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FEEER

W& R PR HAGE
A/G Lt albumin/globulin ratio TNT I TaT ) sl
Al-P alkaline phosphatase TNHY T F AT 7 H—EF
ALT alanine aminotransferase TI7=rT I NI UARAT 2T —8
AST aspartate aminotransferase T ARG XTI BB R
CAPD continuous ambulatory peritoneal dialysis | Fift A9 MG B VE 7T
CCPD continuous cycling peritoneal dialysis Frfse s B = NE B it
CHO #ifiz chinese hamster ovary cell F ¥ A =— AN AX—JNEH A
CK creatine kinase IVTFUoxF—F
CMV cytomegalovirus YA M ATag A LA
CYP cytochrome P450 F ~ 7 m—2 P450
DNA deoxyribonucleic acid FAX Y R
ECG electrocardiogram BN
EEG electroencephalogram ik
HHV-6 human herpesvirus 6 ERANILRRATAILA 6
ICso 50% inhibitory concentration 50% FEFEHNHIZ BL4 2 A2 AT
LDso 50% lethal dose 50% B A &
LDH lactate dehydrogenase FLEENL K SRR
SOC/LLT system organ class / lowest level terms PRE RIS/ T ERE

v -GTP

gamma-glutamy] transpeptidase
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D, 1976 HIZA T =—FT > DT AKNT « 7= A (BT A N TR IERSIE) B, ~AXRBET A L AD DNA
AU AT —PHEFEERAROHMEDO L b oA )V ADOWEEIFEREFEREZE T2 L2 AL, £ D% invitro TOY A
AT A NVRIHRT DT A NVAERIZER LEREZED T, T4 M AT a0 A )L A EYYE L REHBIEDIKR T LT
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(Tv. 2. ZHRESIZNRICREE T 27, V. 5. (7) Zofh) &)
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0. AFICEET 5IEH

1. R5E&
(1) Fn4
SURERER A A B BLVREE 24mg/mL

(2)F%

Foscarvir® Infusion Solution 24mg/mL

(3) BFFDHE
ARAF N (FOSCAVIR) 1%, —M%4 Foscarnet O —ifi L 17 A WA K2 EMT 5 [-VIR] ZMHALEDLELHFRTH D,

2. —f&4
Mg (S
RAINF Y b bYW (JAN)

(2) %% (fdi%)
Foscarnet Sodium Hydrate (JAN)

Foscarnet sodium (INN)

B RT L
B A LV AF| : VIR

3. BEARITRERX
(0]
I
NaO—P—CO:Na - 6 H.O
\

ONa

4. FXRUSFE
43+ : CNazOsP « 6H,0
458 1 300.04

5. {L$E (@di%) XIEFH
Trisodium phosphonoformate hexahydrate (IUPAC 45124 %)

6. EAA. 4. BE. E5ES
IRRE 5 © AJ-003
& 4 :PFA
CAS %B6%% 5 : 63585-09-1 (EK#)



M. AT 51EE

1. BT
() 488 - K
HEDREREDBH R TH 5,

(2) B
BRI B ISR
‘ TR
WO - - N =
1g ZVEDT DIZET HEEE (mL) A A SRR 5 D YRR L F 50
=& J—/ (95) 5832~7887 D T2 W
JrF L T—F )L 10000 2L I EEAETRIT RN
7 19 DRI RT N
(3) Iim
FMEE L

@DFR (DER). BHR. HER
Al JEAREE (300°C & THEET)

(5) BRIE E AR R E B
pKaj : 0.5 (“FfbfR3) . pKay: 3.4 (Y ). pKas: 7.3 (U )

(6) SRR
gk L

(N 20O ELTIERE

pH : 110 (2% K¥AIR)

2. FMESOEREHTICETHREN
AURIHE - SMEL HOREE, SR RERYEE

1RAF AT ezl 1RAFTBE s
H T ARG
=R (25°C) — Bz L
TR = LR -

5°C 7z L
37°C/10~35%RH 60 » H H T AR - . ;
ﬁﬁ// " 7 2B KIS BEOM B O BRI

25°C/80%RH H T AR b7z L

37°C/65%RH BT AR 27z L

24 I e pen s
bie e BT R ERE {7z L

(120 75 Lux * hr)

*KGEDOWD (B KOZIIIHE D EROHIMERD T, DM OEBTRD Hhiemnoiz,



3. EMEHORBRRE, EEE
FERRAABR:
HAPILAS T Fv (LD D 7 BGEAIE)
F 1Y 7 N EESS
R
BN 1



V. SFIZEHY SRE

1. #lfg
(1) Ffz DX R
TR (W)

(2) BH DN B UK
W 572 4 SRR A A B BT 24mg/mL
% o5 250mL A Y /NA T v
- ok I V5 B O 7K A

@ #EAa—F

AR

(4) "HE DY
pH : 7.2~7.6
RBE 1 (EEEERICKRT 2 k)

(5) £ Dt
%LV

2. HWEIOHERL
MEMES GEERS) OEERVHME
R 2 4 SR R A B e 24mg/mL

RADNVF Y b F U T LKFIY

RSy - G (ImL ) 24mg (2.4%)

W Al pH FAEA GE &)

) BREORE
Na : 240mEq/L

Q@ a=E

HMEE R L

3. RBRROHERRUERE
%LV

4. HifE
MR L



. BAT AR D B H MY
BRGHE FIRAT D FTREMED & 2 BB AL O ITRO LB TH D,

L2 H sk
Vgt R oA GRAZ7=AK) S EY)
RARVEEF R TL (RAT77A K) R
. HEOEBEHETICETS2REN
R
% JHe
RIS PRI RAFIENR IS ERTETe—
25°C/60%RH 24 5 A TP ELIA N ZAbi L
40°C/75%RH 6% A Wt 55 %A T A 27z L
W 24 iR o S
ot (120 J3 Lux * hr) b7 L

NY T AEAEITICH-Q3D A FTA 2it> Tt L7z,
FEEROTHIT D 2 B D5,
ZOX D BRGAIIFMIRE TIMET 52 &,

SCUUT TRAF L2 B A

. ARERUBRBROREN

TEHA| OFHEELE -

AR P OEHIRE Y EE5T 256 FHRETICTHN D, KHEFHFIRE O &532856100F, B ~ORR 8T 25 7=
B, 5% 7 R OBEEFNE U ABRAERIC T 2 f5ICHIR L THWS  (12mg/mL),

. fhFEDEREELL (MEEFHEL)
AHN O AN TAE PR R XL 5% 7 B RHESHRLSMIE A LZ2n 2 &y

RABNFy MK (24mg/mL) 21mL KO8 146mL O 2 JH & % A B A ik
ALT, 30CT3 HREMEEFE L., pH, BRABALZX Y b F U T LKA OE

7 xA FEEIZOWTRIAHTE Bk LTz,

(M'VIII.

11.

