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B R B #

AT RZER B #7

R AN ‘ .
WA B8 Esd ® 4 % Date of Date of
#Ex| CNS |Category . : :
Title of Standard Previous Previous
Number | Number . . )
Promulgation | confirmation
el iy
1 59338 T1008 Petechiometers 80bF208 102485298
ELREFRARFE
2 6273 T1014 Cannula for Maxillary Antrum and Frontal Sinus T8FTAL5E 10284298
' &2
3 6275 T1015 Pus Basins 8484128 102485298
FERE
4 6276 T1017 Dressing Trays T84TH158 1024858298
SHAYT
5 6280 T1021 Surgical Seissors 78478158 102#8}%‘29&1
EEEwmA
8 6281 T1022 Scarificator 80F5F208 1024842983
; Hedn )R] 77
T 6285 T1026 Blood Lancet 784#T7H168 10248E298
Eet
8 6288 T1029 Probes T8F9A198 102487298
4T
9 6627 T1034 Trocars T8FTHL58 102#£88298
FEaE
10 6966 T1035 Uterine Curettes Sharp T84T7H158 1024£8F298 '
‘ FEabit
11 6967 T1036 Uterine Curettes 78%£9A198 102%8}% 298
B A T _
12 7326 T1047 Eye Forceps T8E£TH 108 10248A298
FEHABERS
13 3336 T1059 Uterine Cervical Dilator T84T7H158, 10248F208
14 11680 T1061 B Th4#8H 48 102485298
Clinical Thermometers
oo 34 R
15 12941 11062 Suction Catheter for Use in Respiratorv Tract 80114148 102484294
EHE  HEAAECBRASMERAZOY (EERX) &
BAETHARER ~ #— 34 I — AR
16 12974 T1063 | Conical Fittings with a 6% (Luer) for Syringes, 81537188 1024852941
Needles and Certain Other Medical Equipment -
Part 1: General Requirement
BRAMRAG—EREAZHRE
17 12975 T1064 Infusion Equipment for Medical Use - Infusion 81434188 101042418
) Sets for Single Use '
FREA2FELE (25m 1 LTF)
i8 12977 T1066 | Single Use Blood Specimen Containers Up to 2bml 81434188 102484298
Capacity
. FHBE AN — s £ 48
19 13315 T1068 Implants for Surgery — Ceramic Materisls Based 82125238 10248 F29H
on Alumina
FHEADET - CERBE2E R .
20 13316 T1069 |Orthopaedic Implants - Gteneral requirements for 824128238 102#8H298
Marking, Packaging and Labelling
FHENDZRERRTRE
21 13317 T1070 Implants for Surgery - Guidance on Care and 82412A238 10248R294
Handling of Orthopaedic Implants
PYRTREyRrag
22 | 13358 | TIOTI il 83438258 | 102485208

Microwave Therapy Equipment

B1EH,HIYE
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23

13382-1

T1072-1

SR AL — &R P — 2SR 4
Implants for surgery - Metallic materials -

93598278

10248K298

Wrought—stainless—steel

94

13382-2

T1072-2

%H%WEA%—éﬁﬁﬁ—ﬁ%ﬁ—%T%—ﬁ%ﬁ
Implants for surgery - Metallic materials -
Wrought cobalt-chromium-tungsten—nickel alloy

934972749

102484298

25

13382-3

T1672-3

SFHEE A — 2 B A R -4
. —EA4 e
Implants for surgery - Metallic materials -
Wrought cobalt-nickel-chromium-molybdenum-
tungsten-iron alloy

934£9R27H

10258 A 258

26

133824

T1072-4

ShF BN — B AR —-ES e
Implants for surgery - Metallic materials -
Wrought cobalt-nickel-chromium-molybdenum alloy

93495278

10248 R298

27

13382-5

T1072-5

IR AN — & B H A — ke R
Implants for surgery - Metallic materials -
Unalloyed titanium

93495278

102484298

28

13382-6

T1072-6

S BEREAY — S RHH -G -%-R6e
Implants for surgery - Metallic materials -
Cobalt-chromium-molybdenum casting alloy

93%9A27H

102484298

29

13382-7

T1072-7

SHEERNEANS - BN — e - b —d b E
Implants for surgery - Metallic materials -
Wrought titanium 6-aluminium 4-vanadium alloy

