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1ERYEE
1 scope
L1 AT T REVE TR MR AR PR A E B BR A 7] CRARASH UL BOAEN LS X F I A TE A SRR
(155 R 4L GB/T 42061-2022 / 1S013485:2016 (BEJ7 28tk R HIAR FHFILMIMZ
R bRt LB e R AR R ARG S .
1.1 These rules are used to regulate the certification activities of Suzhou Lai biao Standard
Certification Co., Ltd. (hereinafter referred to as the agency or the certification body) to
establish the medical device quality management system in accordance with the GB / T
42061-2022 | 1S0O13485:2016 "Medical Device Quality Management System for
Regulations" standards.
1.2 AN SRS S VAR AR GERNE . BEE0A L (REE AR VAR « B &
AT NVERARAE, B2y A b 2 PR R VGIESE iRl A A B AR , s AR LR IE R
) B BT
1.2 The purpose of this rule is to make specific provisions on the implementation process
of medical device quality management system certification in combination with the relevant
laws and regulations of the state Accreditation Administration, the Quality Management
System Certification Rules, national and industrial technical standards, and strengthen the
management and responsibility of the agency for the certification process.
1.3 A FR N2 A LG AN B2 07 2 Bl ot 2 PRAA RAOMIETR S I AR, T e BT s it &
FAR R ANUETE BN N 238 57 AR o
1.3 These Rules are the basic requirements for the institution to engage in the certification
activities of medical device quality management system, and these Rules shall be observed
when carrying out the certification activities of medical device quality management system.
2 EARFMER

2.Basic requirements

2.1 AN ERAS [ SN S Zedth il . XS M\ 57 578 PRAA 280\ UE IR % Jo1 77 B PR T 2R o =

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H




YRS . LQA-D-080

B IR RIS

2.1 Only the approval of the CNCA and the qualification of quality management system
certification can carry out the medical device quality management system certification.

2.2 BRI AL GB/T 27021 (HHPE EBERFZVAENMER) FIAIE AR, DUE
I BT 7 a5 B B A RUETE S AT SR S BOR R HE IR E

2.2 Establish an internal management system that can meet the GB / T 27021
Requirements of the Conformity Assessment Management System Audit and Certification
Authority, so as to make the medical device quality management system certification
activities comply with the provisions of laws, regulations and technical standards.

2.3 L NERHIZ) . BEAISTENLR], B2 EE . Bl CRFEM S E RS HARAE A
UE TR E SEH T A B0 T

2.3 Establish internal restriction, supervision and responsibility mechanism to realize the
separation of acceptance, training (including related value-added services), audit and
certification decisions.

3 SHAEA R BIZE SR

3.Requirements for certified personnel

3.1 IEEEN AN EEN S FE M TTAN BRPEH
RPN L 738 (YNAY VNNV S PN AR

9o
H
N
o
i
=
v
p
o
P
9o
o)
(aay
ot

3.1 Certification management personnel include the head of the main business supervisor of
the organization, contract reviewers, audit program planners, personnel ability evaluation
personnel, audit implementation personnel and certification decision personnel, etc.;

3.1.1 M@ GB/T 42061-2022 / 1S013485:2016 (ZEy7 24tk MR B HEMA R FHTIEMINER)
PRAEFERIEN IR M R BT S A AR S, a5l ek .

3.1.1 Pass GB /T 42061-2022 / 1ISO13485:2016 Basic knowledge of Medical Device Quality
Management System for Regulatory requirements and related medical device laws and

regulations, and pass the examination.
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3.1, 1 NOENUE AL 58 BAA R AR L BT ST AR AR A AR S TR AR 55l e
EPFEHE

3.1.1 It shall pass the training of the topics related to the management system standards
and the laws and regulations of the medical device industry organized by the organization
and pass the evaluation.

3.1.2 AR A RE B AL PSR BRI BE, BB TES .

3.1.2 Master the knowledge and skills involved in the corresponding management position,

and pass the evaluation.

pi

3.2 Hii% MR
3.2, Auditor
3.2.1 AR EVGEN AT e (CCAA) MK IR JoT 48 B A 28 B A% DR M B4
3.2.1 Obtain the registration qualification of quality management system auditor issued by
China Certification and Accreditation Association (CCAA).
322 HAEANI:
3.2.2 Education Experience:
3.2.2.1 REAFILL 2T, 8K 22 P RAH RN 2 A EBORBARRGE: 2016 4 6 H 30 H
AT CCAA JliE & HAR RVEMBTREE0, 2 KL sl L2 iR .
3.2.2.1 Bachelor degree or above, or college degree or intermediate technical title or above
in the corresponding major (Note: those who obtain the CCAA quality management system
registration qualification before June 30,2016 can meet the college degree or above).
3.2.2.2 Ll ER
3.2.2.2 Professional requirements

(1) LR A By as ol 5570285, B 2 R AIME B H) ke —:
(1) The implementation of Annex A shall meet one of the following appropriate specialties:
AW B A

- -Biology or microbiology;
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- B AE A
- -Chemical or biochemistry;
-~ THEHURTR AR
- -Computer technology and software technology;
B BT HUREEY) TR,
- -Electrical, electronic, mechanical, or bioengineering;
- NRAE B
- -Human physiology;
-5
--medical science;
--pharmacy;
-V B E A
- -Physical or biophysics;
MRS
- -Materials science, etc.
(2) SEfti TAF MD9 Bffsg A 1.7: FEAFFINRSS SAZI, X pras LA e B
(2)Implement IAF MD9 Appendix A 1.7: Parts and service audit, no restrictions on the
major.
3.2.2.3 JEid GB/T 42061-2022 / 1SO13485:2016 (E=Jr#3tl FimE AR HTEMMER) br
AEFTR AR SR BT S B I, R a Bl ek
3.2.2.3 Pass the training of GB / T 42061-2022 / ISO13485:2016 Requirements of Medical
Device Quality Management System for Regulations and related medical device laws and
regulations, and passed the examination.
3.3 LlLEHZRA

3.3 Professional auditor
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A FHER ST as bt 2 FAR RSP I R L, BRI AL 3.2 SR Ah, B /R

That is, the auditor undertaking the professional support of the medical device quality
management system, in addition to meeting the requirements of Article 3.2, also needs to:
3.3.1 SEHEPNAE A BEIT a0 55 20 RERST AR “BIEA  iliE T B E IR R R, R A
4 AEELCL B NS ST ARG BRI PR R PR AN B PR A
UMK TAERLR, KEFEH.

3.3.1 The professional auditor who implements the professional audit of &quot;R &amp; D
and manufacturing&quot; of Annex A shall have at least 4 years of closely related working
experience in medical device design, development, manufacturing, quality testing, quality
supervision, test and evaluation or clinical trial, and pass the evaluation.

3.3.2 SEHpE A BRIT A0S SRR “H R BE T TR TR A, 2 3.3.1 5%
A TR EOR, SRR 4 Full Rty . TELTFLK, %P
3.3.2 Professional auditors who implement the &quot;wholesale and retail&quot;
professional audit of Annex A medical device business classification, meet the work
experience requirements of Article 3.3.1, or have at least 4 years of professional work
experience in the wholesale and retail of medical devices, and pass the evaluation.

333 MENRFPIRTEIL T, T LAZE R ) 22 56 BRAE 7 A I ERE DGR 1T LA A ) AU 22 56 475 485 P
[a]o FERXMPIEOLT, AU N DR B A 5 IE B S e =%

3.3.3 In special circumstances, short experience or duration of experience outside of the
medical device or related sector may be considered. In such case, the agency shall keep the
relevant certificates and records.

3.3.4 ELINTT BT BAA R R b LR I N A B I ERR B X B 5 2030 4
W, L&D 20 K, HohE A 50%HK 15013485, A AITEAT A FAb A AT (i B Bk R it
Rl G857 58 FRAR R AR 48 D0 B IR it F R 25 O ARRS R A e 4 5 5 MDQ ARES — 30
fHGEEM )G, TR T IR A TR R BRI AAD .

3.3.4 Take th it for at | 2 I % 1S0134 nd the rest in any other

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H




YRS . LQA-D-080

approved quality management system plan (the codes of the products and services involved
in the quality management system audit experience shall be consistent with the MDQ code
after conversion). After passing the evaluation, the code of the corresponding technical field
in the Annex A can be given.

3.4 BRLH

3.4 Technical experts

KREBLAESDT, W 3.3 Kk MR 21 TR, K5k

College degree or above, meet the work experience required by the corresponding major in
clause 3.3, and pass the evaluation.

3.5 WIERE N AL ANHZAL . SIES RAE g BN G, Hh s s g £l A
ABEESRWFH AR EZ AN L WEE S TIEL M, HEdE e

3.5 Iz K

3.5 The certification decision personnel shall be the personnel authorized by the agency to
make decisions on the certification results, and the professional personnel responsible for
professional support shall have the same professional education and working experience
conditions as the professional auditor or technical experts, and have passed the evaluation.
3.5 Audit team leader

FRipi2 3.2 A 3.3 Sk B RSN, AT AL AL 7 B 2 LR a6

In addition to the requirements of clauses 3.2 and 3.3, the following conditions:

3. 5. 1 WU P E TR 35 T BT 4G s A% K

3.5.1 The initial audit team leader awarded after the organization evaluation decision.

3. 5. 2 FEMIUG HAZ ALK B MRS AR A KA, /0 =0K 1S013485 #i x4, 2 4in
HIZA KPR MG, 7S 4K

3.5.2 Under the supervision of the initial audit team leader, play the role of the audit team
leader, have at least three 1ISO13485 audit experience, and serve as the audit team leader

only after passing the evaluation of the initial audit team leader.
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4 FIPINIERRFF
4. Initial certification procedures
4.1 ZEIAIEHE
4.1 Accept the certification application
4.1.1 AU FFIEAERHZ (LT fRIFRERE4LD 2R BUME R
4.1.1 The Agency shall disclose at least the following information to the organization
applying for certification (hereinafter referred to as the application organization):
4.1.1.1 AIJF R IENL S BOVE R, DL A RIS A AT 1% 100
4.1.1.1 Scope of certification business and recognition.
4.1.1.2 AN IR T CRE 97K 58T 4/ B 45 B YIRS AR P SRR 1 2L E
4.1.1.2 Institutional provisions of the agency to grant, maintain, expand, update, shrink,
suspend or revoke the certification and its certificates.
4.1.1.3 AIEIEFFE.
4.1.1.3 Certification certificate style.
4.1.1.4 XHAE SR E IR FURSE AR o
4.1.1.4 Control procedures of complaints and complaints for certification decisions.
4.1.1.5 73 SO AP N B 2 PR, LS5 TE R Hihb4E.
4.1.1.5 Name, business scope and address of branches and offices.
4.1.2 HFFVIEM AL RFRAT LUT g k-
4.1.2 The organization applying for certification shall submit the following application
materials:
4.1.2.1 VIERES, BEHEH B 208 Bk 95 1 B0 515 DL A U B
4.1.2.1 Certification application form, including the production, operation or service activities
of the application organization.
4.1.2.2 UE AL RGIRAEHAL IR B SO A BT, ol B V7 Al A/ Bl St
3C UF R EEAH U B SO . R 7 2RIl B BRAA 2178 55 2 W FriE 2l I M REAN37 BT (1)
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AR SO R BN GERIRDD

4.1.2.2 Copies of the legal status certification documents of the certification application
organization, such as the enterprise business license, license and / or record approval
document, 3C certificate and other relevant certification documents. If the medical device
quality management system covers multiple site activities, copies of the legal status
documents of each site should be attached (when applicable).

