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P A BT a k%R

MD 9 Code

MD9 5

MD9 Group Description

MD9 7> H %

Appendix A 1.1 Non-Active medical devices

Appendix A 1.1.1 General non-active, non-implantable medical devices

Pk A 1.1.1 —fRFIF - SFEA KB 283K

Non-active devices for anesthesia, emergency, and intensive care

9A.1.1.11
FATWilE ~ SisMERE R TIRES R
Non-active devices for injection, infusion, transfusion, and dialysis
9A.1.1.1.2
T3S ~ BR - BN ENTH IR
Pl VAR T 3ARNIE 520 W
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Non-active orthopedic and rehabilitation devices

9A.1.1.1.3
IR B B TR 3
Non-active medical devices with measuring function
9A.1.1.14
BAENETHRERY TIREST 83K
Non-active ophthalmologic devices
9A.1.1.15
HRFI TR 23k
Non-active instruments
9A.1.1.1.6
TR &
Contraceptive medical devices
9A.1.1.1.7
il S
Non-active medical devices for disinfecting, cleaning, rinsing
9A.1.1.1.8
T H%E - B~ AETEIRES T 255
Non-active devices for in vitro fertilization (IVF) and assisted reproductive
9A.1.1.1.9 |technologies (ART)
RSMZAR (VR R B 4 FEEOR (ART)HY ETR 2305
Non-active medical devices for ingestion
9A.1.1.1.10
R AZTCIREES T 83 1%
Appendix A 1.1.2 Non-active, implantable medical devices
BifsE A 1.1.2 TIFHEAY
Non-active cardiovascular implants
9A.1.1.2.1
TR O I E BN
Non-active orthopedic implants
9A.1.1.2.2
T EREENY
Non-active functional implants
9A.1.1.2.3
TLIRTHRETEREN D)
WL VAR T 3ARNIE %21 W
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Non-active soft tissue implants

9A.1.1.2.4

TR ALY

Appendix A 1.1.3 Devices for wound care
fifs% A 1.1.3 {fHLIFEIERMK
9A.1.1.3.1 | Bandages and wound dressings 4fim5f1{5 C180EH
9A.1.1.3.2 | Suture material and clamps Z&&4EF1RF
9A.1.1.3.3 | Other medical devices for wound care HAf TPV EST 25K
A.1.1.4 Non-active dental devices and accessories
A.1.1.4 EEFRE
9A.1.1.4.1 | Non-active dental devices/equipment and instruments TR TR 25T 25
OA.1.1.4.2 | Dental materials FRl41f
9A.1.1.4.3 | Dental implants 5
A.1.1.5 Non-active medical devices other than specified above
A.1.1.5 B EIALTES M TEIRERTT 23tk

Clothing / Personal Protective Equipment (PPE)XX¥/14N AH# &£ (PPE) :

* Masks [1&

* Robes [H#fk

* EMS personnel clothing EMS &35 A Ak
9A.1.1.5.0 | * Gowns, coveralls and lab coats [FE ~ T 3R - 2GR

* Gloves &

» Caps T {Fig

e Hygiene products T 4:F

* Disposable / single-use PPE items —ZX{4/(ak{EF PPE ¥
9A.1.1.5.1 | Non-active medical devices other than specified above f&_Ei#tFHLEINYTIRE ST 255K

A.1.2 Active (Non-Implantable) medical devices A.1.2 FIJFEFask (GEREAM)

ks
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A.1.2.1 General active medical devices A.1.2.1 —f&FE FRETT 22

Devices for extra-corporal circulation, infusion and haemopheresis {&7ME - Eifd

9A.1.2.11

IMIREFRIE 2S5

Respiratory devices, devices including hyperbaric chambers for oxygen therapy,
9A.1.2.1.2

inhalation anesthesia IFiE8# » AIEATESITE » BRI RIS
9A.1.2.1.3 | Devices for stimulation or inhibition RIEEHIEIESHK
9A.1.2.1.4 | Active surgical devices HFEF RIS
9A.1.2.1.5 | Active ophthalmologic devices FHJEIERIE3%
9A.1.2.1.6 | Active dental devices HIRFFI23M
9A.1.2.1.7 | Active devices for disinfection and sterilization FI T HERREN B RS
OA.1.2.1.8 | Active rehabilitation devices and active prostheses BJRFEE &SRR
9A.1.2.1.9 | Active devices for patient positioning and transport F T B & E A EEE JREs

Active devices for in vitro fertilization (IVF) and assisted reproductive technologies
9A.1.2.1.10

(ART) #&50328% (IVF) TIRBIAFEECR (ART) HYEIREK

Software, including software design for medical devices % » EFENETEFIEITHY
9A.1.2.1.11

"
9A.1.2.1.12 | Medical gas supply systems and parts thereof BEFHSUEHEN 24t e KB4

