BA - sc

Alpha-Galactosylceramide #I# B S8 IRHIAE 2 AV 72 NKT #IFERRITE &
(RIKNKT®) O L REE
LEE S  SOP-NKT-1-1

ZoEFE, [BAERREOLEOMKRFICE T oM (PR 25 FEk# 85 5) ) [BAEY
BET 140 5] IKED N FEEERICESE, HARFEEEFSBAEREZERT
FBINARBINLLHOT, EAFBREICREHEZRE L THET,

BAERZDLAF : Alpha-Galactosylceramide H3 B CgRRHIIE 2 F v 7z NKT Al
FiE# (RIKNKT®)

BAERECREETIERBE : Y7V 77V =y 7R

MERREEE . HE AR

EhFEE R OCBEEREZIT O ER : B, iR —RR

1. NKT laAERI7EHE D N2

1) S RaRE L i
BUED D AAEMETRIRIL, FIN., FUBAAL BEHRO 3 OB >TWET, Lavl,
T HIEERE T HRIERCE D) 72 EORIBETIHRED TERWEE. &5 WITIEER
BB LIEGAIITREITI L VLRV £, 22T, BDAZKET 5 0EHIEE A
PABIFRIZIEA L X 9 & F 28703 30 L LRI GIAE D | P Ofilettz b &
HITH LD AL ORI b T s X iz £ L7z,

2) SRR L O FEE
DS ASRPERIEZIE, TEMEAL o 72013 y8T U 2 RER, BWARTTF KU 7 F o RBhIRH
o7 Fo NK (FF271v%7—) fild, NKT (FF=271r%7—7 ¢—) Hild
DIFH, B T2UE LBz fio7-b0bH 0 9, ZhboFhZiE, 7T
AR EN TS L0, HiEd, IBRPobL o, E7-REEFESECARDZEE LT
ITONTWDHONRH Y £7,

3) NKT ffaiErins (RIKNKT®) &%
AEREBET 20X, TARGE] & [EARE] Kb £3, TARGME] 13
FIERPR BALCEIFRESCRTE TR HOOM) 2L, Tz
BR9- D WIABGEH A [ ] Tk, PUREREAICRST., ThaitlEdd
Z LT, RUIE L RE OBURICKE L TR D8R HERR T DA D Z & T
T, SR, ATE AN IS NKMIR T, %EN T AT, e ns o i
ATILE OFEHEN K E EH A, NKT AT NK ML & T Hifa o 84 % g ko

1



BA - sc

PERSHDHZ LD ZOLFIME O E Lz, NKT MfiERRR (RIKNKT®) T

X, BERROMIEICH D [HEK] Z8E LERIRIa~ b S8, BRI 2 15 b
+% [GMP JEHEYEL T L7 7 —H T 7 Fibt T 2 RIS & 0 SRR 2 i L,

Z OREIRMIIE 2 RNIC R L7e & &2 NKT Hilg 2750 U9, NKT ffe [ &8 A
HIRIZ R D EEREN N H 0 34, A TEM LSz NKT #iiid, NK#Ek
O'T M A2 TEMA L L. SAMIRC 3 L CoR D 22 B B EER A RIE L £ 7, Z0hk
IXBLZEHFIEAT S O T 3ER 2 CHFZE D DL, BRRRBR A Thh TR Y £9, %

e. M7 U=y 7 THWD [GMP EERILT V7 77— 7 bt T I R IE&E
WRAFETHRIE SN2 b O (RRSHERHuE A RSN A RTEE B L, g
FRE¥E L OO BRI O S & LA O TIEH v FHA) ZEHALT
B ET,

XGMP E# L 1T ERERVEESNMROMEEER M EEHOEMEIZET 54

Tl EWVWIESTEDHVET, EEROBELTIENTFINENAREZEDZHDT

T 20 IERRRVCERBNGOMEFHAR HEEHOLRE] 2181 T I[GMP
(Good Manufacturing Practice) | LBEFRL TV E T,

Pl

[FBEHaR) (fRMEAR)  [SeAMAEEMEYE.
Rk HEBa)
S

(etnE ST Y]

