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pH1.2 30 99.3 95.4 53.0 2 2 50 LA I I
45 100.6 | 100.7
15 80.1 66.4
pH5.0 30 102.1 | 97.6 53.8 £2 {75 50 LI E ]
50 45 102.3 | 102.4
He.s 15 69.4 63.1 6.3 BERRAI ORI |
P 30 100.3 | 96.9 3.4 D £10%MN | 5
15 85.5 72.9
7K 30 102.4 | 100.4 56.4 2 28 50 UL I ]
45 102.8 | 101.7
(n=12)
Q ERIEBFAIZETARBRAUROMELDEHENRILE)
HBR%
RAR e (a) ) (@75(b) % \
EILT S R ) fie/ME~ TR 0 | R e
pmy | I i 0| imogEen) ©T
wa)
pH1.2 | 45 97.5~103.8 85.6~115.6 0 B o |
DAl 2 DOEHRIZ D
pH5.0 | 45 | 100.2~105.2 | 87.3~117.3 0 W RABRBAI O |
50 WH R +15% DI
PHZ DO 12 8
pH6.8 | 30 96.8~104.9 85.3~115.3 0 o1 ELLF . +25% | 1
OFHEBEZ D H D
K 45 | 100.2~105.0 | 87.8~117.8 0 ARTR b
(n=12)




BHE%)

A= %)

F o, BEHERLRIN 15~30 I 85% LA EIsH L CWi=Z &, BE A R A VIZHE
ENTWAHHE (15, 30 TN 454y) TOHIEICMZ . 304 L v EiToD 3#EE (10, 20 & 1r 30
25) AAERS L U GEMRBR AT - 77,

<BIEEH>
= BR & pH1.2.pH50, pH6.8. 7K WA H =12
B % #  50rpm = OBk /\RILE
SEREA|] LARAIL=FFFEE100megl b—" ] ZHEEHF LKA ZFUFFEE250mel b—7 ]
120 ¢ SIS L& 120 ¢ T
pH1.2, 50rpm, /SFIL% pH5.0, 50rpm, /KL%
100 F 100 }
80 F . 80 }
S
60 1;} 60
. —o— HERmH
w0 | —o— BtERWH @ a0 |
56 5 —e— |
20 k —e— iZEWH| 0 |
0 0
0 15 30 45 0 15 30 45
FRERBERS (43) FRERBERS (43)
120 120 ¢ oL 1 &
pH6.8, 50rpm, /$K Lk K, 50mpm, /3K )Lk
100 F 100 F
80 F = 80 |
60 | i{l- 60 F
4 | —o— HEREAI ®o40 —o— HBREH
2 | —e— A 2 } —e— fBHEBH
0 0
0 15 30 45 0 15 30 45
FRERBERS (53) FRERBERA (53)

10



©)

SUERBU R A B D 98t R ) Lt

(INKFILE)

ARG TR (%)
A | g | DRBORER | BUBR | e ) R RSRREOREIEE | HIE
(rpm) (47) LA B A
10 38.4 35.5
pH1.2 20 75.7 70.9 69.5 i1
30 94.0 90.1
10 41.2 40.7
pH5.0 20 81.1 79.4 91.4 i1
50 20 99.8 99.1 2 123 50 LAk
10 41.2 40.2
pH6.8 20 80.1 77.6 84.5 i
30 98.0 96.5
10 45.6 42.2
7K 20 85.4 81.0 71.3 i
30 101.4 | 985
(n=12)
@ BRBLEEBFRSAICHTHHABRRUAOMELDBHE (N RILE)
ARG - @ @ e |
B i E%ﬁ j’fd\@f: M?f@i@;”j%o e oY ERE | HE
(rpm) ) BNAE (%) | = 15%DHibH (%)
pH1.2 30 90.3~97.8 79.0~109.0 0 B d FE B A2 33 1T ]
Al % OEHIFIZ D
pH5.0 | 30 | 94.4~104.7 | 84.8~114.8 0 WO RBREAI O |
50 ?ﬁm%ﬁiw%@%ﬁ
BBZD O 128
pH6.8 | 30 96.4~99.8 83.0~113.0 0 BTG, £ 25% |
DFFHZEZ D H D
A | 30 | 98.3~105.0 | 86.4~116.4 0 AN i
(n=12)
DOO@DDOFER LV | REREIEZNLNIZHONT, IWHEEINRS L HES-, E->T, L

