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I. BtZEICEAT5HEA

1. BRORE

(M

(2)

REMNSRBICEDETORE

T ue (ACV) 1X, 1974 4, KE TG LG BT 7Y « AI AT T4 4t) @ Schaeffer
HIZE DA EN., KEKROWEED 7 /L PN L 0 HFERRE SN IEERIMEE T 5 7 B
DPLT A NV AKIT, 1977 FAZAIVASAFED A VAR U CREBAeTEE 2 R T b E & L TRV S,
T ETORFI ORI 1981 £ L0 BltA S, BEIRRBRIC XL - T, GEMIEOIK T L7 BEITRIE LIz K
WIS . KNS, HRIEE . RO~ LR 2T 4 L2 (HSV) . KiE - 8RB 7 A L2 (VZV) ([ZEKT
DA - BEMER T U CRER IR e OV PEDERR - BiEf S 4L, 1985424 H 16 HIZHEGRE Sz, ek, &
AREEFE 935 5 TEFEFME LT 57200 ERLOFRRFEER CIGESA OB DN T (12HES
. AMEEHRFEZITV 2006 4E2 H 3 HIZEAR SN,

Z D%k, NEIEYBIERSEOMEEICESE, 2010 4 6 12 DHAERFMANL LR T A )L A JEYLE |
X B RhEE IR, HIEROHENAR SN, Fo, BEFOMEIST/NNRICE TS 1 FYS7-h oh
B RS, (AE 1kg 4729 20mg F T2l & EiF bz,

AENOCBEBICELETTORE

G 6 [ (198544 H 16 H~1991 44 H 15 H) (T FHAGEFAA 4,447 JEFI 2 IVE L7z,
FIWERFM R SIEF] 2,737 1 CHIEAREE : 17 ) IZB W CTHRIEMIEDIR T L7 BFICRIE Lz BAlE S,
A, wRIEE OUGERIZZENZEI 9525% (321/337). 93.30% (209/224) ., 90.76% (1,768/1,948) TH Y |
Tz, BN T AR R OKSE « FREE U A VAR L7k, BilRK O ERTENE N
81.60% (102/125) }1X90.70% (78/86) THh 7=,

F o, RRVEFHI X GUER] 4,447 Bilh . BWERZBLFIL 3.73% (166/4,447) Th -7z [ABRFE TOMAEIC
BT HEWEAFERIL 12.30% (62/504) ThH o771,

PLEORER, 1992 4F 6 HIEHFIER 14 556 2 HA 5 GKRIEGFH) OWTHIICTHIEY LR & OFF AR
RE2/"T,

2. EEOBERFHN - WFAIPHFE

1.

2.

4.

B~~~ A LA 1R (HSV-1), [A 275 (HSV-2), K « #5274 LA (VZV) (SBRREY 25T
ANV AIEVE A R UTe (BEFEANHIS DUV T O ICso i : HSV-1 0.01~1.25ug/mL, HSV-2 0.01~3.20pg/mL,
VZV 0.17~7.76pg/mL) (in vitro), (VL. IS5 A 2. FEBMEM ] OHEZMH)

S HERB IR T B I HE L 7o U2 - K0 - HRIREB IOk L TR IR 2 59 5, (V. 1BEICH
THHEA 3. EREGE OHEZH)

L HAA LR T A L2 L IKIE - FRIREIE U A L ATRIN T D M - BEEESS IS5 U CREBE ST R
ZHET S, (V. I1BFICET2HE 3. BEREE OEZM)

TKFRREE TOMAE XS 504 B, BHWERANRD N0 62 6] (1230%) THY . F-&iRK 6 FEH D
FRA I TIX, x5 4,447 11 166 41 (3.73%) (238D B AL, AR A 4,951 1 228 5] (4.61%)
ICEEREEOLB 2 ELRIEANEO b, TOER L O ALT (GPT) L& 5141 (1.03%). AST
(GOT) L5 4141 (0.83%). Masi 22 5l (0.44%). MM 15 5] (0.30%) Toh o7z (FFHEEK T,
BRAREWERE LT, 7FH 740 7Fv—Yav s, TF7 4 7% —, JMEKED, SERERE, M/
BIsA . FEREMEIM A NEEEDERERE (DIC) . M/ IO PESRBE R . SR RS SRS MR &, K
PRARRIEIR . B R B SE R A#E (Toxic Epidermal Necrolysis : TEN) . B2 RIRARIE AR (Stevens-Johnson
SEWERE) . SVEILRYERIZ NS . ZIORLEE, PR, BERpDL . MR, IR, ITFRReREE . 3
JH, BRI ERHLDbND Z ENH 5, (VI Zet (R EOEES) (BT 5HEE 8. BIEM]
DIEZ M)



I. &£#ICEd51EHE

1. IRFEHA
(1) #n4
VBT w7 A SR EER 250

(2) #*4
Zovirax for I.V. infusion 250

(3) AFDHEE
— %4 aciclovir 1X. FEERIMNGE A B T 250 A NV AFNZEMHR L., PEiL4% Zovirax IZHRIEE D “Zoster”
K OT D A )V AH| “Antiviral Agents” 75 g Sz,

2. — &4
(1) f0%& (fwfik)
77 ra e (JAN)

(2) #4 (anfik)
aciclovir (JAN, INN, BAN)
acyclovir (USAN)

Q) AT L
PO A VAH 3% BRILAW « ~ciclovir

3. BEXAXTRERX

0
"fiN\> OH
HN SN N o/_/

4 HDFARUVSFE
éj\%ft . CgH1|N503
TR 22520

5. LA (WmAkK)
(Fn4s) :2-7 2 /7-9-[2-& ReX v hXINAFI]-1,9-U Ku-6H-7Y > -6-4> (IUPAC)
(FE4) : 2-Amino-9-[(2-hydroxyethoxy)methyl]-1,9-dihydro-6 H-purin-6-one (IUPAC)



0. A#ICEET 51EE

6. ER4A. Ala. BE,
5 : ACV
%S  BW-248U

0
B
Jjn

1. CAS Z#HES
59277-89-3 (aciclovir)



M. 519 5IEE
1. YEeErNESE
(1) 481 - Ik
F O~ A OFRESEMEOBR R T, ITBW TR <, BRI,
(2) BfEEM
KIZETIZL K, =& 7 —b (99.5) 1ZHD TEITIZ K VW 0.1mol/L HFERIE LA Kb T N VU 7 A3RE
WIS D,

(3) iEtE
4) MR (PER). BR. HER
yi
(5) FRIBEMBTER
pKa;=2.27, pKa,=9.25

(6) HECHRE

% B Sy BRI
1-4 2 % 7 —)v/pH 1.1 $E#EiK <0.001
1-A4 27 % 7 —)v,/pH 7.0 $& &K 0.06

(7 20t E4HRMEE
W56 (Mmax)  : 254~258nm

2. BRRSOEBEHTICEITIREN
RE.CRE. KICHTRREN

RIS PR RIFEHE S
25°C. FHXHEE 75% 24 % A
40°C 6 » H
R 22 AT AR () ez LY
SENEOL 3% A
HOBET 1000 L7 A 2% H
RV ZTF L A8+
25°C., FHXHBE 60% 60 % A 3EIIFX— T IS+ b7 L*?
T 7 AN— T A

*1 RBRIHE MR, WERRRBR, IR DMRER. kG, ER
*2 BBRIEA PR Koy, EHRWE., TE

KBRPTOREMRR

PRATHR AT 715 PRAFSRAE TRAT ] i R
B 0.2g (2, FRER pH3 ICBWTHEK I n~ N7 Z
pH3~11 @ | 5SmL % N 2 % ¥k 100°C 1 IRgfH] T4k, b rT =
FETETHR LL, maT TV DEMZFBD D,
HHZRAF %= R 7 HIH Zibia L




