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CHZE] BR @SRzl k. A% R TLC XU ZLTT i (058 22 . 1 SR FInG vE 23 7
HEAT 78 1 2505 SR HPLC 3 %0 GUHT B LA o (0 TR s 10 VG 2 b A 1 1 8 5 €0 33% 2% /424 : ZORBAX SB-C (4.6 mmx
150 mm, 5 pum) @3 FE s LA BB AR 22 til (pH=7.40)75 : 25 Ny shAH, K 235 nm, JE 1.0 ml/min; SR e}
SFUTRALE R IR T R R T BIE . SR KIS B E A R L E M. BIREBRTE 1.999 ~ 39.98 pg K
T8 B P 2 BRI 6 R (7=0.999 9) -1 [ #k 97.75%, RSD A 0.77%:; W PEZS F7E 0.400 8 ~ 8.016 pg 36 [ P 4 B UFAY
LAEXR, FHIBLEN 97.57%, RSD 4 0.84%., Bifia 8 2= 0y & & i, LTSy 130.4 ~ 2 608 5143 /ml, +=0.999 6
(n=6), SEXI IR A 98.8%, RSD N 2.6%, £EiE 1% Al FH TSRl il R B 15
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Study on the Quality Control Standard of Lvxintong Rugao

LIU Binguo, WANG Xiaoli, YE Shengying(No0.983 Hospital, the Joint Service Support Force of PLA, Tianjin 300142, China)

[Abstract] Objective To establish a quality control method for Lvxintong Rugao. Methods Ketoconazole, Halcinonide
and Neomycin sulfate were identified by TLC. The content of Ketoconazole and Halcinonide were determined by HPLC. The
chromatographic column of Agilent ZORBAX SB-Cig (4.6 mmx150 mm, 5 pm) column was used. Methanol-phosphate buffer
(pH=7.40, 75:25) was applied as the mobile phase. The detection wavelength was 235 nm. The flow rate was 1.0 ml/min and the
column temperature was set at room temperature. Neomycin Sulfate was determined by polarimetric analysis. Results The
identification and determination methods showed good specificity. Ketoconazole and Halcinonide displayed good linearity within
the range of 1.999 ~ 39.98 ng (=0.999 9) and 0.400 8 ~ 8.016 pg (+=0.999 9), respectively. The average recoveries were 97.75%
(RSD 0.77%) and 97.57% (RSD 0.84%), respectively. For the determination of Neomycin Sulfate, 7=0.999 6 (n=6) in the range of
130.4 ~ 2 608 U/ml (n=6). The precision and repeatability of RSD were 1.1% and 1.6%, respectively. The solutions were stable in 6 h
and the average recovery was 98.8% (RSD 2.6%). Conclusion The method could be used as the quality control method for
Lvxintong Rugao.

[Key words] Lvxintong Rugao; Ketoconazole; neomycin sulfate; HPLC; polarimetric analysis
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5 pm) €05 A 5 A B s 6T BEE (55 B 99.0%, it
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2.1 TLC %3]
21,1 SURTZLE rhrG VE s | R TLC 425
WA, 1.0 g, AR 3 ml, 3564k 2 min, 235
BV WOT L g, TR B8 L E T, makiEmA H
2 0.5 ml, HEFE 1 min, & B.OE S, TUkoKIB %
HI 1 b, B S s B0, B E T TR AR
o 9 BUWS U250 A 5 1 mg, FRBERE 10 mg 43
FINE B 0.5 ml, A% (H Vil (LIRS ), VB R
Xof RS VASA , IEJ (0 R (O B 25 8 ) 2020 il
DU FSE ) 0502) K50, W IBCHE IR At v R L % IR I
WS 10 pl, 43518 FE—FER G 2N b, D=
Hbe- R O HlE-HBE(3 = 12 0.5) FIEFFH, BIF,
DARLZE VR R £, B s b, 7650 R RS A
o7 R, S A ) B A B, BRI A DL
POLE 1),

