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7.3.2 SIEMI ARG IEE A RERZ ISR G LEBA . B G L 0 b Cu LOVAUC 2MET
LIz OWERH DT, REOHBELERTHZ LY, [16.2.1 2]

(fi#a5)

7.1 KE - BRMNOWRA SCECB T 2BET 25082 S5 IR E LT,
BIVER OFBLA Mdl9 2 B TR BIXHESSERF B0 1/4~1/6 B2 & L, BEOIRE, &
BEEREM (P27 V7 F=2, 27 F =07 V7 T A% AMERT > A F R EE (RAIR G-
S~6IFtk & CICHIE) H2 2B ICHEAZIE L C, MEFHEEHRTET 5,

7.2~7.3.1 KE « BRMNOUH CECBT 2 EET 50# 2 2B ICRE LT,

7.3.2 SEMF RS TmE ARG ICRE L-5BE, ARG LY H Cnax L ONAUC MET

L2 OWERH Y | FEMUEZ1T 5 72D E LT,
(VI -1. O) BE-HRAEOEE  0HE S M])

V. {BEICEET 5IAE 7



5.

B PR BAE

(1) BBERT—2/1\vor—

AR
ol K K o
SHEMBIEDMA . WA PK 7— ¥ & O i/
e e VR OB A O
ﬁi?iﬁ;g;%%%g CYSTII01 [eIESEIEA{L - HFEH: - B
SEHETME - 6 i)
vy R : .
SHTAIME O 22 b O B e A Bt
B A o % 5 A i UG 0 DS T RE R O 7 B
Fhaxtg e Ll HEHE| CYST1102 |[+IEMIEZAAL - FEE R - HEINE & Ok 5
R O 534 SN O S 2 T2 S+ 6 B
S
(BEGEED
ol KB R i
A FT A T Y T 4 O
SAFTALT VT4 | R R - R - 2 A
Heigatln CKIE) SHEFERE - 8 1]
SHETE 5.
S R BV O B
R S R SRS AL « B + IR - /1 X e
O ) CYSTT229 | e 3 b - 26 o
SHEE 5.
B2 5 BUAICOEMBINE, B FHR
L R I O o T R
SR CRIE) SIS AF AR 8 ]
*RI/T &G« 7 /21 BHE#RS-
SRR 5 T\ 5 B BIE. 3 B R Ot
ki s 25y SRS - FE R
B e Orm) CYSTOTS0. | bt 22 15 C UV VB S 2 L SR - 11
S BT 1
SR AR DR AL
. oy [EEEIEALL - JRER
CRE - (L) *EPEL AT U FERE 94
*ERS (1 » HRI~T /)
s R N MEE L ko A7 T ¢ TIZEH
AT R E RS - R
B G - B M) LS A F AR : 59 ]
SPCHHR 5 (RK 10 4ER)
* BT 50041 e B O A 00 R
R oy [FE(EAIG - TR - A
CkE - InE) *EVES AT U IERFE ¢ 139 4
SPCHHR 5 (RK 10 4ER)
V. ERCET A 5




(2) BRPREIEEAER

<BE W T—4)>

REHRE - OYEZ - EAEMEER GUBRE S : CYST-9235)

SMNENNR S AT AEEE 8 H]) 2RI, SHREHF (27 7 I VBRI ALY) VB AT T
S VIR M OARFN % 5-1% OB RE K R I 2RO BT 21T o 7o, 7ok, SDZEAFHMEIER & LT,
HILERF S R TF AR 2 Tz,

B0 7 B AR GE) IIRERTE R — DY AT 7 I IR & SRR & L Cf S L ORI 5-
). gl 21 B (0 P e v BE58) 13A# 2% 5 Uiz,

MAEH AT 7 I VERREOHRZR 1 IR LT,

Beh 2T HE KOS 28 HE (WIhvh 1 7R VB G O 5% 2 FEICK T IR 277 2
VHRFEREE X, TR ENEG 6 BB EROEE 7T BB (W IR G IS E THER LT,
T, %528 BE (W7 AEEY) oR5RNCBT AIMEF 27T I UHEIEE X, 5 7T HE

(IR G- (T He il THER L 72,

(% 1]
N N B SN
A TR 5-11 Be 51 o {5
(n=8) (n=8)
e G-7 0.23+0.06 0.28+0.12 0.361
Be5-% 1 R 1.75+0.81 1.71%+1.46 0.912
LG 6 HBE/#5 2T HE
H B 5.4 2 RFfE 1.130.61 1.88220.90 0.006
B 5.1% 6 K5fH 0.22+0.11 0.300.09 0.145
¥ 5-if 0.24+0.11 0.33%+0.15 0.040
Be b4 1 WEfH 1.77+0.57 1.96+1.41 0.663
BE5 7THB/#5 28 HE
B 5% 2 HFfE 1.04720.30 1.61%0.53 0.002
5% 6 HRFfE 0.2120.10 0.3320.11 0.075

* : one—way repeated measures ANOVA

A7 0 pg/mL

BB 2 TF AREDOHEB 2R 2 17T,

#5271 HB 1 72V 58 O b5% 2 KO 6 REfIZI T 5 Bk o A F RER, &5 6 HA
(PRG-I I AMRETHER L Cne, S 61, #&5-28 HA (1 7RV GH) IR 2 A ER
VAFURER, TANTORRICEWTHRE 7 B B (Wil 58D 12 A~MEE THER L T,

(% 2]
. T ERER. B FEIL }
A VA% 5-1 Be 514 o [
(n=8) (n=8)
e 5-7 1.24+0.73 0.75+0.48 0.065
54 1 RFE 1.0120.68 0.71+0.56 0.188
56 HE/B527T HE
Be 5% 2 Wl 0.84+0.54 0.40+0.29 0.023
B 5.1% 6 K5fH 1.42+0.90 0.70+0.43 0.022
¥ 5-m1 1.47+0.78 0.60+0.49 0.003
Be5-% 1 R 0.79+0.41 0.41+0.33 0.012
HT7THB/BH 28 HE
H # 5% 2 IFfE 0.78+0.40 0.34+0.30 0.000
Be 5% 6 B[ 1.26+0.61 0.67+0.38 0.007

* : one—way repeated measures ANOVA

AT : nmol/1/2 cystine/mg protein
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ARBUZBNT, BB, BEERAFFR, KOFIEICESAFEFRITIRD LN 5T,
HERERT, WG TR 2 61 (25.0%) 12 2 4, W& O ERE 2 E 24 141 (12.5%) 12 1
e, e G HICIIRER A 3 B (37.5%) 12 7 {4, WHEAZE M ONBRYR 25 2 4040 2 451 (25.0%) 12 2 7,
M-8 161 (12.5%) (2 2 4, TFIAS 1 61(12.5%) 12 1 ThH o7,

RIVEFNE M 2SR G- 31 7C 161 (12.5%) (2 1, 0 72 V85 817C 2 4] (25.0%) 12 6 388 B ATz,
AR KOG R R T, BRMICEE R B IR oo Tz,

EBRREBIZE T 5 EYENEHR GURE S : CYST-9750)

AANEFH OB 2 T TOZRWINENEME S A TF UERE (11 6) 230512, AFIRE D& GREo
ERIRRBIC I T 2 KB Res B 4 Il L, SEpEhRe k OB A st L7z, i, 5
FHIEE & LT, BHIfmERF AT UREE v,

EFREIZBT MR AT 7 I VIEERREOHRZR IR LT,
EFARIBICBIT A MR 277 I VHEIERE CESMEEREERZE) 1L, 5% 1.420.4 Ff#] CThx
e M R EE (2.5840.92ug/mL) I L, &EH#% 6 R TIXHEGAMEICHE Lz, AUC IE
6.27%22.12 u g*hr/mL Tdh -7,

EFREBICBIT A AMIRF Y 2 F UV EEOHBEZR 4 ITRT,
AUC g geystine CEIIE EFEAE(R £2) 1X 1.4720.73 nmol/1/2 cystine/mg protein-hr Toh -7z, Fiz, &5
% 1.2 KOV FEH O H Bk > A F R EIT R GAMEICH LAREIZED LTnD Z E DRI T,

(%3]
by #51% #51% #51% #51% #514% #5-1%
0.5 FFfE 1 BFRS 1.5 FEFfH] 2 IREfH 3 MRFf 6 MREfH
0.34+0.10 1.24=+0.62 2.18+1.04 2.19%+0.77 1.64=+0.67 0.82+0.46 0.34+0.09
n=11 H{7 : yg/mL

(% 4]
g e 51% #51% 5% #51%
1 K§f 2 FRFfH] 3 IRffH 6 FRFfH]
0.87=*£0.42 0.55*=0.34 0.45+0.32 0.54=+0.34 0.93£0.54

n=11 Ef7 : nmol/1/2 cystine/mg protein

ARBRIZBNT, AEFRITBO N Lh o7,

(3) RERGERRBR
LR L

(4) 1RELAIFHER

1)

2)

EMERI R
DR L

R2MEHBR
LR L

(5) #B&E - WERIHER

RHERR L
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(6) AEEIEH
1) ERARERE (—RERRERAE. FEERARERE. EAMBLERRE) . HERTRT 4~
—RAE. RERTRERABROAE
FEERR L

2) AREHLELTERETFTEDRERITER L -3AE - HBROME
[F&ER&EH]
EN TORBIEGI RO TR TN D Z &b, BUERkTEk, AR T o2 GAER] 2 % 5
(AR A 2 S5 2 SIS k0 AFIEAEE O REREEET L & &bl AFloL e
PER OHMECBI S 27 — 2 2 FHNCIUE U, AAI O EF I SR EZE LD 2 &,

(7) £t
[EINEEME S AT AEBRE 6 4 b G5 T/ AR EG IR R 2 320 L. AH 2 323 IRt D% G- L7=F D
MERH S A F U EEOHRIZRID LB THY WTNHIBBRIELIAND S 27T I Nk HI1EE Y=
FCWieBRE ThH oz, REBRE S - CYST1102), 2

(&5)
{8 a1l HE HE F M =g M
o G 34 33 26 15 13 16
& H(kg) 45.3 42.1 33.0 31.0 16.7 40.7
RZm A (m?) 1.37 1.32 1.14 1.03 0.72 1.32
Ak
B O A7 I f f f f CEAOED) pil3
M - & 800~ | 800~ | 1,200~ | 200~ 1,200~
(mg/H .5 4) 1,800 1,800 1,800 1,400 200~800 2,400
RS AT AREE |15 B K SR
iﬁﬁ/%zﬁﬁ; {(”_?ﬁéiﬁgﬁﬂﬁ”ﬁj 861 | 224 | 854 |  3.03 |GHARE| 493
mg protein) 2 3.25 24.6 2.15 |HE AR | BN AR 1.07
4 3 3.61 5.18 31.8 17.1 27.4 1.62
6 i 2.54 5.89 1.37 9.66 9.37 0.439
8 iffl 5.88 4.22 7.38 6.52 6.63 0.379
JREREE . | 10 1 8.46 - 5.54 10.3 6.21 0.808
Bith% 12 38 6.76 - 13.9 7.10 12.6 0.652
18 i - 10.8 - - - -
20 i 4.28 - 1.30 1.08 0.757 0.952
24 ¥ - 4.76 - - - -
28 i 7.37 13.2 1.82 7.74 23.9 0.490
- KM

V.
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JVLTF= I VT T ACONTIE, ‘RO6DEBY THoT- 2,

(% 6]

P Rl Bk B F e e B

F G 34 33 26 15 13 16

7 LT F = lRBRERE

7 VT T o A|BAAGHT 50.144 19.675 44.658 86.314 4.400 16.454

(mL/min) (-2 1)
A 4 i 48.342 17.192 40.696 81.566 4.247 15.079
B | 8 49.561 17.303 41.999 78.704 3.667 17.434
% 1238 51.128 - 41.646 77.668 3.844 17.790
% 20 i 51.255 17.360 40.111 70.740 3.908 15.931
ha |24 38 - 15.639 - - - -
= 28 i 56.903 13.241 46.327 77.668 4.998 16.978

- R

6 Bl 4 1l (66.7%) 22 HICRWERNRD Hiviz, B L zgWERIZEY:, v -GTP L& (% 2 i
[33.3%1). BEJm. FVENHEEN, FESSAPRREL, by, BN DEl > U XE, ALP BEAN, ALT B8N, AST
N, AAkEGE, R, BHEERE (% 16 [16.7%]) Tho7= Y,

