ICS 11.040.99
CCS C 30

ch £ A R 2 Fl [ BE 25 17 Al AR

7N

YY/T 1833.2—2022

ALBRE =M REEXMEM
£ 285 BFEEEAEK

Artificial intelligence medical device—Quality requirements and evaluation—
Part 2. General requirements for datasets

2022-07-01 &7 2023-07-01 £ 5E

ExzmBEEEER % #®



YY/T 1833.2—2022

ol

3
13

I 5

3l

a3

&

JuH -
HIE S s -

o Ul A~ W N

B R AT SR PR -

B A CIRTEPE)  BHRAE TR PN voveeeeeemnene onn oo teeteatt et ee ettt st et e ettt s ee e ee e e

B B CREME)  BUIRTETE SIS YR LI «overvrvereseesersnnesenensentte e aet stete e st ste e ses sanae e aen e
- 17

BISLHR cevereenens

&5

7'(?&%[]%)‘4

G = 5 T P PP PP
- 10

14
15



YY/T 1833.2—2022

i

B

AR GB/T 1.1—2020CbRfEAL TAE S 58 1 3850 « AR vl A6 ST 119 45 # RE B0 80000 ) fr) L 7
B
ASCOFR YY/T 1833 N TR RELSF A bR B SR AMPEM ORISR 2 387> YY/T 1833 E & kA
TULRER D

5 1Ry AR

R 2 R BRI R

T TE A SCIF R R A AT BE Y S L M) AR SO B R A LA AN AR AR 3 e R AT

AR SO iy [E 52 A B R AR

ASSCOF o 4 N T RE 7 A8 MO AL R R D BT 1

AR SO AL o [ 2 el A AT ST IBE A R R B b T R B e L v RS B TR S
ARBETEBE AN BARA PR A CANH b D BE5EA PR 7] I P4 ] 5 BT 2 O BR 2 =] WL A 4T 12
7 BORA BRZ A S TR 7 4 e CRIID A BR 23 /) | 1 R R RE 27 BHBOA PR W) T M A A B2 77 B 452
AR AP B BT A RA A B B R U DA RA A AL st 8 BB B R A ) L M
AL L PR Y7 G P IR AR LR BL G

AP FEGRE N T X B AR R I S R L R TR B XK R
P RCERR R T 1 R AL SR R I IR BT R 2B AR



YY/T 1833.2—2022

51

[

TAE R - N BE 2T i DA T 5 8 O I i B v A 4031 — A7 % T 1) R 2 0 A0 A ST
NLE BB ST a AR ER R . TEZARER R LYY/ T 1833 N LA BT A bl o0 i ZEOR AT 4 ) 2
e il 30 FH s v DA O A0 5 P o AL T S P AR L Bk AR AR L
S LA ORI H AT O N T RE BRI AR R SR DA I Sh AR R .
5 2 AR BRI B . H RTE TR R A A R R RN T ik
55 3 E Ay KU AR TR BEK . AL TR B R R Y B PR 2R SRR O A
S5 4 T ARV A EOR . RO T B N T BE BT AR AT 8 9 ) 3 EEOR E
Jiiks
SNk .

5 5 WROr SRR A EOR . HBOTE T RIE N TR RE BE T AR MOR AN TR BRI 0 R

5 6 AR FRBEEOR . H AT TSN T BT SR s AT B A 2R SR T 1k

57y R AARIN R . H IO TR N T RE BRI AR MR 3 32 i R FA Y fiE
5 8 AR ARHHELR . HAYAE T EOAR R W 52 BN TR BE AR BLAY ZOR LRI NI BLAR
AR S DAy Al 0 i (IR 4R o DA R O B T AR

PR ZR 8 — 3823 By I S a5 40 70 U ) B aks 4R 2 HT R SR R 4

RO AR N T BRI 7 S AT 2 I I Jo 2 55 10 A9 B 6L )™ il R R . A
SCUEAEN Y'Y/ T 1833 N TR REBR Sy A b JBURE ZORFIPRAN )95 2 F 70« S0 a5 40 A ™ d JoC oF



YY/T 1833.2—2022

ATHEEF#H REEXRMITN
FE28y HEEERAEXK

1 EE

ARSCOFRLRE T N T RE 7 i B4 24 i Jo] 303 060 FH 194 9l 46 F) e P oot SR M PP AN O 3
A SCPRIE TN RE BT s BT 2 L A ™ I | Jo 47 46 B 1 {9 030 4R 19 0T R ST

2 MetEsI A H

G0 SCA H ) P 2 ek S R | AR AR ST AN T A i k. Horb T H R 51 R S
PR AZ H 6 I RRAS 38 AR SCPF s AN H 09 51 S » H Bl AR (45 B A 19 18 00 B 38 1
AR