9349A278

102484258

30

13382-8

T1072-8

I # AN — &8 MM — TR B ST fo T EE— 85—
A48 — 44
“Implants for surgery - Metallic materials -
Forgeable and cold-formed cobalt-chromium-
nickel-nolybdenum-iron alloy

93494278

10258 A 298

31

13382-9

T1072-9

SpHENG — B RNET R % (B89 ¢ FH4r)
Implants for Surgery - Intramedullary Nailing
Svstem — Part 2: Medullary Pins

B4#£1H48

102485298

32

13382-11

T1072-11

A - EATREALHRNE (B-8a o
1 RERRTZAER)
Implants for Surgery - Partial and Total Knee
Joint Prostheses - Part 1: Classification,
Definitions and Designation of Dimensicns

8441448

10248A298

33

13382-12

T1072-12

ShftEA — 2R T RS A F AR RSS2 TE
Mg M ZIBETAD  FHMERX— R
Implants for Surgery - Metal Bone Screws with
Hexagonal Drive Connection, Spherical Under -

surface of Head, asymmetrical Thread -

8414412

10248A 298

34

13382-13

T1072-13

A — BN TABEGEZ LR FTHE4— R+
~Implants for Surgery - Metal Bone Screws with
Conical Under - Surface of Head - Dimensions

341 A48

102484298

35

13382-14

T1072-14

SHAN R FRAAHRTE—F -4y FHEAR
Implants for Surgery - Acrylic Resin Cements -
Part 1: Orthopaedic Applications

g41A48

102484298

36

13382-15

T1072-15

SHEEAY— 4B TR ELHILER R ERERARY
TREZEH
Implants for Surgery - Metal Bone Plates Holes

|Corresponding to Screws with Asymmetrical Thread

and Spherical Under-surface

844%TH298

102487298

BLE HDIREH
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37

13382-16

T1072-16

SAHEANY — 2B ER -SSR EANRETAS
Log

Implants for Surgery - Metal Bone Plates - Holes

and Slots Corresponding to Screws with Conical

3457R298

102484298

38

13382-17

T1072-17

SN —FHMRSTASK By B EAIER
RV FRN 4
Implants for Surgery - Intramedullary Nailing
Systems - Part 1: Intramedullary Nails with
Cloverleaf or V-shaped Cross-section

845£TH298

10248A208

39

13382-18

T1072-18

IFHHEAND — R - B R B2 iR F ik
g iEE (EEE'J)
Implants for Surgery - Biocompatibility -
Selection of Biological Test Methods for

84£TAH29B

10248K29a

40

13382-19

T1072-19

SN - TR S BERGHEHRE
Implants for Surgery - Determination of Bending
Strength and Stiffness of Bone Plates

84£TH29R

10248K298

41

13382-20

T1072-20

SMHEA —FREATHE B -5 —8a 28R
THERFEBRE
Implants for Surgery - Partial and Total Hip
Joint Prostheses - Part 1: Classification,
Designation of Dimensions and Requirements

84£T7H2098

102487298

42

13382-21

T1072-21

BN —FEREATHME —E 35 2B R
BHEH Az #AD
Implants for Surgery - Partial and Total Hip
Joint Prostheses Part 2: Bearing Surfaces Made
of Metallic and Plastics Material

84#7H298

10248K298

43

13382-22

T1072-22

SPFHHENS —FREATRME —F 280 RodAh

Z Jf B Am wt 2P R
Implants for Surgery - Partial and Total Hip
Joint Prostheses Part 3: Determination of
Endurance Properties of Stemmed Femoral
Components without Application of Torsion

844TH208

102484298

44

13382-24

T1072-24

SHEAY—RESTFERLHE (B—HaHiK)
Implants for Surgery - Ultra-High Molecular
Yeight Polyethylene (Part 1: Powder form)

854TH248

10248 K298

45

13382-25

T1072-25

SFHEAY —RETTFERLE (B84 AlH)
Implants for Surgery — Ultra-High Molecular
Weight Polyethylene (Part 2: Moulded Form)

85%TF 248

10248429\

46

13382-26

T1072-26

SpFHEAS — TSR TR (E—80 A agisds
BR) '

Implants for Surgery - Skeletal Pins and Wires

(Part 1: Material and Mechanical Recuirements)

854 TH248

102484298

47

13382-27

T1072-27

RN —FHAFR (F=3%4:Steinma
nnEH—-RE)

Implants for Surgery - Skeletal Pins and Wires.

