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R N
B FRIRE A 2 4 4 4E
S8l 10 £ 725 B 10 £, 725 B 10 £, 725 B
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pH 4. 87 — 4. 89
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& 10 i 20 )7 30 )7
RERIH B 0 Lx-hr Lx-hr Lx-hr
Ax i) pLSEREL)] pLS Rl pLS R pLS Rl
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fﬁ%ﬂ 1‘@\3‘1’_)I11z‘§>:<1 pH 3. 98 _ _ _
7ox o8l A0 (0, P& T A £4, 75 BA % £4, P& BA e £4, 75 BA
5-HT,% | HF{EO0. 75mg pH 4.95 4.95 4.98 4.92
5 i 5 \ \ \
REA | 50,y S8l I £2, 75 B 4 75 ] I £ 78 B I £ 75 B
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Y A RS | - - -
— VR H
125mg pH 7.19 - - -
Bl R | 7 Fa v S 181 o 2, V55 I 2, Vi 9 (2, V25 Y] 21,785
BRIV TE 5K
£ H 1. 65mg™! pH 6. 25 6.23 6.32 6.17
KEVENA R 4188 4 £, Y25 B 4 2, Y55 B 5,V R 5,V R
o a— kv
VERHEL00mg™! oH 7.51 7.45 7.42 7.922
ey | AMB | EEEBY | RREEY | kkams | ke
A3, 3mg™! pH 6.87 6. 82 6.79 6.41
B H Al o8 9 42, V55 B I 42, Y5 7 40 £, 25 £ VES )
B 7 BT KM~ L L o Y e 0, Y R Bii N EER (N
A% S =2
j;j;JE = 10mg pH 6. 02 6.02 6. 08 5.96
ﬁff**; e B | EEEE | BB | EaBY
L=
H?Hﬁﬁﬁ}%’\ NS e Nai
. v ¥ R oH 6.26 6. 22 6.26 6.04
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Va2 N . . . .
—mw | TAT T | s WmEEY | WmEEY | BGEY | BAEY
7R E
9 OmLH! pH 7.06 7.05 7.12 6.96
- TR a8y P4 ) 10 (0, P& B % £4, 75 BA 4 (0 VB A 4 (2 VB A
iz =Y IJ n P
:20mg™! oH 4.79 4.82 4.87 4.83
7 g A% 40 4, P& B 40 {7, 75 B 4 £, B} B 4 ¢4, B} B
Wi | 5 FUHE250m
& oH 8.36 8.38 8. 34 8. 26
Wik | e | B | meB | meawy | meme | Ean
REGUAL | A 20mg™ pH 5.74 5.74 5.78 5.70
K1EEAEZI RTTIAEOE BN LT T (A D HkS 2 W CHIE) o
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(1) PRAFSA - 30, SEPHGELE F(1000Lx)
(2) FTE T  BC A ELRR | 8 FRFFA], 24 IRpfA] B OF 48 IRpf] %
(3) W H AL, pH, & &