RNIN=F 2 FF §E 100mg [ b —" ) & fHFHERH (LARH)LV=F 2 FF § 250mg [ h—17 J)
X, EMFENCRSETH D E RSN,

11




LARAIN=FFFE250mg T k—] ®

LRI N=F > FF §& 250mg [ F—T ] (22OWT, [EREIRS DL FH R SRR A4 R
TAv CER% 24 42 29 H HEARAEI 02295 10 5) (LLF. A R7A4 ) IZHEWIAEH
RER AT o T2,

<BAEEFEMH>

# BR & :pH1.2,pH4.0,pHE8. 7K Bk ® =12
Bl & % :50rpm = OB E /P
HEREK LKA =ZFUFFEE250mel b—"7 | EEHRK TILAILFUFFEE250mg
120 pH1.2, 50mpm, 7SK)Li& 120t pbH40, 50rpm, /SK )Lk
100 100 F
~ 80 % 80 F
g 60 1;; 60
iaég 40 —o— FERNH E‘% %0 —o— HEBRH
20 —o— B w0 | —e— BANH
0 0
0 15 30 45 60 0 15 30 45 60
RERERR (4) SRERESRA (4)
120 o ILs 1200 5k, 50mpm, /{RILE
o0 pH6.8, 50rpm, /SKJLi% . ® I em _e °
z 8 s
W 60 W
H H .
B 40 —o— HBRUHA o —o— HBRRHA
20 —e— IREMFA| —e— IREMFH|
0 0 15 30 45 60 0 15 30 45 60
{RERESR (5) $EERESRA (43)
HERBEI R MEERRIDOFEHAHEDLER (/NFILE)
AR A THIEHE%) | P
ELES B PRHURERE | RAER me | R | BRI | CHE
pm) | T gy | gl | mg | D%
15 61.5 53.6 7.9 .
pH1.2 1
30 95.4 98.4 —3.0
15 66.8 56.4 10.4 R
pH4.0 . " S(Ei}
50 30 97.6 99.3 —1.7 | EEHERLE| D S
15 63.1 | 55.3 78 | HFEDOE15%LUP
pH6.8 1
30 96.9 100.5 —3.6
15 72.9 62.9 10.0
7K 1
30 100.4 100.5 —0.1
(n=12)

FROMR LY | MBREEZNLENITONT, HA KT A O HZEE OFLIM: 0¥ E HEHEIC
Wa Lc, 6o T, VAR /L=F 1 FF §E 250mg [ h—U | & IEHERAIOFE LI L T
WD LKL, B MBI LEMTFIRENRBR AT o T2, £ORR, LRV =F 2 FF
250mg [ h—U | [TEEERIHF & O AW FRRSEED R S,

12



10. #&F - 8K
(1) FENDELGER - BF. NESVERGRE - @R ICHT 1FH
M L7gW

(2) ag

Hk5e4 AL RE WE® (EE, HEXIERE)
VAR BN =F FF &
100mg [ h—"7 ]
LR B v=F > FF &
250mg [ h—17 ]

PTP 33k 100 & [10 &Ex10]

PTP ©l4& 100 £ [10 & X 10]

(3) FHEE
B L

(4) BHEOME

W24 EEA

iy

MHE

LR B )v=F > FF §&

100mg [ h—1 | PTP tlt PTP TNV I=TATIFR— N, TAIHE
LR L= 5E N
PR =TEVGE | prpags | PTP - 7= w AT IR— b, TALE

