2023411 HEET GH1KD AAREm SN BES

87625
oA I R{LEEEH
nAEERRD

BAERR

roo0e)biE

»30E ) 5200mg -,

ﬂ » L)) r

730 )Li400mg -9,

ACICLOVIR TABLETS 200mg “TOWA”/ TABLETS 400mg “TOWA”

liig % EiRRF $£200mg $£400mg

AN 54 HREH | 22500AMX01125 | 22500AMX01328

W) EE-EMSEOUAZCLOFHTE L IR 5E B IA 20004E7H

. HEBAINRZDOBRINE)
b 2.3 - - -_

2 #e ROBZLERSLV-S) 5.2 PEER AL AR D FBIE MR D BT B WEEREHICBN T,
oA R BN 7 B EVRRIRIEA L BROE OB BBURECELL EORETHIES 5#) 1THLTRETH L,
DD 5.3 {kE40kgll LICIR D55 T &,

3. #ERk - MK 6. AERUVHAZ
3.1 $A8% IN
W7ct |7/ OENENmg [h—7) |73 0ELEE400mg [h—7) <§%§>/\z L 5 1 L 200 S5
; . A N L z Danls mg RO o
ey [P TZ20EN gt 2 REN toom CEMBEIRTBREICE BRI ARD A ) RBRE (RHATE)
DRI
. MLV —2, JOARER S, HEF> 72T %, BTIELE T 27 O E )L & L T200me? 1 H 5[ s
WA BT PV T b ATV BT HLT b W77 F A& O B 7435 H % CREIIZ 59 5.
. — (ERAD)
3.2 WHIOMIK B RRAIIEIEY 7 o)L & L T800mg% 1 HbmEE 1% 59 %,
HR7E4 |7y 70Elg0img Th—"7) |77 0E)LE40mg Th—17] 2B, AR, FERIC & DTN S,
PEAR - I FADERED X OEHT, IKBLNRAL, [NE)
B (EHE5)
#l Twl139 Twl140 W, NEICIRE kg4 D 1EY S 7 O E)L & LT20mg %1 HAfH
A=K g RS 5, 2720, LS RRIZ200mg s T 5,
GEMEMIBEICE 1T BBHAILRRY A L ABRE ($H7E5)
N (1o (T DRI
NG \J40 ) . NI EE kg 72 D1EY 27 D E)L & LT20mg%1 H4RE
3 i R A 677 1 & D {79835 H £ CHETR 5 5. 727
e 1l R3200mg & %,
AN Q (ERms)
BE. NRIIIFRELIkg% 720 1E7 7 0B )L & L T20mg7 1 HA4lA
HORET 5, 72720, ek RI3800mg & T 5,
MBI ZOBRAE)
R (— — A, NIRRT kg - D 1E 7 S~ 0 )L & L T20me% 1 H4lHE
@ORET 5, 7270, ERE A RI200mg s T 5,
T % (mm) 8.6 11.0 7eb. AR, HERIC & D EEERT 5.
J& (mm) 4.0 5.0 7. RERUVAECEEYT 558
E{ kit (mg) 260 520 (RhEELIE)
7.1 AAOBE . FROBIENEEDRIMETEL0T, &
4. WEEX(IZNR BTG5 2BRT 2 2 EMBEEL N,
(R Al 7.2 BEEZETIRABEZECBIZ VLT FZIUT T2 AL
OrtifEs U EAROREMBOHZITEOEBDTHS GrHEAT—

OEMBHRBHEICE T IEMAINRRD A ) ABLEE (Bia
) ORI

OmRAES

[/hR]

OBMiED
OEMBHEBHEICHIFTIBEMAILRRY ) RABERE (BA
) ORI

O®RBES

OMBAIL RO BRG]

5. MEEXIIHRICEIET HFE
(MEELIE)
5.1 AANS, E& U TREMBEDOE T ZHEORWEZFICHEES NS,
EMEES. BCREREBRE CORERRBOE T LLREITL 7
O D ENVERFO IR S E2EE T2 2 L.

