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PIFE 3-1 EREUROMER - (LEREMICE S ISO - IEC Sk

HREES BB W T JIS
IS0 17_97'111992 Dental rotary instruments - Shanks — Part 11 Shanks made of JIS T 5504-1 MOD
Amd 1:1997 metals
180 1797-2:1992 i]?l:r;gclsrotary instruments -- Shanks -~ Part 2: Shanks made of JIS T 5504-2 MOD
1SO 2157:1992 Dental rotary instruments -- Nominal diameters and JIS T 5503 IDT
designation code number ‘
I1SO 3630-1:1992 Dental root-canal instruments - Part 1. Files, reamers, barbed | JIS T 5205 MOD
o broaches, rasps, paste carriers, explorers and cotton broaches JIS T 5206 MOD
IS0 3630-2:2000 Dental root-canal instruments -~ Part 2: Enlargers JIS T 5208 DIS
SO 3630-3:1994 Dental root-canal instruments -- Part 3' Condensers, pluggers
and spreaders
190 3823-1:1997 'II))E;lf,ai rotary instruments -- Burs -~ Part 1’ Steel and carbide
IS0 3823-2:2003 Dentistry -» Rotary bur instruments -- Part 2! Finishing burs
IS0 396411982 Dental handpieces -- Coupling dimensions
1SO 4073:1980 Denta_l_ equipr_nentv" items of dental equipment at the working
place -- Identification system
150 6360-1:2004 Dentistry -- Number coding svstem for rotary instruments -
Cor 1:2007 Part 1: General characteristics
1SO 6360-2:2004 Dentis_try - Number coding system for rotary instruments -
Parxt 2 Shapes
- Dentistry -- Number coding system for rotary instruments -
IS0 6360-3:2005 Part 3. Specific characteristics of burs and cutters
R Dentistry -- Number coding system for rotary instruments -
I50 6360-4:2004 Part 4: Specific characteristics of diamond instruments
- Dentistry -- Number coding system for rotary instruments -
IS0 6360-5:2007 Part 5. Specific characteristics of root-canal instruments
e Dentistry -- Number coding system for rotary instruments
180 6360-6:2004 Part 6: Specific characteristics of abrasive instruments
Dentistry -- Number coding system for rotary instruments -
150 6360-7:2006 Part 7: Specific characteristics of mandrels and special
wnstruments
IS0 6875:1995 Dental patient. chair JIS T 5602 MOD
180 7488:1981 Dental amalgamators
IS0 7492:1997 Dental explorers JIS T 5402 MOD
IS0 7493:2006 Dentistry -- Operator's stool JIS T 5601 MOD
1SO 7494-1:2004 Dentistry -- Dental units -- Part 17 General requirements and JIS T 5701 MOD
test methods
IS0 7494-2:2003 Dentistry -- Dental untts -- Part 2: Water and air supply
SO 7494-1:2004 Dentistry -- Densal units -- Part 1! General requirements and
test methods
1SO 7711-1:1997 . Dfental rotary instruments -- Diamond instramepts = Part 1t JIS T 5505-1 MOD
Dimensions, requirements, marking and packaging
180 7711-2:1992 ID);asitsal rotary mstruments -- Diamond instruments -- Part 2: JIS T 5505-2 MOD
IS0 7711-3:2004 Deptistry = Diamond rotary instruments - Part 3: Grit sizes,
designation and colour coede
IS0 7785-1:1997 Dental handpieces - Part 1: High-speed air turbine handpieces | JIS T 5906 MOD
S0 7785-2:1995 Denta.'i. handpieces -- Pal:t 2: Straight and geared angle JIS T 5907 MOD
handpieces
ISC 7786:2001 Dental rotary instruments -- Laboratery abrasive instruments JIS T 5210 DIS
1SO 7787-1:1984 i)ftrézii rotary instruments -- Cutters -- Part 17 Steel laboratory JIS T 5506-1 MOD
1SO 7787-2:2000 Dental rotary msf;ruments -- Cutters -~ Part 2! Carbide JIS T 5506-9 DIS
laboratory cutters
q- Dental rotary instruments -- Cutters -- Part 37 Carbide N
150 7787-5:1991 laboratory cutters for milling machines JI8 T 55063 MOD
ISO 7787-4:2002 Dem';a] rotary instruments -- Cutters -- Part 4: Mimature JIS T 5506-4 MOD
carhide laboratory cutters
IS0 7885:2000 Sterile dental injection needles for single use JIST 6130 MOD
180 8282:1994 Dental equipment -- Mercury and alloy mixers and dispensers
I50 8325:2004 Dentistry -~ Test methods for rotary instruments JIS T 5502 DIS




