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LIS & HEENEE E18 5 a T e E)
2z Thioctamide g%

FRE T K ORER

B o— M

m =

2 wZ >

A RBERE—HEGERABBAT > TRAAHE > TTEHF XM
7 % A4z ¥ Z Thioctamide & 4> W8 ~ R H A EH - & A
Shimadzu PC 8-10(10 um, 4 mm 1.D. X250 mm) & & #7 % » vA 1%
Tk BB TR (60:40) Z R4k A # $y48 » Clofibric Acid & WR4% %
& 0 # 250 nm g R R VA% Sh 8 B B4 R 2 o A2 # o & (Standard
Curve) Z &M B 542 X & Y=0.1684 X—0.0064 > 4812 % r=0.
9998 (/& B #.H & 0.085~0.425 mg/ml) o ;4 R F KA L EER M
BAR AT e ER 100.95% 0 TEBRELSZALTRIEE
%35 0.48% » A Ak Bk~ TH » BAATE E R H IR
#r o

43% : Thioctamide -~ 485] ~ & F A2 ~ SFEEME X ©

1] E MHERF*E
Thioctamide BB &3 I il & i 5 & — ~ PORHEEEEE
' BIEER B A SECE A ity 2 85 HEREFE TR -
SRATSIAIT o s & Sl E LA B g 1.1% #8 : Shimadzu LC-6 A Liguid
RIS - DAERT AR T iR BRI Chromatography.

2. ¥HE@HTE © Shimadzu PC 8-10 (10
pm, 4mm I.D. X250 mm)

3 {EHI58 : Shimadzu SPD-6 AV UV
-VIS Spectrophotometric Detector

4 B\ FERE 4> /& : Shimadzu C-R3A

Integrator Chromatopac.

R ~ & RRIER ~ BRERAIE % R E
B MERIFEHE > BIFES » HAZHE
YIRS » BEERETE S E RS E o U LEEE
H i HPLC FE F > 43 B Thioctic Acid K&
Thioctamide #3#H” » (B{ESTFREMELIF o A&
W R EAZTEZ ST » #H6E

ERERA & Thioctamide 557 $EHIHY
BITHRES I o

5.Milli-Q water purification system

(Millipore Corp.)
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6.Solvent purification kit .
7.Microsyringe .
(EA g R ARHE S,

1. Thioctamide: Sigma No. T-5875.

2.Clofibric Acid: Sigma No. C-7142.

3.0k BE B8 K Z B& (Acetonitrile) : E,
Merck, LC-grade.

4. 8RR E. Merck, Reagent
grade,
=~ A R B

CNEBERLERTA -

FEHERBBLE E &2 Clofibric Acid » DIf%
B £ vA BRI A% R B 1 mg/ml 2 BT i 1A W
(Stock Solution) o

(C)3 HEARYE AR SR SR YE IR

FEEMEGE E & 2 Thioctamide %t HEZ
¥ DISEEE AR 0.85 mg/ml &
BT RIER ©

FEEEDET B K 5ml, 10ml, 15
ml, 20ml & 25ml A 50ml 2 EEHF » F
BIDARNERYE S TR TR 10 ml > LIRS EAE
MRS - (R Clofibric Acid 0.2
mg/ml K Thioctamide & £ 0.085 mg/ml,
0.170 mg/ml, 0.255 mg/ml, 0.340 mg/ml
% 0.425 mg/ml Z ARG EERAR °

SREE :

ERFERE » ENZHE ~ VKBSl BoKMKRE BeA TR
HBI (288 40% B2 1% vk B B 7K ¥ 1R 609%6) 1B
& DL Mill-Q 5 BE @ I8 % B 8 H B
(ultrasonic bath) FRGHI+ A5 8 » ERRE
iR -

(OB TR - .