M. AMRSICEYT SEE

CGaEIDRIZ & DERY)
0.IN#E#E. 100°C « IR DERMESAE T Cl o a T o iR, B/ u~ o7 40—k 77 =)

BHLNTND,
0
7T = HN j /N\w
le*N e

3. BUES DORERRERE
HE 7y zuaen) 2k’
(1) S5 AT EE ] E T
(2) RAMNBIL A7 N VRIEVE

A BRESDEEER
HfE I7v 27l i2kb
Wikr7a~<~ 777 0—



V. 8i%|I-B89 51EE

1. &l
(1) FRORXR. HE R UTMHERK
DX« FHBRRAE LT 2 S R )
SN OWELR © A~ A ORE OB 2 TS H N1 7OV TA LT ESH

(2) BHRRVAMBEBEOpH, 2ETL. $E. LE. REL pHESE
ARFN 1A TV A AEPREIEIR 100mL (SE AR
pH : £ 10.4
BEIE c #1.1

Q) FEHHNDBRZFOERLGIADERRVIESE

EE S

2. WHIDHER
(1) A®ES CEMERS) DEE
1 XA T HRT 7 7 el 250mg &FH

(2) #&my
KEEAET B Y DL

(39) BREDEE
AR L

4) FTERROEBEURE
&Y LR

(5) Zoth
&Y LR

3. ESIHIDRRE
I AAT N (T 7 ubel250mg 2 5A) 2 BRESHKAUTE RAEBREERE 10mL ([ZEM L, RE5&I2HE
Wt 28mE 1 3 T4 72 0 100mL LA EOHE CAHIRT 5 (AKRR),
VI Z4t: (EH EoEES) [T 2mHE 11, @ LoiEE] oEBR

4. BAK, AADOTRHEICHT HEE
AL



V. &H|(ZEHd SIEH

5. HAIDERFHTICEITIREMR

PRAFSRIE PRAFHA i (DEEERE) | WEHEH S
30°C - FHAHEE 75% 36 # A (RN b7 L
40°C 6 # A Rkl Hi#E &R - AN L
50°C 34 A M BEHO T T AN pH Zb7z L
40°C - HHXHEE 75% 6 # A INA TV WK ZEb7z L
FENHOE 35 A LY/ 7z L
WOEKT 1000 /L7 A 2% A

FROBRERNOARRIL, T AL TOUHBEORGFRETICEBWNT, Z200ME 2 +H0RFELED,

6. BREROREML

TR i A7 71k D W B
B AR K 10mL - oy s 1 s 70 VAR % " H%Fﬁiigm: 25
%7 ks lomLr | SR I R,

kAT SCEICERE L TV A FERNE TR,

EEROFER K ORANIIMREFAN ZTIM L TWRWZ LG | WIROFARS ITE-CnIEHA L, fHAEY O
WRITFEET D L,

1. FEDRAELL (MELFEHER)

pH ZEEEHER
(A) A GBS HIZK 500mL
i 1/10N HCI | &# pH 2%
HifL/ HirE Akt mL i e | 251 =
wE | 2| pH | pH ® |zl PP G o | es | e | o | LT
1/IONNaOH | pH "
mL
250mg | . W — — — _
/D.W. i% 11.26 (a) 09 10.44 0.82 Hrit] 957 | 9.65 | 9.77 | 9.58 | 0.6~0.7
10omL | " 107~11.7 (B) 10.0 | 12.77 1.51 —
250mg | .| ‘ (A) 10.0 1.69 9.27 —
SR e 10.96 B 1
L00mL | (B) 10.0 12.99 2.03

8. EMFHIHERE
LR



V. ®AIZEHI SHEEB

9. HEIPOERRESOERHAERE
HE A7 7L 12k5
SR RTAR K Y BE R E 1

10. HEIPOFRES DEEE
Afm ERHAT7 7oL 12k5
SR RTAR K Y BE T E 1

11. A
M LR

12. [EAT SVIREIE D 3 5 3R Y)

7T =
o)
N
HN 5
mH
HN

13. ZRNDELGERR - HNMENRBRLCERICET HFR
B L

14. ZTDith
% L7



V. JARICEIT SIEH

1. DhEEXIEZE
OBMALRRYA LR RUKE - SRABY A LR ICERET 5 FRBLmE
REWEOET LE-B% (BUES - SOABEELRE) [CRELBMAS - AE - SRAS
ik - B

OFERBEHMAILRR Y A )L RBEESE

2. BERUHAE

(1) AZERUVAZ
(BFINILRZ DA I ARUVKE - FTIREB VA IIVRICERT 5 TR : RESEDETLLZESE (B
HiEE - BCREREBELLE) ICREL-BEMAED - KiE - TRED. K - BERX)
[RZA]
HEERANCIET 7 el LT EHAE kg %4729 Smg & 1 H 3 (8], 8 REffEIZ 1 RELL BT T
7 B AR EHET 5,
B, WSk - MERICHE N T, HBEIOSCTEREHBOERE S LUAIHENTE 5, 72720, ERIT1
[FARE 1kg 24720 10mg £ TET 5,
[/MR]
WE PNRIIET 7 e e d LT EHRE kg %720 Smg & 1 H 3 [\, 8 FEE4EIC | KE L BT T
7 B AR EHET 5,
ek, BEISUTHETE 528, ERIZ 1 EHAE 1kg 4720 20mg £ TE T %,
EBHIT, M - BEIERICB VLTI, BREHBOIERE L T 5,
(HAERBHMAIIARZ YA JLARREE)
W, FrAERIIET 7 el LT IEHAE 1kg %729 10mg 2 1 H 3 (Bl 8 RE4EIZ 1 BERLL BT
T, 10 HRE A EET 5,
B, BBEISUTHEREHMOEED LIIMENTE D, 2720, ERIT 1 BHAE 1kg 4729 20mg
FTET 5,



V. JARICEY SRR

11 AKFOFG1L, BB IEEDNENYETX 50T, BEICREZBBT2ZENEE LY,
1.27Vv7F=27 U7 T A0 LA O 5/ M NS EOIEERZ2HZEIITEO LY THD
HEAT—%), [8.. 92.1, 9.8, 13.1, 16.6.1 BH]

IJVTF= VT TR TEHE 1 | E &I ALl
(mL/min/1.73m?) ST D ETE (%) (I5[H)
>50 100 8
25~50 100 12
10~25 100 24
0~10 50 24
(FRER)
1.1 ENERRBROBIR LY . HEBIENEIFRFINGOVE, BN EWZ ERRD LN DRE LT,

7.2 TERERERR

R btz ¥ GFEAIC

D, BEOBEEICHST A2ARBNOBED BZEEH Lz,

3. ERERAHR
(1) BRERT—4/8wr—2

3% L7avy (2009 4E 3 H LIRS H)

(2) BRERZNER

IEF RN 2.5+0.6hr

(7 VvT7F=227 0T T A 50~80mL/min/1.73m?, 15~50mL/min/1.73m?) 0)3@5%%?
IERTEEERE, 7> 7 a E VORI (Tin) OIER (B e
35+1.1hr) M OXERH 7 VT T2 A (Cly) OIRT (BEFEHREEH A 327+80mL/min/1.73m? |
248+62mL/min/1.73m2, 190+£62mL/min/1.73m2) 23

(% L\ 3.0+0.8hr,
(R L

B DA, ZNEORR K

1) Ak
FEINZE 150 A3ha% (230 T 511 FIS OV TENE S 7z —fRER L O " HEE BB OMEITRO B0
-(3?)5 3) ~6) o
A (%)

— AR SR L H R
HAEZ (el T2 & o R fA) 85.1 (40/47 i)
Ko JE CRERRRIR T 2 S -3 R E ) 94.4 (68/72 )
HREE (MR T 2 X 7R A A) 90.6 (144/159 f3) 82.4 (14/17 #1)
M k2 68.4 (13/19 #) —

i

90.0 (9/10 1)

k1 MEMEEE - A O RER Y
*2 B RZT AR K OKSE - FIRIEE U A NV ARKT 5

3) IERM fUED  BRIRE U A LA 1983 ;5 11 : 263-271.
4) IER BUEH o L ALFREREE. 1983 5 10 (PARTI) : 944-952.
5) IER  UEH  BRIKE U AL AL 1983 5 11 @ 272-278.
6) KRBT BBRE VAL A, 1983 ; 11 : 282-295.