4.1.2.3 BRJ7 a3 b B8 BRAA AR o HOVE S TS SR RS B SR (AT BOVF RIE R L BEUIETS . 93
HIPEVAIEIE 1555 B 2 B, o

4.1.2.3 Copies of the administrative license certificate, qualification certificate, compulsory
certification certificate as required by laws and regulations involved in the activities covered
by the medical device quality management system, including:

(1) HHTEHGUY BT Rl A 7 ol

(1) When applying for the organization as a medical device manufacturer:
AR T R, IR SRR
- -For the production of Class | products, the record-filing certificate shall be provided;
A I T 2R, /SR BEEE T S IR HIE S BRI as B AR 7 VF AT IE o
- -For producing class Il and lll products, the medical device registration certificate and
the medical device production license shall be provided.

G SR B H B AR SSARAEAE =L 7= it o8 4 T BT de i 7 Al BR 4D
(Note: except for the medical device manufacturers that adopt the relevant standards of the
export destination country and whose products are completely used for export)

(2) HHIEHGUYEST A E Rl

(2) When applying for the organization as a medical device trading enterprise:

B U RETT A i B, 7R R B E L PRI 5 B ok
- -For selling class Il medical devices, the business license and relevant qualifications

shall be provided;
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B I SRETTa bl i i, SRBEER YT A A & VFATHE .
- -Selling class Ill medical device products, to provide the medical device business

license.

(3) ZYPNES). WEa OGN, LRI RAMMEE . GERIND .

(3) Subcontracting of activities and activities in multiple places, as well as the list of main
purchased parts and outsourcing parts (when applicable).

(4) BEJT s biot &8 BAR R T Sobb AR e 3 A

(4) Manual of quality management system of medical devices and necessary procedure
documents.

(5) BEJ7 as bt &8 BRAR SR o 107 i BT 55 B0 ot S AR AR TS 5

(5) List of quality standards of products or services covered by the medical device quality
management system.

(6) BRIy ashiii &5 BA R CARUEIT 6 N H A ERIIE M KL

(6) Certificate materials that the medical device quality management system has been
effectively in operation for more than 6 months.

(7> HAl 5 AUE T A% A R 06 B304

(7) Other necessary documents related to the certification audit.
4.1.3 NIEHE B8 AN S PR S 1 S BERIEAT 8 2, JFAfIA-
4.1.3 Review of Certification Application The agency shall review the application materials
submitted by the application organization and confirm that:

4.1.3.1 HIF BRI 42

4.1.3.1 Application materials are complete.

4.1.3.2 HIEHL NF HE ST S RIEAE A RUE -

4.1.3.2 The activities shall comply with the provisions of relevant laws and regulations.

4.1.3.3 HIEAH LUk 35t & B AR SL 1 ST R YT s bt & PR &R
4.1.3.3 The application organization has established a documented medical device quality
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management system to achieve the quality objectives.

4.1.4 R HRIFHLNPIFRIVIETEE . B2 E G RTINS 58 % B s i 18] A0 HoAd 52
WA SRR, SR aiE £ S A BE I BVGE 1 .

4.1.4 Ability to accept the certification application according to the certification scope, the
production and business site, the number of employees, the time required to complete the
audit and other factors that affect the certification activities.

4.1.5 XMAFE 4130 4.1.4 ZORI, AP RESZBVERTE; MNARTE LR ZRE, NiE
RS H LN TR e, BE A EAE I

4.1.5 For those who meet the requirements of 4.1.3 and 4.1.4, the agency may decide to
accept the certification application; for those that do not meet the above requirements, it
shall notify the application organization to supplement and improve, or do not accept the
certification application.

4.1.6 ZSHLKE B 576 BELRAEINIIE FR G I f AR AR IS, BN HFIEHZUMER S

4.1.6 The agency shall fully keep the review and confirmation work records of the
certification application, and put them into the certification files of the application
organization.

4.1.7 ZEATNIES [FAE S E B AT, DAL R B 2 0T 52 A VAR RO P THAE
alF, GFRNEDEELITHNE:

4.1.7 Signing of Certification Contract Before the implementation of certification audit, the
certification body shall enter into a legally effective written certification contract with the
application organization. The contract shall contain at least the following contents:

4.1.7.1 TEHLRAF VLG 7 5 BOSAT BT s 5T 248 PRAK AR 7K

4.1.7.1 Commitment of continuous and effective operation of the medical device quality
management system after the application organization obtains the certification.

4.1.7.2 FIEH LU P VAR A VA AL, PRV GIE R & AT A B A &, XA RS T
) v A 2 G0 SR AR A S BRI B 2K A
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4.1.7.2 The application organization promises to comply with the relevant laws and
regulations of certification and accreditation, assist in the supervision and inspection of the
certification supervision authorities, and truthfully provide relevant materials and information
for the inquiry and investigation of relevant matters.
4.1.7.3 FIFHLURESAF LG KA LA EOUR, N A [m A GIEAT LA G 4R -
4.1.7.3 The application organization shall timely notify the certification body of the following
situations after obtaining the certification:

(1) 27 AR TT A BRI
(1) Major complaints from the customer and related parties.

(2) A7 I i B S5 I I B T 1A E AT e oK
(2) The products or services produced are determined by the law enforcement and
supervision authorities to do not meet the legal requirements.

(3) AP i B 55 H0 o B 24 4 i
(3) Quality and safety accidents of products or services occur.

(4) MRAEDURAEARE, AFE. A, E-EE RN AGURESSTAREE: TR
ITBOA A BEA% S o PR IEBCHAR B BOIE AR B s VAR AR e B . BEEARRE;
AP E BUIRSS B AR AR B s BR T a2 BEAR R 7 o BVE BV B AR B s R T R
B R RN B B AR 1 R B AR
(4) Changes of relevant situations, including: change of legal status, production and
operation status, organization status or ownership; change of administrative license
qualification, compulsory certification or other qualification certificate; change of legal
representative, top management and management representative; change of production
and operation or service workplace; change of scope of activities covered by medical device
quality management system; major changes in medical device quality management system

and important process, etc.

(5) HHIMLsZ A 2 5 bl o B2 A A 202 4T %) HA A 22 Vi
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(5) Other important situations affecting the operation of the medical device quality
management system occur.

4.1.7.4 RIS HLURE IR VGIE G IER S UGIEIE EARERA MG S AMEAF AR
BT AR RVGIEIE B AR RO 75 1R 3 A AR H ™ il B 5538 i A IE .

4.1.7.4 The application organization promises to correctly use the certification certificate,
certification marks and relevant information after obtaining the certification; do not use the
medical device quality management system certification certificate and relevant words and
symbols to mislead the public to think that its products or services have passed the
certification.

4.1.7.5 FUNUE A By a 0305t B B 578 o B A 7 BUIR S5 B0 B VE

4.1.7.5 Scope of production or service activities covered by the medical device quality
management system to be certified.

4.1.7.6 AEVEH % SONUEIET5 A ROW A & B 8 % o, DEN LA AT RS 2H 238 B 24 7K FH Y
AR BURIAT LSS

4.1.7.6 The responsibilities, rights and obligations of the certification institution and the
application organization in the supervision and examination within the validity period of the
certification certificate.

4.1.7.7 WIEMRS B . A5 38 07 G2 565K

4.1.7.7 Fees, payment methods and default terms of the certification services.

4.2 #l5e # iR

4.2 Arrange the review plan

4.2.1 i RZI ]

4.2.1 Audit time

4.2.1.1 AWRINIEFH I 7E AR YU LIS B BTl sE Bk e o R TR) Dy 2R, AR5
THH R T AT B AR R R G INE L Rt BARE R R R ENGREE . A

WEZE RN 7 T NS L, R SR A0l 7 il e A% TAE R ZE I (]
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4.2.1.1 In order to ensure the complete and effective certification audit, the organization

takes the benchmark audit time specified in Appendix B, according to the coverage of the

medical device quality management system, characteristics, technical complexity, quality
and safety risks, certification requirements, and the accounting and planning the audit time.

Sy AR TR R

Increase of audit time:

(1) 75 E A DAL 32 BRI N340 B R 1], DA 2 5 FeAth 3 R AU 5% Y
FEFTEANESR, G0 — A EEFORGE, HINR S )0 FERES R N H 8 15%, HnmA &
PAE B 32 BEROR AR, B — S AR U I 5% H

(1) when the need to review more than one main technical field should increase the audit time,
to meet any additional requirements related to other major technical areas, increase a major
technical areas, increase the audit time is: 15% of the benchmark audit day, increase two or
more main technical areas, each technical field increased by 5% of the benchmark day.

