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Toaraset® Combination tab. [EE ]

i1 B | 7 0nba—F 7k

A o RE R S| B AGEEREL ER - EMEOLMLZEICIVERTL L)

. = . = L. D FORE AT .
b T~ N VIERRIR 37.5mg, TR TR/ 7 = 325mg

B

M 4 hTI~F—NERE TENTI ) T2

—_— 119
& & £ 4 : Tramadol Hydrochloride, Acetaminophen

KWAFEHHR 20184 8 H 15 H

HERFTEREBEFEFRABD | . '
e (o e SEAMFEHEH © 20184212 A 14 A
il FoEEAH 2018412 A 14 H

FA%E - SLERSE (@A) - | RiEkoec « =ty MRt
R# - BRES# A | K % oo HEIHKRKEH

EXFRELETOERSL

HE TS BEEYR—Fo 2 —
W& H» £ B O|TEL: 0120-517-215 FAX : 076-442-8948
EIFRBALRE AT R — LX—  https://www.nichiiko.co.jp/

KIFX20235F1ANET (F6hR) DORTXEDEBIEIERETL /=,
BT O SCEM T, EEMLEREIRR AR —L_—
https://www.pmda.go.jp/{Z T ZHEE T S\,
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L CRAETE 2HEICTIIATEMAND 5, IFTRREOTEHBEEZZ T T, YiZER L ORI
EPMERR - RIET 200 THLZ LD, Fifll - REUUTHINZZ T I 225202 E 258 L T
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I. BEICE9 5HE

1. AROEE
AKHNTI N T~ R— VR 72 N7 3 ) 7 = BHRD & T AIEMEIE e %I
BERTH D,

AR L, B ROSABR TR R E, ZEMRER, EWFnRS B % Ik L, 2018 4E 8
A 15 BIZAREZEE L, 20184 12 A 14 BHICIRFZ A B L=, CGEEH 1121 F 2 7 (OF
B 26 45 11 A 21 H) (2D KRGS

20194 4 H 1 HIZ=V Ay K =—HF A RS 2y RS~ A EF SN,
HIE TR SR IRGET D2 L b leoTz,

2. R0BREN - MHIFHNEFHE

(1) AENT ST~ R— UGB 7Y% N7 2 7 = ARG L9 D8RR,/ & m
IRIEAITH 5,

(2) WHMEZ =D D70, FEAFREICKIESA, BiIClo4 s L—F—HF L7,

(3) PTP v — MIE Yy Fay ba— 2170, 18I EIChN%, G, DERIGHEA, GS1
T—HN—%FR LT,

(4) EEEFEIIBRE 2R3 BED TBAEWE) &, o4, MEHBIR, ®iEHFS, GS17—2 "\ —%
FLEk L72OI VB # J P ETH D,

(5) ERZEWEH BEEARR) LT, vavy, 7T 74 7%—, &8, FilEL, KT
M, TR MR R AERLEIE  (Toxic Epidermal Necrolysis : TEN), J7 i k55 AR JE o
(Stevens-Johnson JEMERE), SMEREMERESYERRERE, MEMEMZ%, MEEER, Stk
HIEE, WmERIEORERE, BUENTR, FTHRERES, SH, FERIERECE, PEREG], H55)
PRI BUEIEGERE DS S ST 5,



I. AWICEY5RE
1. kA
(1) ¥4

FT Tty FeELEEE TEE)

(2) #4

Toaraset® Combination tab. [EE]

(3) AMDHRE

AAY =V v 7 EHG « A A LT — 22D PRk LR ERRL O —7 7 > P4 LD

2. —g4

(1) M4 (4%
k7~ F— ViR,

(2) #4 (G4%)

TR/ 7 = (JAN)

Tramadol Hydrochloride, Acetaminophen (JAN)

(3) RTL4L

Ko~ RK—L: ZOMOEIFH ; -adol, T RT I/ 7= : AH

3. EEXXIERERX

k7~ F—/L IR TENTI )T
_CH,
i - o~ OH
i / mh“xk /
"\-K\H
j * HCI 0
T~ /l y
OH Gt e W
H3C H e
BRUESREMK
“CHj
4. A FRXRUVSFE
kZ < F— G EEHE 413K 0 C16H2sNO2 - HCL, 201 & : 299.84
TENTI )Tz 43¥3 : CsHoNOz, 43 1-& : 151.16
5. {28 (fdE)
k7~ F— LRI (1RS2RS)-2- [(Dimethylamino)methyl] -1-
(3-methoxyphenylcyclohexanol monohydrochloride (IUPAC)

TERNTI )Tz N- (4-Hydroxyphenyl) acetamide (IUPAC)
6. {BR4, 4 KBS, E5ES

Bz L
7. CAS B2RBE

kZ < F— G EEHE 36282-47-0

TENTI )T 103-90-2
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(1) 48 - 5K

b N LR

AEADFEREDOM K TH D,
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A O SUTREEEDOM R TH 5.
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NS~ F— MR
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TENTI )T

KA 7 — AV F=% 7 —v (95) ITETRT L, KITRORET I
KL, VEFNLZ—TNImBD TETIZ U,
AREEAKEE LT B Y o ARIRIZEET B,

(3) Wit
LB L

(4) BR (SR, BR, RER

L

B 0 180~184°C

TENTI )T

B 0 169~172°C

(5) BEEMAEN
LR L

(6) SEFEH
LR L

(7) ZDHDELTIEE

L

KD (1-20) (IhEEEE RS20,

2. AYPHSDERELHTICHETIRE.

BRI L
3. MM ORBHERE

o~ N L HiR

(1) SRANATAE S ) E ik
KDL ) —VEFERIZ D EWIN AT MLV EREL, KD A
R MUVEREDOSRARY ML BT S & &, WEDART
MUVEREI—EED & Z AICFEBEOBRE ORI ZRBD 5,

