok. No : 1 Ostim/Ankara
Tel : (312) 385 77 20-36 Fax : (312)385 71 00
www.transmedikal.com
PATENT MARKA NO : 097485

Basingl Ekipman Direktifi (97/23/EEC) c € 1783

Made In TURKEY

Serial No Serial No
Product Year Product Year
Model Model
Volume V-olu_me
Liquid Liquid
Design Pressure Design Pressure
VESSEL | Working Pressure GENERATOR Working Pressure
Test Temperature Test Pressure
Design Pressure Design Temperature
Working Pressure
JACKET Made In TURKEY
Test Pressure
Design Temperature

Date / No. of Rev. : 20.02.2013 / 3
Item No : KTP-01
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6. INSTALLATION

6.1. CONTENTS OF PACKAGE

Description Specifications Quantity
Heater Resistance Same amount as the device has

Air Filter 0,3 um 1
Door Seal @16 Silicone 1
Operating Manual 1
Service Manual 1
Warranty Certificate 1

Declaration of Conformity If it is necessary

c € 1984 1
Sterilizer :

CE Labels c € 1783 1
Chamber :

CE~ |

6.2. OPERATING ENVIRONMENT AND POSITIONING OF STERILIZER

Generator :

+ The sterilizer should be installed in an area where only authorized users can access.

« Do not install the sterilizer near steam sources and at locations where water splash potential is involved. Water may cause short circuit and
failure in the internal electronic circuitry.

+ Use the sterilizer at a location provided with proper air circulation.

« Do not use the sterilizer at locations near the heat sources.

« The area where the sterilizer is to be installed and used should be illuminated according to the standard UNI10380.

« The proper room conditions for opening the device is Temperature 5-40 °C and humidity 85% (non-condensing).

Date / No. of Rev. : 20.02.2013 / 3 21/59
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6.3. INSTALLATION OF DEVICE

« In installation of the device, the power cable should be laid freely, in order to prevent any breaking or crushing on the part of the cable extending
up to the socket.

« The device should be positioned near the socket outlet.

o c
I} g 2 2
5 35 | &0 1
(7)] E Q £ aQ ~ Q
= & £ 3
o o
. ” . Rigid connection
A | Drain 1" NPT Galvanized 5 150 by Di
Y pipe
B: Water Supply for " NPT Flexible Plastic 4-8 20-25 Flexible
Generator Hose Connection
B, Watgr Supply for " NPT Flexible Plastic 4-8 20-25 FIeX|bIe_
cooling Hose Connection
. . Flexible
C | Air Supply @6x1mm Polyamide 5-7 20-25 Connection
Electical 30kW 380V 80A | 4x16 10m, 4x25 10-20m
D | Conmeation* | 45KW | 3570 50Hz | 100A | 4x25 10m, 4x35 10-20m
60kW 125A | 4x35 10m, 4x50 10-20m
E After connecting the plumbing and electrical connections the device will be freed from
wheels by descrewing the signed piece shown in figure.pospost
*The cable used for electrical connection should not be kinked or become squashed and
has a free run to socket.
P : Phase, N : Notr
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Installation Steps Of The Sterilizer

» For the transportation of the sterilizer it sohuld be lifted by a crane and loaded on to transportation vehicle.

» The sterilizator has to be lifted from the two lifting pieces, by the help of the cranes two hooks, which are welded on to the chamber.
» After landing the device to the ground one should have to screw the ground fixing screws to make the device moveable.

> After taking the device to the place that it will be used first assembly the plumbing and then fix the device to the ground by fixing screws. Then
connect the electricity

While lifting the sterilizer never use one of the hooks always lift from both
two of the hooks. Otherwise the Sterlizer may falla and give serious
damage to people or environment

The hooks that will be used for lifting the device must have a locking
mechanism for the device not to get free from the hooks

Chosing The Installation Area
= While the installation of the device is being done also the device should be balanced.
= The Sterilizer should be installed on to the unflat floors.

= The room or area that the sterilizer will work should have an easy air circulation inside (Because of the device gets hot while working the area
should air circulated).

= The place that the sterilizer will work should be large enough to be easily loaded andunloaded.
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= After the installation of the device there should be about 70 cm of space on the each side of
the device ( this space is important for performing technical service ).