KB R R /T (R—) > FHEBEGR
Thioctamide AN —BEEEZ &S RHE
W EE R ST - AETERBER LA /T 3.59
g 413 BIMA17.0mg, 25.5mg, 34.0
mg, 42.5mg Z Thioctamide #5431 E 4
B o DL 350 ml Z AR Z o (LB

% — Thioctamide#g ##&42 & #

Each Sugar Coated Tablet Contains:

Thioctamide 5mg
Lactose 124 mg
Starch 255 mg
Methylcellulose 4mg
Dextrin 6 mg
Magnesium Stearate 125 mg
Sugar 148.5 mg
Talc 56 mg

RERTE A 80°CZ A HNEA+4788 » R LIEE
FBIRET5788) - SHFHHRIR » BE 4 XK
IR3br - SER LURR S5 B 4 B R Bk 50
ml YEFER G B 5 8 A KRR SR AT
SHRERE RHCER o LUEE S5 VEERE
thiz » SHFRIK KUK » 2 BHEE 50 ml L
T BA 50 ml FEEF > MEEZE - fEHER
IR AEIR S 10 ml » A 432 20 ml Z &R
o SBARRIBEIG R - BINARERE
rn BTV IR 4 ml » IR ENES R mEEZ]
B RIS 52 ik A Clofibric Acid f&
£ 0.2 mg/ml » 7 Thioctamide & & HI| & J&
£ 0.17mg/ml, 0.255mg/ml, (.34 ng/ml
F 0.425 mg/ml.
BT EREBER

R B (R AR ) 20 K7 » (FHEYE
EVERIRE > BEHTIYER » BWHBHH
JE B ¥5 2] Ml 3 o i FE T B AH & 12 25 mg
Thioctamide Z#3 » L 3% 50 ml &R
E RIS E SRR > BRI EHE
T2 FREERE Ko7k 50 ml %% » SR8 8
b7 A K R 8 i AR SR IR AR
I o LUEE S5 UERERSRER » & HFHRI Rk
W HEFFIEHEE 50 ml LI A 50 ml BEHR
oo MREELE > FEFEEIVAIR 10 ml EA 20
ml FEHEF  BARRIRGNGZRZE AR
ERIERE AT ST 4 ml > DARSENFES R T
BAE
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4= 7 4 Thioctamide# 7 7% 4z #1 & 7
Each Sugar Coated Tablet

Contains:

Thioctamide 5mg
Orotic Acid 30 mg
Vitamin B 1 HNO, 5mg
Bitamin B 2 2mg
Vitamin B 6 1mg
Vitamin B 12 1mg
Calcium Pantothenate 10 mg
Nicotinamide 15 mg
Inositol 5mg
Vitamin C 10 mg
Dehydrocholic Acid 5mg
Lactose 124 mg
Starch 255 mg
Methylcellulose 4 mg
Dextrin 6 mg
Magnesium Stearate 125 mg
Sugar 148.5 mg
Talc 56 mg

=~ @it
(J@#7% . Shimadzu PC 8-10 (10 xm, 4
mm [.D. X250 mm).
OB © 1% VkBEBE—Z8F (60:40) Z R &
a3l
EHERIZE - UV 250 nm, 0.02 AUFS.
()ECEEHHREEE © 0.2 cm/min,
ERESTE 20 pl.
M~ TERPR
KRR EATR: » I RENREZIRETE
HE IR ST HIES S RA SRR ET &+ o
EREING RIS 7S KA ER B Z B i AR
R EREsvAw - Hkig e g e vl g 51
Thioctamide %43 o
A~ R BUE -
H& R A R RS AT S IR
HE S I 1 o B A R e 7 P o LA
DAfatE8° b2 S EREE Btz FH5(E » i
= KB RABTE - WA AT HEE R ERM

Z BATRR AR YE A A I B 77 R 20 R A
TREL -
AN-~ThERBZSETE

BT ERBBRASAREHNFE
Thioctamide &2 Clofibric Acid ¥ & & B Lt
ZFEE KT I A KE & SER
Thioctamide Z & & o

Thioctamide mg/Tab=100C x (Ru/
Rs) X (T/W)
A
C=1B&1E# AW+ Thioctamide = j&
& (mg/ml)

Rs= B & & # 5 5 ¥ P Thioctamide &l
Clofibric Acid & I B HiE o
Ru= 1 & # #8 & ¥& % Thioctamide Ed
Clofibric Acid Z Ik HE o

W =g B & (mg) °
T=%HEs TgHEE(mg)

iR AR AR

B—fRELREFIGEGETRIERE
Thioctamide J Clofibric Acid Z & #7
L HRERRE S RIRS 4.782 K 9.775 538 o
& RISt R IE AR T E B 2 BT