(2)  FRIMERIL AR S OVRIE
WAL U O KAEEANEIC L 0 BB ATV, RO AT FL LR
DBRARY MRS S L&, HFHEDO AT hVIERE—HEEK
D& ZAIZFRERDIRE DRI %788 5,

(3)  EMERIG
AR DRI O eSS (2) #8215,

TENTI )T

TR AT+ JVRIE R
AL Y 7 AEERNEIC K 0 RBR ATV, RO AT L EREDOS
BEANRZ NAIETE NI ) 7= VEREGORT NLE T 5
L&, WMEBDOARY FVIEE D & Z AIZFEREOTREE ORI % 7
DD,




4. BRSO EEX
b7~ F—/UHERRf RN E T

A WERRIZIR > L, SR SR IR Tl AE S 5.,
TENTI )T RO TR BE U E T
AEHA IR K CRREIRIZ D&, Kaextg e L, M TR EE
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V. RFIZEI HRAE

1. i
(1) FRORXR, SHEERUHER
R 724 c7 Tty MELEEE TEE)
PEIR - AITE WHEEDT ANV ba—T (U T§E
A fr‘_’_t“ ': i SVE— \ —
e A Gt —
E A (mm) $15.2X%7 6.4
2 & (mm) #15.1
B #(mg) %) 431
WA — R NN
%) K75y NidAsE  EE
ﬁ%é;F Fo~ P LI TR RTI ) T ey
(2) #FlIDYMH

(MV. 4. "B OKFESMETICBT D LEME) OHEBM)
(3) @Ala—F

(Mv. 1. (V) AFBEOKHI, SMLEOMIR] OESH)
(4) pH, ZBEL, HE, HLE REOERURTEL pHiEE

MERR L
2. SHEH DMK
(1) %S (FEHS) OEE
HR5E4 cT Iy MNELAHE TEE]
7?1%;"1?%;;\ h o~ F—/VIEMIE 37.6mg, 7k F7 I/ 7 = 325mg
A TERLER, v usNa g, I Au—RAR Ny A, BREEKS AR, R
whnin fbF% >, ZTbEk, AT TV VB~ R UL, XL, ETRA—X, R
Ve= 7 a—i G afbs), <27 a2—/1 6000
(2) &y
(Mv. 2. () B@ESy (&R OF &) OEZBHR)
(3) =Dtk
BAL & 3EVP

3. BAH, AFOSBEICHT HERE

A% L7




4. HEDBEEHTICETEIRER"

(1) MEHER
ndEEER (40°C, 75%RH, 6 » H) OfER, b7 7%y MdE#E TEE] (B&aih) 13,
BEOMGIE FICBWT SEMEZETH D Z ERHERI ST,
OMERER [HR&oitmiEe (PTP ad) ]
HIEHEE LRAF R
<k > BH #h 1% A 3% A 6 » A
PR o A o A N A
USROS 4 L 4 S Le Le LE A
ﬁﬁﬂhﬂ %‘ﬁ N N o o o
(HPLC) e
pE (HPLO) W W o o
& — MR (%)
il k7~ R— LG ERE 0.82~2.42 — — 0.84~1.73
% <15.0%LLF >
- &R — MR (%)
P TR )T 1.26~3.78 — — 0.60~1.73
<15.0%LL T >
\ kT~ K=V (%) N N N N
@ 3045, 85%LLE> 98.0~101.5 98.1~101.7 83.6~102.3 97.0~102.0
3 t?figg;;/gz;;itg?) 96.9~100.7 97.1~100.9 97.1~100.5 97.1~102.0
kT~ F—VIRERE (%) *2
5  95.0~105.0% > 98.47~99.23 98.42~100.25 98.51~99.86 99.61~100.53
B | 727720 (%) %2
05,0~ 105.0% > 97.39~98.44 98.44~99.44 98.46~99.24 99.00~100.01
¥1: (i) Ofx OEZEWE : 0.2%LLT,

K2

HolkoEzEWE (RRT : £ 0.54,
= /=)L) :
FTEIZHTDEAER (%)

c #9061 O

%9 0.79)

13ER<)

QOwERYYE (TR rTI )7y, IS R—AKOTEINTI ) T2y
:0.5%LLF (i) @RRT #1045 4-73/7
50ppm LA K, @@US DO %« DIEFHE : 0.10%LL T, O@LS OREZWE : 0.5%LLF