Figure pospost

= If the device is recessed into the wall at least 1cm of a space should be left on the left right and the upside of the device

(Pictures are given as sample and they can be change according to device models)
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Figure.l.Installation diagrams for Sterilizers in front of the wall

Double sliding Double sliding door
door Clean side

Dirty side Unloading side
Loading side

Figure.2.Installation diagrams for Sterilizers

(Pictures are given as sample and they can be change according to device models)
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OPERATING MANUAL FOR

7. WATER QUALITY

The quality of water to be used for steam sterilizer is taken from the European Standard

EN 285 : 2010 (Annex-B).

Condensate Supply water
water

Evaporation residue < 1,0 mg/kg < 10 mg/I
Silisium Oxide, SiO:2 < 0,1 mg/kg < 1 mg/l
Iron < 0,1 mg/kg < 0,2 mg/l
Cadmium < 0,005 mg/kg < 0,005 mg/I
Lead < 0,05 mg/kg < 0,05 mg/I
Heavy metals other than Iron, Cadmium, Lead < 0,1 mg/kg < 0,1 mg/l
Chloride (CI') < 0,1 mg/kg < 2 mg/l
Phosphate (P20s) < 0,1 mg/kg < 0,5 mg/I
Conductivity at 20°C < 3 ps/cm < 15 ps/cm
pH value 5-7 5-7
Appearance Colorless,Clean, | Colorless, Clean,

deposit free deposit free
Hardness < 0,02 mmol/I < 0,02 mmol/I

A

In case the steam or supply water with specifications provided in Table is used,
the lifetime of the sterilizer will be decreased extremely, and may fall out of the scope of warranty.
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VACUUM MOTOR SAFETY SYSTEM

A

Coming water to vacuum pump must be cooling by special system according to Medical Device Directive (93/42/EEC)
and European Steam Sterilizer standard EN 285 : 2010

This result, coming water pressure of the device must not be less than 6 bar.

Please carefully for this condition, it is important.
If you are problem, please contact with manufacturer.

A

PLEASE BE CAREFULLY IN AUTOCLAVE USING, ANY OPEN WINDOWS ARE NOT IN AUTOCLAVE ROOM.IF THE WEATHER IS COLD, THEN MAY BE
AUTOCLAVE SPARE PARTS LIKE VACUUM MOTOR, WATER MOTOR EXT. ARE FREEZING.

WORKING ROOM OF THE STERILIZER MUST BE CLEAN EVERYTIME FOR AUTOCLAVE PERFORMANCE.
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8. ELECTRONICAL CONTROL UNIT
Electronical Control Unit

8.1 USING THE PROGRAMS AND CONTROL PANEL

Sterilization Cycle Informations

CYCLE TEMPERATURE STERILIZATION TIME (min) DRYING TIME (min) RECOMENDED LOAD

Air Leakage test Device is empty, leakage limit max. 1.3 mbar / min.

Bowie — Dick Test 134 C 3,5 8 Bowie — Dick Test Pack

Plastic 121 C 121C 25 10 Plastic materials max. 7.5 kg/pack

Plastic 125 C 125C 25 10 Plastic materials max. 7.5 kg/pack

Instruments 134 C 134 C 10 25 Instruments in Shelf or Container max. 7-8 kg /Shelf or Container
Textiles 134 C 134 C 10 25 Textiles max. 7.5 kg/pack

* Special cycles can be choose with request.
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8.2 PROGRAMS AND USING

OPERATING MANUAL FOR
SMART / SMART S MODELS STEAM STERILIZER

This section details how to run any program available in the Steam Sterilizer and the information to be monitored the display during the program
phases.

PROGRAMS

TEST PROGRAMS

BOWIE-DICK TEST
AIR LEAKAGE TEST

WORKING PROGRAMS

134°C TEXTILE
134°C INSTRUMENTS
121°C RUBBER
125°C RUBBER

CONTROL UNIT HAS 99 EA USER ADJUSTABLE PROGRAM

The programs are selected using the short keys on the Control Unit.