WHEOEE] BR)

7 R UBEESR R O U 7 ViR &
SENTEHHRAT 74 FERROE A

Bl & 36A), Ble & FN-1) pH B A D 3 H#%

pH Bt & [Elisy 3A%  |AGE (%) |B&E (%) | Cak (%)
AR PR IR 5.32 21mL 7.37 7.36 101 HinZzL | med
500mL 5.14 146mL 7.43 7.43 100 L | s
BRI 5.03 21mL 7.32 7.34 99 iz L | REE
1,000mL 5.32 146mL 7.41 7.42 100 w7 L | e
5% 7 R USRI 4.41 21mL 7.77 7.71 98 L | mbed
1,000mL 432 146mL 771 772 100 HmaeL | e
30% 7 N o HEESHK 2.92 21mL 3.95 3.97 87 ZLHEM | B
500mL 3.58 146mL 7.02 6.98 100 iz L | Red

WERR U > & Vit — 21mL FERDHTHE LTz RHIE

1,000mL — 146mL FESDHTH L7272, REIE

A:RADINEy FAKFY B:HmAZ77AF C:ARAZ=A b




<ZE>hH & DEEAEILHBRMAR

RR T - A ZOEHRK OB HHEDIRIRICHE A SN D FIREMED H D3 ANI L AR AL VR v & (24mg/mL) % 1:1 D&

FIATRA L7tk =R, SOEHOL R T 24 BERIRAE L, TR, W ADFRAERTEDOEIZ O N TR LR Y,

A& LB R (OMBL)

P FBHA IR (mg/mL) [RES
V=00 % RN 10 EbIZEEE LT
Hovrwaen 50 BEHIZhEEZE LT
NRUB I VA B F A R 6 BEHIZRE A A T
ANT 7 A REH =L FURARNTY L 16 BEHIZhEEE L, TA3E
Ny a3 o 20 IERSYIR) W g AV
T ALERT YT B 5 WRIXE Y | BEbEAE 4R U
K75 2 R 12.5 WILE A Ui
Kae~y F—1 2.5 O AR E T
mal R—u 5 HELHE =TT
Tx= b A F YT A 50 WEEET, HARE
T E IR 5 H AFSE
vaxT v 0.25 HAFEA
SR TN 4 AR
N VAN 5 HAFEA
PA=T & RING 50 50 A
U7z BT U 50 o7
oA aRy L HLT T A 10 B
Faranls oy 5 WIS T

MAHNE R H IV A T A CBIER AR TH D,

9. Bt
BERSAN

10. =3k - 8%

(NEBHNDERES - AR, NENRRLES - 2RICHT HFR

BB L

(2) 3%
250mL (1 /34 7 L)

Q) FiREE
B L7

4 RFEOME
A (AT ) HT A
= bk LR (i o = N
Xyvv/ AL+PP




11.

12.

AR I HEHE
Rz L

Z Dt
HMEE R L



V. JBEICBET HIEH

1. MEEXEHR
OBRERBRFILIERE (T X) BEITEITE2YA MAHOIAIILRBER
OEMBMBBIEEEICE TE2YA FAHOVAILRAMERVY A FAHODAJLRREE
OEmErMRRRBERDE FAILRZIAILR 6 Kz

2. MEXEIHRIEET IR

5. MEEXIFHRICEET HFE

GEMBHEBERFCSTE2YA FATODAIILRAMER VYA b AH O A JLRBEEAE)

5.1 ARAFNX, RS U ITHAERY A R AT a0 A )L ZEYSEEDEE « DR L IT LTV,

5.2 AKFNE, A AT UA NVAEENERSINTEZBEICBWT, BELOGEENGCHRELZ EEb s L
W SN DA OREETHZ &,

5.3 AFNL., EMEMABIEEEICBIT DA FAT O T AV ZMIEKR YA F AT T 7 A )L ZRYIEIZF
W, A OTEFED B AR+ IR AREICRER H 5 LB N HEEICEETHZ L,

5.4 KH|ZH A D AT U AN AIEERE LR THOHMTHER LRV &
(BRMREFDERE (T4 X) BEFICETIHS FAHODAIILRBIER)

5.5 KAIOFEGIC L 0 BERBEANRE SN TND Z L ROAAITIEY A b AT TA VAR %5851k
TERWI L ERREICEE, BHEORME L EHO TRROER A HEICEZHZ &,

(FEwL)

5.1

52

53

54

5.5

AENT, BRERERBREGR (=4 X) BEFICBT 204 MAT e oAV Af@EE, &mEdaBiasaics
F5HA ATy A NVAMIEK YA AT AV AEGEE IR - R E LT0D, BREY A R AT
A I R EYHERLH A A R AT 1 A L R EIEIZ O W TR 2N 2 D ATHA R E LTz,
AHNX, BRUEGRBERSIEGER (=1 X) BEICBTDH A AT e v 2@k, &inimiaBiasics
FAYVA RNAFTETANLAMIER R A M AT a7 A VA EEICKTT AR AT A, BEERECOREE
REWERHZHBEL TS, LENRST, A MATa A NV AFEEPERSNZEE BT, BELEOR RN L
fERMEICOWTHICBE LT ETRET 2G0T 50BN H 5,

MM BEICB T DA b AT 1w A L REGII T D ARFIOEICDNTIE, vy v EIREREK
PR v 7 a BV ROV T v 7 a B O AN REERERN T 2RI E LTSRS D 72O ARTHE
FE LT,

PA b AT T ANV ARBESIE, BRI SEGER (A X) BEORYICRIET 5 AFEGED 1 >T
HY . CD4 BBPEY > SERERAY S0/mm? LA FICAE T L2 B A ISHIET 2 ATREMEDS R VS, Z OFIERE 2 T 192
TEIFEELL . RBIOPFEY A AT a U A NAREERIZHT D TR OWTIBED & ZARF S Twn
20, WM RE SR B PRSI OV T, TOBENERSHS» TR L . AFORYTFHHD
AREIZOWTE, FAIERF SR TRy, Eo, RO X 5 ICARFIIEEE R COEERFER 6T %
ToOFRIETIO B TIHER Lanz &y

AEIOEGIZLY, BEE, BRERE & ZNE BNUARER COEERBIERNRHRE SN TWD, £,
FA RAT U ANV AR TIERPYE L CTHHEH - BREZREVIETZ b, BEAIBAFORSIZLY
HERER NIRRT 5 EBEZTVDHE, BARLARNWI & TEBER S OLZ LR ERBEZLN, ZOL 5 REBHED
a2 EZE LT, AR X 2RO ER A EEICEX DLERH D,



3. AERURAE

() AERUVAED#HESR
(BRUEREFLEREE (TA4X) BFICBT2YA FAAADAIIRABIER. ENHMERBEREICSITEYA A
AHOTA IV RERAE)

VEIEE : @%. SADALF Yy bF PY vAKFIME LT 1 EHRE lkg 5720 60mg &, 1 FEFILL BT T 8 B 2 &
121 H 3@, Xix1EHAE kg 729 90mg 2, 2 FELLENT T 12 FEIZ &2 1 B 2 |, ZREH A
FiEd 2, 7ok, WIHIRIET 2~3 BMLLETT S,
MR YIRS S HERRRIRIZIE, @E, BRI ARy MR RU T AKX E LT 1 EHRE kg 720 90~
120mg % 2 BFRLL E2sF T 1 B 1 B AT 5,
HERFIRIE PSRN BN GE 1, PIRIEO AL - AEIC LV 5352613 TE 5,
CEMBMRBIEREICHSITEYA FAHODAJLRISE)
VHEE - BH. AAB LRy T MU UK E LTI EHAE kg H729 60mg %, 1 FERILL BT T 12 BRI 2
LT 1B 2 B ST S, PIEIREIE 1~2 BRI AT S,
HERE @Y. SADLR Y bR UAKFME LT 1 EAE lkg H72V 90~120mg % 2 BEFILIE2MTT1 H 1
B EET 5,
HERFIRIE PSR BN GE 1, PIRIEO AL - ARICL Y 5352 L3 TE 5,
GEMEBMBEBIERDE FAILRIIAILR 6 Rk
WH. AABALF Y PR AR E LTI EURE kg H729 60mg 2, 1 FEFLLENT TSI &2 1 H 3 [
RIEEET 2,
B AFNC L DBBEELZBRET 5720, AFINC L DIREPIIIKO MR E HoldTv, FIRZMET 2 &
(FhBEHE)
(BEERUARARE)
AHNZPLEIRE Y EE5T 2563 RETICHN DD, REFHIRE V&5 256120, WE~ORRRZ T2
720, 5% 7 RUBESTOUIEBRRERIC T2 HICHR L THWS (12mg/mL) Z &, 7235, ARHFI O MR E OB
F72 BRI LY, RAOBEEPERT D5 LB HDHOT, MFEEICHMEREL, AEFELSATIIRE LN &,
Fio, RIEERELZRET 5720, RER T EERT LI ENEE LV,
(FAE0RE)
ARNORET, ABEOBERBIIS U CEBICHETT 52 &,

