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Open Letter to Organizations Regarding the Transition of ISO 13485 Certificates
with IAS Accreditation Mark

BHRIIAUEZHZY Respected certified organizations and new applicants:
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On May 16th 2025, BEIJING HUA GUANG CERTIFICATION OF MEDICAL
DEVICES CO., LTD. (CMD) was granted the ISO 13485 Medical Device Quality
Management System Certification of accreditation from the International
Accreditation Service (IAS) (see Annex 1). On July 11th 2025, the AGREEMENT
FOR USE OF THE IAF MLA MARK has been executed between CMD and IAS.
CMD is therefore authorized to use the TAF MLA Mark for main scopes and
sub scopes of the IAF MLA for which the CMD has been accredited by IAS. To
assist certified clients in smoothly transitioning to internationally recognized
certificates, CMD will begin assisting the transition arrangements for certified
organizations on July 15th 2025.
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CMD will update the accreditation mark on ISO 13485 certificates within the
IAS-accredited scope within one year of the issuance of the IAS accreditation
certificate.
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In principle, the transition of the accreditation mark shall be carried out
together with the routine re-certification or surveillance audit.
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If the transition is combined with the re-certification audit, the organization
shall submit its application package as usual, following the requirements of
applicable public documentation. The contract reviewer shall review and
confirm whether the certificate may carry the IAF MLA mark. The on-site
audit effort is scheduled in accordance with the re-certification requirements
for accredited scopes specified in the public documentation. The audit will be
conducted under the applicable certification management procedure and work
instructions, and the accredited certificate bearing the IAF MLA mark will be
reissued once approved by the Quality Committee certification decision-maker
and the general manager. The new certificate follows the original re-certification
validity policy.
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For cases combining surveillance audits with certification transition, the
organization shall complete the "Certification Scope Amendment Form". The
contract reviewer shall review and confirm whether the certificate may carry
the TAF MLA mark. The on-site audit effort is scheduled in accordance with the
surveillance audit requirements for accredited scopes specified in the public
documentation. The audit will be conducted under the applicable certification
management procedure and work instructions, and the accredited certificate
bearing the IAF MLA mark will be reissued once approved by the Quality
Committee certification decision-maker and the general manager. The validity
period of the certificate follows the same rules as the previous certificate.
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Effective July 1st 2025, CMD will begin accepting initial certification
applications against GB/T 42061 / ISO 13485. The contract reviewer shall review
and confirm whether the certificate may carry the IAF MLA mark, and submit
the certification application package in accordance with the requirements
specified in the public documentation as usual. Upon approval of the documents;
the on-site audit effort is scheduled according to the initial-certification
requirements specified in the public documentation.
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For organizations whose applications have already been accepted, an
application may be submitted to CMD before the on-site audit by completing the
"Certification Scope Amendment Form". The contract reviewer shall review and
confirm whether the certificate may carry the IAF MLA mark. and the on-site
audit effort is scheduled in accordance with the initial audit requirements for
accredited scopes specified in the public documentation.
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For organizations that have passed the initial certification, the GB/T 42061/
ISO 13485 certificate is valid for three years. Upon successful completion of the
GB/T 42061 transition audit, surveillance audit clients retain the expiry date of
the original certificate, while re-certification clients receive a certificate valid for
three years from the expiry date of previous certificate.
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Market Service Department of CMD, along with all subsidiaries, branches,
and local offices, as well as the audit-planning team, is ready to answer any
questions about the transition to the IAS accreditation mark, Please feel free to
contact us.
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New applicants contact: CMD Market Service Department Tel: +86 010-6235
8380

FEHRTEIRR A CMD HESRNIH BRRHIE: 010-62379330

Transition applicants contact: CMD Audit Planning Team Tel: +86 010-6237
9330
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INTERNATIONAL
ACCREDITATION
SERVICE®

CERTIFICATE OF ACCREDITATION

This is to attest

BEIWING HUA GUANG CERTIFICATION OF MEDICAL DEVICES CO,, LTD.
5 TH FLOOR. A88, AN DING MEN WAI STREET
DONG CHENG DISTRICT, BEWING, 100011 CHINA

Management System Certification Body MSCB-377

has met the requirements of AC477, 1AS Accreditation Criteria for Management System Certification Bodies, and

has demonstrated compliance with the 1ISO/IEC 17021-1:2015 Standard, Conformity assessment — Requirements

for bodies providing audit and certification of management systems. This organization is accredited to provide the
services specified in the scope of accreditation.

Effective Date May 16, 2025
(Valid as per |AS 4-year accreditation cycle subject to periodic assessments and satisfactory closure of findings)

Accredited Since May 16, 2025
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W/, ACCREDITED Ao Issued under the authority of IAS management
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Visit www.iasonline.org for current accreditation information.




1 (Annex 1):

SCOPE OF ACCREDITATION

International Accreditation Service, Inc.
Saturn Street, Suite 100, Brea, California 92821, U.S.A. | www
BEIJING HUA GUANG CERTIFICATION OF MEDICAL

DEVICES CO., LTD.
5 TH FLOOR, A88, AN DING MEN WAI STREET
DONG CHENG DISTRICT, BEIJING, 100011 CHINA
www.cmdc.com.cn

MSCB-377

Contact Name Wan Zhang Contact Phone +86-13439008925

Accredited to ISO/IEC 17021-1:2015 Effective Date May 16, 2025
Discipline of Certification: Medical Device Quality Management Systems
Certification Standard: 1SO 13485:2016 / GB/T 42061-2022
Certification Scheme: N/A

Main Technical Areas/Technical Areas
Table A.1.1 — Non-Active Medical Devices General non-active, non-implantable medical
devices

Non-active implants

Devices for wound care

Non-active dental devices and accessories

Non-active medical devices other than specified
above

Table A.1.4 - In Vitro Diagnostic Medical Devices Reagents and reagent products, calibrators, and
control materials for:

Clinical Chemistry

Immunochemistry (Immunology)
Haematology/Haemostasis/Immunohematology
Microbiology

Infectious Immunology

Histology/Cytology

Genetic Testing

IVD Instruments and software

IVD medical devices other than specified above

Note: The above scope of accreditation is based on the statistical nomenclature for economic activities NACE rev. 2 and as
recommended by the current version of IAF ID 1.

The scope of accreditation represents broad classifications granted by IAS on the basis of the management system
certification processes demonstrated by the certification body (CB). Accreditation is based on the competence and ability
to effectively apply the requirements of the relevant certification standards listed in the CB's scope of accreditation. IAS
accreditation entails review of the CBs own management system, on-site assessment of the CB'’s certification processes,
review of CB’s access to expertise including onsite observation of the CB when conducting certification audits at client sites.
Effective Date May 16, 2025

INTERNATIONAL
AF ) ACCREDITATION
Page 2 of 3 S

I IAF MLA Signatory for Management System
[ 1S -
IAS/MSCB/100-2 (QMS, EMS, ISMS, FSMS, EnMS, MDQMS,0HSMS)

MSCB-377
BEWING HUA GUANG CERTIFICATION OF MEDICAL DEVICES CO., LTD
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5TH FLOOR, A88, AN DING MEN WAI STREET
DONG CHENG DISTRICT, BEIJING, 100011 CHINA

www.cmdc.com.cn
MSCB-377
BEZR A contact name: Wan Zhang Bt %773 conatct phone: +13439008925
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Accredited to ISO/IEC 17021-1:2015 Effective Date May 16, 2025
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Medical Device Quality Management System
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Certification Standard: ISO 13485:2016 / GB/T 42061-2022
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Certification Scheme: W
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Main Technical Areas/Technical Areas
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General non-active, Non-implantable medical devices
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Non-active implantable medical devices
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Table A.1.1 - Non-Active .
Devices for wound care

Medical Devices SRR I
Non-active dental devices and accessories
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Non-active medical devices other than specified above
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Reagents and reagent products, calibrators, and control
A.1.4 - IRINZIIEETY Bk materials for: Clinical Chemistry Immunochemistry
Table A.1.4 - In Vitro (Immunology) Haematology/Haemostasis/Immunohematology
Diagnostic Medical Devices Microbiology Infectious Immunology Histology/Cytology
Genetic Testing
NG INE G
IVD Instruments and software
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IVD medical devices other than specified above
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1 %W 2025405 08 H 520284054 07H

& EsE M) ARRAT

TS 04725Q10077R0S

INEARH#E: GB/T 19001-2016 idt ISO 9001:2015

i BNt R, A MRS

A 3 2025405 06 H 52028405 05H

FMERS: 04725Q010000077

INIEFRME: GB/T 42061-2022 idt ISO13485:2016

B BN R, A MRS .

%W 2025405 06 H 52028405 05H

VLT BT R A IR A ]

TS 04725Q10000074

INERRI#E: GB/T 42061-2022 idt 1S013485:2016

EEE: BRMEARFEARISWELA (SEIUINTA) e,
A 3 20254E04H 30 H 582028404 H29H



11088 )

L3 SR RS R BR A F]

TS 04725Q10000071

INIEFRHE: GB/T 42061-2022 idt 1SO13485:2016

i EARENBIRR, EFERIRSS

A R 2025404 H 24 H 52028404 H23H

EHREMEAR (Fi@#E) ARAH

FMERS: 04725Q010000068

NEFRHE: GB/T 42061-2022 idt 1SO13485:2016

VG RIMSWNAR TRV REREIN) IRHIER. ARG,

% 2025404 H 22 H 52028404 H21H

P AR R BT R BR A F

MRS 04725E10003R0S

INERR#E: GB/T 24001-2016 idt ISO 14001:2015

BV 1135 2002/iR: 6820, 6821, 6823, 6826, 6840(ZWIAFIERIM), 6841,
6866, 6870***2017kk: 01, 06, 07, 09, 18, 19, 21, 22; IREJF#M &5 (it
K) ARSSTRLFTI K IR BT 5

A R 2025404 H 19 H 52028404 H18H

MRS 04725S10003R0S

INERR#E: GB/T 45001-2020 idt ISO 45001:2018

FEEJaE: I3 2002k%: 6820, 6821, 6823, 6826, 6840(iZWrRFIBRAIM), 6841,
6866, 6870***2017kk: 01, 06, 07, 09, 18, 19, 21, 22; IREJFiM &5 (it
K ARG TRLFTI K R Mb A 2 2 A S 3,

A R 2025404 H 19 H 52028404 H18H

T BT E R A ]

FMERS: 04725Q10000056

INEFRHE: GB/T 42061-2022 idt 1S013485:2016

B BT AR MECE R E I A RS

A % 2025404 H 03 H 52028404 H02H

TS =R IS AR AE]

