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CMD Certification Business Scope

—.  BHEEZRINIEHE Management system certification area

L. fiEEHEA R (GB/T 19001-2016 idt ISO 9001:2015)

Quality Management System (GB/T 19001-2016 idt ISO 9001:2015)
2. W EHAARR (GB/T 24001-2016 idt ISO 14001:2015)
Environmental Management System (GB/T 24001-2016 idt ISO

14001:2015)

3. BUlk g2 e E A R (GB/T 45001-2020 idt ISO 45001:2018)
Occupational Health and Safety Management System (GB/T
45001-2020 idt ISO 45001:2018)

4. RIT MR EE AR (GB/T 42061-2022 idt 1ISO 13485:2016)
Medical Device-Quality Management System-Requirement for
regulatory purposes (GB/T 42061-2022 idt ISO 13485:2016)

5. RIT ER A E HAA R (YY/T 0316-2016 idt ISO 14971:2007 (1RO

/8% GB/T 42062-2022 idt ISO 14971:2019)
Medical devices—Application of risk management to medical devices
(YY/T 0316-2016 idt ISO 14971:2007 (revised) / GB/T 42062-2022 idt
ISO 14971:2019)
. FERIAESER Product certification area
17 s
Instrument and equipment
= RSAESUR
Service certification area
03 &M FIE MRS
Wholesale and retail services
ks (BiEgiEimmss . Kk, Ty SRS iz ik
%)

Transport services (land transport services, water transport services,
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air transport services, support and ancillary transport services)
15 fRFR AMEER AR 55
Maintenance and repair services
. FREHEAERDIEK CNAS YEFHARILETERE
CNAS accredited quality management system certification business
scope
> 12 Rl A A AT 4
12 Chemicals, chemical products and fibres
> 13,02 24 bl 77 (1 itk
13.02 Manufacture of pharmaceutical preparations
> 14 RRFERERAL A
14 Rubber and plastic products
> 1T Bt JE B S )
17 Basic metals and fabricated metal products
> 18 WL & (s #025. ERRERIERRSM
18 Machinery and equipment
> 19 HADEER
19 Electrical and optical equipment
> 23.06 BRJ7 SOFBHEMAN AL & B &
23.06 Manufacture of medical and dental instruments and supplies
> 29 RN EE
29 Wholesale and retail trade
> 33 fEEHAR
33 Information technology
> 36 ~HATECE
36 Public administration
> 38 AN 2RSS
38 Health and social work

Hrf of which:
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& 13,02 38 “13.02. 00 2l 5Hl A liE 7, 44 BT as M YT i
7€ SCREREAT N R, 930
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 LRI 251 passive medical devices
v\ 13.02.00C Joi 2EER 7 #54) sterile medical devices
v 13.02. 00D tE A\ ZKEEJT 23t Implantation medical devices
V' 13.02. 00E {728 =97 2541 reagent medical devices

< 23.06 I8 “23.06. 00 BT B A RE AN di (113 7, 4% B ST 2

TR AN kAT /NIRRTy, 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 5K EST 251 active medical devices

V' 23.06. 00B Joili KR IT 43l passive medical devices

v\ 23.06.00C TG 2K &7 45K sterile medical devices

v 23.06. 00D A ANEEFF #34 Implantation medical devices

H  FEHIAESE3E CNAS AANVTEE

CNAS accredited product certification business scope

19. 11.

00 BRJ7\ AMEFAL RIS RL de b i fil i

19.11.00 Manufacture of medical, surgical, and orthopedic instruments

481 Ey7 #8tK medical devices:

>

4811 i HH x WW&kakia . B sy WAL T T i A1 LHAMER
TR N IR S 2 4%
4811 Medical radiological equipment that uses X-raysora . B . vy

rays, as well as neutron, proton, meson, and other particle radiation.
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4812 WAL AMEE FRIBCEE B T2 Wi, o &, 25
PO E B EADEAAES, ERANEE: ImARRRARINME W RS
B2 AR SMIEIA 1 26 S LB B4 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 MERE CFRD R AR &M R QR ES . s AR
LA RN

4813 Other instruments and apparatus for stomatology (dentistry)
(except syringes, hypodermic needles and the like).

4814 ABL AMRF B ST 5 S B I TH B K B8 Mo L

4814 Medical disinfection and sterilization equipment and utensils
such as medicine, surgery or laboratory.

4815 WRE, AMRFEE B S5 B ] HAR &bk

4815 Other instruments for medical, surgical or veterinary purposes.
4816 MU IR AR I # s FRBEAER s D BEThREINIGRE &, AU
Iy e FUURITAN BIZIRYT dr . N LIPIR AR SO AR R I FH IR 25 HL A
PIBIG T A SRt g SR AR A PRI S EURTS B 1 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 T AR A B RBURIIA B 45 S e B NIER A1k
Pl BT 2% A b A P R G BRI 11 2 SR iy R N A P
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b 5 B
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.
> ABI8 WAL, AR FRIEEBEMKEMNFASFEN eE L EHEra
IR ke, WURl. THESE E BB A A AR 55 ESFIALERL: AR
AV 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.
<> TR BT A R ) YT R AN E SCHEAT /N R 78, 90
According to the intended use and definition of medical devices,
subcategories are divided into:
v’ A81A HYRZKEEIT 4K active medical devices
v 481B LIREERIT M passive medical devices
v’ 481C LW KEEIT#5 ) sterile medical device
v\ 481D fHAZEEEJT #=HK sterile medical device
. IREEEARIAUEE IR ONAS A&
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)
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> 19 BADEERE G
19 Electrical and optical equipment (in part)
> 23.06 BRIT SF RSO AL b 1 ) i
23.06 Manufacture of medical and dental instruments and supplies
> 29 iR AEFE G
29 Wholesale and retail trade (in part)
L. BukEgRZeE A RIAECIR CNAS AL TEHE:
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 Hatie)E ke Gior)
17 Basic metals and fabricated metal products (in part)
> 18 MUz GEEa)
18 Machinery and equipment (in part)
> 19 HADEFERE (R
19 Electrical and optical equipment (in part)
> 23.06 [BRJ7 LOFBEEAS O i ) il i
23.06 Manufacture of medical and dental instruments and supplies
(in part)
29 R REE GHD)
29 Wholesale and retail trade (in part)
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