(4) T IE  APRIER & OBLE

(RT T 2 7F bmg 4nL IZAFEERZES L. IEfEIC 200mL &

L7z )
T RUBER E ORES (RT T I U g Inl 127 R BER A LS L. BRI 200mL &
L7z )
<HER>
o 4 3 R mewns SWEMI | 24WEMIGE | SN
A48 A €5, Y5 HH 4 £5, Y5 HH A €5, Y5 BH A €5, Y5 BH
AR
(T A7) pH 5.06 5.15 5.01 5.02
& B (%) 102. 8 102. 8 102. 6 102. 2
A% ) A £5, Y5 HH A £5, Y5 HH A €5, Y5 HH A €5, Y5 HH
7 PO pH 5. 28 5. 28 5. 12 5. 14
(K & B ik 5%)
& (%) 99.5 99. 6 98. 4 99. 3
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(2 FBEE)
N . R7 73w
N BLAdEMm4 - BLA = . Bl A2k
i &
A= T ET o .
" R Y SR 10 mg 10mg 2L | 5mg | ImL |ZER., EHICHEHOZ &
AU B R 30 30mg ImL 5mg | ImL [25°C. BRERRESATH (E B2 H)
Sl e ., 24hr MBI LR U B Y VTR
Y = YRR 15 mg 15mg | 1mL | 5mg | 1mL |
TE
Farbapig | /2N X U fRTE b me bmg 1mL Smg | 1mL |=iR. lhr MBI L L
FHA LT I U TE 25 mg 25mg ImL | 5mg | ImL |=SR. lhr AMEIZS L7 L
Bl A2 S . o T
. UAAF I E0.5mg | 0.5mg | ImL | 5mg | ImL |=Z=3E., 1hr SMEZE L7 L
% Bl |
PRI IS = NS o 4 ImL 5 ImL | =R, lhr SMEZE(L72 L
Fohves 7 uaE 4mg mg m me mL |=JE. lhr Ak 70
VB -C A% oml, 5 ImL | =R, lhr #MEZE(L72 L
—INTHE - m mg m == {m. T AN
Bl A .
TIVE T N s .
2 FF S 100mg 100mg | DW 2mL | 5mg | ImL |Z8iE. 5hrGSH |3225E
i
N . R7 73w
N BLAdEMm4 - BLA = . BLAaZMb
i &
) L R (25°C) . 6~24hr THEGHTH (DTIC
I NT M 100 100mg |DW 10mL| 5 mg | 1mL i ) )
1% 24hr % 1. 6% -HPLC 1)
PrEE
fEEsl | =7 P — AR 10mg | 10mg 10mL | 5mg | ImL |Zi&. lhr SMEE(LZ2 L
Frav S Ing Img |DW 10mL| 5mg | ImL |28J&. lhr MBI L7 L
PN e .
- A —IL7E 10 mg 10mg 2mL 5mg | 1ml |={R. lhr AL/ L
. s SRR - 500Lx I, M L7 < . ABK |Z
AN RS 100mg | 100mg | 2mL | 5mg | ImL P . .
S 24hr B HZE (KIE72 L-bioassay 1)
C o - BOE T . AMBZE L7 < . ISP 1% 24hr
Uas R | =P KR 200 mg | 200mg 2mL Smg | ImL | . ) .
A BHEE (6. 1%KiE-bioassay k)
R i
_ o IR O T, AMBIZE 72 < ISP IE 24hr
gl T 7 W SR 400 mg| 400mg 2ml, Smg | lml | ] . )
#%LEE (1. 1%K]E-biocassay 1)
KR TE 40 40mg 1mL bmg | ImL |=iR. lhr #MEIZE K72 L
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RT3 A
) OIS - Fo B T;;é/ Wi ;in RO
INV R T4 —
%@ﬁ%I/r/ﬂ>ﬂimmg5m 5 me MLWB%W&Lwyﬁﬁ%Sm 2R, 6hr M /<
hEAl | 100mg i, KT XA RT v I REE
EE
TRIT I ey iﬁfi%ﬁ?ﬁiiﬁ
oy K% 60mg |1.5mL| 5mg | ImL |NS 503 | 0 }
e 60 BOLIIE (2. 46KTE
A A . .
—-bioassay %)
t 7 = LR =R, AEIE k7
EMERA |7 7 — A b <, CZOP IX 24hr #
SR g |E ome | dnl NS U e (4 20k 7s
-HPLC ¥£)

8. EWFHEEE

BALVAN

DW : JE 5 K « 135 FH 28 B K
NS: A HA K

AlEHE A 1T 2017 4 AR R CTORHIRILELSEL LT,
il T B U IS o O IR SCEF R 2 i 972 2 &,

9. HAFDEMS DOREBSEE
RZ—27 U R 73R 5D S0
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ME s a~ Tk

TRIMBIL AT SV E T
TRIMBIL AT SV E T
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RIMERRIN AT DL
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V. ARICEY 5HEAE

1. ZhEEX(IZHE

SIS | W RIE BRI BB MR LT - R L BRI | 95 | WORIE) | 7L
eSS, L T S %

2. RZERUVRAE

&N T =T LA T, i@ BN 1 E bmg & 1 B 1 EIBCT . A AN SUTERIRN A
95, 7285, . JERIC LD B 5,

3. BRPRALHE

(1) BERT—2/\vir—o
%L
(2) ERERZNE
1) EREREER
BT L VX — B A4 B (R 2% 19 6, 192 14 1, FrAERNC L2355 | 51, BElPER G 2% 4 1,
HFRIZ 101, 95 161, 3895 1], SERS B0 1 01, SmL 1 B, 25 FE 1 BDIC, doanT==T
LR UAVERIEESHR 18] 1770 (5mg/mL) 2SRRI IR EF 5-Lic, Ll i PR Bt
LT, B EEK 10mL FUIARH] | 7o TN i fESE T o< EFlIRE G- LTz, TOREF 44 i
R 13 B G5 30 Bl LRBR 1 BIORAEE 1T,
(3) ERPREEIEGER
AL E R AL
(4) FHRHHER
BRI
(5) HREERVERER
1) #EALLETRERIGHER
BRI
2) HEEEAER
M EE L
3) REMHER
BRI
4) BE - RERRR
BRI
(6) AEAIER
1) ERAERE - FEFERABERAE AT - RERTHRERREER (MREERKREER)
BRI



