833578

XO%20166 11 BHE] (B 6 4R, 51 78ERRERHIEICED < 5T

X2015% 5 AKE]T
miEF EECERRT

WERAERE (25 %3F (ARICRROERPIRAICERT 2 2 &)

oA I 2L P REH
OLHEERR?

S KK

| B EERENEES | 87625 |

A W #F 5 |22500AMX01582000
g Ofi W #H 2013%12H
Bk 5% B W 20135128
W B B m 20154 5 B

J "_:J’JI]tJlaimEDD"‘EF_*EIJ

VALACICLOVIR

3 (BFEEBA/NF V7 0OEIIERIER)

E)ER-EMEOLFEICKIDERT S &

BERROEBEFICIRS LAV L)
FHNDEH B WNET7 27 O LIS UIBBREDEHFED % % 8&

WHHRL - X
1.488%
NZ27OELEES00me =/, E. 1IRFICTEORSD - EZEF
TEHHEATH 2,
MK TARB NS S OB JUAEEIE e ververreerremeerenienreie e 556mg

(NZyonoreilLeLT500me)
BMPE LT, EREILO—X JAXRERY, RERY, AFF7UY
BMg., E7O0XO0—2X, Y2 O03—)L400, /RUYVILR—K80. EtF
Y. AILFONADEEET %,

2. WH DR
NZ Yo 0OELERE00mg =M id. HE~MEAERD 7 1 )LLAO—
TAVITRTH B

= = f |
” NS¥oael NSvoOel
wow (‘S50 )|(So0ta ) )
RZE(mm) F2E (mm) B (mm) BE(ME)
185 75 6.2 700
XEBHEE - ZHRE
=<Fpiapey
EMEMEBIEIC & (T B EMMAILARZ T A )L R ESIE (B i)
D FAEN
HIREZ
K=
MEBEAIL R Z DB HHNE]
<ShEE - SHIRICEET BFERLDEE>
HBANIARZOBRIMEICH T Z2EAFDERSICLD, By IR

ZIKﬁJ?x‘—j'-EP%t/77\/\—I\7‘—’\(D’§F URIDHBceH, 3
Y R—LOERENERE NS,

____________________________________________

V K= R F—ADRFEEIFIT D EHRBHENTND, 22U,

XBFRE - AER
[AA]
BiES
WBHE. BAKKEBFNZ>70E)LELTIES00mg% 1 H2E#E
59 %,
EMEHEBAEIC & 1 B BRI T A )L X RERPAE (BALEE)
DFEAEIH] :
BE. BAIKEBENZ>70E)LELTIES00meg% 1 H2EE
mErRRBIERETT7 AT & D EfTHR3bH T TROKRS Y %,
RS
BE. RAICI/NZ>o0EILELTIETO00meZ 1 H3[E#
k59 %,

X :
BE. RAKIFENZ2270E)LELTIETO00mg% 1H3ER
A59 2%,
MHEERANILAR X OFBFFIH -
BE. RAIKIINZ>27O0E)LELTIES00mMg% 1H1EEROK
59 %, BH. HVREREEDEE (CD4 ' >/ ERE100/mm3LL
B iciEnNzrooe)le LT1E500meg%z 1 H2ERAOKS 9
%o
VR
i‘f@;@}x :
. RE4AOkgL ED IR
500mg’£1 EIZIEH‘:EI&’—:??‘%O
EIMEBMEBEICH T2 EMAIRI T A )L AR (BiEE)
DFAEIH
BE. FAEA0kgl ED/NRICIENZ 7O ELTIAE
500mg% 1 H2EE M ZiEm 77 Ba1 & D EIT%35H £
TROKESYT %,
'ﬂ?#iv@}* :
. RE4Okgl ED/NR
1000mg€1 EI3IEH‘XI:|&‘:}3'%O
IKE :
BE., AE4A0kgl Lo /NRiICENNZ O] ELTIE
1000mgz 1H3ER OS5 9 %,
I“:“E%‘éf\)mz@ﬁ%?m%u :
. KEAOkgL Lo /N BiICFNZoOEILELTIH
500mg’i1 HI1ERO®ET %, L. HIVEEEDEE (CD4
U Y RERE100/mm3l BE) iIciE/NZ >y o0aE)LEL TIE
500mg#% 1 H2ERO% 59 %,