<BEWHT—H)>
DATT I UO2EHRERE GRERE S ;0 9148-1)
KEE MAE OB ATF EEE 2 RGIIFERIE IR Z I L. TOMRENNT _HE
RERERICIBITH T T EREEE O AT T,
BALAH B & L C1R10me/kg & 6BF IR D 5- L, #5-5~6RFM#% 0 [HMmERf o AT L2 FE 32
nmol/1/2 cystine/mg protein Al 72 5 £ T, 2~3iH4E(Z210me/kg/ H D& L7z, SMEE T
BIGRICKT D AN RE L2 5a2id, BEXIITW 21T ) Z L RNFR SN,
BB, ANV AT T I VR VAT T I UEBBE T VRV ATT I ThH o T,
VAT T X URETIE, AR G54 R DN R VERRAT R SRR & S, IBERREE T o T 161 & R
< 93 DA EIPERRAT R AEF & STz, FUREX2361 T, WNERITENT/ B RRE 1201, AR R EST6/) .
BRMER B, FOME Th o7, KB O 7 5 2 RBET206 T, 2fIFTIc L 0 Lk L
o7,
VATT I UREOBEE RIL, FER3.85E2.355%, RE11.14+3.28kg, HK83.03E11.83cm (W T
b FEHERZE) Th 0 . BB T ST IR o3 5B CEE + R 2= [/, kD) 1
53.9418.4[0, 132]mg/kg/ H TH > 7=,
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BEMEIZOWT, FEFHHHEE THLMIEZ LT F= KO V7 F =07 VT 7 AOHEBIL,

RIOLBY THoT,
(7]
Mgz v7rF=r IVTF= I VT TR
(mg/dL) (mL/min/1.73m?)

e 5-BR AT VATT IR 7T Rk VATT IR 75 R
(H) (%0 (%0 (%0 (%0
0 1.0+0.4 (70) 1.2+0.3 (17) | 43.1x=17.9 (69) | 33.9%£9.5  (17)
4 1.0£0.4 (28) 1.1£0.3 (10) | 41.1+16.4  (26) | 38.9%£7.6  (10)
8 1.0+0.6 (25) 1.2+0.3 (9) | 45.2+15.8 (25) | 33.0%5.1 (9
12 1.0+0.7 (30) 1.4+0.4 (5) | 53.3%x27.2 (29) | 30.7+10.2 ( 5)
16 1.1£0.2 (22) 2.1+2.1 (6) | 48.6+21.1 (21) | 30.7%17.2 ( 6)
20 1.0+0.7 (33) 1.7£0.7 (4) | 51.1+£22.0 (33) | 27.2%+12.6  ( 4)
24 1.1£0.7 (18) 1.8+1.0 (4) | 48.4%+20.7 (17) | 29.9+14.8 ( 4)
28 1.1£0.5 (18) 1.6 (1) | 47.4+21.1  (18) 29.1 (1)
32 1.0£0.5 (18) 1.5 (1) | 50.1+19.4  (17) 29.3 (1)
36 0.9+0.4 (21) — 55.1+t22.6  (21) —
40 1.2+0.7 (18) — 41.8+15.8  (18) —
44 1.3£0.6 (14) — 40.6+18.6  (14) —
48 1.3+1.1 (22) — 52.0126.2  (22) —
60 1.3£1.0 (19) — 47.4+23.0  (19) —
72 1.4+0.8 (4) — 40.8+21.5  ( 4) —
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BEMIZOWNWT, VAT T I UEHCBIT D HEERFLROEIVRNIL, R8DLEBY ThoTz,

(5 8]
AEFEG (n=94)
Bl ! % 45

HERG 22 23.4 33
RS £ OB U |

ELES 1 1.1 1
HUEds KO o SRS |

i fi 1 1.1 1
A1 1 1.1 1
fRAES S Ok AR |

B85 Bl 4 4.3 4
ik 4 4.3 4
Firlibas |

SIET - 1.1 1
G5 1 1.1 1
TR R |

AR 1 1.1 1
IME T AN A 1 1.1 1
H 5 & Ok |

WEOIE T 2 | 2.1 2
R f

5 o MR A 1 1.1 1
R e 1 1.1 1
Wb |

G 1 1.1

It 9 | 9.6 9
74 1 1.1
B3 L OURBRHEE |

AR 1 1.1 1
g R A A !

IR RS 5 | 1.1 ’

MedDRA/]J Ver.15.1

FECHNTREO DT, RBRPILICE S A EFRRIIFNRO bvlz, £, B/ BB (B (2
X oHiplixi2f]cdh -7,

V. {BEICEET 5IAE 14



F—T - FER - RAMEHAR GAHES : 9148-2)

WEE T A NVT v ROBMEY AF IEBRE ZRRIT,

D72, BRI IR I & BRIRAT IR F2hE S 7e,
WP G- BB e 23 A VERRHT R RAEMT & S, FEBBALESE T b 5 4201705 A LR T R AE
& aNiz, REVMNTIRER L OH IR REM O BH T I, RID LBV Th-oT7e,

VAT T X DR O A R

(% 9]
MR R SR
EB B RE B
VAFT IV NG AR VAFT I NG 2R
YR EATE VATT I e latE VATT IV
(n=26) (n=18) (n=44) (n=3) (n=12) (n=15)
A
%yiﬁif# 3.04+2.23 | 3.01%+2.37 3.03+2.2 | 15.46%+6.41 | 17.21%£5.20 | 16.86E5.26
ZEEy T G
KE (kg 9.42+2.51 | 10.37£4.10 | 9.81%+3.25 |32.57+14.67 | 44.02+10.26 | 41.73+11.66
HE (cm) 78.20+10.15 | 79.92+13.68 | 78.93+11.65 | 120.70+2.40 |139.77+=17.80|136.59+17.74
B AT G AE ]
VATT I U RN
YRR VATT I
(n=25) (n=17) (n=42)
B 5B 4G
2.85+2.06 | 3.07%=2.43 | 2.94+2.19
T Gk)
E (kg) 9.1942.30 | 0.49+4.20 | 9.72+3.23
HE& (cm) 77.20%9.16 | 80.16+14.09 | 78.44%11.41
BEHRIZ, K10 LBV ThH-o7T-,
(X&10]
BB RE B R
BEOEE | v2xF57Iv PRV VATFT I DIV XN
(%) Ya st ATT I YRR, VATT IV (n=59)
(n=26) (n=18) (n=3) (n=12)
75 1.8 2.3 0.33 0.5 1.0
50 3.8 3.3 0.67 0.75 3.0
25 6.3 6.3 4.3 3.0 5.5
BAfT ;AR
V. 1BEICEET %1EA 15




BEMEIZOWT, FEFHHHEE THLMIEZ LT F= KO V7 F =07 VT 7 AOHEBIL,

R0tk ThHhoTz,
(& 11)
Mg L7 F=r [FEHMHE] IJVTF=r 7 VT T A EHE]
(pmol/L) (mL/min/1.73m?)
5861 B BMEE E R IEBEBMEE P ZiiNsEy

(H) (B0 (%0 (%0 (%0

0 92.4  (35) 225.7  (10) 45.3  (34) 52.0  ( 8)
4 92.4  (18) 282.9 (1) 43.4  (17) 55.7  ( 5)
8 85.0  (11) 120.7  ( 4) 472 (10) 57.7 (1 2)
12 81.5  (13) 94.0 (2 46.9  (13) —

16 112.0  (10) 945 (2) 446 (10) —

20 77.1  (11) 89.0 (2 56.1  (9) 829 (1)
24 95.5  (12) 97.0 (1) 43.7  (11) —

28 94.7 (9 — 42.7 (9 —

32 98.5  (11) 382.0  ( 3) 45.3  (10) —

36 107.4  (5) 111.0 (1) 43.3  ( 5) —

40 116.7  (13) 79.0 (1) 50.7  (11) 722 (1)
44 120.0  (11) — 42.0  (11) —

48 100.6  (17) — 50.5  (17) —

60 92.3  (13) — 51.5  (11) —

72 128.3  (11) — 44.4  (11) —

84 200.5  ( 6) — 49.2  ( 5) —

96 114.3  (3) — 46.1  ( 3) —

108 164.3  ( 3) — 365 (3 —

120 91.0 (1) — 52.4 (1) —

HILERHF L ATF U REOHRIZ, R12DLEEV ThoT-,

(% 12)
BGBER | EEBREE [EAE] BB ] 2R [PEXE]

(A) (#1150 (B0 (%0
0 7.16  (22) 6.30 (8 6.93  (30)
4 3.27  (12) 3.79  (4) 3.40  (16)
8 2.06  ( 6) 3.83 (1) 232 (1D
12 5.85  (9) 0.06 (2 4.80  (11)
16 2.23  (6) — 2.23  (6)
20 1.24 (8 .20 (1) 1.24 (9
24 2.63  (5) .10 (1) 2.38  (6)
28 0.95 (2) 527 (1) 2.39  (3)
32 2.58 (9 1.76 (1) 2.50  (10)
36 2.53  (6) — 2.53  (6)
40 2.52 (8 2.62 (1) 2.54 (9
44 271 (1) — 271 (7D
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¢ 5-5 b IEBBMESE [FHMHE] BRndd [FEEE] 2 [FEEE]

(H) (1150 (%0 (B0

48 3.89  (15) — 3.89  (15)
60 3.561  (11) — 3.51  (11)
72 5.74  (9) — 574 (9
84 412 (5) — 4.12  (5)
96 2.90 (3) — 2.90  (3)
108 2.60  (3) — 2.60  (3)
120 6.00 (2) — 6.00 (2)

AT : nmol/1/2 cystine/mg protein

ZEVEZHOWT, ERBMHEE N OEBIES 2RI 2 AEFEFRORBILRDUL, R 13 XUEKR 14 D
LBV Thotz, B, AMZETIE, HANIBIH 5 — K eiant 2 bR & | RIRBIMR 2 ACRAVICET

fliL T2y,
(% 13)
IEB A B
SATT ARG (0726) | VLRV AT T IV (0=18) 2K (n=44)
B T % " | Bk T % Wi | ik T % las

HERR 26 © 100.0 269 18 1 100.0 108 44 © 100.0 377
IRYUIE S & OV A U | | |

B R 3 11.5 6 3 6.8 6

A L ARG 70 26.9 8 20 11.1 2 9! 20.5 10

JiJ5 1. 38 | 11 56 | 21 45 2

Hi i 1138 1 | 1 2.3 1

A2 i 11 56 1 1 23 1

B 21 17 2 | 2! 45 2

bk 3: 115 7 3. 68 7

RGE ARG 51 19.2 7 30 16.7 3 81 18.2 10

HH % 1. 38 1 1i 56 1 21 45 2

T ARUE G 1 38 3 | 1 2.3 3

PR B G 1: 38 1 1. 56 1 21 45 2

PRIR R 1! 3.8 1 ! 11 23 1

tE 1 3.8 | i 1 23 1
M LN oo $RbEE i ; §

21 20 1 2 1L 56 1 3. 68 3
G0 AN | ; |

rejection episodes ol 17 3 | 21 45 3
fREHs K O | | |

AR 181 69.2 36 10! 556 2% 281  63.6 62

KAy BT LT 1i 56 1 31 6.8

Ak 7.7 1. 56 1 3. 6.8
s |

developmental problems 1 5.6 1 1 2.3 1

V.
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FERE B R
AT T LA 0=26) | VR AT T I (F18) 2K (n=44)
E SRR AR SR IR SR
it R i i

S 1 3.8 1. 56 1 21 45 3
it 1. 38 : 1 23 2
parietal lobe infarction § 1. 56 1 1: 23 1
A S 1. 38 1 | 1l 23 1
brain shrinkage 1 § 3.8 1 1 § 2.3 1
PR 11 38 1 i 23 1
AR 1138 | 123 1
Sk 11 38 | 11 23 1
I | 1! 56 1 11 2.3 1
P R 1. 3.8 1 1 23 1

AR ’ |
PR , . 5.6 1 23 1
=W 3 115 3 21 1L1 3 51 114 6

R i i

FESREK 1. 38 1 § 1. 2.3 1

Ifi A i i i i
e 21 17 10 E 21 45 10
coarctation 1. 38 1 Z 1. 23 1

a)E-N TS SHAE : : :

fiEpm § § §
7T A4 RIEX 1i 38 1 § 123 1
fiti A N 1 g 3.8 1 g 1 g 2.3 1
e 1] 1i 38 1 i i 2.3 1
gtk 31 115 4 1\ 56 | 41 9.1 5
I 2! 77 9 i 21 45 2
fiti % 1. 3.8 1 i 1 2.3 1
I P 1 38 1 1! 56 1 2! 45 2