(2) HEESTMMAIE A A8 TAF MDO Fff 3% A, %R XBESELL, AN

(2) Consider the complexity of medical devices: According to IAF MD9 Appendix A, the

agency identifies the risk level:

MRS ()« AL 1.3 B AN BT 2

Class risk (high): A.1.3 Active implanted medical devices:

IR () = AL L JEIERNEEST 35 /A. 1. 4 A7)

Class risks (middle): A.1.1 Passive implanted medical device / A.1.4 Test reagent:

[RRE (R = AU/ TCURH T AR G/ 12 W a3 -

Class | risk (low): Active / passive surgical device / diagnostic device, etc.:

(3) i3 P Jo i S B 2 08 RS AIE I AT & o AL bR kI, ROy ERA R /%5 7 I 37 B H A4h

FRIS TAISRAZE S Hi 8% (AN WA 5 A A ) 32 W R 7 W Bt 07 5% P DL i, 75 208 n i 1]

NNy 52 W A% T B LA A (8 B A% 37 e B0 3 o B ] 18 A P T g i I SR N AR ) o A A

HEbSAER] 50%) . 2237 . A48 [ FIANIG R 7 Br, W SEHE 37 8 4%, 4E U0 BREE 115137 B
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R B A IS TR ANES T = 7B N H ) 50%.
(3) When the manufacturer cannot provide sufficient evidence to meet the audit standards,
additional time shall be allowed for each supplier / customer site to extend to the supplier or
the client site, the time shall be increased for the audit site for the audit time of the minimum
effective number standard). Multiple sites: including fixed and temporary site, the audit time
of non-central sites shall be not less than 50% of the benchmark number of days.
/B RIS T ) R 3R
Factors to reduce audit time:
(1) HLAWNEEASERNG, meftr. FE. BB &4 50530 18eb 8 e ELE A
L HE N H K 20%;
(1) The scope of the organization does not include manufacturing, but rather wholesale, retail,
transportation or equipment maintenance activities. The total reduced audit time does not
exceed 20% of the base person-day;
(2) AR 7041 BAE M AR 55 O VVIE VS I PRAT 1) HAZ IR ], AN TAF MD9 Bt D (JEER X AN HD
TR AL 50%.
(2) The audit time performed only for the certification scope of distribution or transportation
services is in total reduced by no more than 50% from IAF MD9 Appendix D (baseline audit
day).
4.2. 1.2 BSOS, B AN AT 80% .
4.2.1.2 In the whole audit time, the on-site audit time shall not be less than 80%.
422 #HIZA
4.2.2 Audit team
422.1 WHIZAHET ST EE A REZ AR, HhE003 1 4 5ET S EE
PRAR Z 78 o530 3 B ML R SR [F) Bl i A 5 oA L B & b e i, s A% BA AT [
HATF LA S B 0. BT\ FH X AS S, MikFR&%EE HERE XS
H .o HEAZ A ) AR T N R A BT
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4.2.2.1 The audit team shall be composed of medical device quality management system
auditors, including at least one professional auditor with the same professional technical
field covered by the medical device quality management system. When the auditor is
professional, the auditor may serve as both auditor and professional auditor. When there is
no professional auditor involved, the technical experts with professional ability should be
selected to attend the audit team. The auditor in the audit team shall bear the responsibility
for the audit.

4222 BRLFEERTHMVAETE LB SRR, AMENS R AL %, ATh NS
[, HAE 5 A% R A I 2 A% 2L P Y B A AR AE DA

]

4.2.2.2 Technical experts are mainly responsible for providing technical support for
certification audit. They shall not audit as auditors and not included in the audit time. Their
activities in the audit process shall be borne by the auditors in the audit team.

4223 WA UAEAFEZR, HEEFZRKES NS 5% %, ATt ANSZNTE, £
R R 3 Bl AR AL R ) A KR ST T

4.2.2.3 The audit team may have intern auditors, who shall participate in the audit under the
guidance of the auditor, which is not included in the audit time. The activities in the audit
process shall be borne by the auditors in the audit team.

4.2.3 wHifzitdl

4.2.3 Audit plan

4.2.3. 1 SIRZARGEANMRIR, & iz IR . R DT A
2 HRZHP. SR RO SR RIS By R A R (e
B 1% G SAR ENHIE 5 A AR s BRE FN AR Fb A . FORIRFREIPSS, dniRAEIN
I i &SR VAR

4.2.3.1 The audit team shall make a written audit plan and organize the implementation. The

audit plan shall at least include the following contents: audit purpose, audit scope, audit

process, departments and places involved in the audit, audit time and audit team members
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(including the auditor shall indicate the registration certificate number and professional code;
technical experts shall indicate the professional code, technical title or position, and indicate
the service unit).

4232 FIUGAIEH . BB FRAIE S A% SNAE FE 2H 23 R VIR A Y [ 98 X SR #5437 B B
AT o IR ERTT A5 B B B R B A AE 2 AN AT AR R B i B, HaX iy Ak
TZH HHLEBAHES T, AENU AT DU 8 % o XSty BrtAr ke, (H R 2 & 21
TR T S8 DARA ORI 5837 P B2 w6 Do 28 P AR 2 1) L A o S SRAN [ 373 BT 0 S AFAEAR A A
A\ BANEY A7 L AT REXT R T 48 Bl 0T 2 B A S S R DXIU I R 2, JUIAS SR R e
HAZE %, MR R S BT H .

4.2.3.2 The initial certification audit, supervision and re-certification audit shall be carried out
on site in each place involved in the scope of the application organization applying for
certification. If the medical device quality management system contains the same or similar
activities in multiple sites, and these sites are under the authorization and control of the
application organization, the certification body may sample the sites in the audit, but a
reasonable sampling scheme shall be developed to ensure the correct review of the medical
device quality management system in each site. If there are fundamentally different activities
in different places, or regional factors in different places that may have a significant impact
on the quality management of medical devices, the sampling audit method cannot be
adopted, and shall be reviewed on each site one by one.

4.2.3.3 LI o %S S RE S WL 2 7= it 2B 7 BUIRSTIE BB 0L, B8 W A% L 22 HFAE VIR T [
B B AP BRI G E Bl IR W IS AT I AT

4.2.3.3 In order to observe the product production or service activities during the site audit
activities, the site audit shall be arranged during the normal operation of the product
production or service activities covered by the certification scope.

4.2.3.4 EHZIESNITIAHT, oA NORE A5 T o A THRIAS AR AR o BRI DL AL 5
TIRIEE 7 A2 B 70 R {45 TR 57 o A P FR s 2 20, FF e — 3
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4.2.3.4 Before the review activity begins, the review team shall submit the written review
plan to the application organization for confirmation. In case of temporary change plan under
special circumstances, the approved application organization shall be notified of the change
in writing and agreed through consultation.
4.3 St H A%
4.3 Implementation audit
4.3.1 HHAZAN 24 A e R TR AR . BRAFT UL ARG LAk, B i R h AN
S AR E AL (R L ML §i L RSN .
4.3.1 All the audit team shall complete all the work of the audit plan. Except for unforeseen
special circumstances, the auditors determined in the audit plan shall not be replaced during
the audit process (except for technical experts and practice auditors).
4.3.2 AN 22 [F RIS H SRR P AP . Rl SN AR gtE . Rike
BRR, S NN,

4.3.2 The examination and approval team shall hold the first and last meetings together with
the application organization in the order of procedures. The audit team shall provide the
attendance form for the first and last meeting, and the participants shall sign in.
4.3.3 $HIZELRE ST
4.3.3 Audit process and links
4.33.1 MINIESH %, 725 “HrBECis .
4.3.3.1 The initial certification audit is divided into the first and second stages of the audit.
4.3.3.2 SHrBUA N B DB b DU N
4.3.3.2 The first stage of the audit shall cover at least the following contents:

(1) ZEBEN, Wik FTEHASERRE LS BT S ilst &8 3R RO i i — 30k, e
R AR Z A AR R i B 55 BB T TR E A A TN A BUIR S IS AR SE R 5 5 I H )
SE PR TG U — 2

(1) Confirm th nsisten f th | situation of th
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description of the medical device quality management system documents, especially
whether the products or services, department setting and responsible person, production or
service process described in the system documents are consistent with the actual situation
of the application organization.

(2) S5 IHEIL, HRZPIEHLAE RN AP 1SO 13485 Rk ZRAIEM, PHTER
I a0 B BEAR R AT AR R S S TN AR S BV, BT AT R A R
el AR i 6 AN H o XET7 @i &8 BAA RO AT S I LR ISR &R
BATHAEE 6 A HBEE ARG 6 DA, B S &R .
(2) Based on the site situation, review the relevant personnel to understand and implement
the 1ISO 13485 standard requirements of the application organization, evaluate whether the
internal audit and management review have been carried out in the operation of the medical
device quality management system, and confirm whether the medical device quality
management system has been in effective operation and for more than 6 months. If the
documents of the medical device quality management system do not conform to the actual
site, the relevant system operation has not exceeded 6 months or cannot be proved for
more than 6 months, the audit shall be terminated in time.

(3) BN HTE A SV S ) B 7 e b0 B BRAA R 78 o TS S N S A [ BRI R T
e TSR P, ST SIE A SRR AE R DL .
(3) Confirm the content and scope of activities covered by the medical device quality
management system established by the application organization, the number of employees
of the application organization, the activity process and place, and the compliance with
relevant laws, regulations and technical standards.

(4) S5 Beyras i B BRAA 8 78 s TR S ARy RO B0 5t & H AR B SR B RCA B 5 0 1) % o
mo RGP R, BlemhE HEW L A
(4) Identify the key points with an important impact on the realization of the quality objectives

based on the characteristics of the coverage activities of the medical device quality
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management system, and scientifically determine the important audit points based on other
factors.

(5) 5 HEHLCHE 5 W BOH 1% 2 4
(5) Discuss with the application organization to determine the second-stage review
arrangement.
4.3.3.3 FETHELL, B —BrBed A UAE AL 1T, BN REIEAEIN BT
B B o A B R A 1D %
4.3.3.3 In the following circumstances, the first-stage audit may not be conducted on the site
of the application organization, and the agency maintains a record of the reasons for not
conducting the first-stage audit on the site:

(1) HIEH R CIRANENAG MR I FARVEIE TS, DAUEALAL T R 13 2 2T 48 b 2
HIERATRD T
(1) The application organization has obtained other certification certificates issued by the
certification body, and the certification body has a full understanding of the medical device
quality management system of the application organization.

(2) NUENUAE A 78 2 F B FHIE ] FE SN BT Sl g i B Ak, 28 ik 55 B KS
AEWIE . AR B, S AR A SO A BRI A T DA 25— B e R H AR
(2) The certification body has sufficient reasons to prove that the application organization, as
a medical device sales enterprise, has obvious technical characteristics and simple process,
and the purpose and requirements of the first stage of audit can be achieved through the
examination of the submitted documents and materials.