X<HE - AEICEET 5 EALDEFE>

MBBREBBHICEWVWT, EBRANILRZOBREMG)ICAK %G
AU TWBRICBHEIRD SNBEICE. 1E500meg TH1
Bl 5 (EB/NILRXOBHEIMFICNT Z2/HE - AE)H 5100
500mg 1 ElZlEI&%(%%J‘@F@;‘é#ﬁL:W@“%FH;‘f -8
BET DI ESABRBEICHU1E500meg 1TH1EI%RES (E
BANIRZOBERDH ICHT 20K - BE)0BRE%EEET 2
&, Ffe. BEMHICH UL TAFZERE L TWSICHhH
LoSTHEOICEREZBEDRT LSRBEICHTL TE EIRIC
U T1E250mg TH2EX E1E]1000mg 1TH1EIRSICE
BIRIEEERBT DI E,

QBEZEDHZEEXIIBHEDETLTVWSEE SHET
&, BHERROEHEANG ShPd VDT, HE5ERE
ERTDHREFETDIE, BB, FEDZREERVERESR
[ROBZRIETERDEED TH B, i, MBENTZZIT T
BZEREICHUTIE, BEOBEEE. AREXIFHRAERICIE U,
JLF7FZooUT S A1I0mML/MnEKBEOERZ LD S5
HRE(250Mg%24K8E F) I 2 EEERT DI &, £
MAEBFHICITERRICEESET D&, BH. BEEZEI
ZINRBEICKEITZ2EREIDREE, HE5HERAKNOBRIEHE
FUTWARWIMEERS,, "EEZREANER). "BHEAN
O¥E  RUOTBEERS DESR).

CERNZyraOElLELTIE

CERNZyraOEILELTIE



JLF7FZ>o)FZ > Z(ML/min)
=50 30~49 | 10~ 29 <10

BiBE/E
nEzgiliake2ie
lCH T EH
ANILRZA DA
U R B ZE
(BEfiEE) D
FAEIDH
HRBEE /K
=
HEBRANILRZ
DEFINE]

500mgz=
12K5E %3

500mg#%=
1258

500mg%
24K5EE

500mg%
24F5EE

1000mg %=
SrE&E
500mg=
24555
% &, HV
R E D
£ E(CD4
) > )RERE
100/mm?
BLE) T

1000mg =
1 2K

500mg%=
24851

% B, HV
R R E D
£ E(CD4
) > )CEREL
100/mms?
BLE) 1T,

1000mg %=
24R5EE

250mg%
2455

% &, HIV
R IE D
£ ECD4
> )ERER
100/mms3
BLE) T
500mg%= |500mg#%|500mg%|500mg%
12KEE | 12KEE | 24EE | 24KEE

FEEDOHZ2EETHENZY7OCNEHc7>7H0EL
ICEREIND, BE. FEEDH 2 EE TOBRKERRRIE
BRonTWna,

500mg=
24F5EE

250mg=%
24k

% B, HV
£ #&H(CD4
) > )RERE
100/mms?
DL E) Il

____________________________________________

BEALOFEN
1EERSE(ROBEICITERICRET B L)
NBEEDH2EBE[BHEERERENGSDAYI WL, (TH

& AEICEET ZERALEOERIROCTEELRERIEEID
IBESR)]

2 B E BEERERELNHSDIAP TV, (TA% - BEICE
BEIREALOER. EELQEANEREI RVTESHEAD
B5 0ESRE)]

LEELEXRKER

MEMEE - HRICHURESNIZEE - BETEREUEEA.
ARABERO7 I OCILREIF. 7Y/ OELROREEK
S5RFLDbEVWCENS, BWERORRICBET & (TE
BREARWER(T)IDESR),

RQABIDEE IF. RBMPISEVWFEEHENBEFTEZTZD T,
BHICKREZRIKRT 22 &, BB, BXELT, FREEZOD
BEICEWTIREEZHERSBMUAIIC. £k, KEDAREIC
BVWTIFEBHERZ2BUAICES ZFBT D ENEFE UL,

B EMBEZOBEICEWTIE. AFEZSHBEERL. XEDOIL
UNBRShinh. H2WEELT IHBEICIE. HDBEIC
VDBEZXZZ &, U, MIRBESRNILRIEEELLT S
BENHBcH. AEETOBHBE THERRIEEE T 5,

