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EH. frd IR M E

Provision on the use and administration

of certificates and marks

1 HHE

Purpose

NFFE T E A AP E E ZONATZ R4 (CNAS). EPRAAT RS AF (TAS) MIER, f#
AR AEH S A A 05 [ BE AR AR AT B W] (COMD) AU [ AAIESIE +5 ANCMDIAIE AR
W, FHFRTECOMDXS YFIEF AICMDIATERR IR R EE, e 8 AN

This provision is formulated to meet the requirements of China National
Accreditation Service for Conformity Assessment (CNAS) and International
Accreditation Service (IAS), enable certificated organizations to correctly use the
certification certificate and CMD certification mark issued by Beijing Hua Guang

Certification of Medical Devices Co., Ltd. (CMD), and standardize the management

of CMD on certification certificate and CMD certification mark.

2 il

Scope

A TE 1 F T A OMDAR 25 A DA TEGIE 5 AN CMDIAE KR I AR 2R

This provision is applicable to the management of certification certificate with
CMD mark and CMD certification mark.

3 EES
Certification certificate
3.1 CMD B B AA RINIEIEFS N &
Contents of CMD management system certification certificate
a) WEPRAF: REEEARVIEER”. ¢ BEEEARNEER” B
EHARRUIEIET " “A5 B2 28 A REIET s
Name of certificate: "Certificate of Quality Management System Certification",
"Certificate of Environmental Management System Certification", "Certificate of

Occupational Health and Safety Management System Certification", "Certificate

of Information Security Management System Certification".
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b)

c)

d)

e)

f)

g)

h)

E7 IR AR Y /SN | R STl ) A S 1o | A A o 2 1 37 S L Sb 12 RO IR <
— 5 AN,

The name and address of the certificated organization (for medical device
manufacturers, the domicile and production address should be indicated)
and the unified social credit code.

WA R A SRR AEAN /SO E AR HESE SR 5 S K

The number and version number of the management system standard and/or
other standard document on which it is based.

IR RYGERTE 55 G L, 0 22 3 B 20 20 B AE RS b Bl B o B A I 3R
HEVAER A4 FR bk P8 OIRSS) S80I S8 R R RE

The scope covered by the management system certification, and for multi-
site organizations, the name, address, product (service) category and
process involved in the certification should also be clearly indicated on the
certificate or in an annex.

WGIE H T e H I RL S AIE A ROR R IEE A H o FIGAIEIE T A R0 R K
N 3 4F, FRERAUEIE A ROHAN I il — OF RO EE BB N 3 4
Date of issuance, date of renewal, and the beginning and ending date of the
certificate validity period. Initial certification certificate is valid for a maximum of
3 years, the validity period of the re certificated certificate shall not exceed the
deadline of the latest valid certificate plus 3 years.

WAEEM S VAEIEF 2R 5 E A AIEEN S, % RN 2R S 1 [F] — A R A
e, TP —MAIEIE % 5

Certification registration number: The certification certificate number serves as
the certification registration number. The certification of the same system
implemented by the same organization is assigned a certification certificate
number.

CMD 447K Hihb SFRE. CMD A W B A IS T

CMD name, address and mark, CMD official seal or signature of the General

Manager.
Xt T CNAS/TAS A A i) 2% 6 Bl B 0 CNAS/TAS AT FRIR A AT EM 55
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i)

J)

k)

1)

m)

For CNAS accredited business scope, use CNAS accreditation mark and
accreditation registration number.
£ CNAS/TAS AT )Ml 55 S5l 9 948 CNAS/TAS V71T, B [ BR B A TAR-MLA FRiM.
Certification certificate within the scope of business accredited by CNAS, and
with the permission of CNAS, use an International Mutual Accreditation
(IAF-MLA) mark.
Xt T TAS AR Ak 553 B B B A5 IR A DA RT AR 55 4 SR ARH 2 (1) TAF 4GRS (4 ID-1
MD-17 2B D BRS7 SRS ARG (1S013485);
For IAS accredited business scope, include a description of the services and
the appropriate IAF codes (as listed in ID-1, MD -17 etc), and medical device
technical areas.
ORI SRR, Gl T S B R AR R IAIEIE TS
The words "for export only" apply to the quality management system
certification certificate for export only.
UEF BT R “FRAEL L0 J90E 42 52 M B o A% IR 8w A% B i LI 1 5 Ak 86 287
{DERNEPSE
The certificate should contain the message: "The certificated organization must
be subject to periodic surveillance and audit, and the certificate will remain valid
only if the organization passes the audit"
WEBR AW T, AEN R A VIR B AN WG E &7y 48, e
BRI EVEM . “ARUEAE B A B SO UE A AT B PR R B o T Mk
(www. cnca. gov. cn) &H” , PMET4ESINE.
Certificate query method: the certification body in addition to the publication
of the certificate in the agency's website query, it should also be stated in the
certificate: "This certificate information can be found on the official website of
China  National Certification and  Accreditation  Administration

