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I A BEyraspl s

IAFMD 9 IAF MD9 Group Description
Code
AR
MD9 §3 IAF MD9 %34Himir
Appendix A 1.1 Non-Active medical devices
iR A 1.1 TiRETT 8
Appendix A 1.1.1 General non-active, non-implantable medical devices
fiFF A 1.1.1 —BREIE, IFEANNETTE
Non-active devices for anesthesia, emergency, and intensive care
AN mrpm. ssnEEmPOEESN
Non-active devices for injection, infusion, transfusion, and dialysis
A1.1.1.2 5 . . "
? BFES. WK, BINAEFOEESE
Non-active orthopedic and rehabilitation devices
9A.1.1.1.3
HREREXIRE W
Non-active medical devices with measuring function
9A.1.1.14
BENSTEER TR ETT 231
Non-active ophthalmologic devices
9A.1.1.1.5 BRRI EIESE
Non-active instruments
9A.1.1.1.6
iz e
Contraceptive medical devices
9A.1.1.1.7 BRERE
Non-active medical devices for disinfecting, cleaning, rinsing
MANIS | mrus. mim. avOEEET S
Non-active devices for in vitro fertilization (IVF) and assisted reproductive
9A.1.1.1.9 | technologies (ART)
B5h2iE (IVF) BV EIERAR (ART) MIFTIRESH




9A.1.1.1.10

Non-active medical devices for ingestion

W\ =X T5 TR B 77 =Rl

Appendix A 1.1.2 Non-active, implantable medical devices

Bz A 1.1.2 TiFHEAY

Non-active cardiovascular implants

9A.1.1.21 T LA AW

Non-active orthopedic implants
9A.1.1.2.2 TR B RS A

Non-active functional implants
9A.1.1.2.3 B T B R AE A

Non-active soft tissue implants

A1.1.2.4
° TRKHFHEANY
Appendix A 1.1.3 Devices for wound care
P A 1.1.3 (pO$PIEEEW
9A.1.1.3.1 | Bandages and wound dressings #i%#115 2+
9A.1.1.3.2 | Suture material and clamps 52§ fIXF
9A.1.1.3.3 | Other medical devices for wound care Eftt B F {5 OIPENETT =
A.1.1.4 Non-active dental devices and accessories
A1.1.4 FCiRF TR Bt

9A.1.1.4.1 | Non-active dental devices/equipment and instruments FGiEF 25tk /18 FFINEE
9A.1.1.4.2 | Dental materials ZF# 7%l

9A.1.1.4.3

Dental implants #{g%F




A.1.1.5 Non-active medical devices other than specified above

A.1.1.5 R ERHIEIMITIRETT =5,

Clothing / Personal Protective Equipment (PPE) &$1/M AB5#Pig& (PPE)
e Masks =

* Robes PhiFlR

« EMS personnel clothing EMS S2ifiIRZ A RKY

9A.1.1.5.0 | * Gowns, coveralls and lab coats [§E&. Li#HR. SEIER
* Gloves FE
* Caps T{Fig
* Hygiene products P4 M
« Disposable / single-use PPE items — X%/ R {EF PPE ¥1&
9A.1.1.5.1 | Non-active medical devices other than specified above & EiR#IEINITIRETT S

A.1.2 Active (Non-Implantable) medical devices A.1.2 BiREFSM (AEEANE)

A.1.2.1 General active medical devices A.1.2.1—f&H ¥5 E 7 585

Devices for extra-corporal circulation, infusion and haemopheresis S 9MMEIR, &

9A.1.2.1.1
0 1 7 =7 7 B =5 A
Respiratory devices, devices including hyperbaric chambers for oxygen
1212 | therapy, inhalation anesthesia IFIREEH, WIEAFASTE, BARBIBERLY
R
9A.1.2.1.3 | Devices for stimulation or inhibition &l ;g sk &l 2=
9A.1.2.1.4 | Active surgical devices BiEF R
9A.1.2.1.5 | Active ophthalmologic devices BiRIRF 31
9A.1.2.1.6 | Active dental devices BiRF 25t
9A.1.2.1.7 | Active devices for disinfection and sterilization HF B X EBNBHREM
9A.1.2.1.8 | Active rehabilitation devices and active prostheses HiEES 18 &R
9A.1.2.1.9 | Active devices for patient positioning and transport I F B & EM IS ESE R
Active devices for in vitro fertilization (IVF) and assisted reproductive
9A.1.2.1.10

technologies (ART) {#4pZ#8 (IVF) FHEENEIERAR (ART) WIBIEESH




9A.1.2.1.11

Software, including software design for medical devices {4}, ®IEAETIZHFIRIT
RO ER 14

9A.1.2.1.12

Medical gas supply systems and parts thereof EB SN REARESH

A.1.2.2 Devices for imaging A.1.2.2 RE#&%

9A.1.2.21 Devices utilizing ionizing radiation {fFEBEIEIIANRSE

9A.1.2.2.2 Devices utilizing non-ionizing radiation {fHIEREESTHIZSE

9A.1.2.3.1 | Monitoring devices of non-vital physiological parameters JEEEA B SR ENEF
9A.1.2.3.2 | Monitoring devices of vital physiological parameters EE4E S IENIEF

