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1 EE

AEAEERE T LESAEIFHZRER SR RNEFIER-SAeEE.
FEAEEENT TG EAP RSN T RIRENE .

2 MTEMSIAH

THISCEST T AR BRI R OATAR . LR NS A, UEBRNEREEHE T4
AR, FLRAERNGI X, HEFiEx (BEANEBHE) ER TR A,

GBZ 159 TAEZF S HE E40 5 I B RS

GBZ/T 2104 B PAARAESEIEF 4885 TIEGATS PR 1M E 5k

GBZ /T 300.1 THEGFESAEMRNE £1Hs: &0

3 IR

TRPRATH KT RAFERERSE, “HURBIRIGEER, 25 eikEss, SKEET
RS, CARERIAENE, WRIEERBER, BoMairE Lk e,

4 ERRESHH

4.1 EWRE: BHERE, A3 100mg/S0mg FEHK .

42 FRFHERE: W2 0.025~0.3L/min FITRE.

43 FER: 2mL, SAENRZEE.

44 FEFHEENSS: 10uL. 50pL. 100pL. 250pL. 500pL.
45 HEM: 2mL. 10mL.

4.6 53 RF: BE 0.0lmg.

47 SAAEEN: REXIEE FILmNE.

5 R

51 “EHFH(CHLCL) , faiksd,

5.2 “EikER (CSy) , ik,

5.3 WRHERERET: 10mL ZEMPIMNDCE RS, HHRES, IA—EE (KFE0T 10mg) 1
“EHE, BERRE, ATRRESR, BREZETEERIKRE.

5.4 FRUESIFER: ERTRE—EEN - S T IRinEE SR E 10mL 2, AR R 220E,
i 1) B PR FE 2R 17.0mg/mL W) — S A beAm Ak B A VR
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6 HERERE. EBWIMRE

6.1 BLI7RAEIZIR GBZ 159 $AT.
6.2 KE B [A)RAF
BL0.3L/min &, X 15min &S,
6.3 KB [AIRAF
A 0.025L/min &, FE 2h~8h TSHE M.
6.4 BT H
HFEMREFIR, i E, RERER—EEH . REMNE. S0ERERADT 2 R
TH.
6.5 FrEE, MEIHEEERERR, SHEREA-EEBEERTERRE. ZRT, HEaWUREE
R7F 15d.

7 SHSR

7.1 B BRIESEFZMH

a) i 30mx0.32mmx1.0pm, FEEXNE_FREMENRC _EEMECILE (FFAP) ;

b) HiR: 60°C, {#%F 1.00min, L\ 20°C/min % 200°C, {&¥%F 2.00min;

c) HEEMBE: 250 °C;

d) HEREER: SWER, 2 51

e) FEMBREE: 300C;

) A (BS) WE: 1.0mL/min;

g) BEFEEFR: 1.0uL.
7.2 FRAE R T EC R S5

BADTF 5 HomL B8, Hd 1 REEEMARAZA, EKFERS AHERTE—2 4R
“EERGENARREAER, AR E RIS BIRE N Opg/mL~17000.0ug/mL HIbRHE R 5
B, NEEEREERBRP _ERRNEERTE.

SRR R, B SAAEIE SO 2 REN IR, HRKRE B BIR AR IR ERE R 5B,
DA 75 ey W T AR B (N AR L A — B R RIR . (ug/ml) HHEEE AR,
7.3 FERALE S0E

KRR ERTEIE IR . BEUEER O EAESIET, SIALOmL_HibEk, #HHEAIRE,
R 30min. REFIBTRELIIE . I EAnE R T M RIE KA R RIE, IR RGNS RERS,
HENAARES —EF IR E (ng/ml) .

BRI AT RRE BTN e, TR SRR RS NE, TR SRR

8 WH

8.1 #%3 (1) G M BUR AR ARSI R i AR SR AR AR AR (720D
293 P

273+t 101.3
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t—FERRENKTRIRE, S R8RE (C)
P RERREN SR RRERE, BANTH (kPa) .
8.2 #A (2) HEESPEREMIRE:
S L 2
’ = DVu Dy @
A
p—EFR P T ERHERWRE, BMNAZRREIFK (mg/m?) ;
p1, pr—INTRRE B AT BOIE M R R AN G BR VS YE R BRI P —E R e IR (BERRTR) , &
PAMOE BRI (ug/ml)
v—RER R IR, BACAEF (mL)
Vaor—FnifE B ER, BALKNA (L)
Dy, Dr—5FE R BG R . R B MR P & R I E A 2 AR R .

8.3 A o I A AR vk B (PTWA) 4% GBZ 159 M HE.

9 iER

9.1 A ARIEEHEGBZ/T 21040977 EFME R BT .

9.2 ZHARIEEIEE FRAN04ug/mL, 2N E M EN04ug/mL ~17000.0ug/mL, H{LEEREH
0.2mg/m? (LLREASLESFERT) « HNIRERZEN1.6% ~ 2.0%, RHEAEE (100mg FFHER) KT
6.9mg, FIHIRIEBMEN99.7%~100.0%, FHIFRIME79100.8%~102.4%. FfilEGHEEREHE
BRI

9.3 EATAREEIBRESELZMET, IBHTKPTRIEFNFR. —EF k. 7. =85 kK.
&R 1,2-=8 25 . FEEUWEYREATIMIE P BERAIPIEHERTHRE, REfm
gRmE . CEFREEFINeEsERLE 1.

.|

100 + PZ

. |

an

20

: T ] ] ] :
YiBg:

1—& %, 3.010min;

2—ZWAtEK, 3.442min;

3—PU&EALRR, 4.206min;

4—FEE, 4.271min;

5——&H K, 4.518min;

6—33, 4.714min;

T—=%F%t, 5.184min;



GDOHTQC 002—2021

8—FK, 5.477min;
9—1,2-—& Z.%%, 5.615min.
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