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@JLOD%% o N -9 2o i ook S| b 59 T
&U*mm@* B0 40700 5.1 U0 AF L GEETHHRA) (7407 5 AF A 2] 400ug/m?
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150ug

300ug

b1l
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D-)IVER=)y 15mg
pHH il

A NVAR=R) 0.033mg
D-VIWEh—=)b 30mg
pHFEiH

RJVVAR=R0 0.039mg
D-/ VKR 35mg
pHAR Ei

3.2 WENOERK

ged
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E?%ﬁ?ﬁi) [7«{)1«7"55(9’-A?§ﬁ2] BHREICLBER
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iEé'le]Lt LA LIRS Ho A, HIMEREAY75,000/mm?
EELK i?x%—%qﬂﬂ:?'%o
&ﬁ U(ﬁ‘ﬁ J6 U CHEERET 5o
GEMER RIS HEEE D7 R ERE D IR AEE)
6.3 E. AL ANEE SIS, EMEHEEAGI TS H 2w L5
H&#%74W77X%A(gﬁ?ﬁ%z)[74W75x%
2 452] 300pg/m?% 1 H 1] Sl d 5 o
7272 L. R EREASS, 000/ mm?BL W EI N L 72
PR Lok A2 5,
B, REBG- O IERHH ORI Cd L 0F P ER O S AR
THERTE 2WEEIZE, BB ifh ke LT
HEES 5o
B AEE - FERICE ) EEERT 5,
(B ALZEEEIC & BIFRERGRAE)

6.4 AMAIMmE

WHEL B AN E LI, DIAALFIERERIR G T (“
PIFE) TR BET O FEERD 4308 L ARRY I 12 SEER AR
NGRS S, 740075 AT A GEIET-HIRZ) [74
VTS AF AEH2] 200ug/mP% L H LE IR 3% S (s
HEeEd) T4, HIMEMSORERZVIEEIE TV TS
AF L GEETFHIEZ) [74 V79 AF A #5%652] 100ug/m?
Z1IHLERE TH5 3 %,
7272 L. iR RO SR ARAE % AR
FELA RS ETRIET 5,
B BEG O BIAR L O R O IRE T B 5 iF Bk
BB ARSECHATE 20EA I, BB O P 50% i
EREL & Lﬁﬁmﬁ“éo
B, MER - OERIC X D EERRT 2,
5 B 2NEE, NERRRE. KRERES (ZEALEE. NE
BEEA L), wWiFFMRE. MNEFA
WHL AL ANEE IS, DBALEEERE SR T 8 (B
VIR 26, ZANT I AT A (BEBEFHIEZ) (74 V79
AF AEFE2] B0ug/m*a 1 H 1 F G- 4, I mEs i
ib&?&%#l% WEETANVT I AT L (BT

Z2) [ 74 VT I AF Lt48K:2] 100ug/m*% 1 H 1R ERIR N5
(HEEHTEEz &) T5
7272 L. R BRI AR AE 2 R T
FELGARES ERIET 5,
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FREREL & Lﬂﬁm@‘éo
mB. - ERIZED
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FAF L GEETFHERZ) [74 V75 AF L5662] 100ug/m?

# IHIFEIRAEE S OSiEiEs &) 35,

F 72 D AALFIEE IS & 0 IR Bk, 000/ mmPHii TS E (5
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5l & Xl — O AL & i1T 5 A EFNIR L T,
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Z1E L ST 50 ANRIIEFR BB 51,000/ mm® S i
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B, MEE - ERICE D EERIRT 2,
(BHEETRAERE (C D IR A IE)
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(BEARRMEMIC S Fhifim A iE)
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Z1H LA S EES 5o AAEIIZIF R ER AT, 000/ mmo i
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L H55562] 400ug/m?% 1 H 1l SEEHET 5o
7277 Ly IR EREASS, 000/ mm* Bl BN L 723 Al ek
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b, FlE - SERIC X VBRI 5.

