ICS 03.100.70;11.040.01
CCS C 30

e N RS 3 M E [E 3R b dE

GB/T 42061—2022/1ISO 13485:2016

I FiEMRMEXR

Medical devices—Quality management systems—

Requirements for regulatory purposes

(ISO 13485:2016, IDT)

2022-10-12 &% 2023-11-01 K HE
HEHHEEERAR , .
[ % b e L R % B 2



3 ZRIBFHISE S wevoeeneenerersronen sansonsanantabe st e tee sbtae bes e 4o feb eE hL saE e e e s e e e e e taesn eas

4.1 RER eeiseiiosies
4.2 CHEESR  eessssasssnsensesesss

4.2.1 @l

4.2.2 HREFM®H
4.2.3 BEIT B0
4.2.4  CHHEH
4.2.5 iCsREH

5.4 HER] weeereens
5.4.1 B HF

5.5 AT AUFR G HAIIE «reveverereormesaonsosisnriiniiritiiiittiiiii ittt ittt sttt st ssssaeseraaa e

5.5.1 HAFMR
5.5.2 BEHNRE
5.5.3 HNEWHE

5.6.1 &

5.6.3 TEHEM

6 UFUEAFTEL corererersrerasrrsasstnsueesasueesseans sasensoessonans sas rossne ebo0s 114 o0s 1ot 08 sus bt bes Shnsas as nasen su b
6.1 BFIHEL sownsvassiasassssssinse

6.2 ANABEW -

6.4 TAESFEERIGRAH] coovrevesrrennnseeess

6.4.1 TAEWIE

VA a1 R T T P PP R TR S Y TR LT PP LR TR ERLEREEE

GB/T 42061—2022/1SO 13485.2016

=<

H H - - S
a2 & = s e . . s s « s+ & s =
—
O W W W W W G 00 00 0 00 0 00 0 ~ N N N 9 N9 N N oo o0 oo oo oo

—
<

H
.
—
<



GB/T 42061—2022/1ISO 13485.2016

7.1 A e R e sEutss «a SHEEE <o s EEEE s T3 e SESS +EEeeSTS el He ST E e E S S SETe

7.2.1 FRERHEBE -

7.3 -&i—l—ﬂ]}}‘.ﬁ 500 0000 0ORON0 NOBHO OnMN

7.3.2 BEHFIFFBER] worerereeerrnenerienes

7.3.7 I EBIN -
7.3.8 &#ﬁﬂ:k%ﬁe

7.4 %ﬂ’]
7.4.1 RMEHLE -

7.4.2 %MEE‘ P
7.4.3 %J@F%%%ﬁ
7.5 L_-Ejt‘ﬁ]ﬂﬁ%%g:l\: PSP A S PP S

7.5.1 AEFRRE BABER coeereereeeens

7.5.3 REWED -
7.5.4 MRS -

7.5.5 THESTFERITHER -

7.5.6 if‘%ﬂﬂﬁi%‘%ﬁiﬁﬁ%%w

7.5.8 FRIH sereerrinniinn.
7.5.9 TAEHEHE -

7.5.10 JREFE e
7.5.11 F=EBF

8 WE .St -

8.2.3 [ HLAIHLE erererrerermormmnimetetiiiiiii ittt s i e se sae s e nee
8.2.4 W%{g%’@z cneseccdcesncsetesctc ittt et ontcanasaasetanasaess e are

8.2.5 IHHREYIETRFNIUEE coreeeeerorennenes

8.2.6  FE IR IEHLFITU B vevreveevnesnnonnmosmneiie ittt ci ettt s ses e s et et st e e e st

8.3 Ké’%lﬁnﬁ%ﬂ seesecescesasesnassasseses s
Il

- 10
- 10
28 R Teeeeere . T <R R R ATRENIRts SRRISHTS SR T T . Tl » ERUIRIAISRT SRS

. s v 11
7.3.4 BHFTFEI U woevererersssrsemssnssss s e
- 12
- 12
- 13
s« 13
-+ 13
- 13
- 13

10
11

11

11

e 11
w 12

12

14

vees 14
cosseescrnues - 14
T.5.2  FEERTRITGIE oo erovvevoronstrestettiontonstostorteraue o oo esan s e e s e e e e s e
. 14
. 15
= 15
-~ 16
- 16
- 16

o 17
cwene 17

eene 17
- 17

14

15

16

17

« 18
- 18
wene 18
e 18
« 18



GB/T 42061—2022/1SO 13485:2016

8.3.2 ﬁﬁﬁ“ﬁiﬂxﬁ‘?ﬁnnﬂg"ﬁ RIS HE - S R .|
8.3.3 BEHFZiﬂKA*&nnE‘JﬂFﬂT“?*FE O T
8.5.2 ZUIEFEHE wovveocreccrrenrentencratcecoetctirtastoctoescesssitsessocsasssssssanssccscnsonsssssacacasacscass |0
8.5.3 TFHBHFEHE wovvevoererescnrormaretticnitottiinisiestestesietcticiosssteinisessssessonsensessescsanssssanss 30

M A CEBH#E) ARSCHS YY/T 0287—2003 PYZEXTH, v eveeereensersesessnnnmmsmsnnneninninnseeinnn 2]
B B G Z3CHEF GB/T 19001—2016 DFRTIEZR sorrecccrreencecrncisnecncctsanenerenssnaneonssss 24



GB/T 42061—2022/ISO 13485.2016
=)

By
Eg o

T

ARG GB/T 1.1—2020¢ b HEL TAE R M 55 1 343 AR v Ak ST Y 45 4 Fi B 40 U Vi) 9 2
AT R SR ISO 134852016 By 85 MESEIEZR
2SO T T BB/ R I SR R D

FICR T

— A 5B, REME L 3.11 Y7 a8 2.

RATHEMRRER).

AXHHERAGGEEEERREN.

——2:B.1,8.3.3 J5¥ M —47, B —FI N“8.3.4 iR L7, 55 _FIXF RGN “8.7 A #& 5 H B Hl”,
BHEEAIHHFEENBETETGRERN . ZXHFHEAILAAR KBRS EFHFIE.

AxpeERIFBRAEEHEMBEHAERGFHEABEARZR S (SAC/TC 221)AA,

R ARAE FEETFHREERAH .

FXHRERAN A EEREGANEARAE FERRAREEN TR  BIEREYET R
FRHEERAR FRETRERBARAR A REFRERMARA A LA R4 (&

EDAEMAA JRBEFRG(FEE B ROHARAR P EFEATIIEBE . LR B =58 H E AR T &
ZPE FRE . EREKEE L RE,

AXHFEREANEEFERBEEA48 EER R ZE FEE RER I, E3X.



RIA A& T A m BRSO, Anma SRS B, SRR TAEA

13REL, BXARHIE: 0512-36626918.

pii





