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loratadine * terbutaline sulfate}Z) s USPAIZE#E
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1. ERORAHE T
1.1. &3/ : 1100 series (Agilent)
1.2. HEE AL ¢ 1100 series (Agilent)
13UV HIZE : 1100 DAD/MWD
longlife-C (Agilent)
1.4. 0825 © Chemstation rev. A09.01 (1206)
(Agilent)
2. IHER BRI R E
2.1. i5BE EE#% - PTWS (Pharma Test) »
VK-7000 (VANKEL) * Logan (DTV
678A)
2.2. 53R © HP8453 (HP)
3. pH meter
3.1. pH meter : Metrohm 713 (Metrohm)

—EBEAA
(~)Trazodone hydrochloride
1. #5 ~ R —EHEEN S EHE
1.1.0.01 N HClL.Z fii' !
HUEE%8.5 mL » fI7KFREEZ1000 mL -
BV 100 mL > f7k i EE 21000
mL °
1.2. pH 6.0 BEIRESLE EA R 2 Bl
T EU R — S 9% (NH,H,PO)I1.15 g »
A17K1000 mLEEE + 2 NS SE AL
#E HpH{E F56.0 -
1.3. B EIFEA R 2 Bl
HUFFRES < pH 6.0 BE B RE EATEG « 1)

R B TIRARE - (e
v -

1.4, FRHE LR IR VA TR BB

INFEARLE105°C o SOZKKIERESTT
7 15:3/)\f 7 trazodone hydrochloridefZ
HEFI10 mg - FEWEREE - B H50-mL
e > LL0.01 N HCIAfF E 2 -
HEFITE ML R TRV TR

1.5, fRHE A L2 Ao B

Y it 1.4 52 Y O 58 f VA 1 00 1 B YL
404550 55K6.0 mL  ZER
10-mLZAE =i+ LL0.01 N HCIEZ -
RE % DLE BEEE - F 2 e A
] -
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1.6.1. #51 K & & HIE
S it 2 0 o7 76 2B 1% BF G A
HUAHE fxtrazodone hydrochloride
10 mgZ ¥R - fEHETBE » B
100-mLAE A » 710.01 N HCI
50 mLiAfE - HEIHER - B
0.01 N HCIE &1 LAE ESE I
HEVER AR ©

1.6.2 ZEE—EHE
gt 10Kz » 53 BIE R 50-mLA
=R > f10.01 N HCI 25 mL »
I E 305 %  FIN0.01
N HCUE A% AR EE - fEE
LR

L.7. STl

@M1 : Waters C18 column * 4.6 mm
X 100 mm * FeHERIE3 um

B - 25°C

T ER & © 246 nm

BEIM R 1.3 8T AR

Uit : 1.5 mL/min

FESTRSTE ¢ 20 pL
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2.1 e
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INFEREAE105C » SO KRBT
HZ 5 3/NRf . trazodone hydrochloridef&:
HEAT10 mg » FERERE - BHR50-mL
ZEHA > 110.01 N HCUARRIL EZA
HEVEREUE T R AR -
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B b3t 2 . 1. A2 A o (3 6 VA 1R 4 1) = B
04°0.81.62.0" 4048 mL " %
ER20-mLEEEH - J10.01 N HCIZE
7 RARDVEIEETE o HEEE S,
VAW -

2.3, VBRI

VAR £ 0.01 N HCI

fE1E © 900 mL

HE'E . Apparatus 1T ; Paddle
E5E : 50 rpm

W 2 37+0.5C

HUARIERE @ 60 min

2.4, 3Tl « [A]1.7.6

2.5. FEMERR AR 2 BUCE ¢ [E]1.8.67

2.6. PIE L KETES - [F1.9.6

(3)Loratadine

185 SR EHBEEEE
1.1.0.05 N HCIVA 2 fid B
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HUEERESS mL » HIZKFEREZE 1000 mL °
I ILVETRS0 mL > IR EZ 1000
mL °

1.2.0.01 M K,HPO /&5 2 lii &l

o ke e s — (K, HLPO ) 1.74 g » 1Ml
7K1000 mL{E A -

1.3. 0.6 M K,HPO, /&% = Fii

FRE IR 8§ (IGH,POFI105 g »
7K1000 mL{FE -
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H70.05 N HCIiA 7400 mL * FEi1A0.6
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HEWT > HIARERIEA : D2