E1 SEHEAERRAERE. RIEERER
1. B PG A PE0r AR 2. FRBET R s 3, 4. AEilidh; 5. B R

2.1.2  SUHTHFLE H R R TR R 1 TLC 4251

BA G 2 1.5 MY TR BT 25 & 7 500 H
), BHEERLE , IN=5H 5 10 ml 57K 15 ml,
SREUPREE, B0, B ZRW, ME A s . )
BB R B B R AR S, K CEE 1 ml 2065 2 mg
PV RAE bR T B2 ik (Crh E 2y
92020 FF PO H53E ) 0502) i85, W HL bR P Fh g
W45 10 pl, 2000l F Il —rE e G 2 L, DU
it = 4 P -8 7K (13.5 mol/L) (60 : 20 : 40) Jy J&&
FEFR, T, B, LA 1% el —HiE T W, 76 105 °C
Tk 2 min, HEE R, 78500 IR SR R Y
A, SR R A BRE A5, BRI R DL T4 (I
K2),

2 SHERELE FREH B REER LR
1O hs 2, 3, 4. fHaidhs 5. B0 iR

22 aEME
22.1 AR
22.1.1  XFBA SRR £

I VL 2 0l S R 0 8 AR« s 23 K B
WA R 49.98 mg, A PE A3 TE X AR S 10.02 mg, B
25 ml I, FH P R R 2R 2, o] £ T R A T
(FRHEmE A 1.999 mg/ml, M PEZEFEA 0.400 8 mg/ml).

B RE AR ol VS VR G PR BT R 2R bR o
24 250.08 mg F 25 ml Fy &I, MRS &5 I
ERBZIE, #1557, B e Z 444 10.00 mg/ml,
AT 6 520 BLA7/ml, K% HUIB AR 0.5, 1.0,
2.0, 3.0, 5.0, 10.0 ml, & 25 ml &+, FKMREE
ZVBE, FEA), AT UREE 53920 130.4. 260.8., 521.6.
782.4. 1304, 2 608 Fifii/ml BYFRIES I o
22.1.2 MRS

I VG 2% TR R A AL 3t - BROAS i 24 2.5 g,
FEPRAE, B 50 ml IR, i 90% HIEE 30 ml 2 80 C
AU H I 2 min, JREBAE R, R BRI, ok
8.3 ml, FHII 90% HEEZ ZI B, #25), TUOKIE %
12 b, BUB JE I E g, 5 AR, ISR, =
O, BRI, RIS

B 2 0 85 R A e R BRI 0 29 7.0 ¢ F
HEFEH A, I =4 BE 10 ml, $R$E 3L B HE,
3% $h7K 10 ml P45 #4552 100 ml 2 s <},
s REE ST, e T2, - BUK)ZE B 25 ml &,
[ KRR 2 YR, 40k 5 ml, B IFK)E, HKER
BZIEE, $4), BGE T B0 48, 4 000 r/min B0
15 min, B35, B .
2213 BT BRI

T SR A8 LS W 23 A2 %) P 1Ak 0o VS VAR - 4 LR i
il 2% 7 s o A B R e R 0y U AR A LB 4R TR
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TR BT BT 2% A B o FR VAT 42 BERE i 45
A BB R B B R I, IR 2.2.1.2 Jr vkl
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2.2.2 [ RS FIRG P 24 7 il (n=8) . ZEALFRW, Ml FEMETE 1.999 ~ 39.98 pg 1Y
2221 mERME FEL PN, WA PG 43 F7E 0.400 8 ~ 8.016 ng HYTE RN 2 B

Ok % 5 &R G0 id H ML % : ZORBAX SB-
C4(4.6 mmx250 mm, 5 pm) (4354 ; UL BE-m iR
ZER (pH=7.40)75 = 25 A sliA, Kallifts 235 nm,
JiE 1.0 ml/min,

2222 EHIEHEAE

43 53D 25 R OGS HRG it R b T I R R
Xof BRI AS 10 pl, TEARRBORAHCTE, 255 LA 3,
IR i T VR R R e 5 X R ot e L A ] £ A isf
R D O VR VA o 7 8

