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= # . 4 5 Date of Date of
#wx| CNS |Category . d '
Title of Standard Previous Previous.
Number | Number : . .
Promulgation | confirmation
1 5938 T1008 7}&0%‘1# 8058208 107128108
Petechiometers
_ FREF A FE
2 6273 T1014 Cannula for Maxillary Antrum and T8E7H158 107128108
Frontal Sinus
) % 2 .
3 6275 T1016 ; T8E8AF128 107122108
Pus Basins
; A
4| e2t6 | Ti017 Bk 162 8ETAISE | 1074128108
: Dressing Trays
5 | 8280 | Ti021 HR YA 8£TH158 | 1074128108
Surgical Scissors
EEE A a
6 6281 T1022 i R 8058208 1074128108
Ao ) 77 o
7 6285 T1026 Bo6H T T8«£T7H15H 1075128104
8 | 6288 | Tro29 Ret 18594198 | 107412A108
Probes
£ &t 3
9 6627 T1034 Trocars T84T7H158 107128108
FEiRR ’
10 6966 T1035 literisie Carettes Shsrs T847H158 1071 A 108
FE b A ”
11 6967 T1036 hesrine Oiraties T8«£9A198 107512108
iR B ST -
12 7326 T1047 Byl Foresss 7874158 1071281048
i FTEBEETIHRKE "
13 8336 T1059 Hesring Cavrital ‘Il Tatar T8&T7TH158 107128108
FEiE% -
14 11690 T1061 Bluios T ermmnshes T5#8H4R 107#128108
ok 38 AR A
15 129841 T1062 Suction Catheter for Use in 80£11H148 107T#&12 8108
Respiratory Tract
EHE HBREGCBREEMERAZ6Y
(RFR) #ESRMEF - -0 —
R
16 12974 T1063 |Conical Fittings with a 6% (Luer) for| 81435188 107128108

Syringes, Needles and Certain Other
Medical Equipment - Part 1: General
Requirement
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17

12977

T1066

BhiRzike® (25mlmUTF)
Single Use Blood Specimen Containers
Up to 25ml Capacity

8143A188

107#128108

18

13358

T1071

_ ok b B
Microwave Therapy Equipment

8343A258

1074125108 -

19

13382-1

T1072-1

ShFHEE A — £ 8 # R — SR R 44
Implants for surgery - Metallic
materials - Wrought stainless steel

9349AR278

1074128108

20

13382-2

T1072-2

ShAHEE NN — & B MM — s sy — 85
——4ihe
Implants for surgery - Metallic
materials — Wrought cobalt-chromium-
tungsten-nickel alloy

9349A278

1074124108

21

13382-3

T1072-3

ShFHEE NAE AN — £ B Ak — S 4 — 42
—45—4B— 8 —Hb 4
Implants for surgery - Metallic
materials - Wrought cobalt-nickel-
chromium-molybdenum-tungsten—iron
alloy

934F9A 278

107412A108

22

133824

T1072-4

ShFHEE AR A — 2B Ak — Sk 4F — 4R
—#—4844
Implants for surgery - Metallic
materials - Wrought cobalt-nickel-
chromium-nolybdenum alloy

934£9A278

1075128108

23

13382-5

T1072-5

IFEEREA — 2B M -8B
Implants for surgery - Metallic
materials — Unalloyed titanium

9349A278

107124108

24

13382-6

T1072-6

AR NN — 2 B M — -8
EEeE
Implants for surgery - Metallic
materials - Cobalt—chromium-
molybdenum casting alloy

93497278

107#12A108

25

13382-7

T1072-7

SR REAY — 2B — % — 6
sg—4abse
Implants for surgery - Metallic
materials — Wrought titanium 6-
aluminium 4-vanadium alloy

93F9R278

1074124108
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26

13382-8

T1072-8

SNFHEE AN — 2B A — T4 B 44k
SaTgh—45—4—48— A4
Implants for surgery - Metallic
materials - Forgeable and cold-formed
cobal t-chromium-nickel-molybdenum-
iron alloy

93494278

107124108

27

13460

T1073

ENEE

Electrosurgical Unit

83F12A18

107412108

28

14624-2

T1083-2

BRAWREKE B 45 BEmmE
Infusion equipment for medical use—
Part 2: Closures for infusion bottles

9143H7H

1074125108

29

14624-3

T1083-3

BRABREHE-BZ  SEHeEE

Infusion equipment for medical use—

Part 3: Aluminum caps for infusion
bottles

9143478

107%12A108

30

14961

T1084

N B RUBRARAR — N 4R T i A B e
Small medical gas cylinders - Pin-
index yoke-type valve connections