2% BYLEZERT A EmERTE R X —



BA - sc

FEk
Che

4) ISR
TEMEREGE & ONERTOHIWHZ & 0 SesiedE 2 W L+ 53
i A R B
PERI Bl 70
i 16 Ll E
ECOG /7 4 —< UV ARAT—H A : 0~3 OD#EHNTH D Z &
EF=g
i.  [TAlpha-Galactosylceramide HJ# B CRHRAIE A4 V72 NKT MRLARA9TR
# (RIKNKT®) | Ol & [AEE] LlONRICREEZ/{ITWDL Z &
il. (e ~D BV & [FEE] ICRRHSONEICRELZHE WD Z &
® BRobxIG - B BRI, 4. MAZEICLVHETS
i T U Y RERAE 7213 NK e Bk U o ofERss, AimEaEEo > 6, AR
WIEEZITHZ EICRBE LN
i, EEOHCREMERE (7R L) CEMSE RS &l L=
i IEEMERCE SO
v, SHEREYYE CREV: CHEtk, BMmERIEZ X0 2Z2H)
v. HHBAE, TSSO N & 5
vi. MRS D VIR O AIREME O & 2 Lot e O FLI o 2otk
vii. HIV, HTLV-1 2 E DU A NV ARGSED ¥ v U 7| Mpapl& e & 5 3
DYRUYIN = oY AT -3
viii. E%ﬁbfﬁ IR, R, BYYEZ: EOADHE, R OVTHRE, Bk
ARSI RE A EAT SR A A I L \Lékﬂm¢éfﬁﬁor%-

5)

@@@@@

f“ e

R 2 &35 BRI OV L T 2585 L 5,

F ifn BR %L 10,000/l LA

~NEZ ey 9.0g/dL Aifi

iR 100,000/mL i

I+ IAE A M 200mmHg UL Ed 5% 80mmHg LT

Sp02 (room air) 94 % ATt
PRI b a5 £ TOFIE
O M - 25 - BYYEFEOMEZITVE T, BYYES ORMRARE I TBE AN L
CEEREPEE LT OB ET, 14’1'74'11/2\ i T HERE B e o7
ANA MEEREDBEEOSG AL, BYEDEALO FTREMER, FRYYIE D1
SeD 72 NKT MliErinR 23 1T 6 A,



BA - sc

RATNE
IEFR AL D>
A HE GBI S 5 3 H T
%

1 | HBs $Ui O O O
2 | HBc Hifk O
3 | HBV—DNA O
4 | HCV #ifk O O O
5 | HCV—RNA O O
6 | RPR. TP Hifk O
7 | HIV HiUR - Hifk O O O
8 | HIV et gk O
9 | HTLV-1 #ifk O
10 | PVB19 Hifk IgM O
11 | PikzHuik O O
12 | Vu~FRK+ O O

DI IR % 2 T 5 -0 IS B TR A T, MIERA D 3 0 H ok
L, T AV RBRPER T T A A ABRIES NN T4 > Ro ) SREICRST 57

DIATHRETH Y . WTHEARIRY 3 0 HEOREHIZI S, £/, WHITH
BAIY, WS e CEERIICLE L E 2 BB & XTIV ET,

© OOFER, B TZ D LB SN HA, RO BEERE KEIZHRINT 572
wuﬁ%&m(77:v~yx)&wv&ﬁﬁ&%ﬁmi?o@ﬁﬂw@%k
272 2 HERIZEIMERD 1 BN 2 /W2 T 7 = L— Y AERMLE L 720 F
T, ZAURT 7 = L— L RAE D EREERR A %%%ﬁ?éﬁémwg
4000mL FEE A B2\ HAZER A6 L. BRILNF[RTI 0@ 5 2~3 W]/ T 30E L
F9, BRITIE, BRSSO FRIRICIER #4201 U 2 2 H s L C
KER A B LTI 0MigITm& o= LEd, im_\_%%®m£®ﬁ
REZ MR L C, BRIRE 0 BRI S T & Ao\ EEARASHIB 2 L7 35E8121%, B
IR & 0 oy ER % T2 2 BB F7,

@  MiEH HEE L7 BLER T, BRI b S 87212, [GMP JEHEREILY L7
7—HT77 FovtZ I R] CTHIEL, FHIE LTRTRES8 HRET THEL
T, MR, AN AT 7 B ARSI KER Y T — 7T Pl
I THERRICZRFE L TITWE T,

