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I.

BMEICEI SEE

1.

2.

AR OERE

B NT Y EE2mg [X ) B RT U UEESOmg [ 47X RO KT YU 2 8E 100mg
[~ L, eV N T U AR E T HBRERr =R ARHEATH 5,
TR T U UBE25mg [ Xy KO T U BESOmg T4 (3B ERN & L CRAe
FEEF 0331015 5 (CERL 1T4E 3 A 31 H) IS &, Hk L ONRER 7152 5% L CImEER &
OVEW) 2R R SRR & 20 L. FI = 28 B8 2015 47 8 H /KRR 2 HUfS L. 2015
12 A X0 B RERIE kAt (B =7 0 BS 7 7 —~ A&t SRR ARB L, *
D%, JeFEIRG E ORI REOMEZ RIET 572, 2016 45 1 A ZZhEE TR,
AEROCHEO AT OMEHERA N L AREE) PERB SN,

2017 4210 Al =71 ES 7 7 — <03 Bl = ZE SRR 1k & 0 S IR 50 KGR & Gk
L7,

BT U UEE100mg T4 ) [ X% IEESN & U CIRAIHEEF 0331015 5 (PR 17 4F 3 A 31
H) (ZEES&, B LR OB GIEE R E L COINERER & Y0 RI SRR 2 520hE L, H
) ZZERISEREUSAEAY 2016 41 2 HIZ 9 O - 9 DIRBE, = ZIREEEZ SRR IR L LT
RERS LTz, 0%, 2016 4F 6 AR XUIZNE, HIELROCHED AR OMEH% A
b L ABEE) AAFR S AL, 2016 4F 6 A L0 HOBEBEIGE S (Bl =7 1 ES 7 7 —~#k
Xath) MGz Bis L7z,

2017 4£ 10 B2 =71 ES 7 7 —~ Rt B0 = 28 ARt 3 0 SUE e KGR 2 7k
L7z,

HADBEFH - HAIZHRE

(D AANZ, 500K « 9 DURRE, N=v Z[EE, IMEE A L AEEODRE - 2R EAT 2,
(TV. RRICET 2HE-1 2H])

@) AANL, 1 B 1 EREOEATH L, (V. JBRIZETHE-2) ZH)

(3) AHN A FH Rl ol A2 55 o0 RIE I FE BUBEEE 23 AT & 72 DA 2 i L TuhvZeuy,
BERREWEME LT, b b= e, EMEEpRE, g, S, MRk, SR
RIVE RS Sy WEBERE (STADH) . o1 7 P 2R B2 B SE @l i iE (Toxic Epidermal
Necrolysis : TEN) . K JERLIENRGEMERE (Stevens—Johnson JEMEE) . 77 4 7% > —,
QT JEF, 24847 (torsades de pointes Z&1e) NHOLLNDHZ ENH D, (IVI. %4
P (BEH EodEES) ICBT 5HA-8) &)



0. &#ICEY 5EE

1. BT
(1) #0 BN ENT Y UBE 25mg [ 5 FX
v R T U EE50mg [ F X
B/ F T U BE 100mg [ FX)
(2) * % : Sertraline Tablets 25mg

Sertraline Tablets 50mg
Sertraline Tablets 100mg
(3) BFMOHERX : A +HAFE+EE+ X T

2. —h&&
(1) #1 & (&@&%) BV b7V o HERRE (JAN)
(2) ¥ £ (%) : Sertraline Hydrochloride (JAN)
Sertraline (INN)
(3) RATL cEw P = FRYIARPHES - —traline

3. BEXXIETMER

CHs
\

4. PFARUVHFE
4y ¥ CLH,,CLN « HC1
4 : 342. 69

&

5. L2248 (dafkik)
(+)-(1S5,4S)-4- (3, 4—dichlorophenyl) -1, 2, 3, 4—tetrahydro—N-methyl—1-naphthylamine
monohydrochloride (IUPAC)

6. [ER4, A4, KBS,
L

LEES



7. CAS Zix&/S
79559-97-0 (/L k5 1 L HifEH)
79617-96-2 (/L kF VU V)



M. AMESICET HEE

1. YEENEE
(1) 4MR - K
HEOREEIEDOM K TH 5,
(2) A%
AR )=, &)= (95), N, N-TVAFNATE T I RULN, N-T A FILHEIL A
7 X RIZRRE TR <L AKIZEETIZ W,
(3) WiEts
M ERR L
(4) B (PR, HR, BER
BRI L
(5) BIREMRTEH
BRI L
(6) HEFRH
BRI L
(7) ZOHOFHRMEE
MG R L

2. AR OEEEETICH T ZRER
BB L

3. BAMAMS DFERHERE
TRIMPUL A~ SAVREE (BAED U 7 LEEAITE)

4. BT DEE;
Wk o~ s 7 ¢— (HPLC i%)



V. #XIICEE4 HIER

1. Flf
(1) FIFOREH, SERVCHIK
MR - AT e HIRS
£ ¢ 8. 4dmm
- F FFE - 4. Imm
BE2omE | nm— oy —  |ms.27m
B : 78mg
H . _ E£ 7. lom
BELOmg | 74V Aha—TF 4 T EE , JZ X ;3. Tmm
(EIHRAD) = B ¢ 155mg
e - _ % 8. 6mm
BE100mg | 7 4V ha—TF 4 T BE @ ﬂ] JE X ;4. lmm
CEIBRAD) ' B 257mg
(2) HE DY
BB L