5 e e
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H70.01 M K,HPO, /A% 700 mL * FFll
AHEE600 mLK: Z /5600 mL » E &8
£] » W 10% HPO, T HpH 7.2
LA ESEE » RS R R - (it
TEREIFHVAR

1.6. FRHE LR R VA TR BB

Hloratadinef2#E %20 mg - FEHEME
E - BR2S-mLAEMRF » IIFFEETR
ERRE R » B AR LRI ATR -

1.7, FRHE SR L2 Fl B

Y F5ift 1.6 452 Y O 58 f VA 1 40 1l B Y
40455055860 mL > ZER
10-mLA S - IFFBEARES @ B
EjtR DARESETE - fEATE AR -
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Hhs b4 R R EE e i AR » B
A100-mLZAE & » f10.05 N
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Sr#ER o MAFRERZEN 1)
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1.8.2 & & — ks
Ui A 1087 » 43 BB 25-mLA
= TIFEA 20 mL - &8
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ER R DIEESEE - (EEf s
T’ -
1.9. FRHER R B
HY ESfe1.7 B2 HE VAR - K15 plgy
BIEA SRR E - HESEZ
W e AT B B YR P (R [E] » ASK 1k (B Bt 43
Mg - BEIRMERAR -
2.0. ST
@M% : Agilent C8 column > 4.6 mm
X 150 mm ° FEIERIES pm
EIEER  30°C
f R U7 © 254 nm
BENFE © 1.5 BFTIREL 2 AR
JioE : 1.0 mL/min
TESTHERE 15 uL
2.1, JE A Et B
0 bt 1.7 R HE AR fe 1.8 A iR
215 uL » 3 RIE A SRR R T
S i VA W B R T YA TR T 15 R e
TR R L s B 2 o A AR
frrhsk Bloratadine . & & » FE AN
B
I i loratadine 2 & F(%) = X/M X
100%
X @ FiEE R PR R loratadine 2 R
(ng/mL)
M : AR AR R A (ng/mL)
2. VA e
2.1. YA 1 0.1 N HCLZ il 8
AVEERES.S mL - JI7KFRFEZE 1000 mL
2.2. FEHE AL VA T 2 Bl
HlloratadinefE¥E {1 %710 mg » fEHERE
E o BER100-mLAEEMAH » f10.1 N
HCUAM E A - MEFISLE o G 7S
1’ -
2.3, BEHE LA TR < B

FH—H

B _Fft 2.2 A2 E O 58 i VA R 40 T B Y
1.0 2.0 3.5"50/6.0 mL* Z&ER
50-mLA S 0 f10.1 N HCIES
B2 % DOUE RSB - it 7F A YE S
1 -

2.4. VEBEER -

VA © 0.1 N HCI

#E1E © 900 mL

45'E . Apparatus 11 ; Paddle
HE5E : 50 rpm

W 2 37+£0.5C

HUARFERE © 60 min
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WV Eaii2. 3 AR AV - R 7282 nm
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SRR IERIE AT R - R

2.6, IE LA E

KBTS VAR - AR  EYE - 1

AR SN e R B E 2 - R R280

nm (Cell : 1 cm) 3T 2 f AW R

EEEE - DL0.1 N HCUR #HE -

Sk A L S TR B VR VA TR T 15 2 TR Y

1B » HFEEHR T K S loratadine. 2 &

& AMEAT

o ih V5 BfEloratadine & & &.(%) = X/M

X 100%

X @ HIEUEH #R ok S oratadine . JEE
(ug/mL)

M : LA TR G R (ng/mL)

(Z)Terbutaline sulfate

L #5 - SRS —EHBEE EEE
1.1. Ton-pairiA i . Fo B4

f§Hlammonium formate£J3.15 g&R
1000-mL A&+ > f17K900 mL -
BEE - Fliformic acidf % H
pHE 53 - H1AS5.49 gZsodium
1-hexanesulfonate * AfER DIKER »
BE1345 -

1.2. 0.05 N H,SO /&% < Fir L
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HYH,S0, 1.4 mLE A 1000-mL%& £
o DUKES - IREHE -

