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DI WRAERA L LT, YV FRAEREO N ER STV 2,
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r\ SIETE . DA K DK, R, ERHRR R DK R . AT B EE o 81
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(2) * 4 : ACETAMINOPHEN TABLETS

(3) BMOHEX : AIKSTTHLTEINT I ) 7=V IZHERDE &

NIPRO 238 [NP] % f+ L 7=,

. — kA

(1) & (®BEX): 7T/ 7= (JAN)
(2) ¥ & (fp%x) : Acetaminophen (JAN)
(3) RT L : ANHA

C BEXXFTRER

OH
0
My

H:C H

. BFRRUSTE

4y 12 0 CgHgNO,
4y FH : 151. 16

- AEER (@RE)

M- (4-Hydroxyphenyl)acetamide (IUPAC)

. BR%, il&, BS, KE5ES

Bl : NTF & X E—)L (Paracetamol)
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FN T —TFT VTR D TEITFIZ < W,
KEEALT + U ¥ LRI T 5,
(3) WimtE?
25°C. 90%RH LA LT, T<ENIRIET D,
(4) MR (DR, B HER
s 169~172°C
(5) BHRIBEMHEHR Y
pKa : 9.5 (25°C)
(6) REFZRH
MM ERR L
(7) ZDhDE L RMEME
HEJRCE 0 0.3% LA (0. 5g, 105°C, 2 K¢fH)
BREAVESY 1 0. 1% LA T (1g)
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MR L
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D XH]: gER (Bl Y FE)
2) S BLE OEIR © T RERICREH

R 2 4 T N7 I 7 8E 200mg NP
/f ; g\\
@2@/

i 7N EREX2EF YN 7H

IR B2 (mm) 9.0
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HE (mg) 253
el 2 — KN NP-123
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(3) #Ala—F : BREERICEH
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(1) AR GEERD) D&
L8E HARIERSG 7RI/ 7= 200mg

(2) &MY
AT, FERELre—R, B Raxs o rktre—2R oAby
F RV DLAKFM, ATT VU~ R T A, 1AL h—)L

(3) itk
FY LN
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n G Y
ABRSAE - 40°C, T5%RH
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HH &k OHLE AR B 4 I 6 71 H #
PR (AEOFIFFAD BEET, DT 2ITA B . .
. MWoA oA
— L DIZEBEWNRH Y, BIEH <, OBITEN)
Tl 7B A B WA M A
A B AR R M A HWoA
a8 (95.0~105.0%) 100. 1 100. 3
(n=1)
R W A7 sl Bk ©
ARt - IR
AT EE (N - RU B b =L, 7T, S - )
. B |3 |64 | 9N 124 |18 4 |24 |30 4 |36 H
SR RO BAtals | Hi%2 | A% | A% | H#%&2 | A% | A% | Hi%2 | A%
PR (B F
BRAD FEET,
P e e e | we | wa |we | we | ae | Ee
HY ., HITH <,
D HITFEY)
Tl 7R A B We | WA | WA | EA | WA | EA | Me | s | WA
CE TR We | A | #MA | A | WA | A | WA | A | WA
s H R B We | A | WA | A | WA | A | WA | EA | WA
) 97.3 | 99.2 199.3 |98.9 |98.9 |97.7 | 98.6 | 99.8 | 96.8
S8 (95.0~
105.0%) N N N N N N N N N
99.5 [100.6|100.3[100.5|99.4 | 98.9 |100.4(100.7 [101. 1

(n=3)
BAEAERS 2 V- EEERR [ZE (1~30C), 3 F£H] of%., @Eom
Bl FICBW T 3SERZETHD Z LRI,

5. ARERVERBROREN
Y L7

6. fHEDEALIE (MELFHEL)
AR L




7. BHM%

(AHYER LR~ DB &)

05 ik D BASEF WHERBRE (S Rik)

B Kk 900mL

El#E% : 50rpm

FRBRAE L - 15 2 BANIT 80% LA R¥EH L7z,

TENY I 7 =8 200mg [NP) IEH AR HFANEIKBHEE =ZMICED BN
TEMTI 7= VEOEBEHBAKICES L TWD Z LR ERINAL TV D,

8. E£WFMHERE
YL
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(1) MA@k () 3K & 2 26 RS
(2) SRAN AT LR e BE 0 AE 1
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1. Al
Y L2