WRADKEDREICEWTIEAEES ~ 7THE. NEDKED
BEICBWTIEAFIZ5HBEFER L. EDIUNR SR
M HDWEENT ZBEICIE. DBRERICTIDEZ 52 &,

G)FRBEZOBEICEWTIE. AFE7THBEERL. HEDJ
UNE SRV, H2WEELT IHEEICIE. thDBEIC
PYID&EZ%Z &,

B)AEIC K ZHEBRANILARZOBRMEIBEERIE, ERANILRIAD
REZBRDRTBE(RREERBEICEVWTE, BELHLE
BEU EDBETHRIT ZE)ICHLTITS> T &, £eo KA
EIEEBRER. BRERGOLEEICDOVWTHRETZ LN
#EIN 2,

NAFOFEUERBEY THD 7V IO OBESMEINL 5
BITIE, BHERER O BEEESHIER T 2ERENE L.
BEEZEDHZEEXITBEENMETLTWDEE, BEIC
BWTIE. AEOBREERRVKRSEZAGH L. BHEDIRKRE
HEBRERUBHSEERICRET DL, BHE. —RICHEHHER
FERERFIO/RESFIEICLDEIERT 2 (TRE - AZRICEEY
BEHALOFREIRVONBERS DIESR),

BEEZEDHZ2EEXITBHENMETLTWSEE. BE.
KEBEZEDRKERZE I LYPTVWEEZISNDZBETIE.
AFIDE/RESFRIGBY R KDMEIEEITS 2 & (MBRENDERS,
DEZR),

QKEDRRICEWT, BIEES. BSREERERE DREHE
BOETULLBREICHYT 2EWERVCREEREIZL TLEWN
(ERERRDN R W) o

(10)KEDREICE T B2ABIDERRRIEDR WD, KHZKE
DRBICBVRIERICIE. BRLOBREEBRIEZEHEL
TREI B &,

IMNEHEEENHSDONZIENHZDT. BHBEDEKLRE,
fElREHSEBMOBEICKET BRICITIET 2L 5BEIC
TRAECHAT B &, BE, BREREZETR. BlcEH
BEEENHSPDNPITVDT, BEOREICE > TREES
TRWESERTZCE(THE - BECEET 2EALDE
BIDEZR).

3.t EEHA

HEERBRICERI 52 &)

EHRE

FREREER - B E

#r - ElREF

TAORKXYR

REDFEEREY O
7o OellL ot
MflEn, 7>o0
)L o FHm R
B A% T E A& (AUC)
N48%IEIMT % & D
BEDH B,V

TAONRRY RFREE
WICEE B0ATT X
UMATET1ZfHET %
e, FEERHFYO
FYUBRELDEHE
I ehsd eE
AbNd,

A DFEERBY D
ToOEIL oHEH
pEEEh, F¥U
O EJLDAUCH27 %
BMY 35 E&D|REH
H 2,5

UXFIVIERBE
S I B 5 0ATT,
MATE1 & O'MATE2
—KZBRET .
EERBEMOT VU
O EJL B A D
flahzdeEILN
%,

a7z /-l
% TE7xFIL

KH OFEREY O
FyyBRELEDH
Rlic&b, 7yooE
LRG3 7x/—
LV E7zFILRK
Y D HE A DG =
. M7 DAUCH IE
me2ED|RENH
P )

EHEREYMOT >
AELEZTOT
/I ET7xF
IWREY D REE D
WTHBEITDEEX
5N,

TAT1UY

FENDFMHERHY O
FyuAELEDH
Ric&bD, 7AT «
U2 ORBERNS
S5hnd B,

B ISR TH B DN
RAOFERBEI DT
YoaeIsTFAT 4
Uy oREHEHEET S
febT7A7 1) >om
FREENERT DL
NEZS5N%,

EDNFBICEREETONREED S 2EBE(EHES) CIEEICKRS

?’% Z to
4.5I1ER

FAHSEANERAEZORERARRAENPE L LHAEEZR

HEL TLRW,

(MEXBEIER GEETR)

RDOESHERDENICHSDNDZ ENHBDT, BHRZ+H

[TV, EBHRBHSNIGEICIE. BEZFRIET 2R EEYR

WBEITS T &,

WPF747F%FY—>avy,. 717« 7%—(HIREH.
MEZESE)