(2) HwEEOREESR

BRI - 2017/11/1~2018/7/13
O®|AME  40°C [, [UEBEARE
AERIE ok LRA7 ST
<HKE > EE BH G 1% H 35 A
Mk n=1 TACFC0001 WIEEBD T 4 LA WIEEBD T 4 LA WIED T (LI
<YIEEBDT 4 NV ha—TF L TEE> a—7 4 T a—7 4 T a—7 4 7
PEESAER n=1 . . .
W; ;in TACFC0001 S S e
] kT~ R— Vi n=6
t@ 2304y, 85%LLE> TACFC0001 97.9~99.4 99.5~101.7 98.8~100.2
M TR/ 7> n=6 N N N
<3045, 85%LLE> TACFC0001 97.5~98.9 99.2~101.3 96.8~99.6
kT~ RV %) 2
- 12 < 95.0~105.0% > TACFC0001 98.12~98.25 97.90~98.05 97.13~97.89
i TENTI )7y %) @
=2 < 95.0~105.0% > TACFC0001 98.51~99.87 99.35~100.39 99.04~99.50
(B 5 1) TACFC0001 183~189 187~198 184~202
fifiE (N) n=5
#1: (i) OFx OIEZEWE : 02%LL T, OlERWE (TR 7/ 7=y, FI<RFR=AEROTE®INTI /) 7=V
Hsko¥gEzmE (RRT : £ 0.54, : 1 0.61 %O : £ 0.79) 13FR<) : 0.5%LATF (i) @RRT #1045 (4-73 /7
=/ —/) : 50ppm LA F, @@LA DO %« DIEFWE : 0.10%LL F, ®O@LIAORIEZWE : 0.5%LLF
X2 RARRICKHTL2EEE (%)
QAL 25°C - 7T5%RH [, B
HERTE H oy b LRAF IR
<HkE > i B Ay 1% A 3 H
MR n=1 TACFC0001 WD T 4 VA WIHBD T 4 )L WEBD T 4 LA
<YIBEBDT 4 N ha—TF T EE> a—7 4 T a—7 4 T a—7 4 VT EE
i SR n=1 . . .
" j;in TACFC0001 Ry Ry Ry
] kT~ R— Vi n=6
t@ 2304y, S5%LLE> TACFC0001 97.9~99.4 99.2~101.3 98.9~100.4
M TR/ 7> n=6 N N N
<3045, 85%LLE> TACFC0001 97.5~98.9 99.6~101.2 98.9~100.0
b T~ RV %) *2
- 12 < 95.0~105.0% > TACFC0001 98.12~98.25 98.96~98.99 98.84~99.06
i TENTI )7y %)
1=9<95.0~105.0% > TACFC0001 98.51~99.87 99.45~99.71 98.64~100.19
(Z5 1) TACFC0001 183~189 181~196 177~194
fifiE (N) n=5
#1: (i) OFx OIEZEWE : 02%LL T, OlERWE (TR 7/ 7=y, FI<RFR=AEOTE®INTI /) 7=V
Hsko¥gEzmE (RRT : £ 0.54, : 1 0.61 %O : £ 0.79) 13FR<) : 0.5%LATF (i) @RRT #1045 (4-73 /7
=/ —/) : 50ppm LA F, @@UA DO %« DIEFWE : 0.10%LL T, ®O@LAORIEZWE : 0.5%LL T
X2 RARRICKHTL2EEE (%)




O

25°C - 65%RH, H#t

[3000Lx, > —1Ll-, Bk

HE (N) n=5

HERTE H =V KR &
< JHHE > H BHAGEE 60 77 Lx*hr 120 7 Lx hr
Pk n=1 TACFC0001 WEHED T 4 LA WEHED T 4 LA WHEABD T 4 LA
<YHEODT 4 VB a—TF ¢ L TEE> a—7 4 VT a—F 4 VT a—7 4 VT
i R n=1 . . .
?%nﬁ TACFC0001 e e e
k7~ K— L HEEEHE n=6
H@ 23045, S5%LLE>S TACFC0001 97.9~99.4 99.7~100.7 99.4~100.5
M TEFTI 72 n=6 N /\, ~
2304y, 85%LLLS TACFC0001 97.5~98.9 98.6~100.7 97.8~100.2
b T~ B U (%) *2
5 122 <950~ 105.0% > TACFC0001 98.12~98.25 98.43~98.54 98.56~99.38
" TERTI ) T2y %) 2
122 < 95.0~105.0% > TACFC0001 98.51~99.87 99.00~99.34 99.32~99.42
B EAE
(25 i) TACFC0001 183~189 176~188 175~194

¥1: (1) O~ DEZEWE : 02% U T, OREEWE (T 73/ 7=y, NI F—AKRTE®INTI ) Tz
koW E (RRT : £ 0.54, : 9 0.61 LT : % 0.79) 13F%<) : 0.5%LLF (i) @RRT#0.45 (4-73 /7

=/ —/L) : 50ppm LA F, @@L DO 4 OEZEWE - 0.10%LL T, @@L ORIEZWE

X2 FREICHT BEAE (%)

5. MMERUVAREROREM

Y L

6. fhFl L DESEL (MEIEFHEIL)

FAROAYA

0.5%LL T



7. BHH%

(1) BHHER
< 7 7%y MEGEE TEE] >
I EI L DA FHR EVERR T A BT A L HEO—EICOWT CERE 2442 A 29 H
AR 0229 5 10 =)

(b3 < F—ILiERIR)

AR S
WE - AAKRT WHREE SRV
[l#REr K OFRBANE © 50rpm (pH1.2, pH4.0, pH6.8, 7K), 100rpm (pH1.2)
CHIE]
- pH1.2 (50rpm) TiE, FEAERAIL AT E HIT 15 IR 85% L1 Biat Uiz,
- pH4.0 (50rpm) TiE, FEAERAIL OAGLITE HIZ 15 0 LINIZTEY 85% L1 Bia Lz,
- pH6.8 (50rpm) TIiE, EHERAIL AT E HIT 15 0 LINIZTEY 85% L1 Bia Uiz,
- K (50rpm) T, FEHERIEIR ORI E HIZ 15 2y LANIC ) 85% L0 s L=,
- pH1.2 (100rpm) TiE, FFERIEZD 50rpm OIFHFRER T, 15 /AP RERIA] K5, &
HI Y 85% LA EIAH L7=72%, 100rpm O HFRBR A2 EmE L=,

