2026 £ 2 AKET (5 9 hiv)
BARERRSTERS : 874419

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

REX% I UHE
d-V A7 z=5 30341 VEiESE
d-20)L7xz=537 L4 VEEHE 2mg INIG]
d-Chlorpheniramine Maleate Tablets

#l W | #b

HHODBREE S| L

H OB - & EB|1fEP:dZuorryz=I30~b A VEE 2mg
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- s £

£ 4 : d-Chlorpheniramine Maleate
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EERAVAEL—T7+r—LFADOFEIZOME —BHFRHEEREFMHE—
(2020 4= 4 A &ET)

. BEERKAM VA E1—T+—LERORER
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B CEERD - SEAIATE OEFEICHEE DY B 3B B BRI O B 216 H 9 BRI, iR
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Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TAB X T35, HIFIKTIL, 20094
LV HFHEHKGLDOIFOBERERFTT A E LT M ¥ a— T+ — RS Z2EL, Hx OIF
DA CELMTET 2 EE GRS L CHEINER - L T2,

2019F OUAT CHEFLHEHOETIZ A D, [FLHEH2018 AR S L, Ak TEEHEHEHOIR
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FHL TV DGR SALERMT B D,

IFICFE#s 2 H B RSN AR RE U7 IFRR s E I L L, — 5 OB A bR E AGR O FEFHN O 1F
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I. BEICEYTSEE

1. FAROEE
AT d-rvarr =TI v~ A VEBEEZREDRS ET e AZ I UHTH D,

(XA~ LI 8 2mg) 1, BHET A7 7 — v RSt (B RS RS BSRRBEELN
E LT AR L, SR ORBRAGIELRE., ZEMERER, AP RSEERRE I L, 2006
3 A 15 RIZARZHUF, 2006 427 A 7 BICHRGEZBIAG Lo, (RIS 481 5 PRk 1144 A 8
H) (ZEDS KRG

2018 £ 7 H 9 H, A~V A UEE 2mg) X [d-7 L7 =2=T I~ LA UFRIESE 2mg [ H
T ICRBAEEORAREZTRAS L, 2018412 H 14 B L W BRGEA BB LT,

20234 11 H 1 B, RET AT 7 —< &5 B E T R TS 1 B AR 7 A& RNk S
., TORBRICERGEADRES %2 TRET /N 75 INIG) ICE® L,
2023 4F 11 A 22 HICEEMINEL =41, B E TSR IRGE % Blds LT,

2. BAOKRRFHETE

(1) AL d-7 o7 2=T I v~ b A VBRIEZ AT ET D AZIVAITH S,

(2) ERZEIEM BEAY) LT, ayvr, &R L, AAENRMERDL, BERIERAE 7S Hs &
NTWD, (VL 8. (1) BEKRZREIEM & WIER ) OHESH)

3. RAORFAFHRE
LR

4, EEFEFERAICEAL CTRAMT NS

R I B 5 G b
S 1 KT | A b BRE
RMP piz

EMO U 2 RMEER » L |

IR ST B b

Sl A F 71 o i

AR 1 oD g T T S pili3

5. RERZHRUVRE - EFRLOFIREIER
(1) RBEH
L7
(2) & - EALOHBEIE
PR

6. RMP D=
BN ANA



I. &WICEYTSER

1. B5EA
(1) M4
d-Z7nL7x=7 3~ LA UEER 2mg [NIG)
(2) ¥4
d-Chlorpheniramine Maleate Tablets
(3) &/FMDHERE
—RA LY

2. —i4
(1) M& (WwAE)
d-7anNT7==F v~ LA Vi (JAN)
(2) #4 (WaE)
d-Chlorpheniramine Maleate (JAN)
(3) RT L (stem)
ANBA

3. EEXANETRERX
e P

CO:H

CO:H

4. HFRRUDFE
4313 1 C16H19CIN2 « C4H4O4

57F& : 390.86

5. {£E4 (MAiE) XEXH
(3.5)-3-(4-Chlorophenyl)- N, N-dimethyl-3-pyridin-2-ylpropylamine monomaleate (IUPAC)

