sk 20264F-3 H &ET (3830) D40
% 2025412 H&GET (552)k)

mexa I H
TAX 2T IERRIEE

Bk SR
AN : 3%

H AR HERG i 0 3R

874413

BUHIX Sy« QU SR t«",LT®;~I 25mg
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) EE-EMEONTECLHINTS L
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gaiiLal
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2. B2 (RNDBHEIZIIBELENIE)

21 7 2 7 F 7YV RILAW X E OFEPALA I
U S OE DR LD & 5 B

2.2 RIEIRED BE FIEREL B I8 ZThnH
3,]

2.3 VLB — U EEFAEAR - RIERASE o dh X ehE R
HlOmNEERICH 58

2.4 PAZEMARkNREORE [Hia ) Y AERIC & 0 IRE D
EHL. JERATBL SR 20D 5, ]

2.5 FiZIRIERSE PSR IR BHZEMERE R D & 5 B [T
) ERIZ K O PURINEEA B L X 85 2 03 5]

2.6 2RAMOILIR[9.7.1, 11.1.25H]

3. HER - MR
3.1 #m%
FA e
(17 v 7 (I ) | T 70452V HRRRIR - 25mg
7 Kbk 35mg
WA Yol ) v A 1mg
A7y 7n(ImL)H) | 72K ViR 0.75mg
s ) v A Img
3.2 REOMIKR
IR - Al IS - g - ARYE - AL
pH 5.2~6.2
BB 91 CERE R g 5 k)

4. FHREXIIFNE
ON—=F>VZR LA
OERTIZEE
OAI (EH) &
ORBELRERICHEIC U & - Bit - KK
OBRBHERRICHED Z2E(GES - KER. BB % 5 FEIE.
5. ED)
OREE
O7LIv¥—HaR
OU AL
OmMEZEEN 4 ZHE
OiR ¥ ARKE
OEpiEm

5. MEERIIHRICEHET 2R

Pos—Fv v vilizz 2770 v RILEW. 77
7 x /v RACEWEIC K B LEER S O AR B (B

PO 2F 2D T) ZWHEML 20 BEIZk- T,
D& BhERZBE, B b e 2 8h 5 %,

6. AERUVHAE
Tax g v EREEE LT, i, RALR5~50mg %

BEN & 2 VXN 5. L, Fim, ERICKD

TEHIEIKT 5.

7.

8

©

* %9,

AZERUVHEICEET 3R
ARG 328 & 5 2 VI E 2O A BB R/ NRIZAT
5 : t o

. BERLEREE
A RKAAMT Z LD 20T, AFFRGHOEFIZIZA

B O fEfR O O ORISR XA n K
SRR T S &,

2 AR Z A 5720, OREANIED < i Wk

JE, WSS IS K A UEILEIR 2 ARSI 5 2 L 235 B
DTHERTSZ &,

. BEOHRERATIRECHT IR
A BHHE - BEESFOSH 5 BE
A BRK - REFRREF 2645 BFNEROH 5 8E

HEVEEWEE (Syndrome malin) 2L Z DR300, [11.1.154HH]

1.2 FERBERAEOEE

Via v AERICKDIRIEDS EH L, EIREZEfLx w5 Z
ENbH B,

1.3 REIORS X UBBIEDERFEDH 2BE (7 1
JFTTURIEEVRCZOEUEEYICX UBBE
DEEERKC)

[15.1%:4#]

3 FpelEEaE

Ttgnehn s 2 B S22 62 b b 5.

.5 114w

I SAFAT IR U TN B ATREE D & 2 RIS i35 L a
WZ ENREFE L,

.6 RILw

R EOARME R ORI EOARE L SR L. ZAD
Mkt Skl 2 BET 5 2 &

WARINVRE

T 2@BKREDELNR

PeliUlenZ &g /N CRHZ 2R 12885 L 72354
FLILIIRIEAE R (SIDS) Ko OFFLU eI IRF AP W FE A 7
HobNicLDREDVH D, 72, HHET, 2EARWD
A RADEGAZ L 0 B 2 WP 23 2 5 72 &
DWELH %, [2.6, 11.1.22H]

7.2 2R EDBIE. MR

B EOARMESfERRMEE LS & S B A
DAEEG$ 2L, 2P LGN, NLEdR e L
WP AABR I3 T2l L Ty,

.8 EEE

WS B4 ETERS 5 2 &0 —MUARSREN K P LT %,



10. HHE{EH
10.2 EREE (FFRISGEET S L)
A% FERIEIR - $5E L | T - a1
Poa v VAR & A | SR (BN IR, BRI k0 bz
ERAE 3 O - WEH, FUOEERE. |V VR A <
T x ) FTVVEHOM S BV EAEE H 5 bh b,
KA BOIGNEDD S -
SERRPU OANE) Aok L. RREMEA v
£ U AIRITE A2 LMD
0T, BHEME D 5
b= aiidi 5 4
b5 2k, B, 20O
D - MEH AR K Ot
D7) FTVVRILE
WEORIMAERIZ L DR
i R R 0]
T, BET5Z L,
PRI A A AR | & & 1 A e
INLEY — LB AR5 T L s BO|HIEHAA TS,
THELR - JRRERAN| L IR B SIS i