GB/T 2828.4 HEUMAEK ISR Y 25 4 FF40 : F FR BT E KPP € B 7

GB/T 2828.11 ¥R IR FE T 28 11 &40 /N RV FR BT 4 K 1Y 3 8 7 7

GB/T 6378.4 IFEMFEAIGRT 25 4 #0500 BE 0 5 FR B K7 1937 € f 7

YY/T 1833.1 ANLHEBEEIF A L SORAEM 5 1 80 ARiE

3 ARIEFEMEX

YY/T 1833.1 H5E By LA ST SUARE T S T4 30
3.1

#4638 inspection by attributes

KT R WY — A B — 20 SR, B0 UK B i R 50 G A B G A% 808 DU S A ™ o A G
6 R A 58

[k .GB/T 2828.1—2012,3.1.3]
3.2

HEREHM  variables quality characteristic

B AG B) BRLAE 7 i M BB P i 2 RUBE 3R AT B o 1) o i R

[ .GB/T 8054—2008.3.1.3]
3.3

it =3I sampling inspection by variables

FEHAE P FAE J7 8 DAL o B AL Al B — s 5 i 1 P07 7™ i fﬁ?ﬂ]%dﬁ%‘ﬁﬁfﬁﬁ%ﬁﬁ%?ﬁ]EI"JE’E
R 5 B EOR AT X LG I A L R A R i

[k J5.GB/T 8054—2008.3.1.4]
3.4

#it lot

FAMAE 0 A FE A A R 25 00 T 4B B AR 1 — A1 2 3 40



YY/T 1833.2—2022

[k .GB/T 10111—2008,3.1.4]
3.5
HEME accuracy
X O N2 R R SO Ry — i RE
[ .GB/T 11457—2006,2.22 45 &2k ]
3.6
fEE precision
Xof T U6 WY ) NS B 2 S R B . O 2 S R R B 5 AL 2R
[k .GB/T 11457—2006,2.1160]]
o R TR PR AR AR RS B
3.7
—E% consistency
TEE G B 1 & B B BB 7y Z 1) s — B AR AL T JE R FR B .
(SR :GB/T 11457—2006,2.320, 4 & 2 |
3.8
ATBE  availability
B AR AE B[ s PT B BRI R B R B
(B .GB/T 11457—2006,2.115, &84 ]
3.9
S8 Z% &[] information security
X B R AT B RS LA 1k 52 30 58 A/ 0 B TR A JB A T B L B IR i 4
LAVEW T R 2 AL T B Gl AE DL ST AL R Y R
[RR.GB/T 11457—2006,2.1420, F &2k ]
3.10
R 4EE  portability
AL e L RN RER B ARG IR A B R R R R .
3.11
HIBEFIEEMTS dataset manufacture responsible organization
Xof F B AR B i 3 A ST LR
(6 :GB 9706.1—2020,3.101 , 4 f& 2
3.12
EEME outlier
— 2 TP WO 5 %2 A B A — B WA
FE e BSREAE T RESR YT AN R A AR L sl TR IE A Y30 R O AR 22 45 R
[ : CNAS GL-002—2018,3.6, 4 &k
3.13
#IBEHE  dataset description
I 3R A0 A 2% P B 1 SCRY



