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1REREE

CIOMS VII

KA RTA L TOIRBRIEL (X, BRRBRCTHEN S TS, UL BRI H 2 3Bt & o
WA OHLZEERT D, E: ZOHGET, LBABERTT T vRE G070 TEREA
(investigational medicinal product) | LV & HIZFFRTH 5,

12.

ELAPNC
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Directive 2001/20/EC
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E2F

MTERC : EER Y 27 OBERFI

ATATEEClE, RAEOFLBIC OV T, 2012 FE2 D 2014 £ TO 3EMIC/ER S

Nic, BRERY A7 OEOFlZRT 5, HEeY 27 ORI, BB RTE

B C1) SIRIEX (&R C2) TRilliT %,

WATERL C1 : AUk

DSUR 2012

19 EERIV X7 DER

FHLU A7 EHEF SNV AT IET AZ Y A7 27 LT,

1. BEE

TR Z 01X, TV a v FERPLEMEEAT LT T I/ 7Y a3 ETHY,

ZE LR B A AT 2 BEORIMELERE L CHAEREF TH D, F—%HK
OMOEFICEBREER DD Z LN TEY, £/, AFICBVWTHT v b
20mg/kg/ A & 74 ¥ 60mg/kg/ H DHBETENZNBEEEOET U ARH 72,

TR ZRPIRE xR L LT85 THRE T, &@/l& (1 B 118 100mg % 7 AR
Beh) O ZERM LTz 30 AOHERE T 2 A (6.7%) (2, HEREBIE L =—iikomn
WH7 LT F= MR RO, BBRE 0127 T, Z LT F=0BR—ZA T A D
0.9mg/dL 7% 7 H HIZ 1.8mg/dL T L, #BREHE 0139 (I~—A 7 1  1.0mg/dL »>
57 BHHEIZ 1.9mg/dL (M L7z, WTFhomRE b BREDOEARNH -7 (dipstick
T 2+, 24 FFMIEIRICE 2 REARREET) . BHERE ORBAIIFICHEEIE 202
7o (HRaEEA . IR L) o 21 AEETIC, MAEHRE L LMEZ L7 F=1%
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—ATAVICRY . BARIER U GEMNE 8.2 &AW 18.1 HEH) . 100mg % 1
A 1 EARA Lo f@EE /B 28 A, (RAEERA L7 119 Ao#ERE (50mg L
T OEEAREED 72 NEET) iE, EARXITERZZ LT F=UBINER bR
Mmool

BEAED Z (18 1B 100mg) #ARA L7-EHREO 7 V7 F=0 8k, 2
DRFEOEANE BN DD Z ENMBNTVDEZ Enb, RFIE OBET 2 ATREM:
WEZ BN, LER->T, HNHERRTIE Z ORkmMEE 50mg (2542 &Ik
ELlz, SHIC, BREOE=F Y 7 &b, BfE, X—ZX71 0 1, 2, 4, 8,
16, 24 BHICMIEZ LT F=2, eGFR, TV T7 I/ LT F=v b, M RFEER,
RBEZERL TND, T4y TAT 4 v 7 IETEABRPHERINIZHHRE 2BV T
1T 24 BHZRIC L D REAENERELZITO. 7 L7 F = OM8IIA 0.5mg/dL,
H= 30%, DML eGFR O 25% (3 HIET2E) OPBRE TIXIRBRERD
BEZPIET D, TN CIRERFEME M &, [FIE S SCE, TR 03 T

iz,

2. JiFaEtE

7 v hekBR KR-102 T, e MEEE (60mg/kg/H) @ 8 DL 2 JEAS/NIE A LMEESE
EEOFREEARI L7z, TR VBRVWHEE 52727 v MIF#EEO =7 v R
72< . 60mg/kg/ A DABREEE LU P FICHEHEOT BT v ATR O otz