(www.cnca.gov.cn) to facilitate social monitoring.

3.2 CMD /i AIEE 5 A 2%
Content of CMD product certification certificate
a) UEPBAFR: “PEEINIEER” ;
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Name of certificate: "Certificate of product Certification".
b) FRUEHZAAFR. Huhk. Gt E AN (ERAZPIAREE)

The name and address of the certificated organization and the unified social

credit code.
c)  AMKHEIFE SOUERIEE, AR S BT AR AR PR b B A 5] SR AR
i, B

The product certification system that the corresponding products are based on,
the regulations, product standards or other reference documents, and
certification modes, including:
1) SRAEVAERS &b, o] BL%™ i S8 T B L R 7
certificated products may be classified by type or scope of product.
2) ERLAE BYEEAS = i EORE S S UGIE BT AR A B & R A ST A
The standard or other normative document on which each product or
category of product is certificated.
3) R HIIAE R
The certification system adopted.
d) EPBHEZORMAEIEEH H. O 77 S AEIE 155 20 A T4
The beginning and ending date of the certificate validity period. CMD product
certification is valid for four years.
e) WNIEEM S VAEIEB g S E AR5, %[5 — 20 28 1) (7] — AN P e
T —NEM
Certification registration number: The certification certificate number serves as
the certification registration number. The certification of the same system
implemented by the same organization is assigned a certification certificate
number.
£) CMD ZFRSHrf. OMD A FEARERZE T
CMD name and mark, CMD official seal or signature of the representative.
g) X CNAS AT b 55 Y B IN CNAS AT B iR ST E M 55
For CNAS accredited business scope, use CNAS accreditation mark and

accreditation registration number.

K AT HEA Release Date: 01/24/2025 I H #H Implementation date: 01/24/2025



CMD-CR-008 Page 5 of 15

h)

i)

UEA VR B s “ SRR S0 200 E 45 52 M B o A% T 22 v A% B M B AIE P 5 4k 8 R
IR ER .

The certificate should contain the message: "The certificated organization
must be subject to periodic surveillance and audit, and the certificate will
remain valid only if the organization passes the audit".

ERR AW, AENHIBR AR GEIEFAEAUE s 2l 7 ok, IR
MAEUE EVE . CAUERE B A E OB B E R AT T
(www. cnca. gov. cn) F&W”, DMETF+SIEE,

For the query of the certificate, the certification body shall not only publish
the query method of the certification certificate on its website, but also
indicate on the certificate: "The information of this certificate can be queried
on the official website of China National Certification and Accreditation

Administration (www.cnca.gov.cn)" to facilitate social surveillance.

3.3 CMD A& UEUES N 25
Content of CMD service certification certificate

a) UEBAFR: “XXIRSVAEIER” , G ERss. AT HMRS . BITIRSSAE;

Name of certificate: "certificate of XX service Certification", such as after-sales

service, wholesale and retail service, revision service, etc.

b)

c)

d)

e)

PALHLA PR bk RS IR it bl . G2 —th 2B FARS (B2
(ARCDE

The name, domicile and the address of the place where their services are
provided, and the unified social credit code.
ARAEVAERIIRSTVE L, 7T L% R 55 10 28 2 sl PRI 7

The certificated service scope can be divided according to the type or
characteristics of services.

VAEPTRYE B IR SSR e ARG S H A R SO

Service standards, technical specifications or other normative documents on
which the certification is based.

i RINTIE

Service certification scheme.
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f)

g)

h)

i)

a)

b)

IEBAE IR IEEA He O AR S EE B4 R0 N =4,

The beginning and ending date of the certificate validity period. CMD service
certification is valid for three years.