B i ’ ’

vomiting related | |
14 538 - 13 72.2 — 271 61.4 -

to treatment : |

nausea/vomiting
18 69.2 37 13 72.2 35 31! 705 72

not related :
T 81 30.8 13 16.7 11} 250 19
il 11 38 1 11.1 3. 6.8 3
AR 41 15.4 5 41 9.1 5
D 1138 | i 23 1
H % 1. 38 | 1 23 1
LIPS 1. 38 1 1. 2.3 1
+ R % 1. 38 1 1 23 1
{7 1. 38 1 1. 2.3 1

V. BFICET 5EAE
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B BB
AT T LA 0=26) | VR AT T I (F18) 2K (n=44)
E SRR AR SR IR SR

Fe 35 KO T ARk | f |

I 61 23.1 8 1. 56 1 71 159 9
it | 1i 56 1 1 2.3 1
Be i 1. 3.8 1 § 1 23 1
H § 1. 56 1 10 2.3 1
EAES 1. 3.8 1 ! 1 2.3 1
A% R KOS A HLAR
i |

BIFE . 11 5.6 1 i 23
A 1 38 4 | 1 2.3 4
B L ORI : ! Z

IR R 4 2f 77 2 i 21 45 2
i i 38 | i 1 23

R s 11 38 1 | 10 2.3 1
HARDHHERERIE 1 38 1 | 1 93 1
i LIE : : !

acute or chronic renal

, 1 3.8 1 1 5.6 1 2 4.5 2
failure
FERME, FiEMERB LW
TGP : :

B-HT7EIT ! 1! 5.6 1 1: 23 1
—f - REEEBLOQ ' ! '
P G AR : : :

FEEL 16 61.5 48 7 389 11 231 52.3 59
T 10 38 | | 1 2.3 1
fas 11 3.8 1 i 1 2.3

hernia surgery 2 7.7 2 2 4.5 2
abdominal pain/graft | 23 . ) ' 53 .
tenderness
(Y7 R , ,

WEIE S 1. 38 1 § 1. 23 1
SEHS K O RHLE j j |

B FAl 5: 19.2 10 § 5. 11.4 10

MedDRA/J Ver.15.0
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(& 14]

ER A
SATT UM (023) | VAR ATT IV (F12) 2k (n=15)
Bl L % | M| B L % | MR | B % | MK
HEES 31 100.0 66 10 83.3 80 13! 86.7| 146
RIS J OV A U ’ i |
B % : 1: 83 2 1l 67 2
A LAY 1 333 1 31 25.0 41 26.7 5
J2% ; 1 83 N 1
MR 1 333 1 § 1 6.7 1
MR EE %% 1 333 1 : 1. 6.7 1
infection requiring
o 11 33.3 1 1 8.3 1 21 133 2
hospitalization ! ! ;
ARG 1 333 2 11 83 1 21 133 3
PR B ’ 1. 83 1 167 1
M £ O » oS RbEE , i i
21t 11 333 4 | 10 6.7 4
i/ B fE 1. 333 1. 6.7 1
e | |
rejection episodes 21 66.7 6 21 16.7 3 41 26.7 9
Rilfds KOsk | | |
FEXEN B 21 66.7 1 4} 33.3 5 61 40.0 9
RN 11 333 | 1l 6.7 1
BRI ' 20 16.7 2 2% 13.3 2
K | |
BPER b VARG 1 8.3 1 N 1
PEELIRAE 83 1. 6.7 1
5 ¥ 2. 16.7 2 2 133 2
PR R R E ! ! :
B 11 333 2 2! 16.7 2 30 20.0 4
BB | 10 83 1 1L 67 1
fes 21 167 3 21 133 3
SERN 7 1. 83 1 I 1
FEEED E 1 1. 83 1 1. 67 1
b Y S 1i 83 1 1i 67 1
R4 1. 83 1 1. 67 1
JT BRI 1. 83 1 1, 6.7 1
IR R | |
A 1 8.3 1 1. 6.7 1
H5 KOSk |
ELEETEIR 1 8.3 1 1. 6.7 1
DI |
DARIE 1 333 1 1 67 1
DER 1! 333 1 1! 6.7 1

. IRRRICBET 5 HA
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ERB R
SATT AR 0=3) | VAR AT T IV (F12) 2k (n=15)
E SRR AR SR IR SR
i | i i
& 1 1 333 10 21 16.7 2 31 20.0 12
{fiES 21 66.7 2 § 21 133 2
2 N LS SH O ' ! '
fierRbEE : : :
K 1 333 1 1 83 1 21 133 2
PP A 1 333 1 § 1 6.7
=R E 1i 83 1 1 6.7 1
B GEE ' : !
vomiting related
31 25.0 — 31 20.0 -
to treatment ' '
nausea,/vomiting
31 100.0 5 4% 333 4 70 46.7 9
not related ; ; ;
T 11 333 2 30 25.0 6 47 267 8
R | 1i 83 1 1. 6.7 1
AR 1: 83 1 i 6.7 1
e T B 1: 83 2 1 67 2
Sl 1. 83 1 1! 6.7 1
FE R L OME P AL | | |
bz ! 1. 83 1 1! 6.7 1
RS Rt KOS AR : : :
[RESs ' X i
P : 1. 83 1 1. 6.7 1
B & OURBEREE | | |
PRIEEE § 1. 83 1 Li 6.7 1
i - AR KO | | |
BN D fRRE . ! !
FEA 21 66.7 1 6! 50.0 11 8! 533 22
Py 1 333 | i 1 6.7 1
abdominal pain/graft
2% 66.7 4 1: 83 1 31 20.0 5
tenderness
iz | 1: 83 1 11 6.7 1
R § 1. 83 1 1l 67 1
X diat 1 333 1 ; i 6.7 1
) E : 1. 83 1 1 23 1
AP : :
DHEE 1: 333 1 E 1! 6.7 1
SARHE L O RHLE | | |
SNEFI 1! 333 1 31 25.0 3 41 26.7 4
HABREE : : :
intellectual impairment 1 8.3 1 1! 6.7 1
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BT, FEB B EE T, BRBMEEE T TH -7, ZTOWN, BBMEZ1IHILY Vi AT
TIUVEGHICET LR, VB AT T R v OREBMRITIEE S, ZOMOEIE AT
TIVEEGHIEZOETH 72, FILIZE ST AEFRIT. RN, RS K ORIED 241
intercurrent illness23 11 (FEL-H1) . athetoid movements and floppiness?S 1451 (FET- ) . & MLEPEANSE 231
5 (FETZ ) . vomiting and commencement of dialysis?> 15 (FETZ) . multisystem failure consistent with
end stage cystinosis?® 145 (FJEL- 1) . breath odor and no apparent benefit 23 151 (FE1=f)) T o 72, FAl
L OREEIRIL. multisystem failure consistent with end stage cystinosisid rfﬁi@iﬁ LI THolzin, £+
DIMDOFEGIIARH Th o7, £70, BT/ BBAHE (B ) 1L B OGO b,

REREHAE GRBRE 5 : 9148-3)

KER O FEORMNES AF AERE ZR/RIC, VAT T 2 U EMR GO L O 2t % 7T
fid 27, REREE : 9148-1DMkFERAER & L CIEEMIExPREEBR A FEhE X vz,

60mg/kg/ B (& : 50~70mg/kg/ H) X 1390mg/kg/ H (&EFH : 75~90 mg/kg/ H) Z6HFRIEIC G- LT,
¥ FHELBE IS OV, 6L BT T RS EE Tl L, B @H%Em%é\&i\ P
HMER T S 2 F P& BE 232 nmol/1/2 cystine/mg proteinZ Bz CWAE-SITEEN Al & S,

BB EFIENL, 1990E5 H £ TOTF —Z v b F 7B CEBRE 51 9148- 17> & Dffkfse B E A3 4641 (2
AT T I UERERELTE, U RV AT T X 2961) . FTRBE N3N (AT T I R 28], VU
VAT T I 650) Th Y | BHINE MR RER & v, AT SR H Tk R
3G (AT 7 X R 1201, U RS AT T 2 L 214) . BiBLERESIN (AT T S R 20
B, VR AT T I U616) Thodz, FIRBITMKEEEE T34, FEE L2 TH Y, Eh
IFEEIEAREARAR/AEFR, 7L 7 F =V @EETholz, E7z, Safety update3fT41, 19934
12AETOT =Xy N4 7R CREBLRE 23466 (T A7 7 X UEERIELTE], U VY AT 7 I v
29511) . FTHLERE 1626 (VAT 7 X VRIS, U VEEV AT T X U 12561) Th Y . AT 4
PERRATRIGAE M & ST, RRMEMITRER OBEFE T RIIRIBD LB ThoTo,

(% 15)
fikior B
1990 45 HE T 19934F 12 HE T
VATT I VKRG ) VRV AT T I V| VAT T I UERRIE | ) VR AT T S
(n=17) (n=29) (n=17) (n=29)
gk R () 111.6+33.5 107.8+30.0 36.6+24.90 29.9+20.04
#HE (ko) 21.23+7.49 20.66+5.43 9.7+3.03 9.9+2.73
& (cm) 114.55+15.07 113.08+12.30 79.0+10.85 75.4+11.98
B R
1990 £ 5 A £ T 1993 4E 12 HE T
VATT IV |V VRV AT T I U\ VAT T I URIRIR |V VRV AT T R v
(n=28) (n=65) (n=37) (n=125)
BgRF R (H) 48.8+31.2 33.6+28.7 46.0+31.74 33.7+30.41
E (kg 13.05+5.84 9.76+3.61 12.1+5.38 9.6+3.57
H& (cm) 89.02+14.68 79.43+13.20 85.9+14.31 78.3+13.01

BeHHIIE, 19904E5 0 £ TOT — & h v b A 7 B8 Tk EE K OSHTHRAE & b 1224 AB28 % A
IR bEho77,
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BEMEIZOWT, FEFHHHEE THLMIEZ LT F= KO V7 F =07 VT 7 AOHEBIL,

RIGKORITO LB ThoTo,
(% 16]
Mgz V7 F=>r (mg/dL) [1990 45 H F T]
AT T X R VUV ATT I
$ 5-BA hA fikior B BB ke BB BrLEE

(A7) (#1150 (#1120 (%0 (BiI%0)

0 1.2+0.6 (12) 0.9%+0.6 (20) 0.9+0.2 (21) | 0.9%0.4 (61)
4 1.1+0.5 (8) 0.8+0.5 (19) 0.9+0.2 (13) 0.8+0.4 (52)
8 1.3£0.5 (9 0.7£0.2 (14) 1.0£0.3 (14) | 0.8%0.4 (44)
12 1.4%0.8 (11) 0.9+0.5 (15) 0.940.3 (18) 0.8+0.4 (37)
16 1.6+0.9 (10) 0.8+0.4 (14) 1.1£0.6 (16) | 0.8%0.5 (30)
20 1.3+0.8 (9 0.9+0.7 (16) 1.1+0.6 (18) 0.8+0.4 27)
24 1.4£1.0 (7 1.0£0.7 (15) 1.2+0.6 (19) | 0.9%0.6 (23)
28 1.3£0.5 (5) 1.0£0.7 (13) 1.4+1.1 (11) | 0.9%0.6 (19)
32 1.1+0.2 (3) 1.3+0.6 (4) 1.1£0.3 (3) 0.6+0.2 ( 5)
36 — — 1.5 (D 1.5+1.1 (2)

Mg 7 V7 F=> (mg/dL) [1993 4 12 H £ C]
VAT T I IR VUBRY AT T 2
$5-BAhAF fikior B BB ke BB BLEE

