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(1)EH : UlriMate 3000 RS pump (Dionex,
USA)
2)H#E A : UlriMate 3000 RS
autosampler (Dionex, USA)
(3)UVHgHIES : UlriMate 3000 RS diode array
detector (Dionex, USA)
(AEMIR RS © UlriMate 3000 RS column
compartment (Dionex, USA)
(BB R HH A H © Chromeleon (Dionex,
USA)
2. AR
(1)Apparatus 1I-VK7025 (Varian, USA)
(2)Apparatus IV-Sotax CE7 smart system *
Sotax CP7 (Sotax, Switzerland)
3. JEESS © VK 8000 (Varian, USA)
4. SIMEOEREEE ¢
(1)Cary 300 Bio (Varian, USA)

(2)DU 640 (Beckman, USA)
(3)Lambda 25 (Perkin Elmer, USA)
5. 3HT RS ¢ XS205 (Mettler Toledo, Switzer-

land)
6. NBFEEIGIN B HEES © HMS-212 (Fargo,
Taiwan)

7. FEF W E%SS - RK 1028H (Brandelin

Sonorex, Germany)

— | =EAT=S
— > BEaR /f

35 4% B L JFURG ok A B B 50 R B AR R
Fd o ET R EGNE - FHUERRERE
By~ TR R - BEEE R - EARES—E
R RN EEEE 2 -

() At S

1. SEH

(DBFFE © o 2% 728 o R R v A B B B P E T
E o HETHRERE 2% -

QEFFHIE : ETFE TRIHE - AR
BLIEL2HE - BIEFTL3EES © QIRE
BRI B S AR RS
PR = #ifE -

15578

wa%@? ot

Ll 6 & WERIRSEREGER
JE

L2 6 IR EHRES%

L3 12 TR EHE10%
B4 Eeh - d8HIR EHEEH
ES%E » E2{HLLT »

607§

pik Bt e

L 6 & WERsREeRRmmEs
A

L2 6 JEE—HBYRRREG-5%

L3 12 fE{F— AP RE = E
Q-10% » Hir24: DA IR &
HiEQ-5%# » INE2(ELAT -




212

RSV

2. R

(DFEFFE © Mo & 2 S R L v & B B 50 AT ET
E o HETHRER+ 2% -

QEFFHIE : BTG TRIHE » AT
BLIRL2fERHE - BIHEITL3 KRG
By o QIS EMRRHERE LT E
R REZ IR EHHE -

i Wit -
f Pt i
L 6 B WERSAEBEE G

TE » IRV IRRER RS T2
MER

1208 (L +L) I E (B S &

IREHERE - HARDHEIE R

RE T ZHER  E—HEEE

HA PR & #  2 10% » JRIE—H]E

%%@EUEH?B&%@T LRI E
10% o

2448 (L +L,+L ) E (B 5 8
FFEREHERE - BRI
ERFIRIE T ZHEE - 2405
FR L G (B HH A4 PR i 1 0%
o E2AALAT o HHEEERAR
THEZEEEHTE10%E - 1E2{H L
T » IR E (EE A
(R 20% » IR HE
FERRAR TR DR REER E 2
20% ©

L, 6

L, 12

A B — R R (E R A

CHGEE - HUGER 10K - (EBIRSTERE E - &

HHPYEE » ASmE &2 WEEERE

fesk » BN YIAREHEESE AT & A WS

ZEEAS

mi X C/M

mi * FFFE(E B E & (mg)

C: ZENEMSAERHR T ZEEASLT
(%)

M @ 10K $E5I 2 S E & (mg)

HUEREE ¢ IS 1OfR b s B R & R

i S R St 8 2 85.0-115.0% » (M HoAH %
fEHERE = 6.0%  BITF&#E - 206 1E#g
anE HH FIEES REE - HATE 100k Y
ARFEHI75.0-125.0% > BUAH B A UE 2= HE 5
6.0% * B¢ _F2TES AN FFRE » B H201E
R T LUAIE - A0& 30 @ i i 2 2 1