(ERM - $FRMEIFPIRIRE)
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S OPUENENE A O AL 30 G HT H 20 5 §F A b3
WTHZT GEES~6HM) #HE T IULERAS (hiE
HrErat) 35,

B, RIS L CEEHEYT 5o
7. BERUBEEICEET 338
GEmEBMBEOREMPANDES)

7.1 B R AN M RIS 0 75 A LSRRI 5 T oA
FIHE5-12 X ) B 2 SRS 2 554, A BRI ) S i (R il
% Fm5,000~10,000/mm> L~ [a145 11 12 AR i1 i
FRINA BIGET 2 2 EHEF L,

(B AILEEEEIC & B IFRERH A E)

7.2 D3 AALEIE T H] O P 5 2405 1 DA K ON P ST 124 18 [
VN OARF OG- 1385 2 &,

7.3 TOMDOPABEIKT T L - HEICBTLHE—DOA[L
g e, PUBMEIEEESE O K 0N F O E b F—0{bs
WEL I A Th b,
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7.4 KR O X D o M ERED RIS &R e & i i
5,000/mm*Z i L 7235 & 1345 G- 2 1§ % 4%, A H Bk B
2,000/mm’EAEACBIfE L, BEHYEAEED N D & 5 RIERD
<o ARFNSH S 2 BUSTED & BHEOLEDVHERT & 2 L
L7Walid, AHORES 2 IdhiE2HE 556 2 &

(HIVEERAE DR (- X B8 % SR 47 P BRI D fiE)

7.5 GWMIE2HEME B L, & SISkt G505 BB a6
THOMM ZRE LT 5. KA Z6HEM B TG Lce
DEAEMIMELL T F72, AHlZ2 EMU RS- LT
BUFHERB DB 3 S N WG EIIE S5 2k L, @)
RILEEFTH L, [8.135ME]

8. EELEARNEE

(ZheELLE)

8.1 ARFN G- L E M MR 2 1TV DB DL off Bk
(HIMER) AWML V&) TEET 52 8. LED oK
TSRO SN/ Ax, e, R3ER E o) ik & 5
Z &,

8.2 BEBES OIS Z FM T 572012, FHICEL 7 LIv
F—HEAERE, EYLBBUESICOWT TS R MBZETS 2 L,
[9.1.1, 9.1.2, 11.1.1=M]

B ARFEGAZE D EN, BRESREILZENDHLDT, 2
D & AT IEMIE R H = 355 % % & o) 2 L
BETH &,

A RFPEGA L E, MBS ERHT A ENHLDOT,
MEFMREMEOERICHET 5 L L b1, B8Rt
HIZXYVHRE TSI 2k, [11.1.72]

GEmEsaORELHADEIS)

8.5 FF—7205ORMIMEEMBOBE - FRPUE L CId 4
BHARITA U &ERBHEISHYIATH 2 & T2 R
ML OFRPUZ L V&S B R, WO L O, mE KEmE
FIGEENROOENDL T EDHDHDT, MEZSEDLEEIRREDLE
ALICTERE L. B0 b N H A I B 1Y) 7 WL % 1T
)T &,

6 FF—OFRFDOMHIZKE LTI FF—=E FF =125
REEDND WA IIREH I, AR ORI L 2 EH 0% 4
PEIZOWTIEHETZ L TR WnZ EP SRS T — % 2 IUET
THHLZ e LEEZETHrLHHTL 2 L,

T RHOFGIE N F -0 RELZE L, BlE2 51217
W, EEICES T L,

8 FF— T 2RAOFGICEELCTIE, LY EZY bAD
&Y% BT B 7o, FETICHBsHUE ., HBcHifA, HCVHLA.
HIV-1. -2. HTLV- I ik K QM I AR AT 2 17\ AT
NLBEMETH LI EZMERTHIE, F720 CMV, ~NILRA
MEFREZAT) Z EDTLFE L,

9 EHIMEAE OB B K> — (FF—) TRAFFZGICLD
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G325 % 0@ MiEX T T Lo FR MBI ERIU A
) = DM/ IMUGEVEDRH]ND Z e RHLDTT A »
f@@iﬁﬁ%mﬂwm%ﬁﬁé%ﬂ@@muu+%uﬁﬁ
LTk,

A0 AHFNF G- B O A A BREGH T 12 2 1 MG A 258
NAZEDRHLDOTTHHREETHI L, Tz, BERIMVMK
WD BRI, YIRS 2 o s HE
M & 2 MRS oY) Z2 LB 2479 2 &