VAR« AEIES 9 5 A AR 5, X A — 4L 23 S 1) [ — S IR S5 A IE
T — M

Certification registration number: The certification certificate number serves
as the certification registration number. The certification of the same system

implemented by the same organization is assigned a certification certificate

number.

CMD ZFR S Al CMD A ZHAR TR LT

CMD name and mark, CMD official seal or signature of the representative.

XFT- ONAS AT [R5 FEL BRI ONAS AN RTBR IR SA AT 5

For CNAS accredited business scope, use CNAS accreditation mark and

accreditation registration number.

UEF VR B “SRUE A S0 200 E 45 52 M B o A% T 22 v X B M B AIE P 5 4k 8 2

MR fER .

The certificate should contain the message: "The certificated organization must

be subject to periodic surveillance and audit, and the certificate will remain valid

only if the organization passes the audit".

IERR AW T, AENHIRR A GEIEFAE AL s b2l 7 ok, IR

AR EVE . CAUEFE B AR E OB R E R A2 E T M
(www. cnca. gov. cn) FAW”, DMETF+SEE,

For the query of the certificate, the certification body shall not only publish the

query method of the certification certificate on its website, but also indicate on

the certificate: "The information of this certificate can be queried on the official

website of China National Certification and Accreditation Administration

(www.cnca.gov.cn)" to facilitate social surveillance.

4 PRV

Marks specification
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4. VEFRAR R AEB AP FAAEES S “o” A OLE 1D b st B EAECAIEE R
NE bR -

The "CMD" mark in the management system certification and product

certification certificate (see Figure 1) is the mark of Beijing Hua Guang Certification
of Medical Devices Co., Ltd.
4.2 WERFEEINITARR, 2 A8 — AR R IR bR A BA A FTAR IR o OMD 72 H AR I
WIEIEF _EAEA] “CNAS™  / “IAS”  FL— A bR iR B FE PR AN A N AT AR iR Bl “ g [
EHRIEEEZFINZRRSIAT] (Accredited by China National Accreditation Service
for Conformity Assessment) / ZEPrNA] % AFNA] (Accredited by International
Accreditation Service for Conformity Assessment,) ” FHESIANFEM S, FIRiZIA
UEIEFS T 7 A A UE U AL 550 B L 3R45 CNAS/TAS fIIAT] .

The certificate contains an accreditation mark, which can be a single accreditation
mark or a combined accreditation mark for International Mutual Accreditation. CMD
uses the "CNAS"/" IAS "single accreditation mark or the International Mutual
Accreditation combined accreditation mark on its certification certificates, or use the
words “Accredited by China National Accreditation Service for Conformity
Assessment/Accredited by International Accreditation Service for Conformity
Assessment” and accreditation registration number, indicating that the certification area
and business scope covered by the certification certificate has been accredited by
CNAS/IAS.

4.3 CNAS AATFRIR A FH AR 2 CNAS/TAS XML H L BOAE PSR 5 45 R 41 5, thANFRoR
CNAS/TAS RERFFVIERIAFEE AR P4 S5, N RS AT 1 bk,

The use of the CNAS accreditation mark does not mean that CNAS/IAS is
responsible for the certificates and reported results issued by the certification body, nor
does it mean that CNAS/IAS has approved the certificated specific management
system, product, service, person or process.

4. AEFARRNAEASH “TAF-MLA” FrifONE BREIARRR, RS EIZIIEAIE CNAS/TAS &
225 E bR H AN

The "IAF-MLA" mark in the management system certificate is an international

mutual accreditation mark, indicating that CNAS/IAS has signed the |AF Multilateral
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Recognition Agreement in this area of certification.
4.5 31T OMD P FhAERTZA, CMD [RIIN S BUHAE AT “CMD” 7 fh N IEAR IR “CMD” 7 ik
WIEFR ROy (B 2). CMD P A IESE AR I Fh 25 H 1 7P S AR 25K

Organizations that obtain CMD product certification are also authorized by CMD to
use the "CMD" product certification mark. The "CMD" product certification mark is as

Figure 2. The requirements of product certification are given in the CMD Product

Certification Implementation Rules.