Date / No. of Rev. : 20.02.2013 / 3 29/59
Item No : KTP-01




TRANS

SMART / SMART S MODELS STEAM STERILIZER

8.3 PLC CONTROL UNIT & TOUCHSCREEN DISPLAY

Device has touchscreen display like that ;

Hh ks el W it
MEIT) METa proc e ar dbplay e chnolegy
Device has two microprocessor, with the same specifications ,

If the first microprocessor fails, then the second microprocessor which has the same specification with the first microprocessor operates the system

Brands of PLC’s are Siemens.
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OPERATING MANUAL FOR
SMART / SMART S MODELS STEAM STERILIZER

8.4 SELECTION OF PROGRAMS

8.5 PROGRAM DISPLAY

PRESSURE: @ 546

Tima

Sreadum| sscSouiarm  ShmintesrT.,

SeEE- resdt graphc
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OPERATING MANUAL FOR
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134 C INSTRUMENTS PROGRAM CYCLE GRAFIC

CYCLE TEMPERATURE STERILIZATION TIME (min) DRYING TIME (min) RECOMENDED LOAD
Instruments 134 C 134 C 10 10 Instruments in Shelf or Container max. 7-8 kg /Shelf or Container
=
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=
=
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TRANS

134 C TEXTILE PROGRAM CYCLE GRAFIC
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121 C PLASTIC MATERIALS PROGRAM CYCLE GRAFIC
STERILIZATION TIME DRYING TIME

N e e R LR LT R T T TR T L T T e e e o T T LI T Y R

TIME {min)

VACUUM

CYCLE TEMPERATURE (min) (min) RECOMENDED LOAD
Plastic 121 C 121C 25 approx.10 Plastic materials max. 7.5 kg/pack
121 RUBBER
|
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125 C PLASTIC MATERIALS PROGRAM CYCLE GRAFIC

CYCLE TEMPERATURE STERILIZAT.ION TIME DRYINC..; TIME RECOMENDED LOAD
(min) (min)
Plastic 125 C 125C 20 10 Plastic materials max. 7.5 kg/pack

125 RUBBER

STERILIZATION

|
PRE PROCESS | EXHALIST
& f < "5 e ?-:,,L ;E = ¢-e‘?} ‘@\? ;
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AIR LEAKAGE TEST PROGRAM CYCLE GRAFIC

CYCLE TEMPERATURE STERILIZ(:I:‘?N TIME DRY::?n-;-IME RECOMENDED LOAD

Air Leakage Device is empty, leakage limit max. 1.3 mbar / min.

AIR LEAKAGE

PRE PROCESS TEST PERIOCD
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TRANS

BOWIE-DICK TEST PROGRAM CYCLE GRAFIC
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When the selected program is completed, Control Unit warns the user visibly and audibly, and the message appears on the display indicating that the
program is complete.

8.6 RUNNING A PROGRAM
Acknowledge key should be pressed again after selecting a program to run the selected program.

Program will be run after Acknowledge is pressed.
The control unit automatically performs all controls and commands of the system after the selected program is run.

The following prerequisites should be fulfilled in order to run the selected program.Control Unit will not run the program unless such prerequisites are
fulfilled, and the following display waits for fulfillment of all conditions for readiness of the generator.

The conditions to be fulfilled for the program to run:
+ Readiness of Generator (reaching to proper steam level and pressure)
+ Readiness of jacket (reaching to proper steam level and pressure)
« The front door and rear door, if any, are closed (The door(s) of Trans Steam Sterilizer can be closed and opened by pressing the appropriate
buttons located on the front panel) If the doors have not been closed by the user, the Control Unit automatically closes both doors, and checks if
the doors are tightly closed.

+ Readiness of gasket (Control Unit , after closing the door(s), ensures the gasket to be closed automatically)

* Mechanical lock of the door is engaged (Control Unit ensures the mechanical lock(s) of the door(s) to be closed automatically, and checks if the
lock(s) is/are engaged)
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System Alarms

« Alarm is given, warning in display and written to printer paper until generator, chamber, jacket safety valves alarm

e If the resistances are very hot, then the alarm is given

e If vacuum motor is not working properly, then vacuum failure ....

« If pressure and temperature are not proper in sterilization phase of the device and written to printer paper.

e If no water or cut the water in any time, then vacuum motor does not work, this condition is controlled by water campini in installation
e If no air in the system, then alarm is given in the display until air is find.

e If electric is cutt-of, phase of the motor turns

e If any defect in temperature sensor or pressure sensor, device gives alarm.

e If door is not work properly.

8.7 PANEL PRINTER
The following can be monitored in the form of hard copy by virtue of panel printer used in Steam Sterilizer.
« Starting date of sterilization.
« Total number of sterilization cycles.
« Number and name of selected program.
+ Details of selected program (Temperature, Sterilization Time, Drying time, etc.)
« Detailing each sterilization phase separately and the temperature, pressure and time data for that phase.
« Error messages.
+ Total sterilization time.