(A7) (#1150 (#1120 (%0 (%0

0 1.5+0.83  (17) | 0.8%£0.54  (31) | 1.3%£0.89  (29) | 0.8%+0.50  (119)
4 1.4+0.76  (11) 0.8+£0.45  (26) | 1.5%£1.14  (20) | 0.7+0.49  (93)
8 1.3£046  (12) | 0.7£0.21  (19) | 1.5%=1.35 (16) | 0.8£0.59  (87)
12 1.4+0.69  (14) 0.84+0.53  (24) | 1.5*1.22  (22) | 0.7£0.42  (72)
16 1.5+20.90  (11) | 0.7£0.40  (20) | 1.3%£0.90  (18) | 0.84+0.48  (67)
20 1.3£0.75  (11) 0.84+0.63  (17) | 1.4=*1.16  (21) | 0.7£0.41 (69)
24 1.620.91  (12) | 0.9+0.60 (18) | 1.4*x1.07  (20) | 0.840.61  (68)
28 1.7£1.01 (9 | 0.8*061 (21) | 1.5£1.00 (16) | 0.8£0.77  (48)
32 2.0+1.22 (11 1.0+0.77  (19) | 1.4%£0.79  (16) | 0.9%+0.61 (43)
36 2.1+1.38  (9) 1.1£1.02  (16) | 1.5£0.93 (15 | 1.1%£0.87  (34)
40 1.8+0.84  ( 6) 0.94+0.47  (12) | 1.5%£0.96  (15) | 1.3%=1.58  (31)
44 2.0£1.07 (7 1.0£0.44  (11) | 1.8£1.09  (14) | 1.0£0.57  (32)
48 1.9+0.92 (8) 1.2+0.88  (17) | 2.1%£1.51 (13) | 1.0£0.55  (30)
52 2.0+1.14 (5 1.3+0.84  (18) | 1.8£1.20  (11) | 1.2+0.54  (23)
56 2.3+x1.62 (7 1.3£0.73 (9 | 1.5%£083 (8 | 1.3£1.00 (16)
60 1.8+£0.59  ( 5) 1.3+0.83  (12) | 1.9%£1.32  (6) | 09+0.17 (9
64 1.6+0.22  ( 5) 1.4+0.83  (13) | 1.5£0.72 (4) | 1.1£030 (5)
68 — 1.1 (1) 0.9 (1) | 122091 (4
72 — — — 1.5 (1)
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(& 17]

JVTF=r7 V7T A (mb/min/1.73m%) [1990 4 5 A % ]
VAT T R UMRFEY UV AT T IV
BB hG ke L BB Hikfoe B B

(A7) (%150 (%150 (1 %0 (1%
0 56.1£20.5  (12) | 72.8+27.8 (20) | 71.4%=155 (21) | 63.8%34.7  (61)
4 61.7£23.4 (8 | 79.4%+37.6 (19) | 75.8%+28.3  (13) | 70.0=35.9  (52)
8 52.7%£15.6  (9) | 79.8%+27.6  (14) | 73.1%£25.4 (14) | 72.5+34.8  (44)
12 56.2+25.2  (11) | 76.4%£29.2  (15) | 73.6%£22.5 (18) | 73.4%£28.9  (37)
16 50.2+£24.6  (10) | 85.6%=33.9  (14) | 68.2%£22.1 (16) | 85.4%75.3  (30)
20 59.5+£23.3  (9) | 88.3%53.4 (16) | 72.5%£25.8 (18) | 81.3%37.0  (27)
24 59.2+24.2  (7) | 85.5%£56.1 (15) | 67.9£22.9 (19) | 82.8£53.9  (23)
28 58.6+19.5 (5) | 82.7%£60.3  (13) | 60.0£23.6  (11) | 80.9£37.3  (19)
32 56.8+=11.8  (3) | 62.8%426.0 (4) | 70.6=14.9 ( 3) | 90.6£25.0 ( 5)
36 — — 54.6 (1) | 50.1£37.7  (2)

JVTF=r7 VT T A (ml/min/1.73m%) [1993 4F 12 A £ T

VAT T I U VU AT T I

ERacRE L EE ke L BB Hikfoe B B
(A7) (%150 (%150 (1% (1%
0 52.8+21.68  (17) | 73.8%+24.55 (31) | 61.1%£23.98 (29) | 68.8£36.47 (119)
4 52.5420.94 (11) | 78.6%£32.37 (26) | 61.2%+34.14 (20) | 83.9%+60.66  (93)
8 52.014.04 (12) | 79.4%+23.73 (19) | 64.0£32.78 (16) | 75.8£35.11  (87)
12 54.6122.90 (14) | 84.1£40.66 (24) | 63.030.02 (22) | 77.4%+27.94 (72)
16 52.4+24.44  (11) | 85.6+42.95 (20) | 62.9+25.86 (18) | 88.9£68.69  (67)
20 58.3%21.37  (11) | 94.1%50.25 (17) | 68.1%£29.83  (21) | 87.0£53.87  (69)
24 53.0£22.81 (12) | 75.8%+26.13 (18) | 65.3%£25.23  (20) | 86.9£65.54  (68)
28 51.7£24.38  (9) | 89.1%=51.13  (21) | 57.7%£22.65 (16) | 84.0£34.27  (48)
32 45.24+23.35 (11) | 76.4%£33.32 (19) | 60.0£22.94 (16) | 96.3+97.29  (43)
36 45.0424.57 (9) | 82.4%60.11 (16) | 55.4%£23.77 (15) | 75.5£46.54  (34)
40 42.2+17.44  ( 6) | 97.1£66.55 (12) | 57.8%=25.31  (15) | 66.0£27.06  (31)
44 42.8+19.69 ( 7) | 76.5+32.35 (11) | 52.4%+27.31 (14) | 72.8+28.26  (32)
48 45.0+16.25 ( 8) | 69.8£31.58 (17) | 51.5%=29.96  (13) | 69.9£31.39  (30)
52 42.7+15.31  ( 5) | 63.7£30.27 (18) | 54.1+29.25 (11) | 62.9+30.68  (23)
56 42.8+21.13  (7) | 68.0+36.78 ( 9) | 62.3+27.42 ( 8) | 64.8429.46 (16)
60 47.7+13.92  (5) | 63.6%£27.97 (12) | 52.022.26 ( 6) | 72.7+£10.54 ( 9)
64 48.6%6.47  ( 5) | 57.5%=25.26 (13) | 60.4%£22.54 ( 4) | 64.0=12.85 ( 5)
68 — 54.9 (1) 94.4 (1) | 78.8+43.98 ( 4)
72 — — — 38.1 (1)
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ALK S 2 F AREOHERIT, RI18DEEY ThHoTe,

(% 18]
HIMERP S ZAF ¥ E  (nmol/1/2 cystine/mg protein) [1990 4 5 A £ T
VAT T I U UUEEY AT T I v
5B AR 14 Hikfoe L B Fikfoe B BB
(A) (%0 (%0 (%0 (%0
0 1.351.66  (12) | 1.63+£2.99  (20) | 1.28%1.54 (21) | 4.42+3.70  (61)
4 1.01£1.21 (9 | 1.10£1.18 (19) | 1.02+0.82 (13) | 1.22+1.58  (53)
8 1.17+1.25  (9) | 0.89%£0.57 (14) | 0.83+0.46 (14) | 1.37=1.44  (44)
12 1.87+2.51  (11) | 1.41*1.16 (15 | 1.71£1.45 (17) | 1.11%£1.08  (36)
16 1.194+0.75  (10) | 1.55%£2.05 (13) | 1.28+=1.60  (16) | 1.04%0.95  (30)
20 1.2120.94 (9 | 0.98+£0.67 (16) | 1.22+1.09 (18) | 1.28+0.96  (27)
24 0.87£1.00 (7) | 1.41x1.66 (15 | 1.40+1.20 (19) | 1.51*+1.42  (23)
28 1.161.46  (5) | 1.17£0.93 (13) | 0.69£0.34  (10) | 0.99+0.79  (19)
32 3.03%£2.55 (3) | 0.73+0.37 (4) | 056%+0.36 (3) | 0.870.44 ( 4)
36 — — 1.01 (1) | 0.79+0.33 (2
HIMmERP > AF ¥ (nmol/1/2 cystine/mg protein) [1993 4 12 H £ ]
VAT T I R VU AT T I
5B AR 14 Hikfoe L B Hikfoe B BB
(A) (%0 (%0 (%0 (%0
0 1.1£1.45  (17) | 2.8£3.93  (31) | 1.4%=1.43 (29 | 5.2%+4.07 (119
4 0.7+0.62  (12) 1.0£1.04  (26) 1.2+£1.13  (20) | 1.3=1.63  (94)
8 2.5£4.64  (12) | 0.8%+0.53  (19) | 0.7£0.35  (16) | 1.4=1.96  (87)
12 2.4+3.15  (14) 1.4+£1.60  (24) 1.5+1.40 (21 | 1.1+0.94  (69)
16 1.1+0.72  (11) 1.7+2.31  (18) | 1.2+1.53  (18) | 1.0*+0.84  (66)
20 1.2+0.90  (11) 1.0£0.61 1 1.2+1.01 (21) | 1.2%+1.03  (68)
24 1.3+£1.30  (11) 1.1£0.70  (18) | 3.0x7.16  (20) | 1.5=1.64  (67)
28 1.1+1.27 (9 0.90.68  (21) 1.0£0.84  (15) | 1.1%£0.93  (45)
32 1.5+1.45  (11) 1.1£1.08  (19) | 2.0+2.28  (16) | 1.3%=1.45 (39
36 1.8£1.64 (7)) | 0.8%£053 (16) | 2.5%+4.57 (14) | 1.6+1.66  (32)
40 1.4+091  ( 6) 1.0£0.58  (12) | 2.3+292  (14) | 1.2%+0.98  (29)
44 0.9+0.40 (4) 1.2+0.64  (10) | 3.0+4.86 (14) | 1.7£3.20  (32)
48 1.1+20.64  (8) 0.7£0.50  (17) | 2.0£2.65  (13) | 1.3=%=1.15  (29)
52 1.1+0.68  ( 5) 1.4+1.50  (18) | 2.2+240  (11) | 1.9+2.98  (21)
56 3.2+5.11  (7) 1.0+1.29 (9 1.9+1.83 (8 | 1.0x1.16  (16)
60 1.4+1.05  ( 4) 1.2+1.28  (12) 1.1£0.87 (6) | 1.320.85 (9)
64 0.7£0.55 (5 | 0.7£0.85 (13) | 0.9%£0.10 (4) | 05%+0.23 (5)
68 — 1.7 (1) 0.6 (1) ] 1.0*+0.65 (3
72 — — — 0.8 (1)
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WAREMEIZOWT, 1990 £ 5 HETOTF—F v M T7HEEICBIT 2 HFERELORRIRGIL, | 19
DEBYThHoT, 7B, AL TIL, 1EERIE L ORERREZ ARIVICEE L TV auy,

(£ 19]
1.30g/m?*/H (60mg/kg/ H)
fikifoe FB BB
SATT ISR | VAR ATTIV | AT T IR | VAR AT
(n=10) (n=15) (n=8) (n=34)
Bk T % B T % B L % B . %
HERG 5 50 9 60 7 88 21! 62
R L Oseaeha s : : : :
A ARG 21 20 2! 13 47 50 10 29
TR b | | | |
REHR 3 30 2 13 2 25 5! 15
H ke ! ! ! !
vomiting related to medicine 41 40 40 o7 21 95 111 32
vomiting not related to medicine 41 40 41 97 50 63 18: 53
T 21 20 ] 7 4 50 9! 26
AL e | f | |
I 0 0 01 0 01 0 0! 0
45 & O FALHIES | f f |
S 110 0! 0 113 50 15
—iE - R REES L O ’ ’ ’ ’
B GERAL DR EE | | | |
fever, other illness 41 40 1] 7 41 50 8 24
1.95g/m?/H (90mg/kg/ H)
SATT M | VA AT T I | VAT AR | Vs AT TS
(n=6) (n=15) (n=13) (n=38)
Blg L % | Bk % | B % | B %
HEES 5. 83 8 53 10 77 331 87
it L Ok | | | |
ARk 40 67 51 33 81 62 181 47
TR R j j j j
SR 21 33 i 7 40 31 0. 26
ke | | | |
vomiting related to medicine 5 83 5 33 7 54 27 71
vomiting not related to medicine 31 50 61 40 47 31 221 58
T 2 33 1 7 4 31 12 32
P AR 7 e ; ; ; ;
T 1! 17 0 0 0 0 0! 0
FERG 4 & OV TR | | | |
395 0! 0 1 7 2! 15 2! 5
—i - AFEEL LIV ' ' ' '
& G-EBAL IR AR ! ! ! !
fover, other illness 21 33 IR 70 54 121 32

MedDRA/J Ver.15.0
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W HII2fTh o7, FIICE ST AEFSIT 20RO LI, 77, B/ BB (EE) 134
I Gilkfoe B2, BrllERE 26 . 7 L7 F = @il O4 mg/dL) (2 X 2 B0 76 (ke B 61], Bl

BED D LT,

Safety update (1993 4F 12 A £ ) ICBIT D2 FEHEROEIRIWIZ, 20D LB ThoTz, 2B,
AP TIE, 1RBRIE & DE LR 2 R RANCEHE L T 7w,

