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

LHF AN L] GB/T42061 idt ISO13485 FrfExt ik RE sl e 5 T SR 32 AEEEK, it
M CBRST ST T BN ) ARG EER, RO SR RSO IO LR 2R, K oxe 2 PR ST
LRI “HLRT R #H.

The applying certification organization should identify the correspondence of the organization's
system documents with the relevant requirements of the 'Good Sales Practice for Medical Devices ' by
comparing the 32 requirements for process or procedure documentation as per the GB/T42061 idt
ISO13485 standards, and fill in the corresponding document names in the 'Corresponding Organization
Documents' column.

2. HRMIER A ShRME . BTE RSO A BT ReA e —— X RIKR R, 7E “&iE” #2H
e U] (e AR ST N A T REXT N 2 AN FRifE . RVERISCAE A A, B e v
SR B 2 AR UL, X EEITE “ R Ui

The content and names of the organization's system documents may not correspond one-to-one
with the standards and GSP; a brief explanation should be provided in the 'Remarks' column. (For
example: the content of one organizational document may correspond to multiple standard or GSP
documents, or a requirement from a standard or GSP may be reflected in multiple organizational
documents; all of these should be explained in the 'Remarks.")

BIHGARBAMGE A LRI N, B E B SN AR a k. 728k,

Filling out this form is not only about the correspondence of document names but, more

importantly, about the compliance and completeness of the document content.

GB/T42061
_ BARI RIS B

FS GB/T42061 idt (HisE) CHEKR .
Corresponding %

Serial ISO13485 Requirements of the
Document Name of | Remarks

No. GB/T 42061 GSP
the Organization
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ISO13485
MHER

Document

Requirements

BN (T REE
B E
Article 8 (2)

Regulations on

Quality Management
4.1.6 ATHEE®E |HF=1% &EH
PR F T A R 6 | SRS A A
BRINAZ B T R A b, M BRERFEE

4.1.6 Document the
validation Procedure of
Computer Software
Applications Used in
Quality Management

Systems

ST E R
HEORETHENE
BEHERG, RIEA
SR TEIPERN
Article 30 Enterprises
engaged in the
operation of Class III
medical devices shall
have a computer
information
management system
that meets the quality
management
requirements for
medical device
operations, ensuring
the traceability of the

products operated.

4.2.4 T AHFEFE R
AR 094
4.2.4 Document Control

Documented procedures
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3 4.2.5 WFREEH &
AL IS AR AR
4.2.5 Record Control
Establish procedures and

document them

4 5.6 FRIFFALFH
A

5. 6 Documented
Management Review

Procedures

5 6.2 ¥ Re S . RAE
P& 69 3& Dl A= A AR AR
HRERF—AREZAL
AZT B LA

6.2 Establishing
competence, providing
necessary training, and
ensuring personnel
awareness etc. one or
more processes, and

documented them.

BN (—) RREE
BNLR B B R
SEENIAE): Ay
Article 8 (1)
Responsibilities of
the quality
management
organization or
quality management
personnel

(+=) FEE R
WA ZIIE (B
RIS
(13) Regulations on
quality management
training and
assessment (including

training records, etc.)

ETC

6.3

BINFK () Wi
B YES IR UEAN
RHER R E (453
it B % AH 5SS AN
EES D)

Article 8 (11)
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Regulations on the
maintenance,
verification, and
calibration of
facilities and
equipment (including
related records and

archives, etc.)

6 6.4.1 W THERHEELR
VAR Y5 A 2 ) TAE 3R
B9 AL R TR KA
6.4.1 Document the
requirements for the
working environment
and the procedures for
monitoring and
controlling the working

environment.

7 7.1 KR E ey —
AR S AN ITAL TS R T A
7.1 Document one or

more processes of risk

management

7.2 HI\G OS) BB
B RS E (B
L kY NAE TGN
TTR #E RS BB
)

Atrticle 8 (6)
Regulations on sales
and after-sales
service (including

sales personnel

authorization,
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purchaser files, sales

records, etc.)

7.3.1 BN Afy
P& it o IF KA R TS &
A

7.3.1 General Principles
The organization shall
document the design and

development procedures

7.3.8 &itAT K4
# m R Rt eIt
K ) ) 2 A 3R A9 AL
75 A

7.3.8 Design and
Development Transition
The organization shall
document the procedures
for converting design
and development outputs

to manufacturing

10

7.3.9 RitFFAE
GENECL I P YSE L=
# &t Ao I R R A4
i 75 R A

7.3.9 Control of Design
and Development
Changes

The organization shall
document the procedures
for controlling design
and development

changes

11

7.4.1 RMWidAE 4

H\GK (=) R,
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L2 R K AR AR R 8 = S
AL AR IGE &4
AL ARk A

7.4.1 Purchasing Process
The organization shall
document the procedures
to ensure that purchased
products meet specified

purchasing information

Wbt SRR E

(BRI, 5
Yid s BBt R4T
E N
Atrticle 8 (3)
Regulations on
procurement, receipt,
and acceptance
(including
procurement records,
acceptance records,
accompanying
documents, etc.);

(PO BB BEs o
ZEIRE (gL TE
L AR
A% B AH SRR B SO
)

(4) Regulations on
the qualification
review of suppliers
(including relevant
certification
documents for the
legality of suppliers

and products, etc.)