8.8 REPLACING THE PRINTER PAPER
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9. STERILIZATION INFORMATION

Sterilization may be described as the elimination of spore and non-spore forms of all saprophyte and pathogenic microorganisms on a substance or an
object.Becoming aware of a substance that was unnoticed before being sterile after 7 days will not bring us the patient back. Therefore, instant test
methods are used in sterilization procedures for control purposes. While Sterilization is described as the elimination process of all living forms of
microorganisms including bacteria spores, this description has been changed in 1995 by AAMI (Association for Advancement of Medical Instrumentation)
as the purification of environment from microorganisms to ensure acceptable sterility assurance level (Sterility Assurance level-SAL). SAL may be
defined as the probability of survival of only one living spore in a suspension as a result of one million times repeated sterilization process. However, the
probability of the survival of a living organism in a suspension as a result of the sterilization process may be defined as the 10® probability of the
probability of survival of living spores. This change in the definition has made the sterlllzatlon process measurable and controllable in practice. All sorts
of objects, tools, implant and liquids to contact with the sterile parts of the body mus
Test Methods Used:

-Use of Biological Indicators
-Use of Bowie-Dick Test Papers
-Use of Chemical Indicators etc.

i
The success of the operating room in a hospital is directly proportionate with the success of the Central Sterilization Unit. And the success of Central
Sterilization Unit depends on safe sterilization. So far, a successful and safe sterilization was obtained in between 48 hours and 7 days through biological
indicators. Sterile materials had to stay in under quarantine during such time. And this required time and inventory of materials. Besides, let alone
waiting for the quarantine time at our hospitals operating under impossibilities, the same material is being used with several sterilizations during the
same day. When this is the case, the patient is discharged if he or she is lucky, otherwise the patient is bedded from infection or is lost.
Safety Control is possible through ;
-Device Control
-Exposure Control
-Load Control
-In-Bundle Control
-Record Keeping

Required answers are found. This warns the health personnel in the early stages of the sterilization process and ensures that measures will be taken as
soon as possible for delayed points in the sterilization process. Timely decision-making is ensured, so you can take necessary measures before the
operation. That the biological indicators will be part of the infection control program prevents possible additional costs from nosocomial infections.

Device Control : Plays an important role in testing whether or not the sterilization device operates properly using chemical indicators. So the accuracy
of the sterilization device is tested before the start of sterilization cycle.
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Load Control : Shows whether or not microbial death has occurred in any load using indicators during the sterilization process. Load Control is the
process where each load is separately

observed and approved. It is specific evidence that the sterilization process has occurred properly.Load control has to be made in detail in sterilization
works.Usage:

-After the routine repairs and servicing works of autoclaves,

-When quality results are required on a permanent basis,

-During product testing,

-When testing the validity of the Sterilizer

Biological indicators used in each load are a practical and problem-free approach
in the monitoring of the sterilization process. Use of biological indicator capsules
is very easy. Basic Principles required for visible color change management and
for an effective sterilization under steam are given below.

- The object to be sterilized has to be thoroughly washed.

- Sterilization type has to be effective on the entire surface of the object to be sterilized.

- The objects to be sterilized have to be properly packaged.

- Sterilization type has to have a sufficient time.

- Objects have to be properly kept to ensure that sterility will not be damaged.

- The type or the sterilization date of device may be written on the object to be sterilized.

-The expiry date of the object to be sterilized has to be known and the object has to be used within such dates.

Exposure Control : With this process, whether or not the kit has been exposed to sterilization process is understood with chemical indicators showing
color change also named as process band or autoclave band. Whereas in sterilization systems where special packaging have been used, indicators based
on color change giving information on whether or not the kit has been exposed to sterilization directly on the packaging without any need to open the
packaging are used. To do this, materials changing color under exposure to sterilization are used. Attention must be given to ensure that the autoclave
band will have a quality not opening during the sterilization process and not leaving remains any remains on the packages and that they will show the
color change allowing the personnel to easily distinguish between kits that have been exposed to sterilization and kits that have not been exposed to
sterilization

In-Bundle Control : is carried out with chemical indicators that allow getting information about the physical situation within the Sterilizer in the kits
and understanding whether or not the kit has been exposed to sterilization procedure. Chemical indicators have to be placed on the section of the
package in standard size where it is thought that factors like steam, ethylene oxide or temperature reaches most difficult and latest and color changes
have to be interpreted in parallel with Manufacturer recommendations and information has to be obtained on whether or not the sterilization procedure

has been completed accordingly.