6. A4, jla. BES, BE5E5
WL d~L AL T =T I



. HHEP BT SHER

1. YE{LFHER

(1) 41 - &R
HEOREBEOMETH D, (TBWIF/L< ., BRIFEW)
(2) BfEHE

KA Z 7 — )V SUEERE (100) 1I2hB D TIRITRT K NNV AFAVFRNLV AT I KT ) —/1(99.5)
WZEITRT VW, AR T 5,

BFE pH T3S D AR D

R R (200C)
pH1.2 1g/mL
pH4.0 1g/mL
pH6.8 1g/mL

K 1g/mL

(3) iRt
MR L
(4) R (HER). R, BER
Ale : 111~115°C
(5) BRIGEBEMTEHR
pKai : 6.32 (HELE)
pKas : 9.01 (HTE)
(6) REREY
MR L
(7) Z0MDELREE
FEYerE [al 3 : +39.5~+43.0° (#M#%. 0.5g. NN-YAF LKA LT I K, 10mL, 100mm)
Afh 1.0g ZH7-I2E D L TR EI L 727K 100mL 2 L2 D pH £ 4.0~5.0 TH 5,

2. EMRAOEMERTIZHTREM
DR L

3. AMHSOERSRE, TEE
(1) mesBaliRiE
1) A AR e R E 5
KA DRGNS EWINANT MV ERIE L, KD AR FVERBDBRART MLkt

e oL &, MADARY MUVER—EED & ZAIZFEOTREDOWINZTRD 5,

2) IR AT S ARIETE
N MEIZRKVEBRAZITV, KD ART MV ERBMDBIARY MRS 5 L& WEDA

A7 MVIEFE— O & 2 AIZRBEOTRE ORI % 78D 5,
3) g /a~v NI T 44—
REHAE BB 2D ARy D5 B, 1HO ARy MIERELEE ) ST ARy L REORE S
ThHH., DO RIEITK 0.4 TH D,
(2) E&E
T E 5
A FERIZEN L, WEER CRET 5, (R 7 U XA Z A F Ly Fkik)

3



V. RAICEIYSIEE

1. Hif
(1) FEORXZ
FE
(2) REONBEUHERK
W 7e 4 d-7mrL7 == 3 v~ LA LS 2mg NIG)

& - AP F a0 R 1/2 IR Y H#EE

EA : 7.0mm

P45 %%%%’(:j)[_i:] JEX : 2.2mm

B & :110mg

Wpl=— K

t 068
(PTP)

(3) #Aa—F

(Mv. 1. (2) WHOHBLLOMER] OHZM)
(4) RFEOYE

(Mv. 6. HAOKMEM FICBT 2LENE] ODHSR)
(5) Z0fth

A Lg

2. RADOHER
(1) FHES GEERS) OESERUFEMAE
e d-7rNT7 == 3 v~ LA UEEHEE 2mg [NIG)
G 18T :d-Zen7==2F I~ LA VB 2mg
A 7N77~M?V7V\X?fUV%77*V¢A\Fﬁ%m:y?yiy\ﬂ
BEKF, Wy TN T 7 —bT TS

(2) EREZTORE
B R L

(3) B#E
B R L

3. BERACHERAUERE
L

4. Hif
FARANA

5. BAT 3TN H5KHN
KB L




6. BEDBREEFHTICHBTIREHR?
(1) I ER
BRI : 2009/6/20~2010/1/7

OMERBR  40°C » T5%RH [PTP %]

<A FIE 1/2 B#A Y OFEE>

B0 R THE 1/2 R0 DOFREE

ERIA B =I5 PRAFHAR
< B> F B Ay 2 % H 4% A 6 % H
PR n=3 09E19A
<HfTORE 12 E#EAD  |09E19B ks SNy SRy SRy
DFEEE> 09E19C
09E19A
BB n=3
(ﬁjﬁf I;EE) 09E19B vy — — i 2
PRGN TR 09E19C
BN — 09E19A
(& &Y —EE) (%) n=3 |09E19B WA — — ke
<15.0%LL F > 09E19C
" 09E19A| 84.9~101.1 | 86.9~104.0 | 85.4~102.5 | 82.3~104.7
M (%) n=18
. 09E19B| 80.8~102.1 | 90.5~105.2 | 91.8~102.4 | 91.1~105.1
<154y, 80%LL k>
09E19C| 90.3~102.9 | 97.8~104.7 | 99.3~104.2 | 98.5~105.6
e T 09E19A| 99.8+0.2 100.0+0.3 100.2+0.1 100.4+0.2
ai (%) "1 %2 n=3
09E19B| 100.4+0.2 100.5+0.2 99.9+1.2 101.2+0.2
<93.0~107.0% >
09E19C| 100.1*0.1 100.5+0.2 100.8+0.2 101.2+0.2
X1 RREICHT2EEE (%)
K2 I R A
— : ARBR AR N
(2) MEIEREDZENE
OMmAaIEE  40°C DL - [UBRSE
A BRIE B PRAFHAR
< HikE > BHLRHF 3% A
PR

