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Paroxetine

i | 74 ba—F 4 T

A o H X | B QSRRSO R -EMEOLTEICLVENTL L

sSu Xt g 5mg INPLY 1 EEF(AJR)/ S %t F e K Fne)
5.69mg (/NeFt&F L LT 5mg)

sNaxtF o8 10mg INPL : L EEF(H R)/ v & 5 o HEERE Ky
11.38mg (/Xm ¥t F & LT 10mg)

Sm X FUgE 20mg INPL c 1 EEH(H R)/ N v &t F R RREE KR
22.76mg (» e F¥tEF L LT 20mg)

4 - NaxtvT o EBEAFY (JAN)
¥4, : Paroxetine Hydrochloride Hydrate (JAN)
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1. BERA V¥ Ea—7 1+ — AMMEROKE

P = S D FEARR 2 B E & U IR IR SRS S0 (B, IR0 L 15 9)
N5, EFBGCEAD - BAIME O BERIEFEF D B W LI % 3K 5 Ow EAE R
AR T 2B, IRASCEICREE SN2 E M2 AT 2 ISFEM e i s L 2255
N5,

RS ClE, YRk EIE A T DU TR O [ KA i Y 25 2 OB INGE R OE
St LCIEMZME L TRILL TETWD, ZOBICHNEREREZ BENICATTL29

DERY ARELTA U F Ea—T F—LRHE LT,

RN 63 F21C B AJRBeseAlRT S (LU, HRIEEIET) 20050 2 /hNERE SN [EHRMLA >
A a—7x—0] (LI, IF EWET) OMLERTIFONT IF Gk RE Lz, T,
EREDEFE T N B T B T i = — X DE LA 31T TR 10 42 9 HIZ HIR3E
T 3/NEBESICH W T IF Ll EHEHOKGET B T b,

FZ 10 D300 L 7 BIE, RIEAE OB FCTh LMK VT TH A B
DOIEHFIET, PFIZ & > THE -« ERBEIIRE B L2 L 251 T, Ak 204E9 AT
HRSEE R RE RS ITB W CH 7272 IF SR EEN R E Sz,

2. IF&ix

IF 1% TSASCESOBREME L, RS OEREFH T L > THEEBICLE R,
SO WEEHOZODIER, WITRFFOT-ODER, FHA OO DIER, B O
EFEROO DGR, EEMRBE T T OO O HRE Z»%f’}éﬂt/ﬁ/\éﬁfocﬂﬁ%u@l:%
SnfETE L LC, HIRE TR A R T L, AN D 72 60 |2 Y 3% EE S L D ISR 3 2
VERR M ORI A KHH L CW D I E R ErEM T Hivd,

felE U, HEEYE - RERAERESICED L b0, MESEOMANZ N EENTDHHD
T OSRAIRT E 5 25GEAfG I - 320 R EFEEIL IF ORI FEL TR0, 0L
L&, BURME DRAE SN IR X, SEFIET A O 3EEME - Bl - BRI D & &b
VBT ETHHDE VIR EFFOZ L &FiIIEE LTWD,

[IF DR
@ﬁ%mA4w\ﬁ%%kb\ﬁmtbf9ﬁ4ykuh®$m(E%i%<)fﬁﬁ
L. —afly &35, 72770, REASCETHR: - Reae V88103, B EET
WZHEHY b DT 5,
OIF ELHEEICESEER L, KEBAIXT Y v 7K TRET 2,
@FMOFELHITH— L, RAIHT T HBREER D TIFRHAO TS & OME] O2%
HTO bDEL, 2HICELD S,

[IF DAERK]

