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A ERG M EEEEREDL.

A b o B 2 HAABHE A Y AR S AR ML AR Z 5 & (SAC/TC 1100HA
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1 fH

FARHERE T SMPHEA Y R ELBR B N 3 BE A 5R B R O 2k
FirdEEATRE AT RN =R P R LB RO RILRME.

2 MEHSIAXH

THUSCHE X F A SRR RS AT . FLRTE B R TR SO, 0 B B RRARE A T 430
. RLEARE BIE TR0, B3 R A (R FTA MBSO & A TAXH.

GB/T 8170 {4 RN 5% R B AE 8 s F A 2

rh [ 24 81 (2015 4F Jig PU6)

3 &N

AR HEF R, MERFBRAE . B 10C~30C,
A e BT A AR IR BRALSE , LN R W AR Eh B A 2% .
AR b BT K i BB, O R B 4 L AR ERLE O MERR R R B B A B AR R AL,

4 FHERE

RAMMB RO AR AROFARRETR, KRS BRI RN, FHEZEF R R P 5
Y R W 30 SE L VSRR &, IO AR IS , A UTBE 0] 6 3R FLRRAERL A B P SE AT 1 T PR AR 40 B L I 3E
BRGR B AER AR, B0 R B W WA A R - K B R D AR AT K, AT R BR SR L MR A
LR A A R TR

AL T RAGMRAARLEERE, L ETRANMSEE FRERIE, FAHERLEHEEREY
k.

5 REAHE

51 HAE5HH

5.1.1  AR¥E S HEEE IR 5 SO PR B ML BE A58 B9 B AR AR o 5, Gl BE N >9800
5.1.2 WARYIR: 2, 6-— B H-y-nik mi A LA B oAt A5 B AR R, Al BE R =99 % .
5.1.3 A . —EHKE/SEF @S NG SR EEd) .
5.1.4 WREFAEAARCE) . FEAFRCSE 3: 16 WEBREMADEA T, AEBERREHY
BpwT
E AREAT USSR UREREARERNARBAAREBEAREN.
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i 2. AR SRR AR AR B BC A BB AR A
5.1.5 &XK..4iFE KT 99.95% WEBHE0.
5.1.6 & XK.4iE KT 99.95% (EBSEO .
5.1.7 K. .ZHKE. 4 FHAS THRMEL.

5.2 UEE5iEHE

5.2.1 SHAEN - REEEE FRNEE.

522 AXEHEHLUL.

523 BHFRE(F+ABZ—RFEEEBAFZ—KB).

5.2.4 faiftk A AR RBIERG LR 1, AR EEKMARQC, 6-—F E-y-itmE) & HP-5 4%
B e LA 1, SRE AT R R A B b, JA T DA R RG0S A E R G5
5.2.5 WRIERGER.

®1 ABBBRERBERG

E3 S E 2.

B GEH HP-5 30 mX0.25 mmX0.25 pm

i o D, L 3 e Sl BEAR MEY R 99.7 %

ZED 2, 6 F Bk y-ni I R S BE =>99.0 %

%5 (BB

VLRER AEARCHEBAMWG : 16 KL, A%
HEERBEE. 240 C
W 2% 38 BE - 300 C

A HE:1.0 mL/min
HEFTR: BRHENBRE TSR HFR.3 L
BRI SRR SyHLH 10 2 1
BW&A :25 mL/min, S # & .40 mL/min
25 S i #& :400 mL/min
HR WA E 50 C,4RR 0 min; B4 15 'C/min FHE E 200 C,{#
& 2 min; P4 20 'C/min F+{RZE 250 'C,4#{& 1.5 min
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80 —— /

70 RT: 8.753 min
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Wi R/ pA

10

8.0 8.2 8.4 8.6 8.8 9.0 9.2 9.4 9.6 9.8 10.0 10.2 10.4 10.6
B 8] /min

1 AEEEEKRARQ, 6-—HE-y-ILEE)7E HP-5 ik Fas B i

53 ST R
53.1 REENY
SAH ARG R EZ ) (2015 4R R U ER) o ALE B R GEIE DL EOR, LB % AL
53.2 HRAEBRBANGE
5321 AEERAKRYEEHMES

WRXERERAERETHE 2 h, FREEEE, HERE 50 mg+0.01 mg & 7F B4R HE & 2
50 mL FEMS, A WPl @It Es, BBIHRKEN 1000 pg/mL KRB S .

W EFRE 10 mg0.01 mg i 2, 6-— FF Z-y-MEmE B (AR Y1) B 50 mL AR, H W H e fd
HEE BB RN 200 pg/mL HNIREER.

5.3.2.2 4Rt dh R BRI ECH

MAXEEEB TS ERBRARKRSHEBES 10 mL AR 1 F (REQREHZEE
SHERRK 2. ZJF,BFEMA 2 mL 8 200 pg/mL WAL A —EF RER, B3 — RN
) T .

MN— BRI E TR IEHRBR 0.5 mL 2 10 mL FRK 2 1, BHREARCKIE
AWER RSB BEFE R (0.5 pg/mL~10 pug/mL) WA MR HEM R AW .

