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2. 1F&lX
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(1) #4% NIy MR A SR =5 )

(2) *4& TOARASET® Combination Tablets MIKASA |

(3) BFDHEE M=y (BLAAD O—is E—7 70 R4 )+ TR + TR )
2. —i&4
(1) #4% (@n4ik) N7~ R — VIR (JAN)
TR 77 = (JAN)

(2) ¥& (fpdE) Tramadol Hydrochloride (JAN) . Tramadol (INN)
Acetaminophen (JAN) . Paracetamol (INN)

3) RTL o~ R—/L: 55| —adol
FRRFI T R

3. BEKXNITTRER OrF~R— L iE st O7 & T/ Tz

OH
T
* HCI
HsC

N
H

H;C

CHy
H

\N/

RUEGEME
~CH,

4, 9FRXRUVLFE OrF~R— VG Rt OT7 B T T
ﬁj\%ﬁZCwH%NOz'HCl ﬁ\%iﬁICgHgNOz
4y +-#8::299.84 4yf#:151.16

5. {24 (%% OrF~R—/LHE et

(1RS, 2RS )—2-[ (Dimethylamino) methyl]-1— (3—methoxyphenyl) cyclohexanol
monohydrochloride (European Pharmacopoeia 7.0, 2011, Vol.2)

HLLIX

(=£) —trans—2- ([dimethylamino ) methyl]-1- (m—methoxyphenyl) cyclohexanol
(INN)

O7&rr/ 7=
M-acetyl-p—aminophenol
4’~hydroxyacetanilide
p—hydroxyacetanilide
p—acetaminophenol
p—acetamidophenol (acetaminophen) (INN)
p—acetylaminophenol
N- (4-Hydroxyphenyl) acetamide
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12K, VEF L —F )RS TV, KER{ET Y
U LRI ZIR T D,

Fil 50 180~184°C

il 169~172°C

pKa=9.3%+0.1
pKa=9.5 (25°C)

AR (1-20) 1 HEIHER R S720
LB RL
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(1) FRORXH. B FE . REBDT 4N —T 4 T HE
HVER B VPR Eq1] Him 1R
e A& (mm) 5248 (mm) JEE (mm) & (mg)
Res B 15.6 6.4 5.1 441
2) HHOWE BRIl
(3) #Ala—F FERIAARICIN T T =48 ) Lok
(4) pH. RBEE. FHE. | L4 L0
HE.RZEX pH =
=
2. BE|IOHERK
(1) BxhAD GEMR |1 8EFICI T~ R —VHEERYE 37.56mg O BRI /7= 325mg & H 95
MDEE
@) Y BRELO—Z TAT7— LT T Fo T 7Y a— i R Y A, R EaaL T
T AT TV R~ R A e RAR—R @b T H | v rad—/L 400, FEth = g
b8k, RY Y L_—k 80, HLF o ary
(3) Zmih BAIPAYA

3. BEH. RO | ZAEL20
HITHT HER

4, BEOSEEHT | OIERBRIC T L2 ENE
B3R EM 1) PTP/a%E v

A bR PRAFRAE R RE PRAFHATH AE R

PTP(R VAL =)V

o | a0C/ et = WP RO R B B0
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. EHtE

O FRRBIZ R T DL EM: ?

Ty RV T P
A 40+2°C TS A 3%A W ORERAE L B k72 L
wp | 292C/ e~ B 3pH [T OREBEE RS I L
Mz 75i5%RH P Fii [N/ =] 22
10001, v 50 1
5 wofrx | TTY L R [P RomB R E L
g | O77OATEED | o0t

HIETHE MK, v, & i

O ek o e
PRAFSRAE RAFIERE el e
25+2°C/ | eIy N
PAYmAI| BN & Iy
A 60 5%RH | #73%—hE) 3nA | WTHORBRE RO
252°C/ | eIy N
AL o A AR A7
oyt 60L5%RH | #73k—hE) 3 A W OREBRE R AL
X1 HEBEH MR, WM, B, BE
%2 WIEHH MR, B
AZE LR
AZE LR