)

(4)

V. AEICEET 51EE

2) /N
ENCTEfE Sz 511 FloN, NETOERERIL 91.5% (183/200 ) TH-7=7 ¥, TONRIT
AT 86.7% (13/1541) . 1~3 5% 90.2% (37/41 f5]) . 4~6 7% 89.3% (50/56 f5) . 7~9 5%k 94.3% (33/35
) . 10~12 7% 96.9% (31/32 %) | 13~14 7% 90.5% (19/21 %) <. BMWERIL 3.2% (7/219 #l) (ZH
LTz,
7) EERE—I1ED  NEFRE 1984 5 25 1 393-397.
8) TaATE =0T - /NARIZIE. 1983 ; 46 : 1151-1156.

3) BrER
a) P‘? 5, 7 ~9)
FrAVREE 106 (1 H~1 » Al IKE 1.6~4.0kg) (2%} L, Smg/kg (7 #1) | 10mg/kg (2 #1) | 11mg/kg
—5.5mg/kg (141) . 1 H3[EL 3~12 HEOEGE M Thi, ZON, B~ _X2 T A L ZZHK
T HEHEYLEIZIL 4/5 B, BIEOAKBITIX 22 BINEH TH -7z, BIEAIL, 2FEIMED 1 Flic—
EPED AST (GOT) . ALT (GPT) & LEHNRAE LT,
b) /)‘71\ 10)
G ESUNESTH Y57 )
#’%@#xﬁ%’%uﬁ%ﬁ BWT R AERERZ ST 9 o FE R EE (4 H~60 Hin, (K5 0.88~4.55kg)
W2t L, 77 5~15mg/kg, 1 H 3[E, 5~10 HEHG Sz, Hi~ L2 7 A L AR
T HRHEYYEICB W T 34 BIRATH o2, KA tﬁﬁ“é@ TERIEERD ble o7z,
) ABNOAREIN T HARORELOCHER @Y, FiAERIET 7 e s LT 1 RIKE 1kg
Y720 10mg 2 1 H 3 [, 8 REEEIZ 1 RFLL 2T T, 10 ElFﬁ,ﬁ{%a%/ﬂ“éo e, MEIZINT
THREMMOIEE S LITHENTE D, 272 L, ERIX 1 FHEE kg 4720 20mg £T] ThoH,
5) IEM HUED BRI E 7 A LA, 1983 ; 11 : 272-278.
7) EEE1E0  NERL 1984 ;25 1 393-397.
8) WHATH =137 - /NEEISHE. 1983 ;46 @ 1151-1156.
9) HIHZIETIZH - /NARIESHE. 1983 ; 46 @ 253-257.
10) Yeager AS : AmJ Med. 1982 ; 73 (1A) :205-209.

Fe PR IR AR
fERERR N 8 B A 5 X1 10mg/kg % HL[AI G- U 726G 5 BR = K O A AT R B2 H 1368 62‘%73?75)0 7= 10,
FTRERERCN 4 BIlZ, AAIS U 10mg/kg % 8 REEIEEIC 3 IG5 L7 kG, WifE & & ERIEILRD Ezhfa:
Do f:o
) AFIOAERB SN TODRAOHNER O HEIL TRE . JAIIZ7T 7 e e LT ERE kg 2729 Smg
Z 1 H 3 [E, 8 RFHEMIT 1 RFEILL Bsid T 7 BRRRTRRHET 2, Zeds. MK - BEEKICRW T, SEEIT
JEUTHREGHMOIERE S LT ENTE D, 2720, EBRIT 1 EHAE 1kg 4729 10mg £ Tl TH 5D,
11) 4 FESIEA : EEARZKEE. 1983 ; 14 : 471-479.

FEHRrER Y
GERERE DR T LI ABREBREITRIE Lo~ R 7 A L A RYE 62 B2 551, AFIZFAIE LT 1 [
Smg/kg 7 1 H 35l ¥ 7 ARG LGS, HRIEZ Ik L 91% (32/35 ) . KJEIZx L 100% (6/6
) . HSRIE ., M7 E O HSV BYUEICK L 80% (8/10 #il) OENRTH -7, £I-AHRIT VZV K
YIEIZxE L 98% (40/41 B1) | HSV BYEIZx L 80% (8/10 ) TH 7=,

4) IER BUED L ALTEEREE. 1983 5 10 (PARTI) : 944-952.



V. JARICEY SRR

)

1)

2)

3)

4)

(6)
1

2)

FRELAOEABR
B L RA T A VR R OKE - #RIEE U A LV ZTERIR T 2 5k - BRIk L, A4 1 [\ 5~10mg/kg
Z 1 H3ME, 7~10 HE&E Lz E 2 A, AFNIERRIE IS L, BRRZIE (p<0.01, ’-test) . A MM
(p<0.01, y-test) & HITEN TV O RHERAIZEEORS 2 #il, AFKlE OREBRIRD O 7= EEE
FRAEEE ST R A LR 4 Bl Th o 72,
AR A LR T A )V ARYLEIZ DWW T, PARNZ S Sz 7 > 7 v e VTER A O 30mg/kg/H X 10 H
G- OFE R 12 L 60mg/kg/ H X 21 HREEG-OANE « 22t et L7z@is Y ik, 257 41 41,
FRRR AR 28 (il A de 88 il Akt & LT-FET v & MEEER T, 16 fillZ 45mg/kg/H . 72 BillZ 60mg/kg/ H A3
BhHsn-, 2TTO 24 5 A%OBIERIT 30mg/kg/ H X 10 HE#H 512 il L T 60mg/kg/H X21 HET
30%J8/0 L, 45mg/kg/H X21 HRT 4% L7, 7. 45mg/kg/H Tk, 28I TO 24 » H%OEIER
IZF\N T 30mg/kg/ H X 10 HE# G E HEREN 2> T2 (p=0.729, Cox LB W — RlEl@oT) . AHKlE
MERGICEET 2 LB 2 5D EREIRE AR IXah R Th -7z, 7ol 45mg/kg/ HRE L
60mg/kg/ H BEIZZE 2 A E 72213580 b iv/e -~ 7= (Fisher’s exact test)
H) AANOARINTWDFHAEROREROCHEL @Y, FAERICET v 7aerl LTI EHRE kg %7
D 10mg % 1 H 3 [0], 8 KRS 1 BEEILL AT T, 10 B RAMREET 2, 2B, LEICE T TREHH O
FEES LIIMENTE D, 72720, BRI 1 EHAE 1kg 4729 20mg £T) TH D,
6) KBKTIEN R E T AL A, 1983 ; 11 : 282-295.
12) Whitley R, etal. : N EnglJMed. 1991 ; 324 : 444-449.
13) Kimberlin DW, etal. : Pediatrics. 2001 ; 108 : 230-238.

BAEALCALTRAERNHER

MU ER e L
|5 d RN
SRR DR T 2 X -3 R B A2 AT 2 B ICRE L2 IREBIC LT, 77 e/udr 7RI
L, BERERZDE (p<0.05, Mann-Whitney U-test) K OEHHMZ R L7 (p<0.01, ¥ #7E). &BI1EMH
W77 e e ARG, T RREE LG (FE, EEEofAk) cabNnE Y,
3) IERM D BEER E AL AL 1983 ; 11 : 263-271.