(3) FIEA IR IS H AL AT AR UA B R B2 7 o B0t B2 48 PR AR R VIR IR
A I AR BB A AT AR )5 — B B A% ) H AR
(3) The application organization has obtained the valid medical device quality management
system certification certificate issued by other recognized accredited institutions, and the

purpo nd requirements of the fir it can hieved through the examination
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of its documents and materials.

BRULEIEOLZ AN, 56— W B R NAE R A B A = 28 B S5 I 34T

In addition to the above situation, the first stage of the audit shall be carried out at the
production, operation or service site of the application organization.

4.3.3.4 SAZALNRE S — B BUH G DU BAS TSP R R AL RS R B A AT g
W E NAFT I R 5, BN F R T AL 23R ol 59

4.3.3.4 The audit team shall inform the application organization of the written document of
the first stage audit. For the key points that may be judged as nonconformance in the
second stage of audit, the application organization should be reminded to pay special
attention.

4.3.3.5 Sl B A% AN SE T B A% N 2 HE IS B (R BRI R, A5 FR R ALV T8 0 B IR TR] AR
S B A IR ]

4.3.3.5 Appropriate intervals shall be arranged for the first and second stage audit, so that
the application organization can have sufficient time to solve the problems found in the first
stage.

4.3.3.6 P BUH RS AR HF A LI T o B AU R ET e B AR R AT S GB/T
42061-2022 /1SO13485:2016 FrfEZRAMARISITHHI, NEDE LT HNE:

4.3.3.6 The second stage of the review shall be conducted at the site of the application
organization. The focus is to review the medical device quality management system
compliance with the GB / T 42061-2022 / 1SO13485:2016 standard requirements and
effective operation, and should at least cover the following contents:

(1) 7E 55— W Beo A% i) B 35 B0 AR B AL T A i AP D s B e SRR AT A R0k
(1) Integrity and validity of the monitoring, measurement, reporting and review records of the
important audit points identified in the first stage of the audit.

(2) NSELR B E B AR AL & E Hr E B AR e S B AR, wTE I HoAr seE
(2) Whether the quality objectives at each level established to achieve the overall quality
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objectives are specific, targeted, measurable and achievable.

(3) ShF RS #0001 8 AR 2R 78 o 1 T R R Bl F) A B S A% 1 V0L
(3) Management and control of the process and activities covered by the medical device
quality management system.

(4> HIBH PR TAFIC R H S,
(4) Whether the actual work records of the application organization are true.

(5) TG A AR A% AN i BV R 15 A 2K
(5) Whether the internal audit and management review of the application organization are
valid.
43.4 RAEUTIGON, SRZHAME RS, IRV IEN RS
4.3.4 In the following cases, the audit team shall terminate the audit and report to the
certification authority.
4.3.4.1 FIEHL G A TR &, HiZE s TR sAT .
4.3.4.1 The application organization shall not cooperate with the audit activities, and the
audit activities cannot be carried out.
4.3.4.2 RIEA LR BT St B8 BAR R A BORBREE, AT H ISO 13485 ARl ER.
4.3.4.2 The medical device quality management system of the application organization has
major defects and does not meet the requirements of ISO 13485 standard.
4.3.4.3 J I H VG A GFAE B R 22 4 ) A At ™ B AT O
4.3.4.3 The application organization is found to have major quality and safety problems or
other serious violations of laws and regulations.
4.3.4.4 HAth 3 BUH AR P I 5 I IE D .
4.3.4.4 Other circumstances leading to incomplete audit procedures.
4.4 HZARE
4.4 Audit report

4.4.1 B AR S AL SN B A T AR, A KA 7 AR AR A R

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H




YRS . LQA-D-080

THRE MR ARG S FE N, 2RI NE:

4.4.1 The audit team shall form a written audit report for the audit activities, which shall be
signed by the audit team leader. The audit report shall accurately, briefly and clearly
describe the main contents of the audit activities, including at least the following:

4.4.1.1 HIEHZ R L

4.4.1.1 Name and address of the application organization.

4.4.1.2 A% B WG 4 2 B0 BRI P

4.4.1.2 Scope and place of the reviewed application organization.

4.4.1.3 HIZHAK . BB A NEIHE B

4.4.1.3 Leader of audit team, members of audit team and their personal registration
information.

4.4.1.4 §RZIE BN S H AN H

4.4.1.4 Date and place of implementation of the audit activities.

44158068 M 43 FFFIRIRER S TUESR B8 A2 TARIGOL, o X 4.3.3.6 2KM0%TH
K% B R NEIE U B AZ RS « o A% R IR B A% S50 AT TR IR s 05 & B AR SIS 0 1A
IE[R] B AR I 5 i

4.4.1.5 For the procedures and requirements specified in Article 4.3, the audit requirements
in Article 4.3.3.6 shall be described in detail for the evaluation of the achievement of quality
objectives.

4.4.1.6 VU S IARFE T AFT SRR, N AR 20 MRS A S A2 4, 115 S B 07 VR HERf
HAR, iEWIE, 5 ToisH . AR AR . SHIRRR ARSI,
4.4.1.6 Non-conformance items identified. The expression of non-conformities should be
based on objective evidence and audit basis, and accurate by realistic method Specific,
clear description, easy to be understood by the application organization. No conceptual,
uncertain, or vague statements shall be used.

4.4.1.7 S A% AR A2 A I AR ) s LA
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4.4.1.7 Suggestions of the audit team on whether to pass the certification.

4.4.2 B RZAR T S E B 20 A A UE A S S SE IR B %, BRSBTS R AR R
4.4.2 The audit report shall be accompanied by the necessary evidence or records used to
prove the relevant facts, including text, photos and video materials.

4.4.3 AHURPR Rz AR S R A2, DR B SRR AL BUESE .

4.4.3 The organization shall submit the review report to the application organization and
retain the evidence signed or submitted.

4.4.4 XMEHEZOIUH, S2HRK ORI TARE UL kS, AR R i & 2k
I R PR AT 45 AR A2, IR B AR IS A8 )RR

4.4.4 For the terminated projects, the audit team shall report the work carried out, and the
agency shall submit the report and the reasons for the termination to the application
organization, and retain the evidence signed or submitted.

4.5 AFEE IR 2 IEATA] I it S 45 R SRR

4.5 Corrective and corrective measures of non-conformance items and verification of the
results

4.5.1 XEZPRIIATTEI, AN E SR AL M B, JF 25K H s S0 e IR
PR e EAT 2 1

4.5.1 For the non-conformance items found in the audit, the agency requires the application
organization to analyze the causes, and requires the application organization to take
measures to correct them within the prescribed time limit.

4.5.2 AHLAENT R 1 2 23 B R H I 24 TE AN 2] TE e T B L 25 SR (0 A S AT 3T

4.5.2 The agency shall verify the effectiveness of the corrective and corrective measures
taken by the application organization and its results.

4.5.3 X R UCH A% H A% T SR

4.5.3 Suggestions for the adjustment of the audit plan for the next review.

4.6 PAFHkE
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4.6 Certification decision

4.6.1 AHUAUEE N RAEXS B AR ANRFE T2 IE AT IE 45 i S 4 R AT 22 5 RO
Hefi b, AR HAERE

4.6.1 The certification personnel of the agency shall make a certification decision on the
basis of comprehensive evaluation of the audit report, corrective and corrective measures of
non-conformance and their results.

4.6.2 HIZAMAANGT S 5X 42T H KIIERE .

4.6.2 Members of the audit team shall not participate in the certification decision of the audit
project.

4.6.3 AIIEHRE N RAEAE HUAIEDUE BT RLBA I R 5%

4.6.3 The certification decision personnel shall confirm the following circumstances before
making the certification decision:

4.6.3.1 FRZAREFTEAIE 4.4 FEOR, BEWGH LA HHAIEJUE P ZH1E R .
4.6.3.1 The audit report shall comply with the requirements of Article 4.4 of these Rules and
can meet the information required to make the certification decision.
4.6.3.2 JRBEEL R 0] I ANGF S I, AL CPPE 5232 IR 1 2] AT 4 e S L 45 R
R
4.6.3.2 For non conformance reflecting the following problems, the agency has reviewed,
accepted and verified the effectiveness of corrective and corrective measures and their
results:

(1) R BE L BT s 5T 248 PRAK SR AR AE A R

(1) Failure to meet the requirements of the medical device quality management system
standards.

(2) HERE B RATE . B EITEAHR.

(2) The formulated quality target cannot be measured, or the measurement method is

unclear.
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(3D SF SEIL BT H AR E A E 50 ) OB ) M AN SR RS AT, B X e O R
R & BPE LR AN e BB AL
(3) The monitoring and measurement of key points that have an important impact on the
realization of quality objectives are not run effectively, or the report or review records of
these key points are incomplete or invalid.

(4) TEFFEEDUE BT a3 0T B 48 PRAK AR A R T THIAFAE BRI, SRBLTUE H AR A B REE I
(4) There are defects in the effectiveness of the continuous improvement of the medical
device quality management system, and there are major doubts about the realization of the
quality goals.

(50 24953 NAH/BRH] AR 7 it bR 25 (56 FH B8 R T 37 R BT 2 -5 BOAS 5 B A XS
(5) unreasonable risks when patients and / or users use medical devices put to the market
according to the product label.

(6) BEJT7 AR it A7 AL SR AT 5 %5 7 BER UBOR S HON BRI & 2R .

(6) The medical device products obviously do not meet the customer requirements of the
technical parameters and / or government regulatory requirements.

4.6.3.3 AP HABAFT ST VPE, 352 1 FTE A ZATHRIR B 24 1R AT 2 TR 45 e .
4.6.3.3 The agency has reviewed other non-conformance items and accepted the corrective
and corrective measures taken by the application organization.

4.6.4 TEWL 4.6.3 ZFESRIVEEA L, XA 7870 BZWIESEUE B IS H 200 2 T A ERE), &K
PURH PR Z B E H LR RT SRR, ) AU AETE 15

4.6.4 On the basis of meeting the requirements of Article 4.6.3, if there is sufficient objective
evidence to prove that the application organization meets the following requirements, the
agency will assess that the application organization meets the certification requirements and

issue a certification certificate to it.