250mg [ h—"7 |

11 BIRRE SN2 EHE
DR L

12. 2Ot
AR L

13



V. JBEICEEYT 4I1EH

1. DEEXITHR
WIWVZFORZE

2. PMREXIIHRICEET HEE

5. MREXIHRICEET 5T E

5.1 AANT, BRIRFEIR « AT RO ANV =F U RZIE LW SN2 a b o WIE v =F K
ZIEDFEIET D ATREMEDMB D TEVWIRIETH 258 I 0RKET 52 L,

5.2 AR OFHITEE L T, JRAIE LT, IV=F rORZIREOREIZMNMZ, INV=F U RZ
DIFA &2 D IFRBZRFET D Z &,

3. AERUVAE

(1) BERUVRAEDOHESR
WBE. RAZIE, VAR AL=F L LT, 1 H 1.5~3g & 3 EIIHEIRAOFKST D, 2B,
BE OIRREIZG U Cl a5,
BE. DRIZE, VAR =F LT, 1 HIKE 1kg 720 25~100mg % 3 [BIZ /0 EI#%
N&53 %, 7ok, BFEOREICS U CHEEHEET 5,

(2) FERUABORERM - R
BB L

4. FAZERUVREIZEET 5IE

1. AZERVEEICEET 5IE

1.1 RENOFHITEE L Tk, KHE> LG 2B L, BARIERO G EORE L BITEH OIHO
FREE K OVEMI 72 BERIRAS, NA Z VWA v, DIV =F L ORZIREED DR GEERATIC
P2 Z &, o, METIHAICITHEEICHE L, BR LB 2R L2V &, [8.2H]
1.2 MEBENTRE~OARFNORGIZE L X, mHEZ BB G T2 2 83T 52 &, £,
MEENT BRI THRICRG T2 L, [9.2.2 5]

1.3 /NE~OEHIZEE LTk, JFAIE LT, RAHAEZBEZ RN EREE LV,

5. BEERAIE
(1) BBERT—2/1\y5—
MR L

(2) BRI
AR L

(3) RERGRRAER
AR L

() BEEOHR
1) BRI
AR L

2) BetHER
BB L

(5) B - FHAERIHER
BB L

14




(6) JamAIfEm
1) ERARERE (—REAKERAE. BEERRERE. EAMBLERAER). RERTERT—
AR—RE. BERTREBERABROAE

MR L

2) RBEEFHEL LTERFEOHNEXIIERL-AE - ABOME
BA=RAdA

(7 ZDih

) —REAN=ZFUORZE
— WM (&5t hr=F v RZIEBRE 1HIC Vfﬁw%%/1@1@53ﬁgﬂ§ﬁbt
LA, HZEMOBA . FI1OUGENRRD b (ARRLOE., SAEANT—4),
2) ERRBEEEICHES ZREDIL=F ORZAE
OhN=F T Nh=Fr 7 A2ah—¥ (CACT) KEMELE 1 LRI L=F
> 200mg % 1 H 2[[] (30mg/kg/H) BOFKL LizL 2 A, RIMBESSELDOT =T
MAES ORERII BRI T, EERRENA LN (AER LD, SMEAT—4), 101D
@7 v A UBRIERN 2 Bl LRIV =F > 25mglkg/H, A F /L~ U ERIMAERIE 1 4
IZVAR AN =F 2 100mg/kg/ H Z HEREOFEG L& 2 A, MAEHERED Vv =T > 5 -
EHET N IN=TF U REN LR U, $TERPEREDI N =F R OT VTINV=F R
N ER L7 (AFRGRXOKGE, SMEANT—4), 12
@A Y EHERRIMERIE 1 HIZ LR B =F > 60~100mg/kg/ H &5 L= & = A, MiEH#A
IN=F o DV =F AR EMEE F T R U R e L7, B GBIAATE
30%H%Kﬁ@@%é%ﬁ&£%&ﬁb\&E&@%%@Eﬁﬁ%%ﬁ@@bk(@%%
XOAE, SMEANT—H),
3) ENEETOHOIRMEHIL= ?/kir
%ﬁ$%T® UHED NV =F  RZIERFE 6 TN T, Vfﬁwﬁ%/2gaﬁﬂ§5
. W OEE, . RS ORI OUCENR O bivle (ARG LD AGE,
,k7‘ H), 19
4) EREOZREDIV=FORZIE
NNV TaEE Gz LD “IREIV=F U RZIERE 11 fllcB VT, LRI L=F
50mg/kg/ H fEOEHIZL Y, MEQBEERFOMAEF T =7 REDO EAMHINRD b1
7o (BRFGXDOAE, MEANT—%), 19