) RERUVAEDHERE - 1B

(BRMREFDERE (TA4X) BFICEITEHA FAHODAIILRBIER)

PRI ESERE LT,

- KE kg BTV BRAHNFy b F RU T LK LIT, RAGVTRy b EBET) 60mg 2 1 FFfEINIT T8 KHH Z &
121 H3E, ROR UL KE kg 729 90mg % 2 BT T 12 B S &2 1 B 2 [AE AR 5 L 728 oo (i 4 o 7k
ATIVFy MREFEIL CMV DGR BERED 50% A IZ LB R (269-400umol/l) 2> HHIWF LT, SR E BT 5
DI+ 72 REEEZ b,

s ARAINF Y MIERN TR EZZT T, TOEEF LIRS NI 72D ~OFMEEANEZE CH Y | BikaER
EOREIZLY 1 EHEOHEER L O REEREORE - HEOEE (BE) BSHEsns,

- KECHEM S TAERERCIE, 1B 60mgke 1 A 3 [0 (8 KT &) DOFIHNEENE ORI A, HEFHBED
RN 4O E TG S, TR, IR IRIT 3% THY ., AR I, Fo. HEFERIC
BT m B0 120mg/kg TRFEE TREER OBETT LIZERIN R b D7 <. 2y o, AEEREMICHEERETE To
HEMNIEET D Z Lt sini,

< R - AEORHCEM SN H 1 ARBROER R CIIHIEELIER 87%. HERHAEIE 89%. HREI
T IR A 86% & BRI B S vz,



GEMBHEBEREICSTEYA FATOAVAIAMERVY A A FTADA )L AELRE)
FIZENHNDTA BT A R ORR L EOFTHUZ LD EREFTEATVERE LT,
GEMBMEBHEZEDOE FAILRRIA LR 6 R
ERIMIBNT, FRAIAR Y b OBEMBMBHEZDOE hALRXRAT A LA 6 MRBEITKTHHLE - HEE LT
1% 180mg/kg/ A (60mg/kg % 8 FF1 T &1 1 A 3[E) MNeEIN TR Y, ERNIMIBIFLZIFET A KT A - OFHNE
HEEPNE ZRE LT,

. AERUREICEET 23R
1 RERVREICHEET 3FE
CEMBMEBIEBEEFICHSITEH A KA HODA IILRME)

1.1 ¥4 b ATa v AV AMAEICK U TARRIZ #5352 558100%, IREsFr RARIE R O HBUZ B LEE G
SIRBBERAEITO Z &, B, BRYYUERSHBEL L7EE1E, #l0C A R AT e U A L ARYEIS KT
T HARFE G BA~OEEE, WERAEEITH Z &,

(GhEesdE)

1.2 AFNOFEIZLVBEEORBEELZ LTI ENHHOT, AFELTIX, MiES LT F= 8% DI
EINCIE D22 < BB A IS, MERRES TIEIC - EITE L, BRI TREEZAR T L,
B, KRG VT F =07 VT T AEDR 0.4mL/5y/kg LRI/ o 7o B ITIIREE L. BiGED E]
B\ ETHE LRV &, [11, 22, 9.2.1, 11.1.2, 16.5 ]

BHEeICE Lz 1 RS EHMHA K
(BRURETRSERE (T4 X) BEICBTI2YA MAAOISIILAMBEL, EhBHBEBESEICE
[+5H4 b AHOYAILRBELEEE)
IR
. W B 5.8 180mg/kg/ H
ol R | WL RN 2 WL
(mL/%y/kg) 1A 3\ (8 KefHlfE) 1A 208 (12 R fE)
1 [l 55 (mg/kg) 1 [l 55 (mg/kg)
>1.4 60 90
14= > 1 45 70
1= >038 35 50
1 H 2@ (12 Keftif) 1 H 1[E] (24 BefiifE)
1 [ H 7 (mg/kg) 1 [l 5 & (mg/kg)
08= >0.6 40 80
0.6= >05 30 60
05= =04 25 50
0.4> BHE LW b
HMERFIRIE -
ILTF=y 3 s Bt 5 B 90mg/kg/ H | 3 7 $¢ - R 120mg/kg/ H
VT TR SR R 2 R L B
(mL/%y/kg) 1 H 1A (24 B ) 1 [B# 5% (mg/ke)
>14 90 120
14= > 1 70 90
1= >038 50 65
2 A 1| (48 BifiifE) 1 [l 5 & (mg/kg)
08= >0.6 80 105
0.6= >05 60 80
05= =04 50 65
0.4> BehH 72T L




(EMBMEBBEECHEITHY A M AHTODA L RME)

PR
JVTF= B H % 55 120mg/kg/ H
TIT TR SRR 1 REREILL B
(mL/%y/kg) 120 (128 EE) 1A% GE (mgke)
>1.4 60
14= > 1 45
1 = >08 35
08= >06 25
0.6= >0.5 20
05= =04 15
04> wHE LW L
MERRIRIE
LT F= i £ 5 B 90mg/kg/ H | % 5B 120mg/kg/ H
IVT TR FAFIRER 2 RERILL B
(mL/%y/kg) 1A 1] 24 4 1[5 (mg/kg)
>1.4 90 120
14= > 1 70 90
1= >08 50 65
2 HIZ 1A (48 efifg) 1 ARG (mg/kg)
08= >0.6 80 105
0.6= >0.5 60 80
05= =04 50 65
04> BHE LW b
GEMEHAETBIERDE AR A LR 6 k)
JVTF= W H %58 180mg/kg/ H
IVT TR JATFRER 1 RERILL B
(mL/%3/kg) 10 3[E (8 W) 1A% G & (mgkg)
>1.4 60
14= > 1 45
1= >08 35
0.8= >0.6 25
0.6= >0.5 20
05= =04 15
04> BE LN b

AHERTH A FEFERT IR, 27 F=02 077 2K AE (mL/sy) 2EE (kg) TERT O,
mE 7 V7 F = (ng/100mL) ZFWTFROFHENAUCKY, HEZ LT F=0 7 VT 7 REEK
b, L, HLETHLHEMTHHO T, BEOFEBEMCSNCEILT I/ LT F=2 20T
VRAERESTDZ L,
[(VLT7F=2o9 )T REER]
(B) sLTF=v )T IR (mUbyke) itk
(72X 17 V7 F = > [mg/100 mL])
(140 - 4R fim) X085
(72X %7 v 7 9 =1 [mg/100 mL])

1.3 AF OB IEE BT 5720 ARAN B G- K O R O sl FHER S 0@ S 220K o #ife 2175 2 &
GHH, AFIEE SRR O OBRAR 2 S LT 282 oo TEMRER 0.5~1L/E], KA 2.5L/H %
T&RHFET D).