Pk, 7 Z7%y MiEASE TEE] OB b7~ R— U HBEBREICOWT, IRHZEE) 2
HERIA (Bl A 82, 37.5mg) LI LR, 2 TCoRBRIRICB W T ERERLOEYF
IRIEMERBR T A RT 4 > OHEEEES LT,

ik Y
(VA HH AR
W ZEE) (Inl#54% : 50rpm. BRI : pH1.2) w2 E) (M55 0 50rpm. 3RERHE © pH4.0)
wrer e @ 100 . °
Qe
80 f 80 f
b3 :;*:
W60 W60 P
% 40 % 40
20F c 20 | o
0 15 30 0 15 30
W (5) W (5)
—e— [ 7FEIMASIEE] e O FEHE A | | —e— 7T RIMASIEE] e O FEHE A
wHZEE) (Inl#5%% : 50rpm. BRI : pH6.8) W2 E) (955 : 50rpm. BRERHE : 7K)
100 T —e 100 F °
P
80 | 80 | _
s -
W60 o 060t /
% 40 F % 40 F '
wt /o w0l A9
0 1 ) 0 ) )
0 15 30 0 15 30
W (5) W (5)
—e— [ 7FEIMASIEE] e O FEHE A | | —e— 7T RIMASIEE] e O FEHE A




(7 72/2xY)

AR S
WE . AAKRT WHREE S RUVE
[l#REL & OFRBANTE © 50rpm (pH1.2, pH4.0, pH6.8, 7K), 100rpm (pH1.2)
CHIE]
- pH1.2 (50rpm) TiE, FEAERAIL OAMGLITE HIT 15 5 LINIZ Y 85% L1 Bia Lz,
- pH4.0 (50rpm) TiE, FEAERAIL OAGLITE BT 15 0 LINIZ T 85%LL Biat Lz,
- pH6.8 (50rpm) TiE, FEHERAIL AT E HIT 15 0 LINIZTEY 85% L1 BiaH Lz,
- K (50rpm) T, FEAERIEIR ORI E HIZ 15 0 LANIC ) 85% L0 s L=,
- pH1.2 (100rpm) TiE, FFERIEZD 50rpm O HFRER T, 15 /AP RERIA] K5 &
HI Y 85% LA EIAH L7=72%, 100rpm O HRER 2 AW L=,

Pk, F7Z7%y MiEASE TEE] OFKSTE T ) 72220 T, IRHZEE 24
YERIA] (AL EE, 326mg) & Hfe L7-fE R, & CoRBRIRICBW T ISR EKN 04
FIZEMEREBR T A R T4 > ) OHEREIES L,

= Y
(VA HH AR
whzsEh (Inl#5%% © 50rpm. AR © pH1.2) w2 E) (M55 0 50rpm. 3RERHE © pH4.0)
wrE- e 100 F .
80 80
o
R R
W60 o W60
% 40 F % 40 f
w0t /.o w0t /.0
0 I y 0 ) |
0 15 30 0 15 30
W (5) W (5)
—e— [ 7FEIMASIEE] e O FEHE A | | —e— 7T RIMASIEE] e O FEHE A
wHZEE) (Inl#5%% : 50rpm. BRI : pH6.8) W2 E) (955 : 50rpm. BRERHE : 7K)
wro 100 Qs
80 80 O
N o N o
W60 W60
: / i
% 40 | % 40 |
0t /. 20 b
0 1 J 0 ) 1 J
0 15 30 0 15 30
W (5) W (5)
—e— [ 7FEIMASIEE] e O FEHE A | | —e— 7T RIMASIEE] e O FEHE A
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11.

12.

13.

14.

. EMFERNFEE

LR L

. BFIhOBERRLS OREBHBRE

kv~ s777 14—

HEWAKEDO NI~ R— T T I 72D —7 K OREIRKOFE E— 7 O
RERNIIZE LV, 72, TNHDOE—7 OWIN AT VIEFE—EED & Z AIZRERORE

DML 2588 %
HEPOEDRS DEEE
Wik~ 777 40—

Fi s AN EER!

BENFE K, T Reroy, RUZFILT I,

palfi

% L7en
BATHTREMDH LSRR
M EE R L

RSV ELRS - MBI EHRTRRCEAT S1ER

PA=RANA
Z Dtk
Bz L
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V. ARICET HIEH
1. REERIIFIR
A A A FEJEAI TR IR P AL BIC T 5 8m
FEDS AR TR
Pt O

<%k - MRICEAET HEALDOFEES>
BVEER B IRV TE, TOIRR L 2 586EHRE, LERY - AE2r9%E K, K7 Y
A7 @I aiE el 217, AFNOREG OmEG 2 HEICHET 5 Z &,

2. AERUVHEE
FEN AN
WE, BRAICIE, 1R 18, 1 A4FRROKRET 5, MBI 4 KM EETHZ &,
7ok, JERICIS U CEEMET 225, 10246, 1 H 8 THRELRNWI &, £z,
ZENGRF OB GITRET D Z EDEE L,
et % DRI
W, A, 1E28EEZRO#&ET 5,
ek, BIEGT5AEICE, BEMBEE 4 RS EZET, 1R 288, 1 H 8&EAHA T
HLWwWZ &, 70, ZEEROEGITEET 5 Z ENEE LUy,

