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Management system certification Registration granting,

refusing, maintaining, expanding, renewing, reducing, suspending,
restoring and withdrawing/deregistering management
=T
Purpose
RIARE T AL EEWRECUNIEE R A RIFESAT R . M85, Wb ez 4
5 7 T AR KRS AU R E AR R VARSI, TR A R NERR T
L. OREE $OR BB, A/ BRI /A ) B
This document specifies the management of granting, refusing, maintaining,
expanding, renewing, reducing, suspending, restoring and withdrawing/cancelling the
management system certification by Beijing Hua Guang Certification of Medical Devices
Co, Ltd.
2 EERGARNEBIMBIRTSEH (BIAIE
Granting or renewing of management system certification registration (recertification)
— — I I AL AR S H AR AR 2R b v SR S A FRAR AR AT A VIR AE U
EOR, JF H AT 2 RSt A DR T
Through the on-site audit to confirm that the management system established by the
organization applying for certification in accordance with the requirements of the standard
meets the requirements of the certification criteria, and can be effectively implemented and
maintained.
— — HRR RS E B R VAR 20K, 78 20T RN/ & 4 5015 24 2L
9% A, B o R A2 PR AA SR A PR 2SR AR T AR 9% H A w02 S 0 8 07 v )
B BHERR AR A AR B A R AR SRt
Audit process in line with the requirements of the management system certification
procedure, all non-conformities issued by the on-site audit are effectively closed, on-site
audits to meet the requirements of the management system standards, the relevant
objectives can be measured and the measurement methods are clear, effective monitoring

of the key points of the management system, continuous improvement of the
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effectiveness of the management system.
— — 7 SRR A E K

The physical quality of the product meets the specified requirements.

— —WEVE BB S ANES) . ARG, FFEMRIEEEER, RAEERH
O™ BB EAT A

The activities, products and services covered by the certification scope meet the
requirements of relevant laws and regulations without major accidents and serious
violations.

A D FFEHLSRAENEA RO (S8 AT H 18 H FGIE# .

2) B R R IIERE ok V0 B AR VRS R 7 LU, JRRFE L EZ0KR,

3) X T AR R 5 V0 DY BT A 0T K, AEAIE B R AR BRTT AR
PEMHIE” B8 20 S RS AL S, £ DA B BRI IR M, HAGE
UEH R KSR “ B as IENHE” T dh A FR, G AT Hgh, (HAT]
PAAEARYT RINIER 75 6 PR S 8 5o A AR mh N B Bl i B AR IR 7 I =
Iy A i A PRSI S (B HIE S /& RIES) .

Note: 1) The certified organization shall apply for re-certification four months before the
expiry of the certification period (three years).

2) Management system certification coverage should be specified in the certification

contract, and in line with the above requirements.

3) For the management system covering medical device products, in the certification
contract, the specification and model of the product should be clearly stated in accordance
with the "Medical Device Registration Certificate", those who meet the above requirements
may be granted certified registration. The coverage description of its certification certificate
is based on the product name in the "Medical Device Registration Certificate", which can
be summarized when appropriate, but can’t produce ambiguity in the coverage of the
certification, such as expansion. The audit report should clearly describe the name and
specification model of the medical device product covered by the management system
certification (or the registration certificate number/filing certificate number).

3 EEARANEIMAVIELR

Refusing Management System Certification Registration
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When the following situations occur during the on-site audit, the audit team shall report

to CMD and terminate the audit with the consent of the organization

a) REZITFHIZENA TS, G IEET.

