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1. AEORE
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0. £#ICEY 51EHE

I. AFICEI SEE

(1) 04 -
o> b2 UfHTE 10mg
22 b UHE 25mg
22 b UHTE 50mg
(2) 4 :
CONTOMIN INTRAMUSCULAR INJECTION 10mg

CONTOMIN INTRAMUSCULAR INJECTION 25mg
CONTOMIN INTRAMUSCULAR INJECTION 50mg

(3) BFFDHE :
ayvarliRA
TOMIN—=I > rIDT IV

2. — &4

(1) Fn4& (@diE) -
ruarawD o (JAN)

(2) F8 (@8%) :

Chlorpromazine Hydrochloride (JAN)
Chlorpromazine (INN)

B)ATL (stem):
B

3. BERXRIFTRMER

CHs
N
Kv \CH3

cl
jij/ - HCI

=

4. RFRARUALFE
45+ C,,H,,CIN,S - HCI
sy 355.33
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(A7)

. ERA. Bl&. BE, B5ES
— & s ranTaw
W5 : CPZ



M. A3 Y HEB

M. A% ICEEd 5IER

1. YELEFHTE

(1) 4488 - tEIK -
F A~ ORI OBR R T, 1B W2 WD, UHENTERZ BV H 5,
Kz ko TR IZERT D,

(2) B

KIZHRD TP < . =& /—/b (95) XIIHEE (100) [T < BAKETRIZS
REFIZL K, PFIIm—F LTI L A FIEIT IR0,

(3) BBt -
AR L
@) A (ERR). BA. RER

mil S 196~200°C

(5) BRIEEfRBETE S -
pKa = 6.9+0.1 (JiiE¥E at 25°C)

(6) DECHREL

3,800 (pH7. #2 % ) —IVIKZR)

(7) Z DD E7ERIESE
pH : Afh 1.0g Z #7212 & W L CT@WEIL 727K 20mL (ZED L7k pH 1%, 10 43 LA
ETHEX, 4.0~5.0 Th D,

2. AHSOBEEHTICETHREN
AR OFELA TRAFSAF TRAFIR TR TRAF i
BRI | 25°C, 60%RH | R =F L4 (TH) +I=774 13— K7 A 3 Pk
EEEER | 40°C, T5%RH | R =F LR (UH) +I=77A4—F7L | 63 H Pk

ABRIE - PRI, WERRRER, IR B, e, 58

SROMIR D AR DKEIRIT 24, 48, T2 Rl SRAMRZ RS L72E R, AN O pH 0%k (5.9
—1.72), 43fi# (12spots) 23A B A7z,
Flo, BEFREBR LT T VITE A LTOKEEIKR (1%) IS8R Z RS L7oRER, 35
o, (Ef—deep brown) K ONpH DAL (4.5—1.9), 7fif (14spots) NI HiLi-

(TLC X ZZ/H),

S L TS TR L A7 a L a~ P 0 ORSERY ) 258,
7252 BFE TR 30 COME CTIXZER N FEELTH 30 HEL EASEL Z2u,
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78
74

70
CP

e L, e
R\ P

2-OHPZ

AR

PZ
— 48
P

f— = — [ > 29

2 o O
Dimer

- S @.14

— — 09
WWMW?%
Time 0 15 30 60 120 240

min.
pH 4.5 2.7 2.6 25 21 2.0

"RERBEH LT I NVICE A LT KIERIC
SR RS L2856 00 (TLC)
CP:Zunru<wy, 2-OHPZ: 2-t Kuxyu~wyr, PZ: Tu~wy v

MR ETEEARRBEIC L D7 rL T~ Y D RISERY

OC0.000

(|3H7 ?H;
CH, (‘DHz
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N N
VA 7N
CH; CHs CH3CHs
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T
ofo — 000, ~ O,

| i "
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M. A3 Y B

3. BV OERRBRE. EEE

FERREBRIE Y
HiE 7 anrro~ D st OmMRRRIC
(D) Efbgk (M) R & 2 2AKG (7;/%7 O UK DHERR
(2) B2 U Vi of S HE
(3) AL D FEPER S (2)

