E3IERSH
2015 5 B

May 2015 AR, AL T
- 182 - Modern Chemical Industry

EeNEHEBEIL ENEANERENANESE
ﬁ:tEHEJ)(I ' Tai IIJ-UE‘ILLE AT B E
EXE A VAER,TEK
(#ri Tk X ¥ fed TR LR, I 4 310014)

FE gl Sr TP R R A I E A h KRR 2519 ik . SR Waters ACQUITY Ulira Performance LC £ %5 (UPLC) ,
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Determination of liraglutide by UPLC
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Abstract: Ulira performance liquid chromatography ( UPLC) is used to determine the liraglutide active
pharmaceutical ingredient in this study,. The operation parameters are shown as follows: Waters ACQUITY UPLC
system, Acquity UPLC BEH C 4 column(1.7 pm,2. 1 mm x50 mm) ,acetonitrile-NH, H, PO, as mobile phase,0. 21 mL/
min of flow rate,35°C of column temperature,215 nm of detector wavelength. This rapid, accurate method with high

sensitivity provides a good choice for determination of liraglutide.
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WD A 2 RATRROR i

R OB 8335 v (UPLC ) 2 — >3 W i G T
FRBT e, 2004 4£ 3 J], 56 [E Waters 3w TR 147 1
=l = G NG P S W I (- N R
(HPLC) A LG, FIRHBURL /N 31 5), B Mkl 43
Bk PR, 70 8 8 e, 2 BB 4 S e i, PRIz
e 2T o S e L e
K UPLC J7 ¥ 64T FIHL & IR OB 2 35 5 0 7€
A TERIBLE IR G B IURE 2 1Y o d b v B D7 k4K
i A S G Rk & e S84 T2
1 A

2 [E Waters ACQUITY Ultra Performance LC £
4, Waters Acquity UPLC BEH C18 f4ji4E (1.7 um,
2.1 mm x 50 mm ), Phenomenex Jupiter Proteo 90A
New colum (250 mm x4. 6 mm,4 wm), F|H7 & KR
BEEG (TR IIMEE oT B2 25 BF A PR 2 /) AR 77, it 5
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UPLC ¥ 8,33 4% : Waters ACQUITY B =5 A
@GRS, BUE ACQUITY PDA K illds; (AL
Acquity UPLC BEH,CI8(1.7 pum,2. 1 mm x50 mm) ; 7
FAH A:10 mmol/L NH,H,PO, +10% Z Ji§, ] 80%
BERR YA T pH 2 3. 8; Ji sl AH B:78% LN ; Krilip 1<
Sk 215 nm AF N 35°C, i A 0. 21 ml/min, iR &
10 pL, BEEBERFERE AR 1 iR,
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t/min @/ (mLemin ') w(FZHAH A) /% w(FBIHH B) /%

0.0 0.21 50 50

4.4 0.21 50 50

5.8 0.21 10 90

6.4 0.21 50 50

10 0.21 50 50
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G W T L T H U T RSD/%
1 4129386
2 4190908
3 4128469
4160056 0.7
4 4170819
5 4146097
6 4194659

3.3 fHidmiREMIKE
ORI B BRIEURL 254 il 10. 365 mg (AF#IFRE
S R 99.2% ) , BT 100 mL 2,
PBS(pH 7. 4) iR B 2 205, 88200 HSUTURE Hk
JE7 0. 103 65 mg/mL FHL & BRIEURH 25 . 1 1
R3 REMXBER(n=6)

iy WtE/h WE T AR FIQERR RSD/%
1 0 4338693
2 4 4352820
3 8 4333234
4355108 0.4
4 12 4373749
5 24 4364995
6 48 4367157
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1 99. 20

2 99. 18

3 99. 09

99. 1 0.2
4 99. 20

5 98. 83

6

99. 17
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HORIbr KRR 25 5 3 4, Rl 3 iy 2R 1
41.8.061,8.133,8.121 mg; 45 2 £i. 11.017,
12.032, 12.098 mg; 45 3 #H. 15.042, 16.053 .
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#5 UPLC ZMEFHERENGHRENSH

Heabdits  WEmR RESEU% PRFES R % RSD/%

140701 4112742 99.19

4163094 99.18

140702 4170823 99.13
99. 1 0.2

4190904 99.15

140703 4170832 98.73

4139619 99. 16
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B 3 AU R MR IR EURE 28, $i B oA
T3 B W B T A Mk B R 0.5 mg/mL [ AR A,
HPLC JyiEiE47i%E , HPLC 3% 4514 : HPLC ; Waters
2795 Bt 'E Waters 2489 UV/visible Detector, {6, 154E
Phenomenex Jupiter Proteo 90A New column (250 mm x
4.6 mm,4 um) . HshtH A:10 mmol/L NH,H,PO, +
10% i, 11 80% R % 75 pH % 3. 8; i sli4H B:
78% LM KNP N 215 nm, KTy 35°C, iy
1 mL/min, JEAE & 30 wLo #BBE VR A5 a0 6
B

F6 BHEXREH

t/min  JFE/(mL-min ') w(ESIAH A) /% w(FBIAH B) /%

0 1 50 50
35 1 50 50
45 1 10 90
48 1 50 50
55 1 50 50

AL KA HPLC €335 0 5 45 28 73 0 a2
xR,

19.479

0.00 20.00 30.00 40.00
B} 8] /min

K2 AFlarg ke HPLC 6 3 K&

%7 HPLC HFMEEKMEEMAHNRENH

Feimdts  WEmA B % PR % RSD/%
140701 13654102 99.19
13713304 99.20
140702 13546578 99. 13
13539619 99. 06
140703 13637862 98. 38
13580475 99. 16

99.0 0.4

AR 2 FfASTR] B9 i X0 R 88 R JSURE 24 9 i
OPBCGHATINGE o HPLC J7 0 52 4 Bk 24 v Al 45
JIk 9 B i3 % kg 99. 0% ,RSD 3 0. 4% 5 UPLC J5 i

EI5BESH

IS SOk 25 Hh A B 48 R B S5 R B 99. 1%
RSD 73 0.2% ,2 T J5 1500t Y 25 RARM I, RSD
0. 2% , A il I 5 B AL MR LT
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(1) SR JFH oA v 208 5 Al A A 100 1) o 5 ok i
B OHE ZTEENEER A 0. 025 ~ 0.5 mg/mL
(R* =0.999 3) , £ R Gokt o BE S0 o, P 6 ik i
TR RSD 24 0. 7% , ZGuAE % B RAT s Fa e PR 50
H AR RSD 4y 0. 5% , FWIFE SO AE 48 h NI ARE 1
RAf 5 Pl #84 99. 1% ,RSD 24 0. 8% , RGi1)
HERA BE R A 78 [l R 50 v, oF 38 m] i 3 ol
99.5% ,RSD 2y 1.3% , 3 W] 2 50 W Mo B R 475 #F
SR EE M RSD S 0.2% , MRy, R 2
o, FIRLE RS- BT i 43 80R 99. 1%

(2) %37 T ACQUITY UPLC -PDA Z 45 46 i )
P KRR 24 14 7 i, % 7 TR I H e R RD A
4 min, 5 HPLC 19 min {9 H 08 B (8] £H £, B[R] 9 2D
T 79% , R PR s I A ir € R Ok 24 1 5T )
# . HPLC J5 i B AL RBAR AT 19 20 B A% i, {2 UPLC Jy
PiAH L HPLC Jrik i & — 4, o B AT, R
TR e, R TR
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