ICS 03.100.70;11.040.01
CCsC 30

v AE N B 3t M E E 3K b g

GB/T 42061—2022/1SO 134852016

AT EHBEX

Medical devices—Quality management systems—
Requirements for regulatory purposes

(ISO 134852016, IDT)

2022-10-12 &% 2023-11-01 3£ fE
i R % b A L D 2



GB/T 42061—2022/1S0 13485.2016

T
'H E GEE S SR SR EEE R AR S SRS B EEE BE S EEE EEE BEE EEE EEE RS EES SEE SES EEE FES EES ISE IS EEE EEE RS RS EEN SIS FERERR AR EER A S SRS B A R

al %" R RS EAE A S S SRS RS EEE RS E EEE EE S EEE ERR N ST EE NS N SRR SRS TSR EEE TR AR AR AR E S S SRR AR R FEE AR A R R

1 ﬁm A S S R R S B B B BN BN BB EES EEE R EEE TEEAEE AN SRS SSEASe At sSsssssssssssssssssssens san

2 BIFEHESI BT E vooeerensrrensarssnnssnsas susssssusanssns cas oot snssus sus nssen sus anses sunasn venbesntes st senee bas
3 JRFEFIISE SL +revesrensonsnsssnsnssrnsns srnssn ses onsns sensns sas an sas onn 401 400 108 Su8 0N SRS SR AR SRR RS SRS RSE SRS Hen ue 0is
A FERRAFHIUKER +ererevrosenssssnsssnnnssonses sonsnssns ssssns sansns sas ssn sus eos vus sas sus san s0n sun 0n e SO TR SRS TOR SRR S

4,2 TUPFEEISR sveerernnnnnanninn e s cnn s e sre e s e ses s sas Sae e e sae bae e ea sa s see s e n s nes
2 N -~ | e R LT R L L
4.2.2 JFRFMR oovererrermermemmmmninina. A Ay M e PR S A S R SR RS AN VAR Ne R R
4.2.3 EEFFIEBUSOIE  coverereronsosuensnontniassnnans st e tas st sas ns te san h a Rea s n e e e e ae s
A.2.4  SCREESEE  coeveoeresennnnntstonoieusansnssnbats seh sae sas bas sas sane dh SRe b b0 SRa SRR SRR Rr b e sn e

§ WM sosvsaswonnsnusunsasasnonsss ossins ouosss dos ans spn aek dus odk i ansian s suadbdasndns dns s0hdsa sasins in et ssa ain

T - 2 7 3 T T
5.4.1 [ H
5.4.2 SR EEIKE R oeorerrrnn e e s s e e s e L e s e

5.6 FFFETETH  reoeereeennnsncrs s s as s e ranan e e ehe e eennees e a4 b e fan fea das eas ses deess sesansnn s
5.6.3  TEFTBEI LY evorrornsonsnsrnsnn s srnnmsons sieassaneanscssssssananssns sesnassas sastassas shs bassns hn sunsns ba

6 BEUEAFEH +verevveereerensensonsessonsnssonses sensassns fnnsns nrs ns e n e £an e San A Sas en A ee She Sas eee s s s hue sin
6.1 BFIHIEE oo oeernscressnunsnnstonsiesnsuessnsuen ns tosass n e ans et a0t ses sru us us St as ane SenEn b0 S0n ansus nes
6.2 AFIBEIEL +oeonevnsoressnnunstssonesssnsunsatnens sesses ns ueaenane et a0e 0as an NS 0N B0L LS A0S S0 SR8 SO0 S0k dnsans ben
6.3 BERMEIHE +orovevesooesensnnars toncsssas assarssen ns asoss nsnesans st ane 00s an NS 0t H0EEN TS S0 00D 400 un sue nS W08
6.4 TAEFRHEFITSHEES ] ceoerevnmonnonsoonummunnnnuunsnses sesanssns nasns san sasas sassas sus sun sus sas san sasan nan