YY/T 1833.2—2022

S

HIEEWAER
4.1 HESRHE

T BIREEGRER
4111 BIEEEXR

S

B A U N e BB SR A B BESR TR B RHR AR I 2R
4112 HIBERS

S5 150 T 07 i R IR A 1 R S e A = O Bk A 2
4.1.1.3 BIEEEX

GRSV IVET BU €1 HE SINE €1 =2) N i 5 RS R A
4.1.1.4 NMNAFZS

B A U6 I i 3R B S UYL 1 T 3 55
4.1.1.5 RRAEH

KA G 150 WY 7 i 3R R B 0 AR 5 A7 15 S L 150 D SR A o L RS
4.1.1.6 BIEEEH

X T Bl 25 B 4 e A 15 BT O 4 3 T B 1 A 2R D) N S R A
4117 XHEERE

B A U B R S T S LB R CHNVRRE (4 558 X 45 2 IR 55 ) o X SR P 25 R AT & A L8 3 A A
Ecat

4.1.1.8 THIEEMH

PG VAU NS Bk TR SO & IR R IR € 1TE SRR 1N S A S ANV (D BN TS NSNS € RN ]
R,

4.1.1.9 HIBETEME

BOYE A U6 I B A O e i 3R R I L B M B AR A TE LA Lo AR L R LR A
i ML L EE YL E LI WS/ T 303—2009,

4.1.1.10 #RiFEEE

B 2 Ul W H R B R S B AR .
412 HEXERER
4.1.2.1 B R

00 A U A DL R RO A U Y 5 R RO



YY/T 1833.2—2022

4.1.2.2 [FAEP

00 HE UL W L F 3R T R 32 10 B AA I HOR T B B R AR UL VROl BE 4 AR A . T S L KL
3 U P SR IO il R 8 2 TR A B s e 44 A g L

4.1.23 &M

B A U0 B 4R (O SR U 2 AR PR B I A L AN CRE G I RIS S EOE B BRE A T
RERMME CRERE) S,

4.1.2.4 HIFEBXERMNEN
B AR 10 B N 4R (R B0 SR A ARl 1 R B L B RS LI R BN L B R IRl H A 2 2 SR
4.1.2.5 EIEFFE

At G 0 Y T 3R A Y S A HRBR AR T L LR AT RO 5 ) T 0 L AN TN VR L B B e
i I S B,

4.1.3 HIEWIAE

2 B B A T B A AL B A 45 4 D TR AN A 2
4.1.4 BIEEHRE
4.1.4.1 HIRERERMKED

LAEITE S IR CRTNEA )WY €1TE SUAVIIVA T (Bush €T X ARE & A Re N 5 S AN 1] S S/ NS & A
o HAl S 25 30K

4.1.4.2 BEirk

B0 A A B B AR e R U P O 41 3 i B 2 2 s v A o R S R A A XS R
T WN2RZ 5 B AT B U A9 VA 3R 2 25 A v A B 7 5

4.1.4.3 fRiERTE

B0 4 0 EA B TR B B B U W L A e b 1 A O R I RS HL R . AE 2 AR 2
FARTE M B0 T LA A AR T 2 5 AR B

4.1.4.4 EHftirFEER

TS B b A S B U P O A 3R B 2 2 b M A 14 A bR T £ S 1 L s R R A
%

415 HEEGFEBEER

00 U B R R AT A A R AR SR AR T NS T AR R A R A L O IR . A
Kol S 6 = R 55 A7 I DT 5 L SR 4L 25 IR 55 19 3R 36 g 44 B R Joe L 7 1) A L (8 FRTASURR 56 101 45

4.1.6 HIIBERPIHE
4.1.6.1 ihla)E4l
A S 10 B A A B P U el R LR S R P S R ORCRR g3 e LB AL A

4



YY/T 1833.2—2022

4.1.6.2 HE &G
S50 4 U0 W 7 R 1 1] 500 B 04 AR O R R L ) D R B L T
4.1.6.3 AL
AEIE SURINERT PU €I TR SEFN DRI R NI E 1y v
4.1.7 FEERE
IR SN NER T BUY €T BI SO iy (O NIIREEL B 7l
4.2 HEERIR
4.2.1 #RiE

B A N S 7S P — 1 B TR A B A 4 PR RS BN AR 3 AT 5 A B, AT A B S T 2
25t AT TE R A U B SCR R AT VR AR OA . A B A R T AT O ) P R A A AR R B
IO S AR B A AR TR A OB A A

B R N A A AR T AR AR N R AP AR

250 AR A I T AR T i S B — 3 0 B B SR AR TR AT I R bR

422 HEEHEREHER

LVEE SUNENERORE S E1TE S b g § R S VR |1 I W i | ROVA Uy € R S B R
I 75 X KA B ) i P B BEBOR SRR LS L LA R BOR SR R AE 3 i B A 2

423 XHwmBESHRSE
B A U WL AR 3k 50 2R v 8 ST i 4% R G A R DU
43 BREEREFHFEREIR
431 mTEHE
43.1.1

Y U WL R 3R O S S — B R JEE L R 4R IR R AR L B % B bR i AR ER Y SR T O
LAA i 7 R 4 AT 36 3k 1 5 45

43.1.2 &M

B A6 10 B R A B A 0 5 1 £ BB 7 T BOHE R 1 T L 3 i R R L O DA 1S T T 2R R aT 56 IE
A EPE

432 ME—I4
B S 10 BH N s B0 4R L 45 RN B AE (] RPORE B SR E— Y I DL S T T 2SR A R G E A FR R .
433 —H&

Bt A 1 Y 1 R A R s = TR]— SO R BE L 25 I N BB — Bk AN R — Bk L I DA IR 2R it AT g
SRR



YY/T 1833.2—2022

4.3.4 T

A G 0 WY T R 3R 5 A A ] R R b R LSS AN AT A Y A RO L oT K B AR ORI AR B 5 LA A
T 2 7 m] 36k ) Gk 3

435 HRE

0t G Ul WY N R 3R i 4R T K B BB 4% A 11 i o I BRAT 1 U B L L 5 B AL B L Uk L bR
85 JF RLAS e U4 11 n] B0 i 5 45