TS 04725Q10000052

INERR#E: GB/T 42061-2022 idt 1S013485:2016

T BiREMRER. BRI, B mME it k. A mRs. e BA
O, ERARERTE, ERDM. ERAMER, —REBRHE 7. — RN SE, —
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RUERURIHEIE, TR . R, RIS, — R TR FE. BilRE,
FEARER, WURRRERAIZTI R, A FRSS (U )
A 2 20254204 H 01 HZE20284£03H30H
HINPRSE IR R AF]
MRS 04725Q010000053
INIEFRIE: GB/T 42061-2022 idt ISO13485:2016
TEEOE R, BRAACELS | BEARGUS. BB . BRENRIITR. AR
% (ByrdsmicEm) .
A R 20254204 H 01 HF20284E03H31H
FHIAIE
A RLAERR R T IR S A PR A A
FMS: 04725Q10098R3M
INERRM#E: GB/T 19001-2016 idt ISO 9001:2015
maE: ERSER. JLERIR. FamR, BILHAILUR. RER, FE, HEE &
HEBE, HEFRE. FE7K, OREER, 80K, BEK. BRESIR. REW
EHARE (B7HRmMECEHER) MR, &£/, IRGSMEE,
A 2025406 H 24 H 2028406 H 23 H
MRS 04725Q010000098
INERRI#E: GB/T 42061-2022 idt 1S013485:2016
maE: ERSER. JLERIR. FamR, BIUHAILUR. RER, FE, HEE &
HEBE, HEFRE. FE7KR, OREER, 80K, BEK. BRESIKR. REW
EHARE (B7HRmMECEMHER) MR, &£/, IRESMEE,
A 2025406 H 24 H 2028406 H 23 H
LRV REA BR A
MRS 04725Q10075R3S
NERRME: GB/T 19001-2016 idt ISO 9001:2015
BEIEE . RINSWNAR FTBOFREEIN) BEHIFR. RIS
%W 2025406 H 22 H 582028406 421 H
MRS 04725Q010000075
INIEFRIE: GB/T 42061-2022 idt ISO 13485:2016
BEIEE . RINSWNAR FTBOFREEIN) BEHIFR. EF=RIIRSS
A 3 W 2025406 H 22 H 2028406 H 21 H
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LTS T AR R R R A A

TS 04725Q10090R1S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

BT RGO TR, BIRBERMEY. BERBKE. ERAKELT. EY¥
GAFE S MR G, 2O m SR RGO TR, B8 TR, 528 % A il
(CFW) | AR, MREEENRIIFR, Er-fiikSS.

A % 2025406 4 22 H 52028406 421 H

TS 04725Q10000090

INIEFRHE: GB/T 42061-2022 idt 1SO13485:2016

BT RGO TR, BIRBERMEY. BERBKE. ERAKELT. B
GAFE S M ARG, 2O m SR RGN TR, B8 TR, 528 A il
(CFW) | AR, MREEENRIIFR, Er-RiikS.

A % 2025406 H 22 H 52028406 421 H

LA R T E SR IR AT

TMwS: 04725Q10073R2M

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

HEUE: ANCYP2COMVKORCIER ZEMMMIAFE (PCR-VOCHREE) , A
CYP2C19EF Z A MRMIAN & (PCR-ZEIRENE) |, HAUEKHE(2019-nCoV) IR
RMNAF & (EPCRIE) , HBUEIRFE2019-nCoV.,  FIR IS 25 S £ 8O 2 4%
BRAINAF R (POEPCRIE) , BIEREREEMAMIAN G (BYHREHERY 142 |, 1H
IRAZIRY S AT, KAERR AR & (RIESTE) |, HESEREERANIRAE (5
DIREHEIRY 1575) |, AR EEIIANE COLZENE) |, REREREEN
HAE CGOLRZENTE) |, ANBEFRIEERRSEENIRFE (AR | #iibeEkm
7 (2019-nCoV) HUFKMIAFE (FLARE) |, (RINEARERMIAFE GORrREEN
%), WA/ ZANRRREIURERINE (RIEENE) |, MLEASHRESE ARSI
B (RERSIE)MEIIFL, B MRS, ABHCIRRSE. IRSTUREINAAE (kike
%), OXA-23MEH BIGMAMIAF G (BAEik) |, WAL &/ AW SRR
WA & (POEPCRIE) |, Wl BRERAINAN G (BRIAER) |, TSR S AR A T
& (BONPCRIE) , ANIIREGE R LR IIAN R (FOEPCRIE) WA,

A R Wl 2025406 H 21 H 52028406 H20H

FMERS: 04725Q010000073

INIEFRH#E: GB/T 42061-2022 idt ISO 13485:2016

BTG : NCYP2COFIVKORCIERNZ &MKEMIAME (PCR-ZMEEETE) , A
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CYP2C19E KN Z A MAMIAAE (PCR-ZRENE) |, HAIEKFE(2019-nCoV) XA
KINAF & (EPCREL) |, ¥iAUERFE#2019-nCoV.,  FHAY I I 5 b 20 7 I 25 4%
BRI (POEPCRIE) , BIEBERBEZMAMIAN & (BYREHERY 4% |, 1H
ALY WA, KEERRIMASTIAFE (R |, BAeaBkEmamitn e (5
DIREHEIRY 175 |, RFRBREERMIANE GOUREBENME) |, REiRE R ER
AR GOERIZENTE) , NFEBREEBREERIANE (BRiAES%) |, #irileikn
 (2019-nCoV) HUFEKMENE (FLAZ) , (oA sERMIANE GOnzEi
%), W/ ZRmER SRR S (REENE) | MLEBSEEEE R
B (RAESR)MHIFR. B miRss. ABRIRRSE. WRETEEINERE (iR
%), OXA-23EE BIGMAINIAFE (RARED) |, AR S RN RR SR
WAFI & (FOLPCRIL) |, WiEEBERINIANE (BAER) |, MR SRR A
& (BOEPCRIE) , ZNIFEIGE R R AR INAN R (FOCPCRIE) WA,

1 %W 2025406 21 H 52028406 20 H

TN AT R G IR

MRS 04725Q010000308

INERR#E: GB/T 42061-2022 idt 1S013485:2016

TE VO ORGSR TARSS HFR Mt (BT asBlErEH)

A R W] 2025406 H 21 H 52028406 5 20H

HINEEERM BT 2 R A A

MRS 04725Q10089R3S

ERRE: GB/T 19001-2016 idt ISO 9001:2015

BEGHE: GRMeER, JLERIK, BIL/FHEILR, FhWKR, BIHEK, 2ER
(B) , BREIIR, BRHEBIBENIIFR. Ar-fiikS,

A R W] 20254E06 4 17 H 52028406 H 16 H

FMERS: 04725Q010000089

INIEFRME: GB/T 42061-2022 idt ISO13485:2016

BEGE: ARMGER, JLERIK, BIL/FHEILUR, TR, BEaEK, 2ER
(R) , BRESIER, BERESENRIIFL, ErRRS.

A 20254506 H17H E 2028406 H 16 H

PR LR AR A IR AT

MRS 04725Q010000094

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

Bl R, AR R ERE LT, R HE BRI B
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SEBM, WAMBEE, —RMEER. BRSNS A4,

A W 2025506 H 14 H £ 20284E06 H 13 H

TMNTF EHLER NG R AH]

MRS 04725Q010000304

NEFRHE: GB/T 42061-2022 idt 1SO13485:2016

EmJulE: R LET N R, R RGO, BN RSIUEN . B
SBRITFEREMENM ARG, BRFRSEMEMRAREITTL, E= MRS

A 2025506 H 13H £ 2028406 H 12 H

LR SEIRHNSFH A R ]

MRS 04725Q10087R1S

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

auE: ERREGE. 2SRRI R, AR,

A % 2025406 7 08 H 52028406 H07H

TS 04725Q10000087

INIEFRHE: GB/T 42061-2022 idt 1ISO13485:2016

TV BEAHRBAE, 29 BAEN R R, A,

A R 2025406 08 H F20284:06H07H

MR HETIREHRAH

TFMHERS: 04725Q10076R8M

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

B KRG, PERAL. BUKE ML TR, ARk SS .

A % 2025406 H 03 H 52028406 4 02H

TS 04725Q10000076

INIEFRHE: GB/T 42061-2022 idt 1ISO13485:2016

BT RS, PERAL. BUKFIE R B TF R, A= RIARSS .

A R 2025406 H 03 H F20284:06H02H

i S R B A BR A ]

FMHERS: 04725Q10065R2M

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

BEJulE: P IEIEIT . &% SR PEEREZIRTINE HEK. hEE
WMIELIGITA. BT A, A RSEREZIAT. RS EREA IR T R
e, AR, BARTEEW., RITHE. BREABENGTI AIMERITI FX
K. AMRHLEEERAT I, — RIS HCEEE. YR E R HF R,




CMD SAIE@EIR 202507

ARG AERE AR W R P B B4 7

A R 202540530 HF20284:05H29H

TS 04725Q10000065

INERR#E: GB/T 42061-2022 idt 1S013485:2016

T EJuE . P IHIEIT . %S HRT PEERESIRTICE AN, TEE
FIEZGITI. BT M. BB ERNEZRT. & RS E MIELRIT L
M. RFR BN, BERTEEW. RITSRE. BEABEANBITI dIERITI. FX
R EAMBAVEFEAITAL, — RS FHTCERE. Y RIS E a7 IR R .
ATERIIRSS . ARRE Al IR R TR R A

1 %W 20254£05H 30 H 58202840529 H

BN IEST a A R A F

TS 04725Q10070R2S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

EaaE: BRMSk, EELEN 2T R, A RIIRSS

A R W] 20254E05H 28 H 52028405 H27H

FMERS: 04725Q010000070

INIEFRME: GB/T 42061-2022 idt ISO13485:2016

EEE: ERMEGk, HESLES 2 BT R. AR

%W 2025405 28 H 582028405 27H

RIS 2Rl A PR A ]

TMwE: 04725Q10061R6M

INEARH#E: GB/T 19001-2016 idt ISO 9001:2015

BEOE: HEFARE. ORMEER, IR, Tk, #HEE, HE7R, L2 #
PR, BEHER, BHEFARIEHE. REK. JLEFK, FARMIIRIAL, BRla52E,
LRATER. AR, &SR, HAPER, PRI, LEDFRILEL. IREIFER
B, MEBRMARGEEFRE,. BIhFRE. LIBRIXGEETRE. BB RN
. ErEfiRss. ERRE (B emMEESR= ) Bk, 47, LRSS,
%W 20254E05H 27 H 52028405 26 H

MRS 04725Q010000061

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BEVOHE: HEFAEG. ORMEER. BIUR. Tk, #HEE, FE~R. B2 #
PR, EHEIR, BEFARIER. BER, JLEFHKR, FARMBIRIALT. BRla5128,
SRETER. MR, &SR, B EK, FARIHIC LEDFEREEL. IREIFER



11088 )

a. MERAREGEFRE, BIIFRE, LBRARGEEFRE. B FRNBE T
Tk RIS, BERmE (ETRmMBCEEH W) BHIPR. &, ZERRS.
A R W1 2025405427 H 52028405 H 26 H

TR R (Fis) HRRAH

TS 04725Q10062R6S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

TV (RN WNRH (T BOF AR BT R, 2B FIARSS

A R 202540506 H F20284:05H05H

MRS 04725Q010000062

INERR#E: GB/T 42061-2022 idt 1S013485:2016

T RIMSWIAT (FTBOF RIYERI M) T IR, A= RIARSS

A 3 2025405 06 H 520284205 05H

NIRRT FR 2 ]