1.3. BENFHIA L2 Ao

HIon-pairi& 770 mLEE 1A B EE230
mL ' BETE  HLUEEGETE - 8
M RpEE - fEERSBIRETR -

AR SRR A T 2 Fo B

HTEAZ105°C 82 18:3/)\I .~ terbutaline
sulfatefZ#E 7,740 mg - FEHETEE - B
[R20-mLA R - DI EIARVA 1A R
WEZR B 10 mLE L 100-mLE
ST 1A0.05 N H,SO, 10 mL » 7
DIKEZ - BE95  BoR200 mg/L
REUE T RE VAW -

AEESLA L P

Y it 1.4 52 O 58 VA 00 B B EL
404550 5586.0mL > ZER
10-mLEEF - DUKESR - IRE®RI
IRESEE - EEEATR -

1.6. fRihiER . Bo

1.7.

1.6.1. #E5 K & =& HE
BSURS i 2 0 A7 8 2B 2% WF A A
EYAH & fifterbutaline sulfatef
10 mgZ ¥R - FEHERE - &
R100-mLAE = H - 2L0.05 N
H,S0, 10 mLy&f# - Fhn/k 20
mL > EBEEEEISHEE - DL
IKER - IRAHREEEE -
TER IR -

1.6.2 & ET— il
Uk ah 1087 » 93 BIEFR50-mLE
= > f10.01 N HCI 25 mL »
I E 305 $# % » FN0.01
N HCIE A& LIRS E - fEE
RRALIATR

VARl -G

[EHTE : Inertsil C18 column * 4.6 mm

X 150 mm * FEIEFIKS pm
EAEER  25°C
fa R U7 £ 276 nm
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EEIFE - 1.3 EiFTERE 2 AR
i : 1.0 mL/min

FESTRSTE ¢ 20 pL

1.8. fEHEH R 2 BL(E

s

HY Eofe1.5 BR4E VAR - 9 K20 puloy
BIEASBOREREITE - HESEZ
W e TR AR B R P (1] - S [k (Bl Bt 43
Wik - SEIEHEdhAR -

1.9. HIE R KA

HY B3 1.5 AR HE s R R 1.6 43 VA TR

220 pL » RNEA SRR AT

A Vs TR B AT E A TR PTG I e 2

TR R R EL B 1 o2 o A AR YE R AR

Hi3k 5 terbutaline sulfate.” & & 51 5E

e

g i Hterbutaline sulfate & & (%) =

X/M X 100%

X IR K S terbutaline
sulfate Z =% (ug/mL)

M : LA TR G R (ng/mL)

2. AR A
2.1 FREE S R A TR O

HNTEAL105°C HZ2 /523 /)\F 2 terbutaline
sulfatefZ#E £ 10 me © FEHEREE - B
2200-mLAEEMH - DLKA fE E
% BEEEESLEERIA TR -

2.2, FRHE LA TR Fo B

B Ffe 2. 1 A58 HE O 58 i VA 1 40 1 B YL
0.20.5°1.0+2.0"3.0%40mL > %
ER20-mLAE S - £L0.01 N HCLE
A RABLDVERETE o EEYE
B -

2.3. VAR

VB K

figfE : 900 mL

4E'E © Apparatus I ; Basket
3 100 rpm

R 37+£0.5C

HUBRIERE © 45 min

2.4, AT {eReE ¢ [R]1.7 61
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2.5. FEHERR TR BUE © [F]1.8.61
2.6. FITE i RETES © [F1.9.87

EREETR

it ERRAHE MEREZR  KitER
FEEZES bR EsENetE - EHERE
FRAL RN - Ao MO AR MR
fmEpEae - RMEM A HEL Z B R -
DIHERE L2 Z 2R AN - 98FEE EE
¥ Ztrazodone hydrochloridefsl 53 K 055 E A 2
loratadineZ{terbutaline sulfatef¥ 43317 & B il -
ERMETELMEER TRz2%E » RMRERR
LA -

A EZPITHRESAT -

— ~ HRRIEHE

HEAGFERTEMZIEE - HAEHBESE
FEVHEE - BRESM RALPE ST ] R
GRS (5 ) o B LT AT R AR B
&trazodone hydrochloride 3 & 1158 5 &
loratadine bk 77 & 145K ; Srterbutaline sulfatefi 53
FHH125K -