(Part 2: Steinmann Skeletal Pins - Dimensions)

854£TH248

102484298

43

13382-28

T1072-28

S A — FHER T UR4T (—HER)
Implants for Surgery — Staples with Parallel
Legs for Orthopaedic Use - General Requirements

85&TH24H

10248H298

49

13382-29

T1072-29

SPFHEAY — AEBERARBE LR TR (&
WERRRMRFE)
Implants for Surgery - Metal Bone Screws with
Asymmetrical Thread and Spherical Under Surface
(Mechanical Requirementse and Test Methods)

854#TH248

10248EF 298

HIH - H1RE
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WRFZE B A

Freeze drying closures for infusion bottles

35 b ]
s%| NS |Category %n' # 4 #% Datg of Datg of
- . Title of Standard Previous Previous
Number | Number . ) )
Promulgation | confirmation
SIHEAI—BRALEFHEEZREER
50 | 13382-30 | T1072-30 | Implants for Surgery - Fixation Devices for Use Bh&TAR 248 102#8R298
in—the-Ends—of—the—Femur—in-Adults
ENER
51 13460 T1073 Electrosurgical Unit 834124148 102487208
FHHILTE— 30 ¢ 5%~ FHhg - sy T
52 13477 T1074 |Orthopaedic Drilling Instruments - Part 1: Drill 841748 10104248
bits, Taps and Countersink Cutters
FR B - FEEFE -85 BARN A IR
IRz AT
53 | 18478-1 | T1075-1 Orthopaedic Instruments - Drive Connections - 84%18448 101494248
Part 1: XKeys for use with Screws with Hexagon
Socket Heads
FHER-RLTRBH-F o EME4H - +F
W HBER T+ F USRS B ST
54 | 13478-2 | T1075-2" | Orthopaedic Imstruments - Drive Connections - B441F44 101485EF 248
Part 2; Screwdrivers for Single Slot Head
Screws, Screws with Cruciate Slot and Crose -
: ShEFH B -2 B (B35 0 Re54E)
55 | 13478-3 | T1075-3 | Surgical Instruments - Metallic Materials (Part B854 THZ248 1014942448
1: Stainless Steel)
ARERNE—F—%y: —HEX
56 | 14191-1 | TIO78-1 Tracheal tubes — Part 1: General requipment 87#8£ 112 101%9A 248
RERE—E-_y BEHRA (BoRER)
57 | 14191-2 | T1078-2 |Tracheal tubes — Part 2: Oro-tracheal and nasc- 8748H114 10198248
tracheal tubes of Magill type (plain abd cuffed)
AENE—F=Zy  REA '
58 | 14191-3 | T1078-3 Tracheal tubes — Part 3: Nurphy type 8T8 R11H 10194248
AFRE—FEoifiy AR
59 | 14191-4 | Ti1078-4 Tracheal tubes — Part 4: Cole type 3TE£8H118 10140/4248
AERE—RENY AERANEHARERERNRKY
60 | 14191-5 | T1078-5 ' % 8T#&8H118 101#9EF 248
Tracheal tubes — Part 5: Requipments and
AE R EHR
61 14192 T1079 Tracheal tube connector 87T4&8H11H 101495248
B R R — B IR
62 | 14824-1 | T1083-1 Infusion equipment for medical use—Part. 1: 91«£3878 102585298
: Infusion glass bottles
Bk AW ne — B e SRRE
63 | 14624-2 | T1083-2 Infusion equipment for medical use—Part 2: 913578 10248EF 298
Closures for infusion bottles
BRRAHREE-FZY e BEREE .
64 | 14624-3 | TI083-3 Infusion equipment for medical use—Part 3: 914£3A78 10285298
Aluminum caps for infusion bottles
REBWRRE-FwEy ERERAZEHNAHRE |
65 | 14624-4 | Ti083-4 Infusion equipment for medical use—Part 4: 9143478 102484208
Infusion sets for single use, gravity feed
RERMRERGE-FREEy EERERE
66 | 14624-5 { T1083-5 Infusion equipment for medical use—Part b: 91#£38748 10258H8298
Burrette type infusion sets
RAERHRRE BN BHAIRSHLERE
BT | 14624-6 | T1083-6 Infusion equipment for medical use—Part G: 9143878