(3) #AIO—F
B 25mg : TS80 (PTP ¥r— R IZHIR)
BE 50mg : TS81 (PTP ¥ — MZFIR)
#E 100mg : TS82 (PTP ¥— MIZHIR)
(4) pH, BBEL, #E, LE BEROERUVRER pHESE
YL

2. HWAIDMEM
(1) B GEMRS) DEE
BE 26mg ;1 EEH B MT U UMK 28mg (VR T Y & LT 25mg)
BE 50mg @ 1 EH BV FT U HERAE 56mg (/L R T Y & LT 50mg)
BE 100mg : 1§89 &V N T U HERAE 112mg (B/V R F Y & LT 100mg)
(2) &y

whny

BE 25mg WEEELE—R . UUBAKZEILL T AKFY, SR A n—R F
$E 50mg VT a— BT R A, AT TV U SR T A, LT
#E 100mg AN ¥ %l A=y

(3) 0t
GERTAR



3. BEF, IHFONEIEICHT BEE
BN

4. HEOBEEETIZETSLEN
(1) hndsER »
YT U BE 25mg [ & F X

PTP @#E K OVR U = F L B2 W72 el (40°C, FERHEEE 75%., 6 » H) OfE
B BT UBE25mg [T [ T@E OHSIE FICBWT 3EMEZETHDHZ &

DHER Xz,
R EBR O FRIA RAFSAE PRIFIERE PRAFHA R Tt S
PTP + 7L I =7 L 4% 6 H k7 L
I[P 40°C. 75%RH
R =F L R 6 »H 2h7e L

AUBRIEE PRI, FERRRURR, AR IR, IWHIRER, S &

BT U BE50mg [ 2T

PTP @3 K VR Y =F L U Fgn & W72 IEER (40°C. FAXHZE 75%. 6 » H) O
BB RTY UBESOmg [Z T [Tl OTSEE FICBWT 3EMELE THDHI L

HIHER] X 7z,
SR ER O FHA PRAF SR PRI RE PRATH TS
PTP + 7 /L3 =7 4% 6 »H 27a L
s ER 40°C. 75%RH
R F L UK 6 % H ZEibe L

AUBRIEHE PRI, FERRRUBR, BRI —MERER, IWHIRER, &

B/ RT Y BE 100mg [ 4 T

PTP @%E% AW 72 ndakER (40°C, FHXHIEHEE 75%., 6 % H) OfER, E/v 5T U 28 100mg

(2~ 3l OHgim FICB W T 3ERZETH L Z LBl s,

R O TS PRAF IR RIFIERE

PRATHHIFE]

EES

s 40°C. 75%RH PTP + 7 /L2 =7 A48

65 A

Eie7e L

AUBRIHE PRI, FERRRUBR, BRI —MERER, IEHIRBR, &

(2) MERIHLIRRE T OLEN Y

v/ NT U B 25mg [ XX KO/ FT U 8 S50mg [ 4 )] OEAEEREEIZ DU
T IRE, BENOYICKRT D2 @Rz e L=/ RiL, U ToLEs) Thoiz,



< b 25mg >

TRIFSRIF RIFFEHE TRAT IR il SR *2
TR *! 40°C WL - KT T AR 3w H 7zl (O)
MEE*1 | 25°C, T5%RH O - B 3nH kb v* (O)
et 2,0001x | KEEA T AR () | 60 5 120 T 1x-h | k2L (©)

TE  BEEE T 30% A EOIR TR A by, F2H LRI & 72 2L Tlde o7z (=3kef),

< 50mg >
A7 IRAFIEHE DRAF I i SR %2
1REE ! 40°C WG - KT T AR 3#H k7L (©)
TmREE*1 | 25°C, 75%RH O - B 34 H k&0 (O)
Dk 2,0001x | KEBEH T A (HEE) | 60 5 - 120 5 1x +h | k7L (©)

T BT 30% L LMK T AZ 7z, EM LR L 252 b TIE o7z (=3kef),

< BE 100mg >
TRAFSRAT RAFI B PRAT 1] il 2
T EE ! 40°C W - [T T AR 3#H A ez L (O)
TR | 25°C, 75%RH WO - B 34 H ZikdHv* (O)
Jg# 2,0001x | KEH T A (HEE) | 605+ 120 H lx-h | kL (O)

