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RASEVIT S, 7: 96-105 2016
Ann. Rept. Food Drug Res. 7 : 96-105 2016

104 EREL S RINEIE(allopurinol) ~ & B EEIES
(prednisolone) ~ 14 Z&(cephalexinAznalidixic acid)
LR ZE (lorazepam) & F1EERZE (valproic acid)
FORXEE z_EEH

wIR  RmHE
WEE REE

ThiUE Tk oAt
AEHd REF

RS E BT

w R

104 4F 28 56 &/ BRI SH & 1R A R R SR 5 & R A

o 1T R A R A R ] X

allopurinol &, 2> * & 'K #A || B2 Z prednisolone % %> * 4% % % Z cephalexin Znalidixic acid
SRS IR EE X lorazepam R 5 A AL 4 Z valproic acid & o 7 IR ] i AT 2E 5

SR B EAN04FI RO MR R A &M AR  ATAERER N EE

B

Fy o~ B BB kB E AR R L1SH(BE 1084 - AT 0 SRR L R G R

JRAB e ZAR BRI Ty K 0 BATHR] R BRI S —E

AR A

B A G T8 B 2B o 4 RSTA 14 B & A lorazepam ik, o X W R AT £ B EE
W B 3THRA R M 2 TR A LRI A4k o

RABEER - PRERS RLHIHIE - RERERE - MAER - RIRE - MERHE - REREE
HEEREEE < BN - FFEE - LTF - BORik

[l

Ry Nsm e 5t & o o2 fhi e - DAA AR i
EHREMLZME - AFEHIF MK
EHFEAT . AT VLR i B B IR
AR EEER R G EBCEEBUR - I
RERERFHENMERESENGHER
WL antE G R ATEY) RN R BB R
i AE - ALEBA TR E BUE R L = HE
WAL BNHZER - BAHEER
SO P~ S 301 00 Y S5 348 T B0 P 13 R SR AT %
an B S A b R A T e 2 5 R

A % T KE ] e on B B W L 2H - DAE
REINHEESE - 104FE SEREEE - Bl
MR R A 38 E PR & BN HI A (uric acid
synthesis inhibitors).Z allopurinolf% 4 + KB %E
[E] i (corticosteroids).Z prednisolone/s 73 ~ HT4
32 (antibiotics).Z cephalexinf 73 fnalidixic acid
B4y~ ZEHRZE (hypnotics)Z lorazepamfi¥ 73 K $T
AT 22 (antiepileptic drugs).Zvalproic acidf¥ 5>
FZ ORBI B SR 1T o B B

FIEISFE (allopurinol ) By PR B & E AT -
EAIH] 5 S {LE¥ (xanthine oxidase) T ik
VPR W & A T » Ry s — KRG R SR
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10457 EE PRI & RN (allopurinol) ~ SZE % [E ¥ (prednisolone) ~ $14F 3 (cephalexin fznalidixic acid) >
Z2HRZE (lorazepam) S JUERIFTZE (valproic acid)ZF I AR 2 bt/ e

FREZZEY) - H A AL FEE Ry R EUE ~ T
HEREIR « IREEFE A ~ WESR ARG T E
G2 S REEME « ARETTRES (% R(HEE
(RSP S JE D » 4T 5 R ST AR B -BR A E (%
#f(Stevens-Johnson Syndrome) 5z 3314 3% F7 2 5E
VAR FE (Toxic Epidermal Necrolysis)ifi A 2 &l
b o H R RS E RO A YR 2 B Y
BN E R 2 EVGHREEY) - REZEATR
1E - AR T B B - R AR L 1 R R
BB - 10458 T H a8 R -

B4 B B & % (prednisolone) (% —Fi Fi7 25 4 [
B BB R B ERRER - BVIERK
RIEIERE - BEEIZ R EVRRIETR » LRER
M~ MRS ALBEMEIRIE ~ TR R M BT
R 2GR R H A AR RE R R
B BEANEAZEEREEYZ— BN
TR TAE FE SR TT T 5 B ZE prednisolone B 2 V&
HEFE VB AEY ket B aE T o 100