When the auditee does not cooperate with the audit activities and the audit
activities cannot be carried out.

b) LT KERE LS FTE MR A
The actual situation of the auditee is significantly inconsistent with the application
materials.

c) HAM B AR IR S B DL, T ] ERAT Y B A UEYE s A% H
VRS, B R AFAE B SR E ORI KRS (522 4 XU ) 1T o
Other situations where the audit process cannot be completed, such as when the
available audit evidence indicates that the audit objective cannot be achieved, or
indicates that there is an urgent and significant risk (such as a security risk)

2) fEHELRET, AN HTEHSUFELLMERE, ZHEHLA T UM .
In the process of review and approval, if it is confirmed that the applicant organization
has the following circumstances, the applicant organization will not be certified for
registration.

a) HIK. FNEIS ST BB EART &, BG4 SURTERLE I IR A 58
REEOFEREAAT R, X TRMART G GUETD , RAEE KN R A SE
Jiti 21 1E AR AT A I i 0 T R O e B AR 1
For major nonconformities issued in the initial and recertifications on-site audit, the
applicant organization fails to complete rectification and follow up effectively within
the prescribed time limit. For minor nonconformities (observation items), the
applicant organization fails to implement rectification and submit a corrective
action plan within the prescribed time limit for review and acceptance.

b) R IZIT W PR R AR ORI, ART SR E R HigiT o Rk
The auditee's management system has significant deficiencies, does not meet the

requirements of the standard and does not operate effectively
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N

The activities, products or services covered by the certification do not meet the

requirements of relevant laws and regulations, and the auditee is found to have
major safety problems or other serious violations related to the quality of products
and services.
4 EERAFRANLEMRRE
Maintaining Management System Certification Registration
— — 38 B AR S A SR BAR RS AT S IR RE N ) EER, FRRE A 2L
1EAT, ERRVEE L A AR AN 2 IR i S A AR
To verify through surveillance audit confirms that the management system of the
certified organization continues to meet the requirements of the certification criteria and
operates effectively, and that management reviews, internal audits and corrective and
preventive actions are implemented effectively.
— — B AR AT S B ROERE P HIE , I s 0T B AR & 4 B 45
FIGRIRHA,  H B BART & U 2 155 il 20 5 IE A 2K
The surveillance audit process in accordance with the provisions of the
management system certification procedure, all non-conformities issued in the on-site
audit have been effectively closed, and the corrective actions for the nonconformities in
the last audit have been validated.
—— B DUORE BAA R 78 w05 3l S OB AT AR R BT A AR B
Whether the activities covered by the management system and the resources of the
operation system have changed since the last audit.
— B (S B BOH A N ) 42 IR AR AR ) ORI W AN BT

Key points (refer to the contents of the stage 1 audit) operate normally and

effectively in accordance with the requirements of the management system.

— — 2 HARAI % 2 0 H bty 2 S5

Overall objectives and objectives at all levels have been implemented.

— — EEF bR A& 0 ) T 7
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Certification certificates and marks are used correctly.
— — WAL B P AT AL
Internal audit, management reviews are standardized and effective.
— — R R AL PR
Receiving and handling complaints in a timely manner.
— =P SRR Ak
The physical quality of the product meets the specified requirements.
— — R EA IR E R .
Complies with the requirements of relevant laws and regulations.
5 EIRAERFIREZ
Management systems special audits
5. BAIESEERY K
Expanding scope
511 FRUEH AT LA T B R A i 3008 CMD #2 H 7 K8 B SR AAIEYE Bl 1
I=F
The certificated organization may apply to CMD in writing for expanding the scope of
management system certification for the following reasons:
a) FARHLRVE IR R T ERAAN, WKL T 70 ST IR 7 o e B
(L NTEEAEILE
Significant changes in the management system of the certified organization, such as
the establishment of branch offices and covering them in the scope of management
system certification.
b) SRUEAHZVE AR R P 7 o (07 e L