IS & 8.2 85.0-115.0% » {HREH
75.0-125.0% » H30{[E fg b2 M S HE 2R
FAHHET.8% » BITFEHE -
EEEHE

| BEIHAE - REELATRECR - NS
A A VR G B~ o VA VR S R o3 BT IR A A
PRI HERFAS

2. W ¥+ HURS VR R A5 HE L VS TR S & (1120
pl) - FRNEATEITEE RN Z  flskE g
W RE » 5 EREEE - & A=
Higmira FEREATREZ S EEH 7
It
Ru/Rs X Cs/Cu X 100%
Ru : B LIBT3 10 e T 58 B P S A 4

Pl TP LE
Rs 151 SLVAR 2 T 6 e Th A B P9 T AR e
An R I TR EE

Cs : IRHESA L IR (mg/mL)
Cu * FiniE 2 B E R (mg/mL)
3. GIRIRYE IR R R B R

ZHE -

EREES S

Carbamazepine I AR W I A7 B585% » ilfi A
4-/NEFER R & M AIEE - RHRAH - &
RE10,11-epoxide/N EEEHIE LTS « o) -
carbamazepine £ auto-inducer.Z 7 14 DA K Ry
CYP450. 2 ACHIERSE - REMFIRER 562
RIZFE - FEINEA 28k - carbamazepine
P EE I (E R P R RA - K9R4-12 pg/mL® -
i % 5 Bl H M Alprimidone, phenytoin 5 i 4%
NEVEAELZAIER » IS M EEY) R E

a0y ,

1|

AREFERRAETE N R & ERES - NETE
HERE S B - VA B SR R B (LR A AR
HIRES » KRB HARBUABERIZE - e HAE
B W] F 2R (Bioavailability, BA) ° [ 2 51855 i
HIFEE » S T EARA » A IR EER BB S A
HINERR P4 (compliance) » 128 & HHFFRUEE © FHFALL
P BUASE R J7 3% T » nITERE N R ERR 1B R B e



213

& ¥ (Carbamazepine) B4 2 iy E 54T

x—- Carbamazeplneﬁﬁfﬂiﬂi% iR S AN 2 B ]

F_ - Carbamazepine$tH|ImEat4 e BUERIGERAE R 1

FERERE A
REZFFTEERE MR T RER BE WA &R
_ (RIHEE) TR B 5 2 7

BE WA &F EE WA 4t P 4 2 6
—fsERl 5 " 6 5 0 5 Rt 1 0 1
RgE 28 48 6 0 2 2 TR (%) 14.3
et 7 s 12 s 2 7
ko ARMEL B
# o O i > HITITECE R -
$ :ofF R B

RASY - BEEEYIR I R R HE R AR i A -

HETE N E A #fecarbamazepine B B2 FF 7]
AT 139R - BRIREFAIE R A 4N - HER129REF
AR S BE R - AR — e S PR E & ok I a8
(F—) - —EEEIRFFAIFEF - BEBSE @
AB R ; FisieesRkarnlzgt - BEHR2R @ @A
H4nk - AHEZRDEEREEFNI00F32E5H
53l B 2 AR B R BB N o S R fh (S
FHABIE2 (R ASE AT B - B A L — R SE R R
2UFRFRIBESIARE ] BT - SCE RS RS - B
Bl — SIS AT RGE2 M - AETER(R
—) o KIBE R ELEE LR A v A B AT M B RS R
Tk BT EGNE - P EEREREE
)~ BRor R AR R - BARED—E
&ai/ﬁﬂﬁkﬁlﬁﬁﬁk‘ﬁ%ﬁ o

