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I. ZF (BT HIEHE

AR5t %

(1) f4&
TJua<vENAEE 2mg [P K]
TJua<wE¥RNAEE bng [P K]

(2) *4
Bromazepam Tablets 2mg [SANDOZ]
Bromazepam Tablets bmg [SANDOZ]

(3) B DH%
T~ oRAEE 2mg ¢ bmg [V K
By LR —E & LT,
(B2 +RIE+E5&+ TRT) )

— &4

(1) ¥4 (4%
T r<E4 (JAN)

(2) 8 (@4i%)
Bromazepam (JAN, INN)

(3) RT LA
[RBA )
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Br —N
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4 HFARUDF=

¥ € H,BrN,0
4y B : 316,15
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. eE48 (afiE)
7-Bromo—-5- (pyridin—-2-y1) -1, 3-dihydro—2#-1, 4-benzodiazepin—-2-one (IUPAC)

6. BRA. BB, BS. E5&S
BZE &R L

1. CAS BH&ES
1812-30-2
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(2) BfEM%
FEfR (100) IZIETRF<, A% /=, =&/ —)L (99.5) X7 & hicigiFic<
<L KIZIFEAERRIT RV,

(3) B
MEZ 8 &R L

(4) mi (RS, HBE, BES
S K 245°C (X fR)

() BRIEEMBETEH
pKa;=2.9
pKa,=11.0

(6) HECIRE
FZ M &R L

(7) #FooEhLhREME
WY E B (233nm) =1023~1043 (¥ Hf% . =% 7 — L, 12500mL)
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3. BMMA OHERRRE"Y
(1) SRAh AT MR S B2 7 75
(2) BARI A~ S AVRESE (BAED U U LEEATE)
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1. %l
(1) BlFRzOXA ., RERVHERK
< BUF) D Pk >
Tu~<BRAEE 2mg - bmg [V ] AROFHEEFRAY OFEE
. A [EX2S J& & (g

Eqi] i ] (mm) (mm) (mg)

A= AW
2mg [ N}

G!D C— | s.1 2.4 150

=R AN
bmg [H 2 K]

@@

GID C— | 8.1 2.4 150

(2) EHE DYWL
&R L

(3) #Ala—F
Ap=—F PTP = — K
WA= C AN -7 2 SN-2
2mg T4 K} KL160
VA= AN 5 N5
Smg 4 K] KL160
(4) pH, BEXLL. HE. hE, BEEOERUVRELZ pHEE

ZE Bk L

2. HEIDMMK

(1) B3RS GBS OE=
TJu<xtBRAEE2mg (VK] 18T BRE7r~E L 2ng
Ju<xtBRAEEbng (VK] 18T BRE7r~E XL bng
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(1) HRTEDOREMEHR

JOavE/NLEE 2mg - bmg TH 2 K]

e e

(=5 & 2mg - 5mg) ¥ ~¥
Uiz AW BEWIRFalBr (iR, 5 M) OfR., 7r~ B /XA 2ng [

YR ROT m B NLEE bng [H 2 R 3@ E OHSE FICE W T ERMZETH

52 ENHER S LT,
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(2) BABETIZHETH2REMEAER

JATE/NLGE2mg YU R (B2 08 2mg) OBQAEREDOREM  Lot. TH004
e SR T
PRAFSRME - 4022°C fRAFMIM : 3 v H  RIFRE Dk - RUEAAR O
. il
A B A Bk - s 5 F
43 1w Fao 1/2 BIFRAY FgE | FAE (EflzL) Bz L
s B 93.0~107. 0% 99. 9% 99. 8%
il B - 6. 2kg 6. 1kg
A R B 7K 30 43 LAY 30 143
V¥ E & - 150. 2mg 150. Omg
(SRR S
RAFSRME © 26£2°C, T5+5%RH fRAFHIM : 3 » A RAFBHEE : K - Bl
w B H H Bk o 3 5 F
P 1w Hao 1/2 BIFRAY HEgE | FAE (L) Eih7p L
s B 93.0~107. 0% 99. 9% 100. 7%
il B - 6. 2kg 2. 8kg
A 8RB 7K 30 43 LAY 30 153
V¥ E & - 150. 2mg 153. Omg
AT K DEMT
RTS8 120 U Lux - hr RFHR 2 » A MREGEE . [LERWN
(EES
AR Pt B 4 120 J Lux * hr
P 1w Hao 1/2 BIFRAY FgE | FAE (Bl L) Ei7p L
s B 93.0~107. 0% 99. 9% 99. 8%
il B - 6. 2kg 6. 6kg
A 8RB 7K 30 43 LAY 30 35
V¥ E & - 150. 2mg 149. 8mg




