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Study on Saccharides in Yiqi Fumai Lyophilized Injection
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Abstract: Objective
aerosol detection(HPLC — CAD) method for the determination of saccharides in Yigi Fumai Lyophilized Injection(YQFM). Methods The
saccharides types of YQFM were identified by the TLC method, the contents of saccharides were determined by the HPLC - CAD

To establish a thin layer chromatography(TLC) combined with high performance liquid chromatography — charged

method. The chromatographic column was Shodex Asahipak NH2P =50 column(250 mm x4.6 mm,5 um),the mobile phase was water
(A) - acetonitrile(B) with gradient elution(10 =35 min,10% A — 40% A). Results The results of TLC showed YQFM mainly con-
sists of four kinds of saccharides: fructose, glucose, sucrose and maltose. Good linearity was obtained by using the HPLC - CAD
method. The average recoveries of fructose,glucose, sucrose and maltose were 106.45% ,100. 00% ,98.08% and 99.57% ,and the RSDs
were 2.24% ,4.50% ,4.25% and 4.41% (n :6>,respective]y. The average mass ratio of four saccharides was 3.4 :1.0 : 1.1 :0.7,
and the total amount of four saccharides was in the range of 16.05% —17.68% . Conclusion The method can be used for the analy-
sis of saccharides in YQFM. It is simple, accurate, reproducible and specific,which can provide reference for improving the quality stan-
dard of YQFM.
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D2 (92 = ZE Bk QIR BHE A 7)) s TLC MR RS, TLC
HZRARRS, M0 A SR
1.2 %

Fp B (4L 5 100231 - 201807, J& & 4350k
99.6% ), D — TG /K ] % B Xt B8 &L (5 A 110833 -
201707, % &4 99. 9% ), EREXT RE & (A58 111507 -
201303, % & K 99.8% ), Z ZF M X B AL (AL 5 A
100287 — 201303, &K 94.3% ), ¥y A [ £ 5 24
i K E AT BE s TLC REIE G T JZ AR (Merck 23 W] ) 5 7 5
A ENK T, REER L I ZH 20 A RA L 4
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2 AHESER
2.1 TLCERXERMEHER
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2.2 HPLC —CAD =5 #T¥E4E AR
2.2.1 &A%

0,38 4% : Shodex Asahipak NH2P - 50 #F (250 mm x
4.6 mm,5 pm); s K (A) = Z 06 (B), 6 7 1 it
(0 ~35 min, 10% A—40% A) ; i % : 0. 8 mL/min; FE :
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T, il T R R R 0. 60, 0. 20, 0. 20, 0. 20 mg/ml
PRI TR A5 % P 8 R o K 23 PR 120 mg AOFE A, B 10 mLL
A, MUK R R ZI #5459 ,0. 45 pm GAFLUEREIE
b, ISR, RIAS R A A T
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CY) RYPAARIEFT L I T 25 R 3% 1,
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BA Eiv i r SHER(pg)  £ER(ug)
A Y=0.7568X+1.4933  0.9900 1.227~12.27 0.20
HEAM/  V=0.2312X+40.2748  0.9988  0.416~4.16 0.20
b3 Y=0.3573X+0.4583  0.9993  0.453~4.53 0.23
R Y=0.2152X+0.1968  0.9986  0.388~3.88 0.19
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%2 miEkiXbhERE(n=6)

Ry HaAE(mg) mAE(ng) WEE(ng) ERE  X(%)  RSD(%)
XA 5.41 4.29 10,08 108. 86
5.39 4.29 10.05 108. 62
5.36 4.29 9.83 104.20
106. 45 2.24
5.32 4.29 9.96 108. 16
5.16 4.29 9.68 103. 36
5.18 4.29 9.62 103. 50
B 1.78 1.50 3.27 99.33
1.7 1.50 3.40 108. 67
1.76 1.50 3.25 99,33
100. 00 4.50
1.75 1.50 3.18 95.33
1.69 1.50 3.17 98.67
1.70 1.50 3.18 98.67
nas 1.63 1.04 2.65 98.08
1.62 1.04 2.65 99,04
1.61 1.04 2.63 97.08
98.08 4.25
1.60 1. 04 2.54 90.38
1.55 1. 04 2.62 102. 88
1.56 1.04 2.60 100. 00
k5% 1.25 115 2.33 93.9]
1.24 115 2.39 100. 00
1.24 115 2.41 101.74
99. 57 4.41
1.23 1.15 2.44 105.22
1.19 1.15 2.36 101.74
1.19 1.15 2.28 94,78

TORSD A 45 AR AN HERE RS R
RSD 4y %1 1.67% ,2.50% ,3.22% ,1.35% (n=6),
FHNEHEE R
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() RSD 435K 4. 84% ,3.97% ,3.96% ,2.37% (n=6),
FEULR A TRTE 24 h WEROE o
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HUS HERES (L5209 kST ~85), 4% 2 4y, Mkl
2 AR S, BT 3 S ERE 10 L, g SR I
R DABRUE 275 T 4 P 5 o o 45 R L35 3.5 bR
S 4 R R O 3.4 1.0 1. 1:0. 7, 4 R
1 16.05% ~17. 68% YITF A AT EARIEZR

A3 SHHEBTARBESFMNZLER(n=2)

%% RH(%) HEER) EE(w) £58(%) $84E(%) BAHT()

S1 8.93 2.69 2.93 2.06 16.61 0.11
2 8.91 2.51 2.58 2.05 16. 05 0.10
3 9.67 3.01 3.10 1.90 17. 68 0.11
4 9.57 2.91 2.90 2.16 17.54 0.11
S5 9.35 2.56 3.24 2.05 17.20 0.11
X 929 2.74 2.95 2.04 17.02 0.11
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255 AN G EE VA I 45 R ¥ B 2 = T CAD 7511

I 25 23X AT BB -5 4 1 A T 12 I8 €0 D PR O o AN [

Wi AL 22 5, DVE AR ot B T3 AT RE R 3

SERAEAE R ZE S SRS B i 25 T, 2 Rk

PRI 2 235 SR A4 5 BRA T 12 s o ROl 2 ot B Sk B

AELF0.10g).

3.4  FHEFM

K TLC 454 HPLC — CAD ¥: %} 25 S ik 25

B3 2R S B A T A3 A IO AR T AR Y

RIBRIR — SHM O RE T, LB bR, ) (P, iAs

A1, AT T AR 7 sk A R R o 5 4 Jo e o o

5% 30k :

(1] #EA, FHE, 7R 5.
NESEEERA R[]
365 - 371.

[2] # 38k, RN A Bt 5 AT —l Skt iE gt A A4
Ak CETF)d 9 FRaed REHFFRII. F3E 25,2017,
48(17):3537 - 3544.

[3] A&k, B&E ZZ 0,5 . 2HAELEKCETF)ILFER
%% UPLC - Q - TOF/MS %41 [J1. A4 516K ,2018,
41(3):446 - 450.

[4] FTHEH, Sk, RWm , 5 . E40 5 Lk (& F)HAPLC

FHEEATRT]. ARG 5 IR ,2015,38(4):390 - 393.

[5] A 38R, A2, A Fik, 5 . A TRMIE B EFFHEX

WA Y ES R SRR T) RBHEAFMAR(]]. THEH,

EH A AR Ok F )5 R
AR 506 JR,2018,41(3):

43