EE2E Y
Al (7 evra~y AGiE) ORIkl b,
B T (HERK © 0.1mol/L il K i%)
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BRI

3. ATBBEOHREUVRE
Y LA

1. Flf
(1) FIRzDRXA -
A
(2) "WEIDNER R UMK -
WRoesh a2 b2 URE 10mg | =2 b U 26mg | 22 b 2 BT 50mg
PEIR - FiE T2~ 05 VB B D TR
pH 4.0~6.5 4.0~6.5 4.0~6.5
B b w w w
CE A1 345 ) #10.9 #70.9 #0.9
(3) FHAIa—F -
Y LR
(4) HEIDOYHE -
pH-40~65
B 59 0.9 (EPREEIRIC K % H)
(5) Tt :
TS A DR 25 DRFER 72 ZAR DA I8 J OVESH
2. HHFIDMERK
(1) AR CEMERSD FSERVHMHA
Win s vk UTE v kI UTE v kI UTE
- 10mg 25mg 50mg
1EFORRE (F&) 2mL (0.5%) 5mL (0.5%) 5mL (1%)
AR 7 alra~y o migth
Hhasr (L&)
10.0mg 25.0mg 50.0mg
AL 60.0mg 150.0mg 150.0mg
A g~ 7 %7 A 3.00mg 7.50mg 7.50mg
&g¢) ER=E i3l DR 7N 1.00mg 2.50mg 2.50mg
o WA RRRE S R U 7 1.00mg 2.50mg 5.00mg
T A ) R 1.50mg 3.75mg 3.75mg
(2) EMEZEDEE :
M ER e L
(3) &8s -
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ki
BEARRNA

CRAT BARIED B B MM
PR L

CBEOBEEEHTICETAREM
<z b X UME 10mg >

RROME | lralt RIFIE (A P
. N BEHT AT LT pH Oy EREIS 5 O,
= k1 =]

RApRfrage | =i A 3| oo B 1R,

o HAT o N e
S A R 2 (1.0001%) W 2770 | 10 Hlx «h | MBS EGTEIH ) O o B IS 25k,
LR E M. MERRUR. pH. BBIE. FAAB. T R, TR T . M SR,

e

+2 RBUHA < B pH, WIEZ B~ b7 4 — (ILO), ik

<zv b URTE 25mg >

RBROME | (Al RAFIE R o
. s T T AT T pH DEENR EHBRDA R B3, &
RR(rUs | =R R e S i T
BRBCHH : [k, WEGRER, pH. TEBIEIL, S HatR, VL RAIGRE . LR T o, ARaBR,
&

<=z b I UFE 50mg >

RROME | Rl RFIIE R P
T T Teeraaroon DH D7 L RBIR A 7 DAL r5. 2
= *1 M=

EARERRT | =R e B BB 1 A
o BT Qﬂ\o o e
smatnet | CON e o x| 100k h | REE@ERYS BREBNICE,
LGOI : (0K, R, pH. BB, A RIR, FAIERABE. IR 75, R R,

[===R
+2 BRBUHA <AL pH, WIEZ B~ b7 4 — (ICL), ik

AR R VAREOREN
R L

CMthFIE DEELTIE (WEEFEHEL)
[XTII. 2. = DOMOBEEEE OIESR
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11.

12.

w5 - AL

(1) FENRELGES - 8F. NENERLGES - 8XICHT 1R -

BARAA

(2) A% -
<32 kb2 UBHEFE 10mg >
2mL X 10
<3V kI UBKE25mg >
5mIL X 10 &
<32 b= VUEES0mg >
5mL X 50 &