R T 30% LA EOIRT RN A Bz, FEH B E e 22 Tldle o7z (=3kef),
* 1 RBRIEE PRI, MEEE, MIEERRBR, BRHRER. S &
*2. [gEAl - 7 72 NVAIOBEERIE TOREMHRBRIFIEICOWT (EH) ) CERL 1148 A 20 A (+h)
HAYRBEEAIATZ) DRl 4E (TRl ICHEL %,
© : TRTORBREBEIZBWTEIEZRO R -T2,
OMBL: ZAbZ 1T L A ERDR, B 3% RGO T, BEE : 30%RIG DL, W HIPE - BURIEN)
O WFNHhORBRIER T BN OB {baRBOT,
O BL: DT e e GRE%) 2380503, B L MELRORWEREDOETHY . Bk
ZAT LT D, B 3% L EOIRT T, BUSIEN, SR : 30%LL EDZK T, EEAS 2. Okgf LA F)
A WTNROORBRIEE T ) OB (LEROT-,
(OMBL : TERZEEE LWEFAZ AR, BUKZ R L T\ D, & BUESL, BEE : 30%2L 1
DEALT, FEEEAS 2. Okgf A, VAHIME « BLRSA#ESL)

. ABERVBRROREN
Y LA

EIE ORI (WEEENEL)
R L



. RHM

<HE>
TR B OFE R ©

A RNT Y U8 20mg [#F ]

TRLD b T HON TR 2 Elii L 72/ R, TR ENNHEEEICHESG L, BV T Y
VBE 26mg [ LEEMERIFIOEHFINIFRS THD L HE SN, (FENRRLRO
[ T B D A= ) [ BB T A KT A 12 kD)

B ~T Y B 26mg [# 7] (Lot No. SE025-S1)

(L
# FEAERLE - 2L N T U BE 50mg [ # F ] (Lot No. SE050-11)

R ARIRES

OpH1. 2 : HARFERHEEHFBRE 17 (900mL) 50rpm
@pH5. 0 : #i¥ 7= Mcllvaine OFEMEHE (900mL) 50rpm
(DpH6. 8 : H ARIEH R HFERE 2 & (900mL) 50rpm
@ 7k BARIEEH R (900mL) /50rpm

®pH5. 0 : 7= McIlvaine OFEER (900mL) ,100rpm

Bl (GRUBR R
&) /A

(1) FHog =

OaBREANT 15 57 PANIC Y 85% LA E¥RH LTz,

@f2 B¥OAED 50 LLETH > 7=,

(OIEHERLAN D SR DI 40% S O 85% T 2 e (5 KT 30
53) BT, BB 0> 2 H SR AN AR HE B oD SR R
+10% DFAPHIZ B> - 72,

OREHERLE DL R D3 40% K DY 85% LD 2 IR (5 L TN 45
43) AZHRVT, BRBRBYF 0 SRR HY SR A AT HE R 0 S RA I =R
+10% DFIPHIZ B> o 7,

@RRBRRIANZ 15 5y LANIZ -2 85% LA Rt L7z,

I E A B (2) fiEl 2 DER IR

D& HLIIRE S 35 1 2 BB LA Ol 2 DFEHIRIE, RBRELA O 7
PIRH =R E15% OFPHZ B 2 5 b DR /2ol

QA& LRI R 351 2 B ELA Ol 2 OFEHISRIE, FRBRERLA] O

IR 15% OFEPHZ B 2 5 b DR /2o Tz,

A& HLE I ST 35 1 2 SR BRELA Ol 2 OVEHISRIE, FRBRELA] O

IR 15% OFEPHZ B 2 5 b DR /2o Tz,

D& LI ST 31T 2 R BRELA O 2 OVEHISRIE, RBRELA] O

BIEHE 5% OFBEBZ 5 HONehoT,

O A& LEBIRE S 35 1 2 BB YA Ol 2 DFE =1L, RBREHA D

BIEHEE15% O A B 2 5 b DN e hoT,

i8i



OFBRHE - pHI. 2 [F#5%% : 50rpm

120
100
______________________ e ----------19
E 80—
A
H
= 60
% =11~ N
- tILRS) U EE25mel 2F R |
40 -
- O - EERF (LS EE0mel 2 F AR ])
20+
0 T T T 1
0 15 30 45 60
AR (59)

@i BRI : pH5. 0 [A1#55 : 50rpm
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2) v/~ TV BESOmg [ X F

B/ RT Y BEBOmg [ ) GREBRELAD) (2o T, [RFEIES O AW FREF M
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13. 7968 4. 5950
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DHLOLNDLZENH S,

(4) B DEFE WP E T A RFEDO KR DB 5 BE EIERZHEEI T 220355, )

B)EEWER S WIHERE 2 AT 5 8F BHERAMEIS L2215 5, )
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BRI T HBLTNDRD 5,

B X v CcYP2B6 J X
CYP3AM AFFE X, K
F OBt =D
-HEEZLBND,

8. BIERA
(1) BIEROBE

AT A FH RAR A A S5 O BIE I S8 B BE 23 e & 7 A 2 M L TV,




(2) EXTEER & HEK

EXRGEIER (BEETRH)

Do b UfEREE R, B BUE. SEEL. VT, TR BEL s, EE
R, I A7 XA, HEMERLESERHLONDZ ERH LD T, RENRED
NG AT G2 I L, (RREL KOMREOREER L & bICHEY) L E
1T Z b,

2) BYEREIRSE - MEEDOAER . TREZ MR, e EEE, SR, MEOLE) RITENH
BLL, THUCHIEMERARAOND AR S D, JUEHHAl & OPFRRHICH B D
NDHZENZNTD, FRICIERT DI &, BENEO ONTIGEITIE, PUEtwE Al
RORKOEEZ Ik L, RGEL KoaEoag B & & bIEi 0@ 217
9T &, AERBIRICIT, HMEROHEMLMIE CK(CPK) D LA NRALND Z L%
<V Fley STV REEIBERECKRTRALNDL Z DD,

