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Management system certification

application conditions and application materials

HE R B B RIATEEM %4 :

Application Conditions for Quality Management System Certification

Registration

AL BRSO (RS B . F AR IR . A BIARE T
Fov AEMIENEICUES . REHLCER LSS KR AEHERESRZY
Frigsl, LA 7 B B A AU B SO R B GE TN .

Copies of legal status documentation (including: business licenses, legal person
certificates for public institutions, registration certificates for social organizations,
registration certificates for non-enterprise legal persons, establishment documents
for party and government agencies, etc.). If the management system covers
activities at multiple locations, copies of the legal status documents for each
location should be attached (if applicable).

B PIAA R 5 IS S A VGIE P i T SO E SR AT BOAF AR R . BEBE 1S
s PR IEE 555 A =2 BN

Copies of administrative licensing documents, qualification certificates, mandatory
certification certificates, etc., related to the activities covered by the management
system and the legal requirements for the certified products.

IR DI R B A4 28 78 5 (0777 i A 5 S TR bt o AT M s v BRI it AR B
FK

The products covered by the management system applying for certification must
comply with relevant national standards, industry standards, or the technical
requirements of registered products.

HIIE 20N T R A LB E AR S BA R . W NFEET 8. &8
Ji B B RIE N AT A GB/T42061 FRfE Y EOR, HAKRIZATIN AT 34 H.

The applying organization should establish a management system that meets the
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certification standards being applied for, and the quality management system for
enterprises engaged in the production and operation of medical devices should
also comply with the requirements of GB/T42061 (1SO13485) standard, with the
system operating for no less than 3 months.

HI A 2 2 /D BEAT I — AT N 30 o A% S BE VR R
The applying organization must have conducted at least one comprehensive
internal audit and management review.

FESR A VE TG FTR— W, TG HZIR ™ 0 o0 ORI 5f Ml 2 3t M 5Ty
Qegidir, WD R 22 a3
Within one year prior to submitting the certification application, the applicant
organization's products must not have any significant customer complaints, quality
incidents, environmental pollution incidents, or occupational health and safety
incidents.

BEARNEEM PIEMRIER (RTRO:

Requirements for Application Materials (Electronic Version) for
Management System Certification:

T ZH AU R A5 2 1 i B R UAUE HI 3% 15 S AN B, B398 35 word AR PDF AR (&%
AFE) 1

Management system certification application form signed by the authorized
representative of the applying organization and two attachments, one copy each
of the application form in Word and PDF formats (with company seal);

I G LR N8 PR B A S B

Copy of the business license of the applying organization;

HIG 20 B B o Bl 1A IR BAT BOAF AR B . B 0E . SRR
PEFREENE, ik EVFAT . R B VE AT SEIE R SO R BN GE I

Copies of administrative licenses, qualification certificates, mandatory certification
certificates, etc., required by national or departmental laws and regulations, such
as measurement licenses, special equipment licenses, and other supporting
documents (if applicable);

A 4 25 B 0 DR e SCAE

Management system manual and procedure documents of the applying
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10.

11. ¢

12.

13.

organization;
HF RS BEVP e R Ts aT diRA
Management review report and internal audit report of the applying organization;
FAU T IR THE DA UIE B ZH R, A4 38 SR 2 s tHE AT 2 SR S T &
The organization applying for the new standard certification must provide
documentation that meets the requirements of the standard and the regulatory
compliance checklist;
ZYPTESN . WA GERIND,
Multi-site activities and subcontracting situations (if applicable);

HEA RIS DA UEZE o B Ve [ P i VR RS
A list of regulations applicable to the scope of the organization's application for
certification coverage;

HEA W7 5 07 o BT S5 il S B SRR e L AT AR AT 5
A list of national (or international) standards and industry standards related to the
products or services covered by the organization applying for certification.
FIFHA T ZMAER (SRR REEE YD,
A process flow chart of the applying organization (including descriptions of special
processes and critical processes);

H 2R A 7 R U B
The product manual for the products covered by the organization applying for
certification;
H G T as A P P TE (RGBT a7 = i e ) B e, —REE)T
S A P AR R A B — R BT AR AR % SRR R BN s P RO ARER T 4
W, SRR 7 b AR BT B
A copy of the medical device production license (including the medical device
production product registration form) of the application organization; Class |
medical device manufacturing enterprises must provide a copy of the Class |
medical device production filing certificate. If the applied product is a non-medical

device product, a production site lease agreement must be provided.

