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4 15~% 8 1F - 4 & F/4.1 General requirements

9% S Bk st¥ it/ 4.2.1 General, Documentation requirements
10 i & F =+ /4.2.2 Quality manual

11 % %51% R+ 4% %/ 4.2.3 Medical device file

12 i = i+ ¢ 1/ 4.2.4 Control of documents

13 i k4¢ 41 /4.2.5 Control of records

14w ¥ 2 r¢ & K% (5.1)/ 5.1 Management commitment

15 R % 5 £ /5.2 Customer focus

16 i & #cik /5.3 Quality policy

17 i &% P 1%/ 5.4.1 Quality objectives

18 iF &g =k seR3/5.4.2 Quality management system planning
19 ¥ 1§ =¥ B4#/ 5.5.1 Responsibility and authority

20 i ¢ 32+ £ /5.5.2 Management representative

21 i p ¥%;&:8/5.5.3 Internal communication

22 iF Iy Kk % 4 Pt/ 5.6.1 General, Management review

23 1% % ﬁﬁ%] »[5.6.2 Review input

245 % % rt%] 11/5.6.3 Review output

25 i% ¥ /¥t &/ 6.1 Provision of resources

26 1E~% 27 i A 4 F iR/ 6.2 Human resources

28 i fL# 3% 5/ 6.3 Infrastructure

29 ¥ 1 i3k 8/ 6.4.1 Work environment

30 i =% ¢+ /6.4.2 Contamination control

31 ASF M2 ARH% k& ¢ 2 /7.1Planning of product realization

%3201 A&7 ME f2 4% /721 Determination of requirements related
to product

33iF A&7 BE K2 F H/7.2.2 Review of requirements related to

product
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34 i% /ép?’ﬁ; &3 /7.2.3 Communication

35 iF ke B 2 it/ 7.3.1 General, Design and development
35 % ke B ARE] /7.3.2 Design and development planning
36 i kg P @] » [ 7.3.3 Design and development inputs

37 i wFagP @] 1/ 7.3.4 Design and development outputs
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% 38 1% K@ F % 4 /7.3.5 Designand development review

% 39 i XKe By 4% /7.3.6 Design and development verification

% 40 5 K8 B Frx/ 7.3.7 Design and development validation

% 41 0% K2 B 4% 4/ 7.3.8 Design and development transfer

F 42 0% K@ B % {2 ¢ 41/7.3.9 Control of design and development
changes

% 43 15 e B w4 %/ 7.3.10 Design and development files

¥ 44 0% fFERARR &R F 41 /7.4.1 Purchasing process

¥ 45 i% #PEF [ 7.4.2 Purchasing information

46 iE R PEA -2 B 7/ 7.4.3 Verification of purchased product

% 47 i% 24 A& Z1pRIx4% %2 ¢ 41/ 7.5.1 Control of production and service
provision

48 i A &2 5% 17.5.2 Cleanliness of product

49 ix = #E¥# [7.5.3 Installation activities

50 i% PR#%7%#2/7.5.4 Servicing activities

R 1% & F|F % B ¥ wl & &/ 7.5.5 Particular requirements for sterile
medical devices

% 52 15 i 2T PR IR R 422 Fr s/ 7.5.6 Validation of processes for
production and service provision

¥ B3 i & FFEICITALL & F AR & 2 #u & £/ 7.5.7 Particular
requirements for validation of processes for sterilization and sterile barrier
systems

% 54 i% #w)/7.5.8 Identification

% 55 1% i ymidz pEit /7.5.9.1 General, Traceability

56 i & » ;N ;51%* E4tz $ra £ f [7.5.9.2 Particular requirements for
implantable medical devices

3 }ag % P4 A/ 7.5.10 Customer property

% 58 ix & &I /7.5.11 Preservation of product

% 59i% ¥ &R A 2 ¥4 /7.6 Control of monitoring and measuring
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% 601 £ p~A 7% rxigz $2if /8.1 General, Measurement, analysis and
improvement

% 61 15~% 62 i w4& /8.2.1 Feedback
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63 15 ¥ 72/ 8.2.2 Complaint handling
64 1% i 4F ~ w T % i £ % #/8.2.3 Reporting to regulatory authorities
65 i5~% 67 i P $%45+%/ 8.2.4 Internal audit
» 68 iF WEATNE F & £ R/ 8.2.5 Monitoring and measurement of
processes
% 69 if A 52
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% ¥ £ £ !/ 8.2.6 Monitoring and measurement of product
1 A &2 F 41#£it/ 8.3.1 General, Control of nonconforming

product

57108 AFiTaE IR 4 & A 52 (76 8.3.2 Actions in response
to nonconforming product detected before dellvery

% 7205 A FER{FiedFmM A LKA N2 78/8.3.3 Actions in response

to nonconforming product detected after dellvery
% 73 i £ 4c1/8.3.4 Rework

74 i FR A 47/ 8.4 Analysis of data

75 i% :rig 2 f£i/ 8.5.1 General, Improvement
76 % L %5/ 8.5.2 Corrective action

77 i% 37 P 45 %51 8.5.3 Preventive action
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