@ EEEETH%, [GMP RMEREIT V7 7 —H 527 h T 3 K] TR L -8

4



BA - sc

PRI SA AT 7 B ARSI T v — 77 Pl I Tz <

PR L E T,
®  WAERAE LB O et 2 RS9 5 1o 0IR G g (RS & 1
TN TR L £

©® O TREVENHERSHIZRIZ, HERAF L TWo TGMP EHEERT VT 77—
77 bt T IR TR LR 2 R U, RR 2 84 4 [Blof
BLUEd, 220, BRI & LEBERPRE LZHEIEZ0RY T
FHY EEA, BEE SR - BREMEORMENED A EHOZWEMLO KE %
W LE TR viThbhvET,

7 GG e VERECR
BRRMIE DR RIZ, A AT 7 VRS R RIER T v — 7 Pl &0 i
RCEHEREIEHOS LICFEMLET, Ll HEMIESMER SIS T
WRNWZ AR ERNCREICOMER L T 2 LMD TEETY, M504
PEZ iR T 572010, HBE LM ((GMP REER T VT 7 —H T 7 bt T 3
RI R R SRR 2R GANCERERR, ~ 1 277 A~ GERR, =
YRR URBRE A T L TR L E

8) H5#% L7-HPIHIE S B IS L e WG
BERAIRR OB RIL, 7 U — 2 b — AN THEEREMNERO S LI L E328, Bhk
IR >y, A, FREITERER L2 i ORFEIIKF T 5720, B D 2RO
PRI —ETIEH D EH A, BEIRHRA 2 ICHETE 2, RBRICAK TE 2
WEOAIZIT BB Y ITIREMT A 8 A,

9) ik - BrEMIEOFEHRIL & RE

RIS 2 MR, K5, A EYER ENREZ oo L T OBEREIE L
T, TOIL — iz —EMBRET 5 2 EBRB|HBHT O TWET, BEROMIK L
OB MO —M a2t L Tne & 9, RE SN 2B o BITIRFICKE L Sh
L8O —H (I 1mL) THY ., IWRICEELZLEZ 58 TIEHY £H A,

AN TN BN A AT 7 B /WK S REER VT v — 77 7 il s 20 T
FRRIZC VAR - BWEL L., R 7B % ICRIRE DR EN D - 25 E1Z,
ZOJFRRZEICEH S E T, FRESRAEDFRNIEH D= D ORE IXHRE L7 IREET
RELET, FHLRWEAIIRERENS 1 FEZICHEY 22 FIECTREEVN - LET,
RN 72N BEHEB R L7 BMIC O BfEH &4, tADIEREIER S Z &
0 FHA,



2.

BA - sc

Bt VAR L LS

1) ROV T
NKT MR AIa L3 CIC R FPE O/ RS CRURER M T v, EEITHEMI AR
SHSEHE S A0 e R R T AR BRI TVET, LL, IERICE->T
BFONDEIE, BEFEORIRORE, MRER EICX > TEAERELETOT
HOEMNMUHITTELLIEESN, Y7 )=y 7 Tld, BEENBEBRT (Z2%) OR
BElC 12 BV L, hRHEIC L E R T — & ZINE LIRGE L 72 & & 2 T
F1, A% LI ERHEEHEO T HIRBENRECE D Lo Ic, BEK T Lokl &
HiEEATOE T, NKT MIARAEHRIL. BRI 2 TONR BT Z &M
REZRIERAIETT ., R TORAVBE TREOFRBREE S NIIBRIETIEH Y £
Puo
£E L LC, ERIEERER E L TiThbilz, IdsA & BESERS Alxid 5 NKT A
RARHNRIRE OFER 2 HR L E T,

HEATIENE %9 2 NKT MR EEr i SESAY Sk D NKT A2 poia
SAFERYABRITAL NENT N CHLTHETRE fiE P4 AR BE
SEFLA0AT, FORNESTL. RETN KB FRLL
$FN-BEREHSLOA 0% 08S SAURSSE 0 001 | WEANA | sD(87%)

