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B

ik

FEMERGEEIE T GB/T 1. 1—2000 (FREL TES N 5 1 34 AR SRS H ) A2
AHIE s BRI B RTF BR R PR (Total Prostate Specific Antigen, t-PSA) &l & 37 (&) (b2
RAHFEST ) 7= 5 R B R 35 .
TREHERERAGGUBEHERESY,
FeAm v 2 E B A IR R B LR E A2 R SR LB AR E R4 (SAC/TC136) I3,

AR AL LT BT AR, LR B Y EX TREERA R, U RA LR LY
AARAHE,F RBH & (L FRA R, LERSHZEERAT,
FIREEEETA RFE VAR B R KR B,
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BEIF RS RERE (-PSA)EETEIXF(E)
(LFEEXEEDITIE)

1 SEE

APRERE T BRSRE R SR (-PSAY EE I B (&) (b B b A i ) 7= B W ARE
S ER BB BN ARRRE AR e BRAEES.

AARIEE F T LA 2 06 SR 5007 S SR 0 S B A I R R A R 2 o S R B B
PSR (CPSA) BB RAA & (U FHAR“CPSA H&") . AIF UBALAR B JFE S0 ek F 8 8t
RENBRIEHE RIERHEL 2 R R AT ERA (&),

AR HEARIE R T X B0 & v o Ao B R R i R

2 MEHSIAXH

- ISR B R BRI AR S AT R AR R ARk, FLEYE B SIS S8, KRS A
BB CREEEIR K A2 BT ARE R TR, AT, SRR IS ARk R & 77 575
EBT LGRS AR A . LRE A BS5 B, BB RAS A TFAaE.

GB/T 21415—2008 {RSMEBTEEST 280K ZE H04F & P B A0 T B 4 v 5 0 35 0 4 TR DR I 3 B 2 9
EHE(IS017511:2003,IDT)

3 REEEX

THIREREXEAFARE.
3.1
%% chemiluminescence, CL
B T2 RN A i FRE A T RS MYR, B E B R B R B 00T, AT S5 58
W,
3.2
2L EZEFH chemiluminescent immunoassay, CLIA
RHALZE R RE ST EARRNER, B E N ERR RSN T — RN aER D,
BEUMERCBEREFUDESE.
3.3
BE#&MAE minimum detectable concentration/# | FE detection limit,limit of detection
HRPU—ERETHAAESTEERNBNENRIKE. [1SO/DIS 18113-1]
AR E R T R .
2 FRETHRERIBRAXSTRORET SUATEEENEKERE.
3.4
S 4R analytical specificity
MERFERNEGNERNEES. [GB/T19702—2005/1S0 151932002, 3. 8]
i 1Bk B AT B FR 0 247 T 31 (analytical interference) ,
2R NERF RO RRETERAD FREXR M.
ELNERFNERERAMESHERIERR.
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3.5
WERLZHLEME linearity of a measuring system
EHENELEN, AHNIBE RSP EENEEER ARG . [1SO/DIS 18113-1]
LA FESSE BT AR, AL SN ER AR ERK LU BN UEER.
E2:ANESNBEEABNER AR REMMAI KR CR B4 ) MRS, HUBERRXNHNEL
M EARMBEEEN, TRE SN ERNFARENREENRE.

4 ¥k

t-PSA E B E RN &% B R R EAR A LA VR SEBRAZZRESTEANE;
AR B M B AR R AT L A 3L R B 2 R BURL BRI R 3R 4 B B 1h 2 B b B ST
& RIEREL BN A R 48 F T RERNE 8 38RAER.

5 =|X
5.1 43

SPIRBIAF AT ER
2 WAEEHSNTE TR WETLERE;
b)  FRICREARA RLTE T . T

5.2 HiEE

A=k BARYE GB/T 21415—2008 XA XA B RMHTA -PSA v i B R IE IR RAETT %
HAHMER AR EEENA.

5.3 HEWE

WHENAFEMTERZ—:

a) FSEYIRERREARFTRN , 855 R KA HRZERIE 10 6EE A,

b) ¥ B K EE R EATS R R B0 IR (-PSAD i A B s R T o EL A A VAR 0 o D Wi B T
FE(85 % ~116 ) FEE A,

5.4 HEEDNR
BRKF 0.1 ng/ml.,
5.5 &%

LKUEBEN ERATREFRERD ZELAET 2 MER, TREBTSEXEA TR, £4E
FEdll BT E R AETEE N WA SRR R T B =>0. 99,

56 EEM%

Fi 4ng/mL=0. 8ng/mL # 30ng/mL+6ng/mL KEARZELEKLW 10 K, ﬁ;ﬁff?ﬁ(CV) N AN K
FLON (B B BRAER RART BN GFIRER.