() FiREE :
RN

(4) BEBDOME -
AT AT T+ HRGE

AR SN D EMEE
M ERE L

Z Dt
L
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V. BRICEI SHEE

1. SEEXILHR
O & KRE
O &fm
OMBEIZHEITEIFR - ik - 15D
O &b - gt

Oz
ORISR S e
O FREFATIRE

O AIZR

O #ERR - $57% - SREH DM NIER

2. DEEXFIHRICEET HTE

5, MEERIFHRICEET HFE

5.1 OGS NRERGASLBRAOE A, £2. ROBENR T EEZLNDHEITDOH
BT L, ek, ROBRGNRAEECHEN 5 &l Sz GE811E, #HenIckn
BHIZE N2 DH T b,

3. BiERUHA=E

(1) BiERUVHEE 0T
suanTa< Y oGS LT, BmERRA 1E 10~50mg % f A WNIZEERIZEST 5,
ke, AN, JERIC L EEEERET S,

(2) BERUAZENHRTRE - 1B -
Pt

4. AERUVASEICHEET HEE
REI TN
5. BRERRLHE

(M ERERT—2 /v ir—2
RN

(2) BRER I
MR L

(3) AERWERFRFER
REER L



BRICEY SEE

(4) HREEAIEAER

1) ANPEREEEAER -
L OTUFHRHE O " HEREEGER (FaKHIE) ISRV TAA REAAD 235 H#K
ELTHOWLATND 29,

2) B MHER
HMER L
(5) BFE - jmRERIER -
MR L
(6) SAEMFERA -

1) EARERE (—RERRERAE. BEERRERE. ERRELRRET) . WERS
#TF—5 R—RBE. WERFEERABONE -
BB L

2) RBEM L L TREFEONERILRIE L - - HBOBE -
B LA

(7) T Dt
HER R L



VI. EPEIEICEHY HIER

VI. EHEBICEHT HIER

1. REZHICEESH S LEYMXRITILEHE
T2 ) FTVURIE, TFuT ) RIEEY
IRRFIL, BHTOETFRLEZRT L2 L,

HE  BEOH LIbEam D6

2. EE{ER

(1) YERERGL - 1ERBER ©

TEFERAL « iR, RRICHR T 50

TERBE : 7oL a~Y r OERAKEFIT, $EREICHONTEINTORNA, it
FRIZEIT D RN UAEEE, 2 v T KU U AEEES D0 e b= 1
AR ISR 2B EHIC L 2 B2 6TV D,

(2) EZ R T1T HHAEBRMAE -

1) 7HRENLT 4 AT Ko TET HITENVE(RICK L CHRPUER 2”7,
F7o. BFEEEIHIEM. SEERELOCIHIER . ~%F Y e & — VIHEIRIG 58 EH &

Y,
BRI H [iLY] ED,,. mg/kg p.o.

W7 RENLT 0 AEA

HHE) Tk v A 4.8

T 2247 ) 7 vk 15

W - A X 3
B ZEE B 7 H ~ A 4.8
S IEDEE S S IE

Pole—climbing % 7w b 13

Sidman-type ¥ Z v b 11
MEAR R E

AF VL X — L ~ A 5

2) ¥ A& HWTZFEERT,

HHTN5E 7,

3) 7w FEMWIZFEERT,

(3) 1E SIS - Frigeh -

EER L

A & O Writhing-Syndrome #£12 X 0 $8558 £ H 23R
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KIE DA SCE WARNINGS

Pregnancy

NON-TERATOGENIC EFFECTS

Neonates exposed to antipsychotic drugs, during the third trimester of
pregnancy are at risk for extrapyramidal and/or withdrawal symptoms
following delivery. There have been reports of agitation, hypertonia,
hypotonia, tremor, somnolence, respiratory distress and feeding disorder in
these neonates. These complications have varied in severity; while in some
cases symptoms have been self-limited, in other cases neonates have
required intensive care unit support and prolonged hospitalization.
Chlorpromazine Hydrochloride should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.

Usage in Pregnancy

Safety for the use of chlorpromazine during pregnancy has not been
established.

Therefore, it is not recommended that the drug be given to pregnant
patients except when, in the judgment of the physician, it is essential. The
potential benefits should clearly outweigh possible hazards. There are
reported instances of prolonged jaundice, extrapyramidal signs,
hyperreflexia or hyporeflexia in newborn infants whose mothers received
phenothiazines.