450 q
400 LA 1
350
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50+ M
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A fE) (¢/min)
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400 |-B I
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200 |
150 b
100 b 1
501 U
0 1 1 1 1 1 1 1 1 1
0 25 50 7.5 10.0 12.5 15.0 17.5 20.0 22.5
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400 €
350 1
300}
250
200}
150
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mAU

0 25 50 7.5 10.012.515.0 17.5 20.0 22.5
A 18] (#/min)

E3 BRI T SR{ER HPLC B
AN BRI IR IR B B. RR AL IR C. IR IR
1 W PG ST, 2. IR R

2223 FRifERMZ AT

3 SRS % W RO B IA MR 1, 2, 40 5. 6. 8.,
10 1 20 wl, HRURHERE, W e AR, DAETRIFR(Y) Ry
IAARAR, VR FE (X) AR A b, it 26, I 1T
2Rk [ml 945, FREREME. Y=78 309X—180.73, =0.999 9

IR R
2224 FEEEIR

K % W B IR — TR A % IR R 10 pl, 4%
2.2.2.1 TR (A E S i Sh i 6 IR, Fe 0 1 AR T
AL, 25 0 VY 2 PEORT R SR 1 H PR % B RSD {H
SR 1.1% F10.7%(n=6) ; FELEFEFE 5 d, 10 %1%
AT AR, A5 PG 2 FE R 5 v 1) H ()RS %% B RSD
H1.2% F1 0.8%(n=5), FRIUAHE R B R 4T
2225 FoEtEils

BCw]— A S I (452 20190620) , 4351 F
0.1.2.3.4.5.7H 10 h %, jc %G mF, H7E
ZSEFNEA W Y RSD Sl 2.1% F1 1.8%(n=6), 71
PERA IR RAE 10 h NFRGE .
2226 HEEMIRAK

BUA] —HEFE 5D 6 0y (FL5: 20190620), #% {3t
i VA VR 8 VR I i, AR A, I SR a5 1A
FETH L T RN P A ) bR R
SN 98.21%. 103.0%, RSD 4 1.3% #11.1%,
TR EE R AT .
222.7  [PIBCRIRE

5 2 BRI 9 Ay A5 Tl Jf s 11 I P 22 8 1) 9] 42
FLEFEM 2.5 g, 4 5 F% B bR S B 1Y 80%. 100%.
120% Ji A i FEME (2 20, 25, 30 mg) FI0f PG 43 7
(292, 2.5, 3 mg) X B8 Sl o, W o i, TR
[l s 2 f S T R A 1) SF- 1 [ i #8 R 97.75%,
RSD 4 0.77%(n=9) , W& P4 43 75 (1) °F- 23 Ml i R 2R
97.57%, RSD 4 0.84%(n=9), B4R WL.3 1.
2228 FHEE

3 AL (20190620, 20190624, 20190628), ##%
P R B R i, AR IE , e
TR, S 3 HERE A VI R IR bR R B
I35 102.2%. 104.5%. 99.8%(n=3), il Fi Mk (1) b
INERA SR 99.2%. 98.6%. 102.5%(n=3).
223 BRBRHEE R I A ailE
223.1 kL ENE

FHTE 6120 P4 X s v a4 0 2, o o6
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2232 fEFEsR
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#1 SHIREE PEREASESRERRRRIELER (=9)

FEdhE AR SR BEME EYE RSD
(g) (ug/ml)  (pg/ml) (%) (%) (%)

(SRlEY]

EREEME  2.5012  399.6 3956 99.00

24982  399.6 392.2 98.15
24833 399.6 391.5 97.97

25106  503.1 486.1 96.62
2.5087 503.1 489.6 97.32

97.75  0.77
24964 5031 4888  97.16
25012 5913 5784  97.82
24869 5913 5832  98.63
29937 5913 5743 97.12
MAPEZE 25012 4012 3878  96.66
24982 4012 39.12 9751
24833 4012 39.15  97.58
25106 49.53 4878  98.49
25087 4953 4836 9764 o757 (g4

24964  49.53 49.12 99.17
25012 59.77 57.97 96.99
24869  59.77 57.74 96.60
29937 59.77 58.26 97.47