) fEE BEE I, BENLLDNDZENHLHDT, BENEDLNTEEITIE
BeGapib L, MURMEETTS 2L,

4) FFHEEREE : T2, TR, BEAHODONDZ ENH LD T, LEITEN U T
HEREZITV., BESBOONEHACIIHREGEEPIEL, BURLEEZITH 2 &,

5)FIFRAILE O FEE S MEMEEE (SIADH) : K5 F U ¥ A, (KESEEMmAE. R
R U U AYEER ORI, SRR, SR B ES A S BURIR AR VE AR
BOYUMERERE (STADH) 236 5o s Z ENHDH DT, BHENRD NI ITH
HApil U, KOBEOHIREED 2 AE 1T 2 &,

6) hEMEREIEISEAMAE (Toxic Epidermal Necrolysis : TEN). BZJE 4k % AR fiE {5 8%
(Stevens—Johnson fEREE) : HEMER FEBIERARIE . FERIEIRIEGERE D & & b
L2ENHLOT, RENRBDONTGEIITHKEZPIEL, BIERERNVE H
D GHEOWEY) R IEZITH Z L,

NTF743F2— 7 74 7F%>— (FEREEE, g, 0EZES) 2d 6 b
L2ENRHLOT, BELTHITATV, BENRDONTHEEITETERGZF I L,
YA EZTH &

8)QT K. [E4EIA (torsades de pointes Z&EL) : QT L. LEHMH (torsades
de pointes Z51e) RNHOLONDLZ ENHHDT, BIEEZ STV, BENED
SN EA IS 2 IR L, B ARALEZITY L,




(3)

(4)

(5)

Z D DEI1ERA

WD LD REIWERNZGRD bNT-HAITiE, VEIZST, BE., &5 % IE% o) e
BEITH T &,
}}k/ﬁﬁ =

A BEAH

AR MEIRRE S (ORIREE) . sEELIRRE, & Dhlgit, ZBEM:, 5o
ﬁ\@ﬁ\%%E\giﬁ\)t%~ﬂL ﬁ%%%\ HE R
=BG, R, B BE 0%

HiER fEAR, SE¥E. FEMMEO U, IEER, BREGE, ENED Eu, R
Ho GHENPURG, EENEE (7Y, HERANRIER., EENE
% w%b@ WATRUEAE) | BERGR . REEEMEMRINE ., ¥ A% %
Ve, VA bh=—_ FEASE. b

RE 2 EREE AR R (T, ZW. RIKTE) . B, B,
[ElHATE a1k

ety ., B MEEE, mEERT, mE B R

FF A ALT (GPT) #§i0, AST(GOT) #§ 40, y-GTP 0, LDH 40, A1-P ¥4,
eV LE N, BEREE Y L E L EN

miR I I EREEE AN S . BEREE AN, i/ BaE> . HimAgE A (S
., B, MRS, m/BHSRES . SR, BRRHm, BT
HH .

HIESB R O - MR, DOPNEZKE, R - BRME, RS, IEESRPRE. M. 8
%Hﬁ HIEARER, BCRIR, HgkEE, Ao, KR

1BEE B, SIS, REEAE. HmEE, IREEFAEE, SRR s

AFRES - BEJRIN#E, JREA. #EIR. MEMEREREE (B ERIE, FReiahAESE) .

HTEER A b, RS - IR, FUHIRHVE, ZtE(bELE

- BRR WEE . BAEIE. M ERRY (hMHE. fyEaREITdE. M),
B 1 s

R8 - N | REARED. oL 2T o—/UHN, REE. REA. RURIEEEEEL
TIE. IKF P Y U AIfSE, &7 v T 7 FUoE, IR

ZFDith BRI, 2 G&IF. BiF%) . BJE, AUk, BEE. .
BRI, R, FEEA 1EFTCH ., IR (RSB, REREM, KR
MERIE, <O BEBIE, KB SR, FRRERMENJ

HEARFARREER VBRRREERE—

EERe L

AEHRE, GHE EEERUVFHNOREFERIOBMERARETEE

LR L




10.

11.

(6) EM7 LILF—I2x1d HFERUVHERE

B2 (ROBHFIZFERELLEWNI E) <>
(1) RFN DRIk UBBUE D BEEIRED & % B

T DD EIER <k >

I .
- B
BEuE S, HERRS, AR, BAEVEIE, ARSI, RS
. BBE~OES

AANE, E& LTIFIRTRE SN D25, Wil TIIIFEEDSER T LT D 2 L3 0nicod,
AL R EE D e U, IR O FRE RS Z 58200 H 5, mlnE 2BV T, IF
FERE. BHREDIR TZBE L. MEFIEEL TEREICKRGT 2 L,

iEim, EiR RILWBFAOERE

(1) 3 XAFATHR L TV B ATREMED & D im ANI21E, 1B EOF RN G E EE 5 &l

SNDHAENCDHEET D28, URRT OFREIZET 2 22T L TV7R0,

D AEHRRINCHE R E v b T U KIS DN E o> SSRT, SNRT 23 8% 5- S du7z s A 23 H
L7eHARIZIW T, AR OMER, M), REREZ LI L5, BEBUER
CRBEDIER DN HPEEEZICH DN & OWREND 5D, WIKFTRE LTid, ks
B, F7 -8 B, RBE, ERFRERES, WELEE, mek, RIOEE, 5EER
IR, BRI U, RO U, IRk, N o0& GRIME, Rt ORI E A S
Tn5,

