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BY

Tk

A MEMREGEM T GB/T 1. 1—2000 (AR LIESN £ 1 B4 ARMEG SRS SHN )iy
A 5E s AV A B R 5 B 45 R B R (Total Prostate Specific Antigen, t-PSA) % £ & i # (&) (k2
BN PES TR = 5 BR B RO .

Atreh BRE MG R UEEEREL.

At 4 R R R B S B RS2 BT R S in bR Z R £ (SAC/TCL36) A A .

AR ERA AR TErSRERT, LR RS YEX TEARAT , L ER SRR E 9
ARERAH, FRLW ™R (M FERAF, FiEEEH2EmRAH.

At EEREA R IMNER B G I TR,
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B HIS R RIEHUR (+-PSA) E BN E X (&)
(KFEZXBESTE)

1 EH

AARHERLE T B T5 RS TR (-PSA) 8 3 2 5 (&) (b2 RN A 8 40 7= & BRI
FRE LAy 2 B RB I 3 AR AR IR R R B B RIS

AN HEIE T A5 22 G 407l IR A0 5 SR AR 00 X o 90 36 R i A W00 R 4 o 40 8 T 9 MR A
FHEGLR (CPSA) R B 570 & (U fFR“cPSA R &™) . 436 LASCTL AR & B BURL . sk A s
BRE N B AR R Bl B R A2 0 S A B ) (D) .

AR AN T3 BT & o B R o B R A TR

2 MiEEsIAXH

TEISCH R SR FGE AL AR HE T | I T R A AR ME R A3k, LB H e S 3o, o H S BT
MR CREIERI TR A ) SB IT IR R E Al FAGRHE , R T, SRR B A e A R & B gE
BB DA S AR R A . LR eS| F S0, ERHRAE A TAFE.

GB/T 214152008 {ASM2WT BT 8548 A8 Yy Rf & b A 0 0 6 o o5 P 365 S o R MR 0 3 I 22
#EHE(1S017511:2003,IDT)

3 RESEX

TRIARFERE E AT AR,
3.1

EEHx chemiluminescence, CL

B TS R P T AR A TR S MY R, J5 28 B B R B = 7, N S B B 6
.
3.2

HEEXBESH chemiluminescent immunoassay, CLIA

RAF REMEEAFEFRIEMNEAR B SR iC RSk SH N T — R 5 & KR,
BEHMEEERERHFUDEE.
3.3

IR AFE minimuom detectable concentration/# PR detection limit,limit of detection

U —ZMETEA N 5EEE R8N0 EEME. [1SO/DIS 18113-1]

B HNER RS IR T R EE.

B 2 ARl P R AR R B B T R AR T 95 Y A 43 XK [ A AR R FE .
3.4

SrirdE R analytical specificity

SR RS REARES. [GB/T19702—2005/1S0O 15193.2002, 3.8]

BE 1280 55 5 W 38R 9 447 T3 (analytical interference) ,

B 2: AT bR R R F R R TR N TR R R

B3 EREF NSRRI EERERE.
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3.5
MEBRGRLME  linearity of a measuring system
FE 25 E T EVE B 00, 4 1 OV L5 SR SR R B B A (i B B AR B B RO B . [1SO/DIS 18113-1]
LA TFERMEEEFER, SERASNERERESKEAUE AN EER,
FE 2 SR Ml A I A ) 4 R O L ) e 9 2R OR s i 4380 ) Y B A oG VA . 240 Bt A SR A O 0 A 2
MM R, TR A ERNT SR M ENEEE.

4 5%

t-PSA 52 5 I 2 3R 4 3% ML 2 RO IR B R (W] W LA 43 0 R 5 R R AL 22 B S e A AT AR & 5
15 4% B AR AR AR RV AT RS Ry LA R A o RSO 3 o 0 e 4 O R 19 1 5 2 06 S B 4 #T 1L
&R ER R AR 7408 T TIRE R A shiRiFE.

5 EX
5.1 43
ShILBLAF 640 T EOR

a) ERA&FHIRFFE R, WETB N
b) R ICBE AR R T OB

5.2 HEY

H =4l R ARGE GB/T 21415—2008 S M4 HE BT T +-PSA B i o6 U . 31 YR ) Jo Ly 2
AN ER UEFAREEEAE.