MRS 04725Q10063R3M

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

TV EAE RS, T ARBOE I RIR I R BT IF & AR RIIRSS -
A R 2025405 06 H F20284:05H05H

MRS 04725Q010000063

INERR#E: GB/T 42061-2022 idt 1S013485:2016

T BB RR IR, 15 OB I BRI AN R I BT R A . AR RTAR S5
A 3 2025405 06 H 52028405 05H

VLR EINT BRTT 2 A BR A

TS 04725Q10000072

INIEFRHE: GB/T 42061-2022 idt 1ISO13485:2016

FETGE: BESIE. A RAMEE R, HAESNE eI HEARRE THE, HE
HELAR. PVIkaRAE. TR BoKIeHE. SEBUETRAR. OB BHER
WNEE RS, RASHTIRT, RESEMZER, HKAESHHNREER. SEERNE
ERGE. BEBENE. KBRENET. BAENSEE RS, EEEIR, REVKENER
Gt. HMEERZIERMAL, DO RERMA. ERFEARRSME . PEFAREME .
RIBE AL, BAEGIS RGN EL, AR RN, IR BENE R e, e e
ETZR2E0R e . MIFDET 225 aei . | IR ERENET s i, AR EMmMeE, Lk
Hxamt. bR S ARME. FRERSME. TR B, /NS Sk a O B
fil, REFLZTO M. G205 B, Joka DT Al e, M, S
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POREL. MAMIDBENET B, MNFDBENET AR . e AR, STOME TS B hR E.
e BEPET AR el FEMERL G AL, A sCE A AR e, i NE A SRR A . X
RMAE G A, MR OISR AL, BAEGRAR AL, REREE AR hR AL
SEARBEMO, AEREREME, BN E. Bk LA, ke
NEFRRM . MESHRIBETEE, HERBIEFAR TERGENRIFR. Ar-MRSS, HERIRH
B AR Ze s T BT R

3 2025405405 H 582028405 04 H

B R T RS A R A A

TS 04725Q10047R2S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

BEE: ORMEER. BRFRE. HE7K, TEFARE. 67K, SGATFARA,
=R, HAFRE. HIREFARE. LEDFERIEHATI L. 47 MRS,
3 2025404 H 29 H 582028404 H 28 H

MRS 04725Q010000047

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BEVUE: OFREER. BRFERAE. TEZK. TEFARA. LGE7K. GaFARAE.
M=K, HITFRE. HaifETARE. LEDFRICHATNEI L, A= RS,

A R W] 2025404 H 29 H 52028404 H 28 H

P AL BT R PR A

FEMERE: 04725Q10059R2M

ERRE: GB/T 19001-2016 idt ISO 9001:2015

TS — RV AR BRI ESIREOEIEIT A, — RV S
BFIHR AR, — RIS AR, ST ARRG. B GO MRE, — RIS
FRIE. MPBAHRRS. — M SIS IR AR TSk, — R R I A S
R IF R, A= RIS

A R 2025404 H 26 H 52028404 H25H

TS 04725Q10000059

INERRI#E: GB/T 42061-2022 idt 1S013485:2016

T O — IR R SRR, RS ERBOEIRIT A, — R S
BFIHR AR, —RMEEHEE FER,. ST ARRG. B GEHERE, —RMEEH
FRIE. MBAHRARS. — R SIS & IR Tk, — R R S
RHIF R, A= RIARSS

A R W] 20254E04H 26 H 52028404 H 25H
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NIRRT 2l PR )

MRS 04725Q10045R1S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

O — IR FELYIEIV &8 R VIEIA M, — RS BB & 8 I .
—IRPEAE BRI . — IRV BB o s, — R A F B B b A B 48
— RV &8s, — XM HEESE R, —REEEERERY &8, —X
MAEFHELREY A A, —REERESEYE weEan. —REEREEwE
. CIRMEESR A ESRYIB SR A, R g AR, IR YA A%
NECEM, — R BB TTRI & 88 TR, — RTS8, — RS
HIEDIEIV &8, S@RAEYIFFHE, —REHNBIEE RS R, T RRIHIFR.
A4 (FEMARIEZRFEA ™) FIRSS.

A R W] 2025404 H 22 H 52028404 H21H

MRS 04725Q010000045

INIEFRME: GB/T 42061-2022 idt 1S013485:2016

BEVEE . —REREE NERVIEIV &3 R UTRIZE, — R ELAW &8 AL,
— IRV NS FHINA, — R NS B, — IR NS BEAR AR B 2%,
— XA &8, —XEERAERSER TR, —REERERERY S, —X
Ve BERTE W) & 88 L. — IR BB & 8 & . — MR E RS
M. CIRMEEEHERRYBI SR A, R EE SR, RIS ALY & 8%
KRECEM. — R ELI I EIV &85 R VTFIZAE. —REGE BRI & 8%, —IRPEAE
RSB TIRI &85, SREVIFHAE, —RUEMBIEETEY &8, FRETSNBIHHFA,
A= (FEM I ZAEA™) FIRSS

A XA 2025504 H 22 H % 20284604 H21H

N RS A IR A ]

MRS 04725Q10042R1S

NEFRHE: GB/T 19001-2016 idt ISO 9001:2015

FETEE: — IR ERAIW &8s R A, —IRMEESAIY) & B e, — IR
RHESAYIEI) S 8 . ALV & 88 & —RYEWI IR, — DR N BT B AR AR B
A%, BREVIERS L —REIAG, — R AL DIEIV) S 8 R OIBIA ., — )tk
FHELYEHE. —REEREAREY S, —REERSRREVIHHE. —RIEME
R &8, — RISV &2 5B, —IRVERZ RV & 8. — IRk fr 5% & 28
— IR AR —IRMETCTTFRIE . HLAWY AR RV EEME, — R R NE
B, — RN SRAINE ., — BB &dE. —REILBY &R, —X
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PESBRIE R V& B, — RV P B BB YIRS a8 BN, — IR A R ik
gEOAs. PREISSMNIRITHTR. 4 GEMARIEZRIEE ™) AIRSS.

A R W] 20254045 19 H 52028404 H18H

FMERS: 04725Q010000042

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BaVuE: MR ELRY SRR EENE. —RIEESRY) S SR, — R
BRHESAYIEIW) S 8 A ALV & 88 & —IREWI IR, — DR A N 8T B AR AR B
Was. BREWERSRE RSN, — R ELRDIEIV) S R R OIBIA . — )ik
HHELYEHE. —XEEREAREY S, —REERHSEVIHE. — R
AR &8, — RIS &2 S, — RV & 8. — IR MEf s &

— IR AR, —IRMETCTTFERIEE. LAWY AR — RV EEM, — RN
B, — RN SRS, — R DE &, — XTI &R, —IR
PESBRIE R W& B, — VA P B B BRI & a8 BN, — R £ R ik
sEOAR. PREISSMIRITHTR. 4 GEMARIEZRIEE ™) AIRSS.

A R W] 2025404 H 19 H 52028404 H18H

HINSL L2 BT R R ]

MRS 04725Q10043R1S

ERRE: GB/T 19001-2016 idt ISO 9001:2015

FEIEM . BRI AR PRI AR S

A R W1 2025404 H 11 H 52028404 H10H

MRS 04725Q010000043

INERRI#E: GB/T 42061-2022 idt 1S013485:2016

TESETO R BUREEHEC AR AR PRI SS

A R W] 20254045 11 H 52028404 H10H

HERLE BTN AR P R 2 TR BRI 5T

MRS 04725Q10039R3M

ERRE: GB/T 19001-2016 idt ISO 9001:2015

BEHETEE: 06-17HAEIRERM S BUZ AR GHihir285) . 6840MAMS WA (I11-1 5
SURMER R AARTUR, itk DASALIR SR A SC D |« 21-02 18 Bk GHiRR 02K
) . 18-07-05 BN L AR, 19-038h Ttk ((RATE™5H)  22-01MiKRF7#T
B, 22-14 RS E RSN,

A R 20254045 08 H 52028404 H07H

MRS 04725Q010000039
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INERR#E: GB/T 42061-2022 idt 1S013485:2016

HEE: 06-174H A IREM S RIG R (Fihkr225) o 6840K5MS ML (I1I-1 5
BURTER R ARBUR, ik AR SR DA I o 21-0282 % B Cithiv 7 28
5) . 18-07-05 AL LA, 19-0381 T8 ((XIRETE =) o 22-01IMiR 21T
g, 22-14 B S5 E WREILIHT A,

A 3 20254045 08 H 52028404 H07H

LT3 SOdR BT RH B BR A

TS 04725Q10000038

INIEFRHE: GB/T 42061-2022 idt 1SO13485:2016

FETGE . BB, M. SEEE. WL, BEMKRITIRARR. has g g,
BBEEIR . SEEER. SECREEER. WHERE R, wEWR. ENSEEE
M. RS E AR, MR B R, SR, SERPBENET. TS
BEUER AR RS, HEARIG . BUERER. HEMEE R, il — kXA EE
KR, SMERN G AR AR, RESKET AR, BN E AR AL, BUE AR
AR EL. OUE RN S AL, BB A BARE N T e AR R B, A A [ 2 A B
B, SMEPNEE 2SR, DB N T A e ., I S BB P 5T 22 2 g .
AEE A BAREN ST 22 Al 0, B AR e dn il ., BRI 2L a i e, A EHrE
TEIEREL, W B AR e, RN AR A, FRENEE FRESWE. &
5|5, SIS RS MENR BRI A L, RSP 22 2235 g, MEIRRL G By s diil i, =S0%T
LAERMEL, AEMRUVESMRI SRR | BEVERE N B S AR AL, B E AR RS A L. ARl
b F RS ter ST N W SR K v oo 4 < N NS R iR L a1 A N = N
HEIRE, DO, SERR. HERE TRERSE, MR —AHE, %S K TEH
ERGE, REY FENFE, BKEMEETR. —RESIEEE -F R, BT EH
PR, FUMBUE e R AL, MO RO E AL, R Sk, 228, B
FHHR22 7], BRVEN . FIIEEIE TR G T ARSI, HRE S B E AL E 25 F AR 2
. MEEER, AT KRESE. WEERMORATFARERE. FEBERAT
REMEL, FTEBERATFASME, FHEFRITRAFAT RS, SERBHENTF
REhtL, B —IRRINE & 22 a L. A RINE TR e o, SRR A
B, ZIBUBENET LA AR 0. PR A PN [ e B Al L, UM PN [ o 22 2 A B DR T
K. HFEHRSS

A % 2025404 H 08 H 52028404 H07H
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TCRSEE RN (FRN) HRRAH

MRS 04725Q010000050

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

F%7EE: AEGFR/KRAS/BRAF/PIK3CA/ALK/ROSIFERIZAMGMARFI & (Al 3% A&
1) . AEGFR/KRAS/BRAF/PIK3CA/ALK/ROS1 L [RIZRZS 53 M R PR T 4
A FERIARSS

1 3 2025404 06 H 52028404 05H

KR T BB E G R A

TS 04725Q10030R5S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015
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BV — R, BB, BERHOME. ERPPOE, BRI
B, ~RMEEHEEFEARMC, —RMEEHFERK, —RIEMHE . EHDMT. BHY
BOEAELH) - ERYR, ERADMA GAELE) « M. SO BUERER. M.
iy, EHPEE (B | RER. EHEESEENRIITL. £~ (BFRE
it I EE BAEAET) FIARSS o

A 3 2025405 H 23 H % 20284E05H 22 H

HEMS: 04725Q10000257

INERR#E: GB/T 42061-2022 idt ISO 13485:2016

BHEVAE: —RMEMEHBT M. ERBRER. EH2MAE. BRI OSE, BRSO
B, ~RMEEHEETFARM, —REEHFRK, —RIEFHIEF. BHDM . BHZ
B OEELH) . EHS®R, ERDSMT JELE) « W, SO, BIRRER. M.
o, EHPEE (B | BEX. BHRSEERRIL. £~ (B
it S ZHEAE ) FIIRSS o