(5 20)
1.30g/m?*/H (60mg/kg/ H)
SATT IR | VAR ATT IV | ATT IR | VAR AT T
(n=9) (n=12) (n=12) (n=53)
Bls L % | B % | Bk % | B %
HEFES 9! 12 | 12 | 53 |
fRae O | | | |
ARIGR 140 111 70 13.0 20 17.7 61 13.7
oo | | | |
RETR 181 14.3 7. 130 51 4.4 300 6.8
s | | | |
vomiting related to medicine 201 15.9 231 426 241 212 91 205
vomiting not related to medicine 247 19.0 1) 204 281 24.8| 115} 259
T 147 111 21 3.7 10: 8.8 45 10.1
T HEL I R e ' : :
o 1 0.8 0 0.0 0 0.0 1 0.2
H S OV ALK 25 | :
395 15 11.9 1 1.9 8 7.1 21 47
—i - AFEEL LIV ! |
e 50 DR AE | | | |
FEEL 20 15.9 3. 56 18 15.9 80: 18.0
1.95¢/m?*/H (90mg/kg/ H)
fikifoe FR BB
SAFT ISR | VAR AT TIV | SATT IR | VAT
(n=5) (n=10) (n=15) (n=48)
Bl L % B L % BiE L % Bi% L %
HERER 5 10 ! 15! 48 |
fRits KOs EhEE | | | |
RARR 11! 16.7 221 19.3 211 147 720 17.1
e | | | |
TEHR 5 7.6 9 7.9 9 6.3 36 85
H ke ! ! ! !
vomiting related to medicine 21 318 370 325 45 315| 106 25.1
vomiting not related to medicine 15 227 211 18.4 18 126| 1071 254
T 41 6.1 9! 7.9 1 7.7 271 6.4
RN TR ’ ’ |
P 1 1.5 1 0.9 0 0.0 1 0.2
. JRIEICET 5HE 27



1.95¢/m?*/ H (90mg/kg/H)

SATFT MR | VAR ATT IV | SATT IR | VAT
(n=h) (n=10) (n=15) (n=48)

Bk L % | B L % | B L % | B L %
F 45 O R b = = : |

95 20 3.0 30 26 1! 7.7 70 1.7
—f% - EHEER L ! ' ! !
B 5 DR EE : : : :
FEEN 70 10.6 121 10.5 28 1 24.6 66 15.6

MedDRA/J Ver.15.0

FET T4 Gk B2, i ERE ) Th o 7-, TILICE > A EFRIT2FNRD Nz, £
T BT/ BB (B 5E) 131161 (ke B 3001, Bl SH) . 7 L7 F = @Ml O4 mg/dL) IZ X 5%
VT 22/ (ke R 1278 6D BTz,

V. {BEICEET 5IAE 28



VI. EMEREICEHTHEEB

1.

REZHICEAEDH DILEYMRITILEYEE

M LR

2. FEEER
(1) 1ERBRL - VERKRF
B AF UIETIX, VAT UVEEZH Y VAT ) VUBBFOERIZEY, T4 VY —LAHIZTV A
FURNERTL LIk, BHEMSREENSEL D, Y
VATTIVNE, TA Y —LICE BT HVATF UL L, VAT A V-V AT T I VIREY ALY
A RBEOVATA VHER L (PANT 4 REHARIE) . MINO S AF REZRT S5 9,
SATTIV
HHR2 AR
SRTAY
SRTAV-VARTTIY
BESRILTAK
(2) EMEEFTTHHBRBAE
<BHWH T —2)>0 7
B O FEE AR R #5515 e b IR
VAFUL VA | BV RAFURER | hvitro | IMMYATT IV | VAT T IV EV AT
TT I VORI | Rk (BEOFEIIAH) | OKBICE DV AT A -
VAT T I URA e
MR O AT A DERK
MBINS ZAF o | BES AF HER | Invitro | 0.01~ImM > 25 | fIf S 2 F o9 BE D
DEREMEH R R B MR AE T &
gl (ORI ARH)
By A F HER | Invitro | ImM AT T I 2| MR S 2 T R EE O
Fr R 3R B MR 2F (EORFIIARH) | D IV FTFH UK A
il T A YR
BPES ZAF URER | Invitro | ImM Y AT 7 I v | BRI T X F U EE
RNy (EOFEIZAH) | oD
(3) YEARHFIREER - R
LR L
VI. SR FRIC R4 A TEH 29




VI. EYSHEICEEY HEE

1. MAREDHS - BIEE

(1) BRLAMGMAPRE

LR L

(2) &EMPRERERR
VI -1. Q) ERARFER CHERR Sz ApRE | DHS M

(3) BB CTHE SN -MHARE

1) HiageE

BERABMICEH T HMPR-1020D FEMENREERER GRERE 5 : CYST1101)

fREEERE N BE6 ] 2 %5 & L5 1 ERRRBRIC BN T, =322 20 e 150mgh7h B (3
AT T 22 & LT1,050mg) FUE AR BB N 5 L7258 O MEh > A7 7 I U IREEHER ) O
FHERT A—F I TO LB ThHoTz, ¥

(ug/mL)
6 -
m
% .
th
D
x 4
7—_
7 3
>
2 2
£
1
0 ®
0 6 18 24
B (h)
Cmax (,LL g/mL) AUCO*Z4h (,LL g.h/mL) Tmax (h> TI/Z (h)
4.83£0.57 14.08+1.59 0.92£0.56 4.90£0.65

D ARREKRMEIT L A 1.95g/m* (KK HEM) THD,

2) EEE

(mean=®SD, n=6)

E B ME S 2 F U iE B (1F1) I A#I1,200~1,800mg/ H, 4% 5 L= &, #5128 8 (CK¥H|
1,600mg/ A | 434) DMHEF S 277 I AREDC s Thaxs Tijon AUC gy CL/FER OV (I3, 8.71 11 g/mL,

1.00h, 1.64h, 8.03 xg-h/mL. 830.3 mL/min} O*100.9LTd ¥ . #5200 B (A#I1,800mg/ H., 474) T
123.44 4 g/mL., 1.50h, 1.55h, 10.68 u g+h/mL. 702.1mL/minf% (’106.6LCdh o7, MAFH L 277 I

BREHER O AL ER T o A F U REHEBIIR2IO L B0 ThoTz, P

VIL S Ehe I B4 5 E
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(& 21]

e FifER TS 2 F
T RE MFFATT IV RE (nmol/1/2 cystine/
(ug/mL) i
mg protein)
il 1.16 13.9
¥5 0.5 Fp# 1.10 -
W 10 S Bho1 H#F'Eﬁiﬁ 3.71 2.07
(A1 1,600mg/ H .53 4) 5 1.5 B 2.84 -
Beh 2 REfltE 2.05 3.10
Beh 3 IRpfEIfA 0.89 1.44
Beh 6 REfltE 0.40 9.40
P i 0.89 1.30
¥ 5 0.5 BE# 0.66 -
Bl 1 RpfEfR 1.11 1.27
20 A
- %ﬁ;mn;; PO TR 3.44 -
Beh 2 REfltE 2.98 1.01
BehH 3 Bt 2.41 0.61
Beh 6 IRffEIfR 0.54 1.45

BB

BAANEREHRUKREABRESRE L OEMEIRRDLLE

KE M EE B SRR 2t G & L - B IRERER (CYST-9301 3B M 18 CYST-9229 #BR) THllE S A= 1
R 2T 7 I VREN O EE R O EREZBEH L, R 277 I VREOHBEZ HARAD
AR (CYST1101 7RBR) & el L7z,

KEAEERMICRBIT D MET S 2T 7 I T, BG%K0 1~2 Bl CREMEICE L, #5 6 B
FIZITR 1/10 £ TREAD L1z,

A AN B OCKE AR BB A EH > A7 7 L VREOHBIC K E 2 RITRD b

ot
6
5
1 —0—CYST1101
--1--- CYST-9301

- -& - CYST-9229

efE (h)

VIL Y Ehe I B4 5 E F 31



WAZ K E MR B S REE & kb5 & U7 RRER (CYST-9301 38R & O CYST-9229 #lfR) T b7z
MAEF 2T T I VBEET—Z L0, VAT T I ORYERE AT A —F 2B L, HARERMED
FER(CYST1101 7RBR) & el L7z,

HARANTIEH, Con DRORE L Tun DL, T BOREL kg DV/NSWEHAIN R O, K& 7RiE
VWMo T,

%ﬁ%%% CmaX Tmax AUCsz/l AUCofoo T1/2 kel

(ug/mL) (hr) (ugehr/mL) | (ugehr/mL) (hr) (/hr)
151l g 6 6 6 6 6 6

CYST
1101 RS ) 4.83 0.92 14.08 14.27 4.90 0.14
FE e 72 0.57 0.56 1.59 1.63 0.65 0.02
il # 8 8 8 7 7 7

CYST-
0301 RS ) 4.19 1.28 8.97 9.84 2.95 0.31
TR 2= 1.10 0.41 2.49 2.12 1.64 0.17
1] EiTg 24 24 24 24 24 24

CYST-
099 RS ) 4.03 1.39 11.60 12.14 4.40 0.17
T 72 1.00 0.47 3.03 3.13 1.36 0.06

Z:?'[%Eﬁ(CYST].].O]. %ﬁﬂ%ﬁ) b)gﬁ%%ﬂf:\ CmaX\ TmaX\ TI/Z\

Koo AUCyoy TN MRT 2 DS EHAE /ST A —

2 Ze CKE MR B M A 5 & L= B PR EBR (CYST-9301 3Bk J2 O CYST-9229 3Bk Dk H & bk L7-
EZAH, WTRLREREWVIIRD LR T,

D OFERI G HA N M K OCKE AREEE B A %5 & L7z MPR-1020 # 7" & /L Bi[al#% 1 &
HREOEERRITIELIL TV D L& X T2,

(4) chEhL
DR L

(5) BE - ftRAEDOEE
BB
BEOZEGNEANCL DT —%)
el N (86 IZAKI500mg 2 A& T, mlE BRI UImEARERZ ISR NG Lz & 2o mE
HATT U ORPENRE T A — X IR2D L BY TH-oY,

(% 22)
AR Crax AUC..
Be G-k (ug/mL) (pg+h/mL)
Mo B 5 26.3+3.5 3,618 +£372
m R B A 22.4+5.6 2,799+405
CE ARG 17.2+2.6 2,457+353

(6) B&H (REaL—L3ay) @IS YHBALE-EYERNSEEHER

MY ERe L

(mean=SD, n=8)

VIL S Ehe I B4 5 E
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2. EMNEREMR/NS A—2
(1) @BHAEEY
J A — kN AR IVETFIVIENTE

(2) BAERETEL
BB L

@) N"AATRATEY T4
KPR L

(4) HEREFEH"
0.14%0.02 (1/hr)

(5) FUF TR
KPR L

(6) AT
LB L

(7) MBEAKEE
BEBENCEL DT —H)>
TERERR N B VE (n vitro) \Z3831F D AREK (2.5 1 g/mL) OISR AFE G CEBrB L, M = 2 YR )
1354.1£1.5% CTh o 7o, NEBMES ZF AERFE (in vivo) (IZB 1T DA MR A#E G R CEERB T,
I AEAER ) 1. AFBEEG-1.5 % D6 12 BV Th3.1£3.6 X UB1.1+4.5% Th 7=, AFED T
EASEAZRTNANT I Thot, ?