5.3 BmE

WRENFENTERZ—:

a) HSHZYRENERBTRN, Ll 5RO RENELIONHERA.

b) O R B B TS IR R A IR (- PSAD i A B0 i 3¢ i R S it 40 0 AR 4 A 3] A ER i
PE(85 Y% ~115%)FEE M .

5.4 BAEHAIM
RIAKF 0.1 ng/ml,
5.5 it
S E N FRATROEREE ESRET 2 A% RE, FTREETFSEXAN TR, £4
PRk BT AR E MR TG B A T S A A DR R AR - RE=0. 99,
5.6 EEH

A 4ng/mL+0. 8ng/mL I 30ng/mL+6ng/mL AFEAEEH AW 10 &, HERRZRH(CVIEAK
F 10% (L5 B S BRAEERBA KT 15U (FITERER. '

5.7 #tE=

A=A S SR W — G e BE € 30ng/mL =+ 6ng/ml J B 4 (R4S, ) =~ 46 5 50 & 2 [ Y

HE 2R RB(CVIRAKTF 15.0%.
2
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5.8 BEM

AT BEFE UL T O s T B

a) FIREREEFC A RE S E SO . BB e R AR 6 B R R L 2R
i EE A, NAFA 5. 3~~5. 5 TR,

b HEREERE SRR R R R B, NS 5. 3~5. 6 ISR,

EREREER R TR RE RN BREARAETARNE ST ENEE T HRFARX;

E2LRES ST EE O, DI EMEEE & BRI 7 B E BRI T SR R i DURE A B R R M B
FeaEEER.

5.9 EBXRGNERSFREME

BN PSA WEEH IR, L eh i PSA F1 PSA-ACT E &4 il R R E— 484, s g R i
16 22 DI R AL 15 4.

6 WMBHE
6.1 53R

FEEMRNT HEE, UME 5. 1 HER.
6.2 HiEE

APk MARYE GB/T 21415--2008 42 4L +PSA £ HE & iR BE S B A1 4R AR R
HEEFHHF.

6.3 BWHE

WERET RN TR R —.

a) HHKEEZ2N 40 ng/mL(AVRERNTI0M) MBLY R, HEHEE N FER BRSNS BT
B AR WA SRS MORBAR R ERE= (M—EBE) /S HE X100%, & 25N
4 5. 30 MESR, .

b)  HEEL K 100 ng/mL AR T10 %) 5 B ATV IR 3 B HLIR (- PSA) (A In A B3
BAET 4 ng/mL WL B B, Arin A SET5 B SRS E (-PSA) Sl B 2 i AR Ha ]
1 8 BEANOHESREMES 0. 3 HESR.

_CX(V,+V)—

Cy XV, a
VX HKI0DY  cresmerininiiesie s (1)

R

R R-— B

V1A A BRER;
Vy——Ii {EHE G B B R

C—ERERINA A B S G780 e e 5
Co—IIIEREH B B
C—AWMHE.

6.4 ={EHEIE

REFRELGEREEFRBRESHASITRN, ERHE 20 K, 76 h 20 KUWEE R RLU &
CREX S SR 1ED » HH - H{E (M) FIfRE 2 (SD) . 78 i M 28D, 48 4 T 3k JE A ) R AR S ECHE /2 K
R —RLU HERFTHRARERAE G —WHE, % M+28D & RLU HH A ERFBH, R

3
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AR, B S A R, s R AT 4 5. 4 K,
6.5 kg '

B EREGE RO S ERFE—E AR ENELD 5 MRE, NP ERERE NS A BER
HEREG TR, Sli Ui Biired. gk EEEEN 2 K EPNE FERFHENTRE
HB B IR T HAMA P RS ML RN o SRS 5. 5 MER.

6.6 ERK

H 4ng/mL40. 8ng/mL Hl 30ng/mL+6ng/mL FFEHEE T EFRI 10 ¥ 38 10 KRHELRNT
HI{E M R EE SD, AR CV=SD/MX 100 % B HER R CV, &ERFS 5.6 WER.,

6.7 #HE=E

A3 AR &4 SR | k(306 ng/mL WEMMHAE,FEE 10 K E 30K
WEL R THE M AEREZ SD, BEAR CV=SD/MX100% BN ER R CV, FRMTHE 5.7
RER.