A % 20254054 23 H 52028405 H 22 H

R B E R B AT R B IR AF]

MRS 04725Q10280R1S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

U GEIER RS, NEEREGRRS. MENSE. NRRGERGN &
IR, AEr=RIRSS. SR ml AR T T &
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A R 20258:05H20H % 20284E05H19H
HEMgwS: 04725Q10000280
INUEFRIfE: GB/T 420 61-2022 idt ISO13485:2016
I SRR ER RS, NRREGRS. MEANRE. NRREREOCTHERSEN &%
Ik, B NIIRSS. SR TH R AR BT A&
A %W 20258:05H20H %20284-05H19H
BB RRE R A F]
HEMgwS: 04725Q10000277
INUEARIE: GB/T 42061-2022 idt ISO13485:2016
ool PUA. FEERR. PUOAMMRE(LE ASOM., AL &EBRIITR. L~ fk

5o

2 20254055 17 H 2028405 H 16 H
EZBARBOE (L) BT ama R
EMRS: 04725Q10250R1M
INUERRME: GB/T 19001-2016 idt ISO 9001:2015
S 20024ERR I H R T12%: 6801, 6803, 6804, 6807, 6808, 6810, 6812,
6815, 6816, 6821, 6822BEEADL AR A, NHR NN B, 6823, 6824, 6825,
6826, 6828, 6830, 6831, 6832, 6833, 6840 (ZFLZWHAH]) , 6841, 6845, 6846,
6854, 6855, 6857, 6858, 6863, 6864, 6865, 6866, 6870, 6877*** 20174EMRsrk
H%: I2%: 01,02,03,04,05,06,07,08,09,10,12,13,14,16,17,18, 20,21,22,6840{k4M2
BT % 20024E AR PR H%: 1126: 6801, 6802, 6803, 6804, 6805, 6806, 6807,
6808, 6809, 6810, 6812, 6813, 6815, 6816, 6820, 6821, 6822, 6823, 6824,
6825, 6826, 6827, 6828, 6830, 6831, 6832, 6833, 6834, 6840 (ZFZWIRHI) ,
6841, 6845, 6846, 6854, 6855, 6856, 6857, 6858, 6863, 6864, 6865, 6866,
6870, 6877*** 20174ERR/ZKH%: 1126 01,02,03,04,05,06,07,08,09,10,11,12,14,15,
16,17, 18,19,20,21,22,6840(A5MZ W5 , DL EVEEISEMRS (k) i,
B 2025404 H 18 H 2028404 H 17 H
EMRE: 04725Q010000250
INIERRME: GB/T 42061-2022 idt ISO13485:2016

EIEH: 20024ERRM K HF: M2K: 6801, 6803, 6804, 6807, 6808, 6810, 6812,
6815, 6816, 6821, 6822EEADE AHRE. (UH MMM BIIL, 6823, 6824, 6825,
6826, 6828, 6830, 6831, 6832, 6833, 6840 (FZWHAH]) , 6841, 6845, 6846,
6854, 6855, 6857, 6858, 6863, 6864, 6865, 6866, 6870, 6877*** 20174EHRsK
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Hs%: IM2%: 01,02,03,04,05,06,07,08,09,10,12,13,14,16,17,18, 20,21,22,6840{k4hi%
BT 20024ERR > H % 1126: 6801, 6802, 6803, 6804, 6805, 6806, 6807,
6808, 6809, 6810, 6812, 6813, 6815, 6816, 6820, 6821, 6822, 6823, 6824,
6825, 6826, 6827, 6828, 6830, 6831, 6832, 6833, 6834, 6840 (FiZWHRAH) ,
6841, 6845, 6846, 6854, 6855, 6856, 6857, 6858, 6863, 6864, 6865, 6866,
6870, 6877*** 20174E R H: 112%: 01,02,03,04,05,06,07,08,09,10,11,12,14,15,
16,17, 18,19, 20,21,22 6840{KSMS AT | DL LTERIMNAERS (HUR) H$HL,
AW 2025504 H 18 H E20284E04H17H

R RS R R R A R A A

TMHERS: 04725Q10244R7M

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

B maE: BahXEE S WXL, FERXGZ. BahXEHZMXR%RL. s
TEEREX SN, BaNCEX ML, BahAXFLHBEH R, A=k,
AW 2025504 H15H £ 20284E04H 14 H

TS 04725Q10000244

INERR#E: GB/T 42061-2022 idt 1S013485:2016

HEuE . B mmE IS WXL, XL, BahNEHIZHXa%il. e
TEEEXHEAN. B NCEE XML, Bah:AXPEAUNBEH IR, A =Rk

% 2025404 H15H 582028404 H14H

JERUGE A B2 R PR A )

TS 04725Q10253R1S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

EaEE: e, BRI, KIS ARSS (11, HI2EERIT a0 AIHeft,

A R Wl 2025404 H 11 H 52028404 H10H

FMERS: 04725Q010000253

INIERRHE: GB/T 42061-2022 idt 1S013485:2016

G e, TR, RRKIREEARSS (11, HI2RERIT a0 IE2 AL,

A % 2025404 11 H 52028404 H10H

L SRS 2 PR

TS 04725Q10000249

INERR#E: GB/T 42061-2022 idt 1S013485:2016

T MRS RACE R AE B RS TR O,

A 3 202540402 H 5820284204 H01H
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WEAEMR (b)) AIRAH

MRS 04725Q10247R2S

NERRE: GB/T 19001-2016 idt ISO 9001:2015

FEIEE . RINSWNRAF FTBOFRVEEIN) BBEHIFR. EF=RIIRSS
A W 2025404 H 02 H F20284:04 H01H

TS 04725Q10000247

INERR#E: GB/T 42061-2022 idt 1S013485:2016

o RIMZEAH ATEFATEREN) SRR, A fRSS.
A R 20254204 H 02 HF20284E04H01H

HIEN=

PIRIAUE

WZR B B R T T B A BR AT

MRS 04725Q010000428

INIEFRME: GB/T 42061-2022 idt ISO13485:2016

i LM R, A (AFRREMARIZIEA =) MRS, 2. Mpat
% (HERENERRES) e,

A 3 20254E06 03 H 52028406 02H

B IR 9 LT R TR A ]

MRS 04725Q10422R0S

INERRME: GB/T 19001-2016 idt ISO 9001:2015

T EIREIMRRA . IR RTER. TEIRAR A, VKRR R R 1 T T
K. HEFERRSS

A R W1 20254E05H 26 H 520284054 25H

TS 04725Q10000422

INERR#E: GB/T 42061-2022 idt 1S013485:2016

VG TEIRIE R, EIRIESN R, TEIRAIRAL. UK LR A R AR R T T
K. AFERIRSS

%W 2025405 26 H 52028405 25H

JH & R AR R A FR A H]

TS 04725Q10000401

INERRfE: GB/T 42061-2022 idt 1SO13485:2016

ol EREEA (BETrasmER) Mgtk £r-flss. RIEEN SO 22442-
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1:2020, EN ISO 22442-2:2020, EN ISO 22442-3:2007 5 R4~ TR R & A,
A W 20255:05H07 H 2028405 H 06 H
LRI BT R HR A IR A ]
FMERS: 04725Q010000189
NEFRHE: GB/T 42061-2022 idt 1SO13485:2016

EVEE BRI, AR (FA) RINAFE WAk « &
H AL AR ER W T & A7 GEMARIERICAT) RS,
A R 2025404 H 27 H 52028404 H 26 H
MRS 04725Q10189R0S
INERR#E: GB/T 19001-2016 idt ISO 9001:2015
TE O LA RGN, LLAME R (FA) RMNAFIE (b2 ki) |« 2
H LA ER W & A7 (EMAHIERICAT) FIRSS,
% 2025404 H 27 H 52028404 H 26 H
LLZRIAS A RS A IR A )
TS 04725Q010000182
INERR#E: GB/T 42061-2022 idt 1S013485:2016
T VO s B KPR RS Ok, R v s G I BORE, B B RRIE E R, BRRIK
BERSBORHN I T R . 4 GEMARIEZRIEA ™) RIS
% 2025404 24 H 52028404 H23H
H SRR BRI RS A RAF
TS 04725Q10175R0S
INERRM#E: GB/T 19001-2016 idt ISO 9001:2015
R WHHHRSERS (k. ZE) IR, e 20024E7 2K 5% 1112 6804
IRELFARES, 68157 G HIBM, 6821BE M TUARLR, 6822 AR, {U#RK
BT B 7 (6822- 1A S HE M B (AR Mk, M) Se P B FH R BR A1), 68 2 3 125 it 75 L g B A R 8%
&, 6824 DAL AR, 68250 F misNARIEE, 6826WBAYT M LA, 6828
FIREIERIE %, 683018 HIxHTLRi%ss, 6832F5 M mAEN£kikss, 6833EMRILE, 6840
Il RAG 56 73 BT A 38 12 32 Wik 71 (2 Wi I BR A1), 6 84S IR MG IR Iz Il i Ab B % £, 6854 F K
., ARE. BITERELEHE, 6858FEMHKIT. KR, RiiLEkarH, 68631RH
K, 6864 FH LAEMB R HOR, 6865 HEEEMRI R A I, 6866F FH % T+ K K i
fh, 6870%KME 20174ErHK Hk: 11125 OLHTEFARBM, O02CIRFAREM, 03FPLZAIL
IMEFAREE, 04BFIF AR, O0SHEIHNATTIRM, 061 HBUREM, 07BEHIZEMIRYT
PRI, OSWRR. JREFFIZARIARR, O09VRRIAYT ARk, 10%AiL, BEHTFKIMEREEM, 147E
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W, PERRIB R, TOARRI AR (R i (e, R, ) R AP BRI BRAM), 17 DA
aebk, 18%/ Kl EHENATARIEEZEIRN, 20 EERR, 21EMRM:, 22imKRERER 2002
EREF: T 6801EMAMNIFAREM, 6803MHZEIMEITF AL, 6807 Mgz L& Fh
BEREARS, 6809 IBIRALIAAMNEIF AR, 68105 EAMEL(E R F RIS, 68157F 5 5l
b, 6820 EIL SR, 6821 FNARILE:, 6822FEHE ERSA., (W38 MINFI B IR
75, 6823FEMH BN ARIEE, 6824FEHBUOLINARIEL#, 6825 H mMINAR S,
6826VIHLIATT MR E K75, 6827HERSM, 6830 HIxHTLkitss, 68311E HXSTLkHM )ik
MR, 6833EEHIKLELL, 6840IfAKK I 7ML A &2 WA I (12 Wik IR A1), 6841
R LIRS A B, 6845IAAMEIN S ML B #%, 6854 TFARE, A=, BITE
e Man R, 6855 IERNL & LanE, 6856 P BliLs MavH, 6857IHEMIKEILE K&
R, 6858EMHRYY. KR, RMik&KatE, 6863MEEMK, 6864 H TLAEME K
HORL, 68651 FSE SR KR &7, 68661 F &7 TAHRL AL, 68708k 2017452
Hat: 1128 OLATEFARBM, 02TCIRF AR, 03#H&EHILMETFREFM, 045FFAK
e, OSHETATT RSP, O6EEFIIRIGast, 07EEAISEHII Ak, OSHENL, MRREBEANZRL
b, O9VIHEVAYY BAK, 10%MIL. FEHTRUASMEIRENK, 11B573MIHE K s, 14E
. EEAIRG AN, 1SHBFEREER, 16AREINK, 170k, 18W/ Rk HB4
SEANEE AR, 1B HIFRE as ik (W ERbRIN), 20 - ERde i, 21BR KR, 221 RS K X
NV A

