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Study on preparation technology and quality standard of Jineijin danggui ruchuang ointment

PANG Xiaojun"*, XIE Yan’, CHEN Xing’ (1. Dept. of Clinical Pharmacy, the Second People’ s Hospital of
Qinzhou, Guangxi Qinzhou 535000, China; 2. College of Pharmacy, Guangxi Medical University, Nanning
530021, China)

ABSTRACT OBJECTIVE To optimize the preparation technology of Jineijin danggui ruchuang ointment and to establish its
quality standard. METHODS Using oil phase dosage, emulsifier dosage and emulsification temperature as the indicators, the
preparation technology of Jineijin danggui ruchuang ointment was optimized by response surface method. Gallus gallus domesticus
and Angelica sinensis in the ointment were identified by TLC. The property of the ointment was observed, and its particle size and
deliverable volume were inspected according to Chinese Pharmacopoeia. The contents of uridine, ferulic acid and ligustilide in the
ointment were determined by high-performance liquid chromatography. RESULTS The optimal preparation technology of Jineijin
danggui ruchuang ointment was as follows: 4.0 g of white vaseline, 7.0 g of liquid paraffin, 5.0 g of lanolin (oil phase), 0.44 g of
triethanolamine as the emulsifier, and emulsification temperature of 78 °C. Jineijin danggui ruchuang ointment prepared according
to the optimal preparation method was a beige paste, and its particle size and deliverable volume inspection all met the
requirements of the Chinese Pharmacopoeia. The identification of TLC for G. gallus domesticus and A. sinensis obtained
satisfactory results. The linear ranges of uridine, ferulic acid and ligustilide were 1.6-25.6 pg/mL, 0.003 15-0.100 8 mg/mL, 0.006-
0.192 mg/mL (all 7>0.999). RSD for the inspection, stability, reproducibility and recovery tests were all less than 2% (n=6). The
average contents of uridine, ferulic acid and ligustilide were 0.081 2, 0.100 0 and 0.396 9 mg/g, respectively. CONCLUSIONS
The optimal preparation technology can be used for the production of the in-hospital preparation of Jineijin danggui ruchuang
ointment; the content determination method can be used for the quality control of the ointment.

KEYWORDS lJineijin danggui ruchuang ointment; preparation technology; quality standard; response surface method; thin layer
chromatography; high-performance liquid chromatography
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Tl B4 Vi B 344 0.02 mg/mL FYTRA % R I Ak o
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X HR SRR, A3 5 2.7.47 “ 2.7 57 TR {038 4% it 3k
FEIAE 6 UK, 0 A . 255 R, IR PERIR (AR
PN i I T AR RSD 43531 4 0.10% ,0.24% .0.59% (n=6 ) ,
UL R AT
2.79 FuE ki

Hee2.7. 1700 N R A, o0l T E IR T CE 0.2,
6.8.12.24 h Bf452.7.47 “2.7.5” il T 8,33 4% {4 1 K )
FE L ICSRIETH A, S5 BN IR AR A N R I
TH R RSD 43511 47 0.40% . 0.31% . 0.26% (n=6) , FE 1 2
M AR Z R N ACE 24 h MR e M R AT
2.7.10 EREMEAK

K PRI e O T 2045 XS N 2 S IR PRI 40CE
By 10.0 g, 3L 6 1, $#2°2.7.17 300 F 5 vk il 45 Al i
W, P 2.7.47 42,757 TR A 3 A R HERE I 1 |, 10 S
B bRE T A o &, S5 R, PRT B8R
Fig | 5 A PN TR 2 59 RSD 4351 4 0.77% . 0.76% . 0.11%
(n=6), KW LEE VR
2711 AR NSRS

L0 B a8 (4% B O T 20 XS P9 4 XY U R
B, 07 8.0 g, 6y KM E , B T HIEHIE T,
B TR AT X B 0.8 mg, #22.7.1 (1) "I R J5 ik il 45 3t
AR 5 50 BLE N i R B A T 2 A XS N 4 2
AR R, B 1.0 g, 2L 6 4y, & T HIEHHE T,