002 LEEAA SD (97%)
[ LorT T Ll — 003 ¢ PR (63%
NOEREN S 2R W LML (63%)
LR — 004 RN A PR (68%)
m-»;:g: < s 005 IR AT A PR (58%)
VR
prabed_ 006 WEA A SD (96%)
e T 007 DM A | PR(67%)
AZMFA—$TYT @
- 008 WEAA | SD(74%)
FaLaNm A 009 I A PR (65%)
BNSANOAT— VENERRHLOZXSNUROBRS (3 A TRERRS
CPRENOFALTNE Feo22h 7 in | ASLAEF 33N ZAAF=T B 700 010 LFAA | SD(87%)

NTRBRERZYAEZES RN

RS B (BRARIMEL  68(8) 908-914 2013 X b k)

2) IR DEIERIZHOWT
[GMP SEHEREILT L7 7 —H 5 7 b T 3R] Ol L ikimia 2 & 5 Li-
BTV RN E Z 2 2 e03H 0 £908, Z2< O%ATT 38 CHITHro 2 H
UIMIZIEET 2 b O TEML O TY, £, T<MITT LAF—US & Bb 5
WOHBEZAZDLZ b d D 7, HEEVBIZEL LR LIERZITV., T XL 9 2FE|
TERDE Z o 72 AR D N s 2 L E 5,



BA - sc

3) 77 = L— R BIHERICOWT

<0 BT D IS 2> B IR 2 (RAMIEBR S W FE 3703, & ~OZHNZBI L Cix+1c
HEEZITWV, ZAUTERALZEMAMTOE T, FAUCK THLEZES L Z L1EH 0 £
To FERMOBENLDFNRCHER, EHIFMEDRTHH Y 323, fEk%E
Bl L O REGHE AR 75 2 L TENLOMEBLAM X £7,

77z b— T ATIRMIRAEEE L2 K ) JrigE A2 LE T2, ZhicEEND
J XU K> TMFOH N T MREMETT 52030 £, Z207DIT, #)
HER & LCHE, FHEOLUONAHRT L2 E03H 0, IHITEITT 2 LIRS, &
M. FEHAOY v N BHTLS 22 ERH £7, PIHERNPEBO b =HE1C

R, YRZEEPE R - IR 2R L2, HAWVEI NS T LRE &R 53K
HaEET 52 L TEROSGEEZ LET,

REC M MRS B3 D5 Z e b o0 MR T ICEHET D706, /I 23 24 2
27252 LiEd 0 FHA,

3. MOBEIEOFE, WA, MOEFIEONE L BWER & Otk
1) oo HEE
B FAR, LS AAL, BERHBRD 8 DONRIAAEREIRE N B 0 9, Fl-HaltldH=72
PURIER b H D 7, I b OWEHIEIT. T TICHAEHRE L THNL LB GIET
To TNHDOIEFEEIToTNDEEE, HDHWIIT O TEDRH HLEITIE, AIRERR
0., ZTOWEBEAT Y 2— MG Ui d [GMP BT VT 7 —HF 7 Fiv
7 X R] TR L 72 BRI O B B RO 5R GERR 2 R T & £

4. MOTRFEDORR & Dk
AEFFRIT. BOHBEEE, (LFRIE 2 E TORERFIZE NS CREIZ DT D ERRT
M OERIRIS DM T, ZORFIT DN T, B O NCIEME R 2
FHEFR RIS ENTEY £,
PRSI AR E T OBZIZ L 5 NKT MldiErgiadk (RIKNKT®) 1%, BifE,
JEAEGEE DN ED T TRAEEREOZEMEOMREIZET 2158 (FAEEREZ M
fefRiz) (VR 25 4R1EAE 85 ) | IZH D T lEICRIt SN TWET,

5. HOIRFEORIER & Ok
EAERIRORBIERH OWNE, B, HEREPHLNIR> THET, BREAEKE, T
WL R, BEREE, RIMRES . BREIHR S, Z<RERLONLEERLO
ETEIKITOT0 £, YBETIXZOL ) RBWERIZIZE A ERDONEE A,

6. InMERHtE TR OBEA



BA - sc

FAEEREOZEVEOMEREIIE T 21k CFK 25 FFEHE 86 7%) 1KV MRk T
T OFFIREEH-CHRPFE AL & —EHIROBHRREN T 5N TWET, IGREOR
TEM DA & 0 R 4B 5 72, NKT MladiE)ia R (RIKNKT®) #&7#205 5 4
M, ¥27V =y 27 X0, BETWIEWZ EKEEIC, BUFIEREZBEY LET O
TIWA BN LET,

