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W E B ZINTLERIUERBRAESETW T X, Fik: RAGRARMEEE, &i54E 4 Kromasil Cis, #3148 4 30 mmol/L
LB 45 TR B 2R, ik 4 1.0 ml/min, A0 % ¥ 4 342 nm, A23B 4 60 °C,# A2 A 10 ul, BHREL R &+ FRAMMEER
BLikit AT a2 R BT RAR N T 2R E LT E A 5~300 pg/ml(#=0.999 9) , -F ¥ eplk & % 100.27% (RSD=0.11%,
n=3). EFEEEFMT, A IR EHELNT R 3R, RS0 5 BB, Sk e h k2808
AT, TR T B SR RA AR,

KEIR  BBITERRN A ENE; BN &R R

Content Determination of Erlotinib Tablets by HPLC with Gradient Elution

ZHANG Yu-jia, XIANG Li, CHEN Shao-hua, ZHENG Wen-sheng (Institute of Materia Medica, Chinese Acade-
my of Medical Sciences& Peking Union Medical College, Beijing City Key Laboratory of Drug Delivery Tech-
nology and Novel Formulations, Beijing 100050, China)

ABSTRACT OBIJECTIVE: To establish the method for the content determination of Erlotinib tablets. METHODS: HPLC method
was adopted. The determination was performed on a Kromasil Cis column, with mobile phase consisted of 30 mmol/L ammonium ac-
ctate-acetonitrile at the flow rate of 1.0 ml/min by gradient elution. The detective wavelength was set at 342 nm, the sample size
was 10 pl and the column temperature was 60 “C. The separate effects were compared between the isocratic elution and gradient
elution.RESULTS: The linear rang of erlotinib was 5-300 pug/ml(»=0.999 9) with an average recovery of 100.27% (RSD=0.11%,
n=3).0Only one impurity peak was detected under the condition of isocratic gradient, but 3 impurity peaks were detected under
the condition of gradient elution and with good separation among each peak. CONCLUSIONS: The method is sensitive , accurate,
and reliable.It can be applied for the content determination of Erlotinib tablets.
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HP8453 243 O BT (SE R HE A v ) 5 516 5% . 2487 %8
AMGINEE 717 F SRR  HPLC A (35 [ Waters 2 #] ) .
12 #He5iH

JE V& % JE 6T HE i (22 [ Selleck 23 W], 41t : S2826, 4li fiF
9% ) ; JEiEE e i (A, 5 - 110918,110919, 110920, ki
85 150 mg) ; JEIE e 2 Eu il 9 (i 20 TGl 2445 FRAA
AL 5 H20120101 ,H20120102, #LA& : 45 A 150 mg) ; Z)EHI
LRI T g ol AR A Al K
2 AEEER
2.1 Bi%EG

IR, A SCHCR S B kA T B/ S5 E
7515 1 9 30 mmol/L Z iR %4 - NG R 45, P K AR I 4514 5
S AR A VR XA i (8 23 RO

{438 4): . Kromasil Cis(250 mmx4.6 mm, 5 pm) ; i gh4H: A
k30 mmol/L 2%, B A U  BREEDRIBE , ik : 1.0 ml/min; K
W < 342 nm AR 60 °C 5 EREIRA: 10 pl, BREEVEBLRL P
M1,
22 BRHHE
2.2.1 XTI RS EEFRECH RS 15 mg, B F 100 ml il
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Tab 1 The mobile phase gradient elution

el R B G AT AL IR 5 BRI AR i A S PR o T
HEEIEA TR , 45 R RIS /s A Jo e iR Jo b 15 2 2
Bhrm oy, HEA T, 45 R LK 2 2 2.

s8], min MBI A, % BB, %
0 75 25
15 55 45
30 25 75
35 75 25
2.2.2 UMW . BUEEEE A, B TRl RS % FR

B B, I sh AR R B 1 mil iP5 2% 2 0.15 mg O
L, e, BA

2.2.3 R, BULTT RREL RS FRE , BT 100 ml &R
b IR A AR R ik, BAE
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Fig 1 HPLC chromatograms of solutions under 2 mobile
phase elution conditions