) WA DI FREICBN T, RPICHEREE L N T U 8K %2 &L SSRI 2% 5 S
b NS EE U728 AR I 38 T B AR VB E MRS & IUESE D U 2 7 D3N L 7= & D
HERHDH, ZO2H 1 OOFETIX, 4R 34 BMURICAEN-HAERICB T 284
VEIBIEVE T & ML EIEFE A D U 2 7 Heid, EIRFH OG- TIE 2.4 (95% 15 B X [H
1.2-4.3), IEIRRH N OBH OG5 TIE3.6 (95%EHXM 1.2-8.3) Th-7-,)

Q) FILHF O NI G 2T 5 2 ENEE LA, SLa2 5T R T 25413348

FEELZ e, (B FRAT~BITTLZERHESNTND, )

INREADRES

(DARHAKER, B, fLIE, SRS 2 22X EN TR L T,
(i FARBR 23 7200,

(2) WA CIME STz 6~17 DK H DFPEREE (DSM-IV¥IZIRB T 2 08) x5 L=
7 2RI CEEMRILEGBRICB W THEIMERHGEE CE R T EORERH D, £




12.

13.

14

15

7o, Wit 7 U VRFIRECA DN BRRER [1.1% (2/189 %) ] 1%, 7T BAREE
[1.1% (2/184 )] LR TH Y, ARSEITEREL FT U CRFIFET 1.6% (3/189
) IR BNTZ, ZNHOHER LRV NT U AL o BEMEIZI S TRy
(HEIMCRB W TRV R 7 U BB/ KR 5 DR tEREERE I T 2#is &2 A LT
VR

(3) WA CHME STz 6~17 Ik DIMEHZ A b L AEE DSM-IVHICEBIT 5 0%) 23t e L
7277 AR R EEREERBICB W CHEIMERHE CE R o L ORERD B,
WYL CRBEMIIA LR o Te), BEASEITERE L T ) S RARECTO A
4.5% (3/67 Bll) A BTz (EIMIBWTHERE L b7 U CRENTNEAMER A N L
APEEBEITT IS A L TR,

S¢DSM-1V : American Psychiatric Association CKEEMIESS) @ Diagnostic and Statistical Manual
of Mental Disorders. 4th edition (DSM-IV ¥5#IEBOZH « fiit~==27T /1)

BRRERRICRET S
LB L
BERS

WEgE L R ) B OBER S, 3ERE L N T Y CRFIOBRER G L AT L2
—LE OO X DR CHINEN THE SN TV D, BERGIC X DERIZ, B, 55
P (O - ) | BEAR. IRER, Rz, B BE e FEFVvo ko htr b=
MOEWERTHY . FIUTEENTE D b,

QU R R RERNT I S TRy, MBI U CREMGR., MERALEITV, H
Petgr, TEMEIRIE G E OB 21T S5 2 L T D S, —RI e HER L &
EBHITD - FERBREDE = —F4T O ZENEE LW, L T RANI AR
MREWOT, SRHIFIR, FHT. MR K OSSR MLIXH F 0 D RA T2,

BRAEDIE

EEIZZ(THE : PTP LE DAL PTP > — B E Y HH L TR+ L ofgE4 252 &, [PTP
T— RO XY | BOEAEAEIEREARIA L, FIZIEFELEE 2 U CHRERRIR R
DEERBIHEZRT D Z LN MESN TN D,

ZOthDIEE

(1) HEHh THEM S NT- K D DM EESEOR MR B2 AT HRE LR E Lz, EEEtL b
F U U A2 S T B DO D SFIOF T T & Rt ERIR RBR O EE IV T, 24
MU T OBRE TIL, BERSESLCHBERORED Y 27 034 ) SRR GHETT 7 R R




16.

LR L TR o7, b, 25 A EOBFICHEIT 2 BASESC AR EROFE O Y
27 O EFIFRD 5T, 65 L EICBWTIZZ DY 27 N LTz,

(2) FEIZ 50 sk LA b2 et BT FE S S L7 O A I BV T, BIRE e F = FBIERY
IABIHEA R O =B RGO SHlE Gehl ) SHl a5 INTBET, B0 275k
F LI DOHREND D,