8. 11 FHMMEAIERIGE T 1~ 208 F sk GFhsk) s
HNBLZERHLOTTHHEETHI L,

CEIME SR DIFhER B DEI{EE. PALLFEEEEICE
B IFERERIR AE)

8.12 AR RENE TR R (DS AL T OV i s i A2 Al
DEBA) TRAFIOMHIZT . REGHIC 2\ Tin vitro
BRI &0 ARFIHIEIS X 2 F A o B0 oA i % iR
HTENLFE L, T, EERC IR OV i %
752k, [2.2, 11.1.45H]

(HIVEERSE DR ISR % Sk § 17 h BB A E)

8.13 PERERATIERAINE AN A Ly AFN 0 5 S HEAS 559
DLUTREVEDS S B 728, G L, Blgg %+ 12w, 2
S PSRRI L e v kS, EEICHES5 T2 8,
B, RAFEGICL DVHIVAEIE S 2RI TETE 2w
DT, FEBISHT 81552512479 2 & [7.52H]

(BHEMRAERECE D FhIRR A E)

8.14 EHESIEHUEBERED ) H . IFERMEIN % 8 ) SRR L8 B
HIMRENDOBITOEREIM SN T WS Z L, AFIOfE
B U CIEREGIIE I DWW Tin vitro CHER T 0 = — o B
VRO NN EZERT LI ENLET Ly,



(R MIF Rk A IE)

8.15 HUKGDO@EHIZOWTIE, ERMiAF DR Y42 1T |2
HL. ToasEIHEERL-0L, BEESHEEICKS
TELZERMRAL LT, EMoEHEELED S & TEGET
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OS5 Ok SWEE 2B A 120, EHICHEET LX) EE
#5252, HHEAOENED L CIZESRE FAERL
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RRET AL, A TOBRBOEELRBEEFICHT A 5E
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[8.2. 11.1.1=M]
A2 PUIVX —FZED&H 3 8E
[8.2, 11.1.1=MH]
1.3 BIEMREARMED RS
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DEHIRE. P ACREEICL BIFPIKEVE. b FRERS
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EFERL TV,
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11.1.3 SUHFFREEEREE (HERH)
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11.1.5 EMMEREERE (0. 1%A0m)
MIME., 7V 7 3 VIhE, S, BiAmE, Bk, 8K, i
RS0 SNBSS 2 k3 2 74 &, Y72
W2 T 2 &,

*8

© © ©

3/6

11.1.6 XBEMERX (KEIR. #HBEER. #EHETEBREDRIE)
(BHPEAHH)

J5#, CRP.L5A-. KENREEDIEES D200 6 N HE 121,
KEN O E R 508, #YRLEZIT) 2 &,
11.1.7 BEIE. BREER (3 d HEARH)

Ll D Z 7 IR ATER D SN2 iE, RF oG- % dilk
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ALTES [TFRTERH.
bk AST k5
:+ MR ElL
. SRH I
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14. BRALEDEE
14.1 EFIFARFOEE

FUBEHEICE LTI, 5% 7 R BESE. A B AR S o i
WARMT 5. F/oo KRG T 286130575 &L OREZ
ThhnZ &,
14.2 EFRESEFOIE
14.2.1 BIRWIRG-OHE1F,. TEA77 %G HEEZZELT
ko
14.2.2 750V v—10y FOEBMZREREZ L2V L,

15. ZODEE

15.1 BERR{EMAICED 53R

15.1.1 FEfrERk o 0 = — ROl R 1 3550 2 #¢ 5- L 72 FAEAR B I
B K O RN R BRI A E B E IC B W T, BB RUE
UL 2 S fE A IR A~AT L 72 &L OED D 5o

15.1.2 A ER o 0 = — TRl R 1 50 = $ 5- L 72 FAEAR B I
B, B I RUE T K O R R B A E R IS B W
T PR EDRA SN DMEDDH 5,

15.1.3 EATER O 0 = — T Ofl A 1 3551 2 $% 5- L 72 KR st
JAgh B ¥ —12 BT, ki B R O @ AT B i
SEDSTIE L7 E DIED D B,

15.1.4 EWEAOBEICRIR L 2 EFHROZ 2. KEBEIRITIE
TlE Vb OO Bk a0 = — RO IN T84 2 5L 7
FRE BTN B N — 2BV C. AR I R BR AU |2 —
A 20 Os IR DS ST b H\ZED B — 12 B v T,
OAE, S, MIMAERE, R, TR, SR, i
RISt 37, $RIRINER Y 54 3 A, i, b, #hes
W MR OB, DS, MR, MMk OBE A
EHERLE L THESIN TV,