A.gradient elution; B.isocratic elution

2.3.2  WESRMERRE . IORE S (HE55: 110918) 2L 5 4y, & F 100
ml 5, o 2 4343 B A 0.1 mol/L #57% . 0.1 mol/L %%
b4, 85 COKIBHEA TR JIR , SR 5 451 0.1 mol/L A4
ALEHFT 0.1 mol/L FHFERFPAIZE pH N 7.0 55 1 43 10% 3% 2.
fiz 10 ml, 0 2 min JE MG SARR B E 2008 . 2 0y, 1 0y
BT PVEIR TR T, 60 CIRETFHCE 10 d; 5B 1RICE T
SGHRAY ER N, 7ERRE K (4 500 £ 500) Ix BIEAETFiE 2d, &
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Fig2 HPLC chromatograms of destructive tests

A.sample destructed by acid; B.sample destructed by alkali; C.sample de-

structed by oxidation; D.sample destructed by high temperature; E.sam-

ple destructed by light
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Tab 2 The results of destructive tests
FEfh FIECREARTIR] , min  FUESHAR IS B YRR, %

EREN 20.375 1.25.2.44 100.00
TRIIR 20.625 1.39.2.53 100.01
AN 20.400 1.26.2.44 99.99
AR 20.817 1.15.2.46 100.01
TR 20.525 1.18.2.51 100.00
FEHEBEIR 20.408 1.23.2.47 100.00

P 2 5 R I AR A FE R A AR AL IR 25 1 F P A A B A =
YW AR R T F2 08 08 5 28 FVRREAS T30 2% T i 46
o WA AT ERS A A 1 B AR
24 HMXRER

e 2 W IO 3 725 JE Rl MR VS YRR A 0, 49 o it 0 A O
FERR BRI 5.10.20.,40.60.80, 150,250,300 pg/ml BV , 57
FIHERE 10 pl, 0 R AR . AT (p) AR BR 5T o v
(x, mg/ml) M AL BRIEAT LR 01T, 75 101 9 75 i y =237 428x+
221 (r=0.999 9) . 2B JE 1% 25 JE K6 0 o vk 3 4 1k Y 1L oAy
5~300 pg/ml,

25 TEHE EEMHRE

2,47 R 80,150,250 pg/ml iU , 451> 5T 5 e i T 4
WZE 6 Y, SR, T3P0 E B RSD 43514 0.44.%
0.51%.0.49% (n=3) . FREAANGHE FEE MR
2.6 TEMIAI

B S A, IR AR, 43 37E0.1.2.4.6.8.,10,12 .24
h e TSR, 155 I H AL RSD 2 0.79% (n=3) .
RIS IRTE 24 h NEUE .

2.7 [EER TS

i 2 R BUER R B 2 45 e xof B i e, 424 LB BR BT
rARL, AR X B s B S R 80% 100 % 120 % 1 [T 1
RIME IR MR RE & i T R, 25 R L3 3,

#3 ERRRBER(n=3)
Tab 3 Results of recovery tests(n=3)
AR, e K, pg FIE, % PRI, % RSD,%

24 24.17 100.72
24 24.17 100.70
24 24.18 100.73
30 30.23 100.77
30 30.09 100.31 100.27 0.11
30 30.09 100.29
36 35.87 99.65
36 35.85 99.57
36 35.88 99.66

2.8 HmEBENE

R HLIEZ #Je A il i 5 1HES: il 1, i st i 5
WHFETHTINE , 255 W3k 4.
x4 HREENEER(%)
Tab 4 Results of content determination of samples( %)

FE&h s S PE VRN TR B BRI

EKNis 110918 102.89 100.64
110919 103.11 100.61
110920 102.43 100.53

Z i) H20120101 103.83 101.68

FALERRI, W AN S R I 25 R A
95.0% ~105.0% , FF G HLE -
3 Itig
A2 S FE VRN v T Y 30 mmol/L ZFR%ER- £ &
ES. g ne ¥ Al B S KT R 5y | [ B 1 e B 3 2
SEFE VRIS, SRR o, SR IR A I A BN iR L FR 4R
DMl A3 B R B R BERST , DTS 4 P 3 R, SRR IR A
M 2 A28 T 5 J2 A B R 1, ORI BB vk T
S THTR IR S P B R RE 2% B, B R JE A 170 o o 42 ol A S
AR EREE R PR TR
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