P E SRS SAE - TRl A H L IR S 2 b
BREGIE » 104FHITHAE R -

HE {177 il (cephalexin) 5~ &5 A A 55 —(UHH
il ¥ B %H (cephalosporin)HT 4= 3% » BEHNHIH &
HHREEERY & R AR S B B M B
e B oy R ke M A R B 2 & e B I E
R B—TEERETUER - ERIR 2 EEE R
BIEIRE - SEEKET © B R EEERET » ISR RIS
e HAh BA A2 MR B 5 [ 2 JBOAYE - B
FA95EE# T T cephalexinfB2E B &~ L B HI
Mg - 1R AR EH
#i o FyIE f# cephalexinB B B 2 FE B S IX
= 1045 |ITHAE R -

ZEFIEES (nalidixic acid)ff—7TE 45 S5 i 48
(quinolones)PTAE TR » H B 7 3 FEFE o 5 X
PR PTS R FRER ~ BEMR » B RRER
B RCAE RARBERTE ~ IR IBTER - IBE
RENGE ~ M ERGYE - BN GR7TFESHE S
nalidixic acidf% 3 2 B 2E K ST o B Ba I
© keI B S B3R Al s - 251

T (7 1 05T T 5 ) Z Vv e P R B AN 1R e

# o HP AR E A GRS S EREIR
IFFEAAE - Ryl il H IR SR .2 S R 5 2

= 104 FTHAEEH -

4Tt ¥ (lorazepam) B 2K — & V48
(benzodiazepine) ZZ AR ZE - F1| J&§ 55 VU & 1 52
in  ESEFFLIRIER - HEBUE M EE R FERE
IRREECRIR 216 - BB TR 2%
HREE - HOSER1034F M - BIASLEEIE 1311 5E
PSS EHmE - BN G R RE924 4
{7 lorazepam$EHI i E FEY - i ILEF32
o B2TIRET AIRE R IBSE B SE B 28 24 R Pk
BT ETERER & SR —E
keaNEERE I  MRSEEEE - E
EEEROSEEMY 2N 2 TR
HOMRBAZ5E - 104FER T H S E ] -

B 1A %5 F4 (valproic acid)f%— T P e 7 2
Yy HEUR 2 W EE A B 2 REAE - N
{E ~ IR E TR BREE R S e 5 206 BN
BBy i FEJ % v LR FEAE W] R A 8RR 2 TR
B R PuEEmSEY) HEE — W AR E LY E
¥ ey m A TR (SR <~ 229 - 1 E AT
B 1 AR BRI R A L o A E A 0 By
TRREEORERSE 2B - 1045807 H
ELREIE

AGHEESTE E R E - EBEE - B
Bl &g—F ~ /K5 - BB S 2 HE %
BRI E - REEI R R U e i B R A
LR TEE L E B - B R E T
mn m B AR

B P 1545 R AT F Ry s S L 2 B 22
= IR E RN GRS E e B B R ELE Rk
EME - DI#i B E AT - RER
R HBEL 2 -
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RAHSEVITE S R

MR TS E

— HE

CRRBE AR - HE AT R EE A
Bbi2fr - gEf -« BUENE - 2Epg Y
O FEHEIT IR - LSRR 1 151R(97R
FFAEE) ©

(W

betamethasone * cephalexin * lorazepam »

allopurinol »

lorazepam related compound A  lorazepam
related compound B * lorazepam related
compound C * lorazepam related compound
D -~ lorazepam related compound E »

nalidixic acid » prednisolone * valproic
acid » valproic acid related compound B
¥R USPHATEYE N 5 sulfanilic acid &
hypoxanthine 55 Sigma/\ 7] 4 7 2 FRUE N,