4.3.6 AiFEtE

B4 A U W AR R A B T 1) R L 9 L) A T 2R 7R AT SR Y A
4.3.7 RN

S35 150 T 7 AR R 5000 A AR A B o RS L SRR R R R At 2 Sk
438 REMH

B 4 Ul W AR 1 B 4 VB DR A S R R i I LS TR X R s mT B E A TE A
439 RWEMAMY

Kt B I T R 3R PR B0 R AT DR AT 55 7 2 10 BRI G & I A A3 1R X % 36 i 1) ARM AR G 9
Wi ) L ORI R R A AT A5 7 B AR R SRR

4310 HBE

K Hhe B Ul L 3 R E S B S HIE O R L 5 R 0 On R B AR TSR IR LA
T FE AR A T 36 IE A 35 A A2 1)/ 1 [8] 23 B R A RORCT e/ N R L

4.3.11 TiE¥#HE

A& R QU IVET U & IR S ERNDE Y B S VRIS T U & Ry TS T I € v D E S U R R A&
AR B 5 DL A5 i I 2R s m] Rk A ik 3

4.3.12 TEEME

KO S U T O PR BN B 1 PR ] B 4 R X EICHE JC L o0 s bR T 4 R 0 AR IR R O
PAAS 192 3R 78 n] B ik 9 Uk

4.3.13 w54
BOHE A U0 B N R R B £ R B2 AT P 0 ARG R AR EE L 0T DL T T =R R T B E TR
4.3.14 TwREME

00 5 UL 1 L R 3R M0 B RE 2 R N — S R B BN — A RGP IR R E A TR R
PERIRE 1 . 25 BRI 22 2 B B8 Bl AR 2808 O LA TR SR 7S R 56 i F) e 3

43.15 TAREM

Y000 U W L R 3R 0 T K A A R L I LA TS TR SR s T R F I o Al 4R 1 T 4 3
6



YY/T 1833.2—2022

FHF B 2 B HE it . B AR U B AT B AR By 1k KR AR A A AR o B P T LR AR R G
43.16 K&k

B A U6 B N X AREAS 8 2 PG L ARRE 0 A R B 10 22 R R RN R I 1 3% R A R EE T R A
FE LA 1 U A AT 560 A 48 A .

5 HiEEREEXR

5.1 #fik

AR S i 3R PN 8 O T 0000 A 10 O R P R A XL 5 K R A R AR % T 3 L R 37
BOHs ST 8 R PEAN B B AR AR A A D X e 46 o 1 R

5.2 FRE%MH
5.2.1 &M
5.2.1.1 #mE

B A AT B A UL T DG HETR R R R L A
a) R fE B HER 5

by SCFR A AER T G X

o BRI

d) SRR ABNE

e N GHRAE M A B

(DI &5 F WL L

5.2.1.2 &M

B AR A S B0 BN A U R 3 R N g R R S R 0

a) BRSSO SRR T AR TR B T B AR A AR T S U Ta) L e R A Bt T
SREE

b)Y  RFAS AT kA A G RO B B L 45 B 0 A 3 5 2K G B N 3 A B A DG B s
TN LAFRI 5

o) JCEUHE N AR B AR UE B N AR B B TR R SR A G

d) B AL 1 0E BN SR B bR TR 5 27 b o R 0 7

5.2.2 ME—1%

7] — S804 4 o1 4 A SR T DR E — Y . R — BRSO AT KRR . R —BdR R
{1 B — 1B DA 32 3R S AR AR AU 08 (5] — A AR PR A [ ST T 2 i 6y 540 7 1A ok Ak B 52

5.2.3 —H&

U LA B Bt A LT 5% — UM A DR o L4 P9 3R — SR i BE AR — B R
PR — P2 i A [ A YRR 2 1) e A S

@) [Al— Kb o AE B 4R A A7 TR AN [R) B B L DR A — B

b) Bk B AR PR A — B

o) KRS AL B PR TE T IR B R — 2L



YY/T 1833.2—2022

OIS TRl N R TR TRe B £ S TRk VA7 E R g

AR — B S AN 7] e YR KR 2 1R] B R DG L A

a)  ASTR] R U A BRC 0 I AE BN AR R — B

by R AT AR 5

o) AL YR ) B AE R AR B T PR AR OMAH ] 8 75 R AR AR v | 2 R At SOk K

5.2.4 X

Kt B AT 5 B £ Ul WA O A S 1k 1 R L

Q) B R B IS A I R AR SR AR R 5 I B R A M B N B DT IS AT A AR AR
HE LI R AL 2% KL

b BRI RO A G Sl R 4G 2R I T R R T S R

) TR I G0 S X R AR AT A A

5.2.5 KR

WOt SR A AR TE I VTR A A I Sl B IR ROV AT A SO R ST A S I R R BRI . B 2 R
8 R0 A1 IO W s 500 1) SEC I 00 L SR O T R R U RO B Bl PR A2 I R T TP R I o A L
TIE B BSCH A6 W DR B 28 L 3