102 HRBRICEW T, HKAIZ 50mg % 1 B 1 [E#E A IRMA U7z w@hARE R 2 A3 2 s
141 (102-037) 5, 14 HREICTF 9=+ 73/ 527 =5—F (ALT) &7 A
NRIXUVEBT I/ b7 o277 —E (AST) OFREOHEN (Z 2 IES LIRE
D 2.7M5L 2.34%) ERBLLIZN, TAAVERAT 7 4 —ERLE Y LB OBINEEDS
NZpipotz GERE 8.2 HE U 18.1 HBM) , Z0H 53 16 HACHsh, FT v
A7 I = 28 HEE TICEFMICR 72, AEREIIT Va— VM EBIREGEL,
MIEREILTT X TERETH o7, AERFITRBUICBER I N D E T 2HU LICEST
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FH X &Y ZHHLTWZ, EBEH0FEAE R T AT IF—EOMNEGIEEI L
TRV Ao Te, BERGREIAWYME G L WEAOK G TS TRy, ZhboR
N7 AT I —BWINORIRE & 7g o T RTREMEIRIER (TR o 7o, R T REALEL
T, #BRE 102-037 OFEHK| Z oM HiRE (Cmax) 7% 50mg ¥ 5-E#EOELHMEDOK 8 1%
ThHHZENH L, Z ORMPRETH o7 ERRB I NIz, ZOAlRetkiEE 72

EFTHD, BIMTe T LT Z 2EE5INTZZOMD 148 NOHEHRE IV TIEL,

FZ AT IF—ED ERITR N 0T,

F v FNOMR L WEBRE 102-037 O T AT I F—F LR EES, HITHERR T
LSBT LM ToNTZ, 4 BHE 16 A OFHEZEM L, BUERERE X
N—2F A 1, 2, 4, 8, 16, 24 WHIZ ALT, AST, tULEY, TAHUKZX
77 A —EORENEBIN TN D, UK > TR ERFHEE, FEHS0E,
TRER A B N T ST,

DSUR 2013

19 EER YR OER

FHLU R UIEF SNV RAZIZIET ALY A7 7L LT,

1. B

WHZ X, TV a v FEHEULIEMEER T 2HMD 1 -7/ 7Y =3
PRTHY, BEENHDLZEPNHPALTWS, HEIHF2 275 4T1H1E 100mg
ZREOARA L7z 30 ADREERHERET 2 AN (6.7%) 2N, BEDOEAR (T4 v T AT 4
v ZIEICL D) LEE L —BEOME S LT T EME B L, N LIEE OB %
IZHBVWT 100mg O HENFIE STz, EEIIRE R & ZEMEPOIEZ H T 2 BE T
LA Z oF THRE (201 &) 3% T L, 50mg #HD 60 AH5 A (8.3%) .
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25mg BED 62 A5 A (8.1%) . 10mg BED 59 A3 A (5.1%) 12, N—ATA v
D 1.25 fE~156 D7 LT F=HMABIE S, ZHISH LT 7 8RBT 61 A
6 A (10%) IZRDBNT, b OEREREICK L, (RBRFEM G EEIZ1E > <)
BREEOB G 2k L, MiE7 L7 F=0F 2 BRI —2 T 4 UEIZR - 72,
50mg B 60 A 1A (1.7%) . 25mg B 62 AH 0 A, 10mg BED 59 AH 1A
(1.7%) 12, XR=RAT7A4 2D 1.5 BHM2 57 LT F=EMBBESh, Zhicxt
L7 7R HIE 61 A2 A (8.3%) Thole, ZhooEBRESRIZH L, (RERE
MiEtHEICHE > T) BWRIEOE G2 Pk, MiEs L7 F=103 2 BELAIC
TAMEZR -T2, 8.2 A 181 HTHELSHHALZLIIC, 7 VLT F =V DER
i~ TH#] (Thbbr LT F=r LEROHBOBE) 13, I1BRIEDR 5 %k
B LIRE &P L7 RE CRILTH Y . THhNEDOEAORE TR &R
RSNz, HEEHTAREIE, ZERE LI LT F U E RSB LI RE D 4 A2 3
ADFIRANZ A LT e, Mg oiBR 202 L 204 T, R—27 A1, 1, 2, 4,
iy L7 F =2, eGFR, MWRFEFR, RREMNS &FHidE=
B—SND, T4 YT AT 4y 7 IETEARERE LIHBREIC 24 FFHRIERIC X DR
AR R E R A AT