). 2B, BREERT /NEEFITBIT AR ORGMEKL N
B ERAGOHZIIMLL Tz, [8., 9.2.1, 9.8, 13.1,
16. 6. 1]

>25 1[8]200mgZ 1 H5[0] | 1[2]800mg7Z 1 H 5[=]

10~25 1[8]200mgZ 1 H5[0] | 1[2]800mg7Z 1 H 3[=]

<10 1[8]200mgZ1H2[0] | 1[2]800mg7Z 1 H 2[=]
(B{iaZ)

7.3 AFIZSHMBEHL. HEDLLARSNIEWD, HDWITENL
TOHEITE, MOBBICUOBAD I &, 2L, FIFERILR
NIRABEIELT D2 HENDH D0, AR E10HMETHEMW
LT 2,



7
7

7

(HRAS)

C4 AN U CTRB MBS ALINICIR G2 M6 5 2 &

5 AFETHMMEAL., ZBEOK LA SHIRWD, HDWITEL
TLHEITE. OBV EZAL I &,
(EBEANILR RO FFRIDE

.6 AFZVEMRGR, HSGWROLERIIOVWTHRAT S Z LN
RN D,

8. EERAEAMIER

HMBESN D 5 DS LHHBOT, AHEOLES, BH
2 (S BMOIEI BT 3BT 5 &5 B 1o
WD L. b, BRIEREEE TR, SRS 5
DIOTNOT, MEDREIC L > TIAEFS CRLE S EHT
5Z&, [7.2, 9.2.12H]

9. REDERZFITHBEICHTHIR

.1 BHE - BRIEBESEOHHEE

1T BRKERZSZLPTVWEEZZIONSEE (BEEDHSE
ENIEHENMETLTWSEE, EHES)

WY sk ETY 2 &, [9.2.1, 9. 88 ]

.2 BHseEERE

2.1 BREEDHDEE., BRENMETLTNSESE
BRERBEEZFAGIL. BEOREZEELUANSHEEIIHREGFTSZ
Lo AEIOBRBEIEMU ZHEITE. R R B B AE R
EMNRET DEHEENE N, (7.2, 8., 9.1.1, 11.1.3, 11.1.4,
13. 1, 16. 6. 1=Hd]

.3 FFReREEEE

3.1 FFEEDHBEE

JFBEEN TS 2 BT NND 5,

.5 iER

IR SOIIEIR L TS aEEE D & B iEicid. BB EOE RN
febtEz B 5 EHE S NDEEICOAREET D2 &, BmFEER
(Zv ) OIEEIOHEIZ, BRBMICBEREREOH DN KE
(200mg/kg/dayLh ) % & 5 L7=EBRTIE. RIBICETRS
RBORENRDENZEREINTNBY,

.6 1RELIF

B EOERERORAREORZEEZEZE L. BAORE L
HiEEBRHET S E, T2 OENIR. b MREELFAOBITOR
HINTWDB, [16.3. 1]

9.7 /NR
R AREEROE AR Z MR E U BERRBIZE/KL Thian,
9.8 =&

1

1

BehfmEzZHREG L, BEOREBEZBIR L AN SHEIIKRET S
Lo AFNE EELU THED SRS NS0, &ilE TIEEHRE
METLTWD ZENZNDEmWMPIRENRHRT 2 BZnH
BB, AHOUREE B L G 1T A HRE IR B AR
FEENFEB T BN E L. (7.2, 9.1.1, 11.1.3, 11. 1. 4,
13. 1ZHd]

0. HEEH

7 7o)z, OAT1. MATE1 UMATE2-KOR_E TH 5,
[16. 72 18]

0.2 HEEFE BtRICEE TS L)

KA

FRRAEIR - HEE T 1%

W - faBRIdT

a7z /=)
7 zFI)V

AFKxARIaAT ) —
WVEE T x FILRGH
By O HE it AT X
T8 5 O -4 1 3% e
Hh# FE AT 5
EOWMEND DY,
B BEAE IR T O W RETE
Nd2EHE (EE
f;gf) Sbi'lﬁ@:?%’%@“