57 #tEzE

FAZANHS RN SRR — G EAE 30ng/mL+6ng/mL B A BHA, U = HE 5470 & Z [ 5

HEIZERRB(CVIBARKT 15. 0%,
2
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5.8 BEM

AT 38 F LA J5 3R 64T SR

a)  BHAREE A RHLE P S A E SO . BEISOHE RO SR A B B R TR R
L EE M, NAFE 5. 3~5. 6 WER.

b) ARSI I R R AR R R BB, R A 5. 3~5.6 NER,

ELAREERERATESSRAEZY RERRHETARNBE EENARBELMESARK;

E2REFHFETEE O, DFARNEEAA, B TR EERERIE S WREE, DR IEER 7= R
HEWEER.

5.9 ENFENERESFREE

FE e B PSA W EAMR, KR iiFE PSA fil PSA-ACT E &4 4l R Bl i — A2 , Bl 2 45 R i
REMABELE15%.

6 WEHE
6.1 43

FEARET BAE, MAE 5. 1 WER.
6.2 MiEEE

el AR #E GB/T 21415—2008 $24L57T A ¢ PSA BeHE & Bk IR . R B AR IR A AR
HEEEFEHR.

6.3 EWE

WHEAHENTREFEZ—:

a) BUREAN 40 ng/mL(ARVFMRENR 1000 MSH YR, ¥ E/EAERERIEH B BHT
BIL.WE 1 KE.ERICH M, BEAR MEREZ=M—HERE)/HIBHE X100% , 5 R
4 5.3 MEK, .

b) HFHELAN 100 ng/mLAFRZE R 10 %60 8 B 8T 51 45 B 5 R (-PSA) B (A I A B3
EA&T 4 ng/mL WILIE B &, il A BRT5 RA R R IR (-PSA) 513 B Z 8BRS .4l
F1: 9 BEARDINEEREFE 5. 3SDWER.

_CX W+ =Gy XV,

R VXC,

KI00YL  ereeerrercmrsneciinionieineannne (1)

AP R—HY 3R,
V—InA A BEER;
Vo—— M ERE 5 B #EH;
C—M¥ERBIA A BERE T vEEE 5
Co——ILIEHE & B B E
C—ARWIEE.

6.4 E{EHENE

AFREREMBRHARBRIENEAETRN, EEWE 20 K, B 20 KUEFHRHW RLU E
CHXS ZIGME)D  THR S E (VD FIAR 22 (SD) , 18 M+2SD, 48 452 ok FE A e i RO AR 4B AL i 2 (B

W E—RLU EERATHAEEYMEEH —WIFRE, % M1+-2SD # RLU EH A LR GTEF, K
3
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H X BT P ok AR, BN R R R, L RS 5. 4 B R,
6.5 ik '

BEEREEE LR S EERE—ZRARBENED 5 FRE, P RERENFEANEITL
HEEN TR, ZRASRABETRE S REEEEN 2 K. ITETHE BERTHENRR
Pl A B/ SR AT H R B A , I R AR R R B BRI & 5. 5 EK,

6.6 EEHE

FH 4ng/mL=+0. 8ng/mL #1 30ng/mL+6ng/mL MRS ERERKN 10 K, HHE 10 RKWEZERHT
WE M HREE SD,BEAR CV=SD/MX100%EH TR AR CV, &R MFE 5.6 WER,

6.7 #tEZE

A3 A HSRRT S PEN 1 Bk EE B0 ng/mL WENKAEE, FEE 10 K.HE 0K
BRI TFHE M fiREL SD, BHEAR CV=SD/MX100%HHERRE CV. ERMFAFE 5.7
E

6.8 BWEHE

a) AHR N BB MR R IR 6. 3.6. 4.6 5.6. 6 AR, RIS 5. 8a) HIESR,
b) FEEHRE . ECENFNRERA 3TCHE 3 K, %8 6.3.6.4.6.5.6. 6 FHEIHFITRM, NFF
4 5. 8D WER,

6.9 ENAGHNERESTFRAENE

FRARESHBRERER LR E N ER R S PSA WEMF , K ¥#E PSA 1 PSA-ACT E#
1 He A R £ — S AR AR A B AT U R A e A B MR B BT 2 2 R AN P 3 R4 3N 4R 2% Bn= (U B
B Co— BBy B /BB YR B X 1004, THE Hiffi 2= Bo L EERMATE 5.9 IER.