REES

AR BT

|

FIE JIS

IS0 9168:1991

Dental handpieces - Hose connectors

IS0 9173-1:2006

Dentistry -~ Extraction forceps -~ Part 1: General requirements
and test methods

180 9680:2007

Dentistry -- Operaiing lights

180 9687:1993

Dental equipment - Graphical symbols

IS0 9873:1698

: Dental hand instruments -- Reusable mivrors and handles 418 T 5903 MOD
/Cor 172000
180 9997:199% Dental cartridge syringes
1SO 10323:1991 gir;‘;?si rotary instruments -~ Bore diameters for dises and
[0 106371999 ]S_);;Iézﬁ:zquipment -~ High- and medium-volume suction JIS T 5801 MOD
IS0 10650-1:2004 Dentistry -- Powered polymerization activators -~ Part 1t
Quartz tungsten halogen lamps
: o Dentistry -~ Powered polymerization activators -- Part 2!
130 10650-2:2007 Light-emitting diode (LED) lamps
150 11143:1999 Dental equipment - Amalgam separators
IS0 1114411995 Dental equipment -~ Connections for supply and waste lines
IS0 1_%193'1:2002 Single-use medical examination gloves -~ Part 1: Specification
Cor 1:2005 for gloves made from rubber latex or rubber solution
Amd 1:2007 i i i )
150 11498:1997 Dental handpieces - Dental low-voltage electrical motors JIS T 5909 MOD
IS0 11499:2007 Dentistry -- Single-use cartridges for local anaesthetics JIS T 5908 MOD
IS0 1329411997 Dental handpieces -~ Dental air-motors
150 13295:2007 Dentistry - Mandrels for rotary instruments
no1-1008 Periodontal curettes, dental scalers and excavators - Parg 1: JIS T 5404 MOD
150 13397-1:1995 (leneral requirements JIS T 5406 MOD -
< N, Dentistry -- Periodontal curettes, dental scalers and excavators
[50 13397-2:2005 -- Part 27 Periodontal curettes of Grtype
SO 13397-3:1996 Periodontal cur_ejtte_s. dental scalers and excavators -- Part 3: JIST 5406 MOD
Dental scalers -- H-type
IS0 13397-4:1997 Periodontal curettef;, d}ent@l‘scalers and excavators -« Part 4: JIS T 5404 MOD
Dental excavators -- Discoid-type
I{‘?o? 1}‘.32%%53'2003 Dentistry -- Amalgam capsules
180 15087-1:1999 Dental elevators -+ Part 11 General requirements
180 15087-2:2000 Dental elevators - Part 2: Warwick James elevators
IS0 15087-3:2000 Dental elevators -- Part 3: Cryer elevators
180 15087-4:2000 Dental elevators -- Part 4: Coupland elevators
IS0 15087-5:2000 Dental elevators -- Part 57 Bein elevators
IS0 15087-6:2000 Dental elevators -- Part 6 Flohr elevators
IS0 15098-1:1999 Dental tweezers -- Part 17 General requirements
1SS0 15098-2:2000 Dental tweezers -- Part 2! Meriam types
IS0 15098-3:2000 Dental tweezers -- Part 3° College types
IS0 15606:1999 Dental handpieces -- Air-powered scalers and scaler tips JIS T 5810 MOD
. Dentistry -- Materials used for dental equipment surfaces -
IS0 21530:2004 Determination of resistance to chemical disinfectants
1S90 21533:2003 Dentigtry - Reusafbile Cgrtridge syringes intended for
intralicamentary injections
IS0 21671:2006 Dentistry -- Rotary polishers
1SO 22374:2005 Dentistry -- Dental handpieces -- Electrical-powered scalers JIS T 5911 FDIS

and scaler tips

[S0O/TS 22595-1:2006

Dentistry -~ Plant area equipment -- Par{ 1- Suction systems

IEC 6120567 1993

Ultrasonics - Dental descaler systems - Measurement and
declaration of the sutput characteristics

IEC 61223-2-5: 1994

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

IEC 61223-2-7: 1999

Fvaluation and routine testing in medical imaging departments
- Part 2-7: Constancy tests - Equipment for intra-oral dental
radioeraphy excluding dental panoramic equipment

26
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TEC 60661-1: 2005
Corr.1: 2006
Corr.2: 2007