A.1.2.2 Devices for imaging A.1.2.2 FREIEE

9A.1.2.2.1 | Devices utilizing ionizing radiation {#FgHEEHIIZE
9A.1.2.2.2 | Devices utilizing non-ionizing radiation {FJEH BRIV
9A.1.2.3.1 | Monitoring devices of non-vital physiological parameters JEEZEAFHSEHI SN HE
9A.1.2.3.2 | Monitoring devices of vital physiological parameters EZE4FSEHY IS Ml 1&5&

A1.2.4 Devices for radiation therapy and thermo therapy A1.2.4 Bt 1aT7 FHIT 4%

9A.1.2.4.1 | Devices utilising ionizing radiation F| i BB RS K& &
9A.1.2.4.2 | Devices utilising non-ionizing radiation F| 3k B 485 &
Bl IHJ&E T AR
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9A.1.24.3

Devices for hyperthermia / hypothermia #YFAREIET &%

9A.1.24.4

Devices for (extracorporal) shock-wave therapy(lithotripsy)

AT WEshHEHEaTr (AR Mk

A.1.2.5 Active (hon-implantable) medical devices other than specified above.

A.1.2.5 B FIAESMTAEIR (GEEA) BRITEsti

9A.1.25.0

Imaging equipment: R :
* Photo equipment FEfH1% %

* Photo printer BB FTEIH

9A.1.25.1

Active (non-implantable) medical devices other than specified above.f&_FiltElES MY

HIR GEEA) BT =3

A.1.3Active implantable medical devices

A.13 HEIEARET SR

9A.1.3.1.1

Active implantable medical devices for stimulation/inhibition FJF-HiJ;&/#H] KI5 JEEN

HREST A

9A.1.3.1.2

Active implantable medical devices delivering drugs or other substances X Z#ak

AR KA TREEN BT 3R

9A.1.3.1.3

Active implantable medical devices substituting or replacing organ functions B8

FBRBERIFFEANREST M

Implantable medical devices other than specified above PA_E#IsE AAMIFEN R EST 28

9A.1.3.2.0
R
A.1.4 In Vitro Diagnostic Medical Devices (IVD)
A.1.4 KANSITEITEsIR (1VD)
Reagents and reagent products, calibrators and control materials for: AFIRIAFI=
im RSN IRA R » T
9A.1.4.1.0
- Clinical Chemistry IGF{EZF
- Immunochemistry (Immunology) &k (REZE)
W& 9@ F AR AR 24 T
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- Hematology / Hemostasis / Immunohematology ¢/ 1k /% ik
- Microbiology %41

- Infectious Immunology E4uM: s

- Histology / Cytology #H#H2%/¢Mpt

- Genetic Testing EREE

9A.1.4.2.0 | In Vitro Diagnostic (IVD) Instruments and software {£4M2 Wkt (IVD) 25MkfnEd:

In Vitro Diagnostic (IVD) medical devices other than specified

9A.1.4.3.0
kg At e SN N2 (IVD) BT 281K
A.1.5 Sterilization methods for medical devices
A.l5 BTSSRV KE HE
Ethylene oxide gas sterilization (EOG)
9A.1.5.1.1

W& R KB T4

9A.1.5.1.2 | Moist heat ¥g#*

9A.1.5.1.3 | Aseptic processing TEE I TEEE

Radiation sterilization (e.g.,gamma, x-ray, electron beam)

SIS e (PHOMEHE X HE - BTFH)

Low temperature steam and formaldehyde sterilization
9A.1.5.1.5 T

Thermic sterilization with dry heat
9A.1.5.1.6 TR

Sterilization with hydrogen peroxide
9A.1.5.1.7 S LR

Sterilization method other than specified above
9A.1.5.1.8

R E DA KB T5 7

A.1.6 Devices Incorporating / Utilizing Specific Substances / Technologies

A.1.6 RAF R EVIR ORI

9A.1.6.1.1 | Medical devices incorporating medicinal substances

Bl )& T AR IR %25 W
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SRARAYHES TS
Medical devices utilizing tissues of animal origin
9A.1.6.1.2 .
IR A ST 23
Medical devices incorporating derivates of human blood
9A.1.6.1.3 | . .
BB AEMUBLTEYIHIES T 255k
Medical devices utilizing micromechanics
9A.1.6.1.4 .
FI ORI FRYEEST 231
Medical devices utilizing nanomaterials
9A.1.6.1.5
IR AR ERTT 2515
Medical devices utilizing biological active coatings and/or materials or being wholly
9A.1.6.1.6 | or mainly absorbed
&R AEYEMRENER R - 28 E R UHITBRTT 85K
Medical devices incorporating or utilizing specific
9A.1.6.1.7 | substances/technologies/elements, other than specified above.
BEEH B E DL MY SR ST R R E A BT 231K
A.1.7 Parts or Services A.1.7 ZEAHIIEE

A.1.7.1 Raw Materials _A.1.7.1 [Fi}
9A.1.7.1.1 | Raw materials - Raw Metals [} - €&
9A.1.7.1.2 | Raw materials — Plastics &kl - ¥
9A.1.7.1.3 | Raw materials — Wood JF&} - ARt
9A.1.7.1.4 | Raw materials — Ceramic J&¥} - Fg&