1.4 FRFEAHHT 2HEITTF T ¥ FRAREEZ V5,

(&) 7VvT7F=v27UT 7 A (mLiykeg) =




1.5 (RERIFER IR 58
JRFE AR ATy S Y U AKF, A RERHER A A BV 24mg/mL

FILESEcR MR G &
RE Egj Ej&ﬁ%@éﬁu e o E;%];1 Ej&ﬁ%@éﬁu 2
ske | Thoome | o | e | astome | soom | 2FSLE
s | Jooome | 1o | 2wt | Dais | soome | eom | ZMPLE
ke | oS00 | | Dttt | 2o | saome | aer | 2MFHSLE
ke | 30ome | soomC | 2umbiL | pn | seome | doom | 2"
0 | oome | sl | 2umnL | pam | tosoome | seowr | 2"
tooks | S000E | oL | awmpik | o | oome | soom. | 2FRE
()
7.1 ABEFEHETFIZBWTHYA MATa A VAMIEN LA N AT T A NVAERES~OBITRRBO LN DI &

7.2

MH, A R AT a A VAT D AKX, g R A RYYER O MBI BE LR G R
U, YRS HBL U2 B A TIEESS T A N A T a T A )V A EGSEIC T 2 ARF 5 BICE R T 25O RS
2170 BOEBWENSKNE L EZRT LI,

AROBEICIVBREENRHODLND Z ERH DD, YIHEERGR, FIHRENOI 2 E BRI, #
FRREHICITRIC— TG 7 LT F= o lalE L, BliEE T v 7 L, BHERIIS U CREEZFT T2
WERD D,

AH 60mg/kg HEIEGEREOMAES V7 7 A LBHEE (Z L7 F=0 27 U7 70 A H) OMBEMEZE L7235
ICRWT, MFICHEWVHABEMEREO LN TEY . BHRECETICHY., AAloMiEs V7T Z2MET L, R
HMNMERT 2 Z B HESRTHD (TR,

AREBRIZBNT, B4 HOI LT F=0 7 VT 7 ZEIFK 04mL/Gr/kg THY , ZHELTICE#EREMET LT
W5 BETIIERARRN <, BRI L TR, Fio, BEEOFEEIRTEAE I, HERAGLSMC
HSHMBEOMERERNRMLELEZLNLN, HRTEXIRGMBSHELI N TW NI &, KONEM#R7 LT F
=27 VT 7 U AMEORENRREEIC /2D, ZHICESWTEHENT-HENEUZ2HETIZZRWIEEERH 5 Z
ENDB, JVTF =27 VT T AMED 0.4mL/5 kg UL FIC72 5 2B AITIIRIET 5 X OB E LT,

B 5t IVTF= I VT TR migr V772 HEJR)

(BEH) (mL/%y) (mL/%y/kg) (FE[)
1 & (n=6) 108.3 2.13 1.93
27 (n=6) 67.7 1.33 3.35
38 (n=7) 32.9 0.44 13.2
47 (n=4) 20.5% 0.43 253

% REHTZVICTHRET 5 L8 0.4mL/ Sy /kg (SFH Y




BEEREORIEMEICBI L T, BBMEEZ™ 12V A4 N AT e v A LV AR 2 RIE LIz B T LAKIZK 1 RS
Lic& ZAh, ME7 VT F= U EIFIEFEOR 3 FIC LR Lich, BEHIEIC XY 2~3 B LINICIEF RIC[E1E
Lz ERmEYShTng,

) AFIOER STV DREUINRIL TR RMSER AR (= X) BBEITBI DA M AT v oA L 2L [

MEtHEBEETEICB T DA AT A NVAMIER OV A b AT a0 AV AEGYE | [E B EE o e b~
ATAINA 6K THD,

73 BEEOTPHEE LT, AKOMHICE 0 BEEEZEET 2 FIESRF S &z, BRMRERRERERE (=1
R) BB A S AT T AV AEYSED & 0P LI BB T, ARFIR G-I K6 21T 7 0o T
L bR T 0702, BERIE»SHRGHMETITh 0 Kok (EBRER 2.5L/8) 21T T2ER % 7' 1
AR T 4 TR LT & 2 A, BIETIRILE 2 VT F= U EN RGN LT 2 Ll bic BR Lz, %%
TIRMEZ V7 F = ED LRl Sz 0, FERIC 1.5~2.5L/ B OKSHIEDOEEBIZ SO\ TR LI-RBRiCE
W, AAIBLGREOME S LT F =8 ERORBRIE, K E Leho 728D 66% 2% L, AKofiks (1.5
~25L/A) AT TIE 3% ThHoZ ERMESNTVWSE Y, 20X, AAOFEEICE LT, RS
AR OF D% O 5B I EBR AR 2 SHHET R EDO TSR KSR EIT) Z LIk v, BRI RICHES
DT BBEZEBTEDZENRMOLNATND,

) AFIOEREN TV DRI [H%RIERIER DGR (A X) BFEICBTDHA M AT r A VALK (15

MERIABERE ICRBIT 20 A P AT A VAMIER YA b AT r ANV AEGE] DEMESHABMEEOE F~
ATA A6 W] Tho,

BEE TS, HRRBR CHELE L - A SRR OB G &EIIRO LB TH S,

PP 2 180mg/kg
Behr AT 1 B3 (8K 1 H2E (12 R )
AP R G a
501 B A 0.75L 0.75L
B G0 1.5L (0.5L/[]) 1.5L (0.75L/[=])
7 2.25L 2.25L
$e 52 B HLARE 1 A 3[E (8 ) 1A 2@ (12 FFfEfE)
AR 5 &
B G 1.5L (0.5L/[]) 1.5L (0.75L/[=])
2 1.5L 1.5L

74 AEBGHOEEELTHT D70, KOMHEICMAFREEZNND Z B3 D5, RARFIRERIC LD BikR
RRIC % & AAIOMBHREN LR L, MRS 25 S 2 araerknd 2 0T, FIRE 2 fH 2BRII,
WEICRE LWL S EETOILERSH D, £ —FRAREIBALRRRENEZHET L ERMMEILV Y
LERTZEPHMONTNDIDIE LS RNEEZEND DT, FIRIEZM S 2 BT R REM 2 FF
OF TV FRAREEHHS D &,

5. ERERRAE
MEERT—2 /18y 5r—
(BRMEGEFLEERR (T4X) BHBIZET3Y4 M AAOIAIILRBER)
FZ L7e
CKECENM L ERRR (AR EZRRR, o7 a el LR oric, ENKRSEE LT
ENICBWTEEE AW A —7 Vi Bra3EE LT,



(EMEBHEBEEERICSITAHA P AHTODAMIIAMERUVY A FAHODA L AREREE)
M LW (RANE TAM R EEORFEE ). [HRESEORECA OS2 RHERRIL L U et
HERAEIZBTAY A AT DA NV AMIERLRY A S AT a7 A )L RAERIGEDONGE XTI R 2T L EEK L THB),

GEMEBFHMEBEED E FAILRZI DA ILR 6 fX#)
R Ly CRANTAIHFEICES & BB MaBiiE Ot P~ LRAT A VX 6 IR DRE TN R 2 BfT L7 =
ERTHD),

(2) BRI
BB L

) AERIGIFRAER
KENCRWT, BREFERSIEGEE (A X) BEIZB T2V A4 AT A L AREFEK 188 Filaktg L LK
B S BBR AN NG X v, AN L A HHEIEE (60mg/kg, 1 H3[E, 2~3EMEE) ROHERRE (60, 90, X 120mg/kg/
A. 8~12 JEMRYS) OfFHESRT STz, FIEIFRER T RIS DTGB 0O U e OV 1k 23Rl S LT e B4
D 84% T v | HEFFRIEINC & ARG SNIERICR W T, ISR EIT £ TORBSIER 3 2 Em 33280 bz,

(4) WAL RO BR
1) B R ER
DOissE 1 - THRR
H 1AM, FUMARBRO > LA ZTT 072 4 RBRICBWTC, BRIEGERSIEERBFTIZRIE LY A N A A
oA L AR ISR LT, WA E LC 1 AAE lkg H7Z DR AH A F > b 180mg & 1 A 2~3 [EIZ43) T 14
~21 BFAGREE L7z, fi 12 AMLL EAMERRARE L, 1 B 1 B{AE kg H7EVHRALLE Y b 60~120mg %
SR U=, BERIT, WIHIRIES - 87% (82/94 ) . HMEFFRIEH : 89% (40/45 ) TH o7,

