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BlE 3-1 EREHROWIRE - (LEAFEEIZFR D ISO - IEC Bl
BAEES BAR AR st JIS
ISO 1’(97'111992 Dental rotary instruments -~ Shanks -- Part 1: Shanks made of JIS T 5504-1 MOD
Amd 1:1997 metals
I1SO 1797-2:1992 I])Dlzr;‘tfclsrotary instruments -- Shanks -- Part 2: Shanks made of JIS T 5504-2 MOD
ISO 2157:1992 Dex}tal rotary instruments -- Nominal diameters and JIS T 5503 IDT
designation code number v
ISO 3630-1:1992 Dental root-canal instruments -- Part 1: Files, reamers, barbed | JIS T 5205 MOD
broaches, rasps, paste carriers, explorers and cotton broaches JIS T 5206 MOD
ISO 3630-2:2000 Dental root-canal instruments -- Part 2: Enlargers JIS T 5208 DIS
1SO 3630-3:1994 Dental root-canal instruments -- Part 3: Condensers, pluggers
and spreaders
1SO 3823-1:1997 bDlialflstal rotary instruments -- Burs -- Part 1 Steel and carbide
IS0 3823-2:2003 Dentistry -- Rotary bur instruments -- Part 2: Finishing burs
ISO 3964:1982 Dental handpieces -- Coupling dimensions
1SO 4073:1980 Dental equipment Items of dental equipment at the working
place -- Identification system
IS0 6360-1:2004 Dentistry -- Number coding system for rotary instruments --
Cor 1:2007 Part 1: General characteristics '
- Dentistry -- Number coding system for rotary instruments --
ISO 6360-2:2004 Part 2: Shapes
o Dentistry -- Number coding system for rotary instruments -~
IS0 6360-3:2005 Part 3: Specific characteristics of burs and cutters
. Dentistry -- Number coding system for rotary instruments -
IS0 6360-4:2004 Part 4: Specific characteristics of diamond instruments
e Dentistry -- Number coding system for rotary instruments --
IS0 6360-5:2007 Part 5: Specific characteristics of root-canal instruments
. Dentistry -- Number coding system for rotary instruments --
IS0 6360-6:2004 Part 6: Specific characteristics of abrasive instruments
Dentistry -- Number coding system for rotary instruments -
ISO 6360-7:2006 Part 7: Specific characteristics of mandrels and special
instruments
ISO 6875:1995 Dental patient chair JIS T 5602 MOD
ISO 7488:1991 Dental amalgamators
ISO 7492:1997 Dental explorers JIS T 5402 MOD
ISO 7493:2006 Dentistry -- Operator's stool JIS T 5601 MOD
1SO 7494-1:2004 Dentistry -- Dental units -- Part 1: General requirements and JIS T 5701 MOD
test methods
ISO 7494-2:2003 Dentistry -- Dental units -- Part 2: Water and air supply
SO 7494-1:2004 Dentistry -- Dental units -- Part 1: General requirements and
test methods
oy Dental rotary instruments -- Diamond instruments -- Part 1: X
180 7711-1:1997 Dimensions, requirements, marking and packaging JIS T 5505-1 MOD
ISO 7711-2:1992 giesxztsal rotary instruments -- Diamond instruments -- Part 2: JIS T 5505-2 MOD
I1SO 7711-3:2004 Del}tistry -~ Diamond rotary instruments -- Part 3: Grit sizes,
designation and colour code
ISO 7785-1:1997 Dental handpieces -- Part 1: High-speed air turbine handpieces | JIS T 5906 MOD
SO 7785-2:1995 gental_ handpieces - Part 2: Straight and geared angle JIS T 5907 MOD
andpieces
ISO 7786:2001 Dental rotary instruments -- Laboratory abrasive instruments | JIS T 5210 DIS
1SO 7787-1:1984 CletIéZ?i rotary instruments -- Cutters -- Part 1: Steel laboratory JIS T 5506-1 MOD
1SO 7787-2:2000 Pental rotary instruments -- Cutters -- Part 2: Carbide JIS T 5506-2 DIS
. aboratory cutters .
o Dental rotary instruments -- Cutters -- Part 3: Carbide .
150 7787-3:1991 laboratory cutters for milling machines JIS T 5506-3 MOD
1SO 7787-4:2002 Dent.al rotary instruments -- Cutters -- Part 4: Miniature JIS T 5506-4 MOD
carbide laboratory cutters
ISO 7885:2000 Sterile dental injection needles for single use JIS T 6130 MOD
ISO 8282:1994 Dental equipment -- Mercury and alloy mixers and dispensers
ISO 8325:2004 Dentistry -- Test methods for rotary instruments JIS T 5502 DIS




