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FE R

[#82]1 AR ICHM7 (R1) #I2 7 PHBRFLERFH R R LR FHABRTE (MMS) . FaE CE (EMS) 4=
¥R BA F R B (IMS) #9354 % uk, AR A2 KA GC-MS 7 kst L AT#m, KA 6% R ALK LA 04% = F 1%
FEFIR A B A EmE A, S TIEE AN 240C; Ak A BN 1.5mL; HAEEA Lul; 9RKA 2011 RAH
RA; BMB AR, BFRA EL, MMS & BT 4 79/80/95, EMS F= IMS i85 5 T4 79/97/109/123, &tk A .

B IR R, 4 ICHQ2 (R1) &K,

[5428 ] HRBEMAEM;, FHRTE (MMS) ; FTHBER A (EMS) ; ¥aEBRAAEE (IMS) ; GC-MS

iRt e (Imatinib Mesylate ) , i 3#51E
NI, R4 AR (Gleevec), &M BEMEH
MmIR—Z M2y, E T LIRYT S MiE R R . 2003 4F 4
HEwpeEE MBS R)m (FDA) H#EiE, 2005
AE T H AR 2 B R A T, 2011 4R
& [ FDA FIRKE 245 i i i A R EMA #9722
PRI EL A Pl LR

FHB PR P S 2 Je 2 i vh B A R B AT, 455 5
NI Sl SNSRI RN, Al B RS,
P R TR RS . HRRAR Y g (MMS) . HBATR £ R
(EMS) . HRRSNAES (IMS) 2588 4, Wi
ICHM7 (R1) " 45550k, ARk s it o 5 e
H i KA 25504 0 800mg/ K, Z54 MBI 2ARUE, R
e f BRI G E MY (TTC) 1.5 g K, RV
FREE M 1.6ppm, K GC-MS J7#:, 288 ICHQ2(R1) $7
ARELR P MR RGEE AN TR KRS
SRR 2otk WERREE . RS AEHHT T AW T
IOUE, JriRRRGE . ATES, AT ORI AR R O R e
H R R RIS SR AR A o o i

1 LB 5iRH
g AR A2 S5 EA (S S R 1
%1 RBARGERES

Tab. 1 Basic information of the reagents and test samples

ZFR fIt= a0 R

P T P L07ZB N9%  pgE (1) AL
e v
S - 00,00 T AATHZA ]

FRB R S TR A0319477 99.6% ACROS ORGANICS

14 - BT

2 it afifE oRIE

LR T 170057 99.9%  Fisher chemical
YM-101-180301  99.9%

FRRIT DB YM-101-180302  99.9% %igﬁx}ﬁ%ﬂﬁ
YM-101-180303  99.9%
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Tab. 2 Basic information of analytical instruments

EA HA% I'® i

SAHBTERHAL 7890B5977B ZHEE GC-MS-002

B TR MES5/02 MpFi) - 46812 BAL-005

2AEEER

2.1 BiEEY

K 6% N HEHEHL N 949% — W I 58 ik 4R ey [
SE M B T 4048 AE (Agilent DB-624UL30m x 0.32mm x
1.8wm) , FERERIE R 240°C; THEFER: 100°C L
34380, LIRS0 20°CHRFHEE 160°C, [-EF 3 7340,
DL 30°C R TR 2 220°CAR- 3 1 204, 250°C F 584t
2435 WM 1.5mL; BEREREN 1L MR
S 20:1; BAONAEA; KRS A, BFURh EL, H
Tl 22 F PG e % 15 1y 79/80/95, Wt 2 . T 11 it 2 5
NEREEE S T4 79/97/109/123
2.2 REE AL

K% ARG E R L L, HEAS AR
FETEAL, otk s, JERE 6 £, 5 50 il 0% il FY
RSD (< 15%) , iABHARIEENT
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Fig.1 Typical system suitability chromatogram of MMS,EMS,IMS in
Imatinib Mesylate
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Fig.2 Specificity test typical chromatogram
2.4 1R 5 E R
e ORI BRIV 1w L, 1 A SO B B €34,

