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1.

2.

CMD ANV 55 VE B

CMD Certification Business Scope

BHA R INIEMIEK Management system certification area

FiEEHAR (GB/T 19001-2016 idt ISO 9001:2015)

Quality Management System (GB/T 19001-2016 idt ISO 9001:2015)
WREHAR (GB/T 24001-2016 idt ISO 14001:2015)
Environmental Management System (GB/T 24001-2016 idt ISO

14001:2015)

3.

b {2 2 AR R (GB/T 45001-2020 idt ISO 45001:2018)
Occupational Health and Safety Management System (GB/T
45001-2020 idt ISO 45001:2018)

CERIT AW R EEA R (GB/T 42061-2022 idt ISO 13485:2016)

Medical Device Quality Management System (GB/T 42061-2022 idt
ISO 13485:2016)

CBRIT EOARS E A R (YY/T 0316-2016 idt 1ISO 14971:2007 (HE1ERR)

/8% GB/T 42062-2022 idt ISO 14971:2019)
Medical Devices Risk management System (YY/T 0316-2016 idt ISO
14971:2007 (revised) / GB/T 42062-2022 idt ISO 14971:2019)

CBE T AR bk BT e R B 4R &R L IE (GBIT 42062-2022 idt 1SO

14971:2019)
Post-market Risk Management System for Medical Devices (GB/T

42062-2022 idt ISO 14971:2019)

B R EHA R (ISO/IEC 27001:2022)

Information Security Management System (ISO/IEC 27001:2022)

CEFRTEREEHER (GB/T19001-2016/ISO9001:2015 + GB/T

50430-2007)
Construction Engineering Quality Management System

(GB/T19001-2016/1SO9001:2015 + GB/T 50430-2007)
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FEimMESE, Product certification area
17 s
Instrument and equipment
JIR 55 I\ IE UK
Service certification area
03 AR AN F B 5%
Wholesale and retail services
ks (BiEgiEimmss . Kk, Ty SRS iz ik
%5
Transport services (land transport services, water transport services,
air transport services, support and ancillary transport services)
15 GRIFAME IR 55

Maintenance and repair services

RS R DK CNAS N AA LS TE
CNAS accredited quality management system certification business

scope

12 A2ty Ao b S 24

12 Chemicals, chemical products and fibres

13. 02 24 it i1l 7 ) i i

13.02 Manufacture of pharmaceutical preparations
14 R AN IR ] b

14 Rubber and plastic products

17 JEAitt <6 Jes L2 <5 e 1)

17 Basic metals and fabricated metal products

18 MU Sz et (ol 3025, ZEFAEmiERR M)
18 Machinery and equipment

19 HADGA

19 Electrical and optical equipment
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> 23.06 BRI7 SOF BHEMAN AL & B &
23.06 Manufacture of medical and dental instruments and supplies
> 29 R NEE
29 Wholesale and retail trade
> 33 fEEHAR
33 Information technology
> 36 ~HATECE
36 Public administration
> 38 AN 2RSS
38 Health and social work
HH of which:
< 13.02 9138 “13.02. 00 Z9MGHI RIS ", 2 MR S K U Y&
Lo LAERAT N RE s 93
For middle category 13.02, "13.02.00 Manufacturing of
pharmaceutical preparations”, according to the intended use and
definition of medical devices, are divided into the following
subcategories:
v\ 13.02. 00B o 2EER 7 %+ non-active medical devices
v\ 13.02.00C TG 2K =T #5) sterile medical devices
V' 13.02. 00D AR EFT 34 Implantable medical devices
v’ 13.02. 00E 5728 = 7 23  IVD medical devices
< 23.06 38 “23.06. 00 BRI7 RFBHESMOAT s BfIE 7, AR TT A%
R T FH 3 A0 52 SCEEAT /NSRRI 98, 0
For middle category 23.06, "23.06 Manufacture of medical and dental
instruments and supplies", according to the intended use and
definition of medical devices, are divided into the following
subcategories:
v’ 23.06. 00A FYHEEES7 #+HK active medical devices
v\ 23.06. 00B TG 2K L= yT # 1 non-active medical devices
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v\ 23.06.00C TG K& #5K sterile medical devices
v 23.06. 00D fA ANEEFT 23 Implantable medical devices
Fi.  PERIAMEEZR CNAS NANLETEE:
CNAS accredited product certification business scope
19. 11.00 B=J7 AMEFAL RIS RL S8 i fil i
19.11.00 Manufacture of medical, surgical, and orthopedic instruments

481 EEJ7 28 medical devices:

> ABI1 MM x H&keia . B Bly WEAULT T BT o5 LA
THES 9 B Y v %
4811 Medical radiological equipment that uses X-raysora . B . vy
rays, as well as neutron, proton, meson, and other particle radiation.
4812 WAL AR FRIBCEE A B T2 Wi s, Eoh . AR
HAPOCR R ERDG S, BEAABE: MRS AN RSt
B AR AMIEIA v 2 S LB AL B s
4812 Electronic diagnostic equipment for medical, surgical, dental or
veterinary use; Ultraviolet, infrared and laser equipment; Medical
optical instrument, medical endoscope; Clinical test in vitro diagnostic
system ; Medical extracorporeal circulation equipment and blood
purification equipment.

