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3.2.1 (EMERE . BRI R, 38 100me/50mg TEHER.
3.2.2 S FEER H Oml/min—~—500mL,/min,
3.2.3  FFIERHEE Sml..
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LB R FRTIRAT Rt 2S5 R —wwaradtek.on 02161645650

GBZ/T 160. 55—2007
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x 1 HiEMREERE
L&t T, ] THE FiRTEPE

o HAL g/ ml) 10 3 1
BB e B g/ 1 ) 6.7 4 0.7

B E R (pg/mL) 10~1 600 6~2 000 1~1 200

A s 0 3. 7~1.9 4. 9~5.7 2.3~4.7
FEEHR (mg) 11.6 16.9 8.6
S AR M) BB. T 82 4 08, B

4 AE.TEH.FERTEBRRMN Z 5Tk

4.1 RR ,
SRPRIAE. TR, F AL TEnfiigt: b E > Do 1 1 P B R 2, AR 5 i £

OO R
4.3 &M

4.3.3  FRMES FIRCER M SRR R 1L TR e T L, L2 R el 7E 200,
Tl MR, T B 265 | B 5 FT L 2 447 196 43 81 2 ©. 7898mg, 0. B061mg, 0. 7978mg #0 1. 090mg) ,
A 100mL PS8R eh, B TR 24 1h 5, IS SWEE 100mL, HTIE T, P ES T HH MR
WZ MRS, R, BN EENE. AARSATTHREER.
4.4 BBRE EHHNRT

Bli% A GBZ 159 177,
4.4.1 SERTEIRE . R ST MR R R TP, Bl 100mL/ min FEFRE 15min FSFA.
4.4.2 KBHEREE. GRS TSR THREREREE, L S0mL/ min ##FE Zh~Bh(FFHER
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oak 1h~—4h{ BEREE) S,

4.4.3 TR ETEE A AT TT IS B R ik e 1 o DR 75 SR 3 S B BT B 138, S VR B

FEREMEEE, 1 50mL/ min A F R 2h—8h(I5HE 5 T 1h—h(REREE ) = SH M.

4044 BRSSO SR N A A B A R R S R SR HL R IR TR
RS, 37 B R R R T 0 T 7 28 P W AT 5 T e T B PR AT L IR

15°C FEATRIE 3d: £ T P T RIS AT 8d: B85 T 5 5 WA T {RAF 94,

4.5 HER

4.5, 1 BESLALTR 85 R 006 HE 500 AR e B A A B 8% b S ik 4R 100mL HEEHER. S

Mo SRS HE, SATHE Y 50mL/ min, 80 EEE H 350°C GLZ MM K 300°0), 8% 100mL. #

WAL, AW o ol P A ek G R W Y T U RIS M A T LA R

4.5.2 A7 dEEA M TG = MR GE 30T ~35°CHRHR 10min) % 0. Opr/ml., 0. 20ug/

mL.0, 40pg/ml. 1. Opg/mL Ml 2. Opg/ml PN, T 07 365 T 26 5 Mo 0L 2 MG MRiRIE 2 9. 28R40