A % T R ELH TPSA WIE 4 10. Ong/mL TT5E PSA LI M RFIREA , 4 51 F47 0 22 5 BEA 0% B2 O
SR FHEBBAR R Bo= (WRRE Co— BRI E)/BIRIE X100%, K P :n=1,2,3,4,5, 7 H 2 Bo,
ZRMFEER.

F1 ERSTFREBRAEFR

e WE PSAWE | PSA—ACTEAYWE | B PSAEBEE ¥ PSA WHl B PSAMEBRE
- (ng/mL) (ng/mlL) (ng/mL) (FPSA) (ng/mL)
1 10.0 0 10.0 100% C1
2 3.0 7.0 10.0 30% C2
3 2.0 8.0 10. 0 20% C3
4 1.5 8.5 10.0 15% C4
5 1.0 9.0 10.0 10% C5

7 EREEA
7.1 B

BETFI R R SR (PSA E B IHEN (8) (ME R ES B TR EIRE, K5

Kl SRR,
4



http://www.bzsoso.com

YY/T 1163—2009

7.2 WA (R BFAXRERB I THTEE BB EHEFTHE.
7.3 EH(R)BARMBEZH BE, USRI —H= 5.

7.4 HITH®

7.4.1 HWiEEE
BT RENHERENARRTE RN 3. OCRRRE. SR ENERE.
7.4.2 #®IMHE
RIEA B IE.
7.4.3 AHEHE
ERRDRET, WA L AAGH METER. WERTHE 1 RAH#, KR (B R4,

7.4.4 BHEAN@EHTRRELTEL MAFRERFS. RATER UFRA (AR
Ee2ArAHERK. ‘

7.5 #i4nd

7.5.1 ETERz—M, EH#TEAKLE

) B

) BB T EE R

O EGAFREERSF—K;

& KB R TR

O ARMEREEE TERN.
7.5.2 H#EES

BB HHERER NSRRI E RN 345, AFRRE, SREfERE,
7.5.3 RBWE

RN, BT A4, R R A A,
7.5.4 AHHAE

B s B AR, B B R, BN R0k BN R E TR,
8 RN REERRBESE
8.1 RA(&)shasns

ELRAEIMTRE:

) TEEERBEER;

b) APl & FR . R TR

O EFBMEAHEBHS SRR,

d PFR#EE;

o HHM;

0 LY.

8.2 RA(K)&AS
ELNETMTAE.
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a)
b)
c)
i)

7= AR LA 5
PR A FFERRE
PR

HEH.

8.3 WA(F)ERGBASE
BELNEEMT AR

a)
b)
c)
d)
e)
D
g)
" h)
)
P
k)
D
m)
n)
o)
p)
Q)
)
s)
t)
w
v)

PR AR

LIEHAE

TH A

R R

FEH R
&SRB

&ERES

FEAER;

R HFIE;

SEE(SEEED;

RS SRR

For 3 07 ¥k 1Y R KR 5

=R RETEAR 5

X4 T4 OF i g i B E ) B UL EA
AR (X RN MU,
EEEW;

S5 3CEK

A=Al

BT SRiA A TIER S
B #MEMES RS
PR S

VLB R ER MBS E .

9 BF.EH.BF
9.1 w%

9.2 IE®

B (&) LR A 7= e I BSR B .

9.3 WfF

B (&) B A 7= b LR A T R 77
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YY/T 11632009

o
ot

x &

GB/T 191 fifEEERirE

GB/T 9969 T ™RERWAE &N

YY 0466 EEyrastl BT ARG ARID RS B S (1S015223,2000,IDT)
GB/T19702—2005 A LWETHR Y HRERSTENNE 22 NEREF RN
(ISO15193.:2002,IDT) :
ISO/DIS 18113-1  Clinical laboratory testing and in vitro diagnostic medical systems-Informa-
tion supplied by the manufacturer (labelling) — Part 1: Terms, definitions and general require-

mernts
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