12. BAT BARMED 5 5 I Y
M B L
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1. MEXETHR

L. FRLO LK AL TN
SR . B, EMRPERRRSR . BERE. AR .

JiE AR o SR

SR SN T N T N T

T, DA K DR, W, HRHRR%E OB, LI IEBIHE

2. FER R B fiR 2 -

P

St ESGER (BMERE IR ZE ) Bt
3. /NEBHEIIC I 1T D BN - B

2. RERUVAE

Oxhee - HR 1. DIHFE

WE ., RAZIEZ TR TI ) 720 LT,

5L 4~6 i

WmE L. AT E NS ) 72 LT,
Fln, JERICE D

K 1500mg % [ &

HE S R OV

1 [H] 300~1000mg Z KX HOF&EE L., #&%

MLLEET 2, 28, Fin, ERICKXVEEEET 22, 1 B
B LT4000mg ZRE LT 5, - ZBEKORGIIRMITIEDLZENEE L,
O#Ee - IR 2. DIBE

1 [|] 300~500mg #MHA 4 5, 728,
WEERT 5, 270, FRIELT1H2EBFETEL, 1 HE

LT 5, Flo, ZERORGITEHTSEDLZENFEE LY,
Oxee - MR 3. DIFE

WET BRI 72l LTKRE kg 72V 1 H 10~15mg
EROELLS L, HEHEIE 4~6 FERLLEE 95, Aok, e, ERIC K0 EE
BT o0, 1 B E LT 60mg/kg Z[REEL T2, 7272 L, AOHELZHE X2
W, E7o, ZEERORGITEITIELZEDNEE LY,

L Sh R OV

(A% - AEICHEY AEALDER)
LD 1 HRGEOHLZIITERDO LBV, (VL 22 (1 Eoix

HE) ICHET2HEA] o EERGARLTOHB] LT TEEZRLKNE
LT OB ROLET L] OHESHR)

- i 1 B _
TERNYI )T BE 200mg
10kg 100~ 150mg 0.5 8%
20kg 200~300mg 1~1.5 &
30kg 300~450mg 1.5~2 §E

2. [/NIRRH Rk

J7xrE L

B RN - 8w 1 D RN
HAEIXT N7 /) 722 0L TH500mg.l B0V ORKHAEITE T

T 1,500mg TH 5,

ORI KT D 1 HHTZY ORK
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FY L
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BRI L
(3) BRRFEEHER
BRI L
(4) BEERHER
M ER R L
(5) HRELHIEEER
1) BEALETRERSHER
BRI L
2) HEEEER
BRI L
3) ReMHRER
BRI L
4) BE - FEIAR
BRI L
(6) BEMER
1) EAMERE - HEEARERE FARE) - RERTHRERHR (T
I # B R S BR)
BRI L
2) RBRFHBHLELTERFEOHNBXIEERE L -HBROBME
U ERR L
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1. BESWCEES S LA EILE Y
AT A FHRAER, U L RMASORIE. U U o R

2. REFER

(1) VEFASM - EAKE Y
I aA xS —BEEERIEI L 2 <0 BRI O AR 7 Ei A AR
L CREIME 2ok S THRIRE T2, SR ERIIBUR & KM BEE O 57
BIEAZ 7DD Z Lickd LHEESIND,

(2) EDERMITHHABRME
U EE L
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1. MPBEOH® - AIEE

(1)

(2)

(3)

AREAEMGOFRE

HMERR L

&= PR ERERR

HEERAEFIC, 7T T2 7 = U 8E200mg INP) %2188 (TR T/ 7

= > & L T200mg, n=20) MR 05 L 72O Tmax 13490. 685l T - 72,

BB CTHRESIN-OLPEE Y

EW TR EERBR T A R 74

(MEFE G ORERHAER O T O FEREICEHT 285 R 9FE 3 H 27T H JEAR

T 28 7, THRBIEESOEW PR EMERBRT A K7 A 0 SEpk 9 4F 12

H 22 BRI 487 &5 ))
TR T7 = 8 200mg INP) EEEERFIOZNZEN 18 (TR T
272 LT 200mg) & 2H 2Dy 0 A A — =R L0 HEER A
BB BEGRE 5 LT HPLC B IS C i A h AR b AR IR 4 JE L7z,
B oONTIEYENRE XT X — & (AUC, ., gpes Cmax) 1Z2UNT 90% 15 #H X [ 1k
W CHRERHRRNT 24T o 7245 5. 10g(0.80) ~1og (1. 25) O&EFHANTH v . Hi#Al
DAY FI R EE DR S AT

25 T - FE T2/ T 800me TNP)
—— R (GeEl, 200me)
Mean=+5. 0., n=20

M3

)

[ ]
T

FREEN H SN A N S

ReEfil Chr)
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