£ — 8 BT EEARE B RAT HEIN B B E AR/ P, RS QB IGHTIIA. 85, UR
R R & RS R Y & R0 B B A AR » AP 32 B i M 9 v 2 A (o TR 8D 55 1A 4 A i
{8 (T B B B R A AR, 2 AR e R TH R AR MR R B [ B AN 8 R M, BORARHE B 4R 1Y
RERE r2>0.995,
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R2 RAAPKREHKEESR

WA . B3 hET B AR
RS | AR | BERER B mL AR 1 1 25 WU B ARM2 | REBER
FRREE | HB/uL ) YR B/ (ug/ml) Y BE/ (ug/mL)
Std 1 100 10 AR 0.5
Std 2 200 20 0.5 mL 4% 1
Std 3 400 2 mL(200 pg/mL| AZ—®H 40 10 mL &8 5
1000 pg/mL M2, 6-—HE- | EBERAESR 2, A
Std 4 80 | ymmmmm) | ElomL 80 BAW(E 4
Std 5 1 200 120 FIF D 5D 6
Std 6 2 000 200 fE ¥ 3 10
5.3.3 EHEETE

WERBEER 50 mg XA, AR 10 mL AR 1 P, IMABREREEN 200 pg/mL KHHR
YW 2 mL, BRI _RARRER B WAL T2 RE.
FHERARE 1 PRHBER 0.5 nl T 1o nL FREM 2 ¥, ANMARCRBEESBES, BIE
BESmn £A, R RV HEERM 2 PHBREBZHHFLEH,1 000 RPM H ¥ 3 B L
5 min, SR —ERHM EHEB A 0.22 pm WA YL LT I8 E ZHERE/ME S AHEX

PEATHR, RE R R NS’ .
E: 53N _EARTAZRPRRE M SERERAE.

53.4 FTRHE
# 5.3.3 ZBX A — A H T AT E
535 ZARE
BRAFRBURFE S, 1% 5.3.3 B IRHAT AR

6 HRLEERZE

WA PR &R EAR (D H#TIHE
_c¢XDEXV

0
m X1 000 X 100%

X

ﬁq:':

X — AP RERERSEG

¢ — AR AP AR v R B AR B R VREE , LA R B (pg/mL) 5

m —— AR, B AT (me) ;

DF —®BHEF;

V — AR RESERB, BN ZF (mL),

5.3.4 PR EATRE RS RE R (D35 5.3.3 M 5.3.4 R FITRARPEREHEN TR,
FRRBHEREXNZEANBIBEREHEN 5%, BRAKRRBINESERVEREYMERE, &R
GB/T 8170 WM EHATBYL G5 R NAIRE 3 LA BT .
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SHeEmEEEER

Al BER
AWFTR THTUERZEAMT I EORMEER.
A2 BE

BERENEMASEREE ¥ SEEESERN . oEE REE ERERTHEEHLINSH.
B B 25 S )0 68,3 R GE BEATE PR, BT AL AE B0 F RO o B R 0 3 A K R P R AE L E
W EERERT IR, HER, X AR REHTEYHE, UFSEK.

A3 BREEXR

A3l SEBEE®R

RATHM AU RS EYRZEN S EEE, EERAERE S EMENXRER. TE
2o 3 4 B 0 5 0 % O ) 4 B, L T LA 5 B R A B 0 S R — 4R AR A (P A ) R B At
SrEE Y B B 43 B BE » SRS Bt 3R ke R A RS 24 B0 O ek R G B A B TR S O — R AR T B 4
BB, XA R AN RGBSR SHE.

To e 1 T 2 ) i R S B R, 2SR A B ) R e 5 PN R ) R R 9 O R S G % R R 3
R A FARFRNSBE. BUATETAEESHSCEEZ R BEMNKT 1.5,
AEERTERLAKXALD.

_ 2X (tgy —tgi)

R = 2 X (tre —tr1)
W, +W,

- 1.70 X (W1 42 +Wan/2)

& R ceeernnnnennn (A1)

K

tre——FHEP P 4 15 04 J5 — W A4 R B B ]

tr— SR P £ i i v T — e AR R B N TR

Wi Wy B W W53 51 2 I HE 4 70 €0, 53 i A e 58 B i 38 (L AL DD

Al SEEMRIEE
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A32 REE

AF M ail Ry ReE D, 8% UERE(S/N ORER. EdlE—RIARRE
¥ BE AR B R A BOR T E (E MR . E B E R 5 R N AR/NT 10 5 @ N 2 B, {5 R UL A
/NF 3,

A33 EEREF
AT xR, SERETFIHAERAKX(A2).

W05
j‘==7i;r_ NG - WD)
K
Wo.osn 5%‘&%&]:9‘1'@%,
diy  — T SNER AL TRV BEAZRME SR TR AWERLE A.2).

HA2 EEAF(DRER

A V2 B SH, BR A A M ES R B T RIAE 0.95~1.05 Z [,
DA T BUE s RS H, A IR B TR/ TERET 1.8,

A34 HBiEELZ
BAEEITNNERERAERYELN SHEEA.
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