The range of products covered by the certified organization management system has

increased.
5.1.2 MFRUEHLVE PR RA LR TGOS, AR T A 8 A% SRR L5 9 R B
PR AR VRV 1) S T 3R A N AT EL .
When the management system of the certified organization has the above changes, the
application for expanding the scope of management system certification should be submitted to

the CMD Audit Planning Group in advance and the corresponding materials should be
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submitted.
5.1.3 CMD ENIEJER Y RIris L. iz aEbrie. . B R
FE, #EAE VAR @R, B o U N Y KR A A A], JF
FIZPAEH LGN T8 25 B VAETI o VAIETE B KA o A% ) 5 B o i — et AT, T
FAMBEAT o
CMD considers the sites (involved in the scope expanding), audit criteria, process and
product complexity and other factors to determine the way to change the scope of certification.
If an on-site audit is required, the required audit time should be clarified and a supplementary
certification agreement should be signed with the certified organization. The audit of the
expanding scope may be conducted in conjunction with the surveillance or separately.
5.2 AT EE A FIZ
Short-notice audits
FERFITFOLZ — 1, CMD A (e 75 B AL S R BOR IR TR @ FHARUE R 7 i BAS I8 R JE
ZPMHHATEZ (N, RbEZ)
In any of the following cases, CMD may be required to conduct an audit of the certified
client with or without notice to the certified client (e.g. surprise audit).
a) WAV
To investigate complaints.
b) KPR AR AR A [
In response to changes.
c) BT IR P ATIE R
As follow up on suspended clients.
d) AT 5 OHS A K™ EFAE, W™ EH ™ EIEEAT AT
i
To investigate the occurrence of serious incidents related to the environment or OHS,
such as serious accidents or serious violations.
e)  WNUEVE P A BT a il i 2 B o B B4 28 M e A A J KR 5
A medical device product within the scope of certification indicates a possible

material defect in the quality management system.

) JICMDIRAI) H 22 A MPEREA R AE R 5
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Important security and performance-related information that CMD learns.

g)  CIZVEMERHEAE BICMDAR AN B KBS B, A REX 2% 7l R iR K )
& A LA N 5
When a material change has been submitted (or has been known to CMD) in
accordance with regulatory requirements that may affect the client's decision to meet
regulatory requirements.

h) AT SR AT SR R ¢ LA B ORI
When required by relevant law or relevant regulatory authority.

1) CMD X SRAERE ™ 21 I 435 e 1 S e 55 A2 b AT B R S5 & B A4
When CMD has legitimate concerns about the implementation of corrective actions
by a certified client or meeting standards and regulatory requirements.

6 EEFRMEIMHNEERRE
Suspending and restoring Management System Certification Registration
6. 1H THIENLZ —H, CMD MAEHERZSEEH 5 A TAEH N 5= HAVGEIET:

CMD shall suspend its certification certificate within 5 working days after investigation and

verification in case of any of the following circumstances:

a) BHARRFEEE™ EA R VAEEOR, A E AR RIZITA REE R .
Continuous or serious failure of the management system to meet the certification
requirements, including the effectiveness of the management system operation
requirements.

b) AKIH. BATINIES [FIZ)E B DTAEA 551 -

— ANRETE RS PR N 252 CMD I 7BF B 1% FH B IE B A% 115
—SRUEH SRS I San 2 HL 2248 R R 7 2 1R
Failure to assume and fulfill the responsibilities and obligations agreed upon in the

certification contract.

—Fail to accept CMD surveillance audit and recertification audit within the specified

period.

—If the certified organization fails to pay the fee on time and fails to correct it after being

pointed out.
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c)

d)

e)

)

h)

)

k)

BT VAR E AT TR BUA RISATAAAE R, /5 EEF IR

If the local certification regulatory authorities finds that there are problems with the
operation of the system, the certificate needs to be suspended.

WA TP E BT 51 15 LR

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

WENMZ 5HE M EEEL OHS #y /™ B S ay™ Hidiik (4T9) ;s

Serious incidents or serious violations of the environment or OHS that are investigated
by regulatory bodies.

FEA FAT B ER . BEBIES . I VEUGEIE B IR &, BT AL i
T LA 52 BAH T R 4RI 1 5

Holding administrative licenses, qualification certificates, mandatory certificates, etc.
expired, resubmitted applications have been accepted but have not yet been renewed.
SRR LA 3 3hil K 5 15

The certified organization requests suspension voluntarily.

