








CYCLE DOCUMENTATION

For a clear and concise documentation of processes, the control unit is provided with a 24 character per line
printer, connected to the processing unit. This releases a hard copy printing of the relevant information regarding
operation during the cycle, such as temperature, pressure, sterilization and number of cycles, etc. In case of an
uncompleted cycle, the print-out indicates the cycle failure and the cause of the failure.

STEAM GENERATOR

The steam generation takes place in a vessel which is completely separated from the sterilization chamber (i.e. no
heating elements inside the chamber itself). The steam generator is built-in into the housing and automatically
controlled by the electronic system.

COMMUNICATION SYSTEM
PC Software is available in order to collect and document the sterilization programs. The connection is done
through RS232, USB or Rs485.

3. Silent Features

REVERSE-OSMOSIS

AReverse-Osmosis system shall be used to improve the quality of the water used to generate steam in the electric
steam generator. The use of mineral-free water will contribute to better performance and longer life of the ISS's
chamber. The water purification system uses a high quality booster pump which can provide 6.8 bar water
pressure to pass through the membrane even under low water pressure area. The booster pump prevents damage,
prolongs the life of the membrane and improves the TDS rejection of 26.4 or 52.8 liter per day. It is capable of
removing over 96% of total dissolved solids +99% of all organics +99% of all bacteria.

DATACOLLECTION

Sterilization cycles' data can be collected online on a SD Card through an optional SD Card Slot, and can be
downloaded into a computer equipped with proprietary PC Software. 1 Gigabyte SD card collects up to 20 years
logging data, including: the selected cycle, start time, cycle stages, temperature/pressure, end time, cycle
graph, cycle status (pass/ fail), etc. All collected data can be printed via PC.

MONITORING AND DOCUMENTATION SOFTWARE (HMI SOFTWARE) :
Powerful PC Windows based software is available for monitoring,
logging, control and service.

AIR COMPRESSOR :

The series of FIAC silent piston compressors are the outcome of recent
technological research and design. The Compact model features a
special soundproofing system made up of a metal soundproof panel,
painted with epoxy paint, which guarantees remarkably low noise levels
plus the total elimination of vibrations (acoustic pressure <70 dB).

4. Operating Conditions

- This device is for indoor use only!
The sterilizer should be loaded only with the material as described in
paragraph 5.1 of the User Manual.
The environment shall not exceed an ambient temperature of 40°C
and a relative humidity of 85% respectively.
The operation altitude shall not be over 2000 meters (ambient
pressure shall not be lower than 80 KPa (11.6 psi)).
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5. Required Utilities
- Electrical: 400V 3-ph, 16 or 25 kW.
Optional-External Steam: 30 KG/hr. at 6 bar.
Water: 30 l/min. cold water, ¥2" connection.
Drain: 2"-4"
CompressedAir: 6 bar
HVAC: Standard computer environment, 10 air exchanges/hour in room, machine connection to outside vent.
Connection to building ventilation.

6. Accessories
Standard Accessories
Integrated Impact printer
RS 232 Module Viewer Software
Reverse-0Osmosis
Optional Accessories
SD Card & Card Reader
Silent Air Compressor

7. Standards & Directives
ISS complies with the following international standards
and directive guidelines:

Technical Standards
Pressure Equipment Directive 97/23/EC (PED) Essential
safety requirements, Annex|, 7.4.
Machinery Directive 2006/42/EC.
EN 60204-1:2006+A1:2009 Safety of machinery-Electrical
equipment of machines-Part 1: General requirements.
EN 61000-6-2 Electromagnetic compatibility (EMC)-
Generic standards-Immunity for industrial environments.
EN 61000-6-4 Electromagnetic compatibility (EMC)-
Generic standards-Emission standard for industrial
environments.
EN 285:2006- Large Steam Sterilizers.
ISO 17665-1 (2006)-Sterilization of health care products
Moist heat Part 1: Requirements for the development,
validation and routine control of a sterilization process for
medical devices.
ISO 12100-1, 1SO 12100-2-Safety of machinery -Basic
concepts, general principles for design.
ISO 14121-1, I1SO/TR 14121-2-Safety of machinery -Risk assessment

Quality Standards
ISO 9001:2008 - Quality Management System-Requirements.
ISO 13485:2003
CE 0473



HOW THE SYSTEM WORKS

The technology uses a pressurized vessel to sterilize infectious medical
waste after it has been cut by the cutting system.

The processed infections is rendered non-infectious, non hazardous, and

non recognizable and defined as non-regulated waste and can be discard as
normal trash.

Treated Waste
can now be
disposed as

Municipal Waste

Disinfected and
destroyed
Biohazard Waste

RMW
 Dialyzers « Blood
* Sharps o Tissues

 Tubing sets o Masks
e Gloves  Etc.
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The ISS Treatment Cycle

Loading - > Treatment
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Waste Management Plant

Waste Bin Bay. A.

Waste Bin (Red Color).
ISS.

Washing Area.

Waste Collecting Area.

Washed / Cleaned Bins for waste
collection (Green Color).

Sterilized & Shredded Waste Bay.

Bin to collect Sterilized / Shredded waste
(Blue Color).

Sterilized & Shredded Waste.
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Entry door for sterilized waste into the waste
collection room.

. Entry door for collection bins to enter the unit

room.

. Entry door into washing room
. Entry door for the waste to enter the unit room.
. Exit door for washed / clean bins to exit.

Exit door for the Sterilized / Shredded Waste.

lllustration of the Waste Management
Plant (This is basic layout, the layout
may differ according to the room size
and location)
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. Diam 500
Chamber size (mm) D )
Chamber volume Ltr. 150
Weight Kg. 600
Housing 130 * 200 * 194 cm
External dimensions w/o housing 90 * 120 * 142 cm
Door Automatic door
Sterilization Temperature 121°C-138°C
Steam Source Saturated Steam
Pressure 2.5-5.0BAR
Compressed Air 5.0-7.0 BAR
Water source Filtered Tap Water
Pressure 1.0-6.0 BAR
Power Source 3-Ph. 380-400 V, 50/60 Hz

Advantages

o Cost Effective: reducing cost of transport, reducing cost for treatment and maintenance.
Unrecognizable waste after treatment.

No harmful effect or reject.

Efficiency of decontamination of hazardous waste.

Easy installation

Automatic door prohibits unauthorized interruption.

Reduces volume up to 80%

No Unpleasant Odors

No Toxic Chemicals

Full destruction of Sharps and Containers

0O 0 0 0 0 0 0 o0 o

Single step Loading, Cutting, Sterilization and Unloading



For Exports:

@ .
(Government Recognized Export House)
(An 1SO 9001:2008 / 1SO 13485 : 2003 Certified Company)

Medy, .\

> Corporate Office

Narula’s Tower-|

25, Central Market, Punjabi Bagh (west)
New Delhi - 110026, India

> Marketing Office

Narula’s Tower-Il

2&3, Central Market, Punjabi Bagh (west)
New Delhi - 110026, India

+91
+91
+91
+91

la Bxports

-11- 4545 9999 (hunting lines)
-11- 2522 4102
-11- 2522 3873
-11- 2522 8702

hrn@narulaexports.com

projects@narulaexports.com
medfreshe@narulaexports.com

website www.narulaexports.com

Data, specification & sizes given are approximate.
Due to continuous R&D, we reserve the right to change them without notice.

Narula’s are proud to be Members of :

o

APEDA