A1.2.4 Devices for radiation therapy and

thermo therapy A1.2.4 BEHEITFIPIT R E

9A.1.2.4.1 | Devices utilising ionizing radiation F) F 5 B 48 5 ) & &
9A.1.2.4.2 | Devices utilising non-ionizing radiation | F 3 B 5548 41 % &
9A.1.2.4.3 | Devices for hyperthermia / hypothermia #J7 /KR 1877 % %
9A.1.2.4.4 Devices for (extracorporal) shock-wave therapy(lithotripsy)

BT Gksh) WHsibTr (AR Kiks

A.1.2.5 Active (non-implantable) medical devices other than specified above.

A.1.2.5 BRERFIEBERE GEEN) EiTrHamk

Imaging equipment: BY{RiIEHE:

9A.1.2.5.0 | * Photo equipment BB1Hi8 &

* Photo printer BB 5 ¥TEN#L

Active (non-implantable) medical devices other than specified above.[§ i} E 5P
A wam e ErEm

A.1.3Active implantable medical devices
A1.3 BiFEANETT 3t

Active implantable medical devices for stimulation/inhibition B33 #§l g/ #0 %] K15 JEE
9A.1.3.1.1

AN REST 8

Active implantable medical devices delivering drugs or other substances #ii% 2 ¥
A2 R st IO R B

Active implantable medical devices substituting or replacing organ functions &1
9A.1.3.1.3

B &R RIAREA RET S




9A.1.3.2.0

Implantable medical devices other than specified above LA _E#l & A4 I AR BT

a5

A.1.4 In Vitro Diagnostic Medical Devices (VD)
A.1.4 (BIMZHRETT 2Rt (VD)

9A.1.4.1.0

Reagents and reagent products, calibrators and control materials for: izt I #0iz 1
Pan, BUESSTIXIERME, BT
- Clinical Chemistry GRS

- Immunochemistry (Immunology) RBE{E (REZF)
- Hematology / Hemostasis / Inmunohematology [ %#/1k Il /% & I &=

- Microbiology #%¥%
- Infectious Immunology &t BIES
- Histology / Cytology #HR%:/4HMEE:

- Genetic Testing EE&

In Vitro Diagnostic (IVD) Instruments and software {$5M2Er (IVD) sEREFIER{H

9A.1.4.3.0

In Vitro Diagnostic (IVD) medical devices other than specified

R LR EINOBIMZER (VD) EETraail

A.1.5 Sterilization methods for medical devices

A.1.5 Efr B RE S iE

9A.1.5.1.1

Ethylene oxide gas sterilization(EOG)
RASKESHRERE

9A.1.5.1.2

Moist heat Bt

9A.1.5.1.3

Aseptic processing FCHE M ITIZ{E

9A.1.5.14

Radiation sterilization (e.g.,gamma, x-ray, electron beam)

REIKE (BIaN353s. X 8. BFR)

9A.1.5.1.5

Low temperature steam and formaldehyde sterilization

RBEFSHPERE

9A.1.5.16

Thermic sterilization with dry

heatFHRHAKE




9A.1.5.1.7 | Sterilization with hydrogen

peroxide BiEEHIKRE

Sterilization method other than specified above
9A.1.5.1.8

LiRELASMIRE T i

A.1.6 Devices Incorporating / Utilizing Specific Substances / Technologies

A.1.6 RAFIRFHEDR/REARDESE

9A.1.6.1.1 Medical devices incorporating medicinal substances
SEERYNETT RN
Medical devices utilizing tissues of animal origin
9A.1.6.1.2 o
I Fzh 45 B R A9 EETr 25
Medical devices incorporating derivates of human blood
9A.1.6.1.3 . S
R A MEGTEYRIETT 2Rt
Medical devices utilizing
9A.1.6.14 : .
micromechanics ¥ B D FHIETT 22t
Medical devices utilizing
9A.1.6.1.5 . ’ oo
nanomaterialsFl KA R ETT 23t
Medical devices utilizing biological active coatings and/or materials or being
9A.16.1.6 wholly or mainly absorbed
EHENREREN/ S, £RNESHERIAET RN
Medical devices incorporating or utilizing specific
OA.1.6.1.7 | substances/technologies/elements, other than specified above.
B a2 A LR MEUIMIM R AR TR EMETT 25
A.1.7 Parts or Services A.1.7 SHFRS
A.1.7.1 Raw Materials A.1.7.1 [R§}
9A.1.7.1.1 | Raw materials - Raw Metals [F#] - £
9A.1.7.1.2 | Raw materials — Plastics [R#] - ZB#§]
9A.1.7.1.3 | Raw materials — Wood [F#l - K#4
9A.1.7.1.4 | Raw materials — Ceramic [F#} - [8&