ICR R, AN E G i PRI PSR 6 U, AR
T WL, EASCHBUE BN s, 2558 Rk
JETS MMS. EMS. IMS BT, BIFFEEOKR, sl
RUAE

* 3 AMEFDEREH MMS, EMS f1 IMS #URFIESRER

Tab.3 LOD and LOQ of MMS,EMS,IMS in Imatinib Mesylate

ek s SR e G

(pgml) SN=3 HEL“;g/ (pgmL) SN =10

MR

MMS  0.09027 7.2
EMS 009798 7.2
IMS 009617 5
2.5 &4

BRI L-LOQ . L-50% . L-100%. L-120% .
L-150%. L-200%, ¥ ASAHBTIEI A A3, s
T, LR RAE, S5RaT

& 4MMS, EMS. IMS 435
Tab.4 Results of Linearity Test of MMS, EMS. IMS

0.006018 0.01805 21
0.006532  0.01960 27
0.006412 0.01923 17

Wikyy  LMEEH o g/mL [l 5 5

MMS 0.01805 ~ 0.1805 y=11942.2109x+9.0671
EMS 0.01951 ~ 0.1951 y=13115.3563x-9.7245
IMS 0.01923 ~ 0.1923 y=8456.5362x+6.7459
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2.6 HHHE

SEMAAG. . EEWE L O MR, AR
FHTE I A gAY, et igE, He R AR A
MMS. EMS I IMS 9 F- 34 [n] 5 22 43 51 ok 100% . 105%
H1104% , RSD 53000 3% . 3% 1 2%, WERREERFSHAE
2.7 EEEMES IR

BUERRETUT 100% [FISCRIEW 6 1y, VB R faDks
WEMEE MR, BEBIS Lul, EASAHE
PR G, SO OdgE,  DLmDS R RS 2 A
HEEM.

rf )RS %5 45 o8 . MMS. EMS F1 IMS f4 - 24 7]
W43 93% . 99% . 100%, RSD 435K 1% . 2% . 1%,
TSR (AR 80% ~ 120%, RSD < 15%) .

HEPELEF N MMS, EMS H1IMS 1925 [a] i %
I35 99% . 104% . 106%, RSD 235K 2% . 2%, 3%,
FFEESR (FCR: 80% ~ 120%, RSD < 15%) .

2.8 HEmE

B3t H R B B SR SRR 2, Aol AR T
RSN, (OO R, KRRV A LA ) € 06 it
TRy, HehMTEITE MMS. EMS. IMS &, 45
2.9 MMS. EMS. IMS #=#I5Km

4l ICHM7 (R1) , 5 b+ BB ot 19 B 1 2
Wi, R AVIRR, ATENEIES S, WS RE
PR BE (TTC) 1.5 w o/ RAYEMS I R IR
MMS. EMS 4 k3528 4% 0, 768 M5 F D vl 46
RKE| MMS TEMEEE TDS0 4y 31.8mg/kg/ K, 4 MRLAE R
FH BRI SEE, THRA H o] R/HEAR (AL b

AI=TD50 x 50kg/50000=0.0318mg/ KX =31.8 .o/ K,
TRF TTCL5 p g K.

ASegal % WHRIE T EMS Hl IMS A B,
TR B % o DI s PR, O 1™ 4% MMS. EMS AT IMS
fEF TR R e AR B BRIE, G lid TTC1.S pg/
KB AR, DL R O 5 % e 19 H e KA 25 7 it oy
800mg/ K (LML et ) , 4T RisbRIE N

MMS, EMS, IMS [R & =1.5 w g/day + (800 mg/day x
589.71 + 493.60)=1.6ppm.

HE—2 ™, e B = 2 A 1L.Sppm, MEATHF
R

345t

A CHI ICHM7(RY) WFoEdilE 1 Rt S8 e
MMS. EMS. IMS Byl sens, &le 7RE, I
FERH GC-MS AT R I0AIE, 2. TmPE . RpR
e PR . ERREEAERE PRI A ICHQ2(RT) B3R, ikfa

R T -15 -
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