B0 1/2 BIHEA Y OHEEE

WM (%)

85~101 89~103
<15 %y, 80%LL k>
BAFE (%) 100
(&M WE (kg 2.2




OfEREE  25°C - T5%RH [EEL - Bk
=XERTE H PrA7 1]
<A > B A 35 H

PR
<A FIE 1/2 BN OFEE>

Hao i 1/2 BV OFEEE

Mo 1/2 BIA Y OFEEE

WHME (%)

85~101 101~104
<15 %y, 80%LL k>
BAFE (%) 100 101
(&M wE (kg 2.2 1.0
OfEmEE  25°C, MR 60 17 Lx-hr [KEA ]
FABRIE B iy
<K > R GLRR 60 77 Lx * hr

IERIN
<A FIHE 1/2 B#A Y OFEE>

Hao i 1/2 A Y OFEEE

Mo 1/2 Bl Y OFEEE

WM (%)

85~101 94~100
<15 %y, 80%LL k>

BAFE (%) 100 100
(&M WE (kg 2.2 1.8

7. RRERVBREROREN
L L

8. FILDEAELL (MEILFMEIL)

A L




9. BHtE
(1) VEHIB
d-7unN7 =7 I~ A UREEEE 2mg INIG) X, HASKRFAMEEGBUESE 3 M ED bz d-
< UA VIR oV T 2 =T I UEEORIBIIZHEE LTV D Z EBERSN TV D,
GRBRIKIZ/K 900mL & vy, 2 R/WEICL Y, 50rpm THERZ1T9,)

TR B
B HE RE R (GRS
2mg 15 43 80%LL I

(2) WEHRAER S
5 FH [ 38 5 D SVEL VAR D B O EfEEE Iz oW T CERR 1047 H 16 B EHREFE 634 5) (£
54)

PR A
188 - AR WHRBRE S RVE
IR ONRBRIE - 50rpm (pH1.2, pH4.0. pH6.8, 7/K)

CHIE]

- pH1.2 (50rpm) Ti&, FEERAIR OARGITE BT 15 2 LINIC 85%LL R L7,
- pH4.0 (50rpm) Ti, FEAERIF R ORI E $IT 15 43 LANIC 85%LL E¥sHI L 7=,
- pH6.8 (50rpm) Ti&, FEERAIR OARGITE HIT 15 20 LANIC 85%LL R L7,
< K (50rpm) TiX, FEHERAIL OARMITE HIZ 15 23 LANIC 85%LL EIRH L7z,

PLb, RO HFEZFEERK (K7 7 I U8 2mg) &R L72RER., 2 TORBRIKIZIH W T 1

FE = HE G DA PR BB AT A R T A ) OHEIEEICEA LT,

(s H )
EHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 | A= — == 00
8o | 80 | -
60 | 60 |
40 ——d- O =TI LA 40 —e—d- VO T ZTITLA
Bt $i2mg TNIG) EE15 $72mg TNIG)
20 - & - 1553 Udiomg 20 - & - %55 3 Usiomg
0 L' 1 Il 0 L' 1 1 1
0 10 15 0 5 10 15
B (4 BEE (4
BHE (%) pH6.8 (50rpm) BHE (%) 7k (50rpm)
100 } 100 |
80 | 80 |
60 | 60 |
s
/ i} —sz- -
40 —e—droLvr=5z L om| | 0 —e—d o0l Iz=53 LAY
Jyipes EEtadiomg TNIG)
20 2 #2mg TNIG) 20 e e e
- & = %553 $iomg -2 =155 3 H2mg
0 L' 1 1 1 0 L' 1 1 1
0 10 15 0 10 15
B (430 R (430
(n=6)




1.