A.1.7.2 Components A.1.7.2 H#:
9A.1.7.2.1 | Components - Electrical Components #H{& - HELE:
9A.1.7.2.2 | Components — Fasteners H#& - KEH
9A.1.7.2.3 | Components - Shaped raw materials {4 - BEEFE
9A.1.7.2.4 | Components - Machined raw materials H{& - YLD TEME
9A.1.7.2.5 | Components - Molded plastic ZH{f - fEEEFOR

A.1.7.3 Subassemblies A.1.7.3 F#HE
P IHJ&E T AR %26 0
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Subassemblies - Electronic subassemblies made to drawing and / or work instruction

THE - RIEERA/ER T R B AR B4

9A.1.7.3.2

Subassemblies - Mechanical subassemblies made to drawing and / or work

instruction T-AM - FRIEELA/BRTAE AL BATHURTA M

A.1.7.4 RUERSE

A.1.7.4 Calibration services*

9A.1.7.4.0

Verification/confirmation services for measuring instruments, tools, or test

fixtures

PEAEE. TR R BRUE/AAR S

A.1.7.5 48RS

A.1.7.5 Distribution services

Distributors providing storage and delivery of medical devices, not acting as a

9A.1.7.5.0 ‘legal manufacturer’ for medical devices
TR BEER ST BB FIAAT 45T, A REIT R “AiEfliEr”
A.1.7.6 Maintenance Services A.1.7.6 #BHRS%

Maintenance services - Electrical or mechanical repair services 4RSS - BHSEWL
9A.1.7.6.1

MRAEERRSS

Maintenance services - Facility cleaning and maintenance services &R - BHE
9A.1.7.6.2

VeI RS

Maintenance services - Uniform cleaning &35 - BiE%E T/ERNSG — B = AR
9A.1.7.6.3

%
9A-1.7-6:4 Maintenance services—Testing-of ESD-smocks S — Bk TARIRATIINA

A.1.7.7 Transportation services  A.1.7.7 %R
9A.1.7.7.1 | Trucking, shipping, air transportation service in general —f&EZEiZH. Mz, TEBRE
A.1.7.8 Other Services  A.1.7.8 HAAES

Other services - Consulting services related to medical devices AR - S&EITER
9A.1.7.8.1

BHRE RS
9A.1.7.8.2 | Other services - Packaging services HAARSS - A3ERSS
Bl )& T AR IR ¥ 2T W
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i B . BT SMAEEEERNERZEREAND

e I o i

K s I
(1+2) BB R | £ (R (F

1-5 3 0 1. 2.5

6-10 4 0.5 2 3.5

11-15 4.5 0.5 2. 4

16-25 5 0.5 2. 4

26-45 6 1 3 5

46-65 7 1 3. 6

6685 8 1 4 6.5

86-125 10 1 5 8

126-175 11 1 5. 9

176275 12 1 6 10

ML 3 )& T3 AR NIE 28 T
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276-425 13 1 6. 11
426-625 14 1 7 11.5
626-875 15 1.5 7. 12
876-1175 16 1.5 8 13
1176-1550 17 1.5 8. 14
1551-2025 18 1.5 9 14.5
2026-2675 19 1.5 9. 15.5
26763450 20 1.5 10 16
3451-4350 21 1.5 10.5 17
4351-5450 22 1.5 11 18
5451-6800 23 1.5 11.5 18.5
6801-8500 24 1.5 12 19.5
8501-10700 25 1.5 12.5 20
fi% C: {UCBR T BT BME I MET 2R EEE A RINIEFEEEANE
BAZES ] (D BHAZIA] ()
o1 B 2 B 1 B 2 B
B N | Ty % 2 B HRN | sy n % m %
k. & E g7 TR H sh. 2 g E
1-5 2.5 3 3 626-875 12 13.5 15
6-10 3.5 4 4 876-1175 13 14. 5 16
11-15 4 4.5 4.5 1176-1550 14 15.5 17
16-25 1 4.5 5 1551-2025 14.5 16.5 18
WL V)& T SERRNIE 29 T
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26-45 5 5.5 6 2026-2675 15.5 17.5 19
46-65 6 65 . 2676-3450 " 18 20

66-85 6.5 7.5 8 3451-4350 17 19 21
86-125 8 9 10 4351-5450 18 20 22
126-175 9 10 11 5451-6800 18.5 21 23
176-275 10 11 12 6801-8500 19.5 22 24
276-425 10.5 12 13 8501-10700 20 22.5 25
426-625 11.5 13 14 >10700 TR 3 326 0 A

1AL GHAEEE AW LB 2N G, SR DL S 2 ORI 610 i Bt
YoM AR B HE
PADOE | Jii), Y NANCIE R =) E DNAN i PN P XN PNADEIE S AYNATUESEY O ¢ 3 P
R FE SR Br AR /N BT DL 2480/ B S s 25 ) A RN SR
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