(3) A T SN ERRBRICB VT, HERgE L T U VB R STe®RINE e F =0
IV IABPLEAIDSRE Rt 2 2 b S8, RERICEEL 52 5 R HES TV D,

(4) BT WILAIRE & OFFRICOWTIEL, £ OFNER VL EMERHENL STV,

Z Dt
LR




X. JFERPREAERICEIY S1RHE

1. EEHB
(1) EHFERSG (V. FHFEECHTZEE 38)
(2) BIRMEBRR
B L
(3) REMEEHRR
BB L
(4) ZOMOEEHER
AR L

2. HMHER

(1) BEEGSHEHER
MR L

(2) RIEZRGSHEHR
AR L

(3) EEHRESMHEAR
M ER R L

(4) ZTOhDEHENS
MER R L



. BEMERICET SIEE

. BRHIR 5
(1) UK - IR ALy A 5 R D

) EE-EMEOLTZIZLVENTLZ L

@) BRET - B

. AR XL AR
FEFBIRR : 3 48 (ZEMERBRRE RIS <)

|k REER
IR

. BHRFEOEDFEFER

(1)

(2)

(3)

ERETORYHFEWENEESRIZDONT

YL

ERIZAEORMYZWNIDONT (BEZICEEITANSWESTES)

1) R EFH
VI Zeate (B EoiEES) (T 5HE-6. EELREARIERE L OB LU
EHED (4) KO (5), 10. 4w, PEfw, BHm~OFKEG RO 14, #EH EOEE)
DEEZROZ L,

2) BF O R &

BEMEELTA R HY
<FVoLED : HY
ZOMOBEHEINTER : A b TV UEE X5 2RBRAICRDEBE S AL ZFK

DIF~
FFIFOBERICDONT
Y LR

. RBEHE
BEARRNA

k3

B b7V BE25mg TXF ) 1100 BE (10 £EX10), 500 & (10 HE X50) *,

140 & (14 $£X10) *, 500 & (/XF) *

BRI U BESOmg [ X FX) 100 & (10 $£X10). 500 & (10 EX50) *.

140 &% (14 $EX10) *, 500 & (/XF) *

TN T U EE 100mg [ FX) 100 §E (10 £EX10)

* FHRE, P IRRENF (2021 421 A 22 H~]



7. BROME
B/ NT U BE 25mg, 50mg [ &
TP @& - PTP (RUMHEE =7 g LA, TS =0 L)+
AL RY =T LUAR R TR E L YRy s TR

L kT U HE 100mg [ ZF)
PTP AL : PTP (ARVU Fu Ly, TAI=ndE) +HK5E

o
|

—m% - FxhEE
— I
AV a7 ME, VA a7 MDD (Y47 b R ELE)

$

Z

[ElZhHE
IONF D OIRRE : N F b F UEBE, JARIY I LA UERE, T AV A0
TIAVavBE, IV T T UERBE. T R U,
AITTIVERBE, T N TTFY U
=y 7 EE, SMEKRA N LURREE - oNa T UERRIE

9. EFREERH
1990 43 A 30 H

1 O @J‘ﬁ:ﬁ&%%muﬁﬁ E &Uﬁ(muﬁ?

Mot 4 BOEHE AR A RS
B RT Y BE 25mg [ 5 20154E 8 A 17 H 22700AMX00908000
T RT Y BES0mg [T 2015428 A 17 H 22700AMX00909000
B RT U BE 100mg [ )X 2016 422 A 15 H 22800AMX00248000

1. FEMEEISERB
/L NF U BE 25mg. 50mg [ Z T
2015412 A 11 H

T T U BE 100mg [ 4 F
2016 46 A 17 H

12. $EERITHREN, RERVAEXEEMFOFABRUTENAR

201641 H 6 H %@éx%vxﬁEQ@%Em:twkivyf%m\%mF&fNJ
2016 46 A 8 H AMEMEA N L AREEDORIEEEM : B/ FT U U8 100mg [ 4 F )



13.

14.

15.

16.

17.

BEERE BIMERAREABRUVZOAR

BEARR/NA

BETHME
L

REHEFRERRICET H1FR
AANE, HH (DWW IFHG) WIRICET S HIRITED TR,

KiEI—FK

JEAE 7878 SR A A e o1
R5e44 HOT (9 #71) &5 :Eﬁéé%i N bEZ FERI-F
o T = IS - o N
- A 4Lt ha—R)
(Y] =2—R)
1179046F1010 622446701
T NT U UBE 26mg [ # T 124467001
(1179046F1150) (622610900)
1179046F2016 622446801
B/ R T U HEB0mg [ XX 124468701
: : (1179046F2156) (622611000)
1179046F3012 622504401
T RTF Y BE100mg [ 2 F 125044201
(1179046F3160) (622611100)

RER#RT LDEE

ARANTZHRHIM EDORIEEEKLTH D,




X 1. Xk

1. BIAXME
DENNT Y CBEOREMICED S ER (FENE R
2) BN R TV UEEOMREISRETORENEICED S &R GENEERD
BN T U EOEHZEEICEAD S ER (HENEE)
NN TV CEOEY RSB D D &R (FNEEL
5) /N R T U VO ORENRICED &R RENEEL
6) /L kT DG RREIEICE D DGR GENEED

