ICS 11.100
C 44 Y

1 2{p
(747
e N\RIEFMEIEZSITIARA

YY/T 1444—2016

AN E LA =

CIk
s

Total protein test reagent

2016-01-26 & 75 2017-01-01 258

BERE &%

]
3t
b
2|
B
o
B
g
3

2 Lt :,)e%
& 2,
.

Py copyae

N oo
“Alige Zap S



YY/T 1444—2016

=
il

AERHERER GB/T 1.1-—2009 45 B0 40 W o B,

THEEA L RETREE LT . A& SR & i YU R HR 5 X 2 % F 89 32T .

AR EREMAMUEFEELREL.

bl 2 EEHERKRREEEFHEMSEH RERELBEAZR S (SAC/TC 136)HM,

AR R A L T ST SRR R AT P A A YRR ERA R A EEREYRB (X
BOAEMRAAE BmHEA(E ERASARAAREGFAR . LEREEY T ERGERAA.

AR FEREAN GFEE EW.GATT B R



YY/T 1444—2016

EEAMNERAE

1 EE

AFRHEAE T BEANE RN & SR WER RRTE BE EHER A A% i mk
%,

7 b HE B F T A U IR A ILTE (O B E AT E BRI MR & BT Aot e BRI
M, GHEF TEA A A S 28 s Aot L EA R A,

FiFHEABEMT T ETENEEANEARE.

2 WS AxH
TSR T A SCAF R AR AT AR L BB E A SCE OO B A R A E T A

. NEAIE 5 IO, K R A (R RA R B8 & T4 30 .
YY/T 0466.1 BT AFEFBREAE MEMBERFEENFAS 51 844 82K

3 EXR
3.1 43

BRI AE IE F AP K
3.2 %2

WA B B LA > ThRRE.
33 HAZEREE

B 28 15 R B R A KT 0,200,
3.4 SWMREYE

70 g/L HAEEEZME(AA AT 0.150,
3.5 &£

R S 28 P X ] 7 7 %[ 30.0,100.0 ]g/ L.
a) ERMEHXER - BANT 0.995;
b) ZMEMENFELTE6.0%.

3.6 BEE
3.6.1 EEEM
EREMIR(70.0£10.00g/L IR, IBERHTREABRCVINAKRT 2%,



YY/T 1444—2016

3.6.2 #rEE
I3 (70.010.0) g/L EIREA, B 845 R R M XHR 2 (ROM AR KT 5%,

3.7 EWME

R T i 22 A B 596
3.8 REM
3.8.1 &m

A 283U R T B AR

A 7 e M S G B 4T R A
B AN E
3.8.3 #zE
Ly 7 sk
1.5

ﬁ‘;r'(jﬁﬁ 2y A 159 gy iy (a0 2 B IR (R AR

4.2 4m
£ A SR BLIE WL 55T
43 kB
FRIE A BB AT 3.2 FIESR.
4.4 RFI=BBAE

PR G WA R A, 8 SR & 2 B BB E R T RO EE (A, iR & 3.3 B
Ez%o

2 CVREAR T LUZSIOK B R B K B R
4.5 S REE

S & B B R BE A 60.0 g/L~80.0 g/L MIREAS , T Fe 7R T & S 80 8 B8R T BTROG B
A REM(AA)  FBR T B R A BUE B ROR T MBOL M (A M (AAD - E N 70.0 g/L #

2



YY/T 1444—2016

A B RO BE 22 E B AH L AT 4 3.4 BZER .
46 &M

4.6.1 FEEESME XA T RMMREEEAMBEEESME XA LRSS EREAR BERED S P
W HE () o PG S 2 S0 3R LA L R 7R L A e BB 3 YR, 40 TR o T B e B A I R A Y
Hy). UBBIRE@HOREEE, LR RAFEGONEERRHEERE TR, HEEERNA
AKX RGNS 3.5 MER,

4.6.2 ¥ 4.6.1 FETHBERE ORALREREAF R, HE v, W0 8{H 5 6 RS THE A A8 X 22
MifF4 3.5b) FYER,

47 BEE
47.1 EEH

wE MR R K ) e B 1) - 24 {H (=)

MirHER (SD)
(1)
#H
DLV
SD
T
4.7.2 Hki :
4350 20,0 - eIl R s I
L 3 Yok Bl 518 ‘ Wi
= (2)
= 3)