B M 2 4 A (A (L B B RN S S IR L OmL, W SRR D] R

g7 pk. LIRS A el T AL IR T TR AL TSR AR AT AR (o D) R

bRl 28

4.5.3  HESIE FEE RT T AR S I RRE 2 AR ST, 100 75 (o 1 o e o L

B.diEt iR, TR PR T AP Z 8 e (g ml) .
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100—— A AT, B 2 BE T (L)
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4.6.3 [ A - E Ak HEE GBZ 150 AUEHHL.
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4.7.1 AEMBITSHEE, R TE N 0. 06meg/m®, HAER T A H MR 0. 2mg/m’, WLy
1. dmg/m* (L R4 1. SL SSSURE S ) . M SRR T B2 0. 06mg/m’ ~133me/m’ , I B 5 T 56
R 0. 2mg/mi* ~ 133mg/m’ L ZHE S 1. 4mg/m’ ~133mg/m’ . HXHERERZE R 3. 7V —4. 9%,
4.7.2 100mg fEHEBH G EAR . 111 6me, BAER TSN 32. 8mg, 500mg & KM F 458
FRWZABT Y 0. 58me, THWM MR, THY 8564, PEBTRAFS 96.9%, NLHEWH
92, 8%, HGHETE P 0t FRE B L 50 0 E T IR
4.7.3 Bz S ohItdeey 2, AR 2 8T, AT R U Z AR E 5 H ZMMTE . N TR E . ¥,
B L Z M, S 2 S AT IR PIME  T R R R R T R A R
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Z AR R R S R SRS R S N i SR TR AR
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5.2 {L#F
5. 2.1 TEMESRY . FE A, 3 100me/50me TR S
5.2.2 SSEEMS,FHE 0mL/min—500mlL/min,
5.2.3 JERMRWHE:Sml,
5.2.4 MBESIE10uL.
5.2.5 MY, HE LR,
1L BRI B8 S i
& i #.:30mXx0. 53mmx0. 25pm FFAP;
H iR 1607,
FUik R £ 250°C
Far ) 5 i AL - 250°C
A CES) R 2 9mL/ming
4 W H.2:1,
5.3 it
5.3.1 Sbirme, ek,
5.3.2 T HIfEE. (LSEE L THONR,
5.3.3 fmdERE. T 1omL SER P A AR TR (R, R RS, i A —E BA RO RN,
Bl i LR E AR 2 ORI B R A R R L o AT . A
AT I 6 f B R R AR 0. Smg/m. 500 /R M4 Mg
5.4 HERSNRR.EFNRSF
Bh REE GBZ 158 A7,
5.4, 1  TEFHE AL FTIFiEH OB R, LA 200mL/ min W8 FH 15min S5,
5.4.2 HEASH MEEREFTERE S BAERSSREBRES SR HSRERBES.
FebEin . o BIEE S PE R . B S RN EWA A . B OO TR 10d.
5.5 iR
5.5.1 #F&L k7 ¥ R e i i T S i i B BB BE R A P A L. OmL. ik HEE R
H PR o R 30mnin, ARG BE0 5 . 50 60 v 0 o % L e O it 0 L i P — AR R S M
TR 3 L AL
5.5.2  Fr A i 28 00 &2 08 B fHER R B AR o AR A Ope/ml., 25ug/ml., 50pg/ml., 100pg/ml.,
200pg/mL . 400pg/mL FH/AEGAERT, SECERERS R IUR W ERENE RE, 4
BUHERE 1. OpL, ME ZARMERF]. G- R NE 3 Y0, LUIN 8 i o o i 0l i L ES {0 %) L G ) S
% TR R s B ol 2
5.5.3  F SN o PR B0 R T A R P 00 R o R 2 R B N ) e e i
{ELIE » b e g 2R 75 O /a0 ) e
56 itH '
5. 6.1 UM R R0 s R B
5.6.2 #HEL(OHWE PR /rKEmHEE.
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A,

47, v S (i A1 R 1 T O {0 o B W I e (/)
) oy S 03 i I R A R o A R T R R R MR A R R (g mL
v—mummm ﬂﬁfhi&ﬂ(ml_h

D- G s Bk M
5.7 i#AR
5.7.1 ZE:auM i B 0. 0dpe/ml & fIE K 0 7 B 2 0. OL6mg/m? (LUR IR 2. 5L SR M) « M2
LA A 0. Mpgmemﬂﬂﬂygf’mL;#ﬂm‘ﬁﬂE i 484,
5.7.2 WM, 010, Sl R Mﬁﬁﬁﬁﬁ
5.7.3 B S RIEN E T B . ST R LT E T AE G e SR e R
A 2 A L O B 7 () 5 1 I o [N ﬂﬁfﬂw PN S Y MR FEER
W, FE e O ) A -
5.7.4 #LIPHREH ‘!._,; 0% . W7 g, Rl RO R R AT 10d,
5.7.5 H{rHAM,. ‘f mﬁﬂ:aﬁt SE 1
5.7.6 #ﬁ"ﬁﬁﬁé ':"

6 —RTEFWAREANS

6.1 FEE
2 PRAE R T AP I T
6 BRI L LA B B (] S ey R T
6.2 {us%
6.2. 1 TEHESE R, PI%E 100mg/50mg FEMENE .
6.2.2 ZHEHEE.EA OnL/ min—500mL,/min,
6.2.3 HREWESmL,
6.2. 4 (RRTESIER:10pL,
6.2.5 “THIMEE M AEE TR,
-2 Ty =3 gL
8 i #,30mX0. 53mmX0. 25um FFAP;
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H ii:1207C;
HAEERA 250C,
W= iR 1 . 2507C
B (HS)FEHE 2. 6mL/ min;
4 M Hedel.

