ICS 11.100
) YY

i N R L FNEEZG 1T I AR

YY/T 1742—2021

R iR S Bl E I F &

Adenosine deaminase testing kit

2021-03-09 £ % 2022-10-01 £ 56

mEEEER % %

H
2



YY/T 1742—2021

—t

]l

i

AARAE IR GB/T 1.1-—2009 25 H () 3000 ke 2,

T VE B SO FE e YA T RE IV S B M) . 2R SO 9 2 A AL A 7 PH TR 3k 6 L 0 1Y) T4

A BRI 5 2 o R A R 4 A

A o F A ] B T DR A, 50 52 36 % FAR SN2 W R Gebn fiE AL R 2% B 25 (SAC/TC 136)IH 1,

AR o A B BRLASE « T I DRARG B vCs U T T R T A AORS 3 T Ll AR AR A A R R S
ZG (LA BRA R L RHEA Y TR B A A FRA 7 L b 5 75 2 A A B A7 R 28 /) 3 B B 1
IDEMEA BRA A AL st iAW AR B A BRA A

AR iE EER RN ERRE BTl A HE R VAR DT L AR A AR ARIBESR (BRI



YY/T 1742—2021

BRERIBINELXHE

1 SEHE

AR RLSE T I 2 e DN KR Y R IR U T AR A RV T B A LA s A A
AR I T I S A ) T 1 T NI Y R A i v R 2 Al AT S e 0 E A R & (LT AR
AR & LS T2 A sh A A A 8 A o3 AL T 3R]

2 MeHEsIAXH
T ENSCAEXS T A SO B O 2 e AN R B o LR HBI B 5 SO A0 H A A RRAR 38 T A 3C

o NN TEBT H A 51 SCF  H OB A CRL3E BIr AT /46 2l 500 3 1 A Scfk
GB/T 29791.2 {KAMSWIEEIF #Rb Hl i R ER AL 15 B (Bbrs) 2R 2 35843 - Ll FHAR A2 W57

3 EXR
3.1 5
SRRLRLAT £ 30 ZEOR -

a) A A ST A R A TL B
b AR A SCEAT 5 I i M

3.2 %

]

TR BB AN TR R
3.3 KFH=H
3.3.1 KFl=gltE

FH 25 R AT P 7 35 6 15 T 0 R 3 I OBAR 1T e a0 258 5 O JEE R AN R
F 0.3,

332 RAZARKEELE

PRV PRl AR 370 58 19 WO A8 6% G4 AA/min) A KT 0.02.
3.4 SHRGE

W 25 U/L b OGS LB A /N T 0,005,
3.5 &4

i) 3 7 A B IR AR X R, B/ R (5,150 ]U/L By IX 8] Y, 456 R 51 EoR .
a)  ZRUMEF R EREGH) M AR/NT 0.990;



YY/T 1742—2021

b)  [5.25] X [A] PN« 21 4 b (i 22 o A 5k + 2.5 U/L; (25,150 X 1] P« 28 P A S 22 07 S 48 5
+10%.,
3.6 BEE
3.6.1 EEEH

S A i A A R AR L T AR S R R R R B(CVOREA KT 500,

3.6.2 #itlEE

Iy B R (20 £5) U/ L BRE S o 7 45 45 53 (At ) A X B 22 (RO R KT 1024

3.7 HWME

3.8

AL HILA R 5 ik 2 — B AT Bk -

a)  AX R 25 AT TR E BT I B A NS Y I A UE S 2 A T Ot I e 2 S A
Xof it 2 W AN R 3 15 % 5

b) [ - ISR R A 10041515 5

o) HeXF i« DA 3 R A A B9 B IR B9 3 B &R GEAE D e TR S R B GO AN T 0,975
FEAS MR BE<C25 U/L B, 4% i 25 0 R K T 42.5 U/ L REA MR BE =25 U/L i A0 25 7 8 5
+15%,

A3 B LR 7 AT B E

a)  RCOWRRE M« RN R 7 A RO . BRI S )P R R A
FE 5 A RO AR R M AR Rk A MR RME AR B L D AT S 3.3.1.3.3.2.3.4.3.5,
3.6.1.3.7 IR ;

by BAER A PR < A SO PR A T R Y I R I R B ] R R A O B
A2 OGRS A E b 22 R 2k LR R PR R ME AR B L B4 S 3.3.1.3.3.2,3.4.,3.5.3.6.1,
3.7 ESK,

S MO E PR, — S BRI LA LR AR ML 1 AN B AT IR 0 O A 2 A I P AR o
A H 7 AT R S DAL A . (E U M (7 A A R L T L

2. PEE I AR RE T S A R0 L AR R T B A R T T RO ST I A

FE 3. MRS SR AR TR 3.8a) (3.8b) ik I & o H BT 7 v BT AR U0 I P A B A LR IE £E I A

REAT A bR 2R,

4 WKEHIE

4.1

4.2

2

Sph I

TE A ZROET UIE & WL a8 IE 9L 0 H ARG A L 45 R AT & 3.1 IR

qE =
AR E

SR P 3 T H AT I AT A 3.2 BYEEK



YY/T 1742—2021

43 HAEA
431 AR

PR A2 TR 3B 5 HOHLE 9 R B BB A A L A 41 3.3.1 69
k.
432 HMZABMKELTL

PR 25 B A - A B K B B0 0O FE (A 1205 i J5
Bt AL g et (L) ot s o s A 3,52 H9E R

S FURE AT LR SRR A AR R K R A VS
4.4 HMRHYE

P LTI L 091 2550 U/ L 9B 2 ) £ 2 O 9 B T 0
O B L (B8R 25 U /L B A RO FE 5 L3 R 4 3.4 IR
4.5 L
4.5.1 S e X 1T IR G I A BT 46 M I L0 95 Y B T4 P28 5 T
I ) A G S BB 1B L B R BT HE B 3 U, 50 MR B I 1 W0 R0 2
.y, o BURRBEHIE G, 1Bt LURY IS B 4 (o) I SR s e R 91 e
A R H G AT & 3.5a) 2R