2. Z0tnSEH
RN



XI. 35&H

1. ELEHNETOHRTIRR
Y LR (RANIAMETIEZETE LT e

2. BB HBERIEFR
IEbm ~ D52 B S 15

Y, A=A T VT HEEITERD,

(65 EorE] ik, PEwm, BHImE~OEE
(1) B3 SUTIESR L TV D RTREED & D AT, 16 LTSN G2 Rl % & |k

SNLGEIZOREETH T L, UEIRT ORI 2 LRI LT Ru,

DERRINCHE R E L b T U K& BN E oD SSRT, SNRT 23 8% G- S 3u7z s A 23 HH
LI EIRIZIRB W T, ARSI DR, PP, BB REZLE L T 5, BETUER
EREDIER DN HEERICH Db ORENH 5, WRATR E L TiE, Mg
B, F7 -8 HEE, R, ERMERES, WELEE, mek, RIOEE, 5ER
KT, BRETCE, AT, R, O o&, G, Fttonr & ANms Sh
Tn5,

2) WS DI FFAEICB T, EIRFICHER L T U K &2 ST SSRT 2% 5 ST
i NS EE U728 AR IC 38 T BT AR VESEMEIf S IUESE D U 2 7 D3N L 7= & D
ERDDH, 205 1 DOFAETIEL, IR 34 BUARRIZA 2 H AR I T 284
VRIEIEME T & ML HEER A DO U 2 7 X, WIRF M OK L TIX 2.4 (95% 158 X fH
1.2-4.3), HIRFEHI R OEH OB TIE 3.6 (95%E5HEKXM 1.2-8.3) THh-o7=,)

Q) FILFOI NI G ZBET 5 Z ENEE LR, Sa2B5 TR T 25413348

JsELZ L, (B PR~ BT T2 LN HESNTND, ]

|

=2 Z VT ¥ C*

*Prescribing medicines in pregnancy database (Australian Government) < https://www. tga.gov.au/
products/medicines/find-information—about-medicine/prescribing—medicines—pregnancy—database >

(20232 A7 7 & RA)

BE  HOME

F—=ARNZUT O :C
Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible. Accompanying texts

should be consulted for further details.



XI. &

1. A%l - IREZIZICE L TEREKFIEZ1T 5 I2HT- > TOSEER

ABEOFERICET 5FE

ARINFAGE 2 Z T TOARWSEICET 2 1F WA S 5, MIBRITIEENHEL L TH RN
NALEENTEY, HLETHLRBIN TV EIRBRFETEONHBREZEREL LT
RLTWD, EFRIEHEENBAER Z BT 2 L TOZBEFRTHY . MLFEOREZ R
T HOTIEAR,

(PHRARIL - [ A RIS OIRGEE IR UHEBENC R T2 A R T A4 2B 5 QRA 22T
(£ 3)] HHILHE 9 H 6 A BEAGEEESE - AiEHEAR EHEE - IR F5
HLHE)
(1) ¥

Wt o 22 EME

RBRSAT

1 ARTFIERE « B¢ - Bk

2 ARAESA: + THEB%RH 25+2°C

SARTEHI -3 » A

4 RBRRE R« &

TV RT U BE 25mg [# )] (Lot No. : AI5BL/ ¥

PRAFHARM
BRI H FRHE
BH AR IRE 0.5 % H 1% H 34 H
i HED T 4 VLD .
PR *! Lok B e 27a L Zi7e L 2h7a L
ol e Vil
St FAER
(RRT 49 0.9) 0.00~0.00% | 0.00~0.00% | 0.00~0.00% | 0.00~0. 00%
. TR .
i 2 s
E e ogk
A 2 {f v 0. 02~0. 02% | 0.02~0.02% | 0.02~0.02% | 0. 02~0. 02%

&

BB R | 0.05~0.05% | 0.07~0.07% | 0.08~0.09% | 0.08~0. 08%

=

98. 87% 98. 69% 98. 58% 98. 23%
(100. 00%) (99. 82%) (99. 71%) (99. 35%)

A

& 95. 0~105. 0%

*1: ML n=3
*2 FABRWERORRE —7 (%), n=3 (G/IME~ &K
R ER L (B35 i~ OEEMERIC OV T, WiEAnIE s s B ; 0. 1%,
HEEIRE DN MEE L S EME 5 0. 2%, LRVEDOMEGEENLEE L S D EIE ; 0.5%)
*3 0 M, n=3 (BHEARFZ 100% & L CHUE L 7= 5fin)




TV NT Y BE BOmg [ # F

(Lot No. : SE050-11, ¥3#edi)

PRATHAR
ARERTH H JHE
BH AL 0.5 % H 1% A 34 H
PR * 1 DT A ADR A Zib7s L A7 L ik L
PR & b7 b7 A7
Col-HBOHAE
S AR
0.00~0. 00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00%
. (RRT %9 0.9)
i g st
o E A ofok
SR 2 ff ) 0.03~0.03% | 0.03~0.03% | 0.03~0.03% | 0.03~0.03%
B—
WEBE R | 0.09~0.09% | 0.09~0.09% | 0.09~0.09% | 0.09~0. 09%
99. 89% 100. 35% 99. 60% 99. 45%
=l 95. 0~105. 0%
(100. 00%) (100. 46%) (99. 71%) (99. 56%)
%1 : 4MEl, n=3
%2 FHRWEBRORKE—2 (%), n=3 (/M ~ K KAH)