OIF (TFEHI & UTRAIO#L 5215 (NHAL EHHAL SAHAD IcERsn b,

OIF IZFe# T 2 H H R OESIE B IR RE L7 IF SRaEaE I EL 5,

QN LEDOHNEZMTET D EDIFDEGITIHN > THLERFRNTZHINS,

ORERMBEOMEEIZET 2 b o, RERMEORAIL ) &2 W23 5 b O & OSKAlRf %2
X COEBMEESE B OG- Il - 2t _R&EFHEICO W OERE S e,
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MF 0#ZE5E 2008) (2B W TIE, FERDEIC MR 12 X DA ToMIc ¥ % . PDF
T 7 A ML DB TORMEZ AR L LTS, [HREFIHT 2 AL, B A
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WEFOLIVLEND D, £l-, FERFUGTSNAEH EOFEEZEICEET 2 FHEIZBE L T,
IF 2AET S5 F CTOMIT, HRLEIES O RS SE DR 5 B SRR A b U,
B D WITESR G R AERE GV — B AR I X D A S DB HT D & L bic, IF
DOFERIZH T - TE, FFT O CE % E R ERERRE R IR — 2 — ¥ TR
D

2P, WIEHHSZEEOMRO R LELE SN TWD TERRKE] < TE2RA4ETO
BT BT AT HSIIAGREEICEDL ZENH Y . ZOBIFWIITHORE T
xThD,

4. FIAHCELTCOEER

IF Z3EFIAIS D A HEBICBNV TR T ZENTERWVERLFERFE L LTEALT
THX720, LvL, EEECERAERL Yo —y g ra— FECL HHICE Yy, &
A ENERER S U TIRIECTE 2T T L RARD 5, IF X H R0 H
2T, YEERGOREEBENMER - T2 L0 THD Z LD, FE - KRBT
B E2Z T 525202 L2 L TBMRTIER S 720,

FRERAEE IFRHL ETHIMNLELZMET IHREM THY . 4% A v F4—*
v NTOABE L E 2, HEE EOILERFICHEM LWL BB LIER SN Tnb 2
EEBREL CHEHREIEHTOLERD D, (2008 #£9 H)

KBUE () EILERERR PN O RS FREM AR — =03, TEEMICES
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I. BiZEICEY SRR

I. #MEICEA9 5IEH

1. BROERE
RuxvF UEEBEKTIE, BIRE e =0 FRVIAARLEARITH Y, AFRTIX, 2000 £
C EfSh T, SrdtFosE smg (NP, /<o %54 10mg INPI) K OVST S+ F
BE20mg NP X, et F o 8E5mg TKOG), /N xtF 8 10mg TKOG] KU\ &
T F B 20mg KOG | & LT, HARIKS TR X 0 BREHEM & U TR B S,
HAFEHE 0331015 5 (2005 4= 3 H 31 H) ([ZHo &, B MO HEZRE,. IERER. A9
FHIE SRR A2 20 L, 2012 4F 2 HIZARE 215 C, 2012 42 6 A L v Bkt 5580,
BfnY = 3 U w7 RS (2015 4F 4 A BURIAISERE S A RIS OF) ARFE & L CaE
S,
ZD%, "Xt F UEESMg KOG, /SuftF 88 10mg (KOG KOV sr & F 8 20mg
KOG 128\ T MtaArZimE) kOt BME#Z A b L REE] OZhie XIIhR 2014 47 A
WZIBINA&RE &7,
2017 4 10 A ICHLFNAIHME A St B AR TEMA SRS S,
SR ¥t F U8 Smg NPl 2Sa 25 88 10mg INPl) KOV ¥+ F o4 20mg TNPI 13,
A AR 5 TSR L 0 LGS S 4, 2018 42 1 A IZAGR 41, 2019 42 6 A L v flise
iz,

2. ®HEODBEFH - BEIZFRSE

(1) FRIZBNTERWICE R F =0 OFFUAAZRE L TN TE R F = D RERSZ AR
AERT 2K 28 MTH 5, [13 A H]

(2) D29 - HONRKE, = T [EE, RIAMEREE, A RNLEE, SMEE A b L AREEICHEIS
ZET 5, [11 HSHE]

(3) HEARARENWEHE LT, &r = JEfht, BIERRE, 855L. LR, TAE, &g Pt
F R EEAE Rl fRIE (Toxic Epidermal Necrolysis : TEN) . Bz i kEIRARGE A (Stevens-Johnson JiE
BRE) . ZIALBE, HURIRAVE U ANEE D WERTRE (SIADH) | FEE R AT RERE . BRUH
AR, LMERECD . SRR T, A MERECD . MR, 77 4 TR =il S
Tn5 (WTFRbBEERE), [23 HS3H



0. ZFFCEY HEE

II.