S 7 i R BT 2™ dh, R OE EIRBORL, e AR AL BT 25 3807 wh EEAHIE = BN
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14.

15.

(A BT, AR I /5 — I, —SBBRyT as i A ol e 28 — R By 7 2k &%
FIEUER AN EE — R 7 Sl A5 R R E M (Al ZEI & —JFR
),

For the medical device products covered by the application, in addition to the
above materials, a copy of the medical device product registration certificate must
be provided (if there are annexes or change pages, they must be provided
together); Class | medical device manufacturing enterprises must provide a copy
of the Class | medical device filing certificate and a copy of the Class | medical
device filing information form (if there are annexes or change pages, they must be
provided together).

HA 37 2H 23 I A DA IE 72 i 8 B 78 5536 word Wit PDF iR (AR FE) &—1s 72l
¥FACAR PDF R ] 55 FRS 534 7L — ik

Copies of the application organization's certification product scope coverage table

i

in Word and PDF version (with company seal) one copy each; the product scope
registration form in PDF format can be scanned together with the application form;
I 78 s BT bl it o R BRIS BR a0 v EHIE R . 3R 4 B3k 1. 2.0 4.
5. 6+ 7+ 8. 9. 10, 11. 14 4k, BT
For the medical device products covered by the application, if the medical device
product registration certificate has not yet been obtained: in addition to the above
1,2,4,5,6,7,8,9, 10, 11, and 14, the following must also be provided:
a) 7R ARAEE R K
Product standards or product technical requirements;
b) R A I 4R
Product registration testing report;
) FFE A RIALE B R 16 B B G i PR PR B 5
Clinical trial data that meets the corresponding regulations or explanations for
clinical exemptions;
d) BT a0 i BRAT T il XS PR A
Medical device products must submit a product risk management report;
e) HHUS BRI @ T MHIE A [R) 287 it B EU B B Gl A

Comparison with similar products that have obtained medical device
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16.

17.

18.

19.

registration certificates (if applicable)
AR BUS AR 848 ER 10 20 30 40 5. 6. 7. 8. 9, 10, 11, 13, 14;
For those that have not yet obtained a production license: provide the above items
1,2,3,4,5,6,7,8,9,10, 11, 13, 14;
THAUAEF AR HE F3R 1. 20 30 40 5. 6. 7. 8. 9. 10, 14 4, i&FHE#AE:
a) BRITEMESRE P AR A L (FRE .
For enterprises with entrust production, in addition to the above items 1, 2, 3, 4, 5,
6,7,8,9,10, 14, it is also necessary to provide:
a) Medical device entrust production authorization letter or entrust production
agreement (stamped version).
A 7 o 1 i ANE I A AL S, et B3R 1L 20 30 40 5y 6. 7. 8. 9.
10 14 4b, &7
When the products covered by the application are not sold domestically and are
only for export, in addition to the above items 1, 2, 3,4, 5,6, 7, 8, 9, 10, 14, itis
also necessary to provide:
a) B X )5 = AR TR B OB R ERD
List of applicable product standards and regulations of the exporting country
or region (provide regulations if necessary);
b)  FFE A RVE R SR A Y A B4 o
Type testing report that complies with relevant regulatory requirements;
c) PP Ul
Product manual;
d) 7 T ek XA A B /B S TR /AT H/ CE DR
Sales agreement/sales contract/order/CE certification agreement with the
agent in the product's exporting country or region;
RN (ST EWIT KA D) 177 a4 HIE GB/T42061 1R R INIE, SZEE B #iE
HWF =i BT 8 ARSI B BT S s R B B ikl
REE Orfdr=dh, BT SAH DGR g s JRft 3k 1. 2. 3. 4. 5. 6. 7. 8. 9,
10, 14 4, &t
For products not included in the 'Medical Device Classification Catalog', if

applying for GB/T 42061(1SO13485) system certification, the scope of acceptance
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currently applies to the following products: dedicated supporting components or

kits for medical devices, raw materials or semi-finished products for medical

devices, packaging materials, rehabilitation and health care products, and the

provision of processes related to medical devices; In addition to the above items 1,

2,3,4,5,6,7,8,9, 10, and 14, the following must also be provided:

a)

b)

c)

d)