Medical electrical equipment - Part 1° General requirements
for basic safety and essential performance

IEC 60601-1-1: 2000

Medical electrical equipment - Part 1-17 General
requirements for safety - Collateral standard: Safety
requirements for medical electrical systems

JIS T 0601-1-1

IoT

1EC 60601-1-2: 2007

Medical electrical equipment - Part 1-2: General
reguirements 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 -
CoHateral 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 m 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: Requrements for environmentally
conscious design

IEC 60601-1-5ER : 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

JEC 61010-1: 2001

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

JIS € 1010-1

MOD

IEC61223-2-5: 1994

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

JIS 7 4752-2-5

IDT

IEC 81326-1: 1998

Electrical equipment for measurement, control and
laboratory use - KMC requirements - Part 17 Ceneral
requirements

JIS C 1806-1

DT

IEC/TR 60878 2003

Graphical symbols for electrical equipment in medical
practice

BI&R 33 WRBEOWEN - LENNMICBE LI 2 oMoBg - L%

RS

SO LT

ANSIT/ADA- Specification
No.101:2001

Root Canal Instruments:General Requirements

FDA Guidance {2003-12-02)

Devices

Class I Special Controls Guidance Document! Dental Sonography and Jaw Tracking

27




[MEE 1]
R ER O HEB IR

I?@ﬂ””%f@ﬁ*;%ﬁé’?\ SRS EIC R 52 5 I L AR OHERREEE Tl o T, BT OERR
TRV THEEOREYE L TNA Lo BT B Lo &, BIARILICE

%E“@”

7?::?5 SRR B A LB ORI AT S R A IR T,

1. R A THEESHES

1) AT A AR
(1) 70698000 A FHESHES

2) (FERMEEY A b

No.|  HBEA HeHE D 5 o

' 5 R (BRI EE]

1 | EBEAE L oA | AEE LTS oM TT -7 & ?‘%)\d*iﬁ‘é 21600}32700044000
H T3tk Mese  PEERC LA — R o R RS232C F A RV

L{mjj:ﬁt@x. j: DI(}OM jff;\ 733%11\&31 Do
B2 E AR L L TA AV, 717, PC
WS. HIS.RIS. PACS EabiT b,

2 |EBOFTTEREK Bl T AT —# S 2#TE L URET % | 21600BZZ00044000
[ (R A B e MR,

' Bl Ty 42 B LSRR B B R

T T - AR, T e ERN D,
aw b T AL, B L TRER, EARE. BE 5
Jo ¥ MEBRES, BRER, v O B Filter 2L
B R b AL — R B Y R A S

AIERHD,
3 | B RS | EE A EET O REEBICH L BET — ¥ 2 BEY | 21600BZZ00044000
HEE RIFEERT 2 BERE. ;a!%%z;?m 2B jJ co Al 20 ek
!_-%‘Jl:_‘njh%) ffﬂ i $ﬂtﬁu@ﬁ E%rz%%k LT
HDD., FDD. MT. DVD.MO. CD-R. VIR %hi%
a5,
4 | FFAEAERE EE LR T A RBEBRCEFESNAZNET ¥ 4 | 21600BZZ00044000

BT DIREE pafﬁ”%'_ ix&ijﬁ@é’*ﬁﬂ Fﬁé%%a
=5, Bl ABREOREBIRE L LT HDD,
FDD, MT. DVD.MO. CD-R, VIR &3 &7 5L1
Do

5 | AJIHEE HEB ST 2 AT B, FlA L. AN | 21600BZZ00044000
B =R R, e R, A R —F e AT
F o FARNERHT NS,

o, T EERIESR
1) AT BRETT
(1) 70701000 HEFERRMERR
2) fTEReEEY A b

H#%
.F( _L\i_?:g w’—-—#r

NO. ’Jf%c ;félfT ?’%Hu‘ DKEE [f}q(; Rﬂiﬁ‘ F'!gé‘ﬁ']

1 7 L RHEE L HEST -2 2T MOTTH T D, 20100BZZ01074000
waj
[5=

2 | EEH AR BlET—7%F TH AT DHERE, 16100BZY 00385000

20100BZ701074000

28



3. BEZHEEEE—»
D @A 5 Ixa 5

(1) 70695000 H# £ BA9IEE A — ¥
2) FHERYLHAEY 2 b

’ - N =
ERE 2 B Hisk o T o _—
No. HerE& PerE D E # DB IS )
1| #Eomhne WEwCH LIRERMEM, v FE—20REEE | 21400BZ200093000