K Figure 1 KFigure 2

5 AIEERAARE R AER
Requirements for the use of certificates and marks
5.1 FRUEH LN 3 SV EUEF A EFR RS 1 B2 DA &2 CMD (123K .
The certificated organization shall establish a certification certificate and

certification mark use system to meet the requirements of CMD.
5.2 CMD I IEUEP A1 5 2] @ & fd CMD M3k http://www. emde. com. cho
The CMD certification certificate can be queried by logging into the CMD website

http://www.cmdc.com.cn
5.3 Jb Rt EEMEEVUEA R A &) 1) CEEAR ZEIEY A FREPUEH P& HIA R
TFE AT B ) 5 BRAR R PR THE R K .

The Certificate of Management System Certification of Beijing Hua Guang
Certification of Medical Devices Co., Ltd. is used to indicate that the management
system of the certificated organization meets the requirements of the relevant

management system standards.

5.4 JuntHE BEMAEICVAER IRAF 8 G i IEIE) 3R B RIEH VA 7 17 i A &
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WEF B A RARAE A IR

The "Product Certification Certificate" of Beijing Hua Guang Certification of Medical
Devices Co., Ltd. is used to indicate that the products produced by the certificated
organization comply with the relevant standards and certification modes on the
certificate.
5.5 1% CNAS— ROTCIA AT b iR s F AN FRES A5 BHRE D  TAS /ADM/ 084 TAS 25 TAF/TAS
A ILAC/IAS HAEFREBGRY KIME, SUFHLRASEH “TAF-MLA” E bR HiAbR R,

In accordance with CNAS-R01 Rules for the Use of Accreditation Symbols and
Reference to Accreditation, IAS/ADM/084 Policy on The Use of the ILAC/IAF/IAS
Combined Marks, certificated organizations shall not use the "IAF-MLA" International
mutual recognition mark.
5.6 X TIRIFE BAR R UIER A, FEEZR AL S BN S AL AP RL M A5 8 A Y 2%
(A BEAAR SR A LR VEE A BEAR R VAAIE o 7 it L2 1) S A v R L T A i BB B HAS
S FEERE PEREEIA . BRI EARM B A E bRt v RS LS T, E
ANET A it B DL R ST B A9 RS 17 B AE, 77 il B B 5 B B AT it 4
WA= St AR 53 AP TS5 2RI Ao ks 56 PR 15 BE

For clients that have obtained management system certification, when the cetified
clients use any statement on product packaging or in accompanying information that
the certificated client has a certificated management system, the statement shall in
no way imply that the product is certificated by this means. Product packaging is
considered as that which can be removed without the product disintegrating or being
damaged. Accompanying information is considered as separately available or easily
detachable. Type labels or identification plates are considered as part of the
product.CMD certification marks are not permit to be applied by certificated clients to
laboratory test,calibration or inspection reports or certificates.
5.7 X THAFEMVGERIAL, P RVGEETS. “CMD” bl “OMD” F= s i il T3k
IEAR A REAMELE,  “oMD” 2= SRR Al =i b

For clients that have obtained product certification, the product certification
certificate, "CMD" mark and "CMD" product certification mark can be used on the

relevant promotional materials of the certificated client, and the "CMD" product
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certification mark can be used on the products.
5.8 FUEALE) HMA REMAY, AMFRAEFEH SR SBE R EEES, 5K
AN ZRANUETE o 87 o B B, TRV P R IR B AR SR AAIE .

In advertising and related publicity, the certificated clients shall not misuse the
certificates or use promotional language that will mislead customers, such as

exaggerating the product or geographical scope covered by the certification system,
confusing product certification and management system certification.

5.9 FUEHLUEAEEALM B EAEH “CMD” FREUFT “CMD” = bRl FRilZise®e, #4t
IR A NAFFREHA T . “OMD” FRBrT S Y, SRAEH AR IE L CMD M3t R 3 “CMD”
PR H T RCAS . BRAF 2 A IE I ZH 23] 1] CMD WK “CMD” 7= S bm it IS AE 7= Fh R T
s e b, MR “OMD” AR IRAE A U SR OMD RIS SR )5, AT EILRILE ™ fh 2R T B
% .