ML AR AL SR B i bR E AT S B S s BT e UEUR EE e TS
B BB A B2 T A IR ST R F SRR B SR S0 A

Product standards and product manuals for independently provided products;
Technical requirement documents for medical device raw materials or
semi-finished products, dedicated supporting components or kits and related
processes;

BT s I JC P 00 2 ML PR BEAT S A L0 RO A I AR S (— 2D

Sterile packaging of medical devices should provide environmental testing
reports that meet the corresponding level (within one year);

ML AR I R I 1 il s BT e AR B B L B T B A s
BT A A SS Rl R 5 B A2 R SR AR

Independently provided products should provide type testing reports; For
medical device raw materials or semi-finished products, dedicated
supporting components or kits and related processes, proof of meeting
technical requirements must be provided.

FAGTM (B S & TRD

Lease agreement (or rental contract)

20. HITEHIUREIT dtiiaol, MNARAT “ “REITRIMAEE R R =K “RITSEmA E
VRRJE” BIASR BT GERID;

If the applying organization is a medical device enterprise, and should submit a

21.

copy of the 'Class Il Medical Device Business Filing' and a copy of the 'Class Il

Medical Device Business License' (if applicable);
HUE IR BT B RINIERE, #2648 B3R 1. 20 30 40 5. 7. 104 14 4b, B FHFiEft:

When applying for environmental management system certification, in addition to

the above 1, 2, 3, 4, 5, 7, 10, 14, it is also necessary to provide:
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a) EEPABE IR R A
A list of significant environmental factors;

b) MV =R UEBSCH (e R, R TIR R Bidk. &5, HHET
AER B G I D
Environmental impact assessment and simultaneous approval documents
(e.g., approvals, completion acceptance reports, registration forms, filings),
and a copy of the pollutant discharge permit (if applicable);

c) MEEHFMEFR IS R — R
A summary table of environmental objectives and management plans.

d) MFEAE KL XA, R AT G m GE I D;

e)

A geographical location map and a layout diagram of the factory area,
including underground pipelines and pollution monitoring points (if
applicable);

GRS GEFNEERIE S AR 3

List of Compliance Obligations (Applicable Laws, Regulations, and Other

Requirements)

22. HIIFHIRMP AR 22 B AR RUGIERT, $&4E Bk 1. 20 3. 4. 5. 7. 10, 144, BT
FeAlt:

When applying for Occupational Health and Safety Management System

Certification, in addition to the above 1, 2, 3, 4, 5, 7, 10, 14, the following must

also be provided:

a)

b)

d)

S U REA I 1 B ERG YR AN OHS XU, BT I i = B fa R b k5

Main hazards and OHS risks related to organizational processes, and the
main hazardous materials used;

HPNEFF SRRSO (e oA R Sl WAD;

Documents proving compliance with fire safety regulations (e.g., design
review comments, acceptance opinions, etc.);

ERZR iRV 219 5 -Sc o= BLIpIE Stk

Overview of objective indicators and occupational health and safety

management programs;

WhE AL B L) X e A GERRD
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Geographical location map and site layout diagram (if applicable)

e) BN CaHNEEHEN A ER) 75 H
List of Compliance Obligations (Applicable Laws, Regulations, and Other

Requirements).
23. GG E LT A RKRIGER, 24t FA 1. 2. 3. 4. 5. 7. 10, 1441, &FHR
it
When applying for Information Security Management System Certification, in
addition to the above 1, 2, 3, 4, 5, 7, 10, 14, the following must also be provided:
a)  BOFTIRATE P A
Latest Version Applicability Statement;
b) LN LRI
Organizational Internal Network Structure Topology Diagram;
c)  ISMS LR AN /B s 7 5
ISMS Confidentiality and/or Sensitivity Statement;
d) ISMS & FAR 50 FE B2 2R T A R
ISMS Management System Scope Complexity Investigation Form;
e)  HAFRSS/IAE SRR RHME R Zaiii, M (EBR. B 7. A7kD;
Information security laws and regulations related to

production/service/operation processes (international, national, local,

industry);
e W[E)I FRE 2 AR SR EREE ST A 0 o AE, AR RIAA R AT R R AT — 1.
Note: If applying for multiple systems or medical device product certifications

simultaneously, the same materials may be submitted only once.
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