QL8R BR
KENZB W T REGERSIERER (a1 X) BEICBIT DA AT e T A VAR EZ 82, KAl (107
B PIEEES 60mg/ke, 1 H 3 [Al, 14 HREEG R OMERHEIER] 90mg/kg/ H Ak L, v 7o (127
Bi) WIERIES Sme/keg, 1 B 2 Bl 14 HHEEG K OHERHRIES Sme/kg/ B AT ETE & OS MR ILR A — 7 E%
(bl BRI £l S iz,
MR DAET TN R IT A (RO TE CORE : RADI LIy ME 59 B, Ay 7 vt 56 H) T
BoTeM, FHEERICEBWTRAIFBRGHN T v 7 v EAVFHTIEAGREIED o7z (19 5 ABRORBIECE : RAD
Fy MEE3A%, v 7 v ENEES1%), 728, AFNCEBT D o7 v e ~OIRAZETEHIEL 39 61 (36%)
A7 e 146 (11%) IZHA_TEL, BEAETO R0 biE, 22 BIRAARAOFEEH. 9 A HEEER D
BAICE DD TH-12 Y,

(B23E) HrvraeEFME A S AT a oA NV AEBERICT D205 (SMERR)

BRMERIE AR DEGERE (A X) BEICBT DA AT a v A VAREERICHT 20> 7 v e ofkEik b0
MEE (72 61) FRITRIEOEE (84 6)) 1Tk LT, KAl 60mg/kg 1 H 3 Rl 512 L HHIHIEIEDE, 60~120mg/kg/
A 8510 & 2 HERRRIE A 0E STz, WIHIRIERRICIYE U7z 14 012 B\ CHERRFRIE Sk T & . AFIoa AMENR
oz ?,

2) REMHER
MY ER e L



(5) B - BRI
B ER R L

(OF-p-3:01c 3!
DERARERE (—REARERE. BECARERE. FRAMBLERE) . RERTRT 4 X—XR/E. HER
TRIBRABROAR

%

SR L

DEBEBELTEEFENDABXEEREL-HE - HBROME

a)

b)

c)

i FA R A A

LEMREMRIRAER] 73 D 5 H 31 B (42.5%) 1 51 HFORUWERANGRD Sz, AFBRHZORIER R BUEFIR
64.3% (1828 fiil) & th~E < 72 D2HHITERD b ied oz,

i AR TR DN ERRIER IR, AmMERMGRD 4 14 (5.5%) . M/ MREGED 3 18 (4.1%) . EHERERESE 3
f (41%) THY, WTNHBEHOFERTH o7,

EEREERIL 31 BCThY ., ZOWNFRIE, f/MIBUE, /MK, BAE, BEsREREE, 58 AmEkEK
W& 2 . MIEMEMIZE . A mERBUE, PLMEREE, ARty NS e, BREERHR. & Y U AmE, K
VU AIME, MRE, MiREE, BEMEMEE, EE, HREE, BB AT 4 —T R - Va v Y UREFERE, ML
JR. MBI NEA . B2 LT F= U, P SR U A B LT F=0 s VT T RS L

i

EThote,

et P Ao A

TEPERR KT 2 ZEMEEOHEIEFROBRE 21T 5 & & bICHER~DORELMERT 5 I THEERICET 25 E
b P AR & S L 72,

P A IR AR A DT PE S S S LT E B e v o T,

E NS IIAR A4 — 7 o 5Bk

BRI R SIEGR RS e RS R SEGREE 1 fl2E) (BT 9A M AT u U1 VAL 10
B, PR E LT 1 BHAE kg 72V R ATV F > b 180mg % 1 H 2~3 BN/ T 4 BBAREHE L7z, f
< 4EMZEHERFRIRE L, 1 H 1 [BHAE kg H72 0 B A B FK > b 90~120mg % siflfifiiE Uiz, #IFES Ik 1l
R 8 AR (9 f) 1oBH%h (REFTRUEE TR2) Lb) ThY, Zod b EHAUE] (MEREA 27 O #E
76%LLE) X6 RTHoT=, Fio, MEFRRIEIITIZ4RF 4R G H) ITHEDThH o7z, MkEBlEcBiT Lz 2
BT, B - RTINS Y,

AEFHY

10 il 7 B (70.0%) 12 28 hDFHEHERBFEL, 55, KAl OREBERBEE SN o BEFER (BIE
) 561 (50.0%) 215w b, TONFRIE. TFH7 4 7%y —va v 7 BEERRE. AEO LU,
PR LWL, ZEebiR Y | MREEVEIE, "2, BfEkEgsd . RmEREGED . REET v R—v X B0 A
MAE, R~ 7% v Mg, B Y v LAME, &Y C i, BA2% 14 (10.0%) Tholo,

(N Dt
ARG HAE T & 2 B PR DK

(1)

)

L% L REERABRIC VT, AFIIEEEERIIC 0.750 KOV O%AAZ s 282 H T 0.5~0.75L/8]
DOEBREERZ SFiHE L2 2 A, BREENSER TE I ENHEIN TN D,

AR GRS T Do THER % L b e A7 7 ¢ 712, 1.5~2.5L/H QKRG EAT - TIEF % 7 a A
NIT 4 TICHE L& 2 A, AIECIIEEE (BGRIMEICH L T25%LL EofiE s L7 =2 ER) 23 66%I23
BLEZDIZK L, BETIE B EFRICDRL, Fokofaic X AANC X 2 BEEZBBE - IT T T 5
T eI T,



[ MRS AT ICB T 2 A R AT A VAMIER A R AT a7 AV AEYE]

SRR ITAE2 A 1 BAE DFE 45 - IR 5 104 5 AR REBORIT BB E - R RERETHMERM [E

JEAME AR B ERAEE S OB OWT) IZHESN T, BB MEBHES OV A~ AT e 7 A LA MER O A
R AT T T AN ZBYSEIRFCET AT 2 (ERADHA RT A v, BREEER OARH) 1280 AKFOFR

MERFER SN2, AR SUIEN 10 #H, #ES 15 MOEF 25w TH - 72,

YA M AT TANVAMIEICS L TARRZ R Lo, Hov 7 a bV LFARREDOY A b AT 1 v A VR REYED
FIEDIHINR KL R A b AT 1 U A L2 MIEDH RN DBTD & i,

A7 a e VOERBREIT v a EWERIREIEO Y A R A T 1 U A L R EGYEIC K L CARAZ B RS
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VI. EEB(CEET SHIER

1. REPNICEEHSLAEMRITLEDE
TruaEenN, Hryruvri, S Ha el
HE  BEOH {LEWORRE « IFREX, BRFORMIEELSRTHZ L,

2. EB{ER

() EASRML - 1EARF
RAHNF Y NI, UA/LAD DNA RY AT —Fovral VEESEMICESEERTSZEICLY, DNARY AT —
PIEMEZIHIL Y, A " AT T AL AKOE hALRR T A LR 6 OEIHZIHIT 2 G4 AV ZEM) ., = ol
TERIZ, 16 Ml DNA ARICEEZ 5 3 7e R CRIZE S 17,
RABNF Y MIY VBRI L DIEMLZRE T T A /LA DNA RY A5 —PEWELETLIH 2707y
ZBbENEFRAeY BEDNARI AT —EBEZHEL, fithA NATa oA VL AEHEOHLE b~ L2 T A LR 6 1F
RaETRT, ZOFERABTFOEVWHRZEMEOEZ VI WRREEX BN D,

(2) EE R B HBRAAE

1)

2)

3)

4)

FA NAT B TANVAEY e~ 7 2B T D RHR W

YA NATOTANA S~ AHFE, 2 %N OARAT LRy b (250mg/kg) 1 H 2 [B], 5 HRIIEHENES Lz
LA, HURODFERBIBH LT,

PithA M ATa oA VAER (invitro)