12, 24, 48 #

2. T

HHEIZ 1%, Ty MBI odkEAE (60mgkg/H) T/REFLEEEEEZS X L
7o (EELZOMETYHFIIFHEEOZ LT v AE R0 o7) , HBIHETa T A
T, 149 AP 1A (0.7%) A3, 14 B BIZHEEARHOER EREDK 2.5 50 ALT &
AST HiMAERB L, FH5EZPILICTHEE L, BT LHETH 201 3BT, Z 2&5
L7= 2 NO#ERSE (21181, 1.1%) O NI AT IF—EREMLE (8.2 HEMR) 728,
WFNLIRET@BETHY ., £, T EREEO 1A (1/61, 1.6%) IZBWT, X
WEEOEIMAR LN, ZONRICKESE, BIEOE=# ) o 731 & Bb
o TRBREMF R, RBIEMEE, BN CFEOLT I Tberol, FF R
TIF—EREM L 1A (102-037) 128V T Cmax 8% LWEMEEZ R LIS, 2
(3% DB I A LHIT ST,
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3. It

A Z 1%, MEO—mLEFR (NO) KFHOMEIERLEEX 6T, Zhn
FOREER O— 2> TOW A AN H 5, ZOWIRH, 201 KB5S 2 fho St
(2/81, 1.1%) A3 EiL, TRRE(LEMITEEA] Z S RIRBIRDS 5 LW L7z (B
B#E 201-119, 201-212) , #ERF LT 10mg & 26mg @ Z ZRA LT\ iz, i
HLLRMOBRDD o= (1 NTZHSPICEWHARETH Y, 1 AFESICDE

DRMOBALER B> 72) 25 AFNOIEMBET 7> & RERBIRD & 2 "IREMER B 2 B,
gl fe & EANCEE T ZRIEN & LTRMIIEA LTV, ZhHDFEFEREROMRE,

FT=H U TEEIERCEE SN h o T,

DSUR 2014

19 EERI X7 OEH

FHLU R IEF SNV RAZIZIET ALY A7 7L LT,

1. BHEME

FHZ X, TV av REHEP LSRRI AHEB O 10T T /Y a
CRTHY, BEENRSDHZ KA LTS, 61 HRABRIZIKVT 100mg DHAET
. BEEBREO 7 LT F o EERARMEMUIZ120, TRUBKEOBENSFIES
Niz, HAMAT 77T 5T, 50mg F5#E, 25mg B, 10mg HOHBREOZNLLH
7.8%. 6.8%. 5.8%IC, N—ATA LD 1.25~1.5 FD 7 LT F = UHMMNEIE S,
ZHICH L7 7B RIET 6.3% THh o 7=, 50mg I, 25mg #f, 10mg BEOWERE DN
FI 1.5%, 0.5%. 1.9%IC, X—RA T4 D 15 FE2 2527 LT F= U MBS
., 2SR L7 T REEE 2.7% Th o7z, 8.2 HEWN 181 HTRH Lk Hic, 7
L7 F =g, Bk ERIRBIOEAICRET S &L Bbhd, SbiZ, 7T F=
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UMNR—A T A B 50%LL BN Lo AT A DOBEERE 1L, N— AT A MENREI
Enote (<0.6mg/dl) , ZDOBEMERIIAHTSH D,

e O MARFER (301) T, X—RAT A, 1, 4, 12, 48 HEBIZMEZ LT F
=, eGFR, MHREFEHE, RREVT=F—SNTW5E, TA VT AT A4 vI7ET
3+LLEDOE AR & FBL LR E 12 24 REIRIC & 2 R E B HRIEERERE 1T 5,

2. JFEME

EIZ 1%, 7y boRmHAERE CNEPLEEIEEZ ISR Lz, # 1ML T4H
DR T, ALT, AST, 7AW VU KA T 74 —¥, EUAELZEBICE=F—1L,
JHBEE 2 R 2 BEFEO Y — Nl —HT 2 b DI R 6ol

kit OFMARRER (301) T, N—=ATF A, 1, 4, 12, 48 WA, LFLOATHE
FOREITONL TN D,

3. It

AN Z 1%, BEO—BILER (NO) KFEOMFIRE L EZ O TBY, Zhd
PREER O— %2 o TV D RN H D, CNETORE TR ST LT, Z 2%
5 U7 21 fRo kA (217632, 8.3%) BN@EIhTRY, ZhiRLTrI7®
REEL 3 (1.4%) TH D, 1E LA EHRIIED, RYEEECME ILRE O P & B
Whole, BNMT 777 AT, WREICHEIRE BT, Y ke YUk
TN AEEGIERAR E) A LAWK DIEE L, BENED EWVIZ N T &I R
THMEEL 525, IRRFEMFTEE, FENIVCE, RREMEELLTILTCIO
VA7 &EDI,