0.999 8(n=6) ., Z5HRFKH, Hid: R 1E 130.4 ~ 2 608
PN /ml BT N 2 RIS R .
2233 KEEEERE

XoF [] — b o VA TR S 5 6 IR, TG
14 0.109 6. 0.109 8, 0.109 2, 0.109 5. 0.109 5.
0.109 8, RSD 4 1.1%(n=6), Fe WA J5 I hE % B KL 4
2234 HEMEREK

B[R —HEEE A 6 0 (F1E5: 20190620) , 2 fiix
a5 T I il o, MBI E o AR B AR
155 2 &k 4 525.7 55k /g, RSD K 1.6%
(n=6), KA I EHE MR I

2235 foE kit

B[] —HEFE 5 7 T (52 20190620) , 4331 T
0,0.5.1, 1.5, 2,4, 6 hill5&, i8558 HELE /Y
RSD K 1.1%(n=7), F&HITE 6 h N Jrikfae v R 4.
2.2.3.6 fNFEENR

B0 R 7L (A5 20190620) 2 3.5 g, 3t
9 1y, 4 MIINAB B ZARUE AL 20, 25, 30 mg, B
W B2 3 0, 42 BRI T A AE A i, DAAnafEith
ST AT B B R AR S BR I AT R R
AR IRBCR, 25503 2. A5 & 43 ik
R N 98.8%, RSD Jy 2.6%., &M% 7 v i
] AR ER
2237 HEME

3 AR A, Ha A3 A VR £ T T T
WM, G52 3.
3 g
3.1 B, A AL E Z LR RN
#E3

2 B2 M K SCHR [3-4, XA T o A T BRI | ey
VU 2% TRV R BT 8 22 40 Sl 2E AT T TLC %00t 5%,
XPRE G A RTAR B 7 v | T A0 A3 25 PR 25 - Sl
77 %588, Hsr T 520 TLC ik, 450 R, 3
SR ETEWIRRE, LRk, MERYEL, R
BITETE, W URTI 2L 55 o e il
32 EAERE., Al ALAENE G IENESL

2% MU SCHR [5-9], 285 HM 13, B 3 N
A VY2184 235 nm A4 f R, BCEE 235 nm
YRR o TR BRER FIIG PG 245 AR RTAE TK, 1
THIEE G5, ARSI SR B, AR A,
VKIS EN 0 7, WA R L 2L R i 2= 4
Bt 4, XTI s p kst 58T B /K T
TREE - T 58 5 B R I A, A B35 ) P -l P

x2 MBEZREWRABER (=9)

75 FERE(g) B (A7) T (BLAS) DAt (A7) IR (%) FHIME (%) RSD(%)
1 3.549 16 628.6 13 437.7 29 644.1 96.9
2 3.526 16 520.9 13 659.4 30 504.0 1023
3 3.519 16 488.1 13 059.6 28 987.1 97.4
4 3.498 16 389.7 16 586.9 32649.1 98.0
5 3.618 16 951.9 16 860.7 334124 97.6 988 26
6 3.529 16 534.9 16 345.6 32639.4 98.5
7 3.511 16 450.6 19 644.8 35547.8 97.2
3.546 16 614.6 20 114.2 36 040.6 97.2
9 3.489 16 347.5 19 696.9 36 736.3 104.3




2SR S g

20234E8 H25 H 414 58l

500 Journal of Pharmaceutical Practice and Service, Vol. 41, No. 8, August 25, 2023

®3 IMHRREBMBRSEMNEER (=3)

Eling FE(ffi/e) bR (%)
20190620 46854 93.7
20190624 4617.1 95.3
20190628 4604.3 92.1

2% M (pH=7.40) 75 = 25 SRy i 8l AH ), T2 #5 4iF
ToHiFE o sl pH {EXT T P I 4 43 15 R M
T, WNIR AL BN G- 1 0 1) H 2, 609 R
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33 ABAEELENT FEOB ik
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TR 8 R B e, RSO GE X R H S 2
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TR i B T DX, B BT B M B T T K T R
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R BRI e X i 1 #T 25 2= i B
PERE S IR AT I A , BESERE S 0, BoiiE T A & v
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