ERAZE « BIFR - WRER(85%) ~ WRFR &84

W — 3R~ T PR RRIR SN - BERR &
i~ SR - RALT AR =R -~ 1Y
Qe BERRSN - BB REERSN - BT
e~ &4~ =2 - UKEERR ~ N ~ Karl
Fisher solvent » Karl Fisher reagent!s £z,
2 o g~ ZISPRHPLCAR ©

(s fie
1. EREAHE T EE (1100 series, Agilent,
USA)

2. BB B BE(PTWS 3E, Pharma Test,
Germany k&2 VK-7000, Vankel , USA)

3.8 AN AT RO 4 o e (8453,
Agilent, USA)

4. Karl Fisher7K 4 HI%E £ (78 7KF, Metrohm,
Switerzland)

5. A8 E T K F(XP205DR, Mettler
Toledo, Switzerland)

6. BBHE T E%25(8510, Branson, UK)

7. /KSFEE % #(902, Hotech, Taiwan)

8. ML H(Z 383k, Herml, USA)

— - EBBTA

(*)allopurinol
ENUNEWR 1 IS RN e il Y
B BARIEY—E RS EE SR
B NI 22 R 9 BE B SR 0 i BRGNS S 5
(Allopurinol Tablets)” .2 i S K ik T
Ditmbg -

(Z)prednisolone
AanIHZ bl rE H R F R s # hl - v EE
B g8 —EAGENESERE
Al 2 0 A 3 BE B E R BT B R B IR 6T
(Prednisolone Tablets) "2 i B R A% K2 /71
T iksEs -

(Z)cephalexin
ENU PR SISV EN e $ill Y
& BARIES—E Kk REGEIES
e o 2 R gL s B R TR T I
& (Cephalexin Capsules) "2 BRI FE K2
T T ks -

(r¥nalidixic acid

anPE b B TE H Ry F R # A VA

& BAEIEY —E ka8 EFR
B > 22 SR BISE S 37RNalidixic Acid
Tablets"” .2 i BRAE K /755 T ARG BR -

(fi)lorazepam
A IE e vE H R F R s # 5~ A EE
a8 —E ARV ERESE
HEFE - 2RSSR FEITR
Lorazepam Tablets'"” Ff H 2 S 1 55+ 7 44
it SE4E (Lorazepam Tablets)' V. 6 B HH 4%
KT DAk o

(SJvalproic acid

w2 e B TE Ry R s #E R - A BE

o BARIEY—E RS EEE SR
B o Il 2 B SE EZEHLEE 37/ Valproic Acid
Capsules "~ HHFESEHLEE LG F (55 R IE
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10457 EE PRI & RN (allopurinol) ~ SZE % [E ¥ (prednisolone) ~ $14F 3 (cephalexin fznalidixic acid) >
ZRZE (lorazepam) Sz TEETISE (valproic acid)ZF TR ELHE]& SiyE E I

& (Valproic Acid Capsules) " Z {5 H2: K. B4 ~ LA 2 cephalexin & nalidixic acid —
FRFS BT ER T EE R - EHATE S —E X D% ﬁ‘ﬁEé‘?éZlorazepam@Zﬁ&hgﬁ v
EREHEEHEE 2w - SRS MERE valproic acidfi¢ /35 ARSI » #EITEEMLE
e VA R S B AR KT BT VA B R Bl -

Ba ol it B B IR BAARM: - TREMERE
(B2 L e R R L PREHEL il - AT &
e Ty PEEGFGEI TR > Serdb RIS AR A

ISkl TN R W b T R Ll
At ERSE A B Z RS AT AR BET R - FL Rt RE R R B 2 B 72
il %2 allopurinol ik 53 ~ ¥ [E B . prednisolone Pt ~ B85y R SRR AT R (R —) -

x— » mERRBKRERKER R OMRETR

(a) PRERE RHNGIR + R EAH[E R R 2 AR SE A
LWl PRI & B I BB SRR 2R EE
hTE allopurinol prednisolone lorazepam