Process indicators have been classified in ISO 11140 Class I-VI as
Indicators Used in Specific Tests, Single Parameter Indicators,
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Multiple-Parameter Indicators, Integrators and Emulation

Indicators, and in EN867-1 as Class A-D (Class A : Process

Indicators, B : Indicators Used in Specific Tests, C : Single Parameter Indicators,

D : Multiple-Variable Indicators. Chemical Information

have to be obtained from indicator producers on how the possible color changes during the storage of indicator results and sterile products have to be
interpreted and on the shelf life of the

indicator itself as well as on product safety, security and performance features. £

As the chemical indicators put into the kit cannot be evaluated without -
impairing the sterility of the kit, one has not to neglect to train operators

on the interpretation of indicators as well. Biological indicators are =
important for evaluating whether or not the sterilization process provides f//if%ﬁy,y;fﬂo

the targeted biological death. Biological indicators contain bacteria

spores (Bacillus stearothermophilus spores are used for steam and h

formaldehyde sterilization, Bacillus subtilis spores are used for dry ar bohea

heat and ethylene oxide sterilization, and Bacillus pumilus spores are

used in cobalt and gamma ray sterilization) that are known to be the strongest types to sterilization. Each indicator should contain the bacillus type
contained, number of colonies on each strip, and production number. Bacillus spores are used in biological indicators due to the fact that they are more
resistant to microbial existence on the tools used in patients. Biological indicators are put in kits or bundles and placed in the part of the sterilizer where
sterilization is considered to be most difficult such as the door edge, corners and vacuum outlets and at the end of the cycle, reproduction existence is
evaluated at the termination of time parallel to manufacturer recommendations and information is obtained on whether or not the sterilization process
ensured biological death. Information have to be obtained from the manufacturer on biological indicators as in chemical indicators on product storage,
keeping and usage and exposure to microbiological tests.

Documentation

If a patient had been subject to a nosocomial infection, this may be as a result of various factors. In order to exclude nosocomial infection depending on
the use of non-sterile tools, its validation and protocol information on routine monitoring must be presented for evidencing sterility. This information has
to be documented for each lot stored at CSSD. Above-defined information has to ensure contact with the patient. To obtain this requirement, self-
adhesive double labels may be used by affixing out on the kits with all necessary information. When the kit is used - the label may be taken out of the
kit and transferred to the patient documentation / file without any additional writing. It is thus proven that “sterile” products are used in that patient.

As a result; the sterilizasyon process, forming the basis of infection control programs in hospitals, is carried out in an ideal form when it is carried
out accurately and safely, when it does not contain any accidental errors, and in systems where each of the control steps is documented together with
the operator. As a rather serious process with rather severe results, this process has to be conducted by personnel who are aware and conscious of the
severity of this process and who are subjected to continuous training under the control of an expert administrator and in cooperation with the infection
control committee.
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9.1. LOADING THE STERILIZER

The devices consist of 30cmX30cmX60cm modules called sterilization modules. Loading trolleys or loading shelves should be used for loading the
device. Loading should never be carried out without loading shelves or loading trolleys.

Operating performance of the sterilizer will be decreased when loaded
without loading trolleys or loading shelves. Normal operating performance
will never be achieved. Therefore, it is recommended to use the original
loading accessories of the device.

1. An Absorbent Shelf Cover May Be Used And Can Be Helpful In Drying In Load, Particularly Whwn Disposable Wraps And Rigid Containers Are
Used.The Shelf Cover Will Absorb Moisture That Might Otherwise Drop On to Items On The Shelf Below.
a. Do Not Use Nonvowen Disposable Wraps As Shelf Covers.Condensate More Readily Dries From Absorbent Materials.

2. It's Preferable To Sterilize Textiles And Hard Goods In Seperate Loads.

a. When That Is Not Practical , Remember : Textiles On Top Shelves, Hard Goods Below,
And Not To Reverse, To Avoid Condensate Run-Off Wetting Items Below.

b. Surgical Instrument Tray Should Sit Flat On The Shelf To Maintain Even Instrument
Distribution And Facilitate Proper Drainage.Standing Sets On Edge Permits Moisture To
Collect At The Standing Edge. (Figure 1)

c. Basin Sets Should Stand On Edge , Tilted For Drainage (Figure 1 and 2)
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9.2. STERILIZING TEXTILES

OPERATING MANUAL FOR
SMART / SMART S MODELS STEAM STERILIZER

Textile Packs
Preparing And Wrapping For Sterilization

a. Place Two Wrappers On Work Surface.
Note : All Textiles Must Be Laundered Between Sterilization Cycles.

b. Place Contents On Wrappers.