FA R AT YA N AOHFIZKIT 5 MR 2 HBREN T E Z A, 50% I Z 3 5 HKANRE  (Cso)
JEAR A FR Y BT 34~130pumol/L'*™, H o7 mENT 34~Tumol/lL ThoT-, FARABNLR Y ME, B A
kA B a7 ANADEFEYBERRD in vitro TOGE % 300~400umol/L T #] L7z 12,

ie b2y AR 6 ER (invitro)

B b AR Z T A LA 6ITHT B ICs 1% 49 2umol/L TH - 7= 9,

R

RIS NA T O T ANVABRATDNVFR Y N MU U ARSI CRREEET 2281280, YA/ 2 DNA RV
AT =BG OERERIZIESSEAD VR Y MHED A S AT oA VARSI T D, LR ->T,
RAHNFy b R U T AT DEREERRD DN WIGEITIE, EE RO HEBLT 5 AR H 5 O T,
BRRDSBERR DR A VR b F MU O AT DR AT ) 2 ENEE LU,

2B, YA AT U A )V ARIER & FEGE L T2 RVESIE AR IR T2 SN AR OREHZ B W T, &
AHNFy b U T LK T DRSS N Aol EORERD D, T, Ty U a EAMEY A b R
A TANVAENRR ATy bF RY TR L TEZEEZ R LIZEOWE DbH 0, ZhE TORE TIHHRA
Ty b MU AR E b CHEAFNE R O Xtk E2 A CIZ W EDREN TN D,

() fERRTBSRD - S5HEBSR
BT L



VI. EEREIcREd 5IEH

1. mRED#R
(M AERLEDGLDEE
U EE R L

Q) BRRAB THAE SN ITEE
REHL (ST —%)
T R oI PR E
A S AT T T ANV ARIER % 3E LTz = R EE OFIRICAHI O 60mg/kg (1 BRI SUREE, 1 B 3 B, 3 #E) X
1% 90mg/kg (2 WRELAEWEE. 1 B 2B, 208M) OF&EL, KEHRS Lzl EOMIERRRA D3y MREL, i
RS T RFIZHY 600pmol/L DR AR L, £ D% 3 REf O clith K v kL, KEREIC L 2 HERENIT
BO BN T TS

A. B.
10C0 Y
% ;
E ES
&
E =
& <
r g
10 + —p 10
2 4 6 8 10 12 14 qQ 2 4 6 8 10 12 14
L5 %M (35 BEEFHM (M)

IA XBEICFHEREMRAEIA LIz EOMBRRIALR Y FRERD
A:60mgkg, 1BRMIEA, 1 83E, 21 BM (n=6)
B:90mgkg, 2BFMIEA, 1 B2, 14 BM (n=11)

SRR G OKDERE T A =X

. , iR AR TH -] o VT TR
Bel3 ik " BGA% (umol/L) (umol/L) (h) (mL/min/kg)
1 559£76 41%12 2.7£0.7 2.3%+0.3
60mg/kg
N = 6 14 604 +£58 8758 3014 1.8£0.5
1 B 3 B RHE
21 619+118 66127 2.4%0.5 1.8£0.4
1 581+161 334+34 3.0£1.2 2.0£0.6
90mg/kg
N o 11 7 577%£182 38+49 3.0x14 23+12
1A 2 LA EE
14 605118 52+59 34*+14 2.0%0.6

3) s
AR L

DHEE - HAEDEE
PRIV UROT s a e E ORI &L B ERMBNREEAE BRI O TR D RN Z ERRES TV S 1920




2. EMBEEBI/S A —5
(1) BT 753
BT L

(2) W URE FE T
BN

() HEREEEH
AH %t RIEGIEABIEGRE (=4 X) BE (0=6) OFFIRNIZ 3 AFFFHEABZ O MBEHR R AT LR > N REO YR
IE. 0.45+0.32 R (o), 3.3+1.3 B (BHR) Th-o7z 2V, MEFRAL /LT bOREHIL, BIEEOEEEIC
HFILCTRLS 20, 24 B D7 VT F =207 U T T 2 ZED 44~90mL/5r D FEF BT 2 L 2~8 K & E S
nTn5,

@HoIVF7IUR

AN %t RUESIE AR RIEGERE (g X) BFEICKEFIIRNIEA L oMy V7702 2 BRAR) 1T 130=44
(n=12) KT 178+48mL/%y (n=10) T, BEHEALZEE0MmMIEr V7 I 0% 2 WERER) 12 152£59 (n=12) KV
214+25mL/45y (n=5) Th o7z,
EHRE EH B OFARNICAR Z8tEA LTz & &, HAKRTH 12 FFRUWNICEG RO 79~92% B RE Ik E L
TRAPICHEIE S, RFPPEIET — & X0 &0 D O YRR IR ERIAIER & JRAE WO B 52 VR S 2, gD
LDORANNF Y hDOI VT TUAE, BEOIZ LT F=0 7 VT 7 AZHBIL TN =0T, BEOEHE (F 17T
F=r 7 VT T URA) IDELT, BEREFERICGHET 22 B0NETHD 2 (ST —4),

(IV. 4. HEEROCHERICEET 2ERE, 7.2 BHERIOS U 1 RS EREIT A K 2R)

B®MEIUFSYRAEIVTFF U IUT S ZADHEMEER

(RZAAEILE60me/ketimEsE.n=23)
(mUmin/kg)

B e s S SRR e s m———— (s

S G

30

25

2.0

NUUNRSNEHE

T T T T T 1
o 0.5 1.0 1.5 2.0
ILTFZL2UTZ 2 X (mUminkg)

(5) PR s
TERARBIZ R T 2 B A FEIL 0.3~0.6L/kg OFIPHCTH 7= ST — %),

(6) DAt
LB L



3. B&HE (RFaL—L3Y) @i
(1) @4 ik
YR L

QNS A= EHER

gk L

4. RN
LR

5. 9%
(1) Ifn i — i BE P9 @ @
<HE>

VA BC-RAD N TRy b (24mg/kg) FERIRNR 5% OB BER B 13, AR iE X 0 id TR, M — Mg Bar
ZFLALEBLENWEEZ BN,

(2) % — R R REFT @B
<HE>
PR » BT BC-R A b (T5mglkg) % BTG OGP BT REER I i B2 OF) 1/9 IFRY L, finfiidis
PERD D Z LR STz,

Q) EA~DBITH
<HBE>
I T v MTEIRNE 5% OFA PR, 5 3~6 IFRZRICKESBE LR L, £ OREITRENLE TRE DK 35T
Hoie,

4) BB~ DT
BRMGIERBIEGRE (oA X)) BHEICHKAZ 56~213mg/kg O & THARNIEAROMEME T OB A VR v NEE
1, 1EIE 50~250pmol/L T, Z DWEEIXIMBETHLE D 10~70% Y L7z ® (HshT—4),

(5) Z DDA~ DT
ARER~ D534
AKITHIHIREE (180mg/ke/ B & Sl i) K OMERHER (120mg/kg/ H & S FHE) 22T TWA %A MATr DAL
AR B B OF LT 1% KRGS R AEEE (oA X) BEOMTRICBIT AR AT F y MEREIL, WISREY 189+
177umol/L (n=5). HERFEIEN 1632 167umol/L (n=4) THo7o, T OWEEEIL, FIRFZNCERIR L 2 Mg REICH L TR
Moz
<BE>
VC-R AN x > b RU U LK (24mgkg) %~ U RZEIRNEG%, &, B LSO/ CITmAEFRE & 12T
LU 7R EHERS 2R Lz, B COREITERYS 30 %ISR DK 20 5477 L2y, 24 Bef£IC1E 30 % ofEo
#1200 [ZARF L7z, B COREIIAEIKFE L THML, S8R5 808 30%I12MHY L, Bl Lz 4C-
AHNRy T Y T LKFIIE, 8 B (afl) KUK LS4 (BFH) ORI TR R AT Lichd, Biliko Y
VBRI T AEICKHT AREITRD bR o T,