15



VI. EEEICEHAY HIER

1. EEZMICEHEHDLEYRILILEME
DL - hn=>
LRV =F A
HE  BEEDO®H LB OIS « IRFIL, BHOBRMLEEZSZHT L2 L,

2. FEBER

(1) YEFAEML - 1EFRKRF
VARV =F o OEGIZE O EMNICE T 2@ I =F U RZIKELZ R E L, Mk T
WRNCEB L-AER e Ao Vs et = =F L LTES (RF) ~HE S
5, Tl BERTa A= VNS Fary R THREZR#E L., 2o 2 RET 5, 10

(2) EEEFFTZHREERE
S hay Y TEREEICHT SR
Sy MFI Far R T7ERWT, LRI A=F U (UK 2 FRMERTHD d-TL
=F U R dI -V =F AR & R LT, ORISR, I-RIEI b= R Y T
EE~OIHER 2R ST, a4 v Ick 2 bay KU T IEREEOMGEIERICR L TH
BB ER 2~ LTz (in vitro ), 19

(3) {EFSBERR - R
AR L

16



VI. E¥EhseIcBi9 518 H

1. A REDOHRS

Q)

2

AT LA PR
R L

ERREABR CHERE SN P iRE
EMEREE MR
LARAI=ZFFF&E250mg [ k—"] 17
LRI NV=F 2 FF §E 250mg [ h—"7 ] L=/ B/vF > FF §E 2560mg %, 7 2 A4 —N
—JEICk v EREN 48 (LARBL=F & LT 1000mg) M AE I EER O
Beh- (n=32) L CIlnsEiERE D Vv =F REEZRIE L 15 D= EEhiE N7 2 — % (AUC,
Crmax) (22T 90%(E HE X A THEFHIFNT 21T o 7o 5. W3 d 1og(0.80)~1og(1.25)
DOHFFHANTH Y | WA OAEY FRI RIS R S 7z,

(31 MM AEHGERE D v =F IR R OSEENHE N T A — & OB ITIX, Be5-Aio g HE
Bl V=T B (NRMSGERE D v =F e R %35 LW EE V-, ]

( L ]
Kg/m —o— : LEAI = F O FFEE250mg [h—17 ]

—— T LF 2 FFEE250mg
Mean+S.D., n=32

0 2 4 6 8 10 12 14 16 18 20 22 24 26
5% OR5 (h)

EMBE/NS A4

HIFENT A—F BEINTA—F
AUCU-%h%l Cma};ﬁil Tma.x TJ..-"2
(1g+-h/mL) (1t g/mL) (h) (h)

VRAZF /FFiEkimg Th—=7) | 51.2+17.5 4.6256+1.338 |5.6+1.6(14. 16+9. 2472

TIVAIVF FF#E250mg| 53.2+16.3 4.609+1.068 |[5.8+1.6|13.27+7. 81%3
(Mean=S.D., n=32, 7=7/-L, ¥2lZn=28, *3lin=29)

MSEFIREETNT AUC, Crax 500/37 A — 5 13, R ORI, IREOIREILL - BEH %0
BIRAAFIC & > TRA D ATHEMED & %,

17



®)

(4)

M HFIDHIE/NT A — 2 ORMBERED FIHEDZER UV 90%IEHEXHE

INTA=H

AUCo-26n™ !

(311121}(>:< !

FEIE D 7=

1og(0.9573)

log(0.9915)

LI D ZED 90%15 X [H]

1og(0.8737) ~1og(1.0489)

10g(0.9263)~10g(1.0613)

GE2E)
BB L

BE - fARORE
R L

2. BRMEERYNS A —4

3. B&H (REaL—>av) @i

5

(M

2

€)

(4)

(5)

(6)

(M

(2)

R ik
BB L

R T
AR L

HREEEH

W 724

kel

VARSI =F> FF &g
250mg [ F—1D ] 17

0.0685+0.0400h1

(BERER AT A

A fE HA Al 1 452 5

HYTS YR
AR L

SR
KT L

FDit

P -L A
Rt A%
B R L

85 A — 5 EHER
AR L

- BRI

%

SRR L

kil

)
@)

)

I 2 — B PAPA 3B 1
AR L

1% — ke B2 RS P @ad 1t
VL. 6.