4. [N
FET L7288 TARERER & ket O S IAREBR O RE 10 6 . IS DY 3 EFIHE S
7o (FENZFN 81 L 82HAESMR) . TNENOIEFNIHENRR OJRK & 72155 ZF D
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MOBRRH ST, SHOMELRMAEIL > THBRO-ET o 22 EEICEL T
W<, HBIFARER (301) (CBEHSNIPHREITEB1EA L 4HBIZY N—EET I

T—EomEEZIT 5,
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19 EERY X7 OER

T TR A Z ORI BEFE I SR

=

— e

Do, BERFEINTLY A7

BENR Y A7 28595, BUE, TXTHABENRY A7 LRARSNTEY ., Z 0%
BrEETOBESNIEZIZAZ L LTEZLR TS HDIERY,

TR RHIE I EBEREEN ) 27 L L TR AL O

HEMA TREOR X IR 2,
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KX BEERY X7 OEK

HHLY A7 I ENT Y A2 ET AZ Y 27 2458 LT,

E2F

DSUR

VA7

R T — &

Wk —

Rz FERGIR T — % Bk T — & e
W Ty heudXiceEne | EE 21X, 770 a | HIMHERR (301) T,

. 20mgkg/ H &
60mg/kg/ H ® H & T&
FERRD SNz,

¥ N ERERITIREL L 72 R
HEDONRTTI /7Y ay
RThy, BHEMERHDZ
ERDNRoTND,

551 AHRRBR - R I
VT F =N E EAR
N ool ZLED
BHFEA B 100mg D FHEN
FiEEhz,

B UAHRER : X—2 T A
D 1.256~15 fED 7 VT F
= NS 50mg ¥ 5RE,
25mg BE. 10mg BEDHHR
FEorxrhEN 7.8% .
6.8% . b.8% I D b
2o 7T EAREET 6.3%.,

NR—2T 4D 1.5 fEE#
BT LT F =R
50mg Hf . 25mg Bf .

10mg BEOPIERE DENE

migz v7F=1,
eGFR., MHIRFEER.
RIREZRN—AT A |
1, 4, 12, 48 HHIZ*E
=4 —F5,

TA YT AT 4y IIET
2+ B O & B R A& B
LB |c 24 BRI
JRIZ & 2% IR A 1 Bk e )
ERAEZAT.

L 1.5%, 0.5%. 1.9%IZ,
BEmSh, ZhicxL77
EARBHL 2.7% ThH o7,

VT F =8, ik
ERIRA O AN BET S
LEbhD, &bIiT. 71
TF=UBR—RAT A
B 50%LL_EEEIN L 7 A A
DOYPBRE L, N—2TF A
VENFE LK o
(<0.6mg/dL) . Z DR
HERITIAHTH S,

8.2 K (N 18.1 HB M,

T

7 v FBR KR-102 : #
O = B ( 60mg/kg/
H) o 8ULH 2 JUAS /N
HOMEEEAE A B L T2,

ZHEVIERWAETIET
v M@= e T

Ao Tz,

= 60mg/kg/ H O H & T
7Y FIFEEIER b
ol

LM - DA T,
ALT, AST, 77 ) 7k
A7y E—E, EYLEY
EHEICE = — LIS,
JFFRE S % R % B
INH = N B D TR
Roninoi,

ik ft o> &5 AR AR BR
(301) ODA—FripE
=) R—=RT A
Vo1, 4, 12, 48 JEH
I ALT., AST. 7w
VRAZ 75 —E, B
N EE=H—T 5,

e i

RREHORER : 4 XE
FTT, A Z L
{kz=E (NO) {KIFHED

INETORB T T T L
T, Z 5 LI=gEC
21 o Xk (21/632

BT 0 7T 5T, #
BRI YRR & OF
LARAWE S EFE L, &
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3.3%) N@|;EINTEH
D, T LTF TR
BEIX 3 (14%) TH
b, 1T & A EDESIED,
Tl M <o i iR SR o> f
LBER S 5T,

PED F MO T R
BRYMIEREE 52 5,
TRBREMG R, [FE R
PO, TR &
HILTCZD) AT &K
e X7z,

R L

FT L7288 T AHRRBR & kit
o oD 5 TAHFRSR O YL BRE 20>
5. B SIERIA B &
N, Z & ORFEBRIIA
W, N2 OREFN NS
ROJFK & 720152 Z DAt
DB H T,

WA R (301) (2%
gRS - wBREIIER 1
EABEHEICY N—F
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