<Hi& - AEICBEY SERALDEE>

(1) #hH Ok
TEHEER B ICB VT, AR GBIA% 4 BMZRGE LT Rl 20808
BoNRWIEEESIE, Mmo@EYRIER~OLRERF T2 &, £72, EHINIE
WEROGHEEHR L, OGO LENEIZ DN THRFTT 5 Z &,

(2) #Hohik
BRI RFICRB N T, RAIOERGZ20E L L kot fiid, BIEFEDOR
AR TedIcRa IllEZsT 22 &,

3. EREKRTE

(1) BRT—2N\wF5—9
MR L

(2) ERERZNE
M EE R L

(3) ERERFEIRAER
M EE R L

(4) BREMRER
MR L

(5) BRI

1) B|IEALLEITRERGHER
M EE R L
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2) HEER
MR L
3) ReMHER
MR L
4) BE - WEHRR
AR L
(6) BB
1) FEABRERE - FEEARERE FHRAE) - SERTHRERKRGFR (TIRRERKSER)
MR L

2) RBEHLLTEREFENNERITENE L-HROME
L7
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VI. E33EEICEAT HIRE

1. EBEZRNICEEHHILEMITLEHH
FS< F—ILIEERIE
BV b RERERIE KT, A% a RUEREOKTIY, a7 A 2V R KT
T F7E/0zY
TI)T7x2)—NV%: Tt EF
T RNTENETR AT T AR, TVT = AR
FUVFABSR : TAEY Y, YUFATIR, =7 IR
vovyurf i ALY, T VT HE
Tz VT u bt Uk A7 77 o
HERMEERAR - AV Y —, WBTFT 7T 7 IR, BB Iox Iy

2. EEEH

(1) fEFRERML - (ER#E
AANL, FT7~ R—UEBELR T2 72 72 ORLEHITH D,
NI~ M= U I 2T A VRO AERIEEMTH Y, 55\ MORFEI¥ETH 5, £ DA
WIEFO—E T/ Vo327 v etr = OBV ARIHEIZE VAT S, 2
T N7 72 IRBGERIECH D, v ud R S =Y IEERITA LR, HUE
TESORIRFAE FAXIAER U C RS I 2 YRk S8 CTERIR A T 2, SR IE IR & KK
REDHRREBEEZ -1 ks efteansd, @

(2) ENEEMITHEBRAAE
MEERR L

(3) {ERRBRRE - FinbkmE
M ERR L
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VI. ¥MEhreicBis 5I8H

1. mMAREDOHRS - BIEE

(1) ARLEVGOHPRE
MERR L

(2) RELPREDZERRE
(THRARARBR CHER S U7Z RIS | DIES )

(3) BEEREBRTREIN-MHRE"
BIRREIS DLW LR EMEREBR T A R T A L EO—ESIEICHOWT (CERE 24 4£ 2 H 29 H
IRATFATE 0229 # 10 5)

N7 7y NiLGEE TEE) CAEWERIA] (B84 %, 7 A4 ——kIZL Y ZnEh 1 &
(FI~ F—tifeth s LT 37.5mg KT F7 3/ 7= & LT 325mg) fEFERL A B
KA THEROZFE L CETFO F I~ F—L kT8 b7 7=V iBEA2IEL, 5
SNT-EMENHE T A —% (AUC, Cmax) 22O\ T 0% X EEIC THEEHI-IT 217 -
7R, log (0.80) ~log (1.25) D#PHNTH Y, WiHKIDEYFHFSIEDSHERE S iz,

<kFZTF—IL> <7+ 72/727xz2>
(ng/mL) (ng/mL)
200 - 6000 -
—& VoA ST EE —& VoA ST EE
Qe BEHEBLE] (FEH]) it Qe BEHEBLE] (FEH])
= Mean+SD. (n=24) 4 5000 = MeanSD. (n=53)

150

100 13

ERES— AN BEEE

50 i

0123 5 8 12 24 36 48 24 36
L (hr) L (hr)

1 SR 5 EF O T M h R EHTS 1 SR 5 EF O T M h R EHTS

YRR/ T A — 2 ]

HIE/NT A —H BEIINTG A —K
AUC: Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
b rTZE Y b
_Z Kl AasE TEE) 997.2+370.9 160.6+35.4 1.1+0.4 6.0+£1.1
N e
A BRIEEA 1008.3£376.7 | 165.7+51.9 1.1:0.6 6.0+1.2
| (&A1
7 T Iy bk
Z -1]? fiAsE TEE) 17220+£5158 4815+1407 1.0+0.6 3.9+1.6
v Y
7 PRAER 17270+4837 4826+1571 1.0+0.8 4.24+1.9
N (FEA)

(1 8% 5., MeantS.D.,n=24 (F7~F—/), n=53 (F&+T7 I/ 7=)))

MEREEE I ONZ AUC, Cmax 50 R8T XA —2 %, #ERE O, KK OERE a5 - HiE
SO L > TR D AR N B 5,
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(4) st
A ER e L
(5) BRE - ftRAEDEE
(TVIL. 7. MEEH) OHESH)
(6) B&ER (REaL—>3Y) BFICKVHBALEEMERBSEESER
MG R L
2. EVEERI/TA—4
(1) BHAE
A ER e L
(2) RIGEETEH
MEERR L
() "MAXTRLFEY T«
A ER e L
(4) HEREETEH
BRI L
(8) VU735 0R
BRI L
(6) HmEE
NG R L
(7) hREOHEE
BRI L
3. IR
A ER e L
4. 9
(1) mi&-AKEEF@EiEE
NG R L
(2) Moik-ka 8RS @B
(TVIl. 10. #fhs, PEhw, RIBE~OEEL ) OHZBH)
(3) Eit~DBiTH
(TVI. 10. 4k, PEhw, RAWME~OEL ] OHESMR)
(4) BEE~ADBITHE
NG R L
(5) Tt~ DHBITHE
A ER e L
5. {3
(1) KHEBELR UK HERE
NG R L
(2) REICEAE5T HBER (CYP450 35) 4T
T~ F—id, EBICEmHEEESE (CYP2D6 O CYP3A4) 12X » TR shn s,
(3) VEEBNEROERRVTDEIE
A ER e L
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(4) KEHPOEEDEERULLE
Y ER L