If the certificated organization uses the "CMD" mark and the "CMD" product
certification mark on the promotional materials, the mark must be complete, and it
must not be deformed when scaled up or down. The "CMD" mark can be used
independently, and the certificated organization can download the electronic version
of the "CMD" mark through the CMD website. The organization that has obtained
the product certification can purchase the "CMD" product certification mark from
CMD and paste it on the surface or package of the product, or print it on the surface

or package of the product by itself after applying to CMD for the record.
5.10 FRUEAL LT i B BB AL DR 7 5 8 b s L BRAA RIE T AE, B 3RAE
FRPAIR EEARRNEE i, 8. BUER 24 FEH AR SURIET T
NI IR AEEENSE

The certificated organization declares in the product packaging and promotional
materials that its management system is certificated, which shall include the name of

the certificated client, the type of management system (quality, environment,

occupational health and safety) and applicable standards, and the certification body
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issuing the certificate.

5. 11 AAUEUE AR VR R BEFETE T B RO N AL o VR AT AR Y B2 AL 2T
A3 FVIEEF ATAE S AR R o B4 D ETE M BT A% B 20 238 8 5 393 1) Y ASA3458 T DCIEIE S A AH
FARIR .

The certification certificate and mark can only be used within the validity period of
the certificate, and the organization whose certification registration has been canceled
shall not use the certification certificate and related mark. The organization whose
certification registration is suspended shall not use the certification certificate and
associated mark during the suspension period.

5.12 FRUEARAG LUEM 7 AL F A IEIEHAMARR .

The certificated organization shall not transfer or lend the certification certificate
and mark in any way.

5. 13FRUEZH ZAFE A 8 BRAR AR VIEUE 5 I N2 e B B AR 7 At WHIE — 2 A5 P o 277 M
UEA RN, AR SRR T BT 5 1™ e A R

The certificated organization shall use the management system certification
certificate together with the product registration certificate. Only within the validity
period of the product registration certificate, the product covered by the system

certificate is valid.
6 NEEPMRSHER
Management of certificates and marks
6.1 CMD 7E XS FRAUEZH 2L St i B H AL 5 06 208 A% DAIEIE F AR 75 4 FH 2 75 7575 1 e 22
Ko
When CMD conducts surveillance and audit of the certificated organization, it must

check whether the use of the certification certificate and the marks meets the specified

requirements.
6.2 MRIUFAZUE e FUE M ER, 2 OMD A B AZ SL G IR ZL N R AN AR, 2
RIRWIRHUAM L4t , JFHEATERER . ERRIIARBELI LAY, CMD REARHEA SR, XM
A2 {5 L 2 B A N AR T W B

When the certificated organization violates the prescribed use requirements, CMD

issues a nonconforming report to the offending organization after investigation and
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verification, requiring corrective measures to be taken within a time limit and tracking. If
the offending organization fails to correct it within the time limit, CMD will suspend or
withdraw the corresponding certification registration qualification according to the
relevant requirements.

6.3 HFAUEH LI CMD Fig/Iv . BFF . S /38 A AR RUGIEEG™ AR, T4/
VO[] A 4L 23 L 2 2 I L S PRARAIE VS R BEAT BEAR AL ] “CMD” 7= AR il s X T2 94147,
L7 CMD S B EER, AR5 I TA) B A5 AR AT ZAE T P i AIERFE VRS D, 1A
AT R LE 18 B AT AH SR 7 i AR IRAS . 6 TR /i 412N, B b — 0
WIEREAL, A5 1A A IEUE S &R IR IR [EHAEIES .

When a certificated organization is reduced, suspended, withdrawn/cancelled its
management system certification or product certification, the reduced organization shall
publicize and use the "CMD" product mark in accordance with its actual certificated
scope. The suspended organization shall, in accordance with the requirements of the
CMD notice, cease to use the certificate (product certification including certification
mark) during the suspension period and inform all relevant existing and potential
purchasers of its certification status. For the withdrawn/cancelled organization, all
publicity related to certification should be stopped, the use of certification certificates
and marks should be stopped, and the certification should be returned.