2 iRMER A, MEERIERAE, M/MRRED. BEEDEREE
FEIREE (DIC). MMM 4EBER

JBUBERE

HFEBMRIER  ERES(BE). tAx. B8, 8. #
A, =B TADAFIE. FE. NES

b) 1 R R IR SE AL AR AE (Toxic Epidermal Necrolysis :
TEN). KREHIERLE(REE (Stevens-JohnsonfEIREF)

6) FEIRAM ., EIFIR

7) R E M RH %

8 FF#. FFHEEREE. JE

9) BIERER



)zt DEI1ERA
ROESBERDBSDNBIEHHZDT, RELVRDS
NEaIcE. BEXBREZHIEY 25 BV BLEELT

5z¢,

ST
B BB, B, BE. LSBHE
i FFEREED LR
e ES. IEM. BRI, A, B
BEWER | ®F. TR SRET
B - MRS | BEE SRER. R

E2) D& SHIBERICIIEEERIETE &,
L EMEADRS
AEIZ, SEERSMOF VIO ICERENE. TELT
BN SHERIN DN SHETIEBEENMETLTWEZ L
NEZWeHBEWF IO OMAEENFRT 2EZNNG
30T, HE5MREEAML. BEOREEBRLLALS, EE
ICRE5T2CE(THR%E BEICHET3HEALOFEIRVTE
BELEANIE OBESR), £, AFORSHZBET KD
BEETSZ &,
6.9117. EiR. RILBENDRS
MIFREIFIFRL TWBAREM D H B BAICIE. AELEOBERE
HYERME%E O3 S HMTENDIBEICOMEET DT &, [RER
FDOT7 7 OEIUCEWT, EMIER(Z Y ) DERI0OBEEBIC.
BEMICEEZE D& S b5 KE(200mg/ke/dayl £) & EF T
BEUERTIE BRREICERRVEDRENRS SN &Ry
INTW3,]
Q) AFNC & DIEBNIILRIBRIMGIEERICHRL. Z0HBLAE
EEGT TAGE DR LML TULVRLY,
BEIBADREIIEEICITS T &, [FARSE, FEHERSYOD
FZ2uAENDE NAFRABITT S ENREIN TN, ]
TINBREADRE
BEHEKER, SERXEBARICHT Z2LLMEEFEIL TV
WHEHAGEIR, FERICH U TIRERREN A, ARICK
U TIEERBBRND BV, [BER(TY N TNTyoaOE
WEROBRS LI EEDOFEERIM THZ 7 VOEILDORES
& BRABIICLHERTHEEH TREVNI EHIRESI TN, ]
8BERS
MR, ER  FFOBERESICLD., 2AEBRE. BHBRE
REEEL. 8. B, ZHET. BES)IRE
INTHDH, BX - BEEAKIRT 208K HE X
55,
BRE. INSHERICE. BYRREBERSNTD
NEh - leHICBERSDRE LG IEBES
BENFIEWMEICLRBITZHZ<EENT W,
WE : BHEDORBEEITRFRLERIT D &, MBRBIMICELD.
FVUOECNEMREDBRETZIENTEZDT, B
EREICLDERPERLLBESR. MBO—DELT
MBI EEBT DI &,
L EALDIFER
(1) IR FARF :
NEFFEEOEHEHfcH, A—FT oI ZRLTVNS
DT, HEDRT I ERSRASEZZ &,
2) AENZ BRI < WHEICIZZH DK TSRS D, RASESZ
Eo
() FEEIZFIF - PTPEEOERFIFIPTPY—MHASEDOD B L TR
HT2L58ET L, (PTPY—RDERICKD. WL
BEABEMEARAL, BICREILZH L THBREAE
DEERESHEZHET I ENRESINTND)
10.ZDMHDER
mBAIcEWT, AFOEAEBg/H)ZAW. EEDQRER
2BE (FITETHEHIVERESRE) &1 2CMVRLEE TS
[Cxt 9 2EERABAEHEINTVND, TOHABEICEWT, K
AARBEIchiDZRESIncEET. B2, MImNES
mEBMR O M/MRRA (& EICHH) OFRBMNBH SN TWL
%, o INSOERIBEFOEZRESEEZFZ T TWRWRUE
BREE, EHESEEITIBEICRVWTHRENRDHENT
W2,