AFEIaT ) —
NV T7zFIR
A DS RAE 5y W T
AT 5HEEALN
%,

FET LY

NHLOLNDZIEND

BEFF AT & % A

WIAFBTHT 40 >

OR#MZHEFET 272

%9, OTFF T 14U O0Mm
FRENERTSZ
EhEZEND,

1. EBIEA
KROBWERDS 55T ENHDDT, B{REZ2 TSI, BE
WD S NG EIIHRG 2 IR 27 @b ilE %175 2 &,

1.1 EXAEIER

NNV F7F745F2 =3y 0, 7HF745F2— (WTNHH
FEAH)
TFIT4TF—avs, TFT4T57F— (FRNE. meE
WS NdhobNd T ENh D,

1.1, 2 AMERGEA. BEREKE. @/MRED. BIEMDENRELE
&8 (DIC). M/MRIFEDMEBRE (W TN BHEERE)

1.1.3 2HEREE. RETHEMEER WINbHEEARY)
[9.2.1, 9.8, 13.1&H]

11.1. 4 BEEGRER (BEEARH)
BiEE (). BAR. B8 L. 5Tl 8, TADAR
PE. RBL, BEZDH 5 bND T ENH D, —MRITH R AEIR
FAROBRSGHIEICEDEET S, [9.2.1, 9.8, 13. 15H]

11.1.5 PEMRKIEFEMMBAE (Toxic Epidermal Necrolysis :
TEN)., EZE SIEIRAE(REE (Stevens-JohnsonfEfZEf) (WINbH
BHFEAEA)

11.1. 6 FREIRINE], SRR (O3S HEEAR)

11,7 BEMERR FEAH)

11.1.8 BF%%. BFHEEREE. #E (WITNHHEEARH)

1.1.9 2HER (BEEAH)

1.2 ZOfOEER

4%

AR « HEETTIE

T - fEpRE T

AR AN

AFN DOHEE AT X 21
AH D -5 1 5 2 8
HPI8%MER L. i
3 rp R B R AR R T AR AT
40%3EINT B & DG
H DY, BB BRI
ToulgEtnd 5 BFH
(Fm&ES) II3EE
k5952 &,

TaNF T BRI RA
53T BE 4 % OAT1
T U'MATEL % [
7. KFNOEHE
Mmagmflansg &5
AbND,

AFT

7 7B e O
MmEEn, y>roE
JV O - ¥4 if 3% v R il
R EAED 27N %
EOHENDHD ONT
T OENIEBIETO
F—5) D, KB
R N OREEEN B S
B (ERESE) 1T
HEICHKETL &,

SAF T IERME
53 IIZ B % OATL,
MATE1 % *"MATE2-
KZHET 2D, 7
o) O
NPH TN 3 EE %
5%,

0. 15~5iAi | 0. kil I
N K. AL B
HBEE e N
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A, FERIER| U NBRIEL. | . EREBE. /R
e WA, E o ER | iR DGRk,
W%, W EK > NERDE A
s
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fE N
il (AST, ALTS
D k)
BUN |5 miyE 27 L7 F| ZR. &R RE
Z 2 ER.
B - IR MR, R,
EHR., BIR.
PR R
TR, BKME, |WEAEARE. B HEK &K 0. #
M &, W& M| BRARIR b, BERB B
HibEs BEw. 5.
DR, B
NI
fEIR, IRK REE, OF W, | EEEE, Y
SR 15 B R & fBEikt 5ok
e, ZOikmE, £dh
E@%g {)%Ff gﬁi\ﬁx
e 9 G XN IS It N
FififiE R . K. S b
MEE, BEWREE. EH
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0. 14~5Uki | 0. Lok 5 A
R BiE SENR. FEENR. Ha%
st MLE E5. MFEME T
o i B, 5T
HH WA, RML |k BHE. ETO,
2 Bk S H R ?\55@ B,
MR 2 T LT S | ik Wk, R
o Rl E| DT, M| . W, Rk, %
P NN IEDEIN RAPNE VN
T.omwal | ® hmg, vkEbEE. B
250 T R KT R
TR R NSE. MR T

