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Certification Organization System Standards and
Regulatory Requirements Comparison Table
5 ¥ 5 Filling Instructions:

LHTEIEH A RAZIE GB/T42061 FrEnd il FEalFE 7 T2 OCIFI 32 420K, X (BT 48
A o R BTG ) AR OGSO IR, R AR AR RO RIS LG AR, BT I SO 44 PR
BAE CHGR RO FEH .

The applying certification organization should identify the correspondence of its system
documents by comparing the 32 requirements for document formation processes or procedures
according to the GB/T 42061 standards with the relevant document requirements of the 'Good
Manufacturing Practice for Medical Devices ', and fill in the corresponding document names in the
'Corresponding Organization Documents' column.
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The organization's system documents may not correspond one-to-one with the content and names
of the standards and regulations; a brief explanation should be provided in the 'Remarks' column. (For
example: the content of one organizational document may correspond to multiple standard or
regulatory documents, or a requirement from a standard or regulation may be reflected in multiple
organizational documents; all of these should be explained in the 'Remarks' section.)
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Filling out this form is not only about the correspondence of document names, but more

importantly, the conformity and completeness of the document content.

HANNMHZ
Fs GB/T42061 STH-ZER (HisE) CHEKR R s
¥
Serial Requirements of GB/T | Requirements of the Corresponding
Remarks
No. 42061 documents GMP document Document
Name of the
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Organization

1 4.1.6 ATREFEA
FoT H B AR 2 R 64
AL 5 S R A

4.1.6 Document for the
validation Procedure of
Computer Software
Applications in the Quality

Management System

2 4.2.4 XtraE# B | BoTRE EI LM
LA a9 A2 5 #EHAL
4.2.4 Document Control Article 25 Establishing
Document procedure Document Control

Procedures

3 4.2.5 FREH #Hz | HoTLF EILER
AL T AR AR FEHAL S
4.2.5 Record Control Article 27 Establishing
Establishing Procedures Record Control
and Documented it Procedures

4 5.6 FEIFFALF MK
T

5.6 Documented
Management Review

Procedures

5 6.2 KA Lt 7). RAEFT
893D A AHARA R B9
BIRF—ARS A
T pr At

6.2 Establishing one or
more processes to confirm
capabilities, provide

necessary training, and

ensure personnel
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awareness, etc., and

documented them.

6.4.1 BT EELR
VAR Y5 A 2 ) TAE 3R
09 AL 5 S LAt
6.4.1 Document the
requirements for the
working environment and
the procedures for
monitoring and controlling

the working environment.

7.1 BRI E Iy — A
RS AN LARG R LA
7.1 Document one or more
processes of risk

management.

FETAFKFBEALL
SRR P I
BRI RN
Article 38 Establish
requirements for risk
management throughout
the product realization

process and document

them.
7.3.1 Bn mmegd | BT AK Eaifst
Wit eIt RAER AL | AL AR A
1 Article 28 Establish

7.3.1 General Principles
The organization shall
document the design and

development procedures.

design control procedures

and document them.

7.3.8 it AeIT KAk
28 48 5 H AR ot Ao T R
i 1) 3% 45 3 09 AL 5
A S

7.3.8 Design and

Development Transition
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The organization shall
document the procedures
for transitioning design
and development outputs

to manufacturing.

10 7.3.9 XA R EXK
EOECR 2 Y SR L o
&t Fe I K BB A9 AL
T4 i A
7.3.9 Control of Design
and Development Changes
The organization shall
document the procedures
for controlling changes to
design and development.

11 7.4.10 RmEA an | F=ArE
SRR ARG S iE | Article 39
AL AR IAE 8 B9 AL i 2 R HIAL R
B 75 Bk XA Establish Procurement
7.4.1 Procurement Process | Control Procedures
The organization shall Fot+—4% Ly
document the procedures B SESHE ALR E
to ensure that the products | Article 41 Enterprises
purchased meet the shall establish a supplier
specified procurement review system.
information.

12 7.5.4 REEH ML | FaTwE
RAEIRFAZF . b By | g 2B B IRGH A
A AR BT B R e = Article 64

A

7.5.4 Service Activities
The organization shall
document the service

procedures, the materials

Establish and Improve
After-Sales Service

System
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involved, and the

measurements involved.

13

7.5.6 A FFfRHARAE
FAZAY N MR
AL B INAR S R LA
7.5.6 Confirmation of
Production and Service
Provision Processes

The organization shall
document the process

confirmation procedures.

14

7.5.6 A FFfRHRAE
FAEM N KR TA
J= Fe IR 53 AL 6 0t AL
A AF 2 R B9 5 IAL
I A

7.5.6 Confirmation of
Production and Service
Provision Processes
Document the
confirmation procedures
for computer software
applications used in
production and service

provision.

15

7.5.7 XAIHEALEA
RS R RHAINGE A&
K AREFRA I
A LT B R 69 AN
AL 7 7 R LA

7.5.7 Specific
requirements for the
validation of sterilization

processes and sterile
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barrier systems.

The organization shall
document the validation
procedures for sterilization
processes and sterile

barrier systems.

16

7.5.8 Fairin AR
S F S ARIRAZ S K
T

7.5.8 Product
Identification

The organization shall
document the product

identification procedure.

AT —FEL AR
R HAL P

Article 51 Establish a
product identification

control procedure.

17

7.5.8 Fairit AR
B3 AL R AR
VAR PR I8 B 40 42 64 [ T7
BARAEAIR A LA 5 &
#8y = s K5I,
7.5.8 Product
Identification

The organization shall
establish procedures and
document them to ensure
that medical devices
returned to the
organization can be
identified and
distinguished from

qualified products.