2)

ABEM L L TRBFEONER LR L HBOBE
e ERL



VI. EMEERIZET SHA

1. REPHICEES LSS

PeAXI A (BRI ae L 7 5R)
r— L NUARNAE 10mg (— 4 - dF7 0V 7 =T33 U AU EE) 72 8 D3 dh B,

2. EHER

(M

2)

)

EFRRRAL - 1ERAF

[1EMEBAL]
TEL TR E O H AR
[FEAIBA]

FELTH ZBREFEATHILICLY, FEBeAZ I L2 R EORE B B A DD LTI

FLETHESNTND,

(€ SHESEERTY

MERZIAIDOIBZDFZNHNRD TR RFEF O —>THY, RIEAN D nREL P EE
DFEWRE, X, FLeAZI AR O P BUE (8 SO mHIEH 05 B E I i a5
<L ZLDOFIRARZIVAFILRERIZHIRY AR (7 RrE ARER) 2/ L T,

EMEEN T HAEBRBAE
[in vitro I+ BIERZZEA]Y

E)LEy M RGO B A MUAEIZ ST DAA] (dIK) KON KD EDs EIXZ 4141 0.8 1 g/L M
W 190.0 1 g/L THY, dIKOPIEAXIAEH L HAIVSL R -T2,

[in vivo IZEB1+BIERZSER]Y
AHNZL, BTV DOEAZI R BICIT KU CTHHEITER 2R L. & @ EDso fEI% 0.056mg/kg (F%
H) Th-o7=,

ERRIRER - Frihsfd

< AR >
L

< FRfimEr >
24 [HEfE 2



VI. EMEIRBICEEY 5HE
1. mPREOHR - MEE

() RELAEDGOLFRE
G RIRL

(2) &&= A RE R
B (fEHAME ) 12 4mg $RARPEE G-RE 0D B i T FEBIEREHIE 5 4 CL 20y 7 2=
32 14.89ng/mL AZHHS 45 Y,

() ERRHEBRCHEIN-OPRE
I IR G D/ LT = =530 0 o FHIN 15 4y, BHRZN 28 BRI THD Y,

4) wEE
FEAEIR AR IR LT e A2 A D BE ORI, dose-dependent DEMRIFARNEDES L, SEIRTE
BUZITE N DR MER R ETZEL | FR/NE T, B ER RO S TS,

(5) BE - ftRAEOZE

BRI L
6) BEMGRE A L—Sa V)BT EVHBEL-EMEARNDELZEHER
Mg R L

2. EWEERKIT A —4

() B
LR

@) RAGEEEH
TR L

®) NAATRATEYT o
LR L

@) HREEEH
BAERL

® 2UV752R
LR L

(6) HMAER

(7) mIREQHFEESE
72% ()7 -=53>) (USP-DI 26th Edit. 2006)



3.

4.

RN
U EEL

Kl

(1) 1% — Rbi B P @@ 1%

(2)

®)

(4)

(5)

PET (ZXUINN H, 2 BRIEDO 5% EELIZEE, 7V T 2=F30 v U AV Smg FHEITITIE
85% DMN H, 2 28R % HHLL7=
(FLEAZI A D REN ~DBEATIIIM N Z RO PRI I FBIIFHE CEH LS D)
I & — ke A2 BEFT @B
A E R L
[(%E]
MERES > T 10, 20mg/kg D dFE7 VT 2=F3 < LA U A SR AT 8 MR DB B L5 5.
M EEE S FANC LD E DD FEF O BEI1TRO L2727,
Fit~DBITH
MR L
E =
W) K e N CTARAIO AL BATERT LTS 1T, 7 VBRI L~ AT (X _U—)L) 1]
7 2 BRI (L AKX ) IR ETIRHLIHHIBAT T2 8 E S D,
HRADBITHE
Y E R L
TR~ DFITHE
M ERRL
(53]
7N T 2 =F30 DR BRSO CEEL T -l - B o T2 AES L TnD 9,



5.