W, 5

Yas
=

Wi

lil\l
S0
g
i3
T
S
FHE
i
TR

h=(1I P
—

NS
e
i

D//

SR

S

=

Bl
=5
ik
BT
FTRR
U]
SRR
2
B RR
BALRR
EE YN
AR
FaFei
2R
=]
B AR
EHRR
{EHR
RS
=
Tk 2

S O = O O W NO = =N DN =, OO = = N O

[ S = T e I e T e B NS R R R s R e R S
e 2 == =R \S I R e R R = R T S Y )
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5 EIRa S i PUEAREE
E cephalexin nalidixic acid valproic acid wa
G [ Ui & Fit / J& [ i Fit Y & [ & A
FbET 1 0 0 1 0 0 0 0 0 0 0 0 3
=51 1 0 0 1 0 0 0 0 0 0 0 1 8
ki 1 0 0 2 0 0 1 1 2 0 0 0 2 10
BEEE 0 1 0 1 2 0 0 0 0 0 0 1 0 1 7
¥R 0 1 0 0 1 0 0 0 0 0 0 0 0 0 2
¥ 0 1 0 0 1 0 0 0 0 0 0 0 0 0 3
HEEER 1 0 0 0 1 0 0 0 0 0 0 0 0 0 3
=2 1 1 0 0 2 1 0 1 2 1 1 0 0 2 17
B RR 0 0 0 0 0 0 0 0 0 0 0 0 0 0 6
ELAR 1 0 0 0 1 1 0 0 1 0 0 0 0 0 10
EHRRR 1 0 0 0 1 0 0 0 0 0 0 0 0 0
AR 0 1 0 0 1 1 0 0 1 0 0 0 0 0 4
FEFe 1 0 0 0 1 0 0 0 0 0 0 0 0 0
2T 0 1 1 0 2 0 0 1 1 1 0 0 0 1 8
=T 1 1 0 0 2 1 0 1 2 2 0 1 0 316
SRR 1 0 0 0 1 1 0 0 1 0 0 0 0 0 3
HER 1 0 0 0 1 0 0 0 0 0 0 0 0 0 4
1B 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2
TS 0 1 0 0 1 0 0 0 0 0 0 0 0 0 2
EALIEES 0 0 0 0 0 0 1 0 1 0 0 0 0 0 2
&it 11 9 1 1 22 5 1 4 10 6 1 2 1 10 115
HorE(%) 500 409 45 45 - 500 100 400 - 60.0 100 200 100 - -
1044 &2 4 58 5 88 1S
“allopurinol /3 Z LI REAE 196 » & T~ mEEREREME R AL
prednisolonef 73 Z R ELE 201 » & tE T (%)  JEEEHHER (%)
cephalexinfi{ 73 Z JEZEBLH(224F » Fnalidixic allopurinol 57.9 42.1
acidp s 2 TR EE1014: » & lorazepamfk )2 prednisolone 82.8 17.2
C AR BIE25¢F » & valproic acidfi 472 1Ak B4 cephalexin 90.9 9.1
BI10M: » #EETF 115 o T fh AR B PR B Fh A nalidixic acid 60.0 40.0
SEEENFR - lorazepam 48.0 52.0
HERLEYE I EEYF AR EE valproic acid 70.0 30.0
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10457 EE PRI & RN (allopurinol) ~ SZE % [E ¥ (prednisolone) ~ $14F 3 (cephalexin fznalidixic acid) >
Z2HRZE (lorazepam) S JUERIFTZE (valproic acid)ZF I AR 2 bt/ e