Fav L
T —— x: PRI KA
Zmin — x; TR IEL/AME
Tr 3 WAL A
R — X%,

48 HEWE

B AW T F AP R R A IES ) B (CRMD BB A A2 5 B B 3 1k, #23X (O 3
A 2E B(20), i 3 IR RAFFE 3.7 2R AL &8, WRKFETF 2 RMERAFE, A
FIRAGH . WERAE 1 WETR ARG R, W F087 233 20 U, IF 43 0 i B =X () 57 A8 % 45 22
MERAKRTET 19 WA E LA 4 3.7 2R, MMER A4 3.7 BBER,

M—T
T

B= % 100% e

- i



YY/T 1444—2016

M —Hi & R
T —HUESZFYERRE,

49 BEM
4.9.1 HWBEY

BB A0 10 J — A B 10 P AR 4 I 4.4 4.5 4.6 4.7, 1 4.8 5 ERHEATAR I L R4 4 3.8.2 MO BER,
492 AREHRE

AN SREA S SRR EE &M AT 4.4.4.5 .4.6,4.7.1,4.8 F7 #7780, [
e 3.8.3 WER,

5 R AREMEREBES

5.1 HAZHEEFIRFE

A A S RW R YY/T 0466.1 WER, ZELMAFMTHE.
a) 7FEh A TR B A

b) A7k EEE RS B E R bk BER TR

o ETraSmEME %S

& TR S

e) RIS

D REASAEEN;

g AR,

52 RAZAEEFIAGE

AT SMHEE YY/T 0466.1 MER . ZPLWESMTHE:
a) 7 h A TR B A A

b) Ak A FREARE

¢ FHHtS;

d) KRB AE RN

e) WEFMF.

53 HAZERHASL

Frfi B SRR YY/T 04661 ER . ZLNESMFHE:
a) RER;

b) A HUAE

oy TUHAR S

d) KR

e) FEHMMAST:

D AR R REUN;

g) &M

h)  BEARER,

D KB



YY/T 1444—2016

P ZEHEEFERAD;

k) KSR AHRE,;

D #5005k HY R R

m) =g PR R AR

n) FEEFE;

o) BEIEK;

p) AP EEE RS AR AR, kL BRE T
Q) BEIFAREA PR A VT RGeS (IR F B A Ak )
) EIFRREAHEBHES

s)  TEIRHERS

) UL R B S H .

6 BxX.EWmMCE

6.1 &3k

(ISR Ve
a) IR &R RERIUE S 3 A AR TR SIR ;
b) B L P A A U D R A A R AR E

AL E SRR HETT A



YY/T 1444—2016

Z £ X W

[1] GB/T 3358.1-2009 SHitHREiCEAS #1845 —BEHTRESHTHEENORE

[2] GB/T 214152008 {KIMSWIESTARA YRS TEONE £ A& A Y R EEN
T IR

(3] GB/T 26124—2011 PRI RINSHHEH (&)

(4] GB/T 29791.1—2013 (&M SBFESF B HEFREVFELGFER) £ 182 RiE.E

[5] GB/T 29791.2-2013 {kSM2BIET#M RIBSHRUEMNEEGEGR) F2H S H
At 2 i 7

[6] WS/T 124—1999 g RSS2 WA & 5 & 4 10 5 U

[7] CLSI EP05-A2.Evaluation of Precision Performance of Quantitative Measurement Methods;
Approved Guideline—Second Edition

[8] CLSI EP06-A.Evaluation of the Linearity of Quantitative Measurement Procedures: A Sta-
tistical Approach; Approved Guideline

[9] CLSIL.Mecthod Comparison and Bias Estimation using Patient Samples; Approved Guideline.
CLSI Document EP09-AZ, 2002

[10] R . 4 [ G PR A B B AE AR AR .3 R B9 0« AR K2 tH AR A: 2007




YY/T 1444-2016

FE AREMNMEEH
T Ak B HE
REANERA=E
YY/T 1444—2015
OE AR R MR E T
i EHXFAMEEEAR 2 5100029)
Jeat i P X = B Ak 16 5 (100045)
B hE www.spe.net.cn
B 4595 .(010)68533533 & 47H7.0:(010)51780238
R % #.(010)68523946
o E R HE AR R S R EN R
EHFERIE S
FA 880X 1230 1/16 EOfk 0.75 =28 14 T%
20174 1 AS—IE 20174 1 HS —KEIRI

54 185066 « 2-31080 i 18.00 T

MBENEERE BAEAHETPOIER
[RINEE BULR
23F % . (010)68510107

YY/T 1444—2016