12,

10. B - A

(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
Y LR

(2) A%
100 &2 [10 £ (PTP) x10], 1000 &£ [10 £ (PTP) Xx100]

(3) PHEBE
PR

(4) BHROME

PTP : RU{bE= L7 4 VA, TILI =LY
Po—: 732 h - RYTFL LT IF—FT 4L A
ARBHINDLIEHE

B R L

Z D1tk

PR L2-Va



V. ARICEYSEE

1. BREXIEHER
CABRZ, I

2. DREXFIHDRICEET HIE

BRE STV

3. RERUVRAE

(1) RZERUVREO#ES

B
LR — P I EE S

TR,

ﬁ%ﬂ PG AE D IREE (B2 - R, BEREIE, $£92). 7
VBB S ERGERICHED < Lok - Sdt - ik

d-7 N7 =2=F I~ b A VB E LT, BHMRA LR 2mg # 1 A 1~4 B AL 5, B,
R, ERIC X0 EEEEE T S,
(2) AZEBRUVHERORERE - B0

B R L

4. AERUARICEET 5EE
FEEIN TV

5. ERERALHE

(1) BERT—%/8vr—2

MR L

(2) ERPRIEEHER
MER R L

(3) HERGEREHER
Pl v/

(4) BRIEMEER

1) ENEREERR
M EE R L

2) REMUHE
MR L

(5) BE - WEAHEER
MMEE R L

(6) AEMER

1) ERABRERE (—REMRERE. HEERRBHE. EARBLERE). RERFTERT—
—AE. RERFRERZBROAR

gk L

2) BREHLLTEEFEOABTNEREL-HE - HROBE

AL
(7) £tk
A L



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
dA-Z7alrdz=g I v A ViE, V72 RTIIVERE, TuX 2P U0ERE, T a~T
& U EEEKTIY) FEohie A& I A

HEE  BEEO S DLW DOEE - WREFL, BHOETRLEZEZRT L L,

2. ¥XE%HR
(1) AL - ERBF

d-7anrz==II <A UtEide 22 3 i ZBRENEETH D, Hi ZBEKENTHE AHF

ISR T VAR —MEROE (BAIE DAL & Rt S SO OUGHE, kTR AR
I K DPE, 72 E) 23T 5, dIRTHD 9 9,

(2) EhZEZRFFITEHEBRBE
18.2 it X4 = U EH

18.2.1 invitro IZB 1+ HIERXR 4 3 U EH

ELE Y MEHEGO B A X I VIHEICHT 5D d K& 1RO EDso fliZZ 24 0.8 1 g/l KN
190.0u g/ TH V| dEDHLE A% I AERNT KLY b8 -7 6,
18.2.2 invivo ITEBITHIER % = VA
d-7anN7 2= I v A VBEIT ELEY FOERH I UFERESEICKR L CHIEER Z 7R L.,
% ® EDsofElX 0.056mg/kg (#:11) ToH o726,
(3) {ERARINFAE - FribE
Pl v/

10



VI. EMBEICET HRE

1.

I R E DHERS

(1) ARLEDGOPRE

RUERR L

(2) BREABRTHERBShOPRE

16.1.1 BEEHE
EEERAIIC, d7 7 =2=F I~ LA VB 4mg P ZROKG L L & ORYEERIN /T
A—=BIFUTITRLIZEBY ThoT2 7,
YR EFRI) X T A — X

o Cmax Tz AUC
(ng/mL) (hr) (ng * hr/mL)
4 9.0+1.7 7.9+2.5 73.0+15.9

(mean=S.E.)
E) AFNORKFE I 1 BHEIT 2mg TH 5,
16.1.2 £YFHEF1EHER
BISEI T DEM LR SRR T A R A L EDO—ESRIEIZHSWT CERL 134E5 A 31 0 [E¥K
786 )

d-7anr==7 I v A UBBER 2mg INIG) EART7 7 I U8 2mg 2, 7 o A4 —/"—k|C
FoZzhEn 16 d-Z7erry7==F I~ A Vg e LT 2mg) fEFERA S ISR EERR O
# 5 U iR RE(LIRRE ZHE L, 5 b3 EHE X Z 2 —% (AUC, Cmax) (22T 90%
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— M 2mg [ NIG
é @ HTT I YHE2mg
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a
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0 ~3
. . \ . /R H——if ,
0 2 4 & 8 24 48 72
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HMENRE /N T A —
b AUCo-72 Cmax Tmax Tz
(mg) | (ng * hr/mL) (ng/mL) (hr) (hr)
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~ LA VEEHESE 2mg [NIG) o o o T
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10. HEOURERT 28%
AR L

1. EDik
REER e L

13



VI. £t (EAELOZXESF) CEYHEE

6.