15.1.5 FLiE. BV R R OVE BEIE S E ORI L 72 B KRR
MEEHAE P BRI ASRA L T Wiz & oA d 5o

15.2 FEEGIREAERICE D < 153k
R ER O 0 = — RO R S, B b N ENE R OB A
JEAERaAR 5 Lin vitrod 5\ &in vivo THATEAEHEME N 2 7R L
2 DOHEND B,

16. ZEYEIEE

16.1 MePERE

(KA

16.1.1 BEERS
KENF X7 ) 1500375 o) v IM30%, 7
0 A F — N = &0 R A B3040 ATE R (300ug/
body) XIFBz F#He5- (150, 300ug/body) L. [MiEiEkEE%
HE L7ze N8 ERE/NT 2 —% (AUC, Cmax) O
90%1EHE X [ 1Z1og (0.80) ~log(1.25) DHFEFHATH V) . MjHID
A ATHERR & 7z

-
—



—o— 4 300ug
O FT Y ) ¥ YMI0

Mean+S.D., n=19
60000

40000 —|

IR (pg/mL)

20000 —

b T 1
36 48

0 T
0 12 2

PG HOBEH (hr)

AKHENE 7 >~ ) Y M300 300ug/body O H. [HI IR A 550> Ifil

15 ik FEHEAS

25000

—@— A 300ug
O 75 v 1) ¥ YM300
Mean#+S.D., n=29

20000 —

15000 —

Iini§ i (pg/mL)

10000 —

5000

BRI (hr)
KENNE 7 F > ) P M300 300ug/body O Hi. bl Kz T # 5k o> MM id
R EEERS
KHNNL7Z 22 D150 77 » ) »PM300 150 X12300ug/
body D H. a3 G- DI EIRE/ ST X — &

55 |6l i) AUCt Cmax AUCw tmax tie
e (ng'hr/mL)| (ng/mL) |(ng'hr/mL)|  (hr) (hr)
AF|300ug| 23834 166.8+8.1 | 239+34 | 0.7%0.1 {2.47+0.52
B o175 51
B SUM300 23940 166.3+13.9( 24040 | 0.7+0.1 2.83%0.99
AH|300ug| 15134 |16.0£3.7 | 151+34 | 5.7%1.3 [5.35%2.24
291753
T SOM300 154+40 116.9£5.9 | 16440 | 5.9%1.5 |5.23£2.49
%5 AH150ug|53.2+23.8|5.74+2.54|53.7£23.6| 5.8=1.1 |5.41+2.78
2 ?;?yyl) 52.7+£21.116.06+2.38|53.2£21.2| 5.4+1.1 [4.29+2.14
77150
(Mean*=S.D.)

(TIo"F5K -2V D)

16.1.2 BEFE
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1321.6ng-h/mLCdH ) . B2 TG % OHE I INE2. 1585
AUCIZ11.7ng-h/mLT& - 72°7,
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MAE R EEHERL | 2 T 72 221500 H N o 7259,

16.2 TRIR

(T x5 - >V D)

16.2.1 N F XA SEUF«
fERER N B ARFI  Oug/kgx e TG L7z &N F T
NRAFEY) T 41354%TdH - 727,

16.3 2%

(T x5 - >V D)
WS v MIZPT-7 4 V75 AF Kbug/kg % BHIRINIES- L 72
& &R R X I, B, IR, B RUIRER.

FE. BB, SE. B TEROIRICE» 2727,
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17. BRERRIE

17.1 EERVRESMICEET 5 55%

(FHD

17.1.1 ERSE I HEER (GFhEkEsEmieR)
AFNR7 522y IM300% . 7 0 AF —/N—H:2 X ) i
HER ANBMEIC R F#S- (300ug/body) L. IMHTANC (i
Bt ) 2ME L7z, BoNENY85 A —% (ANC
AUECt. ANCmax) |22\l o RPNz,
RENPE G L BEWER (BRI R T % &) BRI
2.9% (1/35%1) T, o5 NEWEHIZREE EHTH - 729,