R

(1) HBEERAL R U HRBHRER

a7 =3 IR ARG ®%EO RN ELL TH TR

s, IS

(monodesmethyl—chlorpheniramine & didesmethyl-chlorpheniramine) SRRV S ED 7,

Cl1
d CH c CH,
CHCH,CH,0H CHCH,CH,N — glucuronosyl CHCH,CH,;N=—=0
AY AY
7 N 7\ i, 7 cH,
N =N =N
«
3-(p-chloro-benzyl)-3-(2- CPHM-N-glucuronide S CPHM N-oxide
pyridyl)propylalcohol /’
:
! /‘ N-oxygenation
! r (Hog liver FMO
! ,/ and C. elegans)
s
Oxidation E
(aldehyde !
intermediate?) ! a
i Oxidative _;CH;‘ N-demethylation ;R'
! deamination CHCH,CH;N —_——— CHCH,CH:N
| N (Human, dog, rat) A
: (dogs) 7 N\ CHy (rat liver CYP2C11 7 N\ Ry
| =N and CYP2B1) =N
A\l
Chlorpheniramine(CPHM) N-desmethyl CPHM
Cl
CHCH,COOH Cl R,
/
7 N\ CHCH,CH,N
— N
N 7\ Ry

3-(p-chloro-benzyl)-3-(2-
pyridyl)propionic acid

N

N,N-didesmethyl CPHM



(2) R|ICEAET HEEFR (CYP4S0 ) DHFiE
CYP2C11, CYP2B1, CYP2D6"

Q) MEEBNREDEERUVZDEE
YRR

4) REYMOEEDOEERULLE
MR L

(5) EHERBYORER/NTA—4
UERRL

. et

(1) BEMARAL B UM R RS

(2) Bt

R (5 AMNE ) *H i m 7 = =0 v LA VBRI Amg A FIRNE G- LT 56 #8548 IKf
[FI TR DR PIRILERITI GO 36% THY, EH P ~OYHTHR G ED 0.2%LLIF Th-7o, FE
DY D T 7L IBITIEER D /7 — 2 R LT Y,

(3) BittiERE

AL
RS URKR—S—ICBIT B
B ERRL

. BNFEICLHBREE

(1) EIESEH Y
MEREENT BB /L T 2= T3 <~ LAV R 8mg ZFRIRTESR L7251, 11.37 BR800 72
-7,

(2) MmiKRBEH®
MEBENTERE /a7 2= <~ LAVt Smg Z 5 IRIES L= 5A . X, 17.45 ERRE7Z

7z,

BT LR SN HI A IR TR BRI Tho7e,
(3) EEOEER
U Bl



[

VI. Rt (EALDOFESF) BT SEHE
1.

SEREEZDEH
A1

—_

EZNEFELE0ER (RAEZZED)
(25 (ROBEICFEELAGEWNIE) ]

N

60 ]

AEIDRD RIFELEEYIZ LBABEDREED HLHESE

4.

FAERAKZKNEDESE (o) VERICEYRENERL., EREBLESELIEND
R IRAERFTARER (CRAEMEBEDH S EE (o) VERICK YBHRER. REAFMN
Hobh, ERMEET D ENH D]
BHAEFRER - HER ( MNEEADERS] OESHE)
(fiF i)

BEITDRBTNDNDD,

(DAAN DA RNy ATEIN AT E N LIBEUE DBEERE O &H 2 BF Tl ez
ZEALSEL BN DD,

TRENLDD,

QIERZIAIDS DFRV ALY Hili L I AKB S O B2 o TIRIEDS AL fEdR

QAL ANSH SFLYAERNC I | PEBR Ot L FEHI G OUGHEAEEZD | JROBTRIZ ST
(DFeAZ I ANOBEELFWER LU T, PG E ] & &b ST, BUE | B R, i iiiE

BN HE M QYR O PRI U (R 230 %, RIS T HRICH DI HAREIL, FrERT
(. AR PR 2 L= ) AR NSRS T D D s < SRR E DO RIER NI LIS 6
HEIERICEDATREMED B,
3. E

MRER [SHRICEET SEALDFEE L TOEA
RZH LR

4. FAERUAECEEY SERALOFEE L ZOEHA
RZH LR



5. RERERBELZDEH
EERE (ROBFICIKESICHEETEIL)

() FAMBEAKZKAEOESE (i) VERICEYIREALEF L, EREBLSEEIENH S, ]

(2) BRAEREDNHDHEE (a3 ) VERICEYRRENLF L, ERSBET 2EETNLDH
2]

Q) BRREEAEEDHSEE () VERICKYERNMEET HE8ENLH 5. ]

4) PEEHEHES. WA+ ZHEEEBEZTOHSEE (o) VERICK Y FEHOES
#l. BORIETARCY ., ERMBETI2EENLHD.]

6) ERHBRKEOHHEE ) VEARICLLZDOERANDERICEY . ERMEETDHE

1B 5,]

6) BOEEOHZEE 3V MAFAIC &Y DEREAIHS A, MESLRT ZEZhHH
%.]