EERARLETDOER
BE STV

. ERABLEDHERA

2EE (ROBHRIZEBRELAEWNI L)
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RIR EASENERT B8N0 H D,
9.1.5 Hia U MEAIC L D VEBR~OERIC L WIERSHEEST 2 BZARH Y, fia U MEHOH
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2. H3hHM
34
3. A¥RETOFFE
SIRRTT
4. RO EDEER
RE I LTV
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23000AMX00527000
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Z e N " 23000AMX00527000 N E
A U ERMEEE 2mg TNIG ] 7TH9H 11 A22H (11 A 22 H

9. MREXCHREN. RERVABREEENFOFEABRUZOART

A Lgn

10.
FAAOSA

1. BEEHM
FPAROSA

12. BERMBFIRICREET 51HHK

HETRR. BEKRAREABRVEZONE

AFNZ, BEWRIEE$ D HIRIZED Ty,
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13. E#Ea—F

A4, JEAEGTEA M ALY | EAEE S 2 — | HOT (9#1) | Li7 MERLER
PR ER S, = — R YJ =2—R) FH VAT LAHa—FR
d-7eLr7xx=73I
~ LA VIR EE 2mg 4419002F1051 4419002F1051 117297305 621729704

INIG |

14. REHTLOIEE

ARANTZHARN L OEFEEIRLTH D,

20




XI.

AR

. SIFAX#E

D BAKNEEHS - MRS SWERHRE No.25. 2006

2)  FENEBF e MR

3)  HEEERE B EER

4) ARG RHEREZBSR B H/\E B AR G EHE 2021 : C-1832-1838

) AAFER R ERE R A SR B H\SKE AASR R E 2021 : C-1846-1849

) Roth, F.E.,, et al. : J. Pharmacol. Exper. Therap. 1958 ; 124 (4) : 347-349 (PMID : 13611638)
7)  BRIFRISC A FEHERE. 1989 5 109 (1) : 59-64

) AENEEL . AR R SRR

) Deringer, PM., et al. : Lancet. 1976 ; I : 432 (PMID : 55705)

10) Kanoh, T., et al. : Lancet. 1977 ; I : 546-547 (PMID : 65643)

. DD S EHE

RUERR L
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XI. &84

1. ELESHETORFTRE

AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

BRE X TSN R

MIELR O &=

RICHED S Lo - Bt - K

CARRE, MAEBIETNE, MEs, fREc
PEDBRIE (RIS - BR%. RNIRIESE, 305) . 7
LLE—phs g, MR RS, BE S AGE

d-/ L7 s=F I <A UL LCORERK
A1EI2mg# 1 H1~4RIR OG5, 7ok, 4,
FEPRIZ &V EHIE T 5,

<DailyMed (USA). 2023 4 9 H Kk >

E 4 KE

s Reliable 1 Laboratories LLC

e CHLORPHENIRAMINE MALEATE 4 MG- chlorpheniramine maleate tablet
K - Bk | 4mg

INDICATIONS AND USAGE

* runny nose

* sneezing

+ itchy nose or throat
« itchy, watery eyes

temporarily relieves these symptoms of hay fever or other upper respiratory allergies:

DOSAGE AND ADMINISTRATION

adults and children 12 years and over

take 1 tablet every 4 to 6 hours, not more than 6

tablets in 24 hours

children 6 years to under 12 years

take 1/2 tablet every 4 to 6 hours, not more than 3

tablets in 24 hours

children under 6 years

do not use

2. BHEITHEEXZEER

WEIRICEE T HBIMER (A—RX SV T7HE)
AR T M EOEBOHDLERE A—A M T VT LIRS,

( VIl 6. FFEDHFEZATLEEIETLHER] OEEM)

S5 SO

Drug Name Category
F—A T VU T DH5HE chlorphenamine A
(2021 4F 4 ARER)

F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)

Category 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.
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