T KENEERE, 795 REEE. Sy 7 U—
HE, e w%ﬁmfmﬁmaé%%o

2 | Ee- ¥ EEEEE @e@ﬁkﬁﬁﬁﬁ F DHERE, 21400BZZ00093000
R

3 N FE—AR ) A TFa—TUERE SN ERAWESEROE L 5 | 21400BZZ200093000
A EE N FE—2ARREERAY FE—2 583 L. &

T BESCBEITUY AL 2 LT DR

4. WRBEL7 —25r—5
D BT A A

(1) 70704000 WHRH =7 — R -7
2) IR AekERE Y = b

. ‘ e %5
N . IIA@ Kl 2 I‘b@""" 2 — T
© ki Bt REE X (3 a] ]
1 /80— | SRR A eI A M 21200BZ7Z00129000
FEERHERE TRREI A BT 2 08E, -7 L, BERERA24F | 21200B2200129000
. fib\u
3 | Uk EHEIRERE HE - EEEROKOE B REET S, 20700BZZ.00045000

5. MEHAZ BB EREES
1) @A 5 —ARHL R

(1) 70719000 #RF% B AR S kiLEs
2) FFETRDHERE Y b

No. |  Hiea Mt R [ﬂ%xﬁgﬂg%l
1 | &ssE PPt LA, Mkt - 47, BEE 2% | 21500BZZ00583000
R AHHEEE, 20500BZZ00204000
BEENEICS O U RO B 4+ HRT 5
2 | B Aykw A DL DR A B Adas, 20600B7701284000
3 | U — e IR O IR A T D e, 20600B727Z01284000
4 | AR &m% ExH T ZBED, sy iiET SHEE, 20600BZZ01 284000
CBEARE TN
1)@%?5—&%%%
(1) 70716000 EERRE 75 H
2) REHROEEEEE Y R b
b o e e w=
No.| — HmE&H BEOER R 5]
1 | FoRiae Wit LA, B, B, 24 T HH | 21900BZX0116000
%u
2 REERREHAE HEBENS-FILREZRAS LTt — X SN AEA | 21900BZX0116000
U@Uf%%mo :
3| PERFUEEE | RO R L AL v F TN EIT b — | 21900BZX0116000

29



7@ ONIOFF %# 01 ®— FORBRBTE HH

F el
HEo

7. R ARALA

D A5 —BRA R
mvmmmogﬂmﬁ%%ﬁﬁ%ﬁ
2) KIHFRYeRERE Y A b
No.|  HEEEAF B D E R {%ﬁzﬁgﬂg%]
1 | FoRilE ot LR OEASE SR v VOES | 21200BZZ00711000
S nFErTLEER 21200BZZ007 12000
5 | A k2 b7 | R R S AT S BB B R T 8 | 21200BZZ00711000
e 52, . 21200BZ7Z00712000
3 | 8 LEEO#GE WIS EL EOATRT S oo b & UELET | 21200BZZ00711000
LA, | 21200BZZ00712000
8. Wi HEHE RRES
D EAT S BRHATR
(1) 16355000 HRIHEBEERER
2) IR A b
No. LT HeRE D A 4% [ yﬁiﬁﬁﬁi
1 | Foie Wt low LIRS RIMEE & R DHBEE, 20900BZZ00989000
9 | 75— e m%ﬁ@774wﬁw MIE LB T & A | 20900BZZ00982000
WY AT, —IRENIC imkuﬁéﬂﬁmtr
Fitd E{_L%%&&béi%ﬁﬁo TEFREEESS(CLOLH
&
3 | 7o A MERE | MEORBEREEERE)ZREROESICLDEO | 20900B2200989000
A = AR ié%%c%bﬁ H O BE
Wk BEER T T YV A MERIE O
%é%ﬁﬁﬁﬂﬁof%ﬁiﬁ?@#é%%a
o, WRBBEIKES
1) A — AR RTA R
(1) 70705000 HEFHRELIEE
2) RHEFANAEE Y X b
No. HERER T HIREO TS i &
[ﬁ%wu a/{“;q%"’”]
1 | FoniiEe Mo UEHE. AHK ON - OFF, BEE0ORTF zwmﬁmmw%mo
mﬁ@ B L O EEEE, P ESERATLE
Fibﬂ
o | Rl B e | lE A A et AR, T 7 A VEICRELLLORR | 21600BZZ00655000
85 Moo b Z{EEMEIE 75,

30