9412A58

107#12A 108

31

14962

T1085

AR - T E¥RERAMERZ MRS
BB PRE R R~ AAaRE
Gas cylinders - Valve protection caps
and valve guard for industrial and
medical gas cylinders - Design
construction and tests

9412858

107T$1ZA 108

32

15004

T1087

BERABETRANERZ A AEEL
Oxygen concentrators for use with
medical gas pipeline. systems

9544A198

1074124108

33

15035

T1088

RESN BT R S — MBS IR0 B BB A
R ER AR T
In vitro diagnostic test systems —
Requirements for blood-glucose
monitoring systems for self-testing
in managing diabetes mellitus

95#10A 318

10741248108

34

11747

T2032

RERAERIL LSS
Surgical Nonabsorbable Sutures

T5%10R248

107£12A 108

35

11748

T2033

SR XRBBOH (3 BHEER)

X-Ray Detectable Surgical Gauze

(Swabs, Lap-Sponges Laparotomy
Sponges)

15104248

107128108

36

12837

T2046

—REEARALHEFE
Polyvinyl Chloride Medical Gloves

80F1A228

107412A108
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31

15036-1

T2049-1

AW AR R R RS EBTHBZE

-1 EBRAEE (&)
Plastics collapsible containers for
human blood and blood components -

Part 1: Conventional containers

95F10A 318

107#12A8108

38

15584

T3076

Xt ats 2 K RS ER A
Determination of the permanent
filtration of X-ray tube assemblies

1024#8H28

1074128108

39

15586

T3078

BEEnHpIrtr —ERvEHeTan
— Bk
Medical electrical equipment - X-ray
tube assemblies for medical diagnosis
— Characteristics of focal spots

10248428

107412A108

40

15587

T3079

ERYE SRS — ANAEHEEYE
A&
Medical diagnostic X-ray equipment -
Radiation conditions for use in the
determination of characteristics

1028 H 28

107412R108

4]

13643

T5004

F# 4 # 2 £ i
Biological Evaluation of Dental
Materials

8553 A 28H

1074124108

42

14194

T5008

MIRENE - hREER C RRBERZ
Bl mn e
Extracorporeal blood circuit for
haemodialysers haemofilters and
haemoconcentrators

87T8A118

1074124108

43

14393-1

T5013-1

BB BAAGESRF -y
HE
Biological evaluation of medical
devices—part 1 : Evaluation and
testing

s

93447208

1074124108

44

14393-2

T5013-2

Ao

BEEM ARSI B
FZ B

Biological evaluation of medical

devices—part 2 : Animal welfare

requirements

93447208

107#12A4108

14393-3

T5013-3

BESHAEHMPHE-EZHY KB H
PR~ BB A R M2 R
Biclogical evaluation of medical
devices—part 3 : Tests for
genotoxicity, carcinogenicity and
reproductive toxicity

9347208

1074128108
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46

143934

T5013-4

EREMAYHIG - Fods  hns
BB RR T EniEE
Biological evaluation of medical
devices—part 4 : Selection of tests
for interactions with blood

93447208

1074128108

47

14393-5

T5013-5

BREMAYHRIPE —FEIEH
63 1 5
Biological evaluation of medical
devices-part 5 : Tests for in vitro
cytotoxicity

#2 S 4w

93444208

107T#12A108

48

14393-6

T5013-6

EREMAYHTH — BN
&9 By B 2B R A
Biological evaluation of medical
devices—part 6 : Test for local
effects after implantation

o HEAE

93%4A208

107128108

49

14393-7

T5013-7

EREMEYMERE BT I BE TR
B84
Biological evaluation of medical
devices — Part 7: Ethylene oxide
sterilization residuals

944£3AR258

10741281048

50

14393-8

T5013-8

BRSHAMETAE— B8 AR A
LEMHZEERTHRE
Biological evaluation of medical
devices - Part 8: Selection and
qualification of reference materials
for biclogical tests

94438258

107#£12A10A

51

14393-9

T5013-9

BHREMAEMMIPE— BN BABEE
WX R R E pH R
Biological evaluation of medical
devices - Part 9: Framework for
identification and gquantification of
potential degradation products

9443R258

1071zA 108

52

14393-10

T5013-10

EREMAHMETIE—E105 : pEMA
& JF R 38 AL R 3K
Biological evaluation of medical
devices ~ Part 10: Tests for
irritation and delayed-type
hypersensitivity

94437258

107T#£1Z5 108
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53

14393-11

T5013-11

BRBHAMBRRAE—F1 255K
B
Biological evaluation of medical
devices - Part 11: Tests for systemic
toxicity