W )

(1) ZREU TRNEZ BRI L T ZE R ORI OB E A . BRAE A Rk FED BB (IAHI 1
BUIESAICBI DA MEENEIEDY 227 & 58 23 E TERN2) | FEfiLz,

2) FraVAEAIC LY kEL S EKEEE ORI L > TIRIEDS LT 28Fh b5,

(3) AR MREERE TUHEE Cl, 2R LR IBICH 5720 | Fia AE RIS KO ER, BhiE, (KR E5-
LRI DB LN DD,

(4 HLaVAERNC KR F OEEMH] BRIK T AN SR D213 HD,

(5) FLaVAERICEDIRERASOIERICRVIER ST 2200300 Hia U AEH O&H 53511,
DA BRI EDH DI~ DR ENE 2 B,

(6) HFiaV AERIC IV M AESLRAMEI S, IER EF-$ 2820035,

6. EELEKRKIR ETOEBRUVLESE

RRZAE T ZLnHHOT, KAlREGHORHE L, BBEDELFBEIREF 5 HMOBREICIINE
FEERNI T TERTHIL,

1. HE/EH
(1) rRZEELZFNER
ML



(2) BtREFEEZDER
HRAZTEGRISEET DL

HRHI| 4, %% 7R N = WSRES MR« fe iR Al -1

Fh AR AR HN M EIERZEERTLZENHLHD | TR INHIF], 7La—L:
FILa—i., T, PRI 258 ET 574E | AFOFRSEIERIZEID /EFRN
MAOBEZE #ll. HEEICHGTDH2E, MRS ND,

o) EREET MAOBHZEH -

BHEH| ABNDFREEREAE T MEA%E

B L LR T HZEMRHD,
Foxs K8, R ED R ERZ2RT R | AFIZeRAZ I L5 B/ & ¥k
JILFTRKLFYY ZTNnHD, sRZENH 5,
(fi  #)

P2 U AERER T 238 & OPF G L0 BREMA Lo ANAE T D AREMR S 5 DT, BHFIC
UL RS 23 U A RS ST 5 X 9452 % 2% T 5 (USP DI 26th Edit. (2006)) ,
8. ElfEM
(1) BMERDEE

ARH VA PR B AR 2 e DR P 96 B HEE /N A R & 0 D A A A S L\ VR Vo | REBLBEEIZ D\
CHSCR, E RS BE IR U, (HEREARA)

(2) EXRGEIER & MHER

BEARGEMER (EETH)

1) 2avy vaylERITIENHHO T, BIEE 75TV, T7 /—8 | MR REE, FaNE R, i
JEAK FEOIER B SO GA I, 52 L, MYRAEEITHIZE,

2) fEg $EE| g SEELBLDLNDIENHDHO T, BEE TIIITV, BENHLONIZSAIC
I3 BRSO IIRIEEE O R E EATH L,

3) BAEFRMEM., |EHIE" Y HARRMER M, MEREESSLONLZENHHDT, MK
RAEAATOREBEL 3TV, BEDRFEOONHEIL, FHEE2F I35,

(fi i)
DY ayZI3KEI a7 = =30~ U AV BRI O IR SCEF AT L7k R, 1996 4F 2 H JWRt#l T
Do

2R SEELITKE VT 2 =T~ LA U BRI O SCEF 2 BT UG R, 1996 452 H JVRLHL T

I/ \60
FAERBMEZIMIZ 1979 4 9 A X0, MEEDRIERAEIT 1980 4E 8 H XWFt#L T\ 5,



Q) TDthDEIEM

5% L) X IT 48R FBA 0. 1%k

BEYEE"D BT, ABBBIES

B fRRE A, BEYE . R AR IRA IR,
R GRS ED DEV, B RIEREE, Z2IE, AL, BEXT

— TRHR, MRS el R R B RS
(58 78, J<or), AR, L -Ngrt, f89m . (HfE, T
! VR
RS BEPR . BEPR R, REA%E
farmes"? BmE, MFESTHE, Bk, BsMHE. MEEAK

- BN OVKIBE D KB W DREPEAL Wi, S

IR 35 e
m &Y T P I JiIRANY 25 %
WO TR RERE 2 (AST (GOT) @ _E5H-- ALT (GPT) D _F 5.+

Al-P O _57.4%)
ZFDith HEGE RT R 7RG, ModE . AR R P& H

D ERRSSLN AL, BEETIET52L, ORF)
I 2) SERDHSONT AT, B SUTARIEE YR E 21T 2L, (R




4) HBMEERRREER VBRKRREERE K

Al ECO BN IS EHBUHE 25 H LT,

FVI—1 EIVEH S E R (AR
FRATIE S EK 113
RIE I F BB 5K 3 2.65%
RIVE R B 3 2.65%
BIVEHIPER
IR 2 1.77%
A 1 0. 88%
(5) EHKRE.

