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column : u-Bondapak C.s(30 cm,3.9 mm,
Waters) '

mobile phase:2 g s>d. 1-heptane sulfonate
¥R 850 ml 7k EfN 150 ml Acetonitrile»
Pl glacial acetic acid # pH fER% 3.4.

280 nm.

flow rate : 2 ml/min.

Detector :

Inj volume : 10 wl.

Alc-free
chloroform : formic acid=99 : 99 : 2
FEUE VAW - B Salicylic acid Z#E 5, (USP)
P Diluting solution ¥ fi# ifi # % 5% 0.015
mg/ml ZERE o

KV YE © B E R 100 mg Aspirin 2 i 88
¥R ERE CIE S - FEERGE 20.0 ml Diluting
solution MIZEHE IR » TSR E 10 8K >
FHHEL o

ik USP XXI ZHEMESNE 7 Sm i
HIH free salicylic acid Z & AJ#EH Aspi-
rin EREZ 0.3%  ARELRSEN R S HRE
)2 e free salicylic acid ZfREEAA]

Diluting solution : Acetonitrile :
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i 3.0% .
=~ B : USP XXI UVpk:?
S FAFEIRE TR B salicylic acid» BRI
£ 360 nm pREEHRLE o
BTE © 20 cm X 2 cm IHFEE
FEHEY) : T/ 1g Silica gel fin 3 K7 5 N B
s > g : 3 g silica gel /il 2 ml FeCl;-urea
solution,
FEuE AR - B 5 ml salicylic acid ¥&#R (150
wug/ml in CHCly) & 50 ml &) » S
10 ml 1:10 Z glacial acetic acid : Water
saturated ether Ffj[] chlorform & & o
s L B 5 R BB — AR
o RERINEL - FEHE o S Al ) BUHE
% 50 mg Aspirin #&#8 » /i 10 ml CHCI; »
@3 e > HNfG o
BRI ER

TR EIA B EH » LL5ml chlo-
roform YA BRI OEABITE S > FFA 50
ml chloroform 43 ZKAIAJEHTE = > #4itt chlo-
roform KIS o AIEROCELEBHTE
EES Q@ E A ES FotEe) K&E 10ml 1:
10 2 glacial acetic acid : Water Saturated
ether solution % column 5 » FFTZK » N
30ml chloroform @ ¥ H ¥ £ & & 20 ml
methanol ] 0.2 ml Hydrochloride # 100
ml 59 » 1 chloroform B2 & o BAfE#E
VAWGEIEE > 7E 306 nm B RARILE o

ik USP XXI ZHIE » i s ol i e
K5 AR EEHT Aspirin EUREZ 3.0%

T SRR AR

RRFAE » Foiehs 215 i > FERE
154 4 » TNEHE 61 14 o Hrpges 115 4 > 31
AR EHRE 2 4 21.2% » B 69 £ » 30 15
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4z#) | 146 115 31 21.2%
#& | 69 39 30 43.5%
43t | 215 154 61 28.4%
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4e#& | 107 93 14 13.1%

##&E | 69 39 30 43.5%

se& | 39 22 17 43.6%

A 0 0 0 0

B 0 5 43.5% (HFE—) o
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E e R BIRE BRI A » AR A
K o SRS IRERRE 10 £5 ($E810
3% > 127 3%) » (BB NILE S FEtEE 3%
&2 ABEIRE RIS c RAS (GEE) 2
TEMIREE 43.6% » SRR » ATRERHFTE
RN BT o FRRSRIRHIR T BIAITH 4 2 Rl
AN EREURN > & BRI e B L RS
e HIERZE » RBEREEAR > TR—EE
ez Ok > SURSUBIGE » R KSR S8
EEANINAZ 8L » SUBERE S FABIBIT B
Tl BRBA T BB £ EETER.
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1. The United States Pharmacopeia 21
th. 1985.78.

, 2. The United States Pharmacopeia 21

th. 1985.77.
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INVESTIGATION ON THE FREE SALICYLIC ACID CONTENT
IN COMMERCIAL ASPIRIN PREPARATIONS

MEI-HWA YANG, YUAN-CHI CHANG, TING-GUANG SHYU
CHING-YAO CHUNG, MEI-SHIEN LO

ABSTRACT

In an attempt to understand the
quality of commercial Aspirin Tablets
and Suppositories, the Bureace collected
215 samples in Taiwan area from Sep.
1985 to May. 1986. The presence of free
Salicylic acid in Aspirin Tablets and

Suppositories was determined according
to the method described in the USP XXI.
The results showed that a total of 61
samples (28.4%) failed to meet the re-
quirements specified in the USP XXI.
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