HRIXAB T

ZOIRFIZFAIE LTe %A Th o> Th, IBROMIGRTIER ., B OBRMOFIEZIZHD D5
T VWO THLZEORBEREITE, FEEZTIETEET, ZNEHBICZORDOIFE
AR 22T D 2 81350 £ A, 7272 L, MROREEBEE OEIZ SV T,
BUEIZ X o MlaRs B GRS nE7,

(EPNIERE AL 2

Y7V =y 7 OFNERBBBEICESS AT R RE L £, BERELRE LS
LERATREDT TA N —IZADLERS. TANOFRE RS izt snizv &
ISV L3HY A,

A 78 E O ANIFRITMIE R EFER TH 254 47 7 BRSO~ F v
— 77 P HIRET RN T has S sk & TGMP BRI V7 7 —H T 7 htk
7 X NI OR#OT TR TRLE T DA B LR L BREAT 5
T & THIjaREER - PRAFEER 72 SRR B A B EITAT VR T,

FhalZ B 2 HH

W2 Ek © 30,000 4 (FiRl)

JRYYESRAR (FI2REO ) 30,000 1 (Bis)

1R#edy © 3,145,000 - (Bis)
* (A AR OB & (9 MRS 32 23 Bl AA S - I B W TIEZ NV E TIg s
ST EERB RO RPEELET,

10. fREEHE OREE

11.

PRMOTERRITfE, BERICHEBRE S E LI L E1T, TORECEY, 7V =y
7 TR ATRE T o AUTIE B 22 LB 2 ATV XA LW B AR AT RE 22 i e~ AT
LB ATV E T, BRIC & D RHES LB RS LE SN SE, R - [EHF
SRk EAERHE RBR 2T L CRHE DM T E

Frathe, E1EHE. WPEME. REBFRIRIEE D) IR
BERORA L LT, IBHRICET D RFHESCIREFIRIR N E LD HE03H Y 908, Z

8



12.

13.

BA - sc

NHIFRMES NI 2EN LB/ ON MR TH D2, BEREANRTE - E1E
ME. MEEME, BFHIRIRZEON L b OTIEH Y A,

BRI HH

WIRIRORML (R1FE, BFREICHOWTOERIREEIL, Y7V 727 U =y 7 B ERM
WZB=aLl F R, (FET 11 BB 0% 18 I - B2
WEREERERBRITONT

VZUT 7 =y 7 W TTHAMY 5 Alpha-Galactosylceramide $Il34 H S AsHIR AT G %
F 7= NKT ffafEnigas (RIKNKT®) (30 AR FESF S FAERSRAERITCHF
TazIFTnET,

AAREFIEE S FAERREELZBES GREE S : NB3140007)
MR R AHR X RIE 8-18-110GURA £V 6F
Eahd 7 03-6264-3883  Mail : info@japal.org

KT K O PR 24T O [RRN - RE, SaAhE 1R
FERE %5 03-6665-6377 FAX: 03-6665-6378


mailto:info@japal.org

BA - sc

[ Alpha-Galactosylceramide ¥ B L 8RHIFE 2 72 NKT fFREERITIEE
(RIKNKT®) ]| 0L EEE

[ = Fifi o> B 44 Al ]
AL, BEREKLOUCHEAZ [Alpha-Galactosylceramide #li% H CshIR AL 2 V7= NKT
MIARR A (RIKNKT®) ] OB & REE] oA FEICOWTHICHANZ LE
L7,

MR Af % A A

K4 (B#) :

[ L < IIREEE DELM]

L Z OWIBRICBINT 210 H7-0 . EROFHEICHOWT RS 422, REHPSC
EEZTEY , NEZE2 BN LE LEEOT, BYYERE LIRREZ T D2 i
FRIELET,

FER :&f 4F A H

K4 (B#) :

e () -
(BERR L DR )

10



BA - sc

MREMEA~D ZH I OBEN L FAEF

WV =v7id, S22 0=y 7NICBWTEIIIEBIFZERER & L@ CTHFZE 21T\,
Alpha-Galactosylceramide ¥ B CHRHEIE 2 H 72 NKT MFEERIEE (RIKNKT®)
EEDICHRBSEHRBEZLIVEVLDICLENVEEZTEY £9, Z0OXEL LB
W L bic, MYEMOBAEZZ T WS, BEENOIRE L T n