FE I 28 T 77 i e B i A 3 T SRR 2 2N B ORFF ™ il SE) 0T A 5 T
R HANRESZ A 52 3 IR R A 208 It

In the national, provincial and municipal product supervision and random inspection
activities, the certified organization fails to keep the physical quality of the product in
line with the prescribed requirements and fails to take effective measures within the
prescribed time limit.

ANREFERIE HIPR P9 CMD B o 4% Hh 2 H B AN AT TOR B R 24 IE A1 Y
IS Y 5

Failing to take effective correction and corrective measures for the nonconformities
proposed in the CMD surveillance audit within the specified period.

JA 75 Xof BRAIE ZH 2R o B PR ZR T o 0 AR H ™ L R ) U 4 A SR BT
FHHs

The customer raises serious quality problems to the products covered by the certified

organization quality management system and it is verified to have caused harm.

SEELSURTE 4 A VE S5 R TERR S R MR R 5 2 CMD HE R0
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The use of the certification certificate and certification mark of the management system
by the certified organization does not comply with the provisions of CMD.
D B i s AR R ERL I R A L o
Other violations of management system certification rules are found.
WEAFIIEE N I AH SRR 58 R0 Ja , RS (B GRE R . &
715 SR AE CMD Wl B 7 RLA . AIEUE B EIFIHASET 6 MH. HET L
WA o) TUE R 15 AT ARG PALE VT g 2 H o
The organization whose certification registration has been suspended shall
immediately stop using the certification certificate after receiving the notice of suspension.
The suspension information will be published on the CMD website. The suspension
period of certification certificate shall not exceed 6 months. However, the suspension
period in the case of item €) above can be up to the date when the permit decision is
made by relevant authority.
6. 2 WCEEVAETE N B AL 2L 5 0T N 58 P UE P AT AT Ja AR, I 2 el A 7 45 A E
ML 57 53
Any consequences arising from the use of the certificate by the suspended organization
during the period of suspension shall be the sole responsibility of the suspended organization.
6. 3 WCEEVAETE M A AL 2N A 85 15 JUTRIR P g it Bl 2 45 1), 8 4 U0 T 92
WEANEE K. — RGO T, M2 XI7s %5, CMD fHifH 2 5 e
WEVIETHARHJRE . JET &) BUEEH, FBASPHIENE T A 38 sk
BRI B EIE S A RE AT IE B A RS RE, T SRR I

The organization whose certification registration has been suspended shall solve the

%

problem that caused the suspension within the suspension period, and apply for resumption of
certification qualification before the expiration of the suspension period. In general, CMD shall
arrange an on-site audit before planning on whether the certification qualification can be
restored. In the case of item d), it is necessary to obtain a notice of resumption of production
from the law enforcement and regulatory authorities or other supporting documents issued by
the regulatory authorities to restore the certificate, and on-site audit can be exempted.

7 EERAZRAETMEREEESSE )

Withdrawing or reducing the scope of the certification
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718 FAINEZ 1), CMD NAESRAMRAE B IF R ERZ S5 5 A LAF H AR A
UEEFS B4 /NAIE VS F

In any of the following cases, CMD shall withdraw or reduce the scope of certification within

5 working days after obtaining relevant information and investigating and verifying:

a)

b)

c)

d)

e)

f)

g)

AT B BRI VAR S U B ST

The certificate of legal status has been cancelled or withdrawn.

A [ 5 T 4 M B B R PN A ™ B R AE ARl 44 B

Listed by the SAMR on “The list of seriously discredited enterprises in quality and
credit”.

TEAAIC A VIR E AT S ht A M B A, B A S S I iy e A SR 1t
T REAEARL S B

Refuse to cooperate with the certification regulatory authorities to implement the
supervision and inspection, or on matters related to inquiries and investigations
provided false materials or information.

TR 52 [ 57 it o B B A 1

Refusing to accept the national product quality supervision and sampling.

HH LB R B 7 i IR 5 5 o e A, . B AT OHS ™ B S sl ™ B VAT
N, SPGEIE IR EIRUEH SIS I R ;

The occurrence of major product or service quality and safety accidents, and OHS
serious accidents or serious violations, which are confirmed by the law enforcement
and supervision authorities to be caused by the violation of the -certificated
organization.