4.6.4.1 HOIFAZUNI BRI r A bl B B R AT S bt 2K Has 1T 2

4.6.4.1 The medical Vi lity man men m_of th lication organizati
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meets the standard requirements and has effective operation.

4.6.4.2 \IETE AT 5 17 i BRIR S5 776 A SRVE VA LK

4.6.4.2 The products or services covered by the certification scope shall meet the
requirements of relevant laws and regulations.

4.6.4.3 HTEHLHFEIRVUES FIE BAT 7 AR 55

4.6.4.3 The application organization has performed the relevant obligations in accordance
with the provisions of the certification contract.

4.6.5 HIBHLAARE L EIRESRE, PEZHIBHRAATTEIEER, AP LR &
R A2 U B R 8 I A E A R A

4.6.5 If the application organization fails to meet the above requirements, the application
organization shall be assessed as not meeting the certification requirements, and the
agency shall inform the application organization in writing and explain the reasons for its
failure to pass the certification.

4. 6.6 AP LEMUARNUEUEFS 5 1% MEE ) 2R A S5 BIREE Z0OA & . A AIAE
WEPAE B 7 B A B M0 “www. cnea. gov. en” 2,

4.6.6 After issuing the certification certificate, the agency shall submit the relevant
information to the CNCA in accordance with the prescribed requirements. The certification
certificate information of the agency can be found on the CNCA website.“www.cnca.gov.cn”
4.6.7 AN AR FIEH LR 5 FAFNE S 2 5 UGIE A% B 0 A% 53 R AN 53 3 I R 44
4.6.7 The Agency does not link the certification of the application organization to the
remuneration of the auditors and other personnel involved in the certification audit.

5 WEHRER

5. Supervise the audit procedures

5.1 AHURN BT S ot f 8 PAA R BT A RO R, I B RAIE A ZUE R YR B BT
AT R AR RIF AT A K

5.1 The organization shall effectively track the medical devi lity man men m
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certification organization, and supervise the certified medical device quality management
system of the certified organization to continuously meet the requirements.
5.2 RWRORIEE] 5.1 5EOKR, AHUARE SRR S0 7 it BIR 55 110 o 2 DX A% 32 sl A AR
i 7 X SRR ZH 2 ) M B AR AR
5.2 In order to ensure meeting the requirements of Article 5.1, the agency determines the
frequency of supervision and review of the licensed organization according to the quality risk
degree or other characteristics of the products or services of the licensed organization.
5.2.1 VENRIRER, EYIEREE —prBtdz)a 240 12 NH AR T — R E $ . 1t
Jei s BRI E H R B R] TR B AN 12 S H .
5.2.1 As a minimum requirement, a supervisory audit shall be conducted within at least 12
months after the second phase of the initial certification audit. Thereafter, the time interval of
each supervisory audit shall not exceed 12 months.
5.2.2 TEIR B e B o A% HABR T A F 40 2 BA SRE 40 28 A L A St e B A A 0 2 A, R DU
LI B HAZ IR, Ea KRR A g 15 H .
5.2.2 When the supervision and audit period is reached and there is evidence that the
certified organization does not have the conditions for implementing the supervision and
audit temporarily, it can be appropriate When the supervision and audit period is extended,
but the maximum interval should not exceed 15 months.
5.2.3 BT HARR MR RESE MM B F A% (0, Nk 7.2 B 7.3 SRALEE
5.2.3 Failure to implement supervision and audit after the deadline shall be handled
according to Article 7.2 or 7.3.

3 MEHZHIEHENH, 42 4. 2.1 (TSI RN HE00 50% . Btk B A1 C 73 AlHAE 1
i AN B A B8 T BT A RO R A H
5.3 For the base person day of supervision and audit, 50% of the person day of the audit
time shall be calculated according to Article 4.2.1. Appendix B and C identify the generic

baseline day and only the medical device level, respectively.
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54 WEHEZNEZA, NS 422 %M 431 KMEK,

5.4 The audit team of supervision and audit shall meet the requirements of Article 4.2.2 and
Article 4.3.1.

5.5 WBFHHRZNAESRIUEH A BT, HAWE 228 4.2.3.3 SKBERIFM. BT m ==
YRR, AR A OB A e U R BT 7 Y AE AR IR P58 2RO P9 A M B A 5 7 i
R YA A B I 7 i

pa

5.5 The supervisory audit shall be conducted at the site of the certified organization and
shall meet the conditions specified in Clause 4.2.3.3. Due to the seasonal reasons of
product production, if it is difficult to cover all products in each supervision and audit, the
supervision and audit within the validity period of the certification certificate shall cover all
products within the certification scope.
5.6 IR B B AL IS, 22 /D R A% DA A 2
5.6 The following contents shall be reviewed during each supervisory audit:
5.6. 1 EIRH % LK ETr as it &8 BAR R i AR . TGS A LG & MR R RIS AT I BF
TRIIASTE . DA X AR 5 5] 0 7 B A 28 NI A SR AR AR B
5.6.1 Changes in the process, activities and interrelationships covered by the medical device
quality management system, the resources of the system process operation, and the
changes of the management system and process planning caused by these changes;
5.6.2 % 4.3.3.2 KR ORI H B SCHE R 15 4% BT A RS R R AA AR I SR AE IR AN
RGBT T IR RGP IR AR, I, At i
il AP I B ], /AR B AR H];
5.6.2 Whether the important key points identified according to Article 4.3.3.2 are in normal
and effective operation according to the requirements of the medical device quality
management system, including product implementation planning change, procurement

process, production and service provision process, product monitoring, control of

nonconforming products, production equipment and monitoring equipment control, and
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(working environment control of sterile / clean products);

5.6.3 X BV A% T 2 B ANET S TUR U 21 1E AN 2] TE A5t 75 4K 24 3

5.6.3 Whether the corrective and corrective measures taken for the non-conformance items
identified in the last audit remain effective.

5.6.4 [RJT &SRS BRAA R 55 IS BN SO E 1, AR DGR AR I BB AR v 2 K
AR, RERFFERTT AR RIE -

5.6.4 If the activities covered by the medical device quality management system involve the
provisions of laws and regulations, the relevant laws and regulations or technical standards
have changed, and whether they continue to meet the relevant regulations.

5.6.5 & JiiE HAR NS ZHE H G SEI . HARBCA LI, JOEALLE N A E BEDF o I
e SR A T R AN 1 A i

5.6.5 Whether the overall quality objectives and the quality objectives of all levels are
achieved. If the goal is not achieved, whether the certified organization timely investigates
and takes improvement measures during the internal management review.

5.6. 7 FRUEA LN VAER G HE FH BOMAE BEA% 1 51 & B 7T S A S R LE

5.6.7 Whether the use of the certification mark or the reference to the certification
qualification complies with the relevant provisions.

5.6.8 N ELE AN B VT 2 5 RLVE AN 2K

5.6.8 Whether the internal audit and management review are standardized and effective.
5.6.9 5275 SIS HERZAAL PR, BFENA R IR E AL E

5.6.9 Whether to accept and handle complaints in time, including the reporting, investigation
and disposal of adverse events.

5.6. 10 B5XF PN Hi A AR 1) R BAR R B IR i, B I 1) 8 D ST 1A KR R 8 5t

5.6.10 The problems found in the internal audit or the complaints.

5. 6. 11 oA 5 o A% 2%k i BAR I H 0 o A% 7 221 7€

5.6.11_Other supervision and review clauses shall be determined by the review plan of
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specific projects.

5.7 WiBF A B AZ AR T, NAZ 5.6 2% BB I A% EORIZ I IA B AZUEYE B A% R BRI o A%
S50 HHARA MR 15 AR SR RR DR UE S I 2 WAL

5.7 In the audit report of supervision and audit, the audit evidence, audit discovery and audit
conclusion shall be described item by item according to the audit requirements listed in
Article 5.6. The audit team shall make suggestions on whether to continue to maintain the
certification certificate.

5.8 AHUAIHRYE Wi B s A%ty S ILAAR RS, AR kSR FF G 15 JUH VIEIE B OLUE
5.8 The agency shall, based on the supervision audit report and other relevant information,
make decisions to maintain or suspend or revoke the certification certificate.

6 FHAERRR?

6 Re-certification program

6.1 INUEUEFS I A, A SRUEH 2 G AR S35 A IAUEIE 15, VAEN LA B 25 St AR A IE # A% 2
AT IEERIUEIE 1S

6.1 Before the expiration of the certification certificate, if the certification organization applies
to continue to hold the certification certificate, the certification body shall implement the re
certification audit to decide whether to renew the certification certificate.

6.2 WIENIMINIZ 4.2.2 SFERARH LA 218 423 SFEORIFEE G IR E Sz G0,
SEFFNIETHRIF A B AR A St o o A% ZHL 42 S SR i PR AR o A% o A i B B A 2R S ARUEZH 47
BT P BB AN AR AR JC B OKAR BN, FROAIE 6 A% AT A 58— B Be e A%, (H B AZ I [A) B AS D 4%
4.2.1 FIUFFENHE 80%.

6.2 The certification body shall form an audit team according to the requirements of Article
4.2.2. According to the requirements of Article 4.2.3 and the previous supervision and audit
situation, formulate the re-certification plan and submit it to the audit team for
implementation. The audit team shall carry out the re-certification audit according to the

requirements. When there is no major change in the quality management system and the
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internal and external environment of the certified organization, the first stage of the audit can
be omitted, but the audit time shall not be less than 80% of the number of people and days
calculated according to Article 4.2.1.

6.3 ST INIEF PRI G T, Btk 4.5 SRS BRI 55 i 247 300k, 30k
LA JEAIE 5 RO AT 58 o

6.3 For the non-conformance items found in the re-certification audit, corrective actions and
corrective measures shall be implemented and verified as required in Article 4.5, and the
verification shall be completed before the expiration of the original certificate.

6.4 WIEHMZHR 4.6 SFEORMEH HIERE . IRUELH 29k 223 2 YOIEZR I B AT AIES [
SCE5H, TR ANETE S

6.4 The certification body shall make a reccertification decision according to the
requirements of Article 4.6. If the certified organization continues to meet the certification
requirements and fulfill the certification contract obligations, the certification certificate shall
be issued to it.