(6) MIFEAHEEE
bt MIUEEA L OREEERIZ, 1~1000umol/L DIREFHIFHT 14~17% TH o7 (invitro) (EHNT —H),

6. fti
() A HER L R AR R
KERD WDKK OFE £, JRPIZHEIEEI NS,

QRHI<EET 2BR (CYPH) OHFE. F5FE
%MLV

Q) HEEBHROFERVZDEE
B L7

@) RBEMOFEOHER UEML, FELSE
L

7. kit
VII. 2. 4) 2 U7 T 2] &M

8. FSURAK—4—(<BT HIEH
LB L

9. EWMZFIZLDBREE

(1) ME R FE T
MEBSEATRE (16 [TV T, Hi BB AEEIETT (CCPD) . FifiHIs RIEIEMER (CAPD) JE{TH OB AT LK v
RS, T 41.4 R, 45.8 BRI T, BEREN IEH R B THE SN RN ANEBEICE» -2 P,

(2) MEFEAT
MEENT B VA % 60mg/kg FMIRAER G LT e, LGB HET 00 Lk BB BRI LS 50% 120 L 29| #
B D 37~38% N MiHENT (2~3.5h) ICLVEBREENRE?,

10. BEDEREZHT HBE

(1) BHERERR A
AF 2 % RIESE A BIEBRE L (n=6) OFHIRPIC 3 ARFFRHEAZR OMBEP AR A DV MREOYBHIT, 045+
0.32 B¢l (aff). 3313 Bl (BHFH) Thodo, MUEPFRAT ARy bOYRIE, BESOEELICHA L TR
Y 4RO LT F =07 VT T 0 AED 44~90mL/ 5y DB T L L 2~ BEH] & WA S Tn 5 2 (1
NT—5),



(2) W 710 & BHREEIR T & OREE
AR THIRIELZZ T TWDHEET —F O L, RADATR y MIxtT 2 BERE (WIEPRATAL X Y MRE-
pfE] AR Fifs) &G/ TRICI T 28 eE (E 27 V7 F =) KT & OBEMERRIREN TV D,

1. Z0Ht
PR L



. &£ (FRLOIEF) CEATHEE

EERNBLEZDER

1 e
=R

1.

1

1

A FEDBEICLEYBEENHOONIZDT, HEICIEFYI L7 FZUBEEDBHAERBTZTL. B
ICCH-REREEZT>28, [7.2, 11.1.2 B3]

2 AL, ERMEEBICHESRELZZFRTLHLNHLOT. THMNICIBEEREZATT 4L, BRE
FTRIZTL. BEICERETSHI L, [8.2, 11.1.4 BH]

1.1

1.2

AFNIBFEMEEZALTEY, AFRGICLVIFEALOBE TBEENRED NS, KEIZRIT % RIEHER
BIEMRE (=4 X) BEICHELIZY A AT B T A VAREERICH L TAR Z#5 LIZEERRICBW T, &
BEICEEENRD LN TEY ., 2. BRABICIDZEEHANRESNTND I ENLBRE LR,

AHIPe G- BRAARF OB RE 1L, ARANC L 2 BEERBOFEEMEO B L2213 b3, ARG, WFhoBFICH
Rr 2 RO BLT 2 FIBEEDS H 2 23, FRICBREOEDOH 2 BH IR L Ok, HEARERGELILETHD, @
W, MEZ VT F = AEO LR7E, AFIOF IS D VITHEFEIC L TR R T G, BHBIARE D
Pe 5 I3RS BB A 21TV, BHEREIDIG U A EREI 2175 2 EBNEETH 5,

k. BEEOHT L LT, BIRME LRICEREICOM LIZABIN N0 LD 2 kG A OfE & R
EL, INOLORESEIFEGICE VTS & BRAE LEROEESCEE L XE T LB ILNT
AV

ABNBHN T T DA F %D 2 MDA A EF L — KT DI LI VRV T AME, K~ 3w
AMJERHOLNDZ ENRH Y| S OICERMEICBIT 2EMEOEFEEREND Z D, KA Y v AMAESD
EFERERO LD EZEZ BN TND,

NG OMEEMRE O —EMEDOE L, DEREEESCEAABIEORBUCEG T EEZEx 6T, £/, K
A G BRI LD ENATIEREEL L, SEC LTER S D Z LM bRE LT,

AAFEFE, OEELORNE. WO LONER MR RE R ED VY7 AA F 2 DIETIC X B HERIC
FAEETIMNENDY, £2. TNOLOEMERFEICELY, TH=—RRBEENAD K 5 REE IR
BIy2203H50T, EHMICMFEEMRGEZRET DL, BIEBE2 2T 2L, o, PRIRR OO
BRICRFOH 5 BESCHE GNP SEA NV D AR CERERE O 5 BE, BREICEEY 5 2 D MmAIOR
HEZITTCOWHIERETIIHFICEENLETH D, HHHINOEMREREVDROONDIGAE., BREEREZMIEL
B THRETIZENEE LN EEZ LN TN D,

2. ERNBLEDER

222 (ROBEHEICIXEBELLENI &)
2.1 ARANHRE VilsBUE OBEERE O & 5 B3 [8.3 2]
22 VT F =20 )T T AMEMN, 04mL/5y/kg RO BE [BEEAHE IS 0”805, [7.2, 9.2.1

Z ]

2.3 RUBI VAT A UEmEEABRETORE [10.1 BR]

()

2.1

—REIC, —EBEUEA R L-BE TR, FREICI VBBUERNS L VIR H b AW REER S D, £,
AFIFBEEIZ LY v a vy 7 BAER, BB, £ O FEEOBRBUERPBESINTWDH D, MZOKR, AFNCX 5B
WBOE OBELEEA I L 7= B A IIIAR O 5 28T 5 2 &

(TVIL 5. EEARARNER L ZOHB, 83 &)




22

23

JVTF=r 7 VT T R 04mL kg LAT OBF TSRS D2 ML L TV,

(TV. 4. HERCHEICHEET 2EE. 72) 2R)
KEIFONR 2 I DA v F A BRI, WCBEE, BV AMEAGIEEZTIENMBNA TR, W
R OPEAREZIE, FIERICL Y 2S5 ORWERPERT 2 W RMERE 2 s, WA THEAIOHMAIZLY 4 #i
AR VU BUIER B, 2055 1 ik, SMEBREE, Ko v AMAE, REMFLILADFEI LIEL L
VoW I RH L 0T, MAOHHIIERE LTS,

. BRERIIHRICEET SR L ENEH
V. 2. BESUIZDRICBEET SR 23R 2 L,

. AZERUVAERICEEYT 5IE L TOEB
V. 4. AELCHRICEETSER] 220552 L,

. ERGEFNIEL EDER

8. EELEAMIE
(BRMRETLERE (TA4X) BEICEITHYA FAHTODAILAMER)
8.

8.