4.5.2 JH 4.5.1 7 B B9 RE RE R BE W B BE (oo ) AR AR 80 A O AR L BG4 (8 Cy ) 5 A A 3
{EL 1) AR X A 22 Bl 448 X5 i 25, N AF & 3.5b) I ZESK .
46 FREEE
46.1 FEM

MM HAH & MR B o (2025 U/L fl(50+15) U/ L (kRS 4 B2 A 10 K. 3
A B S A O AR fE 22 (o) W iR (DA R R ECV) WA S 3.6.1 TR,

CvV :% X 100 % NG D)
K.
0%

N

Pt 22 5
x —IEAE A (R, B D i B B TH (U /L)

4.6.2 HkEE

3 3 AN AL -5 i IR0 & vk B2 o (205 U/ L AEA A5 K 2 K. 43 5t 3
I3 AT A BIME 2, G=1.2.3) . #%3K(2) O TR 22 (R) AT 3.6.2 BIZOK,

R — Fmax T Lmin % 100% N G- D

X



YY/T 1742—2021

qs

T H R AL B g Wl A T (U /LD 5

'y W SR /IMEL B D Bl AR TR (U /LD

o 3 AR A I B A A T B 4 T (UL

X min

47 HHME
4.7.1 Em

TSR TR X i 22 01 A3 6 L X 3 b O vk 22— sl ) & A v L AT 3.7 IR AR
SR FAR X i 22 19 77 i

4.7.2 tHMRZE

FA AT T34 BT 125 0946 U2 2% 4 i (CCRMD sl H A 23 A 2 2% 1 oo 3l ) & b 47 3 ok o & K
M55 AT R (X 2 () 23 BT AR X R 22 (B) L W 5R 3 W45 RABFF A 3.7a) R, B A K & 45 .
WARKFRET 2 WHERARFFG BHZE R AREH . WA 1RSSR AR, )N 55 % 203
20 YK I 43 e R CO A i 22 A0 R R T EAE T 19 N 85 SR A A 3.7a) IR W) v o
A 3. Ta) E SR,

— 1 100% cevrereerrne s (4 )

A

B —— A i 2% 5

X, — a4 2 s Sk il B B T (U /L) 5

T S W) b o W BE L SR A i PR B (U /LD

4.7.3 [EIKIXLE

T8N AR PO A — 5 AR VA T bR YV W5 N IR A IR R LU R AR B 2 12 9 Jim A b 1 W
Jei R it ¥ 8 IO AR I e DX T ) S A R R I 3 vk, e () R [l e 3R ImD iR R A A
3.7Tb)EER .
XAV, +V) —cy XV,

R, == Ve X 100 % R N D)
Ao
R, — R, %
o NURRE R A v A R0 0 G D0 ok B L B O T L A T (U /LD

Vo —— NBERE S AR B S T (L)

Vo AR HE S W R A B Sl T (L)

co — NUEAE SRS DU VR 32, B O il B A TH (U /L)
o VS YRR ) VAR BRLS SRy TSR A TR (U /L)

cs
4.7.4 AL

FAAS /DT 40 A7 K0 v 5 0 1B P S [l ol 3 1 A TR i o LA 3o 7o i 1) LA 990 VR 1) 23 A 3R e
Sy b 7 AT BTG R A i e AR I ) B B E 0 BT AR ) SR 4 AT R, FH 4 [T e
TR P25 AT LG A5 B T AL 25 R A 56 R B G Bvt B R A VR B I 45 ) i 2 A X
Z VBRI A 3T ER,
4



YY/T 1742—2021

4.8 BWEM
4.8.1 HHEARREM
BB IS B 77 R IR 4.3 4.4 4.5 4.6.1 4.7 07 EEEAT RGN L 4T B 3.8a) HYER .
4.8.2 MIBEMHRE
SEUA 2803 PN 7 o R A 1) 32 R P R B RS P AR L P IR 4.3.4.4.04.5 4,61, 4.7 W7 Bk EAT AT
44 3.8b) I E K .
5 HREMEREAR

N AFE GB/T 29791.2 ER

6 Gk.E@wmMmrF

AL AT 5 LAT 2K
a) R & G N RE PR AIE 5 52 F AR FIAIL AR P 4518 5
b) i F 2 A Ao P A S B A B 5 A I

6.2 ZW
e B ) R SE 9 A% OF HEAT 38 i
6.3 M7F

e WAL 19 2% PR HEAT IO AT



YY/T 1742—2021

[1]
[2]
[3]
[4]
[5]
tion.

[6]

2 % X #

GB/T 1912008 {03 fifia KR AR,

GB/T 3358.1-2009  Zil#liC RAfs 4 185 — GRS T RERAR .
GB/T 26124—2011 Wi RAL S AR SN S WA (.

9 2. 4 I 1 PR A 3645 VLR 58 4 ML) AL 5T < IR T s i

CLSI EP05-A3  Valuation of precision of quantitative measurement procedures, 3rd Edi-

CLSI EP06-A  Evaluation of the linearity of quantitative measurement procedures: A sta-

tistical approach; Approved guideline.

7]

CLSI EP09¢c Measurement procedure comparison and bias estimation using patient sam-

ples;3rd Edition.