7 EF B IEE T

7 suspend or revoke the certificate

7.1 AAUENURG N 8 8745« RS IR F B /N IEYE B B AL E , I O I A B
7.1 Certification bodies shall formulate regulations on suspending or revoking certification
certificates or narrowing the scope of certification, and form a documented management
system.

7.2 EHEIES

7.2 Suspend the certificate

721 FAEHLAE LU NERZ 0, NEHMNAAREZ LA 5 A TAEH AR
Sil

7.2.1 In any of the following circumstances of the certification organization, the certification

body shall
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and verification.

7.2.1.1 B RAA RIFE A HAE R EEK, A3 E PR RIs T A AR

7.2.1.1 The management system continuously or seriously fails to meet the certification
requirements, including the requirements for the effectiveness of the management system.
7.2.1.2 A7 JBAT VRS [ L€ ) 5T LS5

7.2.1.2 Failure to assume or perform the responsibilities and obligations stipulated in the
certification contract.

7.2.1.3 HA FRPIE M E BT 572 15 ML B W

7.2.1.3 Being ordered to suspend business for rectification by the relevant law enforcement
and superyvision department.

7.2.1.4 BT RN E ST AA RISATAAAE IR, w7 S IR .

7.2.1.4 The operation of the system and needs to suspend the certificate.

7.2.1.5 FEA AT PTUE . B 0IETS . SR PEVGIEIEF & 2R %0, BRI AS I HE T2
HAH AR ARAE ) o

7.2.1.5 The administrative license certificate, qualification certificate, compulsory
certification certificate held expire and expire, and the resubmitted application has been
accepted but has not been renewed.

7.2.1.6 EFNEREEFN .

7.2.1.6 Active request for suspension.

7.2.1.7 HoAh B 24 A AU Y o

7.2.1.7 Other certification certificates that should be suspended.

7.2.2 IEUEBEF AR 3 AN H BB T 7.2.1.5 U B 5 0] S ARG ALV VP n]
REZH

7.2.2 The suspension period of the certification certificate shall not exceed 3 months.
However, the suspension period under the circumstances of item 7.2.1.5 may be up to the

date when the relevant unit makes the licensing decision.
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7.2.3 YAENUGEHSVAEUES IS S, NBIAA & 15 A 4G H AT RE s 3 0R, JF A e 5 3 )
PAEHLAANF LATAT 7 2 FHGEIE S AUEARIREL G FH IR B

7.2.3 The suspension information of the certification body shall specify the starting date and
suspension period, and declare that the certification organization shall not use the
certification certificate, certification mark or reference certification information in any way
during the suspension period.

7.3 BEIET

7.3.1 FUEHLRE U RHRZ 8, ENNAESRSHE BIFREZ L) 5 A T/ERN
A FANEIE 15

7.3.1 In any of the following circumstances of the certification organization, the certification
body shall revoke its certification certificate within 5 working days after obtaining the relevant
information and investigation and verification.

7.3.1.1 Bl A B VR AL IR B ST

7.3.1.1 The legal status certificate is cancelled or revoked.

7.3.1.2 JEAAFC AU UE M AR 1 S e ) B A A, B A SR S T i ) A A SR A T R AR R
ERERSY:IR

7.3.1.2 Refusing to cooperate with the supervision and inspection carried out by the
certification regulatory authorities, or providing false materials or information for the inquiry
and investigation of relevant matters.

7.3.1.3 HIBLE R i BN 95 55 B B 2 4 i, PRI I P T TR DR IR A AR I R
7.3.1.3 Major quality and safety accidents such as products or services are confirmed by the
law enforcement and supervision department as caused by the violation of the certified
organization.

7.3.1.4 A Hoft ™ Hd SR A AT N .

7.3.1.4 Other acts in serious violation of laws and regulations.

7.3.1.5 B 5 IR 45 A R L 5 O e 1 In] R4S A o B 1 i CROAE REA AT BGE T
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UER. BEBIESS . sRAPEVAEUE 54 C i IR RE G RIHEHED

7.3.1.5 The period of the suspension certificate has expired but the problems leading to the
suspension have not been solved or corrected (including the administrative license
certificate, qualification certificate, compulsory certification certificate, etc. have expired but
the application has not been approved)

7.3.1.6 WA BT EST AR 2 B RECE O R &84T 1.

7.3.1.6 There is no quality management system for medical devices or no conditions for
operation.

7.3.1.7 A AR E TR 5] AN B AL A MRS B, 1E ™ B2 a5 R, SiE VOENE 2
BORHAEEEE 6 N HUIRAIER .

7.3.1.7 Failing to correctly quote and publicize the certification information obtained in
accordance with relevant regulations, causing serious impact or consequences, or the
certification body has required it to correct, but still failed to correct for more than 6 months.
7.3.1.8 HoAth B 4 FH A UEIE S Y o

7.3.1.8 Other certification certificates shall be revoked.

7.3.2 WEHVIETED S, WD B R I US a8 A IERE 15 o & FeiR el IARERLRS N A i
PR AR A 3285 b 23 A1 B AR DLE

7.3.2 After the cancellation of the certification certificate, the certification body shall withdraw
the revoked certification certificate in time. If it cannot be recovered, the certification body
shall promptly publish or declare the cancellation decision on the relevant media and
website.

7.4 INUEAL B 45 BRI IR AIE F5 5 72 sl B AATAR OGS S, 8] I 42 K058 72 7 A0 2 SR 4k
EIE SN 4 8

7.4 The certification body shall suspend or revoke the certification certificate, publish the
relevant information on its website, and report to the CNCA in accordance with the

prescribed procedures and requirements.
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7.5 AHUR RO R it ARE G 8- 2R TE R VAR UE AT IEAR S 4k 24 1
7.4 The certification body shall suspend or revoke the certification certificate, publish the
relevant information on its website, and report to the CNCA in accordance with the
prescribed procedures and requirements.
8 INMIEIEHE K
8 Certification certificate requirements
8.1 IEIEH R 2D LU RME R
8.1 The certification certificate shall contain at least the following information:
8.1.1 FUFH L LHR, HE AN NN . 105 BB AL iE B SO 145 B — 3
8.1.1 Name, address, and organization code of the certified organization. The information
shall be consistent with the information supporting its legal status document.
8.1.2 BRJ7 Wi 5 BRAAR AR o 02 A BUIR 5 M ik AL 55 . A DI R 7 4 A
BEEERRE G2, RIEE H RSP AFRAHIEE S, 1205 B RS A R AR Ar
UEI S I — 2
8.1.2 Address and business scope of the production, operation or service covered by the
medical device quality management system. If the certified medical device quality
management system covers multiple places, stating the name and address information of
the relevant sites covered, the information should be consistent with the corresponding legal
status certification documents.
8.1.3 BRJ7 s bl &8 BAA R AT 1SO 13485 ArifEfRiA .
8.1.3 Statement that the medical device quality management system meets the ISO 13485
standard.
8.1.4 EF% T .
8.1.4 Certificate No.
8.1.5 WMEHLI A FK .

8.1.5 Name of the certification body.
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8.1.6 WEFAE A H I A RO B b H o RAIAIE BRAR Hr b B RS, TR
BARIEH LYK AFIUEIE BRIEH H .

8.1.6 Date of certificate issuance and the date of validity period. For the recertification
certificate that has not been interrupted since the initial certification, the date of the
certification organization for the first time.

8.1.7 RPN ATAR R SN AEN S GERID

8.1.7 Relevant approval mark and approval registration number (when applicable).

8. L8 UEH AW e BRAANIEIE-PAEANU M B &l a0oh, I EEN: K
UEE B AR E VRN T B B R A 2B 5 Mt (www. enca. gov. en) E&#” , DUMET

s,

>

8.1.8 Certificate query method. In addition to the publication of the certification certificate on
the agency website, it is also noted on the certificate: " The information of this certificate can
be found on the official website of the Certification and Accreditation Administration
(www.cnca.gov. cn) " to facilitate social supervision.

8.2 INEMEBARIIHRK N 3 F.

8.2 The maximum validity period of the certification certificate is 3 years.

8.3 ANUERSLUETE SR HIE . B HAE S DAUE M BT T S Bk I B B T S A ) E
T 2k, IE N AR I AL AR TT S R A HARHIE A B, RS E .

8.3 The agency establishes a certificate information disclosure system. In addition to
providing the certification certificate information to the application organization, the
certification supervision department and other law enforcement and supervision
departments, it shall also provide the certificate information to the relevant parties at the
request of the social parties and accept the social supervision.

9 5HAWVEEERINEEHZX

9 Review the combination with other management systems

9. 1 X[y ik o e e PR S AR HC At A7 PHAAR 28 S it 245 o A I 1 ] i 2 SR 3 At A )
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BOR, HAZIRGE TR RIEW AR 4.4 K2R, IR TR
9.1 For the combined review of the medical device quality management system and other
management systems, the general or common requirements shall meet the requirements of
these Rules, and the 4.4 requirements shall be clearly reflected in the audit report and easy
to identify.

9.2 XFERJrasts EE BAA R (1S013485) HiEEHKAR (1S09001) Z5& %, HHH
R TR BB B 7 s 05T B4 PRAK 2R BT s WA IR R 110%.

2T A TR B R S R B FEAR R (1S09001) 2 AN BRAR RINIESE & H A%, 456 o

i

R E AL T N BH G AT 24 AR R P i § N TR 2 AT 80% .

9.2 For the combination of the medical device quality management system (ISO13485) and
the quality management system (1ISO9001), the total audit time shall not be less than 110%
of the audit time required by the medical device quality management system.

When combining the medical device quality management system with the management
system certification except the quality management system (1ISO9001), the audit time
number and days of the audit shall not be less than 80% of the sum of the audit time
required by multiple separate systems.

10 ZEFEHIEIES

10 Accept the conversion of the certification certificate

10.1 AN R BT 504, "2ELLRFDY H B2 VAR fe. S N e AR
MUBIVIE RS, SR 4R i R 34T 32 PR

10.1 Our organization conscientiously performs its social responsibilities, and strictly forbids
to accept certification conversion for the purpose of profit. Certification applications
converted from other institutions to our institutions are accepted according to the
requirements of the initial examination.