%3

TR U BE 100mg [ & F

PSR ER L (5% . [lx OFEGWEEIZOWT, SN0 L XA BE ;0. 1%,
SR EN LI L SNDHEE 5 0.2%, ZEMEOMEREBVIE L SN DEIE ; 0.5%)
SESME. n=3 (BALERGZ 100% & L CHUE L 7= 5dil)

(Lot No. : A15J1,/ ¥t

PRATHAM
R IE H fSaS
BH AR R 0.5 % H 1 %A 3% H
PR+ 1 HEDT A ADR ke iz L ZBA7e L b7 L
PR & b7 b7 2ok 78
ColABOHRE
S AR
0.00~0. 00% | 0.00~0.00% | 0.00~0.00% | 0.00~0.00%
. (RRT %7 0.9)
e 7 ﬁ]ﬁ @Fﬁj(
SR 2 ff ) 0.02~0.02% | 0.02~0.02% | 0.02~0.02% | 0.02~0.02%
[
BB R | 0.05~0.06% | 0.06~0.07% | 0.06~0.07% | 0. 06~0. 06%
98. 80% 98. 04% 97. 88% 98. 76%
e 95. 0~105. 0%
(100. 00%) (99. 23%) (99. 07%) (99. 96%)
*1: 4MEl, n=3
*2 BB EORKE—7 (%), n=3 (F/IME~KKIE)

*3

HERER L (B35 ix OFGWERICOWT, MENLEL SALHBMM ; 0.1%,
REEIRE DS MLE L SN DEIME 5 0. 2%, REVEOWHRENLE L SN DHEME ; 0.5%)

M, n=3 (BHAAEME A 100% & L C#aE L 7= 50fE)




(2) B - BAMRUBREREF1—JTDEBKE®

1 5 TR B Bk O Rk

DYV POEA M EERERY, ) U URNICRBREAZ AN TER h 2R L,
U UIT B C O 20mL A WWERY | fRISEICE A LT 5 SR BRET 5,

@5 FhIZT ) U ERFTI0 15 EEMEE L, EREORNEZBIET D, b 2%RICH
BEL2WGE, BIZ5 oEER., FROBIEELIT 5, 10 S HIHGE LT 6 A - &
LARAWES, ZohEehikd s,

@Ik L8 o 5 B RERTRERbEANT = —T ¢ 7R (v — b GREFCSUTSE
fR) O B BEERZ A TEENL ), B 7V ANTBEZ LTnb, FROBIEEZLT
VN, RREIRIL A BLEE T D,

@ LNTIRBIRERERET 2 —7 (A X8Fr.) OFEAMI D, ) 2~3ul/B Dk
ETEAT D, Fa—713y FEOBELHEL, KRNFHALRDNS 3530 2 2K
WU, i GEANG) % 30em OF St > b UTHEABRELZITV., L2815,

OFEAZICHEEDKTT T v I35 L&, Fa—TRNITEGEWRH LT IUE
WEPEICER L &35,

15 2 BB
e KRN K (#155°C) =7k
P He /[N Vi S /]
R RUA) aw | R
BEYVAX | 54 | 105 | 54 | 104
LS VR 74V . )
i & 1 8Fr. X | O% | NE NE
25mg T2+~ a— ME
LS VR T AV . \
X & 1 8Fr. X O®L | NE NE
50mg I3+~ a— M
LT UEE T4V
. i 1 8Fr. X O™z | NE NE
100mg T2+~ a— NE

O : gAsE - BRE X : BigE - B9 NE: it d (Not Examined) ND: 57— &M%
L (No Data)
ﬁ1-wAuW THASE - SR L, 8Fr. Fa— 7 & @i L7
&2 o ﬁﬁ@:%74/7%@%ﬁ%¢bw%%ﬂﬁﬁdwo FUANICHASE - B L, 8Fr.
T a—7 FiEiE LT
T - B0 AT S 720
WD AR BB, 7 4 VAT Y DI - (ZRIEZ L
[ 2) 18Fr. Fo—7 « HA huAR¥ i@ile], BiFHe L



ZDDEEER
BT EM
OBNKNT U U X2 T BRI DEEINE ZFED T~

CZOHLT DD TRIE?
=L, TR BSHIEY A, BB
Bk, ENTHEEREELR L— XD, BIDHANT
BEOSITHT.
DL S BESIL T RAERIELED,
BERSLIOTBE, SRECETEORIED,
LISLS. BEDEEDERNESONBIENE
DET. BREEOICRB BB BET T,

COBLT DO ENTGR?
e @ TR, BELOERESCEOTT, N
= = FF.
LRSI, Sartealine S0mg »E 1818 -]
- L T U
~@ . S EA T7 | FHEDKECRRSTATRATA,
s HLEIINREN
ALT2 BYE—EICRATELIE A, MHOL
B, TRBEHRC | BAERATS T T
FEL. ROBCEMEILES 1 BEELT. ROB
B 1 BHEMATS EELL
* BLELHATLES LSS
RO B, [EE i WIFEFEET 3, FRO
SEL FE. LELSH. AR, BELULDELHE

DET. L1 T
HMICES DA, TOCERLT NS,

COBLTOEERYT SMICRIET AT LIR?

= 24 BLUTFTOOES TOERAES. AT LELNELNELNI M EERD S &3 EENE
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