TR
BHEWBNHRESNTWNWADTEY Ly
BE - BRI
MU ER e L
AEER
FRARERE - HEFEARGERE EFHRE) - RERFTREERHAR (MRZRERKREER)

T, BEICET2HE 1. BBORKE Q) ARNOHBEICEDS E TORE] OHBR
ARAEFHELTERFEOHNERIIERE L -HEBOHE

ARV



VI. EMWEEICRHT HHE

1. REPNICEESSEEMIELESYEH

EE T, NI a e VERE, Ty Ay aE N, T AT AENL

2. EHER

(1) {EASL - VERMERE 'Y~
TV a VT E LR AT A LR 1R (HSV-1) | B 28 (HSV-2) | K%L - BRIEZB U A LA (VZV)
RSN A D &, DA NVAMEDF I Vo —RIokhy — ) UMb a =%, Mtk —F¥icky
VUBbsh, 77 =1U Vi (ACV-TP) L725, ACV-TPIZIEFEE THLTAI LI T /v
Z VUV (AGTP) WAL TUANLADNARY AT7—FIZLY 7 A/LADNA D3 KR VIAEND
L. UA LA DNAHOMEZEIEXE, A /LA DNA OBEREZAET D,
Tyrouaen) VLB —BEETH DL — U UIBRLIZERERNICEET D VA NVAETF I VR —F
IZE D720, ANV AIEEGSHIRRIC kT D BEERIRNb D B2 Hivd,

(2) EFEEMITBHERBAE
D o1 ILRER
a) /'/7 V/'tf'014>' 20) ~29)
T V70 VISR ARE T A VA D in vitro (23T 2 HEGE & B L ICso fEIX, HSV-1 0.01~1.25ug/mL
HSV-2 0.01~3.20pug/mL, VZV 0.17~7.76pg/mL T - 7=,

7oA ELDIRTAILRER

ICso (CFXIMH) == s
LA LA P HIES

74 g/l ] 7 A IV ARER i HIE
0.05~0.32 (0.13) 27 Vero 77— 7 Wik
0.07~0.30 (0.16) 2 HEF ~A v AH—k
0.02~0.09 (0.05) > 55— W

HSV-1 [ 0.01~007 (0.02) I PR 4y R d
0.08~1.25 (0.44) Vero ERN==— 7L Ly FERYE
0.01~0.08 (0.03) 20 7'Z— 7 Wk
0.02~0.70 (0.17) 2V FERAM=o— kT Ly FERE
0.17~0.70 (0.42) *” o e
0.01~0.02 (0.02) 2 777D
0.24~0.63 (0.41) 2® o ERM=2— Tl - Ly NEEY

HSV-2 [0 o EO 23§ — I PR 4 R Vero |EEM==2—h7 v L
. . ) o
0.10~0.68 (0.36) 2 77— B
0.01~3.20 (0.46) 2V EBEN==—FIL - Ly FERE

Batson, Benj
~ 14) ’ ] _

028~0.56 (0.45) CaQu, Diaz, Ellen WI-38 7T — 7 W
0.34~1.13 (0.84) 20

vzy  [344~7.76 (7.09) 2 e S 4 Bt R ~ A v a B A K —ik
0.45~1.62 (0.95) 2% HEF
0.17~1.78 (0.50) 2 Bats%ﬁiﬁ%é‘ﬁm’ 75— 7 Wbk
0.61~1.58 (1.15) 2¢ W S ) Bl e




VI. EHREICEY HEE

b) /in vivo
T EOMPUHHIA~NV R AT A VA | R EZPRE L CMRERAESE 6 HEND 10 H 727 o en
15mg/kg % 1 H 2 [BIFAIRNEE G L7 FE8RCIX. 30 H BIZB T 2 AE(F=RITT v 7 v B 5H#E90% (9/10) |
KPR (AREREIER) #E30% (3/10) Th oz,
2B, VZV EYYEITOWTIEL, BUIREM BRI 2N OITHRE S Tunauy,

2) FEHFIME
HSV X IRVZV O T v 7 v EVCxt T 5tEE, vA VAT I V%) —8 (TK) XIZIDNA R Y X T —
TOEMXITEMNENIZEDZ LD THDI EEZLND,
T a ST DR ENME T L7z HSV. VZV ORGR 2 BEE S o FE R TR, RrICHET T HIV
BYYERE LRI ST S,
IR TERENS I NE COB SN T v 7 1 ELTHERED KRS A TK RIBEETH A, 7 A LA
P TK BEKE (TK O—#HKEL O TK OLE) LODNA KU A 7 —BEREK LSS CnDd, TK K
BRI, LR R OSIESREDIR T L2 ANBREICBW THERRBZI SR IT LR D, 7 7nE
S X DIRIBICHRT 2 BOEDMEWEE T, 77 a eV 3 AMED il REME A2 B E T & TH 5,

(3) YEFRFIFRER] - HiErER
MR L



VI. EMBREICET SHEE

1. mPREDOHT - AEX
(1) AR AN MR
AR L

(2) RELPIREEERR
AL LR

(3) BB THRIN-OTEE
1) BERATOEYSEE
a) HEHRE '
TERER A~ 5 I 10mg/kg 1 FRER AR F#EIE 0O S22 A =6 13
1%, 336.6£26.9mL/min, EFIREED DA AFEIL, 47.0£3.7L Tho7z,

250, 2F 7 VT TR

ACV Bi[E 1 BB AR IR SR DRYFE/ NS A —4

&h & %% Cinax AUCq. T
(mg/kg) (ug/mL) (ng-hr/mL) (hr)
5 4 8.12+0.65 16.1£1.4 2.50+0.14
10 4 14.82+2.13 29.7£3.6 2.45+0.25
HERIT T EES E.
b) RE®RE

fERERR A 4 BT > 7 v )L Smg/kg X 10mg/kg % 8 REf4EIC 1 H 3 [0], 1 REfELAEENE L7546, A

TR TREO MR IRE I X Z NI 5.6~9.2ug/mL L TN 8.3~139ug/mL THh V| 2[0S 464 8 B
MAEFEE X224 0.5ug/mL &Y 0.8~1.3ug/mL Toh 7= (HIEE : HPLO),

2) NRRUFERICEITHEYENE
FMEANCE T D dg) 30 30
INRBFIZBWT, 737 1 e 250 XE 500mg/m? (K 5 30E 10mg/kg (ZAHY) 1 KRR AR EHE L 72RF 0
B MAE R AL 1T 10.3 3% 20.7ug/mL Th - 72,
AR R O M P RO IR AR N B DK 15 5 Th o 7203 e MU PR BEVE 5 T 10mg/kg
% 1 RE SR SRR 6.8 XUE 13.8pg/mL ThH -7,

NEERRADEYEED HLER

E'fﬁji& «[&5_% #ﬁ?ﬂ/ﬂ;ﬁ /ﬂég’y U 7 '7 A VdSS
(mg/kg/[A]) (hr) (mL/min/1.73m?) (L/1.73m?)
AR
05+1. + 819,
(0~3 3 A) 11 5. 10 4.05+1.22 10542 28.849.3
1~ 2% 4 1.86+0.42 325476 31.6+4.2
N 2~ Tk 5 5. 10 2.16+1.08 366101 42.0+13.0
5 T~12 7% 6 N 2.81+1.10 353+142 51.2+18.3
12~17 5% 3 3.58+0.59 263495 53.6+14.6
B A
- 14 2.5~15 2.63+0.52 292482 46.6+8.5
(FH 58 %) ’

Vdss : EHFIRBED AT EE

AT E£S.D.