3. R
VI -1. Q) ERARFEBR CTHRA SN MFRE OHSMR

4. D
(1) Mm% — AxRE Y@@
MR L

(2) Mm% RAAEBPTEB Y
DR L

(3) RH~OBHY
LB L

(4) BEEA~OBTHE
KPR L

(5) ZOMDEHADBTHE
AU L

VIL S Ehe I B4 5 E 33



5. X

(1) RHEBALR VR HHERS
VATT IVOEBRFRBII L AT T I OA R ST —BIC LD e RE T Y DAV TH Y |
ERY ) AL ENTH U ) S D, 20 ) AT OB, P SO RRIC A S s 0 12,
BIWLEVATT IV O—EE) 3%) 1%, AZ TNV ERTAF VAT 4 RITEBR S TR
FricRtt S n s —%, DEITRECITITE LTt S D 10219,

(2) RHIB5T 5BF (CYP450 F) DO FiE
EERR L

(3) PEBBHROERRUZOHE
KPR L

@) RBMOFEOERRULE
LB L

(5) ERABMOEER/ 5 A —5
KPR L

6. B
(1) BEMERLL R 2R
VI -5. (1) REEHER AL B W REBHRER ) OISR

(2) itz
BMTPR L

(3) B
KPR L

7. S URKR—E—IZET BH1ER
MYMEE L

8. BMFIZLDBRER
MEBENTFEREFICBWN T, MEFI 277 I 00 AUC 8 21-66%1IK F L7- & OERH D FREANIC
rorr—x), 10
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VI. ®21% (EFRLDOEESF) YT SHEHEE

1. ZE5RE L ZTOERA
FEESH TR

2. B2 (ROBEIZIZBELEWNI L)

VAT T I UXFIR=U T I UTHR LEBUE OB O & % B
(fig7)
KE - BN OB CEICBIT 28T 2 5# 2 S5 TR E LT,

3. MEEXIHRICEEY HFE L EDER
(V. -2 e RIIHRICEET 5EF ] OHEM

4. RZERUVAZICEEY 2IB L TNDER
'V.-4 RERUVAEICEET 58 OHSM

5. BEELERWERE L ZTDER
8. EELEARNMIE
8.1 1H 1.95g/m*((ARIEFHZH . D2 HETHER I/, =—F—2 « Xon REFEERERD
FERDBD DN OWENHHOT, BHERGRHIOTEET S L, Y [11.1.3 2]
8.2 AFNOHEGIZI Y, IRENHODONDEZ ENHDHDT, HEHOERSE, LR Lk 5 ko B
EICHEET DBUCIIEE TS L ) BB FICHAT 5 2 &,
8.3 HEBAMIZIENL D, EREIER K OEOYHPERIZOWTREICHA L, Frio, BYEHEBENE
TUHEAYERGIESS) SRR LIV, —— T — R « Z o0 ZJEERREOIEIR . J&8 . BESE o h
FRARRERIE R, VAP SS . VAR H i O WIAREIR 2358 B AL 7= BB I e M EIRIE IS
THLOWRETHZ L, [11.1.2-11.1.5 ]
8.4 =—F—R « Xoo AJEMREREOMER & LT, HEMERE, BEEHm., REORME, 5L
NHOLONDZENRHDHOT, EMREREOBRESCKLEILS U TEREZ T 57200 X ##
BREZITH) IR EBIEETIATHI 2 b, F, HESXFICRERRD LN GAICITEOICE
TZTaroBFICEE T2 L, [11.1.3 58]
(fiza5)
8.1 KE « BRMDIRMCEICK T 2T 25 # 2 5B ITRE LT,
8.2 WA RZ T 111 B, 299 RO REIVEH 23 #E SAVUAEHIR : 1994 4F 8 A 15 H~2013 4= 11 H 30
H)., ZDORN, IR 6, iR, SRS 2 4k, BIREN 1 tHRESh TV 5,
FRERORKIN OB SCEIC BT D BT 5 itdli 2 25 I E LT,

8.3 AL I 111 B, 299 D EIWEH A3l A UEERIM - 1994 428 A 15 H~2013 4 11 A 30
H), ZOWN, BVEEEZFNECHEGIEMES)2S 12 4, (AR FLEREN 8 ff, =—TF— R « X
7 A JEERE(Ehlers-Danlos SEWERE) Y 1 444, KR, IMIESE O FARARERAER 2 31 Rl ST b,
LRROBWEAOHRERN 2 E 2. HEEMREZIT O DR E L,

VI Z24tE (A EodkE%) (B3 55EAE 35



6. RENHEREHIHBEICEHIT IR

(1) EHE - BIEEZFOHLEE

9.1 AHHE - MEEFOHLEE

9. 1.1 JHILHEBRIIZDREREDHHEE
THALMERIG 2 L SUTBR T I8 EN 0 H D,

9.1.2 THRHZEH I 5F. REEZE_CI L TNOHLES
BHETDEIT T EET S 2 L, B K 2L OERIEN D 5,

(fi#zn)

9.1.1 AT ARZ IS 111451, 2991 D BIVEH 3y S 4L (AR IIRT © 1994428 H 15 H ~20134:11 H30H) |
ZOWN, BHEEEE L4261 (6114F) ORIWER N @A i, EE K OIERE N ZLE 434 & N8
tECTh o7,

EERRIEAIL, WRHAS T, LT, FRIZ6H:, RS ESECh -7, FEERELRBIEMNIT

M 23640, PER R34, BLR3GETH o7z,

it B R F U SERE 6B Akt 5 & U E NG T/ ARG R ER (CYST11028880) Ic B\, %
PERT AR S S 5116451 o 41451 (66.7%) 22/ 1 ZBIVER 23580 Hav, £ OWN'H G E B3 2 BIVEAILE

éBTH%JL’@(HﬁF)\ L (1) . WERE (81F) . AAKIBGE (1) OF 1ETH - 7=, Z DO, BEKIBER 1]

(R IZDW T, HEREWEHE LTHESNL TS

RO Z Enn, ERNSANTIIC kwf%ﬁk%%mﬁﬁﬁm@%%ﬁﬁm%ibfﬁ@\%®¢

Wi, T EMEE T L i 2 58 8 U - EE e BHERER b & T D

FREROCKE QU SCEIC BT BT #2235 IR E LTz,

9.1.2 ARA|DO50mgfANL3 5 7/, 150mgBlAIL05H 72/ ThH Y | FRZ150mgfANT D 7LD
A ZXPKEL, BB L2 ZEOBBMENEZOND Z LD, EEMIEZIT ) ZORE LTz,

(2) BHREEREEESE

9.2 BHEEEETEE

9.2.1 BFDEE
ARG OR[BEEEICRFTT 5 & & bic, BT HHEEICITEHMICEEORELZBEZE LN
SHEZHETHZ &, MEBHITHEREIZEWNT, MEHF T 277 20 AUC 23 21-66%{K F L
TEOWMERDHD VONEANT —H), £7-. BWERAORBNEINT @08 H 5,

(fgat)
9. 2.1 MmEEHTHEE TN T, MIEPEMR LI S D &EOWMENH Y . AR O EMED
Blan DGR L CEEPLER I LN, EEME 21T 0 12 0RE LT,
uE&O\UUII@{ﬁHjti B LEET SR E S B ITHRE LT,

(3) FrirefzEasE

9.3 FFikeEfEE RS
9.3.1 FEEXZZDHREEOHSHEE
IO DOBEZMR L UTHRRER I I L TR0,

(i)

9.3.1 WA ARZ IS 111451, 29914 D BIVEH 3 il S 4L OIUE AR © 1994428 H 15 H ~20134-11H30H) |
ZOW, THRERERT & U GHFORIERARHE SN, WTNLIFEE TH -7,
FREAOKE O SCEIZIB T DT it A B £ 2 | FEEXXEOBEREO & 5 BFIZH T
DN DN EMBERE LT,
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(4) kJEREZHI HE

9.4 £JEREZEHT HE
VEIRS 2 AIREMED & 5 ISR G4 255 11E, AFNC K D Bar I DWW T sl 45 =
& [9.5 B3]

(5) BE4R

9.5 1F1%
B0 S THENR LD FIREMED & 2 I ML, TR EOAREYENERMEE EE S &l S 2561
DHEHEFTHZ L, Flo, TNOORBFICREGT 25511, AHNC X DEFRIEIC O THHaICER
352 &, BERR(T » MDIZBWT, & hORAES FEl 5 H & CaE(n H2, T%S,
DEEHRKRIE, /NEE, SMIMIE) 2 & Tl DGR I T s, Eio, BT » MIcB\ T,
2.25g/m* D ABHEFERFHED 1.7 ) TZREOK FRHRE SN TS P19, [9.4 B[]

(fi#zn)

YR (T > MIZBWT, b NOBRKHEL TRHSHE& CHRTEE(NDHER, FHEEE., LDEFRX

., /NEEAE, AMMIE) 2 & RIEBEEARE SR TWD, £, KERNCEOER EOEE

(PRECAUTIONS : General) J#fiZ, Bk (7 ~ MIZERWT, 2.25g/m* D H & (HEREHERF FH & D 1.76%)

TZIREDE TR H I TV D,

FREOHE R ORHEE S B IHRE L,

(6) IRELI®

9.6 =3LMw
R EOFRMERORARBOAGEELBE L, BZILOME S UTHF IEERETT 2 2 &, B IR
(T v M) TYRATT IV EEESN-HEWICHE S BB BRSO T s X
nTns 16)0

(i)

W IER (T > ) TURT T I ARG SN REWICHE S 7 R CBERLR AR R O T A3

HFINTEY, BATORLGIZEDAIRITHT DL BMHEITML L TWRW2D, EEWEZ1T 9 720

BE LT,

(1) IMNRZF

9.7 NRZE
FAMEDGIRMEN B B /NI G T AT H0EET A 2 &, MBI L2 ELOEBEERDH B,
(fin)

AFND50mgHAN L35 A 7, 150mglAT0EH 7w/ THY | FIT150mgfiANLH 7R DH A X
DR BRHEIC X 2 EEOERMENE X Hivd, FrZ, /NNRUIZEB W TIIRRHED fERIEN mWV & B X |
AHK| O EfE 29 B CRE L=,

(8) &tnE

9.8 HEnE

9.8.1 FAHEDMEIRMED & 5 mlin F &G T 2BITHIEET 5 2 &, RAEC L 2 B O
HD,

9.8.2 BEDIREZBIR LN OHEEBEICKRET 52 L, —RIAEBBEENSKT LTS Z ERZ,

(fEat)

9.8.1 AH|DO50mglANL3I = 7/, 150mgilHIL0EH 7/ TH Y | FrZ150mgBiFNT A 7LD
P ARKE L, BHEIC L DR EBOBRENRE 2 DD, R, FIE IO TIEREMED GRS
W EE 2 AFIOmE EMEHZ T B CTHRE LT,

9.8.2 — @I CITAEFBEMET LTV Z ENRENEEZ LN, AFI O IEMEH 2R
THITHRE LT,

VI Z24tE (A EodkE%) (B3 55EAE 37



7. HHEERA

(1) HREEEZDHER

BREINTWARN

(2) FRFE L ZEDERA

BREINTWARN

Bl{EH

1. Bl¥ER
ROBIWEMBRHEOND Z ENHLHOT, BREE DTV, REMRBOONSEEICIIREGZ
k4 %72 EWEYRAE 21T O 2 L,

(1) EXGEIER & DHER

1.1 EX%HEIEA
11.1.1 thEMREIEFRARAE (Toxic Epidermal Necrolysis : TEN) . RIS +5IEEREREE (Stevens—Johnson
FEIREE) . ZRAAIBE BEEAH)
11.1.2 BHEEEANIETTE (BHERES) . RERILEZE EE )

SRR, LD - MR, PR DR E SO OSERATRD SN A IR T B A ke
LY, WYIRAEERITO 2L, Fo. BEROZENH LD TEMRIRBIOBELITI Y
FETHZ &, [8.35H]
11.1.3 T—5—X - > O0RGEEE (Ehlers—Dan|osfEIREE) 4 DR (B AH)

[8.1. 8.3, 8.4 &=M]
11.1.4 f=8 RAE (5 5 )

(8.3 /]
11.1.5 AR, HIEEH I GEEARH)

(8.3 /]
11.1.6 FEIEMEE 2 (HERH)

BAREEAD IRMEMEMEERR OO ERH D,

(fi#a5)
ST IR BIVE R RS (IR - 199448 A 15 H ~20134E11A30H) . KIE « BINOUSH SCEOFL#H A
BECHE LT,

VII.
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(2) ZothoEIER

11.2 Z0thoEIER

10% LA E 1~10% Al 0.1~1% A

JiT ik vy ~GTPHENN, ASTHEIN,

ALTHEIN, ALPHE N O I

FERE AR AT S
IIRE3 i Bkl iE
HILER Mk, Hl T eI . PR, THIER R

ELZES
Bk R FAfm A, THm. X

B EE, A E T,
A

Kt - iR GV AR

Rt B

R R EE | EBEEMG, KRS, K
& gk (e L2 2
DA IE)

Z DAt REAR, FEEL

(fi )

WE ok i % BIVE R s (VAR I ¢ 1994458 H 15 H ~20134E11 30 H) . KE « FRINDIRAT SCEDO LA

BEITFE LT,

VII.

et (M EOEES) ([CE4 5HA
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SEEREFRARRBER VIRKREERE &
ERNE I/ IHERKRARICE 1T SHEI1ER

