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Table A.1l. INon—active Medical Devices

TCIREAT A b
Main Technical Areas Technical Areas
B R NCBL HAR SR

JCR ST ARt

Non—active Medical Devices

General non-active,
non—implantable medical devices

i el | AN N

Non—active implants

YA

Devices for wound care

{45 11470 ) A A

Non—active dental devices and accessories

IR A Bl i RECIE

Non—active medical devices other
than specified above
B bk Bl 2 SR 0P A bk

Table A.1.2 - Active (Non—Implantable) Medical Devices

il LA DRy astl

Main Technical Areas
12 B AR ik

Technical Areas

AU

Active (Non—Implantable)
Medical Devices

IR A 7 b

General active medical devices

AT YRR T AR

Devices for imaging

AR B

Monitoring devices
i A B

Devices for radiation therapy and thermo therapy
G RRTT B

specified above
s Bk e 2 SRR CIERLA ) BT R

Active (non—implantable) medical devices other than

Table A 1.4 - In Vitro Diagnostic Medical Devices

M2 Hr S

Main Technical Areas

EEH AN

Technicgl Areas
FAR

In Vitro Diagnostic Medical
Devices (IVD)

fEIMZEREST 3 (IVD)

Reagents and reagent products, calibrators, and control
materials for: AUATIRHBVERIEETER, HHEERITHAEL
Clinical Chemistry

lf At

Immunochemistry (Immunology)

RELE (RER)
Haematology/Haemostasis/Inmumchematology
Mmigs/ 1k M2/ AR

Microbiology

fE

Infectious Immunology

Histology/Cytology

oz i

Genetic Testing

EEEN

IVD Instruments and software

obig R B R4t

IVD medical devices other than specified above
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Table A 1.5 — Sterilization Methods for Medical Devices

Er S E R

Main Technical Areas Technical Areas
FER AR R
Sterilization Methods Ethylene oxide gas sterilization (EOG)
for Medical Devices FEIERE
BT SR E & Moist heat

]

Azeptic processing

HEAE

Radiation sterilization (e.gz., gamma, z-ray, electron
beam)

Low temperature steam and formaldehyde sterilization

RRESMBERR

Thermic sterilization with drvy heat

THEKRE

Sterilization with hydrogen peroxide
HENERE

Sterilization method other than specified abowve

W EMEZ S R E F

Table AL.Y — Parts and Services

B FAAR S

Main Technical Areas

FERAIL,

Technical Areas
HAmE

Parts or services

R RS

Faw materials

EAtt

Components

i

Subassemblies

FEH

Calibration services*

TR

Distribution serwvices

DR

Maintenance services

SRS

Transportation services

EaRE

Other services
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