Fit~DBITHE
VI 6.

() WEhm) DIEZM

(6) f¥lim] DOEHZM]

18




(4) BER~DBITIE

6.

AR L
(5) T DDA DHBITH
R L
(6) MEEAREAE
LR L
e
(1) RBEDLR U BHEES
AR L
(2 RHI<E5TIER CP%) ORFH. H5E
AR L
(3) PEEBHROERRUZOHE
i EER e L
() REMOFLOERRUEMRLL, FELE
R L
it
R e it

10.

11.

fERER A, LR =F WK 30, 60 O 90mg/kg % ZEfERFEA[AIRE OG- L 7-FF D 24 B
ME TOR—RTF A THIE LTI D L =F o O BFER P HER (fe,2am) 1X. FHEN 6.92%.,
5.92% K% N 5.59% & HE&OHEIZEVMET L=, 19

S U RKR—E—IZEH9 B1E#H
VARDN=F N, AL TFF I =F T ZAR—%— (OCTN2) OIEETHDH, 19

. BEFICLDHREE

MR L
HEOSREAT HAE
LR L

Z 0t

MR L

19



VI. Z&4 (ERALOFEF) (CHAYTHEE

I

ERNBEZFNDER
RE STV RN

l

2. BERRBELZDHEH

2&%(&@%%!@&5Lnu &)
RFN DS 2t UisBUE O BEERE O & 5 B

3. MEXITHRICEET HEELTDER
V. {BRICET2HA] 22152 L,

4. BERUVHZICEET 5 FEEZTDERH
V. {BRICBETHHE] 223552 L,

5. EELQERWIE L ZDEH

8. EELGEARMIRE

AN=F VDRZREDE=F Y T 2T ZENLEE LY, [7.1 B8]

KA P, EBRNC A YA 0 RRE (R, BT - BEERE, RRE) .

6. BFENE=ZETHEFBICHT HIE
(1) E6HHE - MEEZEDHHEE
BRIE STV

2) BHREESEEE

9.2 BHREETERSE
9.2.1 EELEBEREEZTOHIBEEXIENTTORABTLRERE

BRIZ M L CuN/puy,
9.2.2 MRBHEE

ﬁ%g#%ﬁ%%%%?éﬁk$%@h BB LR OEEICKRE L, BARLRE Lkl L
BNz &, ARORMBEORMKGIZED ., P AFALT I VEORERREVIEET LB
TN DD, EELBHREREDOH D EBE LG E LIAMER O ZE 2 iFE L LIZERARR

ARFNFE G L VT 20BN E LN VAT BAR LB E 2k Lz &, [7.2 28]

(3) HFHEEfEE RS
BRIE I TR

4) £hERexHT 5F
FRE STV R0

(5) 4EiE

9.5 14w

Gl ORFEETH L, VRNV =F U bR G LB (T v ) T
TRERESNTND 20,

L
aie

b S TSR LT % ATRETED & % MEICITTR R oA IS falRrtE 2 LRI Ll sh b

/\0)%}

20




(6) RF.Im

9.6 =FLIm
1B EOA MR ORARBOARMEZ B E L, ZAOMUIPIEZ G252 &, LARD
N=F A R RE LTEER (T2 &) TR ~OBITARE S Tng 20,

(1 hR
RESN TN

(8) =#nE

9.8 SEE
BEOREBEZBZEL, BETLIRETDICERE LN OARAZ G T 5 2 &, —icArEE
METLTWD,

7. HHE/ER

10.