BHE. EEERUVFHOARFERIDOEERAREEE
%Rl

6) EM7 LILFX—Icxd HEFBRVHARE

1.

VIL 2. £ERRLENER (RAESZET) I TOREHDHY,
(EE (ROBHEICERELLGNIE) )

[V 8.

AEIDRS RITELIEEYIZH LBBIEDREEDHHEE

(2) EXTGEIEAR & MEER LT OREHEDY,

D Yavy LaviERIIIEAHAHINDT, BEZTRITV. F7/—H. HFREH
WRER. IEETHFOERNH oONHEICE, &5ZHIEL, BYGTLNEZ

152¢&,
V. 8. (3) ZDHMDEIMER LT ORLHEDY,
5% Lt X ZEEE T B 0. 193K i
BEIES" 5. ARBBUES

& DIERDSODIW A ICIT RG22,
9. BlRE~ADERES

—RIZmnE T, ABEREME T LTV DO T, BEDIRBEBIELRNGEEICR 5T,
()

— MR\ EnE T BHRRE M OITHE

L A

HE=F

DEFEREME T L TWA DT, AFIO M EEN L7+ 5
AREMEN D D720, BEOREZBIE LN OHEEICERE T2 L,




10. 34, ER. BARFEAORS
WS SUFAEARL TOD ATREMED H 5w A ZIT, 18 L O ARGt 2 LRI EHErEn D56
(DB E-F 2528, EIRT OB GICRE T 2 2 2MEITMELL TR, ]

(fi# )
(447
EREZ > MT 10, 20mg/kg D dF7RVT = =T~ LA VA ASECAT 8 R 0BG LTSS
BEELHANC LD LN F AT O RF TR DN h T,
Esy
AR OB AZ AN A DL WA L E 55, HIERAZL AL BasgLiteh
~BATL, SR OB ER & FH T 575 MBI HiLZew, (USP-DI 26th Edit. (2006))

1. PRE~ADEE

IRHIEREIL A AEVICITR G Lan 2l [P R B SO hi=a ) AR RIS 9Dz s
ml BREDOHEERFISHHOONDLB LN DD, ]

(i i)

IRHARER, AR, TR IE 2 EHia U AN D m < g L
HERIERHOEDONLIBENDNHLDT, G LRV L,

12. BRERBRERRICRITYRE

<BE>

USP-DI 26th Edit. (2006) “Antihistamines (Systemic) ” DIHIZIX, KOFLHEHNH 5,

<T VAT v X AT 8B RS>

- EDOCARFI RS EIHIL  ABRRIEE 2D LN 0D, A BRMaT 20 7e< &b 72 FEERTIC & 5%
PR RETHD,

13. BEKRE

<HBE>

USP-DI 26th Edit. (2006) “Antihistamines (Systemic) " DIEIZ L. IRDELH D,

<@ E GFFOREIR >

BV AER LA (Clumsiness) SUIFGH AL E (unsteadiness) | HFEZMBIRIKAE, g/ 11 /42~
e MEMED VB E | B (7> 0 7) XATB R AR . MW A5 (shortness of breath) X X FE
IR & (troubled breathing) ]

< DR EE R (B SR04 (fast of irregular heart beat) —451 27 AT — /)L X IT /L7 =
T+ ]

- Al [ 7 g ARk e

XL [ LR WA, BEIRREE

AR [ 55555 (feeling faint) ]

fEAR [ARA, FH 7B iRk RE]

(D) IV AEH SR B 13/ NI B85 G- LA IR BLL S ), RN &4 S 1

BLIEGEITHIBLT D REMEIIH D,
1 (2) EFLOIERIZERRANCA B EEDNDLDERINL THRY, ZhnaTTIERN,



14.

<3 B RO TR >

PLeAZ I Flai B 5 LT RO R B 72 R 3 A 3700 72 IRIR IR T 102 s HERTE L OV

L ThD,

S (b= omy 7RHEREND) , Wes NTITEEDS LB THD FrIZHLIE /N

. IEJ 75‘6?—%( R T 0.45% ML) — kA% 3 IRFE LANIZIE M- L7~ T 55,

HICRVEE A (w7 27 LV 7) T2,

-ﬂi&ﬁur A A Z 53508, TE R T UAFSDITEZ FRESEH720 3 _R&E TR,

RSB AR ORI ERE

- K BLZE SEO 1T F IO BEZNDRHLD THEENLE THS,

<3 B 541 >

(1)7vn7 o= <L A EEIZED 5 5] (0~2 5% : 4~12mg F2EK) D ABLBI 258D 7= # 15 T, 3 4
WCH SR EIT> QO BEERZITo T2 2 Blooh | dmg ZIRA LT 2 IR CIHIRK DO A TH
7273, 1 H 6mg ZARMI LT 05k R (1% 2 7 H) TN T, BLAVRWY, DL L LIRVEET 5, WHFLE T
FERBEROT,

(2)8—12mg @ Chlorpheniramine %% 5-& 7= 3L V2123 T, LIRE - LR AFRD T2 IZ LD 24 B
VANIZ[EHE LI B A3 S T0nd,

BRALEDOIEE

15.