944-3A 258

107#12A108

54

14393-12

T5013-12

B SA A MMERE — 128 RS H A
' B 5
Biological evaluation of medical
devices — Part 12; Sample preparation
and reference materials

9443H 258

1074124108

99

14393-13

T5013-13

BB AEMEFE—R133 ReHE
BEHBGREMZENREZE
Biological evaluation of medical
devices — Part 13: Identification and
quantification of degradation
products from polymeric medical
devices

9453A208

107#12R108

b6

14393-14

T5013-14

B bt A M iR4E — B 1430 L R EEE
EMZENREE
Biological evaluation of medical
devices — Part 14: Identification and
quantification of degradation
products from ceramics

9443H 258

107124108

57

14383-15

T5013-15

Bk S A e — B0 28 A A
bZGBEMAENREE
Biological evaluation of medical
devices — Part 15: Identification and
quantification of degradation
products from metals and alloys

956/ 18

107#12A108

58

14393-16

T5013-16

BB MR — R0 ERAY
S M FEE ) R XA ARG
Biological evaluation of medical
devices - Part 16: Toxicokinetic
study design for degradation products
and leachables

9OF6A1H

107124108

59

14912

T5020

RERHBLREBRERRL
Fundamental aspects of safety
standards for medical electrical
equipment

94438258

1074124108
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60

14913

T5021

CEREBEZEMER
Graphical symbols for electrical
equipment in medical practice

9443R258

1074124108

61

14964-7

T5022-7

WA — T BEHRBRTFREZ T
Wheelchairs - Part 7: Measurement of
seating and wheel dimensions

95#10A31 8

1074128108

62

14964-8

T5022-8

IG5 — W8I L B S HRAREERE
B RBR R E
Wheelchairs - Part 8 : Requirements
and test methods for static, impact
and fatigue strengths

107124128

1074124108

63

14964-13

T5022-13

W — R38Rl ABABRGE AT
Wheelchairs — Part 13: Determination
of coefficient of friction of test
surfaces

954#2H248

107412A108

64

14964-14

T5022-14

W — B4 EHME I T Hh s 4
GBI ERER
Wheelchairs - Part 14; Power and
control systems for electric
wheelchairs - Requirements and test
methods

94412A58

1074128108

65

14964-15

T5022-15

WR—FL6 I FMES - XHEETZ
2R
Wheelchairs - Part 15 : Requirements
for information disclosure,
documentation and labelling

96104128

107412R108

66

14964-26

T5022-26

WA — 265tk
Wheelchairs - Part 26 : Vocabulary

1074107188

67

14989

T5023

BB BEMEREIE
Medical devices — Application of risk
management to medical devices

9546A 18

107#12A108

68

14990

T5024

BRBEM-—ANBEBEHER 28T
M2 A5

Medical devices — Symbols to be used

with medical device labels, labelling

and information to be supplied

9556H18

107124108
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69

14991

T5025

GELE—RANEEBHARETETH KX
i h G A
Nomenclature - Specification for a
nomenclature system for medical
devices for the purpose of regulatory
data exchange

95%6A18

1074124108

70

15006

15028

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

95447198

107s12H8108

71

15024-4

T5029-4

EHEAEzSITHE - ERERAR T E—
BAN ZHREFWFATFR
Walking aids manipulated by one arm -
Requirements and test methods - Part
4: Walking sticks with three or more
legs

958 A 248

1074128108

T2

15037-1

T5030-1

BHRESITHE - BREABRE-F 1
3 . BAAT B
Walking aids manipulated by both arms
- Requirements and test methods -
Part 1: Walking frames

95F10RH31A8

107#12A108

13

15037-2

T5030-2

EHREFTHE—FRRARE—F 2
I BT S
Walking aids manipulated by both arms
- Requirements and test methods -
Part 2: Rollators

95410R 318

107124108

74

15037-3

T5030-3

EHEBESITHEL - Z2RRBRE %3
AT XIF AT E
Walking aids manipulated by both arms
- Requirements and test methods -
Part 3: Walking tables

95117168

1074#12A108

75

15041-1

T5031-1

FBEARRBF —F 18 —HAR
Specification for non-invasive
sphygmomanometers — Part 1: General
requirements

96F1A198

1074#12/108

6

15041-2

T5031-2

FEBAX LB —F 28 MR 2B
ZARRIAE
Specification for non-invasive
sphygmomanometers — Part 2:
Supplementary requirements for

mechanical sphygmomanometers

9641A198

1075128108
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77

15041-3

T5031-3

FBARLEH—£ 34 ATXaBE
BRGSO HEARR
Non-invasive sphygmomanometers — Part
3: Supplementary requirements for
electro-mechanical blood pressure
measuring system