6.8 BEM

2) T B E RE F EEE 6. 3.6, 4.6, 5.6, 6 FEEBEATRAR  RIFFA 5. BaYMER.
by EEERE R BRSO ARG TE 3T CHCE 3 XK 6. 3.6.4.6. 5.6, 6 JTIEREATRAN, BIAT
4 5. 8D ESR,

6.9 EIMREHSFESTREEE

PR Y R T VR R TE O oM I R LR 5 PSA WRIEMIIR 3L P P ES PSA 1 PSA-ACT E4&
0 b 1 D B A 4 BT IR S A AR A R, B RS R 0 V(AR R 4 K R E Bo= (WUE K
JE Co— BB R D) /BB W BE X 10026, 315 i i 2 Bo JEHRIAFS 5. 9 HER.

A 5 F R H TPSA JEE R 10. Ong/mL W15 PSA HLPIAF R RIREA S-S 7 R #0460 W B, T 58
SR T ERBAR A Br= (B R Co—-Wisv M)/ TSI E X 1005, 2 :n=1,2,3,4,5, 3 5 H #§ 2 Bn,
SRMAFAER,

F1 EEHSTREMEREFE R

- WP PSARIE | PSA—ACT EOUkIEr | 45 PSASEEWEEE | 6w PSA el | 5 PSA MBS
’J (ng/mL) (ng/mL) (ng/mL) (FPSA) (ng/mL)
1 [ 100 o 0.0 |  100% | ca
2 3.0 1 ro 10.0 50% C2
3 2.0 8.0 1.0 | ..._???E.._..__. C3
4 L5 8.5 0.0 | 15% c4
5 L0 9.0 10. 0 10% Cs
7 EERARREHN
7.1 Bl
EAi R R E(CPSAEERRER () (bEE S REATE SAMETZRE. SRS
pol Y gk b i

4
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7.2 BRI @ BAXFEHEWTETRE. CRARETTEHE.
7.3 R (R BAURALIR I T, PG — BRI A — 3 &

7.4 HIKB®

7.4.1 HEE

HIreBrmEREN AR HARN /. GELRE.EARMBRE.
7.4.2 ®MBMAE

REBAHS ) BRI E .
7.4.3 HHBHAE

ERRHET, IE 1 AAEHE EETER. MERTH 1 TR, W ZHREA G Fa¥%.
7.4.4 BAEEMEATHRRERTER, WHP RERFS. W0RAFEE, UWFRA &) EHH
G2 AH. '

7.5 BRXEB

7.5.1 ETIHRZ—8,HETHRE

a) B

b) MR EH LEER AR,
¢ BEAETPEERSF—IK;
d) KIS E R E AR

e) ARMEREEPIIERE,

7.5.2 HhiEik

BAREOMEYREN YRR TE AR 3 5. ORERLE EREMERE,
7.5.3 ®BEIH

BRI , B BT 28, M T 2E N 234,
7.5.4 HHEHE

B i B &% A, W AR %, AR 10 58 i i AT R,

8 WRiIBREERHBES
8.1 #A(RE)haRE

BLNMAENTFTAZE:

a) TERATRREE;

b) AP AR bk R R

o EFEMEMHERSS . RHERS,
d) RIS

e) HEM;

D fraR.

8.2 W(&)&E4ASH
ELMAFTMT AR
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a) FRATRMAE;
b) Al A RE AR A
¢y RS

) FEH.
8.3 WMM(R)EREME

ELOMNAEMTRE.

a) TRATR

b) AR

ey FHEA M

d) REFE;

e) ETEHBET;

D &R EHA;

g) BRI

“h)  REEREDK,

D KR
P EEEESEEED;
k) HrORESRMEE;
D Ry is e R,
m) P REERETE
n) R4 G LB i B SR AT
o) AAriE R (GO E REED AV
p) EEHEI;
) EHFIHE
r) PR
s)  BEITEREAEF LI TIER S,
) ESFHEHEMRERRES,
u) FRIRERS
v R RERH .

9 BR.EH.IEF
9.1 HI
S, G ER OB .
9.2 EH
A () B A P A BRI
9.3 m¥F
B R B E PO MR R THRE.
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