(5) FEHRHMORERN/SA—4
BRI L

6. HEitt

(1) BEERAIR UHERE
LB R L

(2) #it=
A ER e L

(3) BEMtERE
BRI L

7. FSORR—2—IZE8T B1ER
Y ER L

8. EMEICLDKRER
(TVIl. 13. WEHE ] OEZBMH)
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. R2tt (ERALOZESF) ICEY5EE

1.

)

B

¥
=3
o
>
AN
S
e
iy

[=]

(1)

(2)

@ i
og

ARk VEELHFEENRATIETANHLILITERL, PRI/ 2200
1 B#EAH 1500mg (FFl 4 f8) 2RI ERAETRARET SBECE, EHMICHHEE
SEHRETINE, EEICRET I L, ([EELEXNEE] OESE)

AFE FSTR—AXFT7E TSI/ 70280 H0EH (—BREERZSD) &
OHAICKY, BEREICEDIETANHLI O D, ChoDEFEOHAERITS
&, (MBERE] OIESE)

2. EENBELE0ERA (RAIEEZED)

(1)
(2)

(3)

(4)

(5)
(6)
(7)
(8)
(9)
(10)

(11)

(12)

**

B ROBFIZEEELGENIE)]

12 AR O/ (NS~ #E ) OS]

Tova—)b, MEIRA], $REA, e REUEADUIMEHERIC L Atk hERE
XA N H] S ORIl &2 b S E o B8 En 0 H 5, )

F 7 UMbESE (MAO) MEA] (B LY UHEERE, SHXU v AL LERE, &
7 4 RAVVERE) B OB, 35 IE% 14 BUN O BE (THAER
DIES )

TR T = AR A e G o B 3G R 1 BN oBE (HEHEER) ©
HE M

BEICEDH BN INTWRWTADPARE UERNELT I EBEZENND D, ]
HILMEESE O & 5 B8 UERDBEAT 281 H 5, )
EERMRORFEOH HEE (EEREBREZEIBZNARH D)
HESHEEDOHLERE (HERERL 28T HS (HRERS ) OHEER), )
BEEREEEOHLES (EEREBRLLLIBZNEH D, )
HERDEREAEOH 2 BE WERARDNT CARELDI, DAENHEET 2820
ndbd,)

TAEY Ui GEAT v A FRANC X D% ERIEOFHET) XX OBERED & % B3
(TAEV UEEORIEIZ T 0 A X 75 oD ALEERNES L TS EE 2L
ns,)

ARANO Rk LI BUE OBEERE O & 5 B3

3. MREXFEHRICEET IEMLOFE L EDEH

(TV. {BRICET2THE ) OHSM)

4. RERUVRAEICEEYT AERALOIE L EDEH

(TV. {BRICET2THE ) OHSM)
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5. HERSARLETDER

RERE (ROBHICIREIZRETSHL)

(1)

(2)

FEAA FEwRAlZ &G OBE EBREOR TR o2 ks hnd
% (IHEER] omEE),)
TAMDAEDFRBMERBIUI NG OO H 5 8BH, &5V RIEOMERRN 1
(BEEROME, SRS, 7o — L XXM OBEDEL, HIXMERYES) 2 H9 5K
FH URBREIELZFRTILENHHDT, ARG TIIBEEZ 512479 2 L,)
FEANHNMRRBIC & 2 B (FE N6 2 858 2 B2 3 d 5, )

IMIZEREEE O & 5 BE (FFRMGICEBENTED LA 2 kT B8Ennd 5, )

) OFELH TR AAE 7 D & 5 B REE 24 Uo7, )

FEAA REEFRAN 3 UIBHEUE OBEERE O & 5 B

Ta v 7RIS D BE EERASMRING 2R o823 s 5, )

FFRESE LB, HDWIEZTN O OBERDOH 5 B3 (FFHERE T BRERE N E L9 5
BEWDRSH D, 70, EWIMPRENSFH L, ERAXOEIERMERT 282 R3H 5
(MEEEY ) OEER),)
HILHERBOMEREO & 5 B HEMEEE O R A (EET 2 8EZ0NH 5, )

MR DEF X TZ DD & 5 8F iEEELZEZTBEnd 5,)

i D & 2 B8 U/ MOEREREPEZ D221 H D, )
ODHERBREOH 2 BFH UERNELT 280D 5, )

RES B OB 5 BE UERNE#EL T oB8EZn 1 H 5, )
Ta—NEEERE FEEND b T <72 (FEER] OESHR),)

Mgy - (ReIREE - BREELICL D INVEFAURZ, BAKERDOS D BE (fFEE
Wb bbb < ed,]

mnE ([EERE~O®E ) OESMH)
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6. EELGEXRKIBLTOERARVRESE