(1) HHRZE=EZFDER
BRIEIIN TR

(2) HREEELZDER

10.2 EFGEE (BHRICEET S L)
N4 % GARSEIR - #5855 B - falRin 1
DR 9 FH 36 IKIBEER 25 8 5o 5 BZ B EFITAHTH 5,
T 1B PR IF TR IR SE H5,
A A Y S

. ElfEA

11. B1¥E
WROBWERDRH 5D Z ENHDHDT, BIEEHDITITV., BRENBD LNHGEICITRS
LT 5 YR EEITH 2L,

(1) EXLEER & MHAEIR
BRIE STV

2) ZDHDEIER

11.2 Z0DEIER

1% AT #56 FE AR
Mg B, TR, #RAE, I L - TRM, SR
WS EUE BB, £ )RR
Z Dt PAEIE, MR, & KRB
E) =V hF U8E (LR AV=F U bEE) oGR8 5 3 BAEE
CRRERERICRIFTEHE
BRE STV
BEKRE
BRE STV

21



11. BERLDEE

14 BHLDIEE

14.1 FHIRFEHFDEE

14.1.1 PTP %0 #KANX PTP > — b2 OBV H L CIRAT 2 K H &S5 2L, PTP > — b
DFERIZ LY |, OB ENEEREEEA~RIA L, FIZIEFELEZ B 2 L CTHRIRR SO EE A
HEZ ORI D EnH D,

14.1.2 IRAERTC PTP v — "B EERIZE Y Hd 2 &, [20.20]

12. ZDHDEE
(1) EEEREREIZCED CIEHR
REIHN TR

(2) JEBGERERERIZE D  1EHR
REIHN TR

22



IX. JFERPREAERICRE 9 HIEE

1. FREHER
(1) ZEshFIEHER
VI SGIBICBET 25HE | OHEMR

(2) REMFERR
R L

(3) TOMOFEH
R L

2. HEHR
(1) BERS SRR
TR L

(2) RERSHEHR
AR L

(3) EEHERR
YR L

@) BARIERER
R L

(5) tEBSEBILHER
TR L

(6) RBRTRIZMEHER
A EE R L

() TDIOEHSE
AR L

23



. BRHIXS
BIK - QLA SR T

X. EEMEIEICEAT 41EH

) BEE-EMEONGZEIZLVERTL L

. AR

34

. BERETOIE

FEIRRAF

. BIRWLWEDEE

20. IR L EDFE

Wtttz G4 2720, PTP o — FOEERFTHZ &, [14.1.2 BH]

10.

11.

12.

(fER)

V. 4. MROKESM FICBITHLRENE] DESH

. BEMITEM

BT ERELTA R

<TholLBy A

Z OO EBH AT B«

. B—H5 - A

[f—Rsy: VAR =F o FF#1E1000mg > U > 2T h—U ] /L H LF » FF §E 100mg/250mg.
)V F > FF NAK 10%., =B vF > FF NATR 10%%5 8 5mL/10mL, =/ 7
JLF o FF #7% 1000mg >V >

[FIZhEE - LR B L =F b

250mg [ h—7 |

. EFREEARAE
1969459 A 1 H
. HERGEAZFEABRUVARES. EMELENRFEERD. RERHBERR
. & AR T KRR —_— AL ENV L A 5B B 4G
MR £ A H R £ H H £ R H
VANV =TFRGE | o000 19 1 15 1 | 30400AMX00143000 | 2022 45 6 4 17 B | 2022 4 6 51 17 H
100mg [ F—17 |
VATV =T FREE o000 19 1 15 H | 30400AMX00144000 | 2022 45 6 A 17 B | 2022 42 6 5 17 A

A% L7

BEEHR. BiEBERARFABRVZOAR

BARRNA

BEEHMN
A% L7

REARGIRICEE T 5 H®

. PEEXREIHREM. RERVAELEENEOEABRUVEZOAR

AANE, B (HDVIFERE) BIRICET DHIRITED STy,

24




13. £EI—F

250mg [ h—17 ]

T A BREER | por op | L7 PER
HR5e4 A FE B, a— R e WLFR S 25 I\
ERa—F (Y] 2—F) 7 R
LR L= e
A= G 3999033F1034 | 3999033F1034 129107002 622910701
100mg [ h—V |
LR IL=F 5
RNV =F FEGE 3999033F2030 | 3999033F2030 129108702 622910801