Tt R — e AN SEEE R EE
8y~ TR BAEIEY —EREEEE
ERTEE TG W HE R B PR B E — i 8
BN G - HER6H T &1 » NER G
kAR EN4.3% (R - ZF T EREREEEL,
L, » Ly&er24 itk - AR E IR AERAS -
AT VA A B i LR EOAREE T - B
BREEREEE N — » BFRER T A E
PR EE R G IR AL HE RS B L B% 2 o SR o
BYEEMDRET - e R 28RS Hﬂ
SIRPRIBE N E - M ERERET - $RHERK
B EFEAEOREA - Wb iE - UFEH
# o NEIEEA AT SR BT A R BLE R
HELTELE AR - 36 E R T TR R

%%IW%AE BREHE  RELSE

ZEEAREIR T EE SLRE TS B BRI 0 3 B AR P
HISBEREL - R B RINAE AR -
5 B BB BE % 2RI - Carbamazepine A Ry

—rE R EE A DUERE S H T EE MM E

TiE  FEHEXAHESEEREAN TS LI
?c‘? s - RHEMEERE 2 2% -

L E S, - HDARTAY Eiiemxss - &2

BASHIRTTES R - BRI G 5 T AR
2 HERABFUEHHEME RIF R ZEHEZ
Edh o N EREREFNLERE E&?““J:ﬁ?fﬁ?
e - B (e g MR L & - AR R
AUBEALRG I - ORISR AR SEZ 2 -

ZENR

1. Dipiro, J. T., Talbert, R. L., Yee, G. C., Matzke, G.
R., Wells, B. G. and Posey, L. M. 2008. Pharma-
cotherapy. 7" ed. USA.

2. Chung, W. H., Hung, S. 1., Hong, H. S., Hsih, M.
S., Yang, L. C., Ho, H. C., Wu, J. Y. and Chen, Y.
T. 2004. Medical genetics: a marker for Stevens-
Johnson syndrome. Nature 428: 486.

3. fTEkbef BB PR KRR - 2010 - £
e R AR AR b B R S (T AR e

99.05.18f# {75 7550990072701 57 % -

4. (THPEfEAEBRMEYERR - 2012 - 2E9)58
R B G FEFRH G RiE EYRLZE
25 0 336:1-2 ¢

S, ITEREAESE - 2011 - 2 E & Carbamaze-
pinef 53 BE a2 s E st EEHMEE -



214
RASEVIITE SR =

100.09.07F = EF 5100140497257/ 5 - 8. Thomson Reuters Micromedex 2.0. [http://www.
6. TTEXPtf B #EMRREEZEE - 2011 - micromedex.com/].
#AEI - LR - THEEAEFEY Rtk 9. Katzung, B. G. 2007. Basic and Clinical Pharma-
ISRl cology. 10th Ed. McGraw-Hill Medical. USA.
7. Lacy, C. F., Armstrong, L. L., Goldman, M. P. and 10. Schumacher, G. E. 1995. Therapeutic Drug Moni-
Lance, L. L. 2001. Drug Information Handbook toring. Appleton & Lange. USA.

2001-2002. 9th Ed. Lexi Comp. OH, USA.

Investigation on the Quality of Marketed Carbamazepine
Tablets in Taiwan Area

CHEN-YUAN WU, ZONG-HAN YUE, YA-LING SU, POR-YUH WANG,
YU-PEN CHEN AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

Carbamazepine (CBZ) is the preferred agent for the treatment of triageminal neuralgia and seizure
disorders. However, CBZ frequently causes cutaneous adverse drug reactions, including Stevens-Johnson
syndrome (SJS) and toxic epidermal necrolysis (TEN). In order to survey the quality of the marketed
carbamazepine tablets in Taiwan area, 7 samples were collected from different counties and/or cities in Taiwan
during March thru May 2011. Samples were analyzed by the previously approved analytical method. The result
showed that 6 samples met the requirements. One sample failed to fulfill the dissolution test requirements.

Key words: carbamazepine (CBZ), dissolution test, extended-release tablets, quality