A Hopth ™ B3 SRR AT

Any other serious violations of laws and regulations.

PSR UEFS B BR O (H - S08 15 10 a) R AT 2 Al e sl 1B/ (B SRR
HATBCOVFATIERS . BRBEP . s APV IEIEF 55 C4nd 2% RE HiE R R
)

Suspension of certification has expired but the issues that led to the suspension have

not been resolved or corrected (including the holding of administrative licenses,
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certificates of qualification, mandatory certification certificates and other certificates
have expired but the application has not been approved).

h) BHIBITEHEREGE CARRIZT R
Does not operate a management system or no operation conditions.

i) AEAHRHUE IR 5| I EARSRA VIR E R, RO B e R, B
WIENUA © 2RI A Bk 2 A R A IR
Failure to properly cite and publicize the certification information obtained in
accordance with the relevant provisions, resulting in serious impact or consequences,
or the certification body has been requested to rectify the situation but has not done

so for more than two months.

J) KL CMD SRR IR T 15 0 R E SR A e RS i AR A
UEBEAR I 0L
Other circumstances required in the formal agreement between CMD and the certified
organization which constitute withdrawing of the certification of the management
system.
k) PEVEH A4 /NS VAEARHE R EOR— B0 25 T4/ i SR BERT & AR
PRAEEER A, NI AL EE . CMD X 2 15 7 24 A AR0H Bs N AIETE B
H R TE -
The reduction of the scope of certification should be consistent with the requirements
of the certification standard. If it cannot meet the requirements of the certification
standard due to reduction, it should be withdrawn. CMD makes a decision on whether
the certification needs to be withdrawn or reduced.
7.2 WA VETE I I 2 2R B A DAE SR s 5 T4 /N IE S BBl ) 75 A S E A5
SR B i /ME SOREE CMD Wl B 5 DAAA, (R 20 e A e AR AR 500 2
The organization whose certification registration is withdrawn shall return all the
certification documents. If the certification scope is reduced, the certificate must be changed.
withdrawal or reduction of information will be published on the CMD website and reported to the

CNCA in accordance with the prescribed procedures and requirements.

7. 3 WHUH VRN A H G ARS8 VIR UE P B3 AT A R EA%, A Gk fs AR
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UEHBEEAT A R EAL MIE AR SR, BA i B EaE VAEEM AR 57

The organization whose certification registration has been withdrawn shall not continue to

use the certification certificate or carry out related publicity, and any consequences caused by
the continued use of the certification certificate or carry out related publicity shall be solely the
responsibility of the organization whose certification registration has been withdrawn.
7.4 JFN E, B B RVGE R A A S5 77 AT TR A AR R AAIEHE

In principle, an organization whose management system certification qualification has
been withdrawn may re-apply for management system certification one year later.
8 EEARNETMAYEH

Deregistering Management System Certification Registration
8.1 VIEVERS 245 TR A 2 i T~ A IR DR 32 34 tH AN 4k 28 O 35 8 BRAR 28 DA TR VR Y
g

Certification deregistration means that the certified organization, for some reason,
voluntarily offers not to continue to maintain the qualification of management system
certification registration.
8. 2 VEHVETE M A ZINEAZ 8] Bl AT VIE SO o VEAH (5 B AE CMD Wl |7 BL AR

An organization deregistering a certification registration shall return all certification
documents. Deregistration information will be posted on the CMD website.
8.3 CIEMIAEEM A LIAF AR B Ad Rl IEIE B B AT A R EAR, A 4k 2L HIE
UEF BT A R EAL T IE AR5 2R, R4l b SRS AR AR 57

An organization that has deregistered its certification registration shall not continue to use
the certification certificate or conduct related publicity, and the organization that has
deregistered its certification registration shall be solely responsible for any consequences

caused by its continued use of the certification certificate or related publicity.
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