14. RIEHBAFLDEE

AANTZHAHRIN L OBREIELTH D,

25




X 1. Xk

1. BIRAXHE
1) tEPEEL - nEEkER (FF $ 100mg) (M73603-1)
2) tENE R - IEER (FF 8& 250mg) (M73604-1)
3) tENE R - MEEREE IS 1T 2L EM RS (FF §2 100mg) (M73624-3, M74484-1)
4) tENER - EERIRREIZ B 1 AL EMRER (FF §& 250mg) (M73625-3, M74485-1)
5) fENE R - BALEER ; EHEER (FF &€ 100mg)
6) fENE R - BALEER ; EHEER (FF 8¢ 250mg)
) AENEER - BRI SRR  RHRBR (FF £2 100mg)
8) tEINE R} « W AR S RER  WHRBR (FF 2 250mg)
9) Levitan,M.D.et al. : Can J Neurol Sci. 1987 ; 14(1) : 50-54.
10) Pierre,G.et al. : J Inherit Metab Dis. 2007 ; 30(5) : 815.
11) e R B EIEICLE S kI v =F R ZHE-CACT KIBJE- (/v F > FF NATE: 2012
12 H 25 AR, HEEEEHMEZE 2.7.3.2)
12) Chalmers,R.A.et al. : Pediatr Res. 1984 ; 18(12) : 1325-1328.
13) Mayatepek,E.et al. : Pediatr Neurol. 1991 ; 7(2) : 137-140.
14) Giovenali,P.et al. : Kidney Int. 1994 ; 46(6) : 1616-1619.
15) Gidal,B.E.et al. : Pediatr Neurol. 1997 ; 16(4) : 301-305.
16) RS 1F « HERPREE. 1989 ; 93(5) : 305-313.
17) AENERL - AR RI SRR (FF 88 250mg)
18) H[alft 0 & H5kBx (=L 5> FF NAR : 2012 45 12 H 25 H/KGR, HGEEEMEEE 2.7.6.1)
19) # 51 : ¥ 2. 2010 ; 84(12) : 604-609.
20) PISRE 1E)> : EEAFIE. 1988 ; 19(2) : 324-340.
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B - BREESUEICEE L TR £ 1T 3 < H1- > TOBEHER

AIEDOERICHET DER  ATHIZITAREZ T TOARWIEICET A IEmAE £ 5, R
FIEENHESL L T RVWAELEENTEY, S ETHRBIN TV AR FIETHE LN
TREREZFREL L THRER LTV D, EREIEFEE D ERE A ZR5T 2 ETOREERTH Y,
MTEHEDORRZRT HO TR,

PEHURAL - TP RIS O IR FEE BTN 2 1 R T A4 VBT 5 Q&A 125V T (&
D 3) ] (FRICHE 9 H 6 AAY EAGEE R - SRS - BREXRR F5
)

(1) 9
(VI 11. @/ EoEE] KO 1X. 4. W FoEE) 228452 &,

(2) FRLE - BAMRURBRERSF 1 —J0&EAMN 2V
W SR A
ViR A= FF & 100mg [ h—7 |
ViR v=F> FF & 250mg [ h—7 |

| WSRES

OEAZOE A R A2 REID , EARNICEA 1 {HE2Z AN TEX F2# Lidte,

QKB ZHAWT 55 1CICHRE Lo BB EAZR D258 20mL WWERY . % v 7 TH
U, HEARRERIC L72RRET 5 pMikiET 5.

OIEAZRZ T T 180 £ 15 H{ERHA L, AAEE - BRI EZBLT 5,

DRREL TV D Z EBER S NNITOD FIE~ETe, ARERNEOLEIIFE 5 /oMikE L
Q@D FNAZEATV, AR SNNIEO D FIE~ETe, I OIZARELRWGEIZIEOOH#H
TE~tETe,

ORE L2 WAL, BIEH LW Al 2 A CTREZ AN-b o (LB TH < ARANA
SRWEAIZIIA U FEEHEH) . X T AFNIN D 7L Lz DI TO
~QDE¥E%ITH ., RMEBERBOLEIITHE 5 oMkE LOOFIEEITH, ZORFAIZT
R - B L7 WA, WBRE T IET D,

OFEAGENLXY v 72V I L, 8Fr OF =2—7 (FOHFAONDL 2,73 /KL,
EASRIEEE M 2 E & 30cm OALEICE Y P LTEL) (TR 2, ##EK 2~3mL,/ 7
TR Z P L Z 2o,