8.3 v a v/ HEOEERBHSUSOREIA L T D7D, +0RMEEITI 2L, £lo. ZOX D RIER®H

8.4 WIR - EIHZRIT RETRIBEMEC X D RIBUE. BEAH HOND T LR H LD T, PERBITWES - EREFICX

(Bheead)
2 AANIERND 2Mfif5 1A A EF L— 2L, MEFOILT T L =T XD LAREOIKTZ2KT LD

MiFERE ZRES D72 EBRELZ T2, AAROE D e Vg, WO LUK, FnfE RSO3 B

T HERICEL L, BFXEFNCRD DI Z2FIC, WOFHIZOWTEILSHAPA LAELSE, AT

5Tk,

- BN CER SN ZBRRBROBEN T — X i3 &,

« RANTH RMUESE R SERRE (oA X) BEICBT VA b AT A )L AREIER OWRIBFIER T2 0
LD, JERDHELT - BRT OIS S 50T, ERICIREHEANRE A Z T OLENSHDH L,

- BEE, BRERETICEIRERSODNEEREREL LI ZE03HH50OT, OAMOE Y b VK MUK
O LUONITEREFEOIERD S bbNGEIE, BEHICHYEICRET DL &,

WEDRDH D, T, MIETV Y U ARECIEK T 2K Z LRMRESNTVD DT, KAIKREG T, EHMIC

FEMERE RO bNIGEIIE, WURAEZITS Z &, [1.2, 9.1.1-9.1.3, 11.1.4 £2l]

LONTHEITIE, ARG 2L L, EUIRAEZTI Z L, [2.1 2]

DEARIRICIEE T 2 Z &,

(FEwL)

8.1

AFENT. MBERFEITTTDHEBEOBRAMEICT LY, WS TORRRBR &K OFEE IR S 7= [E N O BB O [k
MICK VARSI, £, AWEAORBBEN G < BREECEME R T IS O BIFEOEERAIERA N WL
ENTWD, ZNHDIZ e, RAIOARSEMED 1oL LT NRIRICHZ > Tk, AANTHE, ZBEICBT
DEEERB I TONTE Y, EHNCET RN RT — 2 2 NEF TH D Z L%, BEICHRRFTPAEITD, A
VI =LA R arbr NEBLLOEMICK L TEET LI L. BT oii, £, 0%, BAEEBOHE
MR TH L= XEFELRAES LY, = XIREEORMN LRSI 74— L K - a2y N aBkicfE
AT 52 2RI RE L OEMBIDH - Z ENOAREEFRTE LT,



8.2 BARMMEAREIEGEE (TA X) BEICBT DA P AT v U A NVARRREE T, HEEFEO IV T bA

8.3

8.4

F DR TRBEIN TN D,

Al 90mg/kg (n=6). 120mg/kg (n=11) % 2 WE[EH T CHERFHHHE L2V T, AIRBAARE & ik L C
R TIRFICT X TOBFE TN U LA F U OIRTRERD HAL, 90mg/kg 58 TIEFEY 0.17mmol/L,
120mg/kg $%¢ 58 TI3FE 0.28mmol/L DI T & FEK G R LI- 9,

BREGIERDIEGEEE (g X) BEICBT LT A N AT a v AL AR BEICAH 60mgke/Sh X i
90mg/kg/12h % FAE AT FE L 2B BRICIB N T, RRIORE L I 7 A A F L RE L OMICADFHBEMENTRD
HINTWVD (1=0.96 : p<0.001), #RERZE 1 HE, 14 HE., 21 HEHORMK TRICHE LI IV U LA F U RE
W, BEGRTEREE L T 10~16% DK TRRD iz, O TFITHEICKRSF Liz—iBME0 LT, Ak T#%.
AANDOBEEDRT & & HIRLICEFBEICL E -2 17,

—H. RTFTYLMEE DY U LMEOKTIE IS @M TEREGRNETH 503, ERIEDOIR~ 7R T AE S
WEIhTND 2,

RRANRAABIU AV ILAA DT E—F5 M g

(148 B. n=8) HRANFYNREEAIV I LA/ RO %
(mmoliL) (nmol/mL)  (mmol/L)
1.25 700 1.25
B ik
A MmepCaiRE 600 g e
1.20 - o120
L 500 7
o " X
e 400 7, .
Ca* gaz.
& 115 % g 115 »
[ 1300 ¥ g p
MR ARy NREE | 500 B
110 N s 200p 449 *
L 100 . \
1.05 0 1.05
0 2 4 6 8 10 12 14 0 100 200 300 400 500 600 700
15 %R (B5RE) M3 ARZHIV Y NREE (nmol/mL)

[EINTORRRRER Y ICBWTAFIR G, JEB - B BB CERAERE L, B, BHingn, F7/—
V. RN SO g v ZEIEIRZ 2 LITEFIDIRE S TWD Z &ML AREZRE LT,

RIRZ OREHR, AHNT & DBBUEOBAEREHIA LI B B3, ARORG 2T D Z &,
AFNB G DOBHBEIC, AFORFIWENPENZ LICE D LB R BNDBZE LR ORPTREUE & E5ESHRE S
NTND 0D F e RFFG P OLIERF BN THARBEE S H®E ST g V0T, PEREBITES -
HRAIT )%, HAREBICEIT2EETOINERD D,



6. FEDEREAT HBHICHT HIE
() EHHE - BERFOHHEE

9.1 &8HE - IEEZOHIEE

9. 1.1 EBANLSYLME, BT RIDLNE, BHY JLNEEDEREEEDHIEE
ARDOFL—MERAIZED INT T LR 7R T AOMETREDIK T E E HICHRT 52030
b, ko, MEFAY T LREEZSLIETSEL2 L0855, (82 5]

9.1.2 PRERRIZEH. BEOHIEE
(1) FRHERICHFEOH HBH TIE, EERICEHEZTV., MEEMREOMIER CEE 2 0AEEZ1T5 2

Lo RANC K DEMEREIZLVEREZELSHDZ 0D D, [82 SR

(2) FHARSRIRBOBERO® 5 BE TIE, HBiRREERORBICERET D 2 &,

0.1.3 DEEEICEEDHDHEE
HEICBEZT., MIEEMEOMIER WY RLEEZTTO Z &, AEIC K 2BEMERTICLVEREZE
LEEDZ 085, [82 BR]
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HEREUE - YIRS  MERPIRIAICIX, BH. RAS ARy bR T AKFEIE LC 1 [BHAE kg H720 90~
120mg % 2 B LL BT T 1 B 1 BLEEERET 5,
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YA AN
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WL
JVTF= T UT TR CMV HSV
(mg/kg/57) 8 MFM & (mg/kg) | 8L (mg/kg)

>1.6 60 40

1.6-1.4 55 37

1.4-1.2 49 33

1.2-1.0 42 28

1.0-0.8 35 24

0.8-0.6 28 19

0.6-0.4 21 14
<04 BHITHER S 70




CMV HMeRpik

JLTF= I VT TR 1 [B] 0D i B
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0.8-0.6 28

0.6-0.4 21
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B EOFRER O REOGREEZEE L, BALOMEUIT 2R+ 528, 7> b (75mgkg #
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7 A Y 71 FDA : Pregnancy Category
(B%E . 2014 FEITHFE) Foscarnet C (2006 4£8 B)
— =1 /\‘E .
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An Australian categorisation of risk of drug use in pregnancy




(BF] "EOHRE
7 A U 77 FDA : Pregnancy Category
Category C
RISK CANNOT BE RULED OUT.
Adequate, well-controlled human studies are lacking, and animal studies have shown a risk to the fetus or are lacking as well. There

is a chance of fetal harm if the drug is administered during pregnancy; but the potential benefits may outweigh the potential risk.

A —A N7 U7 D43FE : An Australian categorisation of risk of drug use in pregnancy

Category 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.

Q) INREADHZREICEET 5B MER
AFNCBT DU CED 197 /8E5% ) OEOFTHITZLLTFOLEBY THY, A XU R L FRARD,

9.7 /MR
9.7.1 {5 LOBRMEDGHREE EEbd LU I GEICOAKETHZ L, REAOWH HWITE~D
TEETX, A X 0 ShF - IREMIOEIIZZ N ERRE SN TEY, B FTHRBROEARTHEIND,
9.7.2 IRHEMEREIR, AR, IR, B I/NEE S & U aRER L5 L TV,

s TR
A XU RO CE 4.2 Posology and method of administration
(2020 4= 11 A) Paediatric population: The safety and efficacy of foscarnet in children have not been established.
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