0.006~0.192 mg/mL
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N BAT R T Xk BE A 0.1 myg AR PN i X R A 0.4 mg, #
“2.7.1(2) "I Jy i il A A s B IR R
W, A A “2.7.47 2.7 57 T Ak SRR SE i SR
T AR R ARE M, S5 5R B, JRAT BB R B
AR PR 4TSI D3 43531k 98.74% (RSD=1.48% ,
n=6) . 98.65% (RSD=1.43%, n=6) . 99.15% (RSD=
1.53% ,n=06) , RIIZ I IEMER B R 4T .
2.7.12 FESVEEIE

F242.4. 47N A T 2048 3RS N 4 IR PRI R
B AR 2.7.17 0N il s v i, o 427,47
“2.7.57I T A A HE RN | 10 S T RO b v R
IR SR, S5 ER, R  PTBRIR B A YR
PIer 43924 0,081 2.,0.100 0,0.396 9 mg/g. M4 ik
[L5] 8 5 #5 B 43 1 & 2 BRE ORI F - ¥ & 5
80% ) , BIV LA B] 2 iR A1 A P IR B et S RN g s A
MR T 0.397 5 mg, LLIRH AR va AR A X I 4
A1EF0.065 0 mg, ZEFILES,

=8 SHEREENEER

HhGS S/ (mglg) WA (mgg) TR (mgo)
| 0.0815 00980 04004
2 0.0819 01013 03997
3 0.0801 0.1006 03907
5 (mgle) 0.0812 01000 03969
RSD/% 117 ) 137

3 it

AR BN R 4 T2 8 A LAk 4.0 g Tk
AET70 g FEIES0 g = WM 0.44 g FLAL TG B
78 °C, ZHGIE, A EING N 4 K IT PSB850
9.8334), RINIZ T 2 Rue o7, EREMER &, v] T4
BRA= 7o S e 45 9 R F e T 20l 45 XS 1 4
ISR ECTY HR R STERER AN N R T35 75 0]
70.081 2.,0.100 0.0.396 9 mg/g.

TEXG P 4 (A2 0335 0 Hh 1 2020 4 R
L) (—5F) AT ERNG P 4 1 2 G i S 51 vk AR
R 3 o A 58] A G SR, R SR B AE T B R K
WARFR P LA =S - N - PP 82 (9.5:0.5: 0.1, W/V/VAE
R JRFFH W LA 5% X — H & FIK F IE Y 10% ik £
BV , T 105 °CHN#R, & BURE I o i B 5 % i 24
FARR ) B BRE 25 5 1717 R FH 2.5, 17 301 32 (033 4 it B
ST AT L, oy B AOR R, G

AR T R B, DL 2.6 -0.085% iR A i shiAH
SR FEVRP P MO 32 T 0y 5 A P e , (R AN 32 g
BLR 5 i — B Ak i A5 10 I, K B IR VS ROVR B R
0.085% $E T+ 22 0.19% , LD $1& /5 1 BT B R A 5 A< P g 19
SYERE . AR AL T 50 SR FH 30% R L50%
I 709% F B 50 mL Ay 77 il 4 R 1 A3 i 73 T, 75
FI) PR A 1Y & 1435 R 69.838,62.831,21.406 wg/g, 7 W]
Bl HF AR R BT PRAT B B 45 T R 5 o il
60,90, 120 min i}, 15 2] JR 15 19 % 5 53 51 24 39.713
81.413.77.606 pug/g, 7 W It 7 45 U o) ZE K, PR A 5
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STt IS T FE . ik FH 30% FBE 50 mL P 42 B 90
min i 2 R B
25 LTk, AR il T AT g N 4 S 045

HERCE (R 6 A T3R5 5 Il 25 el i T A I

B VAR BT B R
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