6.3 =

6.3.1 —RTHENM. Al

6.3.2 fRUEWE. BIRER, 08 E T e

6.3.3 (RMEIEHE. F 10mL FREP. MAP!ﬂlﬁﬁ HERRRR RS DA — 0 — R TR PN, F

BB L . Do S s b 2 OB L G [T It fﬁr]‘&!fﬁiﬁ AT AT, WA

Bl IR ERER 5. 0mg/ml. —BH = STGIE T 3t Lot

6.4 HampRE EWRFERE

il i ; 2% 2h-\h E‘*T":E#r";l[:n
6.4.3 4‘{#‘.};’;#,” . I i 4
min iR L Zh~8h:
6.4.4 HE%EH:
FHERR SEHDET
6.5 HEER
6.5. 1 &5 4ab5 B%
it e, B 30min fRED
W52 e I L
6.5.2 fREiEl B ISeE
1 600pg/mL.3 200pgN
R, o UEERF 1.1 ;
m_#mﬁam
6.5.3  #FGE  FIEN
HUESS , by ks

i

c——Seieh — ) i
ey vea—— 5 S A 0 T I A — #T;‘;tﬁnammmf#.mmtﬁ A7 g 5 2 Cpug /L)

V—— SR i A P L B S BE T (L)

Vo—— iR R (A, A L),

6.6.3 e i o AL S B e o e R G159 TR
6.7 #i88
6.7.1 ALK MY 0. 40pg/ml; AL HI P 4 0. 13me/m® (LARSE BL 25 “URE S ) - M E T
% 0. 4pg/mL~1 600pg/ml; HIAFFRMEMRZE Y 0. 81%0—1.35%,
6.7.2 AEMRUEEE N 05 ~9T Y.
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6.7.3 EILFHIEN B IU~100%, FERER S 3me.

6. 7.4 i AR WO S ko SR R S AR O 0 T A 06 R O A ) S L i
2 7 A Y R B R) 6 5 S A R B S AT LA A D O A 0 R MR B R o S
o P S OB AR

6.7.5 HFWRME. 2B IEY S TRAEEANE,

6.7.6 “RTEVRELTFHIESYERERE:2,

Chromatogram-Channel 1
Inlensily

b ] 14 3
350000 3
300 000 =
250 000 -
200 00 =
150 000 3
100 000
50 000 |

0

B2 —BRTERMAESSER
I—ZHfifeil 2— R TR 3 —FE M — P EFAH, - — R e

7 ZZEREIAE - Rl

7.1 R
TAUP_CEFRAEERTRE, RABRREHE, SR8, S ER T LhnEn
T, LA G 550 e ) o 0 R O L
7.2 S
7.2.1 IETERE. WRIMLEL, 9 100me/50mg FETER.
7.2.2 FEFEFER HiE 0mL/ min~500ml., min,
7.2.3 BRI SmL,
7.2.4 (RS8R 1ul . 10p0 100k,
7.2.5 SAE, S ER o,
(LB IRIESE #1F
£ il H30mX0. 53mm X 1. Opm, FFAP £ 41%H
33 B.950C;
AEZERE1507C;
KelaEiE e . 270°C,
BERE BT R
HS B FHE 4. 0mL/min,
7.3 #A
7.3 ZZEPE . miEa,
7.3.2 RN WEALER, (S T T o i
7.3.3  PRMENENE A6 Sl BB A 10mL F AP, RIBCR S B RER I A 1231 =2 3
(ISR, 20°CR Tpl. —Z PR R Y 0. 813me) , WL 6 T 200 , 0bn el & . 7F 40 KeS
PIENTE. e FE AT PR MR R 5. Omg/mL 2 B MR
7.4 HRNEE . EHHEE
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Blis R B R GBZ 159 $h77.
7.4.1 SEETPLREE RS, FTFRIR R SR P, L 100mL/min LB R 15min TH.
7.4.2 KBHEREE . 2R S ATHG tE S B L 50mL/min JLERIE 2h~8h TG,
7.4.3 PR AT IG5 OO, OG0 £ R 6T S Y AL, 1L 0 R PR L L 50/
min i B K% 2h~8h 2= SH A,
7.4.4 BREZEN HEERETERSES BAEETSIRENRES LM, HaRERELS.
FFERE  r BB NG, R S BAE R . RS ER FARTF 5d.
7.5 SHSR
7.5.1  FEEhAEHE W R LR A0 TE PESCRT T BL A BB LSRG R, B A L OmL R ALK, B H
JE RIE M 30min, 557 IR UL b7, RSP 2 A0E B R A L W S AT R
B GE TR TR LR R AL
7.5.2 tRMEMIERMEES] . B B AL B R b o I LR, 0. Opg/mL, 625pg/mL, 1 250pg/mL.,2 500ug/
ml..5 000pg/mlL — 7 FEF MR £ 5] . SRSHEE R 46 T B 000 B RENERE, 23
HERE 1. OpL, BE SAFHER T, @ -HEEEMETINGE 3 e, LU o ik g il g AR (AR i ) — 2 3
B e B € e/ L) B L M T £
7.5.3 BN N E SRAE R P AR R 0 R an RUEE A0 5 A ﬂll?%ﬂﬁ#nnﬂﬁﬁﬂhﬁﬂ
W o G T PR e PR R 18— 2 R P AR (/L)
7.6 N
7.6.1 RO H R BT R AL