A B 2025404509 H 2028404 H 08 H

TEMRE: 04725Q010000175

INEARME: GB/T 42061-2022 idt 1IS013485:2016

FETEE: WHFIAE RS (R, T8)M5REL, A 2002478 H%: TII2K: 6804
IRRBFEAREIM, 681514t MM, 68211 Fl L T AN s, 6822 AAA, (A
BT 1 75 (6822- 1 IR RE il B (R Mk R ) A4 B FH VR B A1), 68 2 3 1% FH e 75 AN 2 M A % 1%
&, 6824 HIBULINAR S, 68250 IS ARiLar, 6826WIHIAYTY KFE %, 68281
WAL IRIE %5, 6830FEHIxEkIL®r, 6832 mREMEkILE, 6833EMZLELE, 6840
e A 362 2 W7 A #8 B 12 Wi i 0) (12 W AT R A1), 684 ST SMIG IR S MR AL BRI £, 6854F K
. BE. BITERG MR, 6858FEMRT. KR, ks KAnE, 68631ERH
Kt 6864 H TLAEMEL KBk, 6865E FHAEAMEL LKA, 6866 5 1k K il
fh, 6870%KME 20174E 3 HF: 1113 0OVETRFREM, 02CIRFAREM, 03ZALL
IMEFARIEM, 04FFFARIEM, 05BEHEIT 2K, 06K H MG, 07EEH AT
PRb,  O8MEMG, JPRERFIZRIASIL, O9VIHHIGYT Asik, 10%IML. FEATAUASMEIRARI, 141%
. ERRRTAR R, 16RRBL (A R BE (i, BEEE. ) I BRR RSN, 17 R
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PRk, 180k, HHBVAETHAUEZARE, 20WPEESRIR, 21BEAKME, 220HKRER AR 2002
ENFKHET: 2K 6801REIMIFARAM, 6803 F RIS, 6807l b
BIEREYR, 6809MIRNLIAIMEIFARI, 68105 MR F AR, 681574t %
PRIk, 6820 IEIZEARM, 6821 ARk ss, 6822 A AR, (X8 RNFI B
%, 68235 HIBM LA L KIFE, 6824 ML R4S, 68250 HImsiiAsi%ks,
6826 YFRIAIT R %5, 6827 R, 68305 HIxSTLkiILss, 68311E XLkt E %
BIERIE, 6833EHINGRILR, 6840 KRKLE 5 ML AF SIS BT (12 Wik FIFRS1),6841
B IR AR S A AR L, 6845IRAMBIA R IMBAL B 5, 6854FAR=E., B=E. BITE
LR A E, 6855 RN AsE, 6856 Ml R asE, 68571H &M KRR N
P, 6858FEMHKYT. (KR, WMIk&E A, 68631ERHEl, 6864 A MK
Bkl 6865E HAEAMEI IR G, 686615 B TA KL HilTh, 68708k 20174502
Hat: MI3: OLATEFAREM, 02TCIERF AWM, 03MAFILMEFARIEEM, 045FFA
B, OSTUSHEIT 2SM, O6EEHIRIG AR, 07 FISEMIMEI AStl, OSIRIL, JRRAEAIZURK
bk, O9VIRHIGYT#Rik, 10%IMN. BEHTAAIMEIRSI, 11BI7 8N & K AR, 147F
Wi, PERRIBGIARAR, 15HBEREA, 16HRRHEM, 17000, 187/ R HhBhk
SEAIREZE AR, 1915 F FE A AR (BhWTBSbRAN), 20 R B0, 21BEHRPE, 221G RAG K6 3% bl
I 2BEBRTT 2o

A R 2025404509 H 5202840408 H

RN

LLZRIRAE SR TT 2 A PR ]

MRS 04725Q10172R1IM

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

FETOE . FRNEAR. FRRRIBEH R, Er-MiisS. FRRIIZIEAT,

A 3 2025406 H 28 H 2028406 H 27H

MRS 04725Q010000172

INERR#E: GB/T 42061-2022 idt 1S013485:2016

BEEaE . FRNEAR. FRARIBITFR. Er-fikss. FRARIZIEA™,

A R Wl 2025406 H 28 H%20284E06H27H

U 2 DLP A RO TR A )

TS 04725Q10429R3M

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

BEVGE: AR, EHSSAREEE, ERESTER. L3R RI2 A0 KRS
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it BRI g, BERRRUR, FBEIAIPREYL, EXAE, PCRIR(EMHE, FriE
B, POREGRG, WAL, BREEHIME, BREMCZPL. PUMORTRI AL, JRRAS 24 e B
Pl RELIRM &, BB A, @ UEGE, JEAHL. SR PL MEBtE — AL B3l
FRERIN, 2EIEIRERN. ARHRMY. BEREFHRX. BaFEm 2 B30T
AL, AKIBIEIIE., SEEiamme. BahZZmY, MEYRERER. a3
BN, AT, SR TR, ShP R B TARh iR T IT &, 4
ey e, RS Bkl o EYrEet. BERESIES. EAEOIL. RIETE
Pl ERAERTBIT R, B, W6, IR (B int2) o BERRERAERE. AR
RURFE. BRI URGRFAE. RN, BERMBe AT, 27, #HE. 5
(Eriat3) o ARUIAPL 2BFREH. AEBKIL L EEPLE. kX
M. A, e ks (Er-ftd)

A %Wl 2025806 H 14H 32028406 4 13H

MRS 04725Q10000429

NIEARIE: GB/T 42061-2022 idt 1ISO13485:2016

Bl AYrel, ENESRERE,. EREELEG, L3I0 s 7UERE &
it BRI 8. BERRRUR, FBEIAIPREYL, EXAE, PCRIR(EMHE, Fri&E
B, POREGRG. WAL, BREEHIME, BREMCZAPL, PUMORTRI AL, A 24 i B
Pl RBELIRM &, BB A, @ EGE, fEAHL. SR B JEB R —PLEIRTHT
&, A e R CErHihkl) o AEYEets B IEG. EREOIL R0
THAL BRAERIBEIT R, A7, W8, RS (Er-ihk2) . BERREATRE. BER%
RISV, BEANRURIRFAE. BEMRRAE, EMMBe AT &, A, #HE. i
5 (Eredint3) o HRAUIAHL, 2EZROIL. HHBOKYL LHEIL SRS E. Hik
YRR R, A, W8 ks (Er-fitd)

A %l 2025806 H 14H 32028406 4 13H

MRS 04725E10014R1M

NUEARIE: GB/T 24001-2016 idt ISO 14001:2015

Bl AYrel, ENESEERE,. EREELEG, B35 s 7% &
it BRI 8. BERRRUR, FBEIAIBREL, @EXAE, PCRIR(EMHE, Fri&E
B, PEEGRG. WAL, BREEHFIME, BREMCZPL. PUMORTRI AL, A 24 e B
Pl RELIRM &, BRI G, @ UEGE, JEAHL. B PL MRSt —RAL. B3l
FRERIN, 2HERERMN. ARHRMY BEREFHRX. BaFEmY 2B 30ETm
AL AKIBIERME. SEElaime. BB, MEYRERER. 2B
RO, SANAT WA TE, shPidE TOEuS, S EeRb B TR A A &, £
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FEL OB, RS RRSEE RS (Eretiikl) o EPRets. ERESTER.
A B O, BTN BRI R, B/, 8. RSN KRS S 3
(CEFEiik2) o ALY 2EFEL. ALK GENL, GENAE. KX
MR, A=, HE. RGNS WS ENES) (Er=Hiik3)

AW 2025506 H 14 H £ 20284E06 H 13 H

TS 04725510014R1M

INERR#E: GB/T 45001-2020 idt ISO 45001:2018

BHEGE: AP ret, ERASSREEE, BERESTER. L3N IS5 0K
fitt, BEHAIBIRIGMER. BERHEBEWK. FENERIMREUL. BXAE, PCRIRIEME. R
=, WHEHARG., AR, WREENFIAE. BRERCZIHL. PEMIMRIENL. IPRRS 29 s
Pl. HEBM G, BREM G, EBMESE. BEAPL BT M —NL B3l
RERMN. 2HMPIRERN. ARBEMRY. BESBEE. BaER. 2 B3R
SEAL. IKIBRRIIIEAL., SEEREE . HEZRWN. MEMRERER. 2HM
BN, EIMT WO, S TIes. 3R B TR I P &, 4
FEL OB MRS MR B TR S (R kD) o AR ke, ERWES T
EG. EREONL. RHETEYL ERAEMIRH TR, 5. 8. IRSSATES K
R REHNE) (A= Hik2) o ALUIRHL. RENGENL. HEBOKPL L,
PG, KRR, /7. B8, RS TR Z 2B RS (45
#E3)

A 2025506 H 14 H £ 20284E06 H 13 H

T St 22 i EM A R

FMHRS: 04725Q10418R5M

NEFRHE: GB/T 19001-2016 idt ISO 9001:2015

T uE s RSN R SR, vIRIESMR SR (Rifh4a: SEalizz) | Rl
AMBIgELZR (Fifh4a: BURZZ) MRHHITR. AEF=RIARSS.

AW 20254506 H 13H £ 20284E06 H 12 H

TR 04725Q10000418

INERR#E: GB/T 42061-2022 idt 1S013485:2016

BEEVEE . RIS RGE AL, rTIRIMESMR gLk (B4 Salize) | mliedk:
HhElaELZk (Rimda: BIRZ2) WIRITHTFR. AEr-fRS.

A % 2025406 A 13 H 52028406 12H

KRB R AR () A R AT

TS 04725Q10406R2M
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INUERRE: GB/T 19001-2016 idt ISO 9001:2015
Maaiill: BNy, BHEE. WBAEMESRAIL, WA R AR E MIRE, FE
WRERE SR, (RS, PURWRSIE. B REIR, SEla 7 (AT &, A iR

%o

A R 2025806 H05H 522028406 H 04 H

HEMYwE: 04725Q10000406

NUERRIE: GB/T 42061-2022 idt 1ISO13485:2016

Maaiill: BNy, BHEE. WBAEMESRAIL, M EEM R AR E MIRE, FE
WBRERE SR, (RS, PURRSIE. B REIR. SEla 7 (IR &, A iR

%o

A R 2025806 H05H 522028406 H 04 H

LIRS BRI 7 as A PR ]

HEMYR=: 04725Q10000200

NIEARIE: GB/T 42061-2022 idt 1ISO13485:2016

WUl LEDTAREEAT. FATHL, HalfiELGZETARE, HaldraaTARE,
FARE., FAMBBEINAXTAREIALT, BRI R, E-iiRSg. EHmE,
BRI, B, ZERIIRSS.

A %W 20258:05H27H 32028405426 H

MRS 04725Q10200R5M

NUEFR#E: GB/T 19001-2016 idt ISO 9001:2015

WUl LEDFARILEAT. FATLHL, HalfiELGZETARE, Haldr-aaTARE,
FARE., FPAMBBENXTAREIAL, BRI R, E-iRSg. EHmE,
ER BRI, B, ZERIRSS.