18

7.5.9 TiEHME 4
2 )5 B 7T 28 AR B S
AR A

7.5.9 Traceability

FRT=5ES R
T 18 AL A
Article 53 Establish a

traceability procedure for
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The organization shall products
document the traceability
procedures

19 7.5.11 FRbGy M | FETWAEISSG
LRKEAFRFERR | AR
R 7 89425 5 s L | Article 54 Establishment
e of Product Protection
7.5.11 Product Protection | Procedures
The organization shall
document the procedures
for providing protection to
ensure product
compliance.

20 7.6 EMAMZIREY | FATANERIREE
=4 AnpRzAER | FEF , A FRER
FH RS, AFREM | 3T AR BRIEFR
Failll & EH T 4T A K, HAZELIBE Fa
BEAlAm &R0 —2 | RE&EMERA. REFE
8 75 X 5F 7 K, AR S AT AL
7.6 Control of Monitoring | /&
and Measurement Article 56 Establishment
Equipment of Quality Control
The organization shall Procedures, stipulating
establish and document the requirements for the
procedures to ensure that Product Inspection
monitoring and Department, personnel,
measurement activities are | operations, etc., as well
feasible and implemented | as the requirements for
in a manner consistent the use and calibration of
with monitoring and inspection instruments
measurement and equipment, and the
requirements. procedures for product

release.

21 7.6 BALAN EIXEE
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=4 AR TE
A A & 2 K 4G A
B A R 69 5 IAAZ
A

7.6 Control of Monitoring
and Measurement
Equipment The
organization shall
document the confirmation
procedures for computer
software applications used
for monitoring and
measurement

requirements.

22

8.2.1 RM WL
B AR i AZAL AL ok XA
8.2.1 Feedback The
organization shall
document the feedback

process.

Article 66 Customer
Feedback Handling

Procedure

23

8.2.2 iufeks® AL
K 45 PR oG kLB K
T Bt bb 3 40 2% b9 A2
T4 i A

8.2.2 Complaint Handling
The organization shall
document the procedure
for timely handling of
complaints in accordance
with applicable regulatory

requirements.

24

8.2.3 ML EMMIRE
W g A K ey B
WA IR 69 AL S R S

St 5BIERSR
WA BE ) ] R
Article 72 Establishment
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G

8.2.3 Reporting to
Regulatory Authorities The
organization shall
document the procedure
for reporting to the
relevant regulatory

authorities.

of Adverse Event
Monitoring System for

Medical Devices

FrtfEI NG

8.2 s AL 5

Article 76 Establishment

of Product Information

Notification Procedure

25 8.2.4 AMAFH 4y | FLTLEFEIREF
B3 AL FF R R A AR R B HAZAL
VAT B SR K e 52 56 W A% Article 77 establishes the
VABAT R AnIR & F 2% internal audit procedure
RAGIRF A& K for the quality
8.2.4 Internal Audit The management system
organization shall establish
and document procedures
to outline the
responsibilities and
requirements for planning
and conducting audits, as
well as for recording and
reporting audit results.

26 8.2.6 FtylAlAll | Fxt & A F K

T LA 2 AR
5 A% A 09 AL 5

8.2.6 Product Monitoring
and Measurement
Monitoring and
measurement shall be
based on documented

procedures

TALFP . i Fan AT it

EEK

Article 60 stipulates the
product release
procedures, conditions,

and approval

requirements
FBETRERRLIERE

FAF , A B
AT AR, BEFR
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K, HAZAARME A
K&, REFZ
K, VAR Senf AT H9AZ
5

Article 56 Establishment
of Quality Control
Procedures, stipulating
the requirements for the
Product Inspection
Department, personnel,
operations, etc., as well
as the requirements for
the use and calibration of
inspection instruments
and equipment, and the

procedures for product

release.
27 8.3.1 A&t ctizl Hrt i Remiz
AR AR | B4R
A AR E oM S s | Article 67

FABRT G4 IR AL T
x. fad. Ak E e
H K IR Fe AR

8.3.1 Nonconforming
Product Control

The organization shall
establish procedures and
document them to specify
the responsibilities and
authorities related to the
control, identification,
recording, isolation,
evaluation, and disposal of

nonconforming products.

Nonconforming Product

Control Procedures

A H Y Release date: 01/24/2025

SiZjifi H 3] Implementation date: 01/24/2025




CMD-CR-02 0

Page 11 of 12

28 8.3.3 XMEBAALRE |HLtfk#zFafi
e i AR | Sk R
K245 PR E R AL R R Article 76 Establishment
Y& il ey K A4 | of Product Information
J5 55 ik, A% Notification Procedure
8.3.3 Response Measures
for Nonconforming
Products Discovered After
Delivery
The organization shall
document the procedure
for issuing advisory
notifications in accordance
with applicable regulatory
requirements.
29 8.3.4 £LT ABp# | HLtHFRFLITIES
BERTBINZ & | L
BAETRF AR | Article 70 Preparation of
ey #ATIR T Rework Control
8.3.4 Rework Documents
The organization shall
carry out rework in
accordance with
documented procedures
that consider the potential
adverse effects of rework
on the product.
30 8.4 HWHAMT WRE | HLT=FHEHATE

Frae, WEfyiriE g
R B9 AL - TS R A

8.4 Data Analysis

The organization shall
document the procedures

for determining, collecting,

Article 73 Data Analysis

Procedures
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and analyzing appropriate

data

31 8.5.2 ZEH##k ME | HLtwhEzsEH
B R OGAL R TS R A AL
8.5.2 Corrective Actions Article 74 Establishing
Document a procedure to Corrective Action
define requirements Procedures

32 8.5.3 MGk W | FLtEFEZMGH
B R OGAL R TS R A AL
8.5.3 Preventive Actions | Article 75 Establishing
Document a procedure to Preventive Action
describe requirements Procedures
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