30000

—&— & 300ug

<O 75 v v YM300
Mean=S.D., n=35

20000

ANC (Cells/nL)

10000

8 2 %
#5-tkomE (hr)

RANLILZ T > 1) ¥ Y M300 300ug/body O H[alfz F e 5k o> it

ANCHER2

KA NL 7 F > ) > PM300 300ug/body D H. 6] Bz T 4% G- I @
ANC/SF A =%

HH ANC AUECt ANCmax ANCtmax
- (Cells-10% - hr/uL) | (Cells-10°/uL) (hr)
AFHI300ug 1090+ 170 21.5+3.7 |17.43+4.33
75 23) 2 M300 1110+170 21.7x3.7 |17.37=4.19
(Mean*S.D.)

17.1.2 ERE I Hx8 (EnBMEEORELMHANDOES/ER)
R I N TS AHI L 75 ) v Y MB00LE DT 300ug/
body %5 H M3 H iz TH%5- L. MHCD34 Ml iz MlsE L7z,
B NS85 A —% (CD34"AUECt, CD34'max) |2
DT H] O [FEEE AR S 172,

KA G2 X BEWEN (BRI RE % &) EHEE I
100% (57/57B1) Td - 7z. LREIEHIX. BMEAER T,
HHEL7.5% (10/5761) . ER R AE £ % Tk, A-P LS
100% (57/57%1 ). LDH.&. #89.5% (51/57%) ). SR Bk b &
21.1% (12/57%1). CRPL-5-14.0% (8/57f)) T 72",

8

—&— A 300ug
<O 75 vy YM300
Mean+S.D., n=56
6 -
3
=
5
T 4
S
2
a
c ] e
2
0= ]
0 24 48 72 96 120 144

£ BOWH (hr)
KFNXNE 7 F > ) > 2M300 300ug/body D5 H [l H Bz T ¥ 5- K
D CD34 W #ER2

RENINE 7 Z > 1) > Y M300 300ug/body D5 H 3 H K2 T #-5-Ih
DCD3A /8T XA =%

# CD34" AUECt | CD34 max CD34 tmax
(Cells*hr/ul) | (Cells/uL) (hr)
AFI300ug 236 =208 4.58+3.92 |105.79+t15.26
7523 M300 226+ 198 4.18+3.43 | 106.26+16.45

(Mean+S.D.)



(T x5k -2V >9)

17.1.3 EMEHHEORHEMENDES

(1) EREIHERR CGREmM2MmIEDES)

flEE N —8f1 & %512, AHITH400ug/m* (200ug/m?122455
) Z5HMEH R TS L. 4~6H HIZCD34k; MEMIN % 4%
L7z ZO#F. NF—RED 72 1) CD34M T Hl i %53 x
10%/kgbl L3RI fe 7 N+ —1385.7% (6/761) Td - 720

ERE O BEINRAEDZED H I, T DOHREANIARFN % 5-H78.1%
(25/3261) . 7Tt RFx58:35.3% (12/3461) TH - 72,
AFNBGHEORIVE RSB 36.3% (2/326]) THo720 &
DB NFRIWERIE T & OVE i 43.1%(1/326]) TH - 72,
ARF e 51 O gt PR AR A S JE AR 133 1% (1/3261) TdH -
720 RO LN HEREHEER X, LDHERTH - 7219,
(5) ERFMMEHR (HREHEBHE

BIVE R8BI B3R &z, TR EER L., BEes:. &
HBEIRSME, W OV B21ETdh - 72,

RANPEG12 X B B RS T S8 B 1287 5% (7/8%1) T
Hole LaEERMAEMER X, LDHERTH, Al-PLA6
. CRPEHSMTH - 72Y,

(2) BHELHEFAR CGREMAMIROES)

TEEE K5 —10061 % & 502, AHFI1H 10ug/ kg% 43 1Z5H R #
HEETFH%5- L. 5HHE. LEEIZE U6H BIZCD34B MM % %
W70 ZOfE%, BEIRED ) CDMM MRS x 10°/kg
DL EBRIATREZ: B —1388.0% (88/100%1) T - 7210,
BIVEHIBEEHET 1260.0% (60/100%1) Td - 720 E2EIEHIZ,
FI321. BRI, W10 TH - 72,