102£8A 298

E4H H£12H
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Promulgation | confirmation
BHREAMARERG - FIs - EREsRA 2B BR
-7 — A >
68 _14524 T| THosd-7 Infusion equipment for medical use—Part 7: Caps SF3ATH 102484298
made of aluminum-plastics combinations for
AN B AR A — ST SR A M R
69 14961 T1084 Small medical gas cylinders - Pin-index voke- 944#12R548 102585296
type valve connections
AEmR - EARGAMAERZMAEFaERES
— 3~ AR
70 14962 T1085 | Gas cylinders - Valve protection caps and valve 94#£12A58 102882918
guard for industrial and medical gas cylinders -
Design, construction and tests
RRAMTRANER A A
71 15004 T1087 Oxygen concentrators for use with medical gas 05#£4F198 102488298
pipeline systems
RS AR - HEATEGA RRMUA MEN LS|
' ZHE
72 15035 T1038 In vitro diagnostic test systems — Requirements 952108318 102588208
for blood-glucose monitoring svstems for self-
testing in managing diabetes meliitus
LA A AR BE MR :
73 8164 T2011 Protective clothings of occupational helth for 87104238 10194248
impermeakle use
- X5t F 28
T4 10295 T2015 X-ray protective gloves 87#1048238 1014%9EF248
D I R R R
2 2 2
7 T 12032 Surgical Nonabscrbable Sutures #1067 248 10248/ 238
SR X RBEEYA (G BLE)
76 11748 T2033 X-Ray Detectable Surgical Gauze (Swabs, Lap- To&I10E248 102882568
Sponges Laparotomy Sponges)
77| 12543 | T2044 IATHARETE 864128158 | 102584293
Surgical rubber gleoves
- BRiRREs -
78 12793 T2045 Infant Incubator 804£9A2519 10194248
—HBEARALHFE
79 12837 12045 Polyvinyl Chloride Medical Gloves 017228 10258208
AW AR RAR SRR TH Rz EZE -8 13
HRAES (2% _
- 2049~ :
80 | 15036-1 | T2048-1 FPlastics collapsible containers for human blood BFI0ASI R 1024854298
and blood components - Part 1: Conventional
FHEZBEEM
81 11686 13058 Alzinate Dental Impression Material TE8ALS 01#9A24E
B Ep L
82 11687 T3059 Agar Inpression Naterial #8448 1015954248
FHASBEAT LM
83 11688 13060 Dentastrv—Resin-based filling materials 80114303 101494242
F#A HA
84 11689 T3061 Dental Duplicating Naterials TO%8RH44d 10194248
F et A
85 11744 T3062 Dental Inlay Casting Wax T5%&10A248 10194248
H# A EAR
86 11745 T3063 Base Plate Vax T5410F248 101%£9A248
87 | 11746 | T3064 A AR AA a0 | 101298248