FEBURE I3 AR E O R 25T,

13. BERS
13.1 R

T/ OENERAMROBRERG I NZBIE. FBEER

(EE. WEMEEE) R OV P IR (BEyE. SHELSS) OFEBIAGE
WENTWD, BEBRNEEGEOHEAE. ME7 L7 F 0RO
BUN® FRICHEEBEARALEORHNBDO LN TNWS, £z, BEFH
MR G512, KEreaER (BEEL. ZJH. A, TAMAFIE.
BIE%) 305N TWS, [7.2, 9.2.1, 9.8, 11.1.3, 11.1.4
ZIH]
13.2 fLE

MEFEAICED, Y7z i OHRMICKRETS 2 &
MTE5, [16.6. 12H]

14. BRALODIEE

14.1 ERIRMAFEOEE
PTPEEOHFNIPTPY — bS5 WO L TIRAT 2 L 58T S
Z &, PTP>— b OBEAICE D, WS AR EEREEARIA L.,
Egg?ﬁ%%:Lfmﬁﬁ%%@i%ﬁéﬁﬁéﬁ%ﬁéz&
n o

15. ZDMhDEE

15. 2 FEERRREERICE D < B
BE/INERBRICBWT, B2 (XU AEENZS. 180mg/kglL
b)) THREEREOFREEZEDEIMANE SN TS, Ames
HE < BB RBE TR TH > 208 T Z12180,
360. 720mg/kgZ MEIENLEE 5 U 7= BB/ VAR TIE. /MEHIIR
BRI BAHBE M O B INAGED & 1z,

16. EHBHEE

16. 1 MAEE

16. 1.1 E¥ZpI RIS ER

(7> oaEVEE200mg Th—"7 1)

77 OEEE200mg Th—7) &V ET w7 Z§E200%. 7O
F—N—iEickoEnENLE (7708 ELT200me) @R
ANBFICHERRBROKLS L b R bRREZREL, 55
N-FHEYEHEE)N T A—4 (AUC. Cmax) 12D\ TIOEFE X ik
THEHRM 217> 1245 5. 1log (0. 80) ~log (1. 25) DHEIFNTH D .
W D AW R S AT S . ©

(ug/mL)
0.7
0.6 —— 717 OE)LEE200mg [h—"7]
0.5 —— 1 ET v A5E200
gg 0.4 Mean+S.D., n=18
0
0.2
0.1
0 : : ‘ o
0 4 8 12 24

P 5% DR (hr)

HENT A= BEINT A=
AUCo-24 Cmax Tmax T2
(g+hr/mL)| (rg/mL) (hr) (hr)

7Y yOENEEMmg [h="7) | 2.44+1.04 | 0.46+0.20 | 1.72+0.43 | 3.23%+0.58
VEZ v I Z§E200 2.55+£1.02 | 0.46%+0.17 | 1.81£0.73 | 3.11£0.54

(Mean+S.D., n=18)
MEHP N TIZAUC, CmaxD/8 T A—&1E, #a#H ORI, Rk OERIEE -
RS DRRBRR T & o THRIR D WRENEN B 5.

(Z7oaEIgE400mg [k—"71)

77 OE)EE400mg [h—7) &V ET Y7 X§E400%, 7O
F—N—iEIcL v ZNThIgE (¥ 7))L E L TL00mg) R
ABFICHREEREO#RS L T R LAREZIEL. 55
NN T A—% (AUC, Cmax) 1ZDWTIOUEHE X LI
THEHRM 21T > 1245 5. 1og (0. 80) ~log (1. 25) DEIFHNTH V.
W1 D A E R SR S Nz, D

(ug/mL)
0.9 T —o— 1 7L/ OE)LEE400mg [h—17]
SR —— VE Ty 7 A0
i Y- ! -
4§ 0.6 Mean+S.D., n=17
Fé 0.5
e 0.4
L
0.2
0.1
0 & . . ; Q
0 4 8 12 24

52 OIERH (hr)

HIEINT A—=H BEINT A—F
AUCop-24 Cmax Tmax T2
(stg+hr/mb)| (rg/mL) (hr) (hr)