% = Tioctamide ¥ B % % % & b Z Bl 1%

. ® L334
- FHECREESEE %
mg/ml
n=6
0.085 0.5384(1.86)
0.170 1.0558(1.64)
0.255 1.5635(0.64)
0.340 2.0313(0.70)
0.425 2.5737(0.55)
Thioctamide 4% 3 &
R B =
Clofibric Acidik 43 &
g ppg =T RE

T3 4a
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(6)) 2) (5 I ¢))
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o
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Qe N
INJECT Retention Time
B— ReEEDERZERNZRAENFED B= T2 kMEERZARMAENEAQ
Thioctamide (2)Clofibric Acid Thioctamide (2)Clofibric Acid
4w  AHPLCHE| ZEBARH ¥ A RS2 @ik F
A N T
¥ooamaxm FEF quson trussres #2153 (%)
(mg) (mg)
3.4 6 3.41 100.2 100.95+2.49 2.47
5.1 6 4.96 97.2
6.8 6 7.001 103.0
8.5 6 8.79 103.4
4 & VAHPLCH| & 7 4 Thioctamidef 7 3% FT 42 & X A Rt v
EHRA 2iE¥(mg) HKEF(mg) T3 ME AR R £ #2158 (%)
1 5 4.68 4.695+0.022 0.48
2 5 4.68
3 5 4.69
4 5 4.735
{5 5 4.715
6 5 4.67
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544 THIOCTAMIDE
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0 5 1.0 16 2.1 26

RATIO OF PEAK HEIGHT
B = Thioctamide 4 % R & % 42 # ¥ 4 o
Thioctamide # & # Thioctamide i Clofi-
bric Acid;k & B 2 bid 2 M 1% (r=
0.9998)

RER BRI EIRE - BERE S HER BT - &7
Hi Thioctamide i Clofibric Acid & I & &
E%$ﬁﬁ&%$ﬁﬁ%ﬁ%2%ﬁ%ﬂ’m
REBRREBE/ING 2% » BRERESHCH
Bit# (reproducibility) RAF o B =RUEBE
e 2 B R Al o 2 B FE VB B 1 5 At il (Y
) o M M B A 2 (Y =0.1684x-0.
0064) BT ARHE RS » Y =0.9998 » 814
&5 [ 1¢ 0.085 mg/ml ] 0.425 mg/ml o % Y
Fry| &R ENTE 3.4mg, 5.1mg, 6.8 mg K&
8.5mg Thioctamide 7 PUFEHEEE KRS hiHI1E
Thioctamide iz ZF g B 2 (n=6) » HEH
100.95% » B A% 7 B AT 88 4 (reliability)
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B o REFTYISER T EREERELRA
REGEHEFEREE - T9ELRERE
KBRRBZAER » BRABHE 0.48% 0 B
EHEBRMREE - LR BITGRG REINE
o ER-RREREIREERE > HOWE
R+ 08 » BR—ME - RE - 4
X ATSERISIAT I o

2&%&%2%@{ IEFI5ERK » —HH 28Rz
Hizatam RERETRE » LHRIRCER
%%ﬁ%J:Z%MJ%EfJE@ED%J\%EE o HFILEL
% o
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DETERMINATION OF THIOCTAMIDE IN TABLETS BY
HIGH-PERFORMANCE LIQUID CHROMATOGRAPHY

SHU-YING, CHIG HO AND
TING-GUANG SHYU

ABSTRACT

A simple, rapid and specific method
of high-performance liquid chromatogra-
phy for the separation and determination
of thioctamide in pharmaceutical pripara-
tions has been developed. In this study
the mobile phase was a mirxed solvent
which contain 40% acetonitrile and 60%
aqueous solution of 1% acetic acid, the
internal standard was clofibric acid, the
detection wavelength was set at 250 nm,
the column was the product of Shimadzu
Company (PC 8-10, 10 um, 4mm I.D. X
250 mm), the flow rate of mobile phase
was 1 ml/min, Results indicated an equa-

tion of the regression analysis for a stan-
dard curve (concentration of thioctamide
versus peak height ratios)was Y =(.1684
X-0.0064, and coefficient of correlation
(r) for the analysis was 0.9998 (from 0.
085 mg/ml to 0.435mg/ml). Recovery
studies of model sample solutions gave a
value of 100.95% (n=6). The coefficient
of variation for the assay of a marketed
product was (.48%, We conclude that
this study provides a precise and reliable
method which is applicable to the analy-
sis of commercial tablets.
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