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GB 16174.2-2024 FARMAY FHFEMARXESTEHEM F2850: O IFRMS

GB/T 42061-2022 BRjyastl FEEEAR HFIMMIER

GB/T 42062-2022 PRjTasbil MU BT BT a1 o2

YY/T 0802-2020 PEy7 &sbRAIALEE BT ds bl is risR At rfE 2

YY/T 1474-2016 PRy SeBi T A RSN B2 7 b 1 2

IS0 17664-1: 2021 Processing of health care products — Information to be provided by
the medical device manufacturer for the processing of medical devices —Part 1:Critical
and semi—critical medical devices

IS0 20417-2021 Medical devices — Information to be supplied by the manufacturer

IEC 63077 2019 Good refurbishment practices for medical imaging equipment

3.1 EAhEA

3.1.1

EfriE& medical equipment
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A BT RAHGESWR RS TS, W RGOS PERITRS. AR S REERES
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3.1.2

Mi{4 accessory
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3.1.3

S 45EHE life cycle

RIT IR T T A B MWHTAEIE & B B 2B AL

[SkJ5: GB/T 2900.99-2016, H1&ek]
3.1.4

AT usability

T P AE TUIAE I 5 IR A BT e 8 I, ORAIE R 7 26 4% 22 4 2 R 7 45 10 5 Rl s
o G AR OFEEART St S 52220 Gidiatk. SifErE. F R 280 v Sy
PEo ATHME TRETRRNE T .

b T EE SR PATIRE IR
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[SK¥5: GB/T 2900.99-2016, 192-01-23, H1i&k]
3.1.5

A reliability
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[SK¥5: GB/T 2900.99-2016, 192-01-24, H1{&k]
3.1.6

WE M recoverability

TEARFIEEHAEREN T, MRIKE 15

[SkJ5: GB/T 2900.99-2016, 192-01-25]
3.1.7

HEEM maintainability

TELE R RIS 6T, IREFBIR S PATZE R IIRAS 1 e

[RIE: KiF: GB/T 2900.99-2016, 192-01-27]
3.1.8

EJTIEAR health-care technology
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3.1.9

Heidt#liE advanced manufacturing

St et Bee . Mg SR B HERRM BRI 3 &8 3, BERT SR, M) Frat

3.1.10

L HHIEESE special ized manufacturing equipment

FH A 7= R 7 25 2 OSBRI R B MR RE G W & . ISR %l B S Rk fh
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3.1.1

EEEFIE intelligent manufacturing
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3.1.12

{EFHIEUE usability validation
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3.1.13

BR51RFE service support

REETT de AR A E AR AE S AT 4R m RS B E AR RS -
3.1.14

—RMEFTEE single-use medical equipment/disposable equipment

FH i) 3 P s B BT g — A () 2 T 2

T IR P BT 300K AN R4 T AL BRI A
3.1.15

AIEEFHEITES reusable medical equipment

B B AT RS R g, HARME TR AT 2 A AL (K95, T HEBUKED Ui
DA S P Ak 3 A0 ) R 1) PR 1
3.1.16

SLIE processing

i R PSSR, S ) A o ) R T AR AT v A A
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[RE: YY/T 0802-2020 BRy7 @ MAIALEE Beyy ds i) i i B AL 15 2]
3.1.17

LAE disposal

VEERTT e R A HE s RE SRR AL L EOK Y, HATE R 7R
SR E B, AR R B AR 2 HE (1) F8 e it o B UE B R PR R .
3.1.18

1B1% decommissioning

R 27 3 & BT WL h A a6 & e Y, I HoAt Al iR el
3.2 EHEHIE

3.2.1

EEERS Intelligent System

BT N LR REE . B et HoR , SRR RIT R &l i A2, T SO 4 H0d R 4
SERF AT BRI AR R RSt R AR N T IE DT BN T, ERERNAE
e EAESS o
3.2.2

E0BEARSS intelligent service

TERIT He 2 G 4 AL A B vp, i R Be LT B CUm e g . Tl 4 fig AT iede)
WA RIS e . PERRIR AR P A B IR 5 188

3.3 (ERWIE

3.3.1

EfT3EEIIE medical equipment validation

RIT R AT IHRARPRUE . VEREZEESRARMER IS AR . BAESR A DIReEt. B F.
3.3.2

EJTIEARLEIE medical technology validation
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3.3.3

{EATFE using evaluation

X BT 38 A0 SEBR B R ARREME . IR . S5 ERE 4IRS AR RATLRE TN LR, B
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3.3.3.1

BARFFHE R technology characteristics evaluation

M TR AV MEZENER AT L, s TREEARFBCRITN R 41 TR S SH.
PERESEFRAR T A O AR E, FRBIIRIR S 22 e . ml SEMEAE it K
3.3.3.2

ZF MV economic evaluation

BRIT R AL RUA . AR, BB, 4B 5 & 2 SO T T 25 G 20, HH 2 P
JRAS, LT, — R RTEFENEVEN ST A VAN o B A A i o AR RE R B IS L, TR R
P P2 28 B = A 1 B2 RS R AR O 15 291 0L o
3.3.3.3

BRSBIKREBRTE service system evaluation

REFHE B 507, SRS IR SR HE IR SS HEAT VP4, BFERH AN S DL LUR = A
JZ 1 P4

GRS B 4B, ARG (NRpH. THE., &4%F | REEHEE;

FEEIRSS E T MR BCIEARSS . IR, PR ORIE . 4RSS A

MRS Zm: MHSE BT TREEARSR. AP EERS5%.
3.3.3.4

A AMETE availability evaluation

X 7 25 A AR RS e PRI A B bR B R A SR ALE N BEAT VRN, MR & RENE T8 . 2N E
PR . G IEAT A D
3.3.4

EFRMIE applicability evaluation

ARG M. TR, el MEFE Y. (&7 ESH)

3.4 HRS5IREE

3.4.1

IE{THEFP operation and maintenance

X7 A4 AE AT I R th g AT 1 H B P DhRe s . MR AP e S5 TE S, BRI IR X
HRr A ATEE, @AY, IR KIS A AR .
3.4.2

FEERHEFEHE Component Replacement

FERST R AT R, X2, BRI RE T REI AR 4T B, UK s I Dh REFI I BE
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3.5 RIRAE

3.5.1

%35 decontamination
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3.5.2

%2 cannibalization

[T R T ke % TR IR I AT B s, DUB A £ .
3.5.3

FEHIEE controlled landfilling

I BT ARG B e, DA IR S DR T e A SE S o) i AN BRI () 52
3.5.4

LEEY chemical waste

BH A AR/ BRI 2, T RE A BEPE. e, e, Sftk.
3.5.5

HZF L% chemical safety

DRI R NI G 52 A0 5 A PR A AT A 5 5 0 T R H P 4 e
3.5.6

EUYX recycling

V4R 30 1R BT 2R 4 e A D ] B A P A L ESORE A R 3R [E] B0 A T AR 1 AR B
3.5.7

3T refurbishing

MERITHGHATIER, DR 22 EAA 0k, HASX R 2 s B S22 L 1
Fig =L BRI
3.5.8

1k cleaning

TEBREIT R RIS IR AR IR AE RS, R e b, DMEF PN, HEER.
3.5.9

HAIE reprocessing

Xof ] B Al P B — IR P R 1 % 14T 257 AR AR P ) 2P R, B4 Ak D RE I B F e
HHEARZE . JHERECK R
3.5.10

HL% upgrade

T8 3t 8 o s A 2 AR/ BT I A SR e R T R A
3.5. 11

LAIB#EN trade—in
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