5.2.6 Witk
S0l IO 106 2 B A 1) U e 0 1 P 7 55 9 L M 7 R o

5.2.7 RN
OG5 VA A B0 4 UL AT S AR DT i) B i
5.2.8 REMH

00 A DA G e S U W A O (R P A R SR JCHE il A O e R RE B B AU 7 T )
P 2 fek P 1) 2000 8 o LA Bl A B2 AT IR BIL A Bl 5 B P ML o B R 7 L 0 i R L 5 B M K
B Z 2R I It A cdls b 4 A0 L BB B R I AR

5.2.9 HiEF A&

000 1A A BRSP4 - e 4 U A S B USRI P P 1 R i
5.2.10 &

00 A DA G B e S U I SORS A DS B 1) Rk
5.2.11 TWIHEMM

B AR AT A B AR U0 WA DG AT SE W A R . HA A DG SR A
a)  JEUAE B SR U oo R s R IR S FLMEIE B 5

b) B R ARG Sl

o AN EHILRE;

& BRI %

o) HAFMILRE;

D BHEREIC R



YY/T 1833.2—2022

g) B T AT A A IR SR

h)  FRETH CF &l

D R AERESS R G THE B A AR TE R ARG R R AT M S
D OBIEIR S SRS R

k) B A S A i ok s

DI &R R Ta

m) mIRFSRMEE LI KRR o R,

5.2.12 FIEfRME

B3 G AR RO AR UL W A 6 T B 1 R A
5.2.13 WH{MH

B3R G IO A 5 A S UG SRS A 06 T AP I R
5.2.14 TAIBHEM

Bt B DA 5 B 4R UL A G AT RS AR R RO RO . R B B Fe VR TE R [ 97 5 R R B8R T L 4L
B TR AN L RSP 5 A0 R 58 kAR

5.2.15 TWiREM
FH O 5 B i S o i I AR 2 R0 2R 14 B0 15 5t 7 A 4 K i B D A 6 TR A2 1 B BRI
5.2.16 Fxi

B0 A BB R AR J2 U AT IR A GE T AR AR AR I R 22 R S AT a4 I A AN
RVERFRIE

5.3 HERERB ST
5.3.1 EEEME

00 5 ) 3 BT 5 L X R 4R A AR (3218 A R P B £ SRR S RE UK I
IREEFR) AT 74

5.3.2 BEREG

B A )3 DT A I X K 4 A AR RE 7 5 T 3 S R B H AR AR R TR (R Z kI
K IR BRAE) BEAT 3T

53.3 SEIRAERRA
00 5 ) 3 BT AT 5 0L 30 T B s 3 45 2R 58S 2 A 9 T S 2 R S O3 BT 2 B R D AR
5.3.4 WIiERE
0 ) 3 AT 5 L AR 2 o o ) 38 IE T 0 2 H RO A T R i R 2 W R Y SR K L 22 S A

0
5.3.5 #RIENRFF 4 fa
Bl 4 ) 1 T ATy L A RO R TR R BT 3 M A O AR T AR R 32 A2 8 b T

9



YY/T 1833.2—2022

g LGRS . AR o BR 8 T WL BRI (CAD) T 5 3 iE Ak B CAD B 5E 5 fi 25 55 00 . 48 1 Wi
FE i, 0 CAD X A48

53.6 fEREH

00 5 ) 3 DA 7 IO A S 4R R AR e PR R AR RO R 22 5
5.3.7 HfbiwfE

000 A ) 3 AT 7 O A R BE AT 20 A o G 1 O e L TR 2% O A 4

6 HBEFEEREFEHETEMN

6.1 &N

B0t G TR AT A P PO 42 355 00 40 4 U5 T L T e R RS £ XS 20 A SRS B 3 A L P I G
LFroR o DA . 0 52 (800 4R IRt 208l O ROt s TR A7 i BRI A TR B D R AR . e
Al 38 BT AT 5 AT BB — A A SO AR Dy Bt SR U5 QAR A 2 A SOE N S R g DN KR B B AT
B RCE AR UL A BOR o X B 4R 9 2% B R AT OR T 4 R 6 I A R A 6 1) O L TR SRl R R AR R
PEIPEA XE G2 o PR I 7 4 55 0 00 3P 4910 B 0 5 03K A 00 3 P 8 — A DL L 0 a0 G 32 R L
TRERIE I BT 1w Rz e L G5 SR AR L T P B e e v U .l R i g
SEAT 7 IO B 5 K A KU 3 7 SRS T2 IR Y'Y /T 0316—2016 #EAT4 S .

KA
H AR B
. KA

HARRIE s

HRER SYETE AR PR
| I I |
!
A

B HEEREFNREE

LA T A5 PR R A PPN T A SRR AG IR T SR R AR A B R ek i 2R T E L
PR PR 5 i A AG 6 Bl 4 3 BT A U 1 LA A3 T B X4 Bt 7 PR B K P A O XU | A
7 B S b » AT RE O 125 42 0 GB/T 2828.4 . GB/T 2828. 11 $0 AT ; 7248 B $0di BLR A1 & R il AL A
56 o Bt 4 58 U2 AT 75 L LA 5 17 JE R 3t A Bk D K A M ﬁﬁﬁﬁﬂl& A O KB A A AR . H
PRAlAE 7 4% I8 GB/T 6378.4 $h4T .