%’f&.\
B

BRI O—EBIHONWT, AT 22 LIS nEEEi-netE2xTBY £

ARE IR L T BB

VZ VT 7Y =y 7 H i TlL, Alpha-Galactosylceramide #I¥4 H CAsRIHIAE 2 F V7=
NKT MIEriRE (RIKNKT®) (oW T, HB7 U =y 7 NIZEW T E I ZIMNBISE
BERE & LR T 21TV, DAUCRE L K0 T Sz ik O B3, M ALIAL D
PREANDOIBEICHA R EIZ oW TR ZED 57280, [AEEZ W22 T EBE D G IRt
L CWe 2 < ke o —H a4 M L E 5,

WFFE DR & TR

TN DRI, REFAERERES CHEE SNAREZ T ZRICHBEIND LD
TY, MFEERICOW T, THHWTZTE W BERRIC O W T AR E S NRWE
THEREIZBWTAR SN AR H Y 77,

B ORI T 1A

TN T2 72N T IR M B R L7z BRI O B S v, AN DRI
ShDZEiEHY FHA, Rt Sz MELREEMEE IS SV TR RIS 217
BEaNH Y FIHR. T, REEES FRIETFOMT R E2ET O THY | B
PERBOFEDRBFIIITVER Ay FEMILEIS T DNA ORFBITVER A,

R okEsil

PN T2 720 T2 RO RE B A IS 5 25508 T 2 31 AT 7 B AR SRR
ERU T v — 7T PRI I DRk CRE - BEWELET, EAETOSE

3. BAEEREOZ ORI 2 MR R OME NG RIR#EE IS
T4 T TAN—DREEATNET, K TH, RN 272 W T iR o5
FHFITEY) 2 Tk CREES L E T, Bt S iR Eiinic X0 5o h - E
FFANE LT, BtV R0 BB RRICB ML T 5 2 L3 0 AN, BERIC
& o TREBEBERBEWRAFFO &Y ERAVHIE L= 8558120k, WAZHE STz
ELGEBH Y £,

11



BA - sc

ABFOPRE - BRI, MR EFEE TH 251 47 7 BRSO~ F v
— 77 PRI I THEaR 25TV E 3

WF2EIZ B 5 2
el 2B OAMRE BT Z 2 13H 0 8 A,

5. MEMERAZM-> CTHARRIEZHH D Z L1EH Y THA
MW DIZRE L TWEE T2 0nGETH, ¥ 27 U= 7 TOREITME L Tz
FET, 2. 42 =y 7 TOBRBICBW TR EZHLIZ b H 0 XA,

6. [FIE& O
AFBZEERAFOHW THOTHMIET D ENTEET, TOHE. BEHITH
e & kv LET,

1. TTANRNT—DOGE
BERERELGOIRABREDT TA N —ICHADLLERBAHEND Z LITHY F
RS

8. M PEME
WHIEDRER E LT, 16HRICET 2RO ORI D E L5608 H 0 £ 328, Z
NHITRMES NI REN D/ ON MR TH L2, BERFEANFFES 25
bNHHDOTIEHY £H A,

9. EMoHAMA
WFRENERME R FIEEIZOWTARZRIL, YIZ U727 =y 7 JREMICES<
720,
(“FAI 11 BF2 B 1% 18 IR+ AIRE2)
FREFATHE L O AEERRE AT 5 AT - R, SaAR M —ER
Hah® o : 03-6665-6377 FAX: 03-6665-6378

12



WRER~OZHAOREE

(G221 )

A, BEREE ORGEE IZ LR FEEICOW CTHOICHBAWEZ L E L,

mAE s F A H

K4 (BE)

[T L <IAGHEE OB ]

BA - sc

T ZOWMFEICH T D720, ERFEHICOWT B E 2T, FRERHCEE
ZUTHRY , WAEFEZHRN-LELZOT, WM L2 BN E L TRAO MK - Hamia %

AT LI

FELET, I FELEEA,

FEH : & H A H

K4 (B#) :

e () -

(FEHR & Dfgetn

13