Dental Rubber Dam

=R =
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n AL ' BB & % Date of Date of
FHx| CNS (Category . . .
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Promulgation | confirmation
F#HA Fili
88 12641 T3057 Dental Operators’ s Stool 784117228 101498248
T T Bin e
89 12801 13065 Shanks of Dental Rotary Instruments Il A2 0TI A 248
FHRmEN BRI r
20 12802 13066 The Test Methods of Dental Rotary Imstruments $5#9A268 101+97248
FHARHGaEReD
9l 13764 13070 Dental Zine Polycarboxylate Cements 85497268 101497248
FHAME '
92 13765 T3071 Dental Ceramic 3504268 101494248
' FHAXBERTREGH
93 14377 T3072 Dental glass ionomer cements 88«8A318 101484248
FHHAMH-—TARSHMELEERGAE
94 14496 T3073 Dental material —Determination of color 80£11H308 101597248
stability of dental polymeric materials
BREBZBET LA IR
% 15023 13074 Sterile dental injection needles for single use 95#8A245 . 102485298
} I8 dmd2 AABBRE
96 15584 T3076 | Determination of the permanent filtration of X- 10248828 —
ray tube assemblies
BTSN RSN B SRR/ R
R 4 B B E A
97 15585 T3077 Medical electrical equipment-Dosimeter with 10249/108 -
ionization chambers and/or semi-conductor
detectors as used in X-ray diagnostic imaging
LEuHITRTL-BALEXHA T At —Rrmakt
Medical electrical equipment - X-ray tube _
%8 15586 T3078 assemblies for medical diagnosis - 102#8A/28
Characteristics of foca! spots
B AR A s — RNRIEASHE 8 SR
Medical diagnostic X-ray equipment - Radiation _
99 15987 13079 conditions for use in the determination of 10258424
characteristics
X ea by i F B4R L
100 10296 14004 Method of test for X-ray protective gloves 8T+10A238 101407248
Xy B4t
101 10298 14005 Method of test for X-ray protective aprons 8710/ 238 101497248
Bam N EEERRE
102 12595 T4023 Method of Test for Cutting and Durability for 848K 128 10194248
Surgical Knives
B 4% B 48 M sE
103 12_794 T4024 Method of Test for Infant Incubator 80F9A258 H0140A 248
FHAREGE T BARRE
104 12800 14025 Method of Test for Dental Rotary Instruments 1EILAZ0E 101497248
BAEE BTt mek
105 | 13076 T4027 |Methods of Test for Mechanical Safety of Medical 814118208 101£94248
' Electrical Equipment
ERESx TSk
106 | 13077 T4028 |Methods of Test for Electrical Safety of Medical| 8l%411A4208 10197248
Ele¢trical Equipment
BlERAGEH Mk — Lk FERR AR R
107 13318 T4030 | General Method for the Determinmation of Arsenic 10194248

- Sliver Diethyldithiocarbamate Photometric

82412A238

F6E H1RE.
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108

15007

T4043

B2 (¥ NEd) | —H4TRSE
Catheters other than intravascular catheters -
Test methods for common properties

95447198

102484208

109

13576

T5002

N EH BT TR L F WM INRARE
Instrument for Surgery - Scalpels with Deta
Chable Blades — Fitting Dimensions

8448K318

102484298

110

13577

T5003

BRI RERRBSRFE
Instrument for Surgery - Scissors and Shears -
General Requirments and Test Metheds

84#8A318

102484298

111

13643

T5004

At 2 & s
Biological Evaluation of Dental Materials

85437288

102488298

112

14193

T5007

M REN B RIBIEE -~ REIRES
Haemodialysers, haemofilters and

87T#8A 118

101494248

113

14194 -

T5008

REAME  ARGEE - ARABESzBSOBE
Extracorporeal blood circuit for haemodialysers
haemofilters and haemoconcentrators

8748A118

10140AR248

114

14195

T5009

MAZEESBHEE
M-mode ultrasonic diagnostic equipment

87T48R118

101494248

15

14196

T5010

RBEIRIGBRBRTEHERALE
Particular requipment for the safety of
ultrasonic therapy equipment

87T#8A11R

101598248

116

14197

T5011

EFAENTHETADEES
Electric linear scanning ultrasonic diagnostic
equipment

874£8A118

101498248

117

14393-1

-T5013~1

BRABM EMHRE K35 FEERR
Biological evaluation of medical devices—part
1 Evaluation and testing

03447208

102#£8E298

118

14393-2

T5013-2

BERBHEHMERE—F NS BHiBRFZIAE
Biological evaluation of medical devices—part
2 ' Animal welfare requirements

93444208

10248 A 2948

119

14393-3

T5013-3

BEEHEMBRE B8y KBS - HREMES
4 HEM 2R
Biological evaluation of medical devices—part
3 : Tests for genotoxicity, carcinogenicity and
reproductive toxicity

93444208

10248R 298

120

14393-4

T5013-4

BB ANt — Swife  mREESE AR
EHEF
Biological evaluation of medical devices—part
4 ' Selection of tests for interactions with

93F4R208

10288298

121

14393-5

T5013-5

RS LY rF—E 58 #ilepiErtRs
Biological evaluation of medical devices—part
5 : Tests for in vitro cytotoxicity