10



YY/T 1833.2—2022

1 REFUESESTNAR

JoR A A 7 X il B 7 X
A T 0 96 UE L o P 46 E PR AR T RO A
S8 1k I UE + PO A TR AR
ME— HERIE TR il
— ik 124 46 56 IE T2l
e B B
IR 25 R Bk TR AR
CIR7 ik és Biet A -
M PR A TR il
PR 1 PR A T B il
BEUER R 5Tk —

i R Bk TR AR
IBERY K VORHG £ TR AR
] B A b (R ks -
EE i (R -
[R:Zi R BAER A —

AT RS A BiEf A

e et br —

6.2 HIEKREAITMN

X 5 4 U B T A B SR R N S AT R A N S8 AR U L TC I S AR 4.1 K

X H5CHH B 1 B T ) B AR AR AT R A 3 X B X A OC A B T AT T L IR AT AR IR E, B
e 4.2 MER;

XoF H5CHE A U B b 1) St A O A AR AT ARG A L BOR R A B g SO S T UE R 1) JE s N T WA L AT 5 IE
MEAFA 4.3 BER .,

6.3 REHFMHEITM
6.3.1 HE#WHE

R 405 HC A0 A 06 B AT SC A M A9 R GA T Rl AR A 30 L ok ARSI L AT 5.2.1.1 RYEOR
6.3.2 Z&EIE

R i 50 4 106 B AT 6 5 A PE RO RIS L g 55 003X 1) o XoF b S A A 8 A B0 L O B0 RN B T N AT
Ky, WA 5.2.1.2 BER,

6.3.3 ME—1%
X R RE AR B AE AR FEAS F AT A B IS UE L 45 RN AT A 5.2.2 BYER

11



YY/T 1833.2—2022

6.3.4 —H&

AR 008 4R Ul W1 P R 1) — BOPE 18 A o S il RE RE AR B P AT ORI RE AR UL AT 5.2.3 [

6.3.5 WL

o} B 540 4 100 W AT O A S P A o o el R R AR 4 B B B Sk SR RIRR VR N A R AT AR A L
54 5.2.4 ELSR .,

6.3.6 HFsE

$i IR, A5 il AR A B B I 1145 B, L REAF 4 5.2.5 YR .
6.3.7 WiFEtE

R A8 K0 A A D6 WA AT 5C T 7 1)1k 1) R 3 o 2 55 D3 P 91, AT SE PR 4 AR B0 I AT 3 5.2.6 I EESR .
6.3.8 kM

2 55 D 32X T4 o A A il R AR A B 5 AR DG ML L BOR AR T R RIS B 5 1L LA 5.2.7 IR
6.3.9 RENK

2t 55 03 P A7) A A A R A A A A (R AL o) B 1 B s DR AP AL AR 55 L WA S 5.2.8 YR
6.3.10 FWIEF A

2 55 a9 o A 800 A 5 DA D7 L E B3 AT BT W X Bl 4 BEAT A B IE . LA R 5.2.9 1Y

6.3.11 5

A3 X B0 4R b i TR A o R 6 U 5 A R R A AR 1 B L T R R T A AR A ) R
R AR R B A RS R N AL 5.2.10 I ER.

6.3.12 TWEHM
XHAE R A S T I8 W) ) G0 SR AT R £ DEAT 5 5.2 11 By 2R,
6.3.13 TFIEEfEME
Xt BE KAl B U0 T S P4 A 0 Bl AT TS AR R L BT S 5.2.12 IR,
6.3.14 T3
X HE R 4R Ul W S B B A 0 Bl R AT 6 T AR 38 DEAT & 5.2.13 Y 2K,
6.3.15 TAI#BE M
Xt BE K Al B U T X RO 2 1) 20 R VB R AT S PR R A L AT 5.2.14 I EER
6.3.16 TWik&EH
X MR 4 1 T 25 55 000 3P 491 o UL B P e A P 9 R B BT 5 5.2.15 IR

12



YY/T 1833.2—2022

6.3.17 RFxH&

Xof BB A W L b S Bdl ST R GE it 0 A A A e T 00 2 REAS 2 L B AR A A
5.2.161 %K .

6.4 HIEEXK S HITMN

R 5 5008 4 il 3 DT AT T 4 08 94 IXURS: 20 M SO o P IO 2% B % A ey 482 3 A ey L 2 25 s v A £ 5
it A6 s T TP O 35 A7 5% O 5 R0 HL At i e 5 7T >R FH e S0 D0 ot K00 B8 1 o A o A £y (] AL E A7 2 =
J7 A VAL A A TE . BORIAT A 5.3 MESK .