12

7.5.4 JREEF 4
LIRSS P
B e B 5 B 4G
R AL

7.5.4 Service Activities
The organization shall
document the service

procedures, the materials

CyamnllE S
Article 64

HESL A4 e RS
i

Establish and
improve the
after-sales service

system.
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involved, and the

measurements involved.

13

7.5.6 A7 ARG
it fag N my
F A2 A IAZ S AR L
G

7.5.6 Confirmation of
the production and
service provision
process

The organization shall
document the process

confirmation procedures.

14

7.5.6 A FAR AR
Az KA T
& e R S AR A GG T H
PUBF 2 R 64 B INAZ
T4 i A

7.5.6 Validation of
production and service
delivery processes

The validation
procedures for computer
software applications
used in production and
service provision shall

be documented.

15

7.5.7 RAIEFL
B A R RN R
2K wRRHREL
A2 A L 5 R 409 7
INAZ TS A% A
7.5.7 Specific

Requirements for the
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Confirmation of
Sterilization Processes
and Aseptic Barrier
Systems:

The organization shall
document the validation
procedures for
sterilization processes

and aseptic barrier

systems.

16 7.5.8 FoeiriR 4
L Se AR AR B
I A
7.5.8 Product
Identification:
The organization shall
document the product
identification
procedures.

17 7.5.8 FoeiriR 4

92 3 5 AE R I AR L
P A PRI B 20 4269 [
I3 25 AR AE IR A AR £
SR8 S X 5T,
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
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qualified products.
18 7.5.9 TiE#E @ | F\K IIRE T

LU 7T 16 AR B
I A

7.5.9 Traceability:

The organization shall
document the

traceability procedures.

% BT ae e Ex
W

Article 8 Buyer
Qualification Review,
Medical Device

Traceability.

19 7.5.11 FRGA A | )\ () FERE
LR eER | A5 MR B
REG AP AL F A L | & (AFEIRE ISR
G AR E Wik
7.5.11 Product . HEIERE)
Protection The Atrticle 8 (5)
organization shall Regulations on the
document the procedures | storage and
for providing protection | management of
to ensure product warehouses
compliance. (including
temperature records,
storage records,
regular inspection
records, and
outbound records,
etc.)
20 7.6 BAAMERE | BT NKENA

a4 42 ]
A2 LA, VA
B 35 A Ao & FF) VT AT
H A G A& F K
A0 — B8y 7 X%k
7.6 Control of

MmN E

Monitoring and

Measurement

BEHIREF  WE
LY e e NN
i BRIFSREOR, JF
T RE G50 (5% A 3
FIER . RS
Ko PALLR AT 1Y
FEF

Article 56 Establish

N

il
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Equipment The
organization shall
establish procedures and
document them to
ensure that monitoring
and measurement
activities are feasible
and implemented in a
manner consistent with
monitoring and
measurement

requirements.

quality control
procedures,
stipulating the
requirements for
product inspection
departments,
personnel, operations,
etc., as well as the
requirements for the
use and calibration of
inspection
instruments and
equipment, and the
procedures for

product release.

21

7.6 BAAN FIX &
aiEd Agn g RT
WA AN & T Kot S
LB A R 6 B IAAE
T pr At

7.6 Control of
Monitoring and
Measurement
Equipment:

The organization shall
document the validation
procedures for computer
software applications
used to monitor and

measure requirements.

22

8.2.1 Al “AL8E
P R bk i A2 A2 B AR
Gx

8.2.1 Feedback:

FINK CHIDD BT
SRR i
VAR B A5 1
Mg (BFEFER
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The organization shall
document the feedback

process procedures.

e Xiel eI GEE
A T 3% K
EE S

Article 8 (14)
Regulations on
Quality Complaints,
Incident
Investigation, and
Handling Reports for
Medical Devices
(including
corresponding
records and archives
of quality complaints,
incident
investigations, and

handling reports, etc.)

23

8.2.2 ik 4
P 3 R E R 6y R LR
KA B rE A 2 AL 69 AR
7 XA

8.2.2 Complaint
Handling

The organization shall
document the procedures
for timely handling of
complaints in
accordance with
applicable regulatory

requirements.