(V)

2B d HIEH

(1) #4&
e FtF 8¢ 5mg [TNPI
| X F fE 10mg TNPI
o3| F U 8E 20mg NP

(2) F*4

Paroxetine Tablets

(3) BFDHEX
IEHEARE (NextFr) +AE (B +H - 58 (bmg, 10mg, 20mg) + /=5 (INPI))

— k%

(1) ¥4 (ddiE)
o\ F UK (JAN)

(2) *#%& (@%i%)
Paroxetine Hydrochloride Hydrate (JAN)
paroxetine (INN)

(3) AT L
serotonin and/or norepinephrine reuptake inhibitors, fluoxetine derivatives (‘v = b = KONV X%/ V=
B 7 U CERYARER, 74 F BT UEEIK) ¢ - oxetine

BEANFRMERX

H
~._-O /| __NH +HC- 5 H:O0
| H

. BFRRUSTE

. 1
52 : C1oH20FNO3 « HCI - EHZO
-8 : 374.83
it=8 (dnfiE)

(3S,4R)-3-[(1,3-Benzodioxol-5-yloxy)methyl]-4-(4-fluorophenyl)piperidine monohydrochloride hemihy-
drate (IUPAC)

. BR%. Aa. BS. E5&5

B4 Ml S a v F L OKFY

. CAS &&=

110429-35-1



M. AMESIZEYT HEE

M. AMEI<ET HEE
1. MR

(1) 448 - 1R
FEDRERIEOM K TH 5,

(2) "BfEMN

H R 81 I
BT T 0 A B ) =)
RREEF T =4 ) —/ (99.5)

Bz K

(3) Wit
AR L
(4) B (SR, HE. RER

Al - 59 140°C  (551R)

(5) BRIGEMBTER
U ER R L

(6) HEFRH
LR L

(1) ZDHDELRMEE

FEEE (o) o : -83~-93°  (BAMICHE L7~ b0 019, =% /—/L (99.5), 20mL, 100mm)

2. AR DERZHTICETAIRE.
LR L

3. BAMAS DHERHAERE

HASKR ST 3w &t F R KR | OMERRRBRIEIC X

4. BRI DEE?
AASERT [m v F U R RTY) OERIECL 2,

Do



V. ®HIEHYHER

V. HEICEEd HIER

1. Hi#

(1) HREORA. FERUMHEIK
K . 74 ba—F 4 TEE

Wisi 4 i B ol 7
Awxe T = LA e
5mg NP1 *
ELF% : 5.6mm, EX : 2.5mm, & & : 89.5mg
STk 2 (10) = BAAE
10mg NP1}
B 6.6mm, JEX : 3.6mm, E& : 178mg
R ! — A
20mg NP1}

B 8.1mm, JEX : 47mm, E& : 355mg
*FEAlE LT, bmg $E I3 L IEREOHIEAT 52 L,

(2) BEOYHE
DR L

(3) #Aa—F
sSm %F 4 5mg TNPL : NPI 151
8 % F o bE 10mg TNPIJ : NPI 152
s % F 4 20mg TNPI : NPI 153

(4) pH. BBEEL. ¥E. LE. BEOERURER oH HF
A% L7

2. HF DMK

(1) BxmS GEMERS) D8
NuaxtFoEE 5mg NPl : (HR) SaxbF o sk 569mg (SaxtFo & LT
5mg)
N xtF 8 10mg NPl (HE) NaxtF iRy 11.38mg (et TF & LT
10mg)
Na T8 20mg INPL : (BRE) 2Na v T i Kfny 22.76mg (St F & LT
20mg)

(2) &

NAOxXtF 8 5mg NP1
VAP S ol NURV NI S AU ING [ o a/8 SVAVNRIDING 7/ & /) VAV NNV v 1 // Nl <A
o Ao—A, w7 naad—/L400, RY VL_— |80, BT ¥ . = Ekgk, ooy