OF = —7 Zm LBEERZEIN L, SiRETHELIEEZ, pHZHET 5,

@B ET 2 — 7 HNICETH LIAATE R, S HIT/K 20mL Z{EAZ THEA L W Z T,

@WENZ HBEOEAR, Ta—T7EAD, WEHEOEETICOWT, FEEVEEMOR
A HAIZ CTHERR 35,

W ARBRAE - HEER
Fa—7: (Kk) TOP® b~y 7D T—T /L (8 7L F(Fr)E X : 120cm)
T . (BF) TOPH® x4 ~7 4 —F2 U2 30mL ¥4 X
pH A—%—: SHEEFHR pH A —%— LAQUAF72
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A% pH —

k1 TEHERICHENERIFE L TV, N2 A THEE LT,
*2: 10 BB RERBENFE-TEY, NI AEE L THHEMEAET, 2Rz LHER2»-7,
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HAIAE 7 7 =< AR ERBERA AT A — L=

http://www.kyosomirai-p.co.jp/medical

28



SHEARFTIT

RMERFIVEH

ABRFPFIEMABII2TINS

AR5E T

) -

I str)kk P —v MR 24t
RREGAIIXLET 1-4-4

1 hR-1



	表紙
	IF利用の手引きの概要
	目次
	Ⅰ. 概要に関する項目
	1．開発の経緯
	2．製品の治療学的特性
	3．製品の製剤学的特性
	4．適正使用に関して周知すべき特性
	5．承認条件及び流通・使用上の制限事項
	6．RMPの概要

	Ⅱ. 名称に関する項目
	1．販売名
	2．一般名
	3．構造式又は示性式
	4．分子式及び分子量
	5．化学名（命名法）又は本質
	6．慣用名、別名、略号、記号番号

	Ⅲ. 有効成分に関する項目
	1．物理化学的性質
	2．有効成分の各種条件下における安定性
	3．有効成分の確認試験法、定量法

	Ⅳ. 製剤に関する項目
	1．剤形
	2．製剤の組成
	3．添付溶解液の組成及び容量
	4．力価
	5．混入する可能性のある夾雑物
	6．製剤の各種条件下における安定性
	7．調製法及び溶解後の安定性
	8．他剤との配合変化（物理化学的変化）
	9．溶出性
	10．容器・包装
	11．別途提供される資材類
	12．その他

	Ⅴ. 治療に関する項目
	1．効能又は効果
	2．効能又は効果に関連する注意
	3．用法及び用量
	4．用法及び用量に関連する注意
	5．臨床成績

	Ⅵ. 薬効薬理に関する項目
	1．薬理学的に関連ある化合物又は化合物群
	2．薬理作用

	Ⅶ. 薬物動態に関する項目
	1．血中濃度の推移
	2．薬物速度論的パラメータ
	3．母集団（ポピュレーション）解析
	4．吸収
	5．分布
	6．代謝
	7．排泄
	8．トランスポーターに関する情報
	9．透析等による除去率
	10. 特定の背景を有する患者
	11. その他

	Ⅷ. 安全性（使用上の注意等）に関する項目
	1．警告内容とその理由
	2．禁忌内容とその理由
	3．効能又は効果に関連する注意とその理由
	4．用法及び用量に関連する注意とその理由
	5．重要な基本的注意とその理由
	6．特定の背景を有する患者に関する注意 
	7．相互作用
	8．副作用
	9．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意

	Ⅸ. 非臨床試験に関する項目
	1．薬理試験
	2．毒性試験

	Ⅹ. 管理的事項に関する項目
	1．規制区分
	2．有効期間
	3．包装状態での貯法
	4．取扱い上の注意
	5．患者向け資材
	6．同一成分・同効薬
	7．国際誕生年月日
	8．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ. 文献
	1．引用文献
	2．その他の参考文献

	ⅩⅡ. 参考資料
	1．主な外国での発売状況
	2．海外における臨床支援情報

	ⅩⅢ. 備考
	1. 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	2. その他の関連資料