LRVERH T R B 5 | 6 1
mlE 5 BB B | 461 (66.7%)
BIE 2 O F$A FEHLUGIEL (%) FEBUE
BIEE 4 (66.7) 10
FE R AN R 1(16.7) 1
GIVTIN 1(16.7) 1
Mg - 2 (33.3) 8
—i% - BEFEER L O EEALOIRRE 1(16.7) 1
FEEL 1(16.7) 1
JEYYIE 3 K OV AR HUE 1(16.7) 1
AfgEh v BhE 1(16.7) 1
g R A A 2 (33.3) 5
TI7=vT 2 b UARAT =T —BEE 1(16.7) 1
TARTEXURT I ) F T AT =7 —BHEM 1(16.7) 1
y = NEINNT AT =T — BRI 2 (133.3) 2
M7/ Y RRAT 72— 1(16.7) 1
R L O sknE 1(16.7) 1
BAEOR 1(16.7) 1
PR R PR 1(16.7) 1
SR 1(16.7) 1
K 1(16.7) 1
AHRAE 1(16.7) 1
Bk LR KRS 1(16.7) 1
B A A 1(16.7) 1
FE g, MERIs K OViEhma R 1(16.7) 1
1 A BE 1(16.7) 1

MedDRA/]J Ver.15.1
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¢ =

B IR B BEIVER (AR : 1994 48 A 156 H~2013 4 11 A 30 H)

RIVE S5 O FEHR B BIVEH % OFEEA FEHUEE

JRYLE 38 OV AR BUE 13 THhIPN 2
H M2 1 FEREO e bR 1
Hiti g% 2 fEHER 6
B ERER 1 FEIED E W 2
=22 1 ik 1
B i 2 it AR E 1
BRI 1 B VEEEZENE Ui 12
DS 1 Bk L~ 1
A LAY 1 HEEEE 1
NE N 1 AR e 13
B R fk e 1 % 1
TR 1 ol 1
BrE, EMER X ORERA O A A FRA R IRV R 8
W (#ERB L OR) —F 25T AR FLIE KL —8 v 1
1fn /8 P A 1 iR D 1
iR e 1 IR Ay A 1
U > REE 2 Y 7 2
Mk LN R E 4 NI 1
JIEL e 2 DARA 1
2 1. 2 FE g, MERIs K OVEhma R 6
S R EE 1 PSR M i R 1
W ECRE 1 A i 9% 1
R L O sknE 11 LoV 1
BBRR 4 S i 1
il 3 Jiti 7 Jieit 1
(TN 1 AE I 1
K7 V7 2 U fE 1 BIEE 61
RHET > F— A 1 fEK 2
1 AUE PR Ip 1 W T e 1
TR 4 S A+ —Ha2% 1
LI 1 B R 1
PR B 1 I R 1
FEAR 3 P P 1 M - 17
R 1 M Jm 5
PR R 43 MRS 4
(] T LB IR 1 T 6
Fibd i . 1 HIEE 1
[SEp 6 BTN 10
TEHR 2 RIER 1
SR e A R 1 ERgRER 2 1
B 2 B H i 1
Je A 2 - HEERT 2
FRHNE 1 B R E W R 2

VII.

et (M EOEES) ([CE4 5HA




RIVE S5 O FEHR FHEE BIVE 45 D FRdE FEHEE

EiEs) 1 B 1
1B K 2% 1 B HERIE 1
+ Z IR 1 BB L OIRKREE 14
I 1. 2 EZE =N 1
JFREE R 7 R TS 1
JH & IR EA 28 1 SR 1
JHRE K 1 EHR 3
FE BT FAE MR AR, 1 R4 3
PRI TLAESE 4 Jo— T AR 2
R &5 KOV T R 41 T 1
- pNE) 1 * 7 ua—YIEERE 1
B & Rk 9 DRAE )BT 2% 1
FeRE#R5: 6 IR, PEFRIS X OVEER ok RE 1
FE &R 2 SEPE 1
B B B 7 JeRM:., FhEMR X OSE GRS 4
EAERD> 2 LA S B RRUE 2
R VNITR IR 1 T—T— R « X rn AEERE 1
HI L FE 25 1 VAT EFEIE 1
ES N 4 — % - EEEER L ORGSO ot
R M PR L SR A 1 7N

BT %% 1 A 5
T2 1 FEW Rt 2
55 1 AN 1
B RE FI 1 FEEL 3
B B s 1 I 1
AT 4 =T A gr ) ) /R4 3
iE B FEMET 1
JND 1 HATREE 1
hE kSR B L OV A FA A 22 ReeE( 1
BA& 3 FLIE Ak 1
ES 1 P I 7 N 1
i ME T 2 FEATH R 1
I A RTF— 2 Z3L] 1
B I E 1 9% 57 2
23 BAE A 1 (NN 11
EHMTY T h—F A 2 B AR R 1
[ B2 1 DUk X RS 1
W)is3r 1 HNAT A RN 1
I E 1 TI=VT ) NTUAT 2T )
Jit BRERZ T 1 — B HEn

38 i i [ 1 TANRGXUERT I ) hT A X
Jo— T ARRIEERE 1 7 = 7 —RH

i Fitde 1 g7 L7 F =40 3
T 1

VII.

et (M EOEES) ([CE4 5HA




RIVE S5 O FEHR FEBUTEL BIVEH % OFEEA FEBUTEL
M7 HYVRRAT 72— ) e 1
I BT 1
2 ) — = T 1 ARG 1
PUZHUR 1 Bl 1
BE, PR X OWE A OHE 9 SAEHR L OV R E 2
it e G 2 ERAE 2
A5 1 S EREE 2
ITHRIE DR DOIR TR 1 TR IR ST 2
TEWRIE D REAR DR 1 MedDRA/J Ver.15.1

9. BRRBRERRICRIEFTHE

12. BRRBRERZRICRETHE

PR b AR T, MR B D RN D D,
(fifsn)

AHNDRE T b ARRECKIET B OV TIIRA S TRV, S FRCTFA—VEEZAT S
W DU SCE O FEHRUZHE CTiRE LT,

10. BEKRE
13. BEHRE
13.1 fEIR

HITVEDOREBIRN S Lo dBENnnd 5,
13.2 Mg

VATT I ATMIES R B L OFREERFH O TIIRETEBETHZ L,
(fi#z)
TERERR N BVE (n vitro) \Z3831F D ARA (2.5 1 g/mL) OISR ARE G 3R CEBrB L, TEHRME = 2 YR )
1354.1£1.5% CTh o7z, NEBHEL ZF AEBE (in vivo) (IZF 1T 5 AHKI O MR A #E SR CEERB T,
SEHIE - AEAER 7E) 1. A G-1.5 % D612 B8V Th3.1£3.6 X U51.1+4.5% Th - 7=, AFID T
RERERIIT VT I Tholz, GENEE : mMEEE A A RICET &R
EREROKE -« BINOTAT SCEICBIT 5T 52 25 IR E LT,

1. BRLDFE

14, BRALDEE

141 BEXRABFOIE

14.1.1 FEHEOBEIK (KL Py a—RA5) X, 7 BLVONEY & ORAGENENGEC, EEET
HTENDDHOTHRIT DL HFFET L &,

14.1.2 RENID 100 7 7 ENVEEROSIZTT v AV R v 7 & LT\ 5728, Siczimd ffiLan
LRL->THETHZ &,

(i a5t)

RN DEAS SCEIT 1T D BT D 5ldi 2 & IR E LT,

12. ZOHDZFE
(1) BEERRERIZED C1HHR
HEESH TV

VI Z24tE (A EodkE%) (B3 55EAE 43



(2) FEBERAREBRICE D 1HH

15.2 FEBRERERERICE D < HIR

15.2.1 T v b2 AW KE®RGARRAFBERR TIZ, A7 7 031 B Tomg/kg (IRE) OO
5 (1 B 0.45g/m> ((RFHAE) : (AEREEYS7-Y Ot F TOHIEHED 0.4 %) TZIEHE M OVESE
BB AE RIE S o2 17,

15.2.2 #EBR (T v 1) TE?&1~6 HIZY AT 7 2 2200mg/kg/ H &2 Fi&5 S -8 AN
ED SN,

vy

(fiFsn)

15.2.1 7 v MRV KB G AR AT RERICB W T, A7 7 X %1 H75mg/kg (IRE) £% 11 %
5. (1H0.45g/m> (AR ERE) : AEREBY7-0 DOt F TOHEEAEDOME) Lzt 25, ZIRRERD

BRSO A RIS o2 L DRENRD B,

FROBEESEBIRE LT,

2.2 IR (T >~ 1) TEHZI~6HIZV AT T 2 2200mg/kg/ H & 2 TH 5 S =8z,

APNBERZRD b L ORE B D 5,

FROBEESBIHRE LT,

15.

VII.

et (A EOEES) I 5HA 44



X. JFERFREAERICRET HIHE

1.

IR ER
(1) EzhFEEHRER
[VI. EShEEICEAT HIEB ISR

(2) BIRMEBHR
AR L

(3) REMEBHER

BB

D PIiREHRRADEEY

Ty heRWEA—T T 40—V RRBR T, VAT T I UOR TRE, IMENEGEICE D BE %
EEOTCHEL ME I AICHE SN TS, o, VAT T U2 K D EEEN RN E K O 81
B2 DI TS ST 5,

T YN AT G R AR G- R OWHERECIX, AT T I & fm A E150mg/kg/ H TT
WG L=y, PR ~DOEBEL ZEZ DN RIE R hoTz, MET v FERHWZY U iEy
A7 T 2 O4ARRER O ESRBRCIL. AT 7 2 0225me/ke/ B ¥ TR T _REFTRIT A< .
(RN OB B DRSNS N2 AT T 2 375mg/kg/ H T b TR R ~DEE RGNS
BT 7Ze oo 7=,

2) BB DFEE W

Ty MIYATT I U A R TG Ln L 2 A, BGESERE TR DO+ IR IBEES D b,
DARERR RIS & Mo+ ZH R Ok L EEE SR Lz, £72. HEREMIC T BB 0%
BURKE O BEIEE R LT, TG KO 0% 5 DED; L% 1 Eh.325me/ kg & (650mg/kg T db> >
Too WEVEZ » BCIE, HEMED v MICH L+ 3BEG ORBER NEEENGHE CThoT, (&
MURATFTIVHE L TOHBETHAN., VAT T IVEELELE L TOHETHDINIEARH)

YR PREFUDED

VATT IVERKROEG LT y FTIHEBE. WEETY~ MAXFUREDT L, ZoERIE
SATFTIVNYT NABRFUICEENDTANT 4 RIEGICEEL 52 A0 EZ LN TN,

HFASHFODEL Y

VATT I in vitro N in vivo TR T 7 F U EED IV, ZOERIZ. ST T onw
TERID Y AV T f RFEEAMMN VAT T IV OFF—NVELERIG L, Fao 7 F o RnESNnS -
WEEZLNTWS, VAT T I NCLD 7T 7 F O ERT. HEEENE NS TH

277,

(4) ZOtOEEHER
LR L

IX. FERERRABRICEE T HTEA 45



2. HMHHER

(1) HEE5EMRHER

<7;}3%>22)~26)

5.5 15 ()

7 4k G =
T/ B O ok B W
Wt~ 7 2 PEREN e 5 (PR IEEASER) . D N
/Swiss e i LDy, : 250mg/kg VAT T X R
KM= o = FEEN % 5 (R K) LDy, : 200mg/kg ATT I
/CD2F1 12.5~200mg/kg 50me/kg D 1T HREBIE T | GRORELARE)
HEPE~ 7 = FEE N 5 (R K) _ e
/NMRI R N LDs : 450mg/kg AT T I UK

_ O 5 () “
i%f7 7 750mg/kg (250mg/kg T 8 I T{Zfiifi‘iggi?ﬁﬁ@éﬁ VAT T I MR
RILAPNIE 3 (B4 5.) - IR
b o | BT OR) 10 i 9 il sE
pols 7 840mg/kg (280mg/kg T 8 B | 10 il 7 G 4RSS | AT T I M
RHLLPNIC 3 [ 5) e