13



YY/T 1833.2—2022

M R A
(F3EH)
HiRE LB

Bt G R IR AR LA 4E B2 EAT R 4
— WU & - BRI PR G A Y G I A | B = O P R I AR A Ll PR T O B gk A L B 4
45

S €11 E S SWARCREITE SRR €I RE S TSR €I TE S

— R 5 R AR A R B 4

e ILIEESUT I € €/TE SN GEVE /TR S

R SF 57 W Y €1 TR ST EOY  E1TE S

BRI 555 0 10 4R 2 48 N TR RE TR BN LRI 000 B B fet T ) il B . SRR AR R oy A T
PR i bR P A T

PR B0 I R A BT e AR A 7T KA I A L B 7 TR R I - O R A S S

7 ity SO AR R A N TR B B e B it M A 8 FH I BT R U ) A A L L T S A 0 1 Y 2
Pase . 7 R B L A AT

S5 =7 PERE DN IR A S 48 T T PR RE DN A 28 =D iU AR o 58 =07 1k eI 1K 4 L O 3K a0 5 i
7 T I G L oA S 6 SR A5 i it o o P A 2 45 Ty ] 2 P A B ) AN A A 58 35 i
Bt £ DU T B PR S 76 I 358 B B P DI 7= ik 0155 = J7 AR 0 v M B JBE S AT X PR . 2R
=7 PERE I A N S A S AN R BRBR RS . S =07 VERE DN I I B AT By L R B AL () B I X
VG ST BAC 3 o 55 =75 PR B I X 5 1A K500 oA VRN 3 ) 22 oR SR LA AR 3

e PR P 000 A 2 i N T R I 7 e A PR D 0 o P PR 8 4R o ol PRPP AN R0 4R R RE Ak 7 T B 7
T AR5 A 7 it BT P B DI L PN S S Al B 0 7 it e e I A R 4 Ty ) 4 1
A B AN AE S S0 Wi RV B K a2 77 8 7 TR S SR AR Tk RE A S I I e PR e Bl 42
114 25 3l A 0z 3 /0 5 ) 2 R SR AL L AR AN i S AR BRI AT 4R T Rl a2 52 i .

FI RS0 5 2 415 T B i B2 AT 7 D A WLA At S i 8l 4 - T T B R 5 9 0 L A 20 A i L 7
B ssE H . B R RO SR e 8 B S A SR A 45 A AUAL AR TR & AT by A LA i) 0 T CRn gk 27 >
5.

At PR 4R 2 8 B 2 5 A U5 B R P I A LA LR B T A K 4R o b P K 4 RT RE B M Bt
T 5% A A A B EOR A TEAR S HE TE L

Vi IAVE B 7 A A0 K0 4R ) 5 ST AR T R su VR ANER T P DI . e A 1 i AR T PN 4 U ) A
N S5 A AT BT

HT T J8000 8 14 B 457 P S T RE e AR s DA R e KAl 1 A R S O SCROHE WA 1D Y A o A
o ASSCPFHERS F ORI 25 55 0 00 A R B0 0IE L7 i TR L A 2 S 3 PRI AN OB e AR B
el MR 36 I SR C T C IR WA A3V €/ S =N i3 WANEE 2

ACFERIE 2 530 i B P T AR 0 L X 7 s R0 35 A8 700 I 4 R i 1 i 2 A i B e 3R D R AH G 1Y
BE LR TR RIS IE il 2 I AT AU 22K

14



Y8008 G 1 2% P8R P9 A T2 HEBR AR 0 B3k S5 D5 A SR v SR A R L 32 A R R AR RO T

YY/T 1833.2—

Mt & B
(ZFR

IR 0 3t 5 7 5 it FA

VB PR S ENE . R BRI B2 il 48 T R0E A AR v L HEBR AR E R R 2841

& B.1 HENERERZESG

e

2]

B A AL

B 1R AR B B B AR OC T 285
S 19 IS P I R a6 ) 50 A A ) R A

ZARE DA

IR A Y ~B S

HEHN:Cm~D m;

RN E kg~F ke;

FRAEHL Xy AR AL /AL /4 4R /e v /R T 45
et Xy G BERSAR/ o/ 5 KUK B IX 5

B HA R/

B

fem

G BG 1.) A T

MR R R A3 f IR T 4575

CT KA1 ZR/ZEEZRART K mm;
AESRHERANMET L Hez;