10.2 HEPIE IR & B T 97 215 B B A N RR 44 50 (i 7.2 2638 [3] 1D« U IERIINIE
WU IE B R Can 7.3 260, BrAEIZAH ST W R G 3 8ees sl iRk B S I
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CIHER, SAZ B AAE R

10.2 is ordered to suspend business for rectification or included in the "blacklist" (such as
article 7.2 item [3]), the certification body revoked the certificate (such as article 7.3), unless
the organization for thorough rectification, resulting in the suspension or cancellation of the
certification certificate has been eliminated, otherwise the certification application.

11 SZEH L R

11 Accept complaints from the organization

FAEH LU R EA TN, AR FAEA R R, FREE KR P i T 2B, Jf &
AT AL R, £ 60 Py Ak T 435 R Al A T 88 0328 58 SRAE 2 2 o 15 T 8 R0 N 254 15 RN R4 47,
A VN VAEN IR ORI ST AUEA SIE A A N I 3 B8 B 5128 o 52 2™ AR 1, 7T LA
TR ) P AE I DA E ST ) Bl SO M 4, AT RAIR)AH GO AL A 5

If the certified organization has any objection to the certification decision, the organization
shall accept the appeal of the certified organization, accept and handle the prescribed
procedures, and handle it in time, and send the processing result into a written notice to the
certified organization within 60 days. The written notice shall inform the certified organization
that if the certification body does not comply with the relevant laws and regulations or these
rules and causes serious infringement of its legitimate rights and interests, it can directly
complain to the local certification regulatory department or CNCA, or to the relevant
accreditation institution.

12 R B

12 Management of certification records

12.1 AN IEIC R RFFHI I, ARG s 2 BRI F 238 R A7

12.1 The agency shall establish a certification record keeping system to record the whole
process of certification activities and keep them properly, for example.

12.2 103N 2 SR DLIESAETS Sh A3 B kit . 10k BURIN S 30, fRAFI ) 2
b 24 5 ) GEUE A O — 3
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12.2 Records shall be true and accurate to confirm that the certification activities have been

effectively implemented. The recorded data shall be used in Chinese, and the storage time

shall be at least consistent with the validity period of the certification certificate.

12,3 DLR 3 SCR 5 sUORAFAC SR, R AN 7T gt 4 ) R SR A 5

12.3 If records are kept by electronic documents, a non-editable electronic document format

shall be adopted.

13 HAth

13 Other

13.1 AFM 2588 S GB/T 42061 F 1S013485 bt B 51 I\ IE 17 31 i 2R B AR HE IR A 25 i A
iR P AL 5 — e I TR R I IS (DD o DAUESE B AR IE B iR R R bR e 51, BR Y

IS RORAS [ 58 B b e 5

13.1 The GB / T 42061 and 1ISO13485 standards both refer to the valid version of the

standard at the time of the certification activity (the transition period gives a certain period of

time). The standard number shall be described in the certification activities and the then

valid version.

13.2 AR P 3/ B 1) 2% SR AE B SO B R ENSE N2 R R BB BN, JFa B ENfFRftE %=
(%5 INATH 5 RA4—3.

13.2 Copies of all kinds of supporting documents mentioned in these rules shall be copied

on the original, and the copy provider shall be consistent with the original.

13.3 DAUENLAS W] SR B0 248 i 35 Bh 4L 2301 Ji& 5. 97 s il ot 57 BAA 28 B R S 5 R v 1 & B

B, (e A 20 2 00 4k O3 T I B AR A PIAT R T e A ot B AR R o

13.3 Certification bodies can take necessary measures to help organize the publicity and

implementation training of medical device quality management system and related technical

standards, so as to encourage all employees of the organization to correctly understand and

implement the medical device quality management system standards.
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B A BT a0k SR

Annex A. Business classification of medical devices

MD 9 Code MD9 Group Description
MD9 75 MD9 7345 #iik
Appendix A 1.1 Non-Active medical devices
> A 1.1 N
Appendix A 1.1.1 General non-active, non-implantable medical devices

Non-active devices for anesthesia, emergency, and intensive care
9A.1.1.11

AT RREE. RS EAE M3 R O UR A

Non-active devices for injection, infusion, transfusion, and dialysis
9A.1.1.1.2

FATHES v i AE T i TCIR 2SR

Non-active orthopedic and rehabilitation devices
9A.1.1.1.3

B0 R 523 B TG VR 2R

Non-active medical devices with measuring function
9A1.1.14

HA B Th A B TCIREE ST 88

Non-active ophthalmologic devices
9A.1.1.1.5

BB TCYR AR

Non-active instruments
9A.1.1.1.6

p

Contraceptive medical devices
9A.1.1.1.7

BER R ST 2R

Non-active medical devices for disinfecting, cleaning, rinsing
9A.1.1.1.8

RATHE. B, HERTIRET W
9A.1.1.1.9 | Non-active devices for in vitro fertilization (IVF) and assisted reproductive
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technologies (ART)

RS2 (IVF) A BV AEFEEOR (ART) K TCYR 30

Non-active medical devices for ingestion
9A.1.1.1.10
IR TEIR B2 5T 28

Appendix A 1.1.2 Non-active, implantable medical devices

M3 A1.1.2 BEEAY

Non-active cardiovascular implants

9A.1.1.21

TR I EEAD

Non-active orthopedic implants
9A.1.1.2.2

TR B FHETEANY)

Non-active functional implants
9A.1.1.2.3

TIRTIReEEAY)

Non-active soft tissue implants
9A.1.1.24

TR RALEAY

Appendix A 1.1.3 Devices for wound care

BS% A 1. 1.3 5 O FEEIM

9A.1.1.3.1 | Bandages and wound dressings 2% f145 O #ckl

9A.1.1.3.2 | Suture material and clamps & #1 Rl f1£-F

9A.1.1.3.3 | Other medical devices for wound care At 45 OHHE HE 5T 5

A.1.1.4 Non-active dental devices and accessories

A.1.1.4 TR T EL B A A

9A.1.1.4.1 | Non-active dental devices/equipment and instruments JoiE £l 83/ ¥ & A 2%

9A.1.1.4.2 | Dental materials F##1%}

9A.1.1.4.3 | Dental implants FEF

A.1.1.5 Non-active medical devices other than specified above
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A.1.1.5 B FIRFSE AP I TEUR EE T 23R

Clothing / Personal Protective Equipment (PPE) &%)/ A\B5¥7 %% (PPE) :
e Masks O&

* Robes Btk

« EMS personnel clothing EMS 2 $Uik5 A RK Y

9A.1.1.5.0 | * Gowns, coveralls and lab coats [FE K. TR, LK

* Gloves F¥&

» Caps TL1E1E

* Hygiene products P4 FH 5

* Disposable / single-use PPE items — X% /2.7%{# F PPE ¥5:

9A.1.1.5.1 | Non-active medical devices other than specified above [%_FiR #5E SN TCIE E T 25K

A.1.2 Active (Non-Implantable) medical devices A. 1.2 FIREJF I GEEAME)

A.1.2.1 General active medical devices A.1.2.1 —fHIREST MK

Devices for extra-corporal circulation, infusion and haemopheresis {&SMEH, BB
9A.1.2.11
MLY% %7 3R B 28 P

Respiratory devices, devices including hyperbaric chambers for oxygen therapy,
9A.1.2.1.2
inhalation anesthesia FEIR 330, BIEH TEUTE, TAREEK S EARR M

9A.1.2.1.3 | Devices for stimulation or inhibition FJ ¥ H 231K

9A.1.2.1.4 | Active surgical devices FIEFREEW

9A.1.2.1.5 | Active ophthalmologic devices 7 &R} 25

9A.1.2.1.6 | Active dental devices HIRF F25H

9A.1.2.1.7 | Active devices for disinfection and sterilization i T {HZE MR B A R

9A.1.2.1.8 | Active rehabilitation devices and active prostheses 5 R & % & F{R i

9A.1.2.1.9 | Active devices for patient positioning and transport F] T B3 Lz iA YR 25

9A.1.2.1.10 | Active devices for in vitro fertilization (IVF) and assisted reproductive technologies
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(ART) k4328 (IVF) FHRENAEHEBAR (ART) AR

Software, including software design for medical devices ¥, AIERNET LI

9A.1.2.1.11
L/e

9A.1.2.1.12 | Medical gas supply systems and parts thereof =S4 N R4 R HE4

A.1.2.2 Devices for imaging A1.2.2 BB RE
9A.1.2.2.1 | Devices utilizing ionizing radiation 1# FH B B 4B 5 &
9A.1.2.2.2 | Devices utilizing non-ionizing radiation 433k BB 5 %%

A.1.2.3 Monitoring devices  A.1.2.3 %7
9A.1.2.3.1 | Monitoring devices of non-vital physiological parameters 3F & 2 A= 3 255 i W Ml ¥ &

9A.1.2.3.2

Monitoring devices of vital physiological parameters 2 4= 38 2 3 ) Wl 14 %%

A1.2.4 Devices for radiation therapy and thermo therapy A1.2.4 a7 FHIT % %

9A.1.2.4.1

Devices utilising ionizing radiation Fi| F i 2548 5T ) ¥ &

9A.1.2.4.2

Devices utilising non-ionizing radiation F|F 3k e, B0 48 5 ) ¥ &

9A.1.2.4.3

Devices for hyperthermia / hypothermia #W7/{REIBIT &%

9A.1.2.4.4

Devices for (extracorporal) shock-wave therapy(lithotripsy)

HT WS EHBET (AR K

A.1.2.5 Active (non-implantable) medical devices other than specified above.