Rtk BAREN: - REFEZR @R
T AETTHIER » S E b AR S R T AR SRR
BB NEEHREERIFEME - ik
HEEE K 2 R ALE R T B Bea2 i ~ 2R A B
BERMR(REANZE —)  FiliR ok 25 B (I8 BE i (i JE G R
Z MR JHEE

OR4F E it ie L3210 » B3I VIREFAIGE
19R BLERL - BIE1TR @ W A2%K - HRIBEAZE
& trazodone hydrochloride % i 7 0] 78 2 FdE b B
ZEEhES  ENHCTREE) - 2 BSHRELER -
“loratadine 53 Z $EH| - HAEH I 149% » 738
10 BLERL - A e ke 14 E 1~ A
3V B3GR IEE - 10X BLEM (B ES S - W
A2%%) » HrfEE E LR FIHLE - e e
ME HATEERZ R T HER 2 LS © Sterbutaline
sulfatefl 738 » BUAEFTAJRE 125K » /@115 505G
W+ AR Hh B o i AL BT 43 SHB 2 ) 38 2 BE L A
FEELE - EMBTHCIREE) - S B1REE

W o Hoftha R B g H AT A E B 0 SRRk
o NEAE S ZETE - SR BERERGEHNE
e

= #BRE RHIEKE

KetEzwBEE h— R EE SN -
PEE)  EkaoEr o AR 89—
B K& =l E © Etrazodone hydrochloridefk
2 SER - HARE A AR IR T A
ASHRY > &loratadineXterbutaline sulfatefit 7. $E
Bl EARERHRS TR R 2 IR B SR R 3 1R
B RS R T o AR AE SRR EE L AR
DLAIE -

= - inBafER

984 - i1 l# & trazodone hydrochloridef% 532
FEBIFL 111 St hasS e be s Bt g Sk 2 ks
FEFIIEAEIS % 2 102% 2 [H - S&—Ellis s
M B fE Rl % 2105 % Z[H - S &ERIE s
EatE RV E94 % 102 % 8] » & EEH 2
#i o

%85 = loratadine i 73 2 SEHI He 144F - K hgdg
& h B LA B Sl B A SR EVE 1R 98 %6 22106 % .2
- &8 — R AR R 2% £ 108% 2
] > SEEE 2 RIIEEIS% FE105% Z[H » #
FFEBEIL 7 FH -

5 & terbutaline sulfatefiv 932 $EBI 74 -
i e A e B EL A B B RS R 91 % 2
102% ZfH » &EE—ERTREEEI% F104%
ZE - HEEERRISEEI4% £103% 2/ - &
FFEEE80 7 FH -

~ HEE

98 FE R W GF ET A E Ftrazodone
hydrochloridefi% 73 5 & WK SE FH 2 S loratadine K2
terbutaline sulfatefif 73 Z$EHK| » TEINE ~ SFEIE
& Epko#n] - AEtERE - 28— EHE
R EllESnintaE - Eaih R &5
& BURIEE S B M - A EREEE
G Fite BB E o R R iR
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Surveillance on the Quality of Marketed Antidepressant
and Respiratory System Drugs Preparations in Taiwan

MING-YU YANG, SHU-HAN CHANG, LI-FU LIU, MING-CHUAN HUANG
AND MEIR-CHYUN TZOU

Division of Research and Analysis

ABSTRACT

In order to survey the quality of the marketed antidepressant and respiratory system drugs preparations in
Taiwan area, a total of 32 samples, including trazodone hydrochloride antidepressant preparations, and loratadine
or terbutaline sulfate respiratory system drugs preparations, were acquired from different counties and cities in
Taiwan from January to June 2009. Samples were analyzed by the methods as described in the Ch. P. VI, USP
31 with authorized specifications. The items of analysis included the appearance, average weight, identification,
assay, dissolution, and content uniformity. All samples met the compendia requirements for trazodone

hydrochloride, loratadine and terbutaline sulfate.

Key words: antidepressant preparations, respiratory system drugs preparations, trazodone
hydrochloride, loratadine, terbutaline sulfate