G252 5 AR R R PO BE 43 B30 CHA B A0 6 A I A 1 R

A/ e

P12 Wi 3 I B A 73 . 0/1/2/ 005
kR - M~N A/ N
i R E ] : X mm~Y mm

& B2 HIEHIRRARAER G

241

Bl A AL

BOHlE ke PR e Z 4 B TE

AR E RS

SN R B E RN AT A DL s IR R

B

DICOM 3k SR 7 Be ik Z b B0 B, B0 CT EHR 1 2 5 5
% 2 B A AN RE R 5 6 b T 1 DX 5

CT AR B JZ 55 )=

SCA s B H A T TR R L o LA A

Bdibn 2

HA B AW AL - MELL 245 R s 5

SR AN R 0] B R AT SR AN AT e 32 9 T 40 e dn Tl 45 By D s LR 5 b

HO A 18

RO Ve R B I e B R FBE. B BLL g i 1 MR CT il 245 5 52 (808030 0 Uk i e A2 R AR

ZN P

15

2022




YY/T 1833.2—2022

= )

A A IE

i

ol

MBIMRTTIT

ol

ol

B/ REREE W EER

@
@

WA T

=
@

HUB(E BR TR ATHH

2 #

Helk

= ) C

B.1 MER CT & HEF R =G

16



YY/T 1833.2—2022

Z % X #

(1] GB/T 5271.1—2000 f5RHAR WL 56 185 FEARE

[2] GB/T 8054—2008 14t b5 B — YR RE R B0 A5 P I 5

[3] GB9706.1—2020 EEFMBEE A 1 #000  FEAS 20 AR A P R A il 285K

(4] GB/T 101112008 Bl HILAR Y 7™ A= K AR 7 it J5T 5 il A A 36 b ) 1o JH A P

[5] GB/T 11457—2006 f5BHEAR HATEAE

[6] GB/T 18391.1—2009 f5EHA JTTEHMEEMALMDR) 5 1 %50 HEH

(7] GB/T 25000.12—2017 RGEHHM TR RG-S P45 E ZOR AN (SQuaRE) 5 12
I3« B Jo AR TR

(8] GB/T 34960.52018 f5@HAMS AM 45 W4 Khmn mu

[9] GB/T 352952017 fRHEAR K#H AKiE

[10] GB/T 36344—2018 {5 EHA Bl FiE WM 3545

[11] WS/T 303—2009 T4 {5 B 8048 JC bR Ak L)

[12] WS/T 305—2009 T4 & 5 5 oo B Ly

[13] YY/T 0287—2017 BEEJrshl BRI R M TEMMER

(141 YY/T 0316—2016  BEJ7 i bR BS: 45 BH XS B2 i B ) 1o

[15] 1ISO 3951-1:2013 Sampling procedures for inspection by variables—Part 1: Specification
for single sampling plans indexed by acceptance quality limit (AQL) for lot-by-lot inspection for a sin-
gle quality characteristic and a single AQL

[16] 1ISO 19157:2013 Geographic Information—Data quality

[17] CNAS GL-002:2018  BEJy S uELS R A GE 1Ak BRI BE J) PFAN 45’

C18] [ 5 & b 2 ity Mo B PR JRy. B JR) 56 T JR A i PR 18 56 K 40 A8 P A B0 R 48 e 9 38 5 (2016
H55 112 5)H[Z]. 2016

(191 B K25 5 W 8 3R B 97 2 E AR A I epls. 56 & A0 VR BB 2 20 il By DR 5 7 8 L4 o o
PEEL 5 38 1 (2019 4F55 7 5[ 27,2019

[20] MR EEEMER, BRDAMIAEZ RS, CEI7F A6 AR50 5 S B
WG 25 5421, 2016

[21 ] Mats Bergdahl, Manfred Ehling, Eva Elvers, et al. Handbook on Data Quality
Assessment Methods and Tools[ M]. European Commission, 2007

[22] DAMA UK. The six primary dimensions for data quality assessment[ R ]. DAMA
UK, 2013

[23] Michael G. Kahn, Marsha A. Raebel, Jason M. Glanz, et al. A pragmatic framework for
single-site and multisite data quality assessment in electronic health record-based clinical research[J].
Med Care. 2012 July;50 Suppl(0):S21-9 . doi:10.1097/MLR.0b013e318257dd67

[24] Nicole Gray Weiskopf, Chunhua Weng. Methods and dimensions of electronic health re-
cord

data quality assessment: enabling reuse for clinical research[J]. ] Am Med Inform Assoc 2013;
20:144-151. doi:10.1136/amiajnl-2011-000681

[25] Lee K, Weiskopf N G, Pathak J, et al. A Framework for data quality assessment in clini-
cal research datasets [ C]. American medical informatics association annual symposium, 2017;
1080-1089

17



YY/T 1833.2—2022

[26] David Boone, Suzanne Cloutier, Sergio Lins. Measuring the quality of HIV/AIDS client-
level data using lot quality assurance sampling (LQAS) [ R]. MEASURE Evaluation, University of
North Carolina at Chapel Hill, 2019

[27] Organization for Economic Co-operation and Development. OECD Recommendation of the
council on health data governance[ R], OECD/LEGAL/0433,2017

[28] World Health Organization. Data quality review: a toolkit for facility data quality assess-
ment[ M ]. World Health Organization, 2017

18