A %W 20258:05H27H 32028405426 H

LR R B A A A BR 22

HEMYwS: 04725Q10000423

INIEARIE: GB/T 42061-2022 idt ISO13485:2016

VUl EHERS (MO | aIREESMaE G2, nTIRICIESMRIAE LT HHT
%, A RIIRSS .

A 2l 20258:05H26 HE2028405H11H

MRS 04725Q10423R1IM

NUEFR#E: GB/T 19001-2016 idt ISO 9001:2015

BEOHE: ERFERER (M) | Al tEsbelaE G4k TR IESMRI SR LRI T
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K. ARG
A 2025505 H 26 H % 20284E05H 11 H
R TR SR ARR A
TS 04725Q010000411
INIERRHE: GB/T 42061-2022 idt 1S013485:2016

mVGE MECR SN, 2 ENMRERN, R EEHBESH ANERS 5
M. ILEERGARNAR AEETHM) . JLEEZARFUINTFHRS JEET
W) . MEEFRGSRMARS AEEITEM) . R EDNLIMEASH AEETERM .
AR — A LRSS EERIT8M) |« DBRREIRIGYT Tl — M CrEs E
Eyresth) . BHLEFRGARMARS AEETHM) . 2 BOBERIE ISR R
AEET M) « 2HERGERNRS R o JLEOBMEIRITG)IZ RS
CIEBERSTEM) . BAOHEERIEE GRS AEETM) . PELSEFRNRSR
AEE7 &M « BOBRRIIGTIRS AEEIT8M) « 2IWMESIT 25 JEEST
i) . EEE S LEBEERRS EETHEM)  REAEREEERS REITH
) 5 MARBIIREBE RS AEBRTEM) MIZHIFR. 4 FIiRSS.
A % 2025405417 H 5202840516 H
MRS 04725Q10411R2S
INERR#E: GB/T 19001-2016 idt ISO 9001:2015
BT MECRSN. 2 ENMFRERMN, R EEBEIN AR 2
M. ILEERGAERNAS JEETHM) . JLHESEARFIFNTFHRS AEET R
)« MEEFRGE MRS AEETEM « 2ENIIMEIL N AEEIT R .
R PRERIEIATT — M TAESS IR T a0 |« OEIEIRIGTT i — &L TrEw (IF
Eyresii) . BHLEFRGAERMNARR QEETHM) . 27 HOBERIE ISR R
AEET &M « ZHERSGESRNRS R |« JLEOBMERITAG ISR S
CEEST M) « RAOHEIEREMEIGRSE AEETSMK) . PESKERENRS
(EBEITEM) . FORMINGTFIMASR JEETEM) « ARSI RS AEEST
W) . EEMSOEREMRAS QEERTEM . MERBEEERRS (EETH
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18, 19, 20, 21, 22**ZEy7 M RE(i8im. W7F) ™ 2002/2012kk: 1135: 6801Ht;
AMEFEAR B 6802 BN T AR A, 6803#HZ MR T ARAI,; 6804HRFI T ARAS;

6805 H-ELIGARLTF AR, 6806 1 ERIFARE; 6807l LM EIMEI T AL ; 6808HEHE
ANEFEARB; 6809IPRALIZAMELFEAR B, 68105 AN (BB FAREM; 6812417/~ F}
FIFREM; 6813HKIAEE TR, 681514 FFHIZM; 6816%a5 ) BIF R A

6820 M IS R A ; 6821FE M XA, 6822BE A AR, (AR KNI ;

6823175 F 5 (X B R 8 6824 DA BN &, 6825 FH MU 2R 15%s; 6826
PIFRIAIT IR RS 6827 HEEAR MK, 6828 FIMGILIRINAT; 6830EE FIXHLkiLss; 6831
5 P X S ERH I e 8 S i 68321 FH miREHT kit & ; 6833 R ; 6834EHI MLk
Bidr . 258 68401 AR K 43 i (s M2 Wik (2 Wik FI AR FBARIR R O i 17) ;

6840k R KL 55 73 BT 1 25 12 12 Wik (12 Wi 75 IR IS I 17 ) ;684112 FH AL 56 A1l BLfil
BEEE; 6845KIMEIR KM IR ; 6854F RE BME. BITERFENEE;
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6855 T IEFHE 75 M 685650 4 By 75 Jedn HL; 6857THF A K k7 Jeai L ; 6858%
FVRITAGIR, B & K aeE; 68631 EMARE; 6864 H TIAEMKIEERL; 68651 %%
MR GH; 6866 BRI 57 FARLE Il ; 68704k, 68774 Naabt***; 2017hi:
II2%: :01, 02, 03, 04, 05, 06, 07, 08, 09, 10, 11, 12, 13, 14, 15, 16, 17,
18, 19, 20, 21, 22 &EMRSSITRLFTI K BN 22 2 BRTE H,

A R Wl 2022410 11H 52025410 H10H

RDGR) 2 Wi AR B A R A A

FEMS: 04722Q10640R1S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

EEE: AR NL. 2&EEM A IT L, EF=RIIRSS

A R 2022410431 HZE 2025410 H30H

TS 04722Q10000640

INERR#E: GB/T 42061-2022 idt 1S013485:2016

BauE: CPESBMANIL. MR R, B FIRS .

A R 2022410 431 HZE20254E10H30H

BRI ARG RR A F]

TS 04722Q10636R1S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

VA RIMSWRR FTEVFREREIN) IR R, AEF=RIRSS

A R 20224E10H 29 H % 20254610 H 28 H

TS 04722Q10000636

INERR#E: GB/T 42061-2022 idt 1S013485:2016

EREE: RINSIAR TR RaREN) BT R, AEF=RIRSS .

A R W1 2022410 H 29 H 52025410 H 28 H

YA

TR SRR BR A F]

TMw S 04724Q10000018

INERR#E: GB/T 42061-2022 idt 1S013485:2016

EiE: AKSLCO1BIMIApoERHKMIANE (PCR-UEEHREHR) F Mgt k.,
AP RIARSS

A % 2024401 H10H 52027401 H09H

TR B TR AR A ]
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MRS 04723Q10000685

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BEE: 223, BRESk, BRAHB2ZT), HEkE. FRERTE. BS5lE. B#5l
BhOBEALER. MRS, B, SE . S, 2085, FRRE. TARIE K. WiETEUH
. BRI EAR. B RHAEITAE. FEEIYE. MM, RS EhEE. RIS, R,
TR, JFIHE. B IRER. HLWTEY. IBATICEEEH. IBRETHUHAR. BAEIFRNRITER.
AFERIRSS . SEEEEIBET. BlESEESIRT. SO0BeBE JE8e) . SEaE
(T) . ANEWEEFERI R,

A R W] 20234115 13H £20264E11H12H

TR ATLIG BT el PR F)

MRS 04722Q10000667

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

il H%E EHYITE. BRYER, 2EK. EHBIUR. OrFRgsaTFARA,
FRAZWIR, FREBK, BRH#EEE, KE (BramicEfH) « EHESE
(BEFY RS EMR) ML, EF-RIRSS.

A %W 20224E12H 23 H 52025412 22 H

TS 04722Q10667R3S

ERRE: GB/T 19001-2016 idt ISO 9001:2015

il HR%E EHYITE. BERYER, 2EK. ERHBIUKR. OrRgsaTARA,
FRAZWIR, FRERK, BRH#EEE, KE (BramilEfH) « EHESR
(BEFY RS EMR) L. EF-RIRSS.

A %W 20224E12H 23 H 52025412 22 H

BIERZ AR R AR AF]

TS 04722Q10000594

INERR#E: GB/T 42061-2022 idt 1S013485:2016

S 28 20028k H%: II1-6815, 2017ktH%: 111-14; I13&: 2002433 H
K 6815, 6864, 20174EHF: 14; PA LRI E RS T,

A %W 2022410 14 H 520254104 13H

kg

iSRRI BR A

MRS 04724Q10057R2S

NERRME: GB/T 19001-2016 idt ISO 9001:2015

U BSAPRICHIER. FBPARICHARK. WEEROETEIR. ABRFRICIRE = M T &,
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A= FIARSS

AR 2024503 H30H % 2027403 H29H

TS 04724Q10000057

INERR#E: GB/T 42061-2022 idt 1S013485:2016

0 BSAMRICHAER., FBPHRICHAEKR. WABRGE(AIR. RERRARICIRE ™ MBI F &,
AP RIARSS

% 2024403 30 H 52027403 H29H

PraE (i) By as A TR AT

TR 04723Q10000848

INERR#E: GB/T 42061-2022 idt 1S013485:2016

o B CBER X NRBUE R, FEXRERNL. B XL & i I
K. HFEHIRSS

A % 2024401427 H520274:01 H 26 H

I E AR R AR A TR AT

MRS 04724Q10000064

INERR#E: GB/T 42061-2022 idt 1S013485:2016

Bl PRI, BIRIEBUAFIMI R, 477 GEMARIRITAE) MRS,
KABRR ML/ BB AR SRS (RIKESTE) . ASDC2EH ARG Tk
PCRI%) MHIFAL,

AW 2024401 H23H E 20274601 H 22 H

EREEAMEAR (i) ARRAHE

MRS 04722Q10000650

INEFRUE: GB/T 42061-2022 idt 1S013485:2016

ERGE: MR ERBOITL. EFERIIRSS; B EOHLIH &,

A % 202241103 H 52025411 H02H

HKT

BRI R G R AT

HEMYR=: 04724Q10000004

INUERRE: GB/T 42061-2022 idt 1ISO13485:2016
il —XMEHEROE, BRSO ENRTITA,
A R 2024402 H02H % 2027402 H01H

HKIE & R RHER BR AT
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FMERS: 04724Q10000075

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

WU ERMARNIAS (Fek) , mpERat R Enss) mziedrs, &
ALt AR EEE) , MBEY, POCT MFHXH &,

A 31 2024401 H 26 H 52027401 H25H

HRAIR H 2L & A R ]

MRS 04722Q10649R0S

NERRME: GB/T 19001-2016 idt ISO 9001:2015

EEUE: 2AERCERGNEATTFLE. B MRS

%W 202241118 H 52025411 H17H

MRS 04722Q10000649

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

FEuE: 2EMERCERS WRHITR. A RIRSS

A 20224E11H18H E20254E11H17H

R

K R A R ]

MRS 04723Q10694R1S

NERRE: GB/T 19001-2016 idt ISO 9001:2015

BEIE . FIRRENRIITL o

A R 2023511 H12H 52026411 H11H

TS 04723Q10000694

INERRI#E: GB/T 42061-2022 idt 1S013485:2016

HEE: FRRENRIITLR .