T B o {5 - S T P e PR R

o0 00 00 00 00 00 00 =1 =1 =~} =~ =1 =1 =~ =3 & 4 4 O = -

(=5

LT —T = S T~ B T= T ¥ = T =

10



GB/T 42061—2022/1S0 13485.:2016

7.1 Fﬁag&ﬂﬂgﬁﬂ P
wass 10
-« 10

7.2.1 PHRERGHE -

7.2.2 iﬂﬁ,g}kmwﬁ S S R S R R R S R R A R ke

7.3.2 HHFHIFEFER oo snsss s sas s ssssss s s sar snnssr s s s sss nenasnARE
7.3.3 -&HH}F&HA BN SO SN SN S SN B S S RS NS ROE BN S NS ES NS SR NS NS IS SN E NN NS SRS LeN S
7.34 -&ﬂﬁﬂ:ﬁn&: R R R R R A R N SR AR R RSN RS NN R R AR AR R
7.3.5 TEHFAITE A TEHT crevvroenrmsmnroninn e srs s snr s s s rs s s sa s s s s an s s s s e
7.3.6 ﬂﬂ':ﬁlﬁﬂt-ﬂﬂ“. T P
7.3.9 :&ﬁ:ﬂﬂ:ﬁﬁﬂm.ﬂﬂ T e

7.3.10 ﬁﬂ-_ﬂ]ﬂ:ﬁxg SEs sanase sns ans Ane Ee 0 ENAES SRR BEE 2E

7.3.8 It RFER -

7.4 Bl eeeenes

7.5.7 Iﬁﬂﬁﬁiﬁﬁﬁﬁﬁﬂmmgmg* ce adnASE AN SAS SUESAS SRS SR SO SR R A S AE AEE A0S

“en srannennns - 15
7.5.10 I TE  ervososmsssnsnnnsnossssnsnsssssnsiossrssnssrsssssnsss snntsssesissssstasassasssnnsarssssanasnnns
7.5.11 FP=RABHIR  srevsesmssmsmmnmomnmsnimmnsmimssin s sinsss s sss s asnsar s ann sns s s san s nnsanane

8 Mi\j}ﬁ:ﬁjﬁﬁ T LR L T

7.5.6 MRS R RARIA -

7.5.8 #RiA -
7.5.9 TE#HE -

B.1  BLI seseosven covtssose suserssrs ssracesisassonsseses
UR c | ;I e—
B.2.1 JA ceoeereeeens

- 18
weass 18

P T L R ——

8.2.5 ﬁ&ﬂ{]}ﬁﬂiﬂﬂi T L L L T T T T T T P P T T
8.2.6 F%ﬂmumm-ﬁ S B e B B B A e S S S S SN e e R SR R BRSNS SRR R R e
= 18

8.3 FAMBEBH = oovereruessaisianstansas
)

10
10

11

+ 11

11

1]
» 11

11
12

e 12

12

13

= 13
» 13
v 13
wenss 13

14
14
14

w14
w14
« 15

15

15

16
16

sasen 18
= 17
o 17
wesee 17
weass 17
= 17

18

18



831 AN -

8.3.2 Eﬁﬂﬁﬂﬂiﬁﬁﬂﬂﬁlﬁlﬁﬁﬁ

8.3.3 ?-EHERHJF“HEE- Bﬁlﬁlﬁiﬁ‘ﬁ

8.3.4 :IE.I. - T LT T TP ——
R.4 ﬁﬁﬂ.ﬁ NN B EaS s S8 e S e S0 RN R S S NS GOSN S SN R SN ON 88 SN R BaE BRE R

GB/T 42061—2022/1SO 13485,2016

w 18
w 18

weeer 19

8.5 Hﬁ S S
8-5-1 HM EEREEAREE RS R AR R R REE R R SR SRR E R R SRR AR R R SRR R R ER R R R SR SR S R SR R RS RS R

8.5.2 ﬂIEﬁH ................................................

TR |, ) [—

MR A (BB AXHS5 YY/T 0287—2003 A&

Bif 3 B (BRI A3 GB/T 19001—2016 R %R

---------------------------------------------------

---------------------------------------------------

w19
e 19

19
19
19

= 20
- 21

24

= 31