Note : Wrapper Size Should Be Adequate For The Method Of Wrapping.Excessive Size Wrappers

May Cause Drying Problems.

c. Place Internal Chemical Indicator In The Center Of The Pack (The Area Hardest To Be Reached By The Steam)

d. You May Choose To Wrap The Contents Sequentially In Two Wrappers Using The Oblong Method (Figure 1) Secure With Sterilizer (Indicator)
Tape And Identify Pack Contents.
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5 L T

Figure 1. Oblong Method - Textiles
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9.3. STERILIZING UTENSILS
Utensil Sets
1. Preparing And Wrapping For Sterilization

a. When placing utensils in a set, seperate each clean , dry basin from the one
beneath it with a 100% cotton surgical towel.

b. Open Towel Fully And *Pie Crust’ It Into The Basin (Figure 1).
Note : The Towel Assists In Air Removal , Sterilant Contact And Drying Between Basins.

C. Arrange Utensils So That The Bottom Of Each Is Parallel To The One Beneath It
(Figure 2) This Allows Air To Escape From The Utensil(s) And Helps Promote Drying
When Properly Positioned For Sterilization.Arrange Utensils With Curcled Edges
(Emesis Basins) So That Water Will Drain From That Edge As Well As From Within The Item.

d. Place An Internal Chemical Indicator In An Area Of The Package Which Is Least
Accessible To Steam Penetration .Usually Between Two Large-Nested Basins
And Among Other Utensils In The Top Basin.

Caution : Ink Side Of Indicator Should Not Come In Contact With Metal Surface Because It
Might Discolor The Metal.

e. You May Choose To Wrap The Utensil Set Sequentially In Two Wrappers , Using
Either The Oblong Method Or The Envelope Method (Figures 3 and 4) Secure
The Package With Sterilizer (Indicator) Tape And Identify The Contents Of The Set.

Note : Wrapper Size Should Be Adequate For The Desired Method Of Wrapping But Not Excessive.
Excessive Size Wrappers May Cause Drying

Date / No. of Rev. : 20.02.2013 / 3 46/59
Item No : KTP-01




OPERATING MANUAL FOR
SMART / SMART S MODELS STEAM STERILIZER

Figure 1. Open Huck Towel To Fully Contact Figure 2. Arrange Utensils So That
Bottoms Are Parallel. The Basin.
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Figure 3. Oblong Method - Utensils

Date / No. of Rev. : 20.02.2013 / 3 48/59

Item No : KTP-01




TRANS

SMART / SMART S MODELS STEAM STERILIZER

Figure 4. Envelope Method - Utensils
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9.4. STERILIZING INSTRUMENTS
Instruments Sets

Preparing And Wrapping For Sterilization

a. Inspect Instruments To Make Sure They Are Clean, Dry And Functioning Properly.

b. Open Unlock Or Disassemble Instruments To Permit Steam To Contact All Surfaces
(Figure 1) Steam Will Only Sterilize The Surface It Can Touch.

C. Use a mesh-bottom tray or equivalent (Figure 2) Large Enough To Equally Distribute Instruments In A Single Layer.
Note :

Instrument Trays Must Be Designed For Ease In Air Removal, Sterilant Contact, Drainage Condensate And Drying.

Date / No. of Rev. : 20.02.2013 / 3 50/59
Item No : KTP-01




TRANS

SMART / SMART S MODELS STEAM STERILIZER

Figure 1. Open, Unlock Or Disassemble Instruments

AN

Figure 3. Place Opened 100% Cotton Surgical Figure 4. Place Instruments On
Towel In Bottom Of Tray. Towel
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Figure 5. Fold Towel Excess Over Instruments. Figure 6. Place Chemical Indicator
On Instruments.
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Figure 7. Oblong Method-Instruments
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10. MAINTENANCE
10.1. ROUTINE MAINTENANCE

Just like all electrical units, this unit must be used correctly, serviced and checked at regular intervals. These precautions will ensure the unit works
continuously, safely and effectively.