)\ R
BT S B VR
FHCH A AL R
HHHE (BERTE
Fer. HEGHEMAL
PR T AR L AR D %
YIRS D)

Article 8 (14)
Regulations on
Quality Complaints,
Incident
Investigation, and
Handling Reports for
Medical Devices
(including
corresponding

records and archives
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of quality complaints,
incident
investigations, and

handling reports, etc.)

24 8.2.3 M EMAMIME \% UL EJreas
MK E R K e B | AN R DA
A IR GIAZ P A L | RS AUE (RHEF I
# L bV D)
8.2.3 Reporting to Article 8 (9)
Regulatory Authorities Regulations on
The organization shall Monitoring and
document the procedures | Reporting Adverse
for reporting to the Events of Medical
relevant regulatory Devices (including
authorities. cessation of
operations and
notification records,
etc.)
25 8.2.4 AHFH wm | Bk
LU 3 AL RS | R B AT
PABLI R X A KT | TEILH L AIIE -
M A B AT F AR & F | Article 8

2RI A K
8.2.4 Internal Audit

The organization shall

establish procedures
and document the
responsibilities and
requirements for
planning and
conducting audits, as

well as recording and

reporting audit results.

Regulations on the
Assessment of the
Implementation of
the Quality
Management
System.
HERBEITARIRE
SR AV A
BEHAAENE, T
R AE R A 7 e
HBBE DX T R
2y B E T
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RAZFEE H B
Class III medical
device operating
enterprises shall
establish a quality
management
self-inspection
system and submit an
annual self-inspection
report to the local
municipal food and
drug supervision and
administration
department by the

end of each year.

26

8.2.6 jFauty A
Mg BEAANF AR
Y& P LA 6942
8.2.6 Product
Monitoring and
Measurement
Monitoring and
measurement shall be
based on documented

procedures.

Bht—% BT
BRI P > A
il SN
UGS BT
S AL TR B
(B5). FEMHES
e E AT RN
S B R A
T A H AT 2K
LiNCE S S ve DN
Al HoE.
J2E IS5 2
Article 51: The
delivery of medical
devices shall be
reviewed and records
shall be established,
includes the

purchaser, the name
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of the medical device,
specifications
(model), registration
certificate number or
filing voucher
number, production
lot number or serial
number, production
date and expiration
date (or expiration
period),
manufacturing
enterprise, quantity,

and outbound date.

27

8.3.1 M&AH izl
iR SR IR N v
AR AR E A S 5
HFABT B AE SR A
Wk, fad. #ifl
B R KIS Fa R
8.3.1 Control of
Nonconforming
Products

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.

I (B ek
B2y ae bl e B A
& (AR ERIC T
&)

Article 8 (7)
Regulations on the
management of
non-conforming
medical devices
(including destruction

records, etc.)
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28

8.3.3 XAtE RN
LA et L
L # R E R 69 R L%
KW b E il ket KA
AL ARk A

8.3.3 Response measures
for non-conforming
products discovered
after delivery.

The organization shall
document the procedure
for issuing advisory
notifications in
accordance with
applicable regulatory

requirements.

I (B ek
oy as il e B
& CEFRHERIC S
EDINGION g2
B, BT RElE
Atrticle 8 (7)
Regulations on the
management of
non-conforming
medical devices
(including destruction
records, etc.) (8)
Regulations on the
return and exchange
of medical devices
(1) BEyr @A [l
ME CHLIRERST 45
RERCIRTEe &)
(10) Regulations on
the recall of medical
devices (including
medical device recall

records, etc.)

29

8.3.4 BT WHE
HRHEJET B I > 5
LR N A R R
A E9A2 P B ATIR T
8.3.4 Rework.

The organization shall
carry out rework
according to
documented procedures
that consider the

potential adverse effects

BN (B AEE
LR T A R B A L
E (EFFHERIL R
&) ) BEITEk
B B
Atrticle 8 (7)
Regulations on the
management of
non-conforming
medical devices

(including destruction
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of rework on the

product.

records, etc.) (8)
Regulations on the
return and exchange

of medical devices

30

8.4 A, L
JSRLR VAN & S i
iE G B AR GG AL TS Ak L
#

8.4 Data Analysis

The organization should
document the procedures
for determining,
collecting, and analyzing

appropriate data

31

8.5.2 #EiE
€ & K AGAZ B Sk A
8.5.2 Corrective Actions
Document the
procedures required by

the regulations

32

8.5.3 il 4E BLAA
R OGAL P AR A
8.5.3 Preventive
Measures
Documentation
Requirements for

Procedures
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