16.

(1) BIRWAE: T 7N Ty MR B OIRNEZRET DT80, 7 7NV OEERDE VA& 4 ) — Ui
ETHERL M52 E,

(2) BARAEK A~ VT NIT (VT L) XT8N AL AFIERBRENTIRETD
RS LILIBRE AU D EMB DD T, IRFEITRE T HZEMEFELLY,

(3) MRRAIPESTES: AN SRS T2 o TUE, MR- R ~ DA BT D70 | LU RO RIZHE
THZE,
D) A=A ~O B EFHI 2D T2 E, Fo, NRICIIFRCEE 528,
2)  MRREITIN AR T HIOERE THIE, 2B HEREHERI AL &X | MiRIChH o7 L b

NDIDBRBIRZ R AT A, B IS8 2 a2 x TSI 528,

3)  EHZRONFEZEBOX, MIRDO IR Ea M D THER 528,
4)  WEAEE T ZENHHOT, EHERI, RiTEHaicbind,

(4) BEEGL : SRS @O RIL, VRN HHDONLZ LD D,

ZDMDEE

LR L

Z itk

BV




X. JEEREREAERICRE T SIRE

1. ZEHEER

(1) EMEEHER( VI BEREBICEHT SEE] BR)

(2) BIRHIZEERGRER
YR RL
Q) TLMEEHER
[R ATk ]
F M REE (Crawford 15) - BBy O AR | CRREIToI2EZA, R PTRREME R = 7 A
V=Y T 2 VR TIV S RN XLV > /a7 = =T v LA VR DIETHh o7z,
2RI (Bulbring 1) : 70V 7 2 =53 ~ LA L TR O JR BT RRIAE F 3R 7 e A 21T
FFRRECTHY, R 7 2 BRIV R OMEREN) ~L 0 K0 5507 1D

[ fEC K ET1EA]
ARNZBNT &L dFE7aN 7 =730 <L AT 0.05mg/kg T, BEAX I LD ML

TR LTIV E R AR LT v,

[ R R I I E T 1E ]
FRARG NI AR TRBT LI R, AN dF7aV T 2= <L A R, FIREE D

— AR B (A AR
@) ZOtoOEERES
A ERRL
2. HiEEEA

(1) BEEESHEHER"
KX BEREFRSHHHBR-ER

(LDso: mg/kg)

BEGREEE
1 gl IR
- % 2 TR
v A 133 82 20
7 v b 188 84 —

(2) REBRSSHRER
MERETR B WS 7aN T 2 =F30 < LAV 20mg/kg 2 1 B 1 (8], 8 [ 1 5- L7z R,
(RE ., MR FAIRRA T R, G A L ERORR A JRAHTIT AL BEER AR TR . PRSI 5 & OV B
FHIRRAFT RAZB W TCEAIDBER L2 BB LITRD bR T,

(3) HEHERLEFMAR
Zv MBI DAERRTHEG-RIRER C. 2RO TRFRD HILTWDD, IG M O A ~D 2
TEALILTUV RV,



(4)

ZOHOBHBELE
L



X. EENFERICEAT HHE

1. RAEXS

el Kl RTTI1Ebmg AT EE E KL

E) EE - EAEOFEICIVFEHTHZE

By dEran 7= <L AU R S LN
2. BEHARX (X HER

i FHHIBR . (AMFE SR REH) 3 4

(V. 4. BHNDEFEEHTICEITAREEISM)
3. frik - RESH

L, HIRAT
4. FHREL EOEEA

(1) ERTORYHFWVEDBESRIZDONT
YL
(2) BFRRMABHOEFEWNICOVWT (BEZFICEREINELEARES)
1) RPN A
ARG AR T LN HLHOT, EHERIL, RFTE+moicbir e,
2) HHHAL
LEFTERALIC — @ PEDO R, JIBVED DN D ZEN DD,
<LFTODOLEY: AV
Q) FAKIFEDOBERIZDONT
LR

5. REBEHZH
Friz/al



10.

11.

12.

13.

14.

15.

16.