A R W] 20234115 12H %20264E11H11H

[ 22T B bt (R BR A H]

MRS 04723Q10647R0S

NERRE: GB/T 19001-2016 idt ISO 9001:2015

FETEE: I3 20024E53 K H%: 6807, 6808, 6810, 6815,6821, 6822, 6823,
6824, 6825, 6828, 6830, 6831, 6833, 6840 (LWiAFIF KL HIZHI 17, 6840({k
SMZITIRFIERAY), 6840(IZWHAFIA TR BISHI1F), 6840(ZZWiikHl), 6845,
6846, 6854, 6858, 6863, 6864, 6865, 6866, 6870, 6877 20174E5r2KHF%:01, 02,
03, 04,788, 06, 07, 08, 09, 10, 12, 13, 14, 15, loaeliWWigyosssT =07,
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6840(RMS AR T125: 2002485y 2K H%: 6801, 6804, 6806, 6808, 6810, 6815,
6820, 6821, 6822, 6823, 6825, 6826, 6827, 6830, 6840(ZWridHIT L HIZH
17), 6840(ZWIAFIARTHIKIRDBIZHN17), 6840(Z2WiAHI), 6841, 6845, 6854,
6855, 6856, 6857, 6858, 6863, 6864, 6866, 6870 20174532 H%:01, 02, 03,
04, 06, 07, 08, 09, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 6840{k4t
LWORH 1 RE T 3 M0 fE: SEIRS I, IERARIN =4

A % 2023410 H 26 H 52026410 H25H

TS 04723Q10000647

INIEFRHE: GB/T 42061-2022 idt 1SO13485:2016

VI 2K 20024E53 35 H%: 6807, 6808, 6810, 6815,6821, 6822, 6823,
6824, 6825, 6828, 6830, 6831, 6833, 6840 (ZWiAFIFREAHIZHI TF, 6840({k
SMZUTAFIBRAY), 6840(ZWHAFIATIRIEABIZHI1F), 6840(ZiLWikHl), 6845,
6846, 6854, 6858, 6863, 6864, 6865, 6866, 6870, 6877 20174E/r2KHFE:01, 02,
03, 04, 05, 06, 07, 08, 09, 10, 12, 13, 14, 15, 16, 17, 18, 19, 21, 22,
6840MKAMSIBIIAF TT35: 20024E0 K HK: 6801, 6804, 6806, 6808, 6810, 6815,
6820, 6821, 6822, 6823, 6825, 6826, 6827, 6830, 6840(WridHIF LR L HIZH
W17), 6840(ZWIAFIARTRLDBIZHN1F), 6840(Z W), 6841, 6845, 6854,
6855, 6856, 6857, 6858, 6863, 6864, 6866, 6870 20174E/KH%:01, 02, 03,
04, 06, 07, 08, 09, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 6840{K%h
WA T KRBT ISR SE RS,

A R W1 2023410 H 26 H 52026410 H25H

MRS 04723E10030R0S

EFRHE: GB/T 24001-2016 idt ISO 14001:2015

FHVEE: M2 2002403 H%: 6807, 6808, 6810, 6815,6821, 6822, 6823,
6824, 6825, 6828, 6830, 6831, 6833, 6840 (ZWIRFIFHRELHIZHN 17, 6840(H
AMZWTIAFIERSY), 6840(IZWIAFIARFAIKIR A BISHN 77), 6840(FLWrikHl), 6845,
6846, 6854, 6858, 6863, 6864, 6865, 6866, 6870, 6877 20174E/r2KHF:01, 02,
03, 04, 05, 06, 07, 08, 09, 10, 12, 13, 14, 15, 16, 17, 18, 19, 21, 22,
6840IRIMS IR T12: 20024602 H3%: 6801, 6804, 6806, 6808, 6810, 6815,
6820, 6821, 6822, 6823, 6825, 6826, 6827, 6830, 6840(LWridHIF LR L HIZH
W17), 6840(ZWHAFIATARIEARBIZHN A7), 6840(FLWIAFA), 6841, 6845, 6854,
6855, 6856, 6857, 6858, 6863, 6864, 6866, 6870 20174/ H%:01, 02, 03,
04, 06, 07, 0809, 1012, 14, 15, 16, 17, 18, 19, 20, 2172, 684045t
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WA T KRBT WA BB IRSSIIER L AT KRB S S 3)

A R 2023410 H 26 H 520264104 25H

TS 04723510027R0S

INIEARHE: GB/T 45001-2020 idt ISO 45001:2018

VO II2K: 20024E53 3 H%: 6807, 6808, 6810, 6815,6821, 6822, 6823,
6824, 6825, 6828, 6830, 6831, 6833, 6840 (ZWHAFIFTREALHIZHI 17, 6840(1k
AMZINRFIERAY), 6840(IZWHAFIATHRIEA WIS 1F), 6840(ZZWiikHl), 6845,
6846, 6854, 6858, 6863, 6864, 6865, 6866, 6870, 6877 20174E,KHF%:01, 02,
03, 04, 05, 06, 07, 08, 09, 10, 12, 13, 14, 15, 16, 17, 18, 19, 21, 22,
6840IRSMS AR T125: 200246502 HF%: 6801, 6804, 6806, 6808, 6810, 6815,
6820, 6821, 6822, 6823, 6825, 6826, 6827, 6830, 6840(ZWridHIFIIELHIZH
17), 6840(ZWHAFIATHIRLDBIZHN 17), 6840(Z2WiAHI), 6841, 6845, 6854,
6855, 6856, 6857, 6858, 6863, 6864, 6866, 6870 20174E/KHF:01, 02, 03,
04, 06, 07, 08, 09, 10, 11, 12, 14, 15, 16, 17, 18, 19, 20, 21, 22, 6840{k4
WA T RBET etk WIS KBRS IR AL Al S AR A 2 2 Bl 3)

3 2023410 H 26 H 520264104 25H

WHIES

V)1 i 2R B A FR N ]

MRS 04723Q10720R0S

INERRME: GB/T 19001-2016 idt ISO 9001:2015

WU MK 6822 BRADEYAERHE. (R ANFHHIRE, 6821, 6823, 6824, 6825,
6840 I FRAS 35 7> T 2% K 2 Wiist il (2 W Al ERAM), 6845, 6854 1M1 2%: 01, 06, 07,
08, 09, 10, 22 II2: 6821, 6822 FEHDLEME. XA KNFI #6823, 6825,
6826, 6854, 6855, 6856, 6870, 6866, 6841 II3&: 01, 02, 06, 07, 08, 09, 10,
12, 14, 15, 17, 18, 21, 22 ZERSHIIRAL,

A 2023511 H21HE 2026411 H20H

VU1 B BA B 7 A FR 23 ]

FMHERS: 04722Q10000647

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BEEJulE: TR, BERHZIUR, FahifE. HEK, 2ER. FRA, HE H)
WRRRIE TR ARk SS

A R 2022412 H09H 52025412 H08 H
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MRS 04722Q10647R3S

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

BEjuE: FomR, EHEILR. FahkE, HE~ K. 2EK. FAG. M, @)
JRRINE IR, A= HIARSS

AR 2022812 H09H 32025412 H08 H

IRE

H i — B R R AF]

TS 04724Q10000063

INIEFRHE: GB/T 42061-2022 idt 1SO13485:2016

BV AP ENTIR R, B RIRSS

AW 2024401 H23H E 20274501 H 22H

H S BOSE MR A IR AT

TFMHRS: 04723Q10451R2M

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

BEmu: B REDHPIR. — RV S, BRER, B AR E P Rt
k. Ar=RiiRSS.

A R 2023407 31 HZE20264£07H 16 H

TS 04723Q10000451

INERR#E: GB/T 42061-2022 idt 1S013485:2016

BV BRI, — RS HEROE, R, BRI E S
TR, Ar=RiiRSS

% 2023407 A 31 H 5202640716 H

rithE

[ 24520 2 Ak T A BR A ]

MRS 04724Q10014R0S

INIERR#E: GB/T 19001-2016 idt ISO 9001:2015

BHUEE: 28R Mk, M2%K:20020%H%: 6801,6803,6804,
6807,6808,6809,6810,6812,6813, 6815, 6821,6822,6823,6824,6825,6826,6828,6830,
6831,6832,6833,6834,6840 (iZWiAFIFTIKIRLHIZHI ) , 6841,6845,6846,6854,
6858,6863,6864,6865,6866,6870,6877 2017432 H%: 01,02,03,04,05,06,07,08,09,
1oL 2 S S 6 N8, 109, 2100 21,2206 840 11 25:2002 75 2 s
6801,6802,6803,6804,6805,6806, 6807, 6808,6809,6810,6812,6813,6815,6816,6820,
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6821,6822,6823,6824,6825,6826,6827,6828,6830,6831,6833,6834,6840 (IBWiik7E (%
R HOZHICTE) |, 6841,6845,6846,6854,6855,6856,6857,6858,6863,6864,6865, 6866,
6870,6877 2017433 H3%: 01,02,03,04,05,06,07,08,09,10,11,12,14,15,16,17,18,19,20,
21,22,6840 I KES7HM W OdHE: &8RS HIFR AL,
A R 20244E01 4 04 H %20274E01 5 03 H
MRS 04724Q10000014
IIERRHE: GB/T 42061-2022 idt 1SO13485:2016

EE: 2E AR . T12:2002402H5%: 6801,6803, 6804, 6807,6808,6809,
6810,6812,6813,6815, 6821,6822,6823,6824,6825,6826,6828,6830,6831,6832,6833,
6834,6840 (BWIRAIFRIRLHIZHIL 1) , 6841,6845,6846,6854,6858,6863,6864,
6865,6866,6870,6877 2017452 H3%: 01,02,03,04,05,06,07,08, 09,10, 11,12,13,14,15,
16,17,18,19,20,21,22,6840; 112:2002433 H%: 6801,6802,6803,6804,6805,6806,6807
,6808, 6809,6810,6812,6813,6815,6816,6820,6821,6822,6823,6824,6825,6826,6827,
6828,6830,6831,6833,6834,6840 (LWIAKIFRIE L HIZHL 1) , 6841,6845,6846,
6854,6855,6856,6857,6858,6863,6864, 6865,6866,6870, 6877 2017433 H%: 01,02,
03,04,05,06,07,08,09,10,11,12,14,15,16,17,18,19,20,21,22,6840, I KEEj7 M, Wi
TR &EMRSSIHR AL,
5 X : 20244E01H 04 H 20274E01H 03 H
[ 25 2 bk — 1) 2k dn B2 (5 AR) A FR A F]
MRS 04723Q10013R0S
INIEARIE: GB/T 19001-2016 idt ISO 9001:2015
AR M2 2002455926 H%: 6801, 6802, 6803, 6804, 6805, 6806, 6807,
6808, 6809, 6810, 6812, 6813, 6815, 6816, 6820, 6821, 6822, 6823, 6824,
6825, 6826, 6827, 6828, 6830, 6831, 6832, 6833, 6834, 6840 (LWIXFIFEE
EAWISHTAE) , 6841, 6845, 6846, 6854, 6855, 6856, 6857, 6858, 6863,
6864, 6865, 6866, 6870, 6877; 20174E42HE: 01, 02, 03, 04, 05, 06, 07,
08, 09, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 6840{kSMSITik
O 1. AEAEREMEE R, B, B MRS 1138 20024E7r 2K H%:
6801, 6802, 6803, 6804, 6805, 6806, 6807, 6808, 6809, 6810, 6812, 6813,
6815, 6816, 6820, 6821, 6822, 6823, 6824, 6825, 6826, 6827, 6828, 6830,
6831, 6832, 6833, 6834, 6840 (ILWHRNIBKILAMIZHIT) , 6841, 6845,
6846, 6854, 6855, 6856, 6857, 6858, 6863, 6364, 6865, 6866, 6870, 6877;
2017465268501, 02, 03, 04, 05, 06, 07, 08, 09«0, 11, 12, 13, 14, 15,
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16, 17, 18, 19, 20, 21, 22, 6840{KIMSWHAFIMLE MRS IR AL,