SRR AR BRI T BT T R A A SR R A
Bt -

1. Frallopurinol ik 73 AR B - FREIFAH
B 2 ] A E R 1008030058 2
e B R 100= 7 2 R REERIE - 4t
Ft445R(BIZE415R » T A3TR) » 778335
BLEM - AR E RS 19 (B ZE 184
AL B ISIREF AT EE (R E 175
i A 15R) 165 BEE M (BIE15% ~ #Al
%) ST o R AL - R
HI100Z 7w 2 FEH| - oA p o B ME—%
HEZ B AFFOIRE -

2. Zprednisolonefil 73 2 IR B4 » 55 7] 38
B &RSEr ZER B EER A - 4
TR EE) - 7T ES6 R BLERL » AKX
HE R BE 290G B EE) - S 259k 0]
i 23R BLERN -

3. & cephalexinf 732 [BRERIH - ZFr]FEH
il 5 55250805002 e 2 IR ZEBIR] - Hh545R
EBEE) - 77 B23F ELER - AR
k22 (T BlE) - S B1SHREF IR
5% BE R -

4. Enalidixic acidi < T AREIA] - FF Al 38
B2 R25080500 = 7w 2 $EH ; B2 5
S00E W ZBEE » 44 RIRBEIE)
ST IB39F BLER AR 101R(T
BEE) » BRI RIFE - OF BLERM -

5. &lorazepamfl 3 2 AR ELH] - BF Al EEH
P& F50.5 ~ 1BRE S ZFEH] » 4 19R(E
FEA0TR » B ALIR) » B8 ELEML + A
TamERteEE 2 S (B E 2314 - g A2{F) -
53 E225REFRIEE (BIE219R » A LR) »
18F BLE M (BE 175 - $A1%) i
e o 1R AL o HOBTE0.5=
ZHER Ry AR oy BRI ME— 2 i AR
AJRE °

6. & valproic acidfl s AR B - FF Al 8
BRI ERB300E T 2B 5 A& R150

30085002 5¢ Z ISR KB 2E 5 & £ Rk o7 Fil

E=145% 7 v HE¥H (valproate sodium) 7| &

33IE L L BRI SE - FrE MK

PEBCFFAE B IRE A & RS HIET

2 e o HEEHE (valproate sodium)7|§199.8

20 Z FAE MR RUE R SE F A FE

115 - ST E8F BLERL + AR Bt i

100F (B ZE 61 - B A41F) » 3 JES5RFTF AT

FH(BIFESTR - i A3R) - TRBEER(BES

K BA3%) °

AREHE RIS FFrIRE IR - BLER
FEET R BRI Bl A B R AR AR = ) R IE
BIPRZ ERT AT RS TR BUE MR B E R e
MRS AT - FEANRIY - FEGHHhERTH EhnkE
115 (BE108F - B A 7H) - BlZERT I3 %
BB = 34.8% » T A Gl SRy
55.6% °

AREEMBE NG SR EZET &
IS 2N - RATEIRIEHERE Y 3
% ELEREREE TS - M A S AIES  (ER
EREERLS S A - CEEST R A K
JHE 2R ot ] R AR S R AT T -

104 B L BERENME 211564
fr e it b HA5Rallopurinol(194F) »
prednisolone(29fF) » cephalexin(22fF) »
nalidixic acid(10£f)  valproic acid(104}) - H%:
TG S 1% 5 Hlorazepam 25{F g A Tk
SEER - AEEE - SEN-ERSENESE
HHEZ mEgfs R G618 - HEE AR
kT - MR E R EE I3 TR AT E L &
B 71k R RS EA TR B 110(4.0% 5 (5 HE{E
Z0.9%) N R ZEI L3 T [REF#
faHilorazepm#Hi% L &#)C » D  E (lorazepam
related compound C, D, E)& & K A #li ¥y &
(total impurities) 7351 F8.135% ~ 1.112% -
0.616%5:9.863% » i Hi LB ZE 8L 2 [RE M
& (FLAE 3 BIA 1S E H3.0% ~ 0.5% ~ 0.5% K%
4.0%) °
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BV B