(2

RTTI % bmg ;. 1 mLX10E (HIART 7))
1 mLX50 & (HFAT 7))

BROME
TN HT A
A

R—R 5 - R$hEE

[ %h 3 ro— L R AR (MSD) i
EREAEE AR

1962 4£2 A5 H
NERFTERBEFEAARUVERREES

BOEREAEA H - 1964 4E5 H 20 H
& R o 13900AZZ02894

EMELERBEFEAR
1965 4212 H 1 H
PREX IZREM. RERUVRAEBEEEEMFOFABRUTEORNE

BALIYAND

BEERER. BMEBRLAXREABRUVZOAR
< FHHEAEMEI>

AL LR

< PR A 5 >

1975 4£ 12 H 26 H

BEEM

BN

REMRHIRERMRICEET H1ER
AFNZ, BN B 3 DM BRIZTE D DAL TR,

&EI1—F
JEAE B
R 72 4 HOT 59 #71) L7 NERa—K
IR
RTFI % bmg 109413803 4419400A1023 641410014




17. ARG LOEFE

AZH LR



XI. XXk

1. 5IAXHE

1)
2)
3)
4)
5)
6)
7)
8)
9)

Roth, F. E., et al.:]. Pharmacol. Exper. Therap., 124 (4), 347 (1958)
EATE 7R~ X< dREE 55 12 i [ R],1175
Peets,E.A.et al.:]. Pharmacol. Exper. Therap., 180(2), 464(1972)
BRN—EZ Al 7L —DREIR,22 (13), 1063 (2002)

Eggert,M.].et al. : tLPN&E £}

Kamm,].].et al.:Biochem.Pharmacol, 18,659 (1969)

Sharman,A.et al.:Current Drug Metabolism,4 (2), 105(2003)
Dube,L..M. : Dessertation Abstracts international 43(6), 1803 B (1982)
Kanoh,T.et al.:Lancet,[,546 (1977)

10) Deringer,P.M.et al.:Lancet,[,432(1976)

11) Labelle,A.et al.:J. Pharmacol. Exper. Therap., 113,72 (1955)

2. ZOHDSEHE

L



X1 2E&H

1. ¥RSHETORFTIRGR

HAGREA AR EUFAE W 7e 44
TITUA 1965 4E POLARAMINE INJECTABLE
AL — 1974 £ POLARAMINE INJECTION 5MG
ANRA 1964 £ POLARAMINE INJECTABLE
(2007 & 3 A BIFE)

2. BIMZEH T HERERSIRTER

(1) Wbz B3 oM MG (FDA, A —ANZU T 4348
RINZ BT D H EOFE M, el ., LIRS ~OR G- )OO GEHEHIILL T LB THY
Kk FDA, A —ANIU T 3 FA LT B0,

(FERLDOFEITIR. ER. FILBRE~ADRE)
B0 SAFEEIR L CUOD RIBEME DB Dl NIZIE, 169 LA EMEN G L Fhs L HWrsnsd;
AL HZL, RO 5IZBE T2 2SI TR0, ]

oE|
FDA :Pregnancy Category B(2008 £ 11 AH)
A —ANZUT D53E
. N . . A(2010 44 A)
(An Australian categorisation of risk of drug use in pregnancy)

5% pFHOME
FDA :Pregnancy Category

B:Animal reproduction studies have failed to demonstrate a risk to the fetus and there are no
adequate and well—controlled studies in pregnant women or Animal studies have shown an adverse
effect, but adequate and well-controlled studies in pregnant women have failed to demonstrate
a risk to the fetus in any trimester.

ZA—X;S) 7 D45 %8 : (An Australian categorisation of risk of drug use in pregnancy)

A:Drugs which have been taken by a large number of pregnant women and women of
childbearing age without any proven increase in the frequency of malformations or other direct
or indirect harmful effects on the fetus having been observed.



(2) /NREIZBE S HR0H

RN BIFAHEH FOEET/NEESE~DOE S | OHEOTHEHIILL FTDOEBYTHS,

[ _EoEZ]VNEEA~DEE |

IR AT, ARG LN e, [T R BUE SO fi= ) AR RIS T 22 s
< R EDEE RSN HOONLB TN DD, ]

<BE>

USP-DI 27th Edit. (2007) (2, d -7V 7 = =T33 < LAV ERIRESHRIZ B4 A 308 3R s, 7
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Usual pediatric dose

Chlorpheniramine Maleate Injection USP

Antihistaminic (H,-receptor) —
Subcutaneous, 87. 5 mcg (0. 0875mg) per kg of body
weight or 2.bmg per square meter of body

surface every six hours as needed

Note:Premature and full-term neonates

— Use is not recommended.
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