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and routine control — Kadiation sterilization

IS0 11737-1; 1995, Sterilization of medical devices — Microbiological methods -Part
1, Estimation of population of microorganisms on products

180 13408 series, Aseptic proceeding of health care products

IS0 13638; 1997, Sterilization of health care producis -Requiremenls for Validation

and routine control of moist heat sterilization in health care facilities

I50 14160, 1998, Sterilization of single—use medical devices Incorporating materials
of animal origin - Validation and routine control of sterilization by liquid
sterilants

IS0 14937, Sterilization of health care products - General requirements for

characterization of a sterlilizing agent and the development, validation and routine
control of a sterilization process for medical devices

180 17664, Sterilization of medical devices —Information to be provided by manufacture
for the processing of resterilizable medical devices

ISO/DIS 17665, 2004, Sterilization of health care products — Moist heat —Development,
Validation and routine control of a sterilization process for medical devices
IS0 14708-1,;2000, Implants for surgery -Active Implantable medical devices —Part I:
General requirements for safcety, marking and for infermation to be provided by the
manufacturer

180-14708-5. 2005, Implants for surgery -Active Implantable medical devices -Part 5:
Particular requirements for circulatory support devices (2005)

IS0 5198, Centrifugal, mixed flow axial flow pumps —Code for hydraulic performance
tests —Precision grade

IS0 4408, Hydraulic fluid power -Positive displacement pumps, motos and integral

transmissions —Determination of steady—state performance

. 150 5840, Cardicvascular implants -Cardiac valve prostheses

16.

IS0 7198, Cardiovascular implants —-Tubular vascular prostheses

(IEC)



L IEC 60300-3-2, Dependability managoment —Part 3 -2 Application guide -
Collection of essential performance

2. IEC 60601-1, Medical electrical equipment -Part 1: General requirement for safety and
essential performance

3. IEC 60601-1-2, Medical electrical equipment —Part 1. General requirement for safety
—Collateral standard. Electromagnetic compatibility —Requirements and tests

4. IEC 60601-1-6, Medical electirical equipment — Part i; General requirement for safety
— Collateral standard: Usahility

5. IEC 60601-1-8, Medical electrical equipment -Part 1 -8 General requirement for safety
—Collateral Standard: Alarms

6. 1EC -CISPR-11, Industrial scientifie and medical (ISM) radio—frequency equipment —
Electromagnetic disturbance characteristics -Limits and methods of measurement

7. ITEC/TR 60878, Grraphical symbols for electrical equipment in medical practice

8 IEC 62304, Medical device software -Software life —cycle processes

(D)

1. FDA : Preparation and contents of application for ventricular assist devices and total
artificial hearts, FDA No. F89-33838 (1987)

2.NIfl : Phased readiness testing of implantable total artificial hearts, regquest for
proposal, NHLBI-HV-92-28 (1992)

3. ASAIO-8TS : Long—Term Mechanical Circulatory Support System Reliability Recommendation
(1998)

4. AAMI: TIR26:2000 L ZE ) d5 L VLB # - X7 A (2000)

5. NEDO: BEEKISFIZ T 7= AAF PR i AB TN T R 7 AR A FHRFEE 7' | =2~ (NEDO
Tr¥es M) (2001)

6. A AA TS | EEOCTRICNT D I5EBROBKHEEL 1 N7 4 (3 (2003)

7. ASTM F1841-87, Standard practice for Assessment of hemolysis in continuous flow
blood
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specifications of master-slave
combined manipulator

Item Specifications
Size Total Length [mm] 555 | 535 | 475
Pipe diameter (D) ¢ 10 65 a3
{mm]
Finger length (L) [mm] 9 7 4
Weight Master part [kq] 0.28
"‘gghbcl’;'t Slave part [kg) 0.11 | 0.09 | 0.07
Total weight Tkg] 0.37 | 0.35 | 0.33
Motion Yaw [* ] *85
range Roll [ ] +140
Gripper [* ] 30
Control Unilateral control
Sensor Master Potentiometer
Slave Encoder

Grpper
"

Roll .« *
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