-To prevent operator hazards, the unit must be subject to regular checks and servicing by the technical assistance service.

-To maintain the unit in good working order, periodically clean all the external parts using a soft damp cloth and normal, neutral detergent ( do not use
corrosive or abrasive products)

-Do not use abrasive clothes, pads or metal brushes (or anything abrasive) to clean the metal.
-Before starting each cycle use the lubricating spray over the door seal.
-The formation of white stains on the base of the chamber shows that the demineralised water used is of poor quality

Door Seal Spray

(pictures are defined as sample)
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+ Before every use a lubricating spray should be sprayed over the door seal.
« The Reason for using this spray is to prevent any tearing deformation on the seal while the door moves.
Safety Valves
« Only perform this action when the unit is cold
+ Access the tree safety valves connected to the device at the chamber, jacket and generator
« Turn the plug located at the upper part of the safety valve anti-clockwise until it reaches the end of the thread and turns loose

« Return the plug to its original position, screw back on and repeat the operation from the beginning at least a couple of times
10.2. PERIODIC MAINTENANCE

Daily Maintenance
e Clean the door seal

+ General cleaning of the outer surface
+ General cleaning of the internal surface

Never use hard metallic wire brushes that may damage, scratch or cause
rusting of stainless surfaces.

Weekly Maintenance

+ Cleaning of the sterilizer chamber
« Cleaning of the trays and the transfer trolley
« Cleaning of the external surfaces
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sterilizer chamber. Always wear protective gloves to protect your skin

Q Make sure that the device is in off position when cleaning inside of the
as the chamber surface will be hot.

3 Monthly Maintenance

+ Clean the strainers in the generator and chamber steam installations every three months. You can carry out such cleaning by removing the cap of
the waste trap and subjecting the stainless metallic filter in it to tap water.

\ Metallic Filter

The strainers are hot as they are located on the hot steam installations. Wear
protective gloves during cleaning.

6 Monthly Maintenance

+ Replace the air filter located at the air inlet of the chamber every six months. The Kylcd is programmed to warn the user every six months for
replacement of that air filter.

2 Years Maintenance

» Replacement of the door seal.
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10 Years Maintenance
e Structural control of the sterilization chamber

10.3. EXTRAORDINARY MAINTENANCE

The extraordinary maintenance is the maintenance not mentioned in this Operating Manual. In case such an event occurs, please contact the
manufacturer.

A The extraordinary maintenance may only be carried out by qualified personnel.

10.4. CLEANING

Cleaning of the Extenal Surfaces

To maintain the unit in good working order, periodically clean all the external parts using a soft damp cloth and normal, neutral detergent or
simply with water (do not use abrasive products)

Do not wash the unit with direct sprays or high-pressure jets of water, since any infiltration into the electrical
components could prejudicethe working of the machine and the safety systems

Cleaning The Sterilization Chamber and Accessories

Clean the sterilizer chamber after removing the instruments and accessories, using a non-abrasive damp cloth. To dampen the cloth use only
exclusively distilled or demineralised water. Follow the same procedure for cleaning the transfer trolley and accessories.

Cleaning the sterilization chamber is important for eliminating deposits that could compromise the good working order of the machine

Date / No. of Rev. : 20.02.2013 / 3 57/59
Item No : KTP-01




TRANS

SMART / SMART S MODELS STEAM STERILIZER

10.5. RUSTING

The sterilizer is manufactured from the materials that never allow rusting of the items to be sterilized. The only reason for any rust inside the
sterilizer or on the sterilized items is the instruments in the sterilizer that are rusted or liable to cause rusting.

Any rusted item placed in the sterilizer will cause rusting of sterilizer and growth of such rusting by the time.

In case rusting is observed inside the sterilizer, wipe the inner wall of the sterilizer and clean by using protective agents suitable for stainless
steel.

Never use metallic sponge or brushes for cleaning the sterilizer. Remove
the waste residues using a wet soft cloth.
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ACCORDING TO THE MEDICAL DEVICE DIRECTIVE MDD(93/42/EEC);

Please immediately contact our authorized representative for the European Union, or our headquarters for other countries, and take the
device out of service temporarily in case of functional failure or degradation in the specifications or performance of the device that may
cause death or serious worsening health of the patient or user.

NOTIFIED BODIES

MDD (93/42/EEC)

MEYER / ISTANBUL / TURKEY

PED (97/23/EEC)
TSE / ANKARA / TURKEY
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