NAXtF 8 10mg - 20mg [NPI
VAN RS o al Ry NN S Ay NG /i SVAVINEING 7/ & Y AN @ 1/ N
oAno—RA, w7 aa—)L6000, BMfbTFH . =TEkEk. B Rax o ltiro—A HLy



V. ®HIEHYHER

(3) £t
R L

3.
BARRNA

BAA. FDLHMEICHT HEE

4. WEDOEEREZHTICETIREN

< hmsEEKER >V

NAXtF 28E 5mg NP1
PTP w4 H 7o ek (40°C., FAXHEEE 75%., 6 » H) OfER, /Su ¥t F L 5mg NP

FEE O HETE FICBW T3 FRLETH D Z ENERSh,

HIEEE I BHAGHE 1% A 3% A 6 % H
AL A D
;i\ > . v AN SEE AN ‘ﬁﬁA\ ‘%A
I‘«Ij( 74/&.&:’*—7‘4‘/7%‘% J@m J@u LN BN
- 233nm~237nm. 235 235 235~236 234~235
FHERETNG
Ch i 263nm~267nm. 265 265 265 264
;;}éﬁ; 269nm~273nm. 271 271 271 270~271
25[1*55) 293nm~297nm |2 294~295 294~295 204~295 293~295
1R &1 .
WU DAREK % 773,
S8 —ME
Ef;% : 75 15%A 2.2~4.2 2.1~4.0 2.0~4.8 0.8~4.2
. 45 4y O H R )
VR AR (% PO | 97.2~103.0 | 97.2~103.5 | 95.9~104.2 | 93.4~101.2
%) 80%LL F (F& HRABR 2R 1 7%)
=B IE(%) 95.0~105.0% 100.2~101.1 | 99.4~100.6 | 98.7~100.5 | 98.4~101.6

NAOxXtF 8 10mg TNPI
PTP 13k % 2 IdaER (40°C, AHXHEZE 75%, 6 » H) OfES., /3o %+ F 4§ 10mg [NPI]

FEE OHGTE FICEWT 3 FRLETH D Z ENERI ST,

[PTP A1)
HIEEH HIRK BH A 1A 35 H 6 H
s AN =REN7)
AR . iR ik ik i
I‘«Ij( 7/{/1/1)‘:“_71/(:/7@% pCi Wl = Wl = P
o 233nm~237nm. 235~236 235 235~236 235
TR R
(AT 263nm~267nm, 265 265 265 265
;;yﬁﬁ? 269nm~273nm, 271 271 271 271
@U““EZ§ 293nm~297nm | 295 294~ 295 295 295
HI &1 .
WX DK % 7R,
S B
E%f]r HIEAE A 15%:A 12~22 — — 1.0~2.1
AR
. 45 5y DY HH
(%) 80%LL | (IR HRRBR 2 1 11%)
T2 (%) 95.0~105.0% 98.8~100.7 | 99.6~100.0 | 99.0~100.0 | 98.9~100.0




V. ®HIEHYHER

NAXtF 8 20mg TNPILY

PTP E13& 2 V7R

I E OGS TICBWT 3 FRLETH D Z & RHER ST,

kR (40°C, M 75%, 6 » H) OfER. /v ¥t F 4§ 20mg TNPI]

[PTP A1)
HIEHE B LK BH A 1% H 3% A 6% A
LS ANERER)
PR , e e e e
Tbk 74/1/,5;:1*—714‘/7@% & = l@m T = W& =
. 233nm~237nm, 235~236 235 235~236 235~236
o ”;;_T%% 263nm~267nm, 265 265 265 265
ééﬁfﬁ? 269nm~273nm, 271 271 271 271
@u-22> 293nm~297nm |2 294~295 295 295 294~295
HI &y .
WA DGR % 7~ T,
&Rtk TIP .
N, HIEREDS 15%ATis 1.0~1.8 — 1.2~1.9
. Sy DR R )
5 A ER (% | 88.9~995 — 86.0~95.5
(%) 80%LL_F (FEHEER S 1 917)
B (%) 95.0~105.0% 98.7~100.0 | 99.1~100.5 | 99.0~100.2 | 99.4~99.8
M FHIIBR ) . THTEE « BRAFSRAME

REERVBREROREL

BARRNA

f#Fl & DEES R
R L7

B

(EFHEL)

BHEEEICHSITHHELUE?