2) AmesFHBER U7 v b BEHREREFREEARTIIRET
Holeh YUVRABRIEABRTE. SHEROKRS.
500mg/kg. 7o/ OELDE MMEFRED26 ~ 51548
BBV TMKHBEEEOBREIEMZ RO, lew YV
AV T —XilRERAWCELFRAZEAR T, H
EEEROFEET T1000ug/mL EDREIC &S W THVE
cEE(ZERIOZ—HEEOEIN ZR U T,

BE ¥ BB ER
1. EYZFHRE SR
NZ¥ 7 0OEIL#R500meg =/, L BEMFZh2n1feR(NZ>/0OEL
&L T500me) Z 18 DERBIABFIC/ORA—N—EICLDIBRE
EfROFS L. BRI TH 27y 70C)LOmEREEZAE L.
BonfEYEe/{5 X —4 (AUC. Cma) ICDWTI0RIEEXBIAICT
REHRIT % 1T > I 52, 108(0.80)~ log(1.25) D&HEATH H. WA D
EYZNREEIER I NI,

HE/INSGA—H BENSA—Y
AUCo-12n Crnax
(ug-h/mD) | (ug/mby | Tr=®) 1 Toe()
NSO
500me =H1, 10.13+2.47| 2.91+0.75 | 1.83£0.62 | 2.8+0.3
TEERA|

Ge#l. 500me) 9.80+2.59 | 2.84+0.83 | 1.89+0.63 | 2.8+0.3

(Mean+S.D. ,n=18)
(ng/mL)
4 -

3l —0— N\Z ¥/ 0OEIL#H500meg =1,
—o— 1RAERIAI(FEA]. 500mg)

Mean+S.D. (n=18)

MO\ NBEE

=

v

0 2 4 8 10 12(h)

6
BE5&%OKHE

MERAREL FICAUC, CraED/NT A —F(F, HWEREDRR, FED
REEY - KEZEORBREEICE > TERDAIREENH 2,

KOK2.BHEFH?

NZ 2o 0OE)LiR500mg =1, 1F. HAEFHAEERZEICED Shic/\
SV O UEREROBERIBICGES L TVWB I EAEREShTWS,

XOCOKEE B ¥ ER
FNIANRRIAINRETH D B, FREE. KEBREILEHNTH S,
AEQFEUREY THZT VIO NRRAVANADNFEIFIY
vEx LRI TY VELENFERE 7>/ VEREBRD, T
NHDNARY XS —EZBEET 2 EHIC. VAILADDNAICERDAFNT
VAV ADDNASF R ZBEY 5. EEBEEMETEY YRt hBW\nD
T VANRIEHY BRRNBEEETRIT EEZ 5153,

BEMKSICET ZEFENANENR
—#%% : Valaciclovir Hydrochloride /\3 ¥4 OE LGS
{£Z4 : 2-[(2-Amino-1,6-dihydro-6-oxo-94-purin-9-yl) methoxy]
ethyl L-valinate monohydrochloride
AF = - CisH20N604 - HCI
SFE : 360.80

9 H NHz CcHs
HNJj[N
/KN N> ~ % ’

o

HzN

XXM R AREAB~BEACORBREOHRTH 2,

ARBIFKITHEFPIT L, T/ —)L(99.5) [CmH TAIFIC< L,
AT I30.05mol/LIEBERICAT 5.

EHE ()P —7.1~—11.1°"(0g. 7K. 20mL. 100mm),
ERIBERESHEDRO SN,




EERW EDEER
RREMHRY
RIEEERERZE AV ILEFR (40°C. HEET5%. 6/78) DFER. N
227 0aEILER500me = (HBE OB RBTICEVWTIFHELETSH
B ENHERIE NI,

g n
428 (PTP63Ex7)

BE E X WE
1) () =AML 2R HRER (EMR2HREMERR)
K 2) () =L AMFTET B R OB HEER)
KK KB CRIEHAEFRHBRHE (B)IIEE) © C-39232016
4) (¥R) ZFE2IRERT  HHAERH(REESER)

B ik 5F R %l
FEXBRICEROUNERCOS XL TH TRICTHERTE W,
KRS =FCEMRRT V57 by y—

T461-8631 AHENRRFEAISEEH
TEL 0120-19-8130 FAX(052)950-1305

mEmrEE PK-7
wx=xt =FMEFRRPR

SKK ZEEHEMRXRNIEATSFH T461-8631

— 4 —