96F1A198

107124108

78

15042

T5032

B SV R 2 & E B8 2 4o bk g2 im 3t
Standard specification for infrared
thermometers for intermittent
determination of patient temperature

9641H198

1074124108

79

15043

T5033

HBRHAR&EHE B2 TF 2B
Standard specification for electronic
thermometer for intermittent
determination of patient temperature

96+1AH198

10741248108

80

15044

T5034

MEHiRstEE
Standard specification for clinical
thermometer probe covers and sheaths

9614198

1074124108

81

15153

T5036

EREMAEMMIPE— BT Ty
TERMEXHEY
Biological evaluation of
medicaldevices - Part 17 :
Establishment of allowable limits for
leachable substances

96#12A178

107124108

82

15154

TH037

EREMEMIITPRE— BI85 Mzt
A
Biological evaluation of medical
devices - Part 18 : Chemical
characterization of materials

96+#12R178

107128108

83

15155

T5038

BRBMAMMIFLE —B10%  Hilziy
AL - MERIGELGBME NN
Biological evaluation of medical
devices - Part 19 : Physico-chenmical,
morphological and topographical
characterization of materials

9612A 178

1074128108

84

15192

T5040

FERE F4
Non-Wood walking sticks

1024108 248

07#£128108
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85

15469-2

T5051-2

FHITH A — B RERBRH H—E25
AL A A M
Tips for assistive products for
walking—Requirements and test
methods—Part 2: Durability of tips
for crutches

102448228

1074124108

86

15658

sk EE— B FABZREITE
% 4,
Technical aids for persons with
disability — Environmental control
systems for daily living

102447228

107#12A108

87

15677-1

T5056-1

R ERABEEREZHTARFEHE—
B R EE B E LA MREA KR
B AWAAZERRBRT &
Technical systems and aids for
disabled or handicapped persons -
Wheelchair tiedown and occupants -
restraint systems — Part 1 :
Requirements and test methods for all
systems

102494108

107#12A108

88

15678-2

To057-2

BEAGBE—EEN BTG —
BB R B2 BEREREITHER
Tail lifts - Platform lifts for

mounting on wheeled vehicles - Safety

requirements

10249A/108

107412/ 108

89

15690

T5058

EEREEALKE —AHE
Sterilization of health care products
— Vocabulary

102510/ 31 8

1074124108

90

15691-1

T5059-1

REREERZERBE—BIN ' —&Z
K
Aseptic processing of health care
products — Part 1: General
requirements

102410AF 318

107412A 108

91

15691-2

T5059-2

REREELZ BRIRE—F23  BE
Aseptic processing of health care
products — Part 2: Filtration

102s10A 31 8

107512/ 108

92

15691-3

T5059-3

EEBEEL X BEBE I ARE
% & B Rk
Aseptic processing of health care
products — Part 3: Lyophilization

102510/ 318

107124108




LR
CNS
Number

18 5
Category
Number

% # 4 i
Title of Standard

B RA7 B £
Date of
Previous
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confirmation

93

15691-4

T5059-4

REBEAELZ B AR — P45 Bt
P-4
Aseptic processing of health care
products - Part 4 : Clean-in—place
technologies

102410A 318

1074124108

94

15691-5

To059-5

REBRERIEBRE—F03 © Rk

Aseptic processing of health care
products - Part 5: Sterilization in
place

1024£10A 318

107412A8108

95

15691-6

T5059-6

REREELZRAHRIFE— 0628 - g
EA&k
Aseptic processing of health care
products - Part 6: Isolator systems

'102410A318

1074124108

96

16051

T5066

ETB WAL s B A T AL 2 B A5 9145
Chairs and seats with electrical
mechanisms assist standing up and

sitting down

107494178

97

16052

T5067

WA RiE R

Assistive products - Bed table

107494178

98

16077

T5068

FoMBREBURALTEE -2 LR KK
P
Hoists for the transfer of disabled
persons - Requirements and test
methods

1074104188

99

171904

T5066-4

ek 3R RR BB — B AR
AR E — F A3 ¢ iAo G B48 %k
EaKE
Urine-absorbing aids for incontinence
- Test methods for characterizing
polymer-based absorbent materials -
Part 4: Determination of moisture
content by mass loss upon heating

107498178

100

17966

T5069

FBRERAFZBAGEBEL -2 £ R R
%
Assistive products for personal
hygiene that support users -

Requirements and test methods

107T12R 128
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