(2) REREEMAR

BB
R | &5 e 5B ity | MEEEMEE e
g | miE | W (mg/kg/F) | /| (mglkg/E) | e ST
Hv oo 4 150 M 1 151 150 A e i B R oD Pk
/T H (oL | M1 5 JR pH &R
)
% | 58 @M 0. 20 K O® 1 2 151 150 20mg/kg B : Hrai T
/T 17 T VA B (20~ | M 3 TR OZE L L
150) RS - (REMO M
(HEoFEIX fil, ~~hr27 VU Mi
HA) KT, ~E/nrbriE
FEARTT . R pHART . &l
REEOBM, R
fie b n
vHE | A | 13 1M 100 I 8 45l 100 FERL T R EPTAE O
/] 9 BHEHEES% | VAT T IV b7z L
2 WA L, | HEfeth
2 A& 5)

* VAT T IV L L TOME

IX. FERRIRERERIZBII 2 A

46




(3) &EfERAEEFMAR

(BB
B TE B ik Pe b Bk o
wg | sasmm | D e/ ) /e Ry St
Zw b B OK/EIR) ELHT 2| 0. 37.5, 75, 100, | Mff 15~20 5] | #EFEME ST 150mg/kg/
/Wistar M. 22| 150 HTHoT,
Bl e | VBB AT T
R 6| v
HEET
Z > b | 8RR OK/EHR) i B 6.5 | 0, 37.5. 75, 100, | ME 20 4l 100 K& % 150mg/kg/ H
/Wistar HH»NDS | 150 CATT I VEETHIA
185 HA | UVBRY AT T EHFROERTEOTE
£T 3 WNHRBRRLEN RS I,
ERICERERE (0 &
WEOHEHERE) DR
DHNT, EEMEET
75mg/kg/ H TH > 7=,
Zw b B0 RER) AZEEHET 70 | 0, 75, 375(1 3@ | k20 51 375mg/kg/ H v A7 7T
/SD H [+ H D& 750) HE 20 451 IUBETERE, AT
(HEOFEEEI T A) A, BEALFEFO
R OBEFLRF O R
DIETF L7z, EEEE
1% 75mg/kg/ H ThH -
77
7> b | 80 (REH) ZZHECET 70 | 1 RE 18 #2577 I v
/SD H [+ M0 M0 1 20 41 G LI RETCIEZ R
Jig I 30 151 RO A RS/
k- 375 M - 375 FERWA LTz, v AT
TR o ~IVEf T U EEBRLI-RE)
M 375 Mt -0 | Mt 20 MR EZ T2 M
IVEE It 20 {5 AT, EFREOK
-0 M- 375 T RO E OBRIENGR
CROFEEIIA) O o, HEWN
2AFT I VEEBRLE
BED AR FREED
& SR ST
BEIIIETEOKT
KOV DI AE 1T
VAR A oY
¥ VAT T IVIEEL L TORE
%2 AL DY AT T I UEREOFER OCHIMICE L OImEEICHIL S TuhAan

IX. FERRIRERERIZBII 2 A

47




(4) Zoto%EHEMN

BB
D) EEHEMERER

PR T (TAL1538, TAI8, TAL00) K UNKIGE (WP2, WP2/uvrA) Z IV T2 A8 i 22 IR A8 Skl ©
X, VAT T R R I RETE M L O G IS D O B TR EREFB R L o729, —
RL1 #fa 2 W72 Qe B R B ERBR T, AT 7 22 5~400 n g/ml TEEOYBIRETE NEE S
W, Fe, T A == AL AZ =PRI L O e R U o8Bk E FVNTZ in vitro Bl e 6.5y (R AS #a
R TIX, VAT T 2 AR O R OEHEIZ B L, 2 E R Oatt & s S Tn
é 27)\28)0

VAT T I 100mg/kg/ H RN 200mg/kg/ HE T ¥ A =— A NLAX—Z 2 HERO&EEG L, B
MRS 2 BRI L R 2 8182 L2 B Tl PaRICBF TR0 b o72 ¥, i, Mk~
ANZV AT T R 2 150mg/kg Z MENVENFEG- U COEHE L 7= 5 U7 in vivo ilikYe a7 (R A HA sk < i,
HIRBER OV AT T 2 U RED Ik Y /3 (R D28 K OV R ERIC 2513 T o 72 2,
2) F Db EEREE

HART v Mo, A% 1~11 BHETUAT 7 2 UHEEEE 200mg/kg/ B (AT 7 2 UHH L LT
136mg/kg/ H) Z 7 F#GIZ Lz & 2 A, BEHCH LAGFEROIK T, ABME, BIROEE, M3
EOBIENRBO b, VAT T IVHTIIEFL T2 TO~Y T AZANENRD Hivl,
BAERT > MAEK 1~6 HEE T, & LIEAER 10~15 HEE TV A7 7 I UHEEE 200mg/kg/
H(AT T I UL LT 136mg/kg/ B) 2 TG L7-fER., A% 1~6 H B £ TCOHRGHETIIAE
EFLTWe Ty hETICHNERRD bitlz, —F., A% 10~15 H B £ TOHRGHETITHNEITER
NORSY AWAS SN

IX. FERERRABRICEE T HTEA 48



X.

EEMEIRICET HIRE

1.

HHX 5
Wl K =22 TR B0mg, =V AKX T FEIL 150mg
B, AR  FE-EMEOWLLZEICLVERT AL
By VAT T R il aiRE B

AR XIS AEAR
AR : 2 4

3. BTk - RESEHE
IS T ==/ ¥ &2
4. EFIFFEWNEDEESR
(1) ZRBTOWMYHFEWNLEDBESIZDOINT
1. BAHBOIE AFNORBOSTIITF v AV R v 7 2 L CWA720 ROFIETIE T2 Z &,
D57z %58 < #,
QLN b5-2Rh L5,
2. RFNINIBMETH B 72, BREMZ XK ZRET TRIFT D2 &,
(BREMZ OZEMICET 5T — 2 1372\, )
(2) EFRZMABHORIFEWNZIDOWT (BEHFICBEITRETNWEEES)
VI -11. BRAEDIE] OESR
3) ARBFOBEAIZDOLT
i 7 VDR EVET — Z 13720,
5. RIBEHSH
- [ EBEE]
[EINTOIRBIEFI 238D TR LI TWD Z Enh, BUERGER. BRI T o2& 5EH 2 %5
ISR S T2 L L), AAEHEBREOE RIFEREZLIET L L & HIC, AFloZR4e
PER ORI T 27 — 2 2 BHNCNEE L. AR OB IEE IV EREELZE LD Z L,
c AFNOWETH D B AF JENIHADEF E L THRESNL TV,
« ARANTESESL Y 2 7 EHEFHEZ2RE L T\ D,
6. A%
(= RB T F+)L 50mg)
100 1 7w Ui, 2T, HBRHIAD ]
500 1 720 [, 2NT ., FLRAIAYD ]
(ZoRB2T2ATHE)L 150mg)
100 1 7w [, X7, FEAIAD ]
X. FEHOFERICET HEE 49



1. BRBROME
r moR)=F L
¥y R T L

8. E—my - FExhE
Fl—p 7L
[l 2h 3K 7L

9. EfEAEEARAR
199448 A 15 B CkE)

10. HERFTARBEABRVADRES
BLEARFEAGBAEA B - 201447 A 4 B
AR OF B =y RZ I A7 50mg ;- 22600AMX00766
=A% A H 7L 150mg : 22600AMX00767

k=i

1. FEMBEWRESEEAAR
201449 A 2 H

12. BHEER(FHREM,. RERVAEXEEMENFABRUZONE
A% L7

13. BEERE. BiM@RBRARERABRUVTORNE
ML

14. BEZTHM
104 : 2014427 H 4 B~2024 47 A 3 B (/D995 T E 3R 5

15, REHMFIRERRICEHT SF®
AANL, B (DD VTG BIFICE T 2 HIBRIZED S TR,

16. &£Ea—FK
. JEAE S B SR S v
IR FE4 HOT (9#1) %= — . L7 hERa—F
- IR PE SR = — R =
R =0y v A e
123667503 3929009M1027 622366701
50mg
= AR I TRV
150 123668203 3929009M2023 622366801
mg

17. RIEHRFLDIE
L7

X. BHOFEHICET HEE 50




XI. @k

1. BIFAXHE
1) Ranjan D,et al.:Clin Pharmacol Drug Dev. 2012;1:170-174
2) FEPNEEL - EPNES I/ AR B PR AR (CYST1102388R) (B9~ 2 &k
3) PEHA HIXIRIEES. 2015;61(11) :667-674
4) Gahl WA, et al.:N Engl ] Med. 2002;347(2):111-121
5) Gahl WA, et al.:Biochem J. 1985;228(3):545-550
6) Thoene JG,et al.:J Clin Invest. 1976;58(1):180-189
7) Pisoni RL,et al.:] Biol Chem. 1987;262(31):15011-15018
8) FENEEL - ENEE 1 MEEARFAER (CYST1101388R) (ZB93 2 &kt
9) HNER : MIEEARGRICET 2GR
10) Martine B,et al.:Pediatr Nephrol. 2011 ;26(4):639-640
11) Doriano C,et al.:J Biol Chem. 1963;238(9):2999-3005
12) Huxtable RJ.:Physiol Rev. 1992;72:101-163
13) Besouw M,et al.:Mol Genet Metab. 2007;91(3):228-233
14) Martine TP,et al.:] Pediatr. 2011;159(6):1004-1011
15) Beckman DA,et al.:Teratology. 1998;58(3-4):96-102
16) Woodard Research Corporation :Report to Walter Reed Army Institute of Research. 1966
17) Assadi FK,et al.: Teratology.1998;58:88-95
18) Truong T, et al.:Invest Ophthalmol Vis Sci. 1987;28(10):1710-1713
19) Vécsei L,et al.:Prog Neuropsychopharmacol Biol Psychiatry. 1990;14:835-862
20) Robert A,et al.:Digestion. 1974;11:199-214
21) Groves WG, et al.:Res Commun Chem Pathol Phamacol. 1974;9(3):523-534
22) Klayman DL,et al.:] Med Chem. 1969;12(3):510-512
23) Landauer MR, et al.:Pharmacol Ther. 1988;39:97-100
24) Strubelt O,et al.:Arch Toxicol. 1974;33:55-64
25) Schwedes U,et al.:Scand J Gastroenterol Suppl. 1984;92:121-124
26) Schwedes U, et al.:Eur J Pharmacol. 1977;44:195-196
27) Dean BJ,et al.:Mutat Res. 1985;153:57-77
28) MacRae WD, et al.:Mutat Res. 1979;68:351-365
29) Speit G,et al.:Mutat Res. 1982;93:175-183

2. ZDHOSELH
LR L

XI. ik 51



XI. &8

1. ELSNETORTRR

AT T I AL, KE, BEU, A—R T U7 TR, IRE SN T\ D, (20234F6 A BIE)
ESE HR7E4 24 HKERHEH B K B OV B
i H 7 LA
K E CYSTAGON Mylan Pharmaceuticals Inc. 199448 A 15 H s Al
50mg/150mg
i 7B ILA
PR CYSTAGON Recordati Rare Diseases 1997 4£ 6 A 23 H a5 Al
50mg/150mg
. i 7 LA
S Cystagon Alphapharm Pty Ltd 199788 H5H o Al
50mg/150mg

2. BB ITHERIEFR

MM ERe L

XI. &E&5&R

52




X, {§&

Z D OBEE AR
AR L

XI. fifi5s

53



XERFERE - RAlFHREHNEhE R

T4 T Y AMERR A AT AL T A= a3 VS
T105-0001 AHSEXE /M5 TH11FE2 5
7Y —&FAF¥)L  0120-419-043

SLEIRSTTT

T4 7 R U AR S
T105-0001 RAHSHEXE /M5 TH1LEFE2 5

&) viaTRIS

NCS13NOO1A



	表紙
	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・製剤学的特性

	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）
	6．慣用名、別名、略号、記号番号
	7．CAS 登録番号

	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
	4．有効成分の定量法

	Ⅳ．製剤に関する項目
	1．剤形
	2．製剤の組成
	3．懸濁剤、乳剤の分散性に対する注意
	4．製剤の各種条件下における安定性
	5．調製法及び溶解後の安定性
	6．他剤との配合変化（物理化学的変化）
	7．溶出性
	8．生物学的試験法
	9．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．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・測定法
	2．薬物速度論的パラメータ
	3．吸収
	4．分布
	5．代謝
	6．排泄
	7．トランスポーターに関する情報
	8．透析等による除去率

	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．有効期間又は使用期限
	3．貯法・保存条件
	4．薬剤取扱い上の注意点
	5．承認条件等
	6．包装
	7．容器の材質
	8．同一成分・同効薬
	9．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．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
	13．再審査結果、再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．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
	その他の関連資料

	裏表紙