NS NG A |1 456 I S O A A RS SR AR T AN S AT
HIERBRZ FEHIL . S TORIFT I TR L[5 T L HE &S, ¥

R LA N7 7y NELABET =45 )
Uk 1§ N7~ R — VIR 37.5mg /7T ® T/ T =
’ 325mg &FH
el T4 T—T (T RE
F2E VE K| K : 74 v a—T 407 B (BeABE)
EHRBRS | 7SRVEE,900mL,37+0.5°C 50rpm,/ A iE A2 L
AR O pHI1.2: HARZER A RS 11K
@ pH5.0: 7= Mcllvaine & #i%
@ pH6.8: HAIK = A HFERES 2 I’
@ K

72k, NRVYE, 100 [B1#E TN R EFERE (pH1.2)IZFBU T, 2 KWL, 50 [BlH5 T
HERIA N ONGRBR LA 612 30 23 AN 85% LA E¥AHLT=729 RIS MR ER T AR
FTAAZHEN 100 [FHROFERITA ML=,

OrF~R— Vi et

CHlE ]
-pH1.2 (50rpm) :

-pH5.0 (50rpm) :

-pH6.8 (50rpm) :

FEEHERIAN D SR 2R DY 60% K O 85% UL & 72258 2 70 2 FRE AT E
T, BB O TR R IAR YRR O P EJR R D £ 15% D
FIZH o7,

FEYERLAIL 15 20 LAWY 85%LL E¥AHIL., 15 BT AR D
R SR A AE R A D SEER SR D + 15% D FaPH I H -T2,
FEEYERIFNL 15 3 LANITTEY) 85% L0 FIR L., 15 2B ARLD
R 2R AR VERLA O SERJER D = 15% D EiPHIZH -T2,

6



/K (50rpm) :  FEHERGRIT 15 73 AT 18 85% LA EIRHHL | 15 7312 R DA 5D -
PR =R IR HERGR O PR H =R D £ 15%D#iPHICH T,

[Pt hRR ]

@® pH1.2 (50rpm) @ pH5.0 (50rpm)
100.0 100.0
. 80.0 80.0
g e
% 60.0 W 600
i a
400 " 400
o —O— BAERA (A5 —o— I HMH (RE5HR)
2 TSy bRAR (25 200 B L TS5by MRESR (%)
0.0 - * g 0.0
0 15 30 45 30 45
B (5) o " wmon
@ pH6.8 (50rpm) @ K (50rpm)
100.0 100.0
80.0 80.0
9 S
# 600 # 60.0
H H
® 400 ¥ 400
—O— A (BA ) —O— IRAWH (RAR)
200 7Sty MERAR (25 200 & 75ty MRAR (%)
0.0 . . ) 00 . . ,
] 15 30 45 0 15 30 45
B (43) B (53)
O7®hr/ 7=z

CHIE]

*pH1.2(50rpm) : FEHERIAIIT 15 S3 LANIC T 85%LL EIRHIL ., 15 I ICBIT DAL D
SERE S SR AR B D R R 0D =+ 1 5% D HEPH T o 72,

-pH5.0 (50rpm) : AEVERIANL 15 43 ANIZEY 85%LA LIEHIL ., 15 3231 AR D
SERE R SR AR B D R R D =+ 1 5% D #EFH T -T2,

*pH6.8 (50rpm) :  FEHERIKIIT 15 S3 LANIT T 85%LL EIRHIL. 15 I BITDAMLD
SR SR AR B DO SRR HH FE D £ 1 5% D FEPHICH o 72,

K (S0rpm) :  AEHERLANT 15 S LANICEE 85%LL EERHIL . 15 /3BT HARLD
PRI H SR A E AN O SRS HH 2R D = 15% D #iH Iz o7z,

[P hR ]

@® pH1.2 (50rpm) ® pH5.0 (50rpm)
100.0 | 100.0
80.0 | 80.0
W 600 W 60.0
H H
400 | ¥ 400
—o-BENH (R —o—EaENH (WA
200 . 7SEy MRASR (=% 200 W L 7SEy MRASR (%)
0.0 . L g 0.0
0 5 30 45 0 15 45
B (93) B (53)
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