9344208

10248RF298

122

14393-6

T5013-6

BREHEHHIPE— FX0 0 AL AET
i
Biological evaluation of medical devices—part

93447208

1028298

123

14393-7

T5013-7

EHBHEYHEFIRLE BT BALLRREZEEY
Biological evaluation of medical devices - Part
7: Ethylene oxide sterilization residuals

944£3R258

10248A298

124

14393-8

T5013-8

BREHLYEEE—F 8 AR RASEHET
BERTHEE
Biological evaluation- of medical devices — Part
8: Selection and qualification of reference
materials for biological tests

9443F258

10248 /298

TLIHE #100F
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_1_2.5_

—14393-9—

—T5013-9-

BHEHAMEIPE—F O  BERREIHZEH R
EETHHEE
-Biological-evaluation-of-medical-devices—Part
9: Framework for identification and
quantification of potential degradation products

— 04%3A258

102484298

126

14393-10

T5013-10

BB B LRS- 1 08 ¢ AR EERBE
B3,
Riological evaluation of medical devices — Part
10: Tests for irritation and delayed-type
hypersensitivity

94434258

102485298

127

14393-11

T5013-11

BEBSMAESETE—F] 15 25 SHRE
Biological evaluation of medical devices - Part
11: Tests for systemic toxicity

9435208

1024284298

128

14393-12

T5013-12

BHREHESEPE—F ] 28 ARG RELHH
Biological evaluation of medical devices - Part
12: Sample preparation and reference materials

94434258

1024874295

129

14393-13

T5013-13

BREMHLHEPE—F L 33 BB RS ER
Bz EH BT F
Biological evaluation of medical devices - Part
13: Identification and quantification of
degradation products from polymeric medical

94#£3A258

10248F208

130

14393-14

T5013-14

BEBMAMERE -] 45 MEGERESZES
AEF
Biological evaluation of medical devices - Part
14 Identification and quantification of
degradation products from ceramics

94#3F 258

102484298

131

14393-15

T5013-15

BHSMAMERE-Z10H 2BRAEELERE|

BN R EE
Biological evaluation of medical devices - Part
15; ldentification and quantification of
degradation products from metals and alloys

95%6A1H

102484298

132

14393-16

T5013-16

BE B AN — B0 BEEHETIEE A
ViR Bl E A & A
Biological evaluation of medical devices - Part
16: Toxicokinetic study design for degradation
products and leachables

9546A18

10248F298

133

14509

To014

O BThRHBETHEEE-F 1 —AREAR
Medical electrical equipment - Part 1: General
requirements for safety

9447108

10149F 248

134

14508-1

T5014-1 -

REFFEHRE—F -0 ~RELAL-HWEAE
B2 BELZHzEEAL
Medical electrical equipment—part 1: general
requirenents for safety 1. collateral standard:
safety requirements for medical electrical

90#1A308

102484298

135

14509-2

T5014-2

BESHENRE S-S —REEME-MBAZ
22 EuAREZALENR
Medical electrical equipment —part 1: general
requirements for safety— 2. collateral
standerd; electromagnetic compatibility—
requirements and tests

90+1/308

10248A298

136

14509-4

T5014-4

RERBTHEL—F 5 —BRELRAT—HER
24 TEIACEELS
Medical electrical equipment—part 1: general
requirements for safety— 4. collateral

standard: programmable electrical medical

H£17308

102484298

F8H HDRE
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137

14708

T5015

B BSM—RA TR BB AT ES
Medical device - validation and routine control
of ethylene oxide strilization

914#12AH94

1024£8A208

138

14709

T5016

FEESZBRE-BAREELAFTEHAE
Sterilization of health care products -
requirements for validation and routine control
- radiation steilization

91412R98

1024£8A298

139

14912

T5020

BRERBGZEDITEML
Fundamental aspects of safety standards for
medical electrical equipment -

94#£3H258

10248R2918

140

14913

T5021

BEERHZBLER
Graphical symbols for electrical equipment in
medical practice

044372518

10248A208

141

14964

15022

R —-RAEERE
Wheelchairs - Guidelines for the application

96105128

10248R2018

142

14564-2

T5022-2

B2  HESTHELAR
Wheelchairs ~ Part 2 : Determination of dynamic
stability of electric wheelchairs