> 4813 HERL CFRD MR AR s a8 B GER &S g EH S
AT BRI
4813 Other instruments and apparatus for stomatology (dentistry)
(except syringes, hypodermic needles and the like).

> 4814 WRE. AMRFERSZI S S5 B I 75 K % i A
4814 Medical disinfection and sterilization equipment and utensils
such as medicine, surgery or laboratory.

> 4815 ARL AR B S e Y Al A5 0
4815 Other instruments for medical, surgical or veterinary purposes.

> 4816 ML iR ae s GBI AR s (LEDIREIIIR A E, RAER
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Iy e FUURITA ISR g N LIPIR AR SO A R I IR 2% HL AR
PIBIG T A ARt s SR AR oA PRI S ERTS B 1T 5

4816 Apparatus and equipment for mechanical therapy; apparatus
and equipment for massage; apparatus and equipment for
psychological function tests; apparatus and equipment for
physiotherapy, such as ozone therapies, oxygen therapies, spray
therapies, artificial respirators or other respiratory appliances for
therapeutic use; cosmetology apparatus; other respiratory appliances
and gas masks.

4817 WL TR A By RBOAIIA B 45 S e B NIER ANk
Pl s BT 2% A b A P R G BRI 11 2 SRty R N A P
b 2 Fs

4817 Surgical instruments and appliances for orthopedic purposes;
splints and other appliances for the union of fractures; artificial human
body parts; hearing aids and other appliances worn or carried for the
purpose of remedying physical defects or disabilities or implanted in
the human body.

4818 WAL, AMRH FRIEREE M E xRSl g LT HieIr &
IR Ak BiR THERE B R AR R 7 BEFATEL: AL
TEANVIHIA R

4818 General-purpose equipment such as medical furniture for
medical, surgical, dental or veterinary use and specialized diagnostic
and treatment tables and beds; barber's chairs and similar chairs with
swivel, tilt and lift mechanisms; medical materials; materials for

surgical implants.

< AR MR EETT AR TIUY I AN E AT /NIRRTy, 0

According to the intended use and definition of medical devices,
subcategories are divided into:

v 481A BIRKEETT 230 active medical devices
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v’ 481B TLIRZKERIT 4k non-active medical devices
v’ 481C LW KEEIT#5 ) sterile medical device
v' 481D tHENZEEEIT #8i implantable medical devices
S FREEEMARIIEDIR CNAS AL & TEE
CNAS accredited Environmental management system certification
business scope
> 13,02 2y B mliE G
13.02 Manufacture of pharmaceutical preparations (in part)
> 17 Rt A m i G )
17 Basic metals and fabricated metal products (in part)
> 18 MU A& R
18 Machinery and equipment (in part)
> 19 HADEFERE GE)
19 Electrical and optical equipment (in part)
> 23.06 BRIT SF RSO R b 1 1 i
23.06 Manufacture of medical and dental instruments and supplies
> 29 iR AEFE G
29 Wholesale and retail trade (in part)
+.  BRUEREZEEEARIECIR CNAS AL .
CNAS accredited Occupational health and safety management system
certification business scope
> 13,02 Zysh R s G
13.02 Manufacture of pharmaceutical preparations (in part)
> 17 Heatie)E ke Gor)
17 Basic metals and fabricated metal products (in part)
> 18 MUz GEEa)
18 Machinery and equipment (in part)
> 19 BADEFERE G

19 Electrical and optical equipment (in part)
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> 23.06 [EJT N R O A & ] i

23.06 Manufacture of medical and dental instruments and supplies

(in part)

29 R KFE ()
29 Wholesale and retail trade (in part)

J\L BT as U R AR ROIEC IR IAS AT 55 G
IAS accredited MDQMS business scope:

T FEHAR AU/ AR

Main Technical Areas/Technical Areas

A 1.1 - JCYREEIT 28
Table A.1.1 — Non-Active Medical

Devices

YR AR AR T 2

General non-active, Non-implantable medical devices

TP N E ST 2241 Non-active implantable medical

devices

155 4P 254 Devices for wound care

TCUEE B} S e B A

Non-active dental devices and accessories

ARSI A TR ST ek

Non-active medical devices other than specified above

A 1.4 — ARAMZ W ST 45 I
Table A.1.4 - In Vitro Diagnostic

Medical Devices

HTF IR St e (s « s/ 1k
I 57/ e M AE . AR 4
U/ BRI AR BT dh . &L
A i R 4%

Reagents and reagent products, calibrators, and control

materials  for:Clinical Chemistry Immunochemistry
(Immunology)
Haematology/Haemostasis/Immunohematology
Microbiology Infectious Immunology Histology/Cytology

Genetic Testing

R ANZ WA 28 K 844 IVD Instruments and software
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R ARIIW AR IS Wr =TT 25

IVD medical devices other than specified above
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