VI. EVEBEICEY HEE

3) BHLREEEEICHITHEYEEE
FrEAIC RIS D RRE) 30 32
HIEEMREERE E BT ~DT 7 1 BV 2.5mg/kg 1 RER L ERF O L M8 =i, 59 19.5 BEfE T
hotz, £z, 6 R OMEHENTIC L v M ITH 60%H LTz,
BHSREREE D B 5 B TlE. AR T S 7 v EALOEERNERBOEE R MRE 7 U T 50 ADIK

TAED BN,
BB EEE L ERETETOEYEROLE
(mg/kg) (hr) (L/1.73m?) (mL/min/1.73m?)
HE SRR PR R 6 2.5 19.5+5.9 412423 28.6+9.5
R 13 2.5~15 2.9+0.8 49.6+8.7 307498
Vdds : EFIREED 53 A E
A JLIL P ELS.D.
(M)
100 3
15 W5k 25mghg & 1SRLLE» (T RERESE
o5
Ot
o ;
T | 4y
B ‘Jﬁﬁ
o—0o BEBLLEE (n=6)
] o—eo EHEBEIEEHE (n=3) *
| * BHBEE S 138 th2.5mykgihs & h =32 DHKIE
0.1 : : ‘
0 30 40 50  (R%FRS)
[ %5 1% 15 e
RURERE M;&ET

(4)
(B%5)

BREEEEEICKS T MBEPRE

JRFP DT 7 a EOVRENEME (2.5mg/mL) ZEBX7EACAFEEELE LT TIER Vv a vy R TH
LB UGB RMETICT 7 a AT 2 2 & Rb D,

(5) BF - FRROEE

VI zzatt (R LoEES) (BT SHEE 7. MHAEH

Q) BrHTEELZOHA] OESMR

6) B&EH (REaL—3r) BMICKYHBLEENERRNSEEHER

LR L




VI. EYVBEICEY HEE

2. EWMEERB/TA—42
(1) #BH 75k
AR L

(2) WRURERFETE
AL LR

@) NAFTRASEY T«
AL LR

(4) HEEEER
B L

B) HYFSARM™
A B T 8 BIZT v 7 1 BV Smg/kg X 10mg/kg HRIEFRNEE G LT O2H 7 V7 7 U A ZENE
71 328.2437.9, 345.0+43.7mL/min, &2 U 7 T AITENF I 226.6+33.7, 257.9£26.1mL/min ((F#JfE+S.E.)
THoT,

(6) HFmERE
A B T 8 B2 T 7 1 BV Smg/kg X 10mg/kg HRIEFARN$E G- L 72O E FIREE D 3 A AR X E 1
453247, 48.7+6.3L (CEHJELS.E.) Th-o7z,

(1) mFEAKEERN
Invitro TOT 7 1 ELOMBEEE AR EHRIL 22~33% Th - 7=,

3. RN
AR

4 S

(1) Imi%— MBI E S
FMEIZIT B AlifE) 30
FNIZT > 7 B eV 10mgkg & 1 B 3 BIFFIRNE G L. &&EREND 2 FRRZRICHE L& 2 A, BEikT
/=0 W /Y T s R a Vsl et o I/ = I W P 0 Q1 [ ol £ 5 G R B s R

(2) m%k—RaEEEAME &
UENCEBIT B RE) 3
AR 28 T H ORI 7 > 7 v BV 15mg/kg & 8 RIS 10 H AR ERE L, ki 26 it 1o £.9)
FZITolcl 2 A, FIAERDRPIZT 7 v AR gt &S,
&) AR OEB N TODRAOER OHEIX TRE JRAIIZ7 7 e e LT ERE kg 24729 Smg
Z 1 H 3\, 8ReffEIC 1 Rl LT T, 7 BREIAREEHET 2, 23, Wk - HIEKIZB T, BEIZ
JECCHREGEHMOEE S LFMENTE 5, 2720, ERIX1EAE 1kg 4720 10mg T THD,



VI. EVEBEICEY HEE

()

4)

(%)

H~0BTH

BMENICIIT B AliRE) 30 37
BIITICT 7 m e Smgkg 1 B 3B S HFAGEEHE L2, REFLRIRE I3RS 7.3ug/mL 273 L, & 54
T 88IFMZETT v 7 v B AR S 47z, 72 Rl 4 £ CO R IR IRE D 2255 Th o 72,
B~ LR BEORILIICT 7 7 B 200mg @ 1 H 5 BRI O&G%, $LHT T 7 v 0L 5E
HREED 0.6~4.1 {527~ L. FEf 1.31pg/mL (200mg #5- 3 Bf##:) Tho7,

B~ DBATHE

(SHE A E 1T 5 i) 0

AIASAREY A N ABHIEDBHETT v 1 B 10mgheg & HERT LR, SEE PR RO
#1122 ThoTz,

Z D DERADFITIE
GrEANZBT D RUE) ¥
VZV BERYEBE ~DOFIRNE G-I, AR O 7 7 v BV M RE & FRE TH -7,

5

(M

(2)

)

(4)

()

HRBERL B UM SR RR

fERERR N 8 BILCAH 5 3L 10mg/kg % 1 BRI A HHE L 72 W, 48 BEHIBANIZ 21 68.6% 1T 76.0% 73
KRB E UCTRPYRIES 072 1Y, B2 RFREHEIL O-IAARF T A XU AFATT =0 (G E&D
K17%) Tholz,

0} 0]
N N
HN N HN s

HzN N HzN N
Lo\/\OH Lo\/ COOH
Aciclovir 9-Carboxymethoxymethylguanine

(CMMG)
ACV AR R BHZER

RECEET S8R (CYP4S0 F) DyyFig
Y ER R L

MEBEHROERRVTOHAE
KPR L

KEYVOFEDOEER SR
REHA CMMG @ HSV-1 (289 2I1EVEIL, invitro T7 7 = E/LDK] 1/700 Th o7,

FRBYORERN/SS A —5
LR L



6. *;Filﬂ 1)

(1) BEMERGL R UFERR

VI. EYVBEICEY HEE

PRI T T PR & U CRERIRTEE M ORANE 2O 5 OB 523580 5 T %,

(2) Hriprs

fERERR A 8 BIZAA] 5 X 10mg/kg % HAIFFIRNSE 5 (1 BFERLSTE) Lz E 2 A, 48 B UINICZENEh
68.6% X1 76.0% NAREAE & L TRPHEES L,

ACV B B AR EHR DR ACV EURE (%)

B b & e M (hr)
(mg/kg) 0~6 6~12 12~24 24~48 2t (0~48)
s 59.3 5.7 2.3 1.3 68.6
+2.7 £1.0 +0.4 +0.4 +3.6
10 66.5 7.0 1.8 0.8 76.0
+2.5 +0.3 +0.2 +0.5 +2.7

HI7E¥E  HPLC
5 ST F ) ELS.D.