A R 2023401409 H 52026401508 H

TS 04723Q10000013

INERR#E: GB/T 42061-2022 idt 1S013485:2016

AV I 2002402k H%: 6801, 6802, 6803, 6804, 6805, 6806, 6807,

6808, 6809, 6810, 6812, 6813, 6815, 6816, 6820, 6821, 6822, 6823, 6824,

6825, 6826, 6827, 6828, 6830, 6831, 6832, 6833, 6834, 6840 (ZWTAFIFEIK
AN 7) , 6841, 6845, 6846, 6854, 6855, 6856, 6857, 6858, 6863,

6864, 6865, 6866, 6870, 6877; 20174E4rZKH%: 01, 02, 03, 04, 05, 06, 07,

08, 09, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 6840{K4MLHWIIR
o 1. REMmBEREmEs (. Bk, BEmREEAEE) 138 20024E0 2K H%:

6801, 6802, 6803, 6804, 6805, 6806, 6807, 6808, 6809, 6810, 6812, 6813,

6815, 6816, 6820, 6821, 6822, 6823, 6824, 6825, 6826, 6827, 6828, 6830,

6831, 6832, 6833, 6834, 6840 (LWiAMITHKERHIZHMI1E) , 6841, 6845,

6846, 6854, 6855, 6856, 6857, 6858, 6863, 6864, 6865, 6866, 6870, 6877;

20174E5326 H5%01, 02, 03, 04, 05, 06, 07, 08, 09, 10, 11, 12, 13, 14, 15,

16, 17, 18, 19, 20, 21, 22, 6840{KIMSWHAFILE MRS TR L,

A % 2023401509 H 52026401 H08H

TR AR AR BR A F]

TS 04722Q10000620

INERR#E: GB/T 42061-2022 idt 1S013485:2016

EEVE: EHNEERGRS. EHNSERACE, BN, RENssE. — )%
B XAER, IR TRRE S RNEESE, RPN SRR ST A,

ARG  BRESNELE MR R R A

A 2022410 H 21 HZE20254E10H20H

MRS 04722Q10620R0S

INERR#E: GB/T 19001-2016 idt ISO 9001:2015

EEE: EHNERRGRS. EHNSRACE, BENEEE, RENSsE. — )%
B XAER., —RERTRRE S ZNESE. RPN SRR ST L.

A FERIARSS; BRSNS R R, A,

AW 2022410 H21H E20254E10H20H
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KBS S RERM A BRAH]

MRS 04722Q10000331

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

TSI AR IR, B GEAZRIEA ) FiiRSS

A 20224206 H 28 H 2025406 H 27H

A

FRBHIR T 2 A B 2 ]

MRS 04722Q10000562

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BTG RBAEINATI. BARUEIRY. 2RigHER. BRI 250

PRENHEBHLR T R AR FIARSS o

A R W] 20224£09H 27 HE20254E09 H 26 H

T0] B A1 PR T R BR A H]

MRS 04722Q10000546

INIEFRIE: GB/T 42061-2022 idt ISO13485:2016

BEUE MRS, R RS RE . — RV R B, — Rk

HHBEHMEE, — XM SRS, BEROmY, —RMEEH =S8, ERMHOE,

—RVEMEHBERE, BH—-RE IR, fUESRE. RIMESEREE . DmMw. 4K
SEREEE, SIS, EHREHE, EHRSRE, EHRSEE, REK. <8

EEE R, —ORMEREA M, G2 1E, SRR T &, B RIS

A R W] 20224£09 H 23 H 52025409 H 22 H

LTA

RIENOE M ONEH A BR A H]

TMgwES: 04723Q10718R1S

INERRM#E: GB/T 19001-2016 idt ISO 9001:2015

S — RS S AR T R, A= MRS .

A R W] 20234E12H22H 52026412 H21H

MRS 04723Q10000718

INIEFRME: GB/T 42061-2022 idt ISO13485:2016

BEE . — XSS AT AR L, ErRIRS

3 20234E12H 22 H 52026412 21H
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CMD delivers quality trust and serves the
development of enterprises.

EEREEE
RS WAL RE

i,

JADI03M

/R ﬁ fﬁ ﬁ ‘ Company Profile

IREEMEINEBRAT (LLFERR “CMD” ) BizF 2002 &, Bi5A 1994 F&2E
REHEERBIERZHN ‘PEETSMESANERY” , BE—RZER\NGEHE, BEET
BREEARRIAE. EF#mrRIAMERERIIHE CNAS INTTHE W MHAENE, REBERIALE
PAPAEENREKRITEIET. HKENIE. RENRBEETRMEEan B WS RIS E
RIFNIMEBIEL T . CMD BRIZRHE ISO 13485 INEEFHEHFE E—AUAILENE,

Beijing Hua Guang Certification of Medical Devices Co., Ltd. (hereinafter referred to
“CMD” ) was established in 2002, the predecessor of CMD was the “China Medical
Device Quality Certification Center” approved by the National Medical Administration in
1994, which is also approved & accredited by CNAS as professional certification authority
with qualification of QMS and Product Certification referring to Medical Devices. CMD
follows and fulfills obligations of certification based on regulations issued by National
Accreditation Authority as well as related Laws. The service target covers various
organizations and external suppliers involved in industrial chain of entire life cycle relating
to medical devices. Up to present, CMD is the top certification body in China in terms of
the number of ISO 13485 certified clients.
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E Bﬂ_i i* E ‘ International Accreditation

CMD 73 CNAS IARTROINIENNE, BEEE
SIANMEHENRESIEARRIALE. MESTEEK
RINE, RUBRZ2E8BAERRINE BER
EINERRFINERNET =2 E WINERR.
CMD Friiig NREEEARR . INEEIRIARM
Rl fEREZ2SBARIANBYRERREIN, &
B “IAF7 K “CNAS” 7R,

CMD is a Certification authority
accredited by CNAS, has professional
qualification of Medical Devices Certification

approved by National Certification and Accreditation Administration including QMS, EHS,
IS and service Certification in field of Medical Devices. The QMS & EHS Certification
issued by CMD has IAF & CNAS label with international mutual recognition.

ﬂk%ﬁﬁ_ﬁ@ I}AEiﬁ ‘ Business Distribution and Team Building

NN

CMD S2ERRMEFEEHHILR, RSWE
BEEEEE, 23E RE. inNIE. 158,
WEREMIZ D FAE, ELig. M. l#El. &
KREFEEBHHIRISNMDIRE. AETHRA.
HiZR. WHER. FIHInSE 8t EHR
T2 FERIRSHE .

CMD is headquartered in Beijing, the
capital of China, with a service network
covering the whole country. It has
established subsidiaries in Guangdong
Province, Zhejiang Province, Jiangsu
Province, and Shandong Province, and
has set up multiple offices in major cities in
China including but not limited in Shanghai,
Shenyang, Chengdu and Chongqing. An
experienced service team was formed by
experts, auditors, assessors, trainers and
consulting consultants.
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‘,[i' )I_k ﬂﬁ %’ ‘ Industry Advantages

EAFEETSMTIINE. B)ISHARSNES T, CMD ZORFETIMBRIR, F
SZIREFERINETRMATI R RHS, SRR, e, BENE. TIHSERERANNS
fES5xin, EEEREAEBRZMANETHRMEFTRFE, SHEHTWHLERRE, (B
ANEEIL S, &k 2024 FiK, CMD BERitSTURIELRETHFME. K5, RS E
MTEEXRR, BRERE:

As a leading enterprise in field of Medical Device industry certification ,training and
technical services in China, CMD fully leverages its industry advantages and resources,
continuously tracks the development trends of the medical device industry at home and
abroad, maintains in—depth cooperation and communication with research institutes,
testing institutions, regulatory governmental authorities, and industry associations,
aiming to build a globally influential medical device innovation exchange platform, strive
to promote industry progress and development, and facilitate technology transfer and
implementation. By the end of 2024, CMD has established cooperative relationships
with nearly 10000 medical device production, operation, and service enterprises in the
industry. The service content includes:

1. AFERWVELEINBIMEERRFE, SFEREEINSEREEHNESE. E#
EMBEEEHS.

Becoming an overseas information exchange platform for Chinese enterprises to
abroad, including providing consultation and guidance on the local business environment,
legal regulations for overseas cooperation regions.

2. EHEFVEXZISEXR, NEXBHES|R, FRiARELSHgEit,

Establishing cooperative relationships with Chinese industrial parks to attract
investment, product technology transformation, and strategic implementation for the
parks.
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/A ﬁ ,E % Company Vision

HMNREETRETIAHEBAFSHEESRACH . FMRERIRSr=IlbE £ TRk
HEYGFXR, CMD FESNASHEKHZENEERZ—ERR, KETINE, NEEST
BRMBIFLEK, WEETRMMHNEIFESER, BRAXEGRE.

We firmly believe that the progress of the healthcare industry cannot be achieved
without multilateral cooperation and technological innovation. We always actively establish
cooperative relationships with partners upstream and downstream in the industrial chain.
CMD continues to work hard to build a bridge for dialogue between partners, leverage
industry advantages, accelerate the pace of medical device innovation, and build an
innovative ecosystem in the field of medical devices for purpose of assurance of human
life and health.

National Technical Committee for Quality Management and
General Requirements of Medical Devices

2EETHEMEEESENEREREAZRR

EREHEEFTF 1996 F 4 Bt ERIEETHMAESENBRERRIAZRS (4
R SAC/TC221) , ZERRH N FETHBMAHIEXRESEIRENFIET TIE, SESHIH
#, AFERmAmEERREMItREEMECMERRATHBEE SAC/TC221 M4t
UTF, 25ESHMEERXITENIN. BENRMIF. #ILE 2024 Fk, BORMRT
BYtrEL 15 T, BHENIALE (BFR CMD) 25RENET S M REEEAR BT EMNE
3 (GB/T 42061:2022 idt ISO 13485:2016 ) FAET =5t X EEXS ET=2MAINAE (GB/T
42062:2022 idt ISO 14971:2019) &g 20 ZEMERRMELE, ELMNTEETBMIRER
RO

National Technical Committee for Quality Management and General Requirements
of Medical Devices(hereinafter referred to SAC/TC221) was established and approved
by National Medical Administration in Apr. 1996, such committee is committed to the
development and revision of quality management standards in the field of medical
devices, after approval from offical authority, jointly served as the Secretariat Unit of
SAC/TC221 by National Institutes for Food and Drug Control and Beijing Hua Guang
Certification of Medical Devices Co., Ltd., participating in the initiation, drafting, and
publication of regulatory standards related to medical device. By the end of 2024, there
are a total of 15 prevailing effective standards in scope of responsibilities. After through
more than 20 years of development and practice, Medical devices—Quality management
system—Requirements for regulatory purposes (GB/T 42061:2022 idt ISO 13485:2016)
and Medical devices—Application of risk management to medical devices (GB/T 42061:
2022 idt ISO 14971:2019) drafted by CMD have become the core standard of Medical
Device Standard System in China.
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Following cooperative clients are part of ours for display listed in no particular order.

INESIEIIS{EE R Certified and trained cooperative clients
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Beijing Hua Guang Certification of Medical Devices Co., Ltd.

CAEETABXRE IINKEEISSHEBAEELE
: 010-64257869, 010-62351993

:010-62013872

. 100011

;. www.cmdc.com.cn
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