% H5ypz L,
FIL T — )L FHF A HRX R

(ki) EWRT BN DD,
Fee 75 R REIEAE ] & 85| & & 12 B IE AR
AT LEER| 2 ZENDHDT, WE| 2T 5,

#ill T HEEEICRET T

TUVERTF Uk,

v I 2B RE
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1. BIER

WROEHWER R H 65 bND T EhdHDDT, BELE 451
T, BENZED b Ak 5 il % & L
YEAEETH Z &,
1.1 EXEEER
11.1.1 EMAEIREE (Syndrome malin) C5HE ANHA)

PR tm s R OH S 2K OPFFIZ B W T, KEHIKROPE
HEORRE X ITHIEIZ & O, FEEL, MBS, kR,
HRIE DR, ANREEES), W N, SR, E0Z%
., BIFERHobNEZENH B, 20K BIERD
b b7, e, KowiiGs EoegEe
HOWMY EAGE AT T & ARERIERIZIZ. AlMEkD
BIRLIMECKD ER-BHEbhb 2 nE <. Fi-,
IA b VIREEBEEEDK b 6bhabZ &
NdHb, [9.1.1%11]
11.1.2 FLIRRRIELEMEE (SIDS) . FL 12 BE AR A I 0% FE 4
(g BEHE ARHH)

[2.6. 9.7.1=H#]
11.2 ZOORIEA

0.1~5% A AU
M EIE FE. R
Tk B
L34 FIfLERR D BRIk
Rt e, B E, BRI

H . HIG, SR, Ak
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13. BERS

13.1 fEIR

fEIR, AERE RS O PRI, R, 8. RESL
HOK. W R, SEARSMSIEIR S T h 5. T DA, L3,
FEEOPIMRIEFEALR S b2 L0 dH 5,

13.2 W&
TRLF) VIFEICME K N 25 2RI T BZENN D
LZOTHHLAENZ &,

14. BRAEDEE

14.1 EFHREEDOEE

14.1.1 BAAARESIRE

AT DT, FE TEAE. B, LIRSERALNhD Z L
Ndbd, £, M- wREENOREEBT 5729,
TROMIZEETSZ L,

Al EBN AN DO BRI T b RN &, £72, RN
NI ISR T 2 &,

C PRGEITN AT R LR TS 2 &,
CESEERIA Lz &, WRATRA 2D RO
EAEAIE, EHICE &R E, S0 &2 2 THS
FT5HZL,

% %15, ZOMDEE

15.1 BRERICE S 5%

AANTIRIF & U E2 &6 LT\ 5, IidBs
TR EBE K 0 & R IS 3 2 BUEN £ <
ROENDLOWENRD S, [9.1.351]

16. EMEIRE

16.1 MARE

{RFREB A 6B A HI50mg & AN S L 72 & & D&

R (Cmax) 1348.26ng/mL. 0 (t12) 139, 76 K8 T

» -7V GHEADT— %),

Chax (ng/mL) tmax (h) AUCo-24 (ng * h/mL) ti2 (h)

48.26+12.26 | 3.00+1.26 627.13+156.69 9.76+3.41
(T¥5fE+SD)

16.4 X34

16.4.1 e MFIZ oy —s&HWizikBTcTaxx oy
BN-Iix F ALk, 7= F7 9 VEROKBILEK R
OS-ILAR I X 722 (in vitro) .

16.4.2 REICEEE5$ 3 F b7 O— LP4ASODSDFIE
CYP2D6?
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18.1 1EF#FF
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TuxgYE, b A2 I VREKELES L TAENE
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Poa v YEB3EOEREM 3 EEIC BT 52 ) U E
BIEERTH 0. ZEEADOT EF L) ¥ OHLD AL
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() EBLEY MBI BERT, Vi 22 I U1/ ¥
7V FI3IroN30E®RITH BY,

(2) 7w 2B BEET, XV VLY X — L OfEIRME
AR 57,

18.2.2 3V > 1EMA

(1D)FEILEY MIBITFBEBRT, 7TEF L) VIRAIZEK
LRGN AEMLY, FRWAICKE T T4 5 F
v—vavwrEBIET S,

(2) 5 v FEHWEZEERT, £FV LT VI KB IER
2L, PUAFT T2 =DMl $92. 8150
fEH %R,

18.2.3 7R EIT 1« L 1ER
4B BEET, 7HEELT 4 2K BEH/ERA%E
V7 FIIvEDBRHT 39,

19. AR SICEE T 2 BEFHAER

—fi%%, - Ta X &2 Y VK (Promethazine
Hydrochloride)



b4 : (2RS)-N,N-Dimethyl-1-(10/-phenothiazin-10~
yl)propan—2-ylamine monohydrochloride

¥ CirHaoN:S - HCI

sy 1=+ 320.88

PR A~ EORRTH 5., KISk THITRT
<o g7 =)L (95) XAFMEERE (100) 1IZ/E T3 < . Mk
BERR IR RIS K, VI F LT —FIIZIFEA LT
a0, RIZk->TRAIZEGT 5,

hEA

HC.CH.
CH,
N.
S

T OB R
Rl : $9223°C (20 1#)

20. BBV EDZEE
SARAREZITEDE L TREFT S 2 L,

22, ‘@
[1mL X 50%%]
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