7.6.2 (OSSP Z P EMRE,

('c]+': w ana LT T 5.5 Pe s 5 40
_V_.D_ - K L0 rvecriiarenaniinnnisannsas (6)

Fi
o~ AT 7, P R o (B B B 45 3 7 (/™
£y wcr—— 4 B i T S AR 30 b 2, PR 1O 0 8 T R g L)
V0 AR B T S (i Y T (L)
ViR AR R B e S8, AN TR
D—— 0% e, B fi % 4,
7.6.3 B[] ANALT- R HE e I FE GBZ 159 MUE TR
7.7 iHAEH
7.7.1 AL PR 33pg/ ml SR AE A HE Y 22mg/m’ CRLRAE 1.51 SRR, WERE
H 33pg/mL~5 000pug/ mL, fHXTERMER 2 4 2. 7540~6. 124,
7.7.2 —Z BPEMAREENED 1009, FHREHER 8L M. FAFR KT 20mg.
7.7.3 EHCIEEE S L e
7.7.4 BN AR G Ty - S v vl v Y R A 0 T A AR i L R R
S A B 0 R AT, B AT LR R M E S R B R R R R
Bt o OB o 0 B
7.7.5 WSS IFEMTIE. T B4, _ETEEFQFF#EHE
7.7.6 —ZEPEEESSEESEOHEERE 3.

8 2-CEHMBABR-SHLEE

8.1 R&E
ZEP 2 CHAEERE R, o e S SR, & G o W, HJOEE TR A
M LR B B[ A g e T
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3 500 =
3 D00 <
2 500 4

1 500 - 5

8.3.2 BinEdNE. fg ) , gt e A 25,0 2-2EICBE
#:25°C, 1l 22 A RS Y sl 20T B SN AT R BRI
WA

8.4.2 4CHFEIRE  f6 T A T % PESE G L S 0wt min i RAE Zh~8h 5 Uk,

B.4.3 APRTRE 2R TR L 4T IR SR 5 R 0 O 7 M 0 e e i HA 0 T

#, 1 50ml/min ifi i FH 2h—8h.

84,4 BESLSS MR BOOTHS BRI B R S AR BB RS SRR IR BRI
FARLIS , 7 EVE 15 1 B T, B AR s R BEE RS IR T AT RAT 10d.

8.5 SR

8.5, 1 HEELURTH 5 SR R AT B e 53 B A R R L B A 1. OmlL ZHRAERR JHAE,

i® % 30min, HWRESH. EEAHT - WP A e ) s P R R U W

REE et g/

B.5.2 hrokih el 0y48 . B WAL R AT o T WAL Opg/mlL, 50yug/ml.. 100pg/ml.. 200pg/mL.
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500pg/mL. 1000,/ mL 2 2 Y FRAE R T] , 8% (AR, 46 G HUR 1 PR RN ER S 2 51
L OpL B8, MR b R4, S IR TR 3 0, RIMAY i T L O {0 2 P C /) B
PR,

8.5.3 %SG . JEMOSE o 2 50 A0 Wb S N0 R PR SR S 0 O T Y o i R
B rEr MM ELTE 2-C A A (pg/mL) .

8.6 HH

8.6. 1 el (1 0py e AT B A o R B (L

8.6.2 #HA(MIFWES -CHIEHRE,

Eo il

(8

A R 7R )
J B B 57 £ AP
B.7.6 ikl A

B4 2-CEEEHSHEEE
I— BFEF TR,
- AHCPRE TP 70—

i iE <

—
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