6. 4 YAFIEF 1AL S
Changes of certification certificate
6.4.1 —fitAH
General changes
6. 4. 1. 1 —fRIEAZ P KN 2
General changes include:
a. PFAENUEH R A FR . Hikk A FR g A8 5
Changes of name, address and postcode of the certificated organization.
b. FRAEDAE 7 it 44 PR B BR AR 278 o5 B 7 i 44 PR AR B
Changes of product name or changes in product names covered by the
management system.

c. BT CMD A T 4uis al b 5% v el A A4 1 SRAE 5 B CNAS AR B AR
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Changes in the CNAS mark on the certificate due to changes in CMD's
accredited area or business scope.
6.4. 12X F 6.4, 1. 1 a M b S5 HIAL S, FRUEASIN i) CMD & H 5 H i v, R 5cHH
REPEMRRL, B BN AR 5 2 R A A BEAT A IR B2 97 & ™ i WHIE . A
FArdE . BOHREE, WRIAIZ AT & % R E IR, A SRR AN o A% I 55
XA AREIE A FRA A BT I Pk ER A 2w itE, HRER RS 5Tk
RAUEF
For the changes of clause a and b in 6.4.1.1, the certificated organization shall
submit a written application to CMD and relevant supporting materials, and the
professional management personnel shall confirm the change of product name
(according to the medical device product registration certificate, relevant standards,
instructions, etc., to confirm that the change meets the requirements of relevant product
regulations), the audit planning group and the audit service group shall confirm the
change of the organization name or address. After being reported to the Quality
Committee for approval, the Quality Committee shall be responsible for renewing the
certificate.
6. 4. 1. 3U A LB W K A= A2 Ak, FRAUEZH 2N R AT HH B 1) 28 SE AR B AR} B A% SRR 4H.
AHZARSSHPFF N, JFR R ER R2F e, HRER RS FTHAKUET.

If the domicile of the organization changes, the certificated organization shall
submit the corresponding supporting materials for review and confirmation by the audit
planning group and the audit service group, and report to the quality committee for
approval, and the quality committee is responsible for replacing the certificate.

6.4. 1.4 XF 6.4, 1.1 ¢ MR, HRER R 70T 5FUEH UK R L UE #URIE
Fe

For the change of clause c in 6.4.1.1, the Quality Committee shall be responsible
for contacting the certificated organization to renew the certificate as required.
6.4.2 /AR

Change of production site
6. 4. 2. LU LR A= 1 R A AR AL, SRR SN 42 S8 AH B 1) A BEUE B L (297 Sl Ak
FANVVFRTIE . BT @80 SENHIE) |, B R R S A IR S H VR A, R R
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ZiRawitE, BREZASNITTHAED.

If the production site of the organization changes, the certificated organization
should submit the corresponding supporting materials (medical device production
license, medical device product registration certificate) which will be reviewed and
confirmed by the audit planning group and the audit service group, and reported to the
quality committee for approval, and the quality committee is responsible for replacing

the certificate.

6. 4. 2. 20N REHR AR 51 J5 (R 27 28 A 7 Al VR mTIE, DU ZH 28 R R 58 A 7 S i P A B
Yl CHBIAZ S ), SR S AR P 00D, Rl I R 58 4 4342 7 M AR B8 )5 P
BEAT B S AR R AL AR B BN DO A REEEAT S A A, IR R
M, HRER RSO HRE . WA i A 7 el B AR P R A R A
SR R 2R R gt e B U A% S R 3 7 A i), ) B R SRR ZH AR A L B N R
GVNESE SIS R TREE

6.4.3 If only the changed medical device production license can be provided, the
organization should also submit a change description of the production site (indicating
the reason for the change, the time, the description of the site and the production
situation), and should also submit the internal management system audit materials
conducted after the change of the organization's production site. The professional
technical management personnel will review and confirm the materials, and report to
the quality committee for approval, and the quality committee will be responsible for
replacing the certificate. If the change of the production site has an impact on the
production process and quality of the product, environmental influencing factors,
occupational health hazards and risk factors, the audit planning group shall arrange
on-site audit according to the results confirmed by the professional technical
management personnel.
6. 4.4 X T K — MR B DUAMY R EAR T CEER REEN R T 1546 TR
PR BB 4/, 2R IREAEOE /R E D) A G R ESERERIND .

For changes other than general changes, implement the Provisions of Management
system certification Registration granting, refusing, maintaining, expanding, renewing,

reducing, suspending, restoring and withdrawing/deregistering management, and
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Implementation Rules for Product Certification.
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