(1) AFNE, 18RI T~ F— LR (37.5mg) X O7 & 72/ 7= (325mg) %

GLRAEHITHY, "I~ R—=LETENT I 72 B OERWERANRETABEF1
BN DT80, WUNIARRIOFEH ZHErd 52 &,

(2) HAIC X VEMIEEAZAE LD ZEDNHLDT, BIEE2 Ho5I24TW, EEICEGTHZ L,

(3)

(4)

(5)

(TEKRZENEH] OESH)

L, g, ERSEOERNH LMD Z ENHDDT, BEREH5IATV, L - g
M3 5%t & U CHIMAI OO %, SRR T 2515 & L TR TRIOH 2B 8
L7, WEREEITH 2 &,

IRE, OF\V, BEHEENELZEZ 083550 T, AFIEE T OBEICITHBHOER
ESER Y O BB OB R SR WL 2 EETH 2 &, ok, ElIEKICE Y BE)
HEHICESflbHE Sh T s,

JEYYE & R (LT 2 BTN R H DD T, BIRE 51T 2 &,

(6) EERHEENHBTL2BENMNHLOTEETLZ L, TENT I/ 72001 B

&) 1600mg (KAl 4 58) 8T mHAR CENEGT 258 eI TRtz
TV, BEOREBEZHDICBIET L2 L, GHETRS LB RMERET258I12H - T
IXEMPNITFREREREAIT ) ZENEE LW, F7o, BHETEEGT 567 EI3FFIC
BEOWREE+DIIBIRT DL L b, AENRD ONGAITIE, BE, KREEOHE
OB ZE LD 2 &,

PURANC X DRI RRIE TIER <, MERIETH D ZEICHETH 2 &,
HERIFRANEI OV 27 BSEINT 5 BZNRH 50T, 18 miAm DL, PAZENEEIR
IRp SR B ST TS R R B2 A 2 BE I G LianZ &y
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7. HE#%H

b7~ F—Lix, FIZEMR

(1) SFRER L EDER
RS (BFALEZWLC &)

P (CYP2D6 K1) CYP3A4)

LC;OT{%%Téﬂéo

AN

R - F 187 1

B fElRIA

MAO BHEHA

T L XU R
(=7e—)
FHFY AL
73
(TYVvs 1)
VT4 FINAY
JVERYE

(=77 49)

AEIZBWT, o h=JERE
(BEEL, Wk, FEN, T, EHK
T, K RE T, I A7 e —X R,
TS o e AR (BB
1THEh, [EME, F&8E, Sk ),
MR R (REURAME]) e OO L R
(I, @ifE) oEEREIER
DA SN TW5, MAO FLEA]Z
BHHROBFE RO FIE% 14 B
uW®$% IRELARNWZ L, F

, AAFIBEE-H %I MAO FREA
@&5%%##5?A X, 2~3
HEMoOMBEEZETHZ ENREEL
AN

FRANEYIZ

TER s, %

-, FREROEtr f= o NE
BIoLEEZLND,

FIV R T = IR
‘U7

BEBUER A = T RBEhnd 5, £z,
ERIEHN T2 B8Eh 3 b 5,
FNA T = AGERIE BRSO RE X
I3 IE 1 BN OBE I
LNz &,

A A FZBFEA~DBE

IR E I

X5,

(2) fFREE & EDER
GtREE (BFAICEEIT S L)

HA 4 % B AREAR - H B 515 7 - fE R K 7
A A NEESEA R B O AR T SO RER I O B 5R | AR S AR e i
HRAX e AR ST ) A1) PRITBENALRDH D, HWERINbEBELLND,

T2 ) FTIUR
A
fRERR BH A
=R D DA tr b= dEERE BEEL, B, A, | FRNICER R s, F
ta h=AERZE T, EEIHH, METREIUE, 4| 2, M ROEe =0 nE
B ERr b= | Zu—XX, THIE) nbbobhdk | MToEEx6n5,
ARV IAHBLEN | 2013 H D, Tz, RERIEOfBRM
(SSRI) % FHERIELBZENNH D,
UxJU R Vx>V ROIERIRE, Al

MAO FHEMFEMICE Y, FHINH
(AR Sh, £, P
Mot r b= NEFT D
EEZLND,

TR

T ) X —)L
TJdx=hA Vv
YR

DA AV V4

A =TT K

k7~ R—=/L O EEMET LIE
FAREET 2 A[REMER B 5,

£, b OFEFOEMEME T
I REEERE A FE S, T T
27 2RI LA IREE®
HELRTLRDEOHENDH D,

_h%®%ﬂ®ﬁﬁ$%ﬁ%%

fERIZ

h7~ F—=noft

%ﬁﬁﬁéﬂéoit,?th
T2 7 2N EEE R
N-TE®FN-p-_"o %)
YA I U~ORBPRE S

2
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AN

I AAREIR - F 17 1

B faBRIN -+

7 va— (fRIH)

MR INHINE T DBENRH 5,

¥, TAa— LVEZEEHRENT &
NP 7=2rERHLEEZA
FAREZERI Lzt ORERD D,

FOMBNAER SR SN D &5
ZHi5,

T a— LEKkic LB
CYP2E1 ®#F#E Ik, 7+ k
T 7 b TR AR
DO N-TEFN-p-_ V%
A S ~DOREINMEE S
nod,