(3) HEittREE
[ () Prits) OEZM

1. FSURR—2—IZET 51EH
Invitro \IZBW T, 77 v LT, OAT1 T OAT2. MATEL T MATE2-K D HE Th - 7= 39 ~4)

8. BFIZLBHMRER
(1) RERESEM
GHENIZ BT DRl »
SGRRHERE, BEIREAT TOFBRERITH 12% ThH - 72,

(2) mMiRBH
FMEAIZ 3T B Alg) 32
77 | eI 2. 5mg/kg S EHERE, 6 RERT O MENTIC L 0 MR EE TR 60% 1 LT,

(3) EREmAEER
AR L



. ££% (ERALOZEESH) ICEI A

1. EEARLEZTOEA
FIE STV

2. EERB L TDHER

.22 (ROBHBIZIFHBELAEWLNI L)

AKHFNDORESY 8 HUNTNT 7 1 E VR 6 LIS HUE OB ER D & 5 B
(fEER)
MR R RERFHELE L CRE LTz, ARORAK T B RT v 7 ThHAT v sl
WA 6T U COIREEDBEED & 5 BE Tlid, AFIOHFEGIZ LY & SICEE/MBEIERA BRI 2 BZ0N
HA,

3. EEXXIIHRICEET HEIELTDER
BEI N TV

4. AERUVHAEICEET HIEETOER
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11.1.5 hE MR KRIEFEFARE (Toxic Epidermal Necrolysis: TEN) . R E$EIEAREIEEE (Stevens—Johnson

FER) | ARARMRSHRAE. SHAH (b EERY)
1.1, 6 SRR CBUSAPY) | MEEOR (0.02%)
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FEARARRE R DARRE, ZFp. AL, | FEEMEE, MEE, BERGE, EH)
FLAME, OV, R | Kal, TR RiEEES), R
B D EV, IRK R
ThER s J¥99m SR, B, m)E B | REERR, mJERT
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SEHEREEFRERBERUVERREEREE -8

(BIFRELREE)

2D 1 F R o A =
A FHEDRE o
FRAIE B 5 504 4,447 4,951
I E FH 8 BE 511 3K 62 166 228
mIE R B 122 252 374
BIERBBIERZE (%) 12.30 3.73 4.61
BIVER OFEE
g - S R aREE 10 (1.98) 19 (0.43) 29 (0.59)
KLBETETR 5 1 (0.20) 8 (0.18) 9 (0.18)
%» B 5 (0.99) 8 (0.18) 13 (0.26)
BER B e e 0 1 (0.02) 1 (0.02)
=E 4 (0.79) 2 (0.04) 6 (0.12)
SEERE 0 1 (0.02) 1 (0.02)
&P 0 2 (0.04) 2 (0.04)
A - R R R 4 (0.79) 15 (0.34) 19 (0.38)
7 1 (0.20) 1 (0.02) 2 (0.04)
ROk 1 (0.20) 3 (0.07) 4 (0.08)
S 0 2 (0.04) 2 (0.04)
5 K 0 1 (0.02) 1 (0.02)
iE CIRRE) 0 1 (0.02) 1 (0.02)
By 1 (0.20) 0 1 (0.02)
R G E 1 (0.20) 1 (0.02) 2 (0.04)
HEWN 0 1 (0.02) 1 (0.02)
5 U 0 10 (0.22) 10 (0.20)
H AR R E 1 (0.20) 4 (0.09) 5 (0.10)
A H 0 1 (0.02) 1 (0.02)
e 1L JE 0 1 (0.02) 1 (0.02)
NI 1 (0.20) 0 1 (0.02)
iR 0 1 (0.02) 1 (0.02)
g e 0 1 (0.02) 1 (0.02)
KRR 0 7 (0.16) 7 (0.14)
"= 0 1 (0.02) 1 (0.02)
i R 0 1 (0.02) 1 (0.02)
" 0 2 (0.04) 2 (0.04)
S 0 3 (0.07) 3 (0.06)
g L 0 4 (0.09) 4 (0.08)
B s 0 1 (0.02) 1 (0.02)
I UESS 0 1 (0.02) 1 (0.02)
LB RS 4 (0.79) 27 (0.61) 31 (0.63)
B 0 4 (0.09) 4 (0.08)
[ 2 (0.40) 20 (0.45) 22 (0.44)
Mg M 1 (0.20) 14 (0.31) 15 (0.30)
M8 2 (0.40) 5 (0.11) 7 (0.14)
T #i 0 3 (0.07) 3 (0.06)
FP - REAE R PR 30 (5.95) 76 (1.71) 106 (2.14)
JRkRE B 0 42 (0.94) 42 (0.85)
JHF A B i 0 7 (0.16) 7 (0.14)
% AST (GOT) k5 23 (4.56) 18 (0.40) 41 (0.83)
% ALT (GPT) L5 28 (5.56) 23 (0.52) 51 (1.03)
y-GTP k5 1 (0.20) 1 (0.02) 2 (0.04)
v UL E U INE 2 (0.40) 1 (0.02) 3 (0.06)
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TKGRREZ D i A& D ~ =
G FRE DR G o

Rt - RBEE 16 (3.17) 6 (0.13) 22 (0.44)
LDH [5- 9 (1.79) 3 (0.07) 12 (0.24)
TNAHY T H AT 7 X —P L& 8 (1.59) 1 (0.02) 9 (0.18)
BNV 7T A RlE 1 (0.20) 1 (0.02) 2 (0.04)
Bl AT a—/VIE 2 (0.40) 0 2 (0.04)
R 0 1 (0.02) 1 (0.02)
R F i giE 1 (0.20) 0 1 (0.02)
M (L) kEE 0 1 (0.02) 1 (0.02)
5B () 0 1 (0.02) 1 (0.02)
IR 2 o P 1 (0.20) 3 (0.07) 4 (0.08)
IR K] B 1 (0.20) 2 (0.04) 3 (0.06)
pidiaa 0 1 (0.02) 1 (0.02)
R I BR 2 (0.40) 6 (0.13) 8 (0.16)
2 I 6 (1.19) 8 (0.18) 14 (0.28)
HiEK - fENRESE 1 (0.20) 8 (0.18) 9 (0.18)
Hin ek (E) 1 (0.20) 5 (0.11) 6 (0.12)
PRI ERIRA  (iE) 0 2 (0.04) 2 (0.04)
EERE S (UE) 0 1 (0.02) 1 (0.02)
FARLY) Rk 0 1 (0.02) 1 (0.02)
UL RERHES (SE) 0 1 (0.02) 1 (0.02)
/R« HE O o e 0 2 (0.04) 2 (0.04)
/R GGE) 0 1 (0.02) 1 (0.02)
FEFENME I P EE e fE 0 1 (0.02) 1 (0.02)
WIR R R 9 (1.79) 5 (0.11) 14 (0.28)
RPRRE R 0 1 (0.02) 1 (0.02)
NPN |55 5 (0.99) 0 5 (0.10)
BUN |5 3 (0.60) 2 (0.04) 5 (0.10)
JRMFE 1 (0.20) 0 1 (0.02)
HEER 1 (0.20) 1 (0.02) 2 (0.04)
IS 1 (0.20) 1 (0.02) 2 (0.04)
— R e EE 5 (0.99) 12 (0.27) 17 (0.34)
B (%) 2 (0.40) 3 (0.07) 5 (0.10)
1FCY 0 1 (0.02) 1 (0.02)
5w A 3 (0.60) 5 (0.11) 8 (0.16)
O 0 1 (0.02) 1 (0.02)
g 9 1 (0.20) 4 (0.09) 5 (0.10)
1t SR PR 2 (0.40) 5 (0.11) 7 (0.14)
1 & Mags b 1 (0.20) 0 1 (0.02)
TSR 5T 0 1 (0.02) 1 (0.02)
AR 1 (0.20) 1 (0.02) 2 (0.04)
1 & * 0 3 (0.07) 3 (0.06)
I e 0 1 (0.02) 1 (0.02)
Bl gE 0 1 (0.02) 1 (0.02)
#OMERIIME (DAL BEEICOMEINIBERCTH DM, BEHMORFTIZRRER EHME SN Tnd o,

AR E I LT,
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(RRREBEERREE)