HEES BE A xths JIS
ISO 9168:1991 Dental handpieces -- Hose connectors
1SO 9173-1:2006 Dentistry -- Extraction forceps -~ Part 1: General requirements
and test methods
I1SO 9680:2007 Dentistry -- Operating lights
I1SO 9687:1993 Dental equipment -- Graphical symbols
ISO 9$73:1998 Dental hand instruments -- Reusable mirrors and handles JIS T 5903 MOD
/Cor 1:2000
ISO 9997:1999 Dental cartridge syringes
1SO 10323:1991 5;1;2211; rotary instruments -- Bore diameters for discs and
1SO 10637:1999 i)};esxzéill ;aqulpment -- High- and medium-volume suction JIS T 5801 MOD
ISO 10650-1:2004 Dentistry -- Powered polymerization activators -- Part 1
Quartz tungsten halogen lamps
o Dentistry -- Powered polymerization activators -- Part 2
180 10650-2:2007 Light-emitting diode (LED) lamps
ISO 11143:1999 Dental equipment -~ Amalgam separators
IS0 11144:1995 Dental equipment -~ Connections for supply and waste lines
ISO 1.1193“1:2002 Single-use medical examination gloves -- Part 1° Specification
Cor 1:2005 for gloves made from rubber latex or rubber solution
Amd 1:2007
ISO 11498:1997 Dental handpieces -- Dental low-voltage electrical motors JIS T 5909 MOD
1SO 11499:2007 Dentistry -- Single-use cartridges for local anaesthetics JIS T 5908 MOD
ISO 13294:1997 Dental handpieces -- Dental air-rmotors
IS0 13295:2007 Dentistry -~ Mandrels for rotary instruments
- Periodontal curettes, dental scalers and excavators -- Part 1 JIS T 5404 MOD
15O 13397-1:1995 General requirements JIS T 5406 MOD
o Dentistry -- Periodontal curettes, dental scalers and excavators
150 13397-2:2005 -- Part 2: Periodontal curettes of Gr-type
1SO 13397-3:1996 Periodontal cmfttezs, dental scalers and excavators -- Part 3: JIS T 5406 MOD
Dental scalers -- H-type
1SO 13397-4:1997 Periodontal curettef, dentgl_scalers and excavators -- Part 4 JIS T 5404 MOD
Dental excavators -- Discoid-type
}JSO? 11:32%%%'2003 Dgntistry -- Amalgam capsules
1SO 15087-1:1999 Dental elevators -- Part 1: General requirements
ISO 15087-2:2000 Dental elevators -- Part 2: Warwick James elevators
ISO 15087-3:2000 Dental elevators -- Part 3: Cryer elevators
I1SO 15087-4:2000 Dental elevators -- Part 4: Coupland elevators
1SO 15087-5:2000 Dental elevators -- Part 5: Bein elevators
ISO 15087-6:2000 Dental elevators -~ Part 6: Flohr elevators
1SO 15098-1:1999 Dental tweezers -~ Part 1: General requirements
IS0 15098-2:2000 Dental tweezers -- Part 2: Meriam types
1S0O 15098-3:2000 Dental tweezers -- Part 3: College types
IS0 15606:1999 Dental handpieces - Air-powered scalers and scaler tips JIS T 5910 MOD
. Dentistry -- Materials used for dental equipment surfaces --
15O 21530:2004 Determination of resistance to chemical disinfectants
ISO 21533:2003 Dentigtry - Reusa_blre cgrtridge syringes intended for
intraligamentary injections
IS0 21671:2006 Dentistry -- Rotary polishers
IS0 22374:2005 Dentistry "_Dental handpieces -~ Electrical-powered scalers JIS T 5911 FDIS
and scaler tips
ISO/TS 22595-1:2006 | Dentistry -~ Plant area equipment -- Part 1: Suction systems
. Ultrasonics - Dental descaler systems - Measurement and
IEC 61205: 1993 declaration of the output characteristics
- Evaluation and routine testing in medical imaging departments
IEC 61223-2-5: 1994 - Part 2-5: Constancy tests - Image display devices
Evaluation and routine testing in medical imaging departments
IEC 61223-2-7- 1999 - Part 2-7: Constancy tests - Equipment for intra-oral dental
radiography excluding dental panoramic equipment

26




A%k 3-2 HRERMOBERLZSMTMICHR S IEC Bk

& B AR it JIS
éhgriog%i}é - 2005 Medical electrical equipment - Part 1: General requirements
Cgrr-zg 2007 for basic safety and essential performance

IEC 60601-1-1: 2000

Medical electrical equipment - Part 1-1: General
requirements for safety - Collateral standard: Safety
requirements for medical electrical systems

JIS T 0601-1-1

IDT

1IEC 60601-1-2: 2007

Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance -
Collateral standard: Electromagnetic compatibility -
Requirements and tests

IEC 60601-1-6: 2006

Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential performance -
Collateral standard: Usability -

IEC 60601-1-8: 2006

Medical electrical equipment - Part 1-8: General
requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and
guidance for alarm systems in medical electrical equipment
and medical electrical systems

IEC 60601-1-9: 2007

Medical electrical equipment - Part 1-9: General
requirements for basic safety and essential performance -
Collateral Standard: Requirements for environmentally
conscious design

IEC 60601-1-SER : 2007

Medical electrical equipment - ALL PARTS

IEC 60601-2-10: 1987

Medical electrical equipment. Part 2: Particular
requirements for the safety of nerve and muscle stimulators

JIS T 0601-2-10

MOD

IEC 61010-1: 2001

Safety requirements for electrical equipment for
measurement, control, and laboratory use - Part 1: General
requirements

JIS C 1010-1

MOD

IEC 61223-2-5: 1994

Evaluation and routine testing in medical imaging
departments - Part 2-5: Constancy tests - Image display
devices

JIS Z 4752-2-5

IDT

IEC 61326-1: 1998

Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 1: General
requirements

JIS C 1806-1

IDT

IEC/TR 60878: 2003

Graphical symbols for electrical equipment in medical
practice

BIR 3-3 HRESHROWMER - (LFEHFHEICB R L 20MmoEKg - %

B E S

HBEDLH

ANSI/ADA Specification
No0.101:2001

Root Canal Instruments:General Requirements

FDA Guidance (2003-12-02)

Devices

Class II Special Controls Guidance Document: Dental Sonography and Jaw Tracking
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