A.1.7.2 Components A.1.7.2 ‘A%




9A.1.7.2.1 | Components - Electrical Components A - EBETH
9A.1.7.2.2 | Components — Fasteners ¥ - EE{H
9A.1.7.2.3 | Components - Shaped raw materials H{f - RBFEE
9A.1.7.2.4 | Components - Machined raw materials B - HINIE##
9A.1.7.2.5 | Components - Molded plastic B - HLE#
A.1.7.3 Subassemblies AA1.7.3 FH4E
Subassemblies - Electronic subassemblies made to drawing and / or work
9A.1.7.3.1 instructionF4Ai4 - HRIZELLH T (FH A ERLRIBFFAH
Subassemblies - Mechanical subassemblies made to drawing and / or
OAAT3.2 | work instruction F4H - IRIBEFHHIZ TFHBEH ERMHET AN
A.1.7.4 Calibration services®*  A.1.7.4 BHERRSE™
Verification/confirmation services for measuring instruments, tools, or
9A.1.7.4.0 | test fixtures
MEALA . TEBEM SRR K RAE /B RS
A.1.7.5 Distribution services A1.7.5 EERSE
Distributors providing storage and delivery of medical devices, not acting as
9A.1.7.5.0 a ‘legal manufacturer’ for medical devices
R ET BMEERN AR HEE, MARET BN “SiEHER”
A.1.7.6 Maintenance Services A.1.7.6 $(ZIRZ
Maintenance services - Electrical or mechanical repair services
9A.1.7.6.1
$(ZIRSS - BSEHMYEEIRSS
Maintenance services - Facility cleaning and maintenance services
9A.1.7.6.2

H(SIRSS - QERISHYEPIRSS

9A.1.7.6.3

Maintenance services - Uniform cleaning




HE(EIRSS - PHEREB LIERRAYSE —iF i At Ak %

A.1.7.7 Transportation services A.1.7.7 ia5iR%

9A.1.7.7.1 | Trucking, shipping, air transportation service in general
—REEEH. i, ZBRE
A.1.7.8 Other Services A.1.7.8 HfhfR%
Other services - Consulting services related to medical devices
9A.1.7.8.1

HitiRSS - SETEBEXNERRS

9A.1.7.8.2

Other services - Packaging services EH{tijE3 - GRS




i B : BEyYSMAEEEARIMERZEEAND

AR
RO s FRNIE
(+2) BB G | FETEIE () R (F
1-5 3 0 1.5 2.5
6-10 4 0.5 2 3.5
11-15 4.5 0.5 2.5 4
16-25 5 0.5 2.5 4
26-45 6 1 3 5
46-65 7 1 3.5 6
66—85 8 1 4 6.5
86-125 10 1 5 8
126-175 1.4 1 5.5 9
176-275 12 1 6 10
276-425 13 1 6.5 11
426-625 14 1 7 11.5
626-875 15 1.5 7.5 12
876-1175 16 1.5 8 13
1176-1550 17 1, &) 8.5 14
1551-2025 18 1.5 9 14. 5
2026-2675 19 1.5 9.5 15.5
2676-3450 20 1.5 10 16
3451-4350 21 1.5 10. 5 17
4351-5450 22 1.5 11 18
5451-6800 23 1.5 11.5 18.5
6801-8500 24 1.5 12 19.5
8501-10700 25 1.5 12.5 20




MR C: {UER T EIT 2 5 I EST 2l m B 5 B RIS EHREA B
BAZE A (R) BAZI A (R)
31 M+ 2 B 31 B 2 BrEk
N I sy n % I e EE PN I By n % I %
w4 E 57 7 33 # B, % E 7 =
1-5 2.5 3 3 626-875 12 13.5 15
6-10 3.5 4 4 876-1175 13 14.5 16
11-15 4 4.5 4.5 1176-1550 14 15.5 17
16-25 4 4.5 5 1551-2025 14.5 16. 5 18
26-45 5 5.5 6 2026-2675 15.5 17.5 19
46-65 6 L . 2676-3450 6 " 90
66-85 6.5 7.5 8 3451-4350 17 19 21
86-125 8 9 10 4351-5450 18 20 22
126-175 9 10 - 5451-6800 18.5 21 23
176-275 10 11 12 6801-8500 19.5 % 24
2176-425 10.5 12 13 8501-10700 20 22.5 25




E: L ABNEL SURRVAEEE AW LRI rE BN G, JE_E PLH 24 2 ORES A0 B
P B

2. 0 AR E N B CRUAEFFIPEN S I N S i A 51D AR RIS E €, Al
R FL S Bn AR /NN 0T LI 24 b B Sl S 2 1 2 BR N B4




	医疗器械质量管理体系认证规则
	1、 适用范围
	2、 基本条件要求
	3 、对认证人员的要求
	7、认证决定

	9、认证证书的暂停、撤销和注销
	9.1  总则
	本机构建立并实施认证证书暂停、撤销和注销的文件化的管理制度，不得随意暂停、撤销和注销认证证书。
	9.2  认证证书的暂停
	9.2.2  认证证书的撤销

	附录 A 医疗器械业务分类