TH H FKGRIERZ OIS o FH plAE R A
JiiIR]E3 R I BR 0.40% ( 2/504) 0.21% ( 5/2,437)
~ESub 0.40% ( 2/504) 0.25% ( 6/2,441)
~< 7 Uy ME 0.40% ( 2/504) 0.25% ( 6/2,416)
iR 0% ( 0/504) 0.07% ( 1/1,522)
M i Bk 0.20% ( 1/504) 0.24% ( 6/2,449)
iR S MiE AST (GOT) 4.56% (23/504) 2.83% (65/2,299)
fi.y% ALT (GPT) 5.56% (28/504) 3.00% (69/2,302)
Al-P 1.59% ( 8/504) 0.67% (14/2,091)
LDH 1.79% ( 9/504) 1.14% (25/2,189)
WYL EAME 0.40% ( 2/504) 0.31% ( 5/1,599)
y-GTP 0.20% ( 1/504) 17.95% ( 7/39)
BieE BUN 0.60% ( 3/504) 0.15% ( 3/2,045)
J VT F = A 0.99% ( 5/504) 0.05% ( 1/1,916)

fF FA BTN - 198544 H 16 H~1991 44 A 15 H

SERER. AHE. EEERVFHNOAEEERIOBIERREFMEE

e I IR aE
Cid AT IE B 5K ST P %éfﬁ(i%ﬁdifi
B2 339 7 8 2.06
BRI + #E s 1 0 0 0.00
K g 226 10 11 4.42
fiff K + RIS 1 0 0 0.00
H HORIE 1,958 71 122 3.63
i WIS + £ O, 1 0 0 0.00
H %S K 127 13 18 10.24
] S 87 3 6 3.45
BEIESS 4 5 1 0 0 0.00
RIS + 7 Dfh, 1 0 0 0.00
/)N 7t 2,742 104 165 3.79
< 1 144 12 14 8.33
1 ~ 6 411 15 19 3.65
4 7 ~ 14 361 12 16 3.32
(i 15 ~ 44 1,000 45 70 4.50
il 45 ~ 64 1,200 38 60 3.17
> 65 1,330 44 73 3.31
AH AL 1 0 0 0.00
fﬁ* < 10 1,090 37 63 3.39
? > 10 ~ = 15 2,257 81 110 3.59
H > 15 ~ = 20 679 16 32 2.36
& > 20 ~ = 30 297 27 39 9.09
% > 30 49 3 4 6.12
7] FNE 75 2 4 2.67

% HAZIX mg/kg/ B
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Fiis 986 44 61 4.46
H 3,448 121 190 3.51
as MR« Y& M 25 433 17 22 3.93
ff FEfd - R 198 11 16 5.56
IiE il 199 8 9 4.02
bl 5 157 11 30 7.01
Z Dt 2,974 96 152 3.23
A RFLEH 13 1 1 7.69
Fiis 688 12 9 1.74
H 3,697 152 231 4.11
e P A L 2K 269 11 25 4.09
i s a 7Y 805 43 68 5.34
s Bl R s V| 685 36 53 5.26
| fﬁ;ﬁ@@;g 1,464 76 108 5.19
) TH 2 S A4 2,107 67 111 3.18
P 55 2 2 3.64
Z Dt 1,791 96 155 5.36
AR KRR 62 2 2 3.23
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BREIN TV N
BERE
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11.1.4 28]

13.2 g
MAEEATIZ LD . T 7 v ez K hRICRET 2 2 L3 TE D, [16.6.1 ]
(f#3R)

13.2 VI FEWEhEIc B4 2HE 8. BITHFICLDBREER] OHESH




V. 2t (EALOEES) ICEYSHEAB

1. BRALOIE

14 #@REEDEE
14.1 ZRIFNEFDIE
14.1.1 AR A%

M 1A TN (T r7ael250mg 2 E5H) & HREFHK UL H RAERAEER 10mL IZ%EE L, &5
BICHYT28% 1 3 704720 100mL YA EOMHE THRT 2 (HRHE) . b, iR CHRT 5
BE. MR E > THEAES 2 WIS T 25803650 TEO L O RIGEIIIFEH LW &,
(2) FHERZ B D, AEEROGBENIER O A FRELT VO THHAIL 2N &,

(3) WIE DT ITHCCH A L, KR ORRITFEET L Z &,
14.1.28E5%1t

AHANIT AV MEEZE L, pH FOZMIZ IV EAZENEZ VT W T, Al & OIREIX TR 72 R
DT D Z &,
14.2 ZR|IBE5RHOEE

STEEREICER L, & X ICBREEM I OME R EZF A0 . mEOMIE (WEA TR R2D) 3d
LD ENRHLOT, HENMEN~NTILRNE D ICHEEICRGTHZ L,

12. E0MDEE
(1) ERERERAICED CIER

15. ZD/DFE

15. 1 BRERERICE D HR
I E DR 2T 5 M 7 B GEUE(RE O 203+20.6%) T Smglkg 5 L7zt Z AREHEREO LM 5
5 (FEHEIREE D 96.3+15.4%) (2 LT 7 v BV EE (Cmax X O 54 12 BERME) 32 5 & 72 o
N AKEL -0 DT 7 u b ORE 7 VT T 0 AR ONTRE Y F - F SRR CRE L7l
WE NN IR DN o T2, 2D X D 2@ E O BE AR 2 B 53 2581001, EHEREICESWZH
BTHRGTRELOREND D O,

(2) FFERRRAERICE D 1FH

15. ZDHDEE

15. 2 SEBREREABRIZE D < 1B
B/ MBI N T, mHE (w7 AEENEE 180mg/kg UL |) TYEAERT OF ML O D
ATANEON TS, Ames AR, ~ U AEMEIERBRE CIIXEETH 7228, =7 &2 180, 360,
720mg/kg A MEIEN 1 [EIH G- U 7B B/ MZ R CU, /INEZ BB BE I H S AE BIE O A R R B8N 58 0 H i
7o
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X. JFERERHERICE ¥ SHA

1. FREHER
(1) EHREHER (TVI. ERBICET HEE] B8R)

(2) BIRMEEHRER
AR L

(3) REMEEHER Y ¥
—FEBIZ OV TE L L TR AR 100mg/kg OFFIRAEGIZ L0 G Lo, FaRehietsR, Fp - fEER 25 R |
R BAANRER, PR, HERREIST T 2EM, RE - EFEYRE, FIRERTT Va3 iR
(X DR, R AEE R O, FUEME, PUEGVESME, R USREREICKIT B OV TR LT
fER, —EBICEM 20T,

4) ZOHOEBHER
AR L

2. HEHHER
(1) HEKREEEHAER
(LDso, mg/kg)

B CD-1 2~ A Wistar 52 7 v b
Be 50 3 Q 3 Q
S M >10,000 >10,000 >20,000 >20,000
53 T 1,375 1,118 620 660
RN 1,268 1,118 910 750
E N 724 724 860 1,125

(2) REEEGEHRR
1) 4 XBRUHIL 1 5 AREIRAE SR
A X220, 40, 50, 100, 200mg/kg/day® . H /L1220, 50, 100mg/kg/day 2 1 H 201 » A ME
RN P G- LT FZBRICIB VT, A X Tl 40mg/kg LA B, B/ Tld 50mg/kg L BT, 737 1 E/LORE T H
(LD HEMEBEEOBREE (BUN E5. JREHI, BEEWN, JRAE OB THOEL) BED L
7

2) v b1 »ARBEERREHER
7w MT 20, 80, 320mg/kg/day & 1 H 11811 % AMMEEAERE L72FZRICHE W T, 80mgkg UL ET1) &
[FRR72 B PR, 320mg/kg THEE DM/ - EEJD . HAHERERERD b,
IO ORER T, RIEIC X B R OO REEZEIXEIE L,
BARIEEREIZA X, v, KT v hTIEWT I 20mg/kg/day & HEE Xz,
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3)

()

(4)
D)

2)

3)

4)

5)

Zw k6 » AMEENES

7> M5, 20, 80mg/kg/day Z 1 H 11 6 » HREMEIREANES L2 ERIZBWT, 20mgkg LA ET, 737
oL ORI K 2 RO EE (BUN L&, RERN, B EHN, JRANE 05 PR
ZEAE) . RORSHROME/INAFR0 B, 80mgkg THILEROMD , & ORHRTEK 23580 bz, Smg/kg
TIFEF TR N1,