96410A 128

102£8F298

143

14964-6

T5022-6

B~ FO0N ERSHHBEARE - mREHABRREZ
' AlE

Wheelchairs — Part 6: Determination of maximum

speed, acceleration and deceleration of electric

94412A58

10248AH298

144

14964-7

T5022-7

H—-B T BBRBTRELESR
Wheeichairs - Part 7:; Measurement of seating and
wheel dimensions

95410R3l8

102487208

145

14964-8

T5029-8

S —F 8 SN HERR S EENNT R

Wheelchairs - Part 8: Requirements and test

954-8A 248

10248R298

146

14964-13

15022-13

Wtk -1 3 BRAGRELEZAE
Wheelchairs - Part 13: Determination of
coefficient of friction of test surfaces

954242418

10248A208

147

14964-14

T5022-14

=51 43 THHE/LT A REN K KRR &

Wheelchairs - Part 14: Power and control systems
for electric wheelchairs - Requirements and .test

94%12A58

10248FK2948

148

14964-15

T5022-15

BRE—-F 10 FHRESL - XMHHEFZER
Wheelchairs - Part 15 : Requirements for
information -disclosure, documentation and

96105128

1024£8K298

149

14964-19

T5022-19

Wi —%1 0% 4‘?%#%@5$$ﬁﬁi#§ri%ﬂf§§&ﬁi
Wheelchairs - Part 19 : Wheeled mobility devices
for use in motor vehicles

102595108

102484298

150

14964-21

T5022-21

BAE—F21H EHBHATHAS X Eaa il

2 Ao B R F ok
Wheelchairs - Part 21 : Requirements and test
methods for electromagnetic compatibility of
electrically powered wheelchairs and motorized
scooters -

964108128

10248A 298

151

14964-22

T5022-22

BEH—B 22 REER
Wheelchairs - Part 22 : Setup procedures

96#10A 128

102#8A298

152

14989

15023

BERHARETHE
Medical devices - Application of risk management
to medical devices

95%6A18

10248A 298

EOEH1E
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153

14990

15024

ERBH—RANERABSHER R RETHILR
Medical devices — Symbols to be used with’

955£6A18

medical-device—labels,labelling—and—information
to be supplied

102484298

154

14991

T5025

G- RANERBHERACETHIRITELEL YA
&
Nomenclature - Specification for a nomenclature
system for medical devices for the purpose of

9546418

10248F 298

155

15003-1

T5026-1

BRARTLZA-F 1 BHESRAAMRAAERY
®

Medical gas pipeline systems — Part 1: Pipelines

95444198

1024848298

156

15003-2

T5026-2

RBAAMESAA—F28  RHAMIFENLR K
Medical gas pipeline systems - Part 2:
Anaesthetic gas scavenging disposal systems

95448198

102487298

157

15005-1

T5027-1

BREABTRAGZEMEA~F 1N  BERRAYE
BETHARER
Terminal units for medical gas pipeline systems
- Part 1: Terminal units for use with compressed
medical gases and vacuum

0544F198

10248F298

158

15005-2

T5027-2

EEABTRAGIHBMEL-F 2 AHARFTE
' Rz MBI
Terminal units for medical gas pipeline sysiems
- Part 2: Terminal units for anaesthetic gas
scavenging systems

95444198

102487258

159

15006

T5028

BRENERABETLANAREAZRIHEER
Flow-metering devices for connection to terminal
units of medical gas pipeline systems

9544A198

102484298

160

15024-4

T5629-4

BERAELSITHE-SRBBRTEA-F 48 =8
REWHFITFR
Walking aids manipulated by cne arm —
Requirements and test methods - Part 4: Walking
' sticks with three or more legs

9hF3F 241

10248F 298

161

15037-1

T5030-1 |

BHRGESTHE SRR E—F 13 TS
Walking aids manipulated by both arms -
Requirements and test methods — Part 1: Walking

95410431 B

1024#8A 298

| 162

15037-2

150302

WSS T A~ B RRRRE—F 240 BT

Walking aids manipulated by both arms -

954#10A 31 8

10248A 298

163

15037-3

T5030-3

MBS T AE - RRRME—F 3 WA L
HRBITE
Walking aids manipulated. by both arms -
Requirements and test methods - Part 3: Walking