JRvE/NLGEmM TR (E=2F5 U85 5mg) OBEAEKREDREM  Lot. 7D004

R SR T

TRAFSRME - 402°C fRAFEMIM : 3 v H  (RIFRE Bk - REAZE UH)
. il
A B A Bk - s 5 F
43 1w Fao 1/2 BIFRAY FgE | FAE (EflzL) Bz L
s B 93.0~107. 0% 100. 0% 99. 9%
'y )i - 5. 2kg 5. 4kg
A R B 7K 30 5y AN 30 143
V¥ E & - 150. 5mg 150. 6mg

(SRR S

RAFSRME © 26£2°C, T5+5%RH fRAFHIM : 3 » A RAFBHEE : K - Bl
N it A
A B H Bk o 3 5 F
P 1w Hao 1/2 BIFRAY HEgE | FAE (L) Eih7p L
s B 93.0~107. 0% 100. 0% 100. 6%
il B - 5. 2kg 2. Tkg
A 8RB 7K 30 5y LAY 30 153
V¥ E & - 150. 5mg 153. 3mg

AT K DEMT

RTS8 120 U Lux - hr RFHR 2 » A MREGEE . [LERWN

(EES

AR Pt B 4 120 J Lux * hr
P 1w Hao 1/2 BIFRAY FgE | FAE (Bl L) Ei7p L
s B 93.0~107. 0% 100. 0% 99. 9%
il B - 5. 2kg 3. bkg
A 8RB 7K 30 5y AN 30 153
V¥ E & - 150. 5mg 150. Omg

C ARERUVBRBEREOREN

(5% L7avy)




6. il c DEAZL (MELFNEL)
(MR L)

1. BHM%
PHBHEBRANDE S &
JO<E/NLEE 2mg - bmg TH 2 K]
TP RAEE 2mg TH 2 B ROT 0~V RA8E bng T4 ) 13, HARIER A ER
A 3EICED DN 7T R~ BN AROEHHMKICHEH S L TWD Z LR INT
W5,

BRI BARER G —EBUERRHRBRIEE 215 ON R uvik)
#AOBR W - K 900mL
B #ix % : 75rpm

A =R PAWN A=A AWN
2mg [ K| Smg [H 2 K]
Ty 45 3 O HEA | 30 77 [ O H =M
75% L |k 75%LL Lk
ELEES 98. 8% 97. 4% %
k- 15 (i

BHEBICETOREFME Y

(R EILA O Y FRI R BRI A T4 2 PR 94 12 22 BT HESES
4875 ) ( TEFEER G OEYFNFRFEVERBRT A R T A L HEO - HEEIC 20T FR
13455 A 31 Aff [RAAEIEL 786 &, Fpk 18 47 11 A 24 A AT FERFAFER 1124004
7] AT E)
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<HE>
=5 UiE 2mg
RRTE - AR —EBEEHRBRES 216 (N FLE)
AR - ARBREE B=T U 8E 2mg
FEERLA]  BEA 2mg

WHZEEICR T DRSS GUBRRA K& OFF U R O I TR H R O i)

kR e TS R %
I mlgAd | ABRE | CHIE R A5 4 S 35| =7 6E 2mg
pH1. 2 10 4y 99. 0% 93. 2%
10 43 67.9% 72.1%
pH4. 0
30 4y 88.1% 96. 1%
SRR | 75 [EEE 5% 48. 5% 34.9%
pH6. 8 10 4y 71. 7% 70. 7%
15 4% 82.3% 88.9%
7K 15 %5 87.2% 97.8%

sl RS - AE EREMICHERL (n=6)
TARTCOBEHRBRGEMHFITB T, BREELOEWFNFREERRT A 874 2 O

OHEREIZCHALTEBY, ¥=F 2 2mg OFEHFENIEERA OBEHEESH EEUTH D &
W S 7=,
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=7 U8 2mg DI H