NOX+F 8 10mg TNPI]
sNa Xt F 8 10mg NPl S AEHERIR| (/R30 2 L EE 10mg) DR ZEE OFALINE 2 i 5 72

| TR FEE I D L) i [F] 5
(F7i£) B Rs HHakBRiA
S (B w29

(A
SNz,

WZHOWTIE X, EEAFIRICET2HE ) &R

/X RViE

pH6.8 (100rpm)

S xtF BE 10mg [NPI) & fHEsL) X

: pH1.2, pH5.0, pH6.8,

mwn

T
:J_I TR R S R 5w

=i 0% F L 10my TP
—eCe= EREWF (SEH, 10ng)

13 KL =] Bl

IRFA (4]

SRR A T A )

7K

A}

WZIEW A AR 2 20t L 7=,

(50rpm)

YR LT ta i ZEh &2 © A CH D Lk

-————

I BEEMDFTEEL I

i AD A4 F o igI0mg THPL
=Cr- mEEA (EH.

10mg

o (] 30 15 L] 73 a0 103 120

: pH1.2(50rpm) |

ZhT A dhiE

2 : pH5.0(50rpm) |2 331 A5 H dh#g



V. ®HIEHYHER

[% 5 : pHE.8(100rpm) | 2351 H 5 H bR

INAXtF 8 20mg TNPI]

120 120
100 100
o
.. &0 = . &0
I . i
H t
& &0 ) A 60 T
. SR Bt RN SO _ J. MARMOFEHRBEES ISR
o A0 2 40
— 0 A7 F edg Img THPL —— OTETF g ThP1
0 ==Cr= (FEEA (. 10z = ==Cr= WERA EEM. 10n)
0 ] L - L L ! 1]
n 15 30 a5 60 75 90 s 120 0 15 30 45 1
WY (57) ) (5F)
4 3 : pH6.8(50rpm) {25175 H dhifE 4 : A (50rpm) 23T A5 H dhiR
120
100
8D
Ter
tH
= 60
. 1 o iFEMAn AR ES
KLY :
—— O AT B 1O THPI
0 - \TERTH (B, 10ma)
il
o s 30 45 L] 75 Sy
(BRGNS

STt F ofE 20mg TNP) & FEHESRUK] (V<22 L8E 20mg) YA HIZEB ORI &2 iitd 5 7=
O, MEREIESOEY)FHREMNRBR T A K7 A4 ) IV Z 35 L 72,

(5ik) AR S Lk

Bk (El#EE%) - pH1.2, pH5.0, pH6.8, 7k (50rpm)

pH6.8 (100rpm)
(5 5R)
STz,

a Xk F g 20mg NPI) & A HERLE T

B Lzt Zgh & b SREFITH 5 &S

120
ook
-
&
H
‘r" il
O REERO FREE R
&2 oap _
e D F ey THPT)
0 === HENA REF. g
0
] 13 0 13 Gl 75 B0
BT (57)

120

100
- —
. 30
i
ik
$E e .
—_ O WA T R AR 15
ELIT _
—@— QT F igdng WPl
0 ==0-- JBUFA (A 2ng)
]
4} 30 60 90 120 150 180 110 240 27D 300 330 360

FfM ()

1 : pH1.2(50rpm) iZd5iF A5 dhig

[ 2 : pH5.0(50rpm) |ZF5iF 55 H dhifR




V. ®HIEHYHER

120 ¢
| F
1
[ U - T
O WERAWO EHBERE L1

40

—— siosbFLEEng NP1
20 ==0=- MERF (G, Oug)

¢ 3 40 B0 12 150 180 ZID
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(2) HARLEREE R OMER A b L ZABEEOBWIL, DSM*E O HE U] 722 W L e IC LS & (1
WML, RELHE TS0 EEGTHT L,
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