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<A N ARERASHORETH 5,

— %4

(1) fn& (fm4ik) o7~ R— gl (JAN)
T T/ 7xr (JAN)

(2) 4 (f47%) Tramadol Hydrochloride (JAN, USP, EP), Tramadol (INN)
Acetaminophen (JAN, USP). Paracetamol (INN, EP)

(8) A7 A T~ F— VIR - $F A -adol
TN T2y AR

BEAXITRHER
[ b T~ F—/LHEERHE ] (T T 7]
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e 3 0
; 10y
5 HC™ N
« HCI
OH
! RO RV EL RN
0.
CH.
SFXRUSTFE

[ h T~ R— LRt ]
4342 1 C16H2sNO: « HCI
Sy f& : 299.84

(T T 7]
4320 : CsHoNO2
sy 1 151.16

LZ28 (%)

[ b T~ N— LI ]
(1RS,2RS)-2-[(Dimethylamino)methyl]-1-(3-methoxyphenyl)cyclohexanol
monohydrochloride

[(TE T T x]

N -(4-Hydroxyphenyl)acetamide
BA%. Bla. B5. 58S
KR L

CAS &&=

[ kT~ F— Uit
36282-47-0

(T T 7]
103-90-2



M. S ICEYT HER
1. YEEERtE
(1) 4+#8 - MK
[ b 7~ F— Lt ]
HEDR DR TH 5,
(T T 7 =]
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BRI L
(T T3 7x]
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MMER L
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HE TR o7~ F— Uil OmRRRIZED
(1) A PTRR SE ) E 1k
(2) BRABILA 7 SARIERE (Y T LEERITE)
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4. BPHS DE=;
[ N T~ F— UG ER ]
HiE v o~ F— G OE&EEICEID
AN 7S E R

AAHK) 0.18 g ZAEERIZE Y | FERE(100) 25 mL (ZiE)> L., BEKEERS 10 mL 2 /1% 72, 0.1 mol/L
R CIHET D (BAEMERE), FEEOFETERREZITV., MET 5,

0.1 mol/L i& i F# i 1 mL=29.98 mg C16H25NO2 « HC1

(T T 7]
B (7 7720 OEREICLD
SRS TR B AE v

A EOT 2 TR 7 2 U ERERZTERE L 2020 mg T O EICEY A X/ —/L2mL
WL, KZEIMATIEMEIZ 100mL &35, Zb O 3mL T >Z IEfICED ., KZEMZT
IEREIZ 100 mL & U, slBRAIR L OFERERIR & 95, s BRI M OREHEVAIRIC D& . K& *FR
&L, AR ERIEEIC L VB ATV, R 244 nm (28T W Ar LY As Z
ET D,

T N7/ 7z (CsHoNO2) D& (mg) =MsXAr,/ As
Ms: 77372 AEmENORERE (ng)
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JFEE (mm) 5.1
#HE (mg) 441
(2) EFDYE
YR L

(3) #EAla—F
AEER : N7 T8y MNdEsE~/LA v~

(4) pH, BBEXL., HE., LkE, BEEOERURER pH HE
PR

. HERIDFERK
(1) %D GEMERSS) DE=
[ 7E44 T Ty NEAHE <A V)
BRhSY « v HJE b7~ F—/LHifgH 37.5mg
(1 #&H) HRE7® 7/ 7= 325mg
Wt ra—x, TAT7r—fbTTS . T a—
I g N A, RyEmalFory . ATFT Y VB S
i~ FUY L e FuAn—RA BT X <7 mF—L 400,
o = kgt RY Y A_— K80, HAFAm
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(1) z2EtER o
Fe &AL 2 F 7= IR (40°C £2°C 75%R.H. = 5%R.H.. 6 # A)DOfE%E., v 7ok
FECEEBE T~ A o) 1B F OHSRE FICBWT SERLE THD Z ERHER S -,

FRBR O FHEE RIS R HE PRAFHA s
—_—— 40°C+2°C,/ | PTP @t : PTP > — 6 » A A TORBRERIZBNT
e 75%RH+5%RH NZaAE R R L HE O#PHNTH - 72,
AERTHE PRI, MERRERER, RIEERER. A0, WM. BRI RH : FH%HT
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; o o ¥ ta 7 7 AN
T EE + e A
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ozEtt | PE | 750RH- 5%RH (B0 3R | ELRL
e o R B ¢ 15em ¥ v — L - i
ot 120 Hlx - hr | (S5 7 4 L AT —) ZAERL
PRERIEE - PRIk, MERER, AN, EEIE. A RH : FH*HEE
(3) 4ElIREE T DL EME 5
SRk O B RAFE A B R
ek R HE) 25°C +2°C,/ BaRaIk i -
TOREM 60%RH +5%RH (AW 34 A 2L

AUBRIEH - PRIR, AEEERUBR, YA IR, EEIE, M
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. HF L DEEELE (MEBIEFEHEL)
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. AH

BIEEI S DY) FRIRIFENIR T A BT A TS <R (s oBelrE) o

(RIS DM FRIFEMERER T A BT A ) I2HEw,

N7 Z®y NELESE T~ A1 ) &

TR YERA DY H 28 OFEME IS SV TRET L 72,

RBREF | hT7 Ty MEGEE <11 )
EAERA] | b T~ F— U 37.5mg KOVT & FT R ) 7= 326mg & EAT HELAHE
R BB | AR - RRBRE BEHERRE S MUk
RBR | 3720.5C | #mm& | 900mL
OpH1.2 : AARER O HRERE 11K @pH5.0 : w7 Mcllvaine OfEE iK™
2= B o | OpH6.8 1 HAIKET OWEHHERE 2 i @K
%0.056 mol/LL V »f—7k#EF MY U A& 0.025molL 7 =% T pH % &
B & % | % 50 ElfE (50rpm) | mmER [12<0un
W EE | wkrkre~vbhro7 40—
e E U

(1) b7~ F—)LiEEetE

FEVERLAIAY 15 43 LN 1) 85% LA E¥E ¥ 2354 - pH5.0, pH6.8 X TUVK, 4 50rpm

FERBLEN A 15 43 AP 1) 85% LA EIRH . 3 5 WM 15 4312 81T 5 RBR B 00 SR H R A
FEUERLE D S R + 15% D FAPHIC 8 5,

PEAERIKI N 15~30 /312 ) 85%LL EEH 3 284 : pH1.2/50rpm

FEYERLA O SERIER R DS 60% K U 85%30T & 70 2182 70 2 g jSUZ I8\ T BRBR LA O 27
HERDMEERIA O P TR = £ 16% OHFIIA, & D £2 B OfEN 42 LI ETH D,

Q2 7t T T

FRYERLA AN 15 53 AU 1Y 85% LA Bis§ 5456 : pH1.2 | pH5.0, pH6.8 X UK, /45 50rpm

RERIRLAI 7S 15 73 LIPS 85% L1 RIS & 2N T 15 2312 381) 2 akBR LA oD - 57 Hi #7203
FRAERL D SRS R + 15% DO HIPHIZ 5 5,
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