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Comparative table between product under approval and device with same variety

(active medical device)

3 BE S 0N &

active
medical

device

XF eI H

compared items

1. FEA I

fundamental principle

(1) TAEFE
operating principle

(2) fEHINLEE

functional mechanism

2. FER AL

structural composition

(D 7L
product composition

(2) i

core parts

34 LE

manufacturing technique
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SRR By IR EVTEMEYI . R A AR AESEE B
Manufactural materials of parts will contact human body (such as material trademark, material
of animal origin, allograft material, composition, ingredient, biological active substances,

corresponding standard and so on)
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performance requirements

(D MERESHL
performance parameter

(2) ThEESH

functional parameter

6. ZMEVHT CINAEMIFENE. Vet A2, B
A5
security evaluation (such as biocompatibility, bio-security, electric security, radiation security,

etc.)
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core function of the software

8.7 A 15 PR [ X AT Mk A

national/industrial standards

9.3& e H -

applicable scope

(1 &N
applicable population

(2) & H &R AL
applicable parts

(3) 5 AT

contact way with human body
(4) & JE
indications
(5) & H HIIm B BRI S
applicable sickness stage and degree

(6) fH I

environmental condition

1048 FH vk

usage

1128 ShE
contraindication

12. G5 ya 4 A& &

precautionary measure and warning

13 KB NH #5773\

sterilization/disinfection

14. 6%

packaging

15.F5%5
labeling

16.7% i Ut B 4

manual instruction
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