R=  HERIGEEE  FTRIFERE - BB UK B A B A dhER R ARG T

HiE HETER B A /Nt B Rl BB =R (%) i A58 2 (%)
it 18 1 19 94.7 5.3

allopurinol AT RE IR 17 1 18 94.4 5.6
LT 15 1 16 93.8 6.2
it 29 0 29 100.0 0.0

prednisolone FFRIE IR 25 0 25 100.0 0.0
BLEMR B 23 0 23 100.0 0.0
Uit 22 0 22 100.0 0.0

cephalexin A RERREL 15 0 15 100.0 0.0
BLEM B 5 0 5 100.0 0.0
it 10 0 10 100.0 0.0

nalidixic acid T REIREL 0 100.0 0.0
BB B 0 100.0 0.0
T B 23 2 25 92.0 8.0

lorazepam IR EE RS 21 1 22 95.5 4.5
BLEME 17 1 18 94.4 5.6
e 6 4 10 60.0 40.0

valproic acid A rTRE R 3 8 62.5 375
BLERR B 4 3 7 57.1 42.9

AEtEH&nalidixic acidfl )2 BUH] - FE
FEIREREE EREL SR EEES - 550
=3£58.0% (734F) ~ 32.3% (834F)535.7% (97
) R ERSE - IRKREREERDES
CUFE M OB A S 2 Eass - E
SIS 10 E S » ST BORETF AT - ARERE
AEREE TSR B REITFE
BHAE RS H&ET 109REF AT RE R 2 Hdh2ok
MEERSIR N S Al - RE & R I
A AESCHFF R TE GRS - RGHE R T
CARFRT BN EH& E R BBEEEN - HI
2 BB P SR L iy AR BB T ER R T EE
TE AR IE 2 A R T - 7 Ve e P R A A
= o Glorazepami /> Z CIAREIH] - LR A
BT hif 2 B (SE B BE BB 3 TR ) o FRAS A A B
THEY)Z B AT - FER LR 2 LR RERF & B
B ED - ARG IR AR SE RO FHE S - R

TR ZE BB A B F AN S TR R o H
FRBRAT IR & 3 35 it e 5 6] 35 81 327 B ik
lorazepamBF| 2 N HIYIIR RIS - S FEE
EEEHREL S - E R RS T
EREH  WIKNGREZETTE - KRN
ERHER TR ba g - GLETH H e i = 2L 8
Al 2IEMRE - DIRTIBRIEEE -

S5 - BRI B PR B S
rnE R & A MR EBI R AT E R L HE
gl R FR 7 F0 8 (International Conference
on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use,
ICH) R &5 ANl P) 2 8 B E Q3 A B Q3B
B (Q3ARH B IR B Nl Y 2 i B v
A Q3BEH B AR 2 B HUEA) -
SHA LA YIIR EATE R AR B T U E A
FERGIL » ARGZFEF L - BESLAREY) T ER A s
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10457 EE PRI & RN (allopurinol) ~ SZE % [E ¥ (prednisolone) ~ $14F 3 (cephalexin fznalidixic acid) >
ZZHRFE (lorazepam) S PUERFIZE (valproic acid) 3 M AR B Sy e 5 H]

=V~ BIAREIRETARERE - REMRX BURHERIRRE B 5T

o S AR (R) BLERUF)
[nfuie = N S y A Fr
KU HEReEE  HEBE%) 7 HEsiesE  ERE%)
EilE3 41 17 41.5 30 15 50.0
allopurinol T AL 3 1 333 3 1 333
INFF 44 18 40.9 33 16 48.5
E4)z3 79 25 31.6 56 23 41.1
prednisolone PN 0 0 0.0 0 0 0.0
/NEE 79 25 31.6 56 23 41.1
B 54 15 27.8 23 5 21.7
cephalexin i A 0 0 0.0 0 0 0.0
/N 54 15 27.8 23 5 21.7
E3JES 44 20.5 39 9 23.1
nalidixic acid A 0 0.0 0 0 0.0
INGT 44 20.5 39 9 23.1
Ed)z3 40 21 52.5 27 17 63.0
lorazepam fiar A 1 1 100.0 1 1 100.0
/N 41 22 53.7 28 18 64.3
Bl 6 5 83.3 5 4 80.0
valproic acid il A 5 3 60.0 3 3 100.0
IINEF 11 8 72.7 8 7 87.5