Reproductive studies in rodents have demonstrated potential for
embryotoxicity, increased neonatal mortality and nursing transfer of the
drug. Tests in the offspring of the drug-treated rodents demonstrate
decreased performance. The possibility of permanent neurological damage
cannot be excluded.

Nursing Mothers

There is evidence that chlorpromazine is excreted in the breast milk of
nursing mothers. Because of the potential for serious adverse reactions in
nursing infants from chlorpromazine, a decision should be made whether
to discontinue nursing or to discontinue the drug, taking into account the
importance of the drug to the mother.
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Drugs which have caused, are suspected to have caused or may be expected to cause,
an increased incidence of human fetal malformations or irreversible damage. These
drugs may also have adverse pharmacological effects. Accompanying texts should be
consulted for further details.

(2) /NRA~DEGIZEET S 1F
AR T A LoEE VNEE~OFKSE | OEOTEIZUTO LY THY, KED
AT CE L 1T R D,

9.7 /MR
IR, NRTIESERANEIEIR . BRI AR TR DT, NEEE R E L
TR BRI TG L TR u,

g RLHC

KE OB SCE WARNINGS < >

The extrapyramidal symptoms which can occur secondary to
chlorpromazine may be confused with the central nervous system signs of
an undiagnosed primary disease responsible for the vomiting, e.g., Reye's
syndrome or other encephalopathy. The use of chlorpromazine and other
potential hepatotoxins should be avoided in children and adolescents whose
signs and symptoms suggest Reye's syndrome.

PRECAUTIONS

General <H#E>

Because of its CNS depressant effect, chlorpromazine should be used with
caution in patients with chronic respiratory disorders such as severe
asthma, emphysema and acute respiratory infections, particularly in
children (1 to 12 years of age).

DOSAGE AND ADMINISTRATION

Pediatric Patients(6 months to 12 years of age)

Chlorpromazine should generally not be used in pediatric patients under 6
months of age except where potentially lifesaving. It should not be used in
conditions for which specific pediatric dosages have not been established.

SEVERE BEHAVIORAL PROBLEMS

Outpatients

Select route of administration according to severity of patient's condition
and increase dosage gradually as required. IM: 1/4 mg/lb body weight q6-8h,
prn.

Hospitalized Patients

As with outpatients, start with low doses and increase dosage gradually. In
severe behavior disorders, higher dosages (50-100 mg daily, and in older
childen, 200 mg daily or more) may be necessary. There is little evidence
that behavior improvement in severely disturbed mentally retarded
patients is further enhanced by doses beyond 500 mg per day. Maximum IM
Dosage : Patients up to 5years (or 50 1bs.) , not over 40 mg/day ; 5-12 years
(or 50-100 1bs.) , not over 75 mg/day except in unmanageable cases.

NAUSEA AND VOMITING

Dosage and frequency of administration should be adjusted according to the
severity of the symptoms and response of the patient. The duration of
activity following intramuscular administration may last up to 12 hours.
Subsequent doses may be givin by the same route if necessary.IM : 1/4 mg/
1b body weight q6-8h, prn. Maximum IM Dosage : Pediatric patients 6
months to 5years (or 50 1bs.) , not over 40 mg/day ; 5-12 years (or 50-100
Ibs.) , not over 75 mg/day except in severe cases.
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KE O SE During Surgery

IM : 1/8 mg/lb body weight. Repeat in 1/2 hour if necessary and if no
hypotension occurs. IV : 1 mg per fractional injection at 2-minute intervals
and not exceeding recommended IM dosage. Always dilute to 1 mg/mL, 1. e.,
1mL (25mg) mixed with 24 mL of saline.

PRESURGICAL APPREHENSION
1/4mg/lb body weight IM 1 to 2 hours before operation.

TETANUS

IM or IV : 1/4 mg/Ib body weight q6-8h. When given IV, dilute to at least 1
mg/mL and administer at a rate of 1 mg per 2 minutes. In patients up to 50
1bs., do not exceed 40 mg daily ; 50 to 100 lbs., do not exceed 75 mg except
in severe cases.

DailyMed [Chlorpromazine Hydrochloride Injection (Hikma Pharmaceuticals USA Inc.). 2022 4F 2
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