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Preparation and quality evaluation for dropping pills of total salvianolic acids
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ABSTRACT: AIM To prepare the dropping pills of total salvianolic acids and to make quality evaluation.
METHODS With appearance and formability as evaluation indices, the effects of coolant type, matrix ratio,
drug-matrix ratio, dropping distance, dropping speed and material temperature on preparation process were investi-
gated by single factor test. Subsequently, HPLC was adopted in the content determination of salvianolic acid B and
rosmarinic acid, TLC was used for qualitative identification, and pharmacopeia method was applied to detecting
weight difference degree and dissolving time. RESULTS The optimal conditions were determined to be dimethi-
cone as coolant, 3 : 1 for matrix ratio, 1 : 5 for drug-matrix ratio, 6 c¢m for dropping distance, 60 drops/min for
dropping speed, 65 °C for material temperature, the obtained round and uniform dropping pills displayed no tailing
and adhesion. Salvianolic acid B and rosmarinic acid showed good linear relationships within the ranges of 19. 01~
190. 12 pg/mL (R*=0.999 6) and 1.49-14.90 wg/mL (R*=0.999 8) , whose average recoveries were 97. 92%
and 96. 58% with the RSDs of 2. 45% and 1. 64%. The clear TLC spots were reproducible. Both weight difference
degree and dissolving time accorded with the pharmacopoeia requirements. CONCLUSION  This reasonable, fea-
sible and stable method can be used for the preparation of total salvianolic acids dropping pills.

KEY WORDS: total salvianolic acids; dropping pills; preparation; salvianolic acid B; rosmarinic acid; single
factor test; HPLC; TLC
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A H 1, Waters 2695 12520008 A0 (8 3% Y,
i # Waters 2489 UV fgll#% (3£ [E Waters A F]) 5
BT125D HIL T 40 BF K F (9 2 A1 4 7 ) 5
DW-2 Bl f B (P 3 T N R E AR )
FA2004 B L7 73 7 KPR B3R A BR 2
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A, BAE (HEHERIREE) ) KRG H
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2 HiESER
2.1 AHHEIL
2.1.1 RAEFIFE e SRR S5,
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FEIRST, 80 °C T 2 Bl A —H IR REh | TR A I
o, DR AL B B R BUAR Ol HE AR 5 5 A
o 2B, A Ak B S  AL R R A
FUIE R[5 3% 5 80 A 7 0 Ak B8R BsF 378 AL T A o 5 0o
P, o A/NBEE, nTRESHEER/ NG, i)
TERERTEAE AR 25
2.1.2 HJFEECH  PEG4000 EA B89 h
KRNI, FF6 AL BB 2K, FEn
A—E L b BE 5 K A9 PEG6000 LA 1 & 35 it A%
B, WEH1:1,2:1,3:1,4:1,5:11k
NS T N B = 1 A g S B |
Ju, VWG MmaE . 25 P LR BAR Bl R 48 br k17
e, Z5RWE 1, HEHM, % PEG4000 Lt
38 K AR B, R & & il 2 PEG4000
PEG6000 Fbl Ry 3 ¢ 1 B, JEde 5 i, i H
25 U AL PR BT, LRI, B RS R,
PR AR o,

*1 ERELEZRESR

Tab.1 Results of matrix ratio investigation

PEG4000 : PEG6000 VT el

1:1 i S 7%

2:1 ARl 7

3:1 il [=8/53

4:1 & R4f

5:1 T R B
2.1.3 W SRR L ALY S R R A

Pb—MefE 1 1~1 2 10 Ju N, B & 5 538
AL RS R ME i IR R A, SR
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G



2019 4F 10 H
T4k F10M

R %

Chinese Traditional Patent Medicine

October 2019
Vol. 41 No. 10

x2 AYEERELILERER

Tab.2 Results of drug-matrix ratio investigation

x3 BEXRHER

Tab.3 Gradient elution programs
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2.1.4 EEE . R RGN, W Ak
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e

14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
t/min

T A~EFRIAZ FHAL, Z25AL . PSR B Ak kR
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1. salvianolic acid B 2. rosmarinic acid
1 &M% HPLC &iEE

Fig.1 HPLC chromatogram of various constituents

moa w >

C

2.2.1.5 Z&MERRFEL KA 190,12 pg/mL
FHE TR B X HESVA . 14. 90 pg/mL K157 R % HE
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R4 BEHRSSEENEER (n=3)
Tab.4 Results of content determination of various constit-

uents (n=3)

it FHEHR B/% HIETIR/ %
20170410 6.91 0.58
6.90 0.59
6.74 0.59
20170411 6.67 0.57
6. 81 0.59
6.82 0.59
20170412 6.78 0.57
6. 82 0.58
6. 81 0.57
FHE 6. 81 0.58

2.2.2 TLC ¥EEMX 5]

2.2.2.1 MRS SIS BUE AL 15 L, mok
I mL, #EhR 2 W, o R¥E, HiNsm
3 mLIEHE 1 min, B0 2 min, FERZETE2 mL,
HIFC
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Fie “2.2.2.17 TR Jrikdilgs, B,

2.2.2.3 RIFHAM RER G HEMNG BIFH LR
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2322

=E A 1% HE AL (1 -
Bl

2.2.2.4 SR B3 HALIEAL, ¥ o<2.2.2.17
R Jy il sk A v, #2015 AERR (P E
iy S (GE I 0502) RE, 45 R
K2,

1) #W,

L FIBER B 2. BRIEEIR 3. XTERZM  4~6. AL
1. salvianolic acid B 2. rosmarinic acid 3. reference medicinal mate-
rial  4-6. dropping pills
B2 ®M45 TLC BikE

Fig.2 TLC chromatogram of various constituents
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55 I T AUA B A SR
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3 iFig
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