=RE - B RAE RS ERE BT R R
0y TEBAARY) ) TERAREY) ) KBS
TErh2EEY TIRERADL ) F=00 > Hep TR
AW ) AR E AR - BIEY) - TEE
) REEY MESTE - HREHZEZA
Y EE AR E N ERGEETEL - K5 E
FIREGEAE - BRI DS R FIRE AR
{ER > BHEANRRELE I REY) - FTlIsdEE
W IE SR BRI 2 BEE K RAFEFE T - B E R T
fi ZINZRAN - ARER AL ROERE R AHRE L E
FEIRAN R RO AR B IE 72 - TEIR
EAEER ARG - BREE IR
fFETEE T Isai s - DISGEHLEERR
ZEERh °

A R R HIARET N E AL SR L DS PR
Hp R E AT & HUE (SR #020.9%)

RAEEATY & BTG EREEIE3 TR
IRE#E - tHEA MR R T E 2% -

ARETEBHHANRFERUE Z A - TR
EEpE A A2 0 FIRREE e - R
WIFERLE MR - M th e oe e /S - Il
B - S 2 BB ER - BHiRE
PEEEE -

i R - A A R B A A E RS
A EEEE R - BAURIES—E > kKRS
EESFwBEIEE @ RS HE o
{ElorazepamBdH| 2 H BEANGEY) 77 18 75 & 2
B o EEEE AR EE ] R TTERET
J SR EERERE T - g Y GE - 55
# EERC A E R - FEEEHR
17+t H A fR R = S I e e TE b
TR LR G I 2 B B4 - JTRERECRAEFT
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RAHSEVITE S R

SONHIFE RO T » R it AT DARERF S B I 7T
BRI - ERELECN TS EKRE - R
(eSS R A A BB - P BGERRE E
HIREFE IS - EEmE s Tk -
FEREFREGH @ HELE - R SHELE
MEARE L HEEMS - FruE T I EH
BAPR S E <ARE DT - DR T E M2 5
= .

ARETERIERE M 2 B0 EiiR nE B IR
# - REFRRAER A ETHRELZMNE - DL
Rt - ST RE N - AR
B SEEMUE SN E I ETT B - DR
R RZ s -

ZER

1. ESEEYEEZ - 2014 - Allopurinol i 734
mhZ HEELZEH - BMEYEHEEN
(http://www.fda.gov.tw) A S EE ©

2. ERHEE - HEIE  BAFE - 2011  fEEELE
BEE RO HEE X B BEET Allopurinol 2 f
Fi - S2ESHESE - 27(3): 113-120 °
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ABSTRACT

To present an update of drug-quality in Taiwan market, representative active ingredients in
oral preparations such as allopurinol (inhibitor of uric acid synthesis), prednisolone (corticosteroid),
cephalexin(antibiotic), nalidixic acid (antibiotic), lorazepam (hypnotic) and valproic acid(antiepileptic)
were surveyed. This study was supported by local health authorities of Taiwan which collected drug
samples (115 in total) from hospitals, clinics, pharmacy, pharmaceutical firms and pharmaceutical
manufacturers between January and Jane in 2015. Samples were analyzed by the methods as described
in the Chinese Pharmacopoeia VII and USP 37. Specifications of identification, dissolution, uniformity
of dosage units, assay, water determination and organic impurities were investigated. The results showed
only one sample which contained lorazepam as active ingredient failed to complied with the USP 37 in

the specification of organic impurities; the others all met the compendial requirements.
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