95#117168

102487298

164

15041-1

To031-1

EFEARLBH—F 18 —HAE
Specification for non-invasive sphygmomanometers
- Part 1: General requirements

9B%1A198

102487298

165

15041-2

T5031-2

FEANR B —F 28 MK B XA ARE
Specification for non-invasive sphygmomanometers
- Part 2: Supplementary requirements for
mechanical sphygmomanometers

. 96#1A198

102484298

166

15041-3

T5031-3

EREAX LR —F 3R BEXLBEANLAOHL
‘ HRE
Non-invasive sphygmomanometers - Part 3:
Supplementary requirements for electro-

96£1A198

102484298

EWNE #£1E
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167

15042

15032

RSB g v B R L
Standard specification for infrared thermometers
for intermittent deiermination of patient

964£1A108

102488298

168

y 15043

T5033

M tE R EEEE BT EEY
Standard specification for electronic
thermometer for intermittent determination of

patient temperature '

96414198

102487298

168

15044

T5034

HEHFMHHRE
Standard specification for clinical thermometer
probe covers and sheaths

9641£198

102485298

170

15153

T5036

BAREMEMBPE—FLTH TELEHEELRE
ZEX
Biological evaluation of medicaldevices - Part
17 : Establishment of allowable limits for
leachable substances '

96F12A178

102484298

171

15154

T5037

BHBEM AW RE—F 1 88 M2 b
Biological evaluation of medical devices - Part
18 : Chemical characterization of materials

96412A178

10248 A298

172

15155

T5038

BHEEMAEYHTR-FE 1O HHHELE B
ERBHELHE,IF _
Biological evaluation of medical devices - Part
19 : Physico-chemical, morphological and
topographical characterization of materials

96F12F178

1024£8A298

173

15192

T5040

FEARTFH
Non-Wood walking sticks

102410R 2418

174

15469-2

.T5051-2

FATH B AR — B R EHERFE — F 250 ¢ A At
At
Tips for assistive products for walking—
Requirements and test methods—Part 2:

102448228

175

15658

T5055

GFuBREZHE-AEEFZIREENLK
Technical aids for persons with disability —

Environmental control systems for daily living |

10244A228

176

15677-1

T5056-1

SEEFREBERREFIHNLGEE - 24T
FoRLEREHRAS BN 2HRE KRR LR
By iE
Technical systems and aids for disabled or
handicapped persons - Wheelchair tiedown and
occupants - restraint systems — Part 1 :

1624#8A108

177

15678-2

T5057-2

ERAGHR - EENEBLFEARR 2R —F
28 ER R EAEE
Tail lifts - Platform lifts for mounting on
wheeled vehicles — Safety requirements

1024£9£108

178

15690

T5058

REBREELRA—AE
Sterilization of health care products -

1024£10A31 8

179

15691-1

T5059-1

REREELLEHRE—B1¥ —REL
Aseptic processing of health care products -
Part 1: General requirements

102410A 3L 8

180

15681-2

T5059-2

REBEELZ B BIBRE—F2 B
Aseptic processing of health care products -
Part 2: Filtration

102410831 8

181

15691-3

15059-3

REREEL2 ARG -FIN LREBEHBZME
Aseptic processing of health care products -
Part 3: Lyophilization

102410R318

FNR #12H




[ ARAF A | ATRAER AR
mEmg % . TR >
" # ® % # Date of Date of
@k| CNS |Category : . -
Title of Standard Previous Previous
Number | Number . ) \
: : Promulgation | confirmation
R R A D2 B AR - F 43 RMFR '
182 | 15691-4 | TH059-4 Aseptic processing of health care products - 1024104318 —
Part 4 : Clean-in-place technologies v
REREESZEBEHRE—FON I RURE
183 | 15691-5 | T5059-5 Aseptic processing of health care products - 102410831 8 —
: Part 5: Sterilization in place ' '
HEBEEL L S HRE—F03  RBEELRA
184 | 15691-86 | T5059-6 Aseptic processing of health care products - 1024104318 —
Part 6: Isolator systems
RHEA #F&

ERE #12E