77 0EVE0mg [h="7) | 3.89+1.59 0.69£0. 23 2.15+£1.07 3.20£1.11

VJE T w7 Z§#400 3.70£1.67 0.69=£0. 29 1.74+0. 89 2.96=£0. 45
(Mean=+S.D., n=17)

IR TNZAUC, Cmax® 085 A — 413, HSE ORI, (R ORIELK -

IR 2E D AL BR G PR 1T & o T3 2 TTRENE D B B

16.3 9%

16.3.1 A7 I 0ENVEE
E MMZ7 2708 )L200mgZz 1 HSERFE NS L -KoAtthy > o
OB Mg PR D0. 6~4. 15 TH V., FEl. 311 g/mL

(200mgf% 5:3K5111%) THholz GrEATFT—4).9 [9.6507]

16.6 HEDEREFTHEE

16.6.1 BHEEEERE
EHEEREE D B 2 BAE TIXAEEER, 7 27 O ENV QRN
DIHERVCEH VT 5 ADEKFRED 5Nz GREATF—5).9
NS DFERMNS, BEDOBHREITHINT 2AKDBEDOHZ 2H T
Uize [7.2. 9.2, 1]
FIEBHEEREREANDY >/ OE)L2 Smg/kg 1R AIMHHER:, 6
IFET 0D MWREAT 1T & 0 M b3 RI60% D L7 GNEAT—4) 10

[13. 22:Hd]

16. 7 EYHEEER
In vitro \IZB T, 727 0E)E. OAT1. OAT2. MATE1Kk O}
MATE2-KOFEE TH o 72,10~ [10. 2]

19. BT ICET SEZNMR
Mg o

N
HN \
Y >L o

—fg4 770l (Aciclovir)

{b%#44 : 2-Amino-9- [ (2-hydroxyethoxy) methyl] -1, 9-dihydro-
6 H -purin-6-one

5 F3 ¢ CsHuNsO3

43T 1 225.20

R BE~HER RO EEDOM AR TH S, KITETFITSL,
I% =)V (99.5) Tk THRIFIZ< W, 0. 1mol/LiHEH
WU FKEE LT B U o AR T 5.

22, A%
(720OEJLEE200mg Th—7 1)
1008 [10$€ <10 : PTP]

(7> BaEIE400mg [b—"21)
10082 [10$X<10 : PTP]

23. EEHK

1) Stahlmann R, et al. : Infection. 1987 ; 15 : 261-262

2) Laskin OL, et al. : Antimicrob Agents Chemother. 1982 ; 21 :
804-807

3) De Bony F, et al. : Antimicrob Agents Chemother. 2002 ; 46 :
458-463

4) Bullingham RES, et al. : Clin Pharmacokinet. 1998 ; 34 : 429~
455



5)
6)
)
8)
9)

10)
11)
12)
13)

14)
24.

Maeda Y, et al. : Biol Pharm Bull. 1996 ; 19 : 1591-1595
tENER AW ERRENRER (B8200mg)

tENERL - AR RIS (5i400mg)

Lau RJ, et al. : Obstet Gynecol. 1987 ; 69 : 468-471

de Miranda P, et al. : J Antimicrob Chemother. 1983 ; 12
(suppl. B) : 29-37

Laskin OL, et al. : Am J Med. 1982 ; 73(1A) : 197-201

Cheng Y, et al. : Drug Metab Dispos. 2012 ; 40 : 617-624
Takeda M, et al. : J] Pharmacol Exp Ther. 2002 ; 300 : 918-924
Nies AT, et al. : Expert Opin Drug Metab Toxicol. 2012 ; 8 :
1565-1577

Tanihara Y, et al. : Biochem Pharmacol. 2007 ; 74 : 359-371
X#EERERUVHEWOEDEE

HASE RSt 22Dl > 4 —
F570-0081 KPRIFFSF O HEE 2T H5%155
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26.

BUERSTRES

26. 1 BHEARSTIT

RMEmARIN S

ARFBPIETHBE2FE1TS
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