A.1.2.5 B FiR 5 B (C A) BT

9A.1.2.5.0

Active (non-implantable) medical devices other than specified above.f_FiR# &5

B GHEN) BEIT8m

A.1.3Active implantable medical devices

A.1.3 HIFEEAXEIT R

Active implantable medical devices for stimulation/inhibition T %l i/ & P

9A.1.3.1.1

BT

Active implantable medical devices delivering drugs or other substances %iji% Z5¥ 5,
9A.1.3.1.2

HARYI R BA TR SR ST 28
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Active implantable medical devices substituting or replacing organ functions &{{5{

9A.1.3.1.3
EERBEDRMAFEBARET WK
Implantable medical devices other than specified above LA E#i5E LAAMIHEA R EST 5%
9A.1.3.2.0
04
A.1.4 In Vitro Diagnostic Medical Devices (IVD)
A.1.4 RS WTES TSR (IVD)
Reagents and reagent products, calibrators and control materials for: {7 F1ik7=
- Clinical Chemistry RG22
- Biochemistry (Immunology) % (GE¥)
9A.1.4.1.0 | - Hematology / Hemostats / Immunological Il #&2#/ 1k i/ 4R I % 2%
- Microbiology 44
- Infectious Immunology &4 5 g2
- Histology / Cytology 4H43%%/4H i 2%
- Genetic Testing Z:FE Rl
9A.1.4.2.0 | In Vitro Diagnostic (IVD) Instruments and software &4 2 (IVD) 285RAN K {4:
In Vitro Diagnostic (IVD) medical devices other than specified
9A.1.4.3.0
B ERBE SRS ET (IVD) BEST MR
A.1.5 Sterilization methods for medical devices
A.1.5 & A b
Ethylene oxide gas sterilization (EOG)
9A.1.5.1.0
KR IS KA T EE
9A.1.5.2.0 | Moist heat 1§#
9A.1.5.3.0 | Aseptic processing 7 &N T4k
Radiation sterilization (e.g.,gamma, x-ray, electron beam)
9A.1.54.0

HESTK B (BT A LR X SHER. PR
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Low temperature steam and formaldehyde sterilization
9A.1.5.5.0 (R PR R S B

Thermionic sterilization with dry heat
9A.1.5.6.0 T HHK B

Sterilization with hydrogen peroxide
9A.1.5.7.0 s LK B

Sterilization method other than specified above
SAISED | b vt sk

A.1.6 Devices Incorporating / Utilizing Specific Substances / Technologies

A.1.6 XA/ / 1
OA 1 6.1.1 Medical devices incorporating medicinal substances
| BSRGAMREST R

Medical devices utilizing tissues of animal origin
9A.1.6.1.2 .

FI A Sh IR A LR R TT 2%

Medical devices incorporating derivates of human blood
9A.1.6.1.3

T N MYEATAE Y B BT 385

Medical devices utilizing micromechanics
9A.1.6.1.4 i .

FI AT 7 22 I BRI T 280

Medical devices utilizing nanomaterials
9A.1.6.1.5

A FAGUKAT R BT 280K

Medical devices utilizing biological active coatings and/or materials or being wholly
9A.1.6.1.6 | or mainly absorbed
15 FAAEDIE R B A SRR, A BB a3 BEAR IR 1 BT 3R

Medical devices incorporating or utilizing specific
9A.1.6.1.7 | substances/technologies/elements, other than specified above.

S B IR AN B IR ISR ITE R B S RS T 290

A.1.7 Parts or Services A.1.7 Z4RRS%

A.1.7.1 Raw Materials A.1.7.1 [F¥l

9A.1.7.1.1 | Raw materials - Raw Metals ¥l - &J8

9A.1.7.1.2 | Raw materials — Plastics JF¥ - ¥k}

9A.1.7.1.3 [ Raw materials — Wood E &} - AH

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H
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Raw materials — Ceramic 5% - fg&

A.1.7.2 Components A.1.7.2 A

9A.1.7.2.1 | Components - Electrical Components #H{} - 3
9A.1.7.2.2 | Components — Fasteners ZH{f - 'Z[E 4
9A.1.7.2.3 | Components - Shaped raw materials 20 - BB FEA L
9A.1.7.2.4 | Components - Machined raw materials 44 - HlLin TEME
9A.1.7.2.5 | Components - Molded plastic 20} - BB
A.1.7.3 Subassemblies  A.1.7.3 T4
Subassemblies - Electronic subassemblies made to drawing and / or work instruction
9A.1.7.3.1
FHM - R3E RIS/ TR BB BT A4
Subassemblies - Mechanical subassemblies made to drawing and / or work
9A.1.7.3.2
instruction FAM4 - ARYE B A/ TV E B4 BRI T A4
A.1.7.4 Calibration services* AA.7.4 RHERS
Verification/confirmation services for measuring instruments, tools, or test
9A.1.7.4.0 | fixtures
WEAES. TR B RE/FIARS
A.1.7.5 Distribution services A1.7.5 TR %E
Distributors providing storage and delivery of medical devices, not acting as a
9A.1.7.5.0 ‘legal manufacturer’ for medical devices
ARG T S AEE AT 241, AR ST S “SEhEn”
A.1.7.6 Maintenance Services A.1.7.6 Z{ZiR%%
Maintenance services - Electrical or mechanical repair services 28RS - HSE
9A.1.7.6.1
WA IR ST
Maintenance services - Facility cleaning and maintenance services 2R - Witiig
9A.1.7.6.2
TEAYES RSy
9A.1.7.6.3 | Maintenance services - Uniform cleaning Z8/&k 55 - Bk T/EARI G — 15 i A0 ARk
RATARL: 2024 4E10 A8 H SeF: 2024 10 A® H
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A.1.7.7 Transportation services  A.1.7.7 iZ5iR%s

9A.1.7.7.1 | Trucking, shipping, air transportation service in general —f&-EZEizH. M. TiERS

A.1.7.8 Other Services A.1.7.8 HfhiR%

Other services - Consulting services related to medical devices HAhik% - SEIT#
9A.1.7.8.1
BHERIE RS

9A.1.7.8.2 | Other services - Packaging services Hfti k% - @RS

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H
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Appendix B: 13485 Management system certification audit benchmark person day

IGE SO s -
BN -
(1+2) B () | EBHIE (5 (R (R
1-5 3 0 1.5 2.5
6-10 4 0.5 2 3.5
11-15 4.5 0.5 2.5 4
16-25 5 0.5 2.5 4
26-45 6 1 3 5
46-65 7 1 3.5 6
66—85 8 1 4 6.5
86-125 10 1 5 8
126-175 11 1 5.5 9
176-275 12 1 6 10
276-425 13 1 6.5 11
426-625 14 1 7 11.5
626-875 15 1.5 7.5 12
876-1175 16 1.5 8 13
1176-1550 17 1.5 8.5 14
1551-2025 18 1.5 9 14.5
2026-2675 19 1.5 9.5 15.5
2676—3450 20 1.5 10 16
3451-4350 21 1.5 10.5 17
4351-5450 22 1.5 11 18
5451-6800 23 1.5 11.5 18.5
6801-8500 24 1.5 12 19.5
8501-10700 25 1.5 12.5 20
>10700 WG ik H4#E Follow the above

SAFHR: 2024 FFD H® H
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Appendix B: 13485 Management system certification audit benchmark person day

Initial audit — benchmark person day

Effective number supervise Re-certification
Stage 1+Stage 2 | Off-site time (day) (day) (day)

1-5 3 0 1.5 2.5
6-10 4 0.5 2 3.5
11-15 4.5 0.5 2.5 4
16-25 5 0.5 2.5 4
2645 6 1 3 5
46-65 7 1 3.5 6
66—85 8 1 4 6.5
86-125 10 1 5 8
126-175 11 1 5.5 9
176-275 12 1 6 10
276-425 13 1 6.5 11
426-625 14 1 7 11.5
626-875 15 1.5 7.5 12
876-1175 16 1.5 8 13
1176-1550 17 1.5 8.5 14
1551-2025 18 1.5 9 14.5
2026-2675 19 — 9.5 15.5
2676-3450 20 1.5 10 16
3451-4350 21 1.5 10.5 17
4351-5450 22 1.5 11 18
5451-6800 23 1.5 11.5 18.5
6801-8500 24 1.5 12 19.5
8501-10700 25 1.5 12.5 20
>10700 Follow the above

SAFHR: 2024 FFD H® H
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B AZ I 1] (R

%1 B 2 B

A% ] (R

1BBR+E 2 &

AR\ B I %= 1 IT1 FEELON I = T 111

1-5 2.5 3 3 626-875 12 13.5 15
6-10 3.5 4 4 876-1175 13 14.5 16
11-15 4 4.5 4.5 1176-1550 14 15.5 17
16-25 4 4.5 5 195172025 | 1y 5 16.5 18
26-45 5 5.5 6 2026-2675 15.5 17.5 19
46-65 6 " - 4 2676-3450 16 8 50
66-85 6.5 7.5 8 3451-4350 17 19 21
86-125 8 9 10 4351-5450 18 20 22
126-175 9 10 11 5451-6800 18.5 21 23
176-275 10 11 12 6801-8500 19.5 22 24
276-425 10. 5 12 13 8501-10700 20 22.5 25
426-625 115 13 14 >10700 TG _FR g

FeAi Y

2024 10 H® H
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Appendix C: Only the baseline person day of the implementation audit of the certification

of 13485 medical device management system considering the level of medical devices

Effective Audit Time (days) Audit Time (days)
number Stage 1+ Stage 2 Stage 1+ Stage 2
I 11 1 Effectiv | | II 1
level level level e level level level
1-5 2.5 3 3 626-875 12 13.5 15
6-10 3.5 4 4 876-1175 13 14.5 16
11-15 4 4.5 4.5 1176-1550 14 15.5 17
16-25 4 45 5 155172025 | 14 5 16. 5 18
2645 5 5.5 6 2026-2675 15.5 17.5 19
46-65 6 6.5 7 2676-3450 16 18 20
66-85 6.5 7.5 8 3451-4350 17 19 21
86-125 8 9 10 4351-5450 18 20 22
126-175 9 10 11 5451-6800 18.5 21 23
176-275 10 11 12 6801-8500 19.5 29 24
276-425 1 10.5 12 13 8501-10700 20 22.5 25
426-625| 11.5 13 14 »10700 Follow the above

E AR, WHRAETEE AW &R BT 2PN G, SR DU 4 2 ORI 5 T UE T B 44 01k

L ERSYp

Note 1. The valid number, including all full-time personnel involved in the certification scope,

shall in principle be subject to the information attached to the social insurance registration

FeAi Y

2024 £10 H® H
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certificate of the organization.

T 20 AR E N G CEAEZETPE N G Imi A A B A 5D MR A A BB E, AT
AR F SR bR AR /NI 0T DL 249500 sl S RS AR 4= HRON A

Note 2:The effective number of non-permanent personnel (including seasonal, temporary and
subcontractors) and part-time personnel may be appropriately reduced or converted to the
equivalent number of full-time personnel according to the actual working hours.

E3: LR

Note 3:The following is no

SAFHR: 2024 FFD H® H SEiEHRE: 2024 F10 A8 H