ARHERTIE, RIRIC X 0 BEEEILEE Lo o7,

B RKEEVEH BT Smg/kg/day & HEE S 7z,

ETEFE SRR

1) 7 bOIRRAT - EIRPIIC 12.5, 25, 50mg/kg/day % 1 H 2 [A1Z2 TG L7 28 T, 50mg/kg FED#E
IR M OSE W8 L SRS U 7 IAMC T IR T RS LT, BB TR K OVE ER) - L&
HLEERICBOWTH, Fit T XS BERLIIAON o7z, U XOMBEEAMIC 12,5, 25,
50mg/kg/day % 1 H 2 [BIEIRNFE G L2 BERTIL, FFRt T _XEREFTRIZA L0 o T,

2) IFEHEFIET T v FORBEEM (IR 10 HB) 2, BEMICBEEDO H 5 i 5 KE (200mg/kg/day
Plb) R TEELEBRTE, RIRICEBEOCRORERRD LN Y,

Z DO ¥EHEM
TERMN
Ames iBR, ~ 7 AEMEEIERRGE TIIEETH o7 0 3, =7 &2 180, 360, 720mg/kg ZMEHEPN 1 [A]
Be b U7 i/ kB C U, /IMEHIBUBEE |2 F AR BIYE O A B e M358 bz,

BARME
~ U AR DT v NI 50, 150, 450mg/kg/day & 110~126 H[E#E 0 £ 5 U723k Tld, BARMITERD b
Rnoiz,

Bt
Invitro T 0.5~2.0%7 37 2 EJLIEIR 0.1mL (221 5mL FIITITEERA TH 508, 0.5~2.0% 77 et
JVERIE SmL 240, X 50% AR IMERFR &R 0. 1mL #IN TR AR ST,

R
THX ENLEY AT v MZBWT, 77 8 EAVEZEOERBY (CMMG) IZHUEM %2 RS 720
776

R RIS

UHX () IZBWT, 77 e 025%, 25%ERF 2 HRNE G L7csE . R AR R i X
D5R< ., 0.75% MR KV 59> 72,
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(1) EETORHRVEDEBERIZDONT

(2)

3)

Pz L

REZMEOEFNCONT (BEFICBEIRESHASFES)
« AHNOFe 5T 22K i 21T 9 Z &,
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EEE YA

(D) 1A T N (T 7 ae/250mg 25 F) % HIRENH/KOLA RABREER 10mL 2L, &5
RIS T 28% 1 54 704720 100mL 2L EOHE CHIRT 5 (AR . el MK CHRT 2
BE. fRIC Z > TXAEBES 2 WIS ST T 25580820 TEDO L) RIGAIIIER L2 &,
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1. ELEHNETORTKR
% R 52 4 HRFEH
/S Zovirax 1982 “F 4 A
77 A Zovirax 1982 410 H
—a—U—J UK Zovirax 1982 4 11 H
FT K Zovirax 1983 4 1 H
AU Zovirax 1983 £ 2 A
il Zovirax 1983 4 9 H
XUy Zovirax 1983 /£ 11 A
A—AKNZ V7T Zovirax 1984 £ 9 A
H Zovirax 1988 /- 5 A
BB ESSIES P

B~ A T A L AR RS 2 PR YYEDOIRR | AR B E
FAR~3 5 H : 20mg/kg

SEIEMRAE DI T L TRV BEITRIE LT 1 H3[E, 14 HRE®H DL 21 H#
< R A FAE ISR~ ~ R
* EEGIIERR LS A 3% H~12 F : 250mg/m? (= 10mg/kg V)

12 ¥ LA E : Smg/kg
1 H3E, 5HM

LR AT A L R ET D FRUEYEDOTRRE | 3 » H~12 F : 250mg/m? (=10mg/kg * V)
BLOTBS 12 ¥ E : Smg/kg

1 H3[EL 5 HFH

FoEHERE DAR T L7 BF (ZE L 72 Bifl &
* PRI G- OMEIXY 27 #IFIZIS CTHRIET 5,

K - WIS 7 A VAR 2 FRUEIUEDTRR | 3 » A~12F : 250mg/m? (=10mg/kg ")

* S EAEOIR T L7213 500mg/m®  (20mg/kg V)
K - HRIEZ 12 ¥LLE @ Smg/kg
kOPEREOIR T U721 10mg/kg

1 A3EL, 5HM

AR A T A LV ATRIN T % T RCREGE D 1B 3 % H~12 ¥ : 500mg/m> (=20mg/kg ")
12 FLLE : 10mg/kg
AL AR 1 B3I, 10 A#
(2026 45 H)

AARTOZREUIBRICKIE T 2 EEO AL O AEZGEH# L.
1) RER 20kg BRI 250mg/m? 1% 10mg/kg 12, 500mg/m? 1X 20mg/kg (ZHS T 5,

L, AFRICRIT 2REX IR, HELAOHEIIUTO LB THY | HETOAGIRIL & I13Re D,

EERIEEHER

OBMANIRI VA IILARUVKE -FTREL VM IILRITEET 5 T e REAE
REBEDET LIRS (BHES - BCREREBELL) ICRELEMEDS - KE - TKES
fi s - BERE %

OIERBEHMAILRR YA )L RBLEGE
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BERURE
(BFAILRRYAIJLARVKE - HRESIAIILRICEEAT 2 TR REE  REMEDETLEESE (B
HiES - BCRERELGE) (CREL-EMARD - KE - TKES. Kk - fEER)

[RAl

WE. RAZIET 7 el LT EHRE kg %720 Smg 2 1 H 3 [\, 8 KEfEIZ 1 FFELLE2NT T,
7 B RTERHET D,

¥, gk - BRIV TR, REIDS U TRGMHMOER & LUIEENRTE 5, 2720, BRI 1
[F{AEE 1kg 4729 10mg £ TET 5,

[/hR]

WE., ARIZIET v 7e el LTI EHRE kg 4729 Smg 2 1 H 3B, 8 KEEIC 1 KFFLL E2~NT T
7 HERTEFHET D,

B, MBS U THETE D28, ERIT 1 EHAE 1kg 4720 20mg £ TET 5,

XHIT, MM - BERERIZB VLTI, BEEHMOIEED TX 5,

(FTERBMAILRZAY A L RBRE)

W, FAERICIET Y7l LT EHAE kg U729 10mg 2 1 H 3 8], 8 W4T 1 BEfLL BT
T, 10 H M AT D,

B, REIE U THRGHMOMEE D LI EN TE S, 72720, ERIT 1 EHAE kg %72V 20mg &
TET D,

2. BHZEITHERIIEER

(1) E4RICBET HiEoMER
HAROEWA SCED 195 4w . 19.6 =3l OHEORLFHIILLTOLEBY THY, A—A T VT oL
T80 5,

9.5 tim
105 SRR L CW B AEEMED B 5 bzt 1B EOFRENGRKRIEE BB D i S b 5EI12D
AT H ., BER (T v ) O 10 B HIZ, BEWICBEED S Hbitd KE (200mg/kg/day
Pb) 2R THELEER TR, BBICHEHTEVRORENBEO LN EMESNLTND W,
9.6 IRELIw
1B EOA R OFAFREOFRMEZBE L, HALORME I T IE2RitT5 2L, Ty 7 med,
b NELFA~OBITRHE STV D, [16.3.4 2]

pag|

/
B3 (202645 H) *

F—A N7 VT D5
(Australian categorisation system for prescribing medicines in pregnancy)

* o FERE L724EH

2% yHOME
F—A N7 U T D53FE : Australian categorisation system for prescribing medicines in pregnancy
B3 : Drugs which have been taken by only a limited number of pregnant women and women of childbearing age,

without an increase in the frequency of malformation or other direct or indirect harmful effects on the human
fetus having been observed.

Studies in animals have shown evidence of an increased occurrence of fetal damage, the significance of which is
considered uncertain in humans.
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