F=Dr MBS ST 2 B8Fnnd 5, | P AR

7=V VRPuEEmAl | HiMAZ S 7'e e BRI O | EAH

N7y RS D 7~ ) R PLEEINLA] D 1E
HEWEHRTDHZ END D,

vaxy VAR UHENEB L EO®W | HFAH

HRD D,

FoAd e
Fsti K Fni

AR OEREMN 2 S E 582
N5,

AR OFRICBIT SR b=
VERBRIflE N EE XS
5,

TV IIIVT 4
R

AFNOEFEMNEZBBE S EDEBL
NNnH 5,
F/o, BEERAEZ TR H 5,

KANBERT Hu - F A
RZEREDOEH T T =2 KT
HDHTD,

TF= N ATV
=L A A

T RT3 T = OM A
KF+5B8Fn0d 5,

TF =LA LT IA VAT
CBFLTERNTI ) T2
TN a G e 5 &
HAbND,

ITF =T A RNT A —LDIf
RENERSTOIBENALRS D,

T RTI ) 7 iFnF oL
TR T VA= VORI E &
=T EEZOND,
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8. ElI{EH

(1)

Bl DOBE

ARFE A P PR AL S5 O RIE S BB DN A & 7 DA 2 M L TV,

(2)
1)

2)

3)

BEXGEIEREMBER LT, 2 THERT)

Lavy, FFI245F%— vavr, TFH7 4T — (WERINEE, mE, v
fE, SRRBE) NHOLDONDZENHHDT, BEE DTV, BENRO NS
AICIFEbICESZPIEL, BURLEZITY Z &,

B8 KN HOLDOND I ENHDHDT, BELTHITY, BEPRD LNIHGEIC
XA L, @EURLEETH L,

BEUHR . AN HODND Z &N HLHOT, BELTZITATY, RENREO LN

e EIlidG 2k L, EURRAEZITS 2 &,

4) KT ROBARC, WE, BHREER O EREEREC L2 ENnH 50T, Bl

LB+ 0IATV, BEPROONT-HEIITRGEFIET S 2 L, AFIOF U TEE
RFICRWT, Tk, %2, fhRtiir, RHRGE, EBhRZ, R, HER, =y 73
TE, 2)5%, $5RR, HRSOBIEENELDLZENH LD T, WMUIRAEEZITY Z &,
F7o, EWELH SUTEMEFAEM O & 5 BE TlE, BEZREMOEHE T, AHFICR
S>TERETLHZ L,

5)chEER K IFEICRAREE (Toxic Epidermal Necrolysis:TEN), R S ¥5IEERGEERE (Stevens -

6)

7)

8)

9)

10)

11)

12)

Johnson fEIZE), RUEARERSUERAE « TR EIERAPE, KW RIRIRAE
T, SMEIBEMRBEMIREENH HbhD 2 ENH D DT, BEE HoIllATy, BEN
ROOLNTEHEIITREGEELPIL, @ORLELITY 2 &,

Mg : MEMAR D HOND 2D DD T, BEEE H0IAT, %k, Pk
N, FEEN, S ORFEENTED ONTHEEITIE, ERNITE X, HE CT, 1k
V=N —HORA L EMT L L, BREMBO NG IZEREEZPIEL, BIBLE
RIVE SR OG- EDOEE) R E 21T 5 2 L,

FEEEX SNBEEE: MEMERX AEBEERLLDLNLZLNRHLDT, Bi%
AT, BEPRD NG EId R 2RI L, U RAEZTTI 2L,
MEBREDSERE  mERIELHFET LI EBDH D,

RIGERF %, FFBERESE, 2E : SIEAT%, AST (GOT), ALT (GPT), y -GTP O L
FAHELMED ITHEREIEE, MERHLOND ZLBRHLHDT, BEEE +oIATY, REN
WO LNTEGEIITHREETIL, WURLAELITO 2 &,

FRBRIRAME - FERLIERIBUED S HOND 2 LN H DD T, BlEE +IATV, BER
RO NGRS 2RI L, WEURAEZIT 2L,

PR N : PRI N S DN D Z LR HHDT, BEE 2TV, RENREO LI
TG EIIIAK OB G2 T L, BEYRAEETTO 2 &, (TRERE ] OEER]
RAEBEBUEERS : VWER & LTRE, BEDALH, FEICITEEERET, U o/
JEAR, FMERFEIN, AFRRERIEZ, SAY L oSERHELSE 2 F O BV 0O T 2l BUE IR 28
HobhdZENHDH, 1B, & b~ _ATA LA 6 (HHV-6) 50D 7 A L ADHEE
PALZEE D Z N, REPILRGHZ, B, IEREREFOERP RS 5
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4 Ascend Laboratories, LL.C

HR5E44 TRAMADOL HCL AND ACETAMINOPHEN tablet, film coated
INDICATIONS AND USAGE

Tramadol hydrochloride and acetaminophen tablets is indicated for the short-term (five days or
less) management of acute pain.

DOSAGE AND ADMINISTRATION

For the short-term (five days or less) management of acute pain, the recommended dose of
tramadol hydrochloride and acetaminophen tablets are 2 tablets every 4 to 6 hours as needed for
pain relief up to a maximum of 8 tablets per day.

Individualization of Dose
In patients with creatinine clearances of less than 30 mL/min, it is recommended that the dosing
interval of tramadol hydrochloride and acetaminophen tablets be increased not to exceed 2 tablets

every 12 hours.

Dose selection for an elderly patient should be cautious, in view of the potential for greater

sensitivity to adverse events.
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Drug Name Category
A=A NZ VT DOHYE tramadol C
(2021 4F 4 ARER)

F—A N7 U T D55 (An Australian categorization of risk of drug use in pregnancy)

Category C :

Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without
causing malformations. These effects may be reversible. Accompanying texts should

be consulted for further details.
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