7585 (pH1.2) 75[E1%5 (pH4.0)
120 120
100 r o " 100 F e
B S | i
Ilfl 80 ™ Ilill 80 _____
3 60 - = 60 |
% 40 % 40 | Y. TF7]
= D N EEEREE +15%
20 7 20 | —e— {ZHERIF
2 ittt 1 J A N O K R —15%
0 0
0 10 20 30 0 10 20 30
FRHIBER () BHEER ()
(n=6) (n=6)
5 10 15 30 5 10 15 30
A2 Y R4 0. 90. 6 99. 0 99.7 99.5 e K| 47. 4 67.9 80. 2 88.1
5 ) 65. 4 93.2 99.2 99.7 5 ) 38.6 72.1 89. 4 96. 1
75[E1%% (pH6.8) 75[E %5 (K)
120 120
100 100 g
® | A I - g e oS
T g iy 80
* 60 - * 60 |
[s) [»)
% 40 L o — T % 40 | —— T
I 2 4 EEECEE +15% D Y A +15%
20 —e—— TR 20 —e— TR
------- —15% oo —15k
0 0
0 10 20 30 0 15 30 45
AR () TR R (59)
(n=6) (n=6)
5 10 15 30 5 10 15 30 45
FEE VE 55 0. 48.5 71.7 82.3 93.1 HEE Y L ) 57.6 | 78.5 | 87.2 | 96.0 | 98.5
5 ) 34.9 70.7 88.9 98.0 5 ) 55.4 | 85.0 | 97.8 | 98.4 | 98.3
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<HE>
=5 2 iE Smg
RRTE - AR —EBEEHRBRES 216 (N FLE)
AR - AREBREL B=T U 8E Smg
FEERLA]  BEA Smg

WHZEEICR T DRSS GUBRRA K& OFF U R O I TR H R O i)

AR TS =R %
I mlgAd | ABRE | CHIE R A5 4 S 3] =7 L §E 5mg
pH1. 2 10 4y 97.1% 90. 9%
10 43 67.6% 64. 1%
pH4. 0
30 4y 88. 4% 93.5%
SRR | 75 [EEE 5% 51.3% 38.3%
pH6. 8 10 4y 69. 2% 78. 8%
30 4y 89. 1% 96. 5%
7K 15 %5 86. 4% 92.6%

sl RS - AE EREMICHERL (n=6)
TARTCOBEHRBRGEMHFITB T, BREELOEWFNFREERRT A 874 2 O

OHEREIZHAELTEBY, ¥=F 2 bmg OFEHFENIEERA OBEHFEH EHEUTH D &
W S 7=,
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=7 U 8E bmg DI HEERRE R

75[E]%5 (pH1.2) 75[E1%5 (pH4.0)
120 120
100 F ‘s o o . 100 - N
P g PO A & |
60 * 60
% 40 L] % a0 -
20 20 L
0 0
0 15 30 45 0 20 40 60
AR (5Y) B HEERE ()
(n=26) (n=6)
0 5 10 15 30 45 0 5 10 15 30 45 60
A28 e i K| 97.6 | 97.1 | 96.7 | 96.4 | 96.0 FEYESIFI | 0.0 | 49.4 | 67.6 | 76.9 | 88.4 | 92.5 | 94.0
A R A A 72.1 90.9 | 95.2 | 95.1 94. 8 AEREIAKI | 0.0 | 39.7 | 64.1 | 81.5 | 93.5 | 94.3 | 93.9
75[E]%5 (pH6.8) 75185 (7K)
120 120 ————————————————————
0 - 100
porey >
il L B | T e
w80 _ g 80
* 60 * 0t
% 40 —o— HEBRA A —o— HERHF
~ 12 2 B +15% ~ /S +15%
20 | . —e— REMFH 20 | —e——jEEEI|
/2 EELLL L, —15% A R —15%
0 0
0 10 20 30 0 20 40 60
BHIEERE () AR (5)
(n=26) (n=6)
0 5 10 15 30 0 5 10 15 30 45 60
A28 E i K| 0.0 51.3 69. 2 78. 1 89.1 BEYESIF | 0.0 | 57.8 | 77.2 | 86.4 | 96.9 |100.7|102.0
5 ) 0.0 38.3 78.8 90.3 96. 5 BB 0.0 | 48.3 | 79.0 | 92.6 | 96.9 | 98.1 | 98.1
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8. EMFHHEBZE

(3% L7avy)

9. HAIPDAMAS OFERAEBRE

10.

11.

12.

13.

14.

(1) HEEF 7 I DEMEIS
(2) SRAN TR S BE 7 T4
(3) g~ bsrI7 14—

HEPOEDNATDEE
SR AT AR O B E

A
RZ4 L7\

BATHAREMDHZKMEY
FZ Y &R L

BELIFENDELBRRICET HER
MFZ M &R 72 L

Z Dt
(M ERR L)
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V. aRICEY SIEE

1. MEEXIEHmME
(1) BMRBIEICKETEAFR - BIR - {15 DRV HEAE - Bif
(2) 2D2FRIZBTBFER - BRIk
Q) DEE (BMEE. HEHFKRE. BEARXMAE) ITET23HRERLEVICAR -
Bk - 15 DR UERIEE
(4) FREFETIRE

2. RERUHRE

(1) MEE - SO2FNBA
BE. RAICEIOIENLELTIHEG6~1mgZ 1 B 2~3@ICH T THEAORK
59 %,
TE. . ERICKYBEERT 5,

(2) DEEDIGE
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