RENPE G2 K B B R Al 5 FS B 138.0% (8/100%1)
THhorzo T ERAEMERE X, PR LA, LDHE
F3MF. A-PEF R OMIMGED K205 Tdh - 721,

(3) BN IMExER (HFRFKRMMEMMIZOES)

HEATEISFLE R BT 2 5 G, HARETIE ., K1 H400ug/m?
Z5H M H B FH5 L. 4~6H 12 fAR2m CD34 M e % £
WL 720 DSAALSEEEE L, CAFBSGITHEOIIH H X
N ARFIH400ug/m*% #H 2 M+ 5- L. 14H H DL T H I Ek
$7510,000/mm’% 8 2 T A 5 k2l . CD34R AL % $R-EL
L7zo DR, BEBRED 2 ) CD3Ab 1 52 x 10°/kg
DL BRI BE 20 BB 13, B ©57.1% (4/761) ., 78 AL
PRI T100% (6/661) TH - 720

MUY oo B B S BUSEEE 1347 4% (9/19%)) Tdh o720 T/
BTN, Z8BT1E, BN e OB BEE £20bTh - 72,
B o0 AH) 3 510 K B B A AT SRR SS T A 1294 7%
(18/19%1) T&H - 720 AR ERMAfIF 1L, LDHEF134,
Al-P A K O H IMEREGR A #1210 Cd - 72,

B AAL R P o0 Bl ) S8 3R EE 1350.0%  (9/18f1) T
Hotzo EHRFEWEMI, 8BS, B2 CTH - 72

7 AALEERR B O ARFN P 512 & B B RS 52 5 11841
EENIFRD STz, ERERRMEAMER X, LDH A154.
FMIREOR A 130, T EREGR A 11T dh - 7212,

17.1.4 B MEMMRFEHERSF D IFhERE O HE MR

(1) #ESE IR (AERMEmeEaiEE)

AV I SR B 1 T B 3350 & K RS, I ERE
A3 H L, 000/mm*LL X 1E1H T % 10,000/mm*Bh_F % 7R
T T, EMEBMBBAERE X ) AF5ug/ke% 3 H 2 T %5
A H BRI S- L 720 Z O8RS E. IFPEk L (=2500/mm®)
DOREH B OHIEIZ1I3H TH - 72,

BIVEHIBE AL 1227 .3% (9/3361) Tdh o720 EREWERIZ,
FEBAMETDH o 720

KA 512 & B BRBA S 13500 S N b 725

(2) ENE IHRAER (BFRRMEmMHMBEBERLERSHEHR
& DOBER%E)

MEATEZE LR B ELTH) 2 0P R, SRR X 0
MERFAS10,000/mm’ % #8 2 72 W 2 F TARFIZ00ug/m>% 3 H
FUEEE L 72 ZORER, FHERE (=500/mm®) O EEH
BOFIEIZIH TH 572,

BIVEHIZE AL 1229. 4% (5/17H1) Tdh o720 EREWERIZ,
B3 TH o 72,

RENPE G K B Fh R AR 2 FE B 1352.9% (9/1761)
THholzo ERERMAMER . LDHLEATHE, AI-PLEAS
cdh -7,

(3) BHEMMRER (HFFKMMERHIFEHE)

M) o NJEERE 2T B R RS, IR H A S 1T
Bk E2S A3 H MI1,000/mm’ L F X iE1H < $10,000/mm®
PLE%RTF T, AHbug/kg M H B2 F %538 H SiiE s
HL720 TOMEE, IFPEE (2500/mm®) O EEH o $h
JHEIZ1IIH TH - 720

BIVE S BUEEE3.7% (1/2761) T - 720
)ﬂﬂi\ Eﬁ;ﬁﬁ‘/@&)“)f:o

RAEGNZ X B EERRAE R 1 ZF80 b Nk 2o 727

(4) ERELHERAR (RERREHEEHE)

[ [ R OB B HE B 68061 2 xf 12, BRiIHiIRSHE X )
4HM . AHFIB300ug/m* X7 7 R % EH MEEE L. 7
OFER, BREESHIL, 77 LRSI L CHE 2P

R BT RIVE
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HREMBMES 2R, FHEHEIHE XV 14AMH, &
FI1H300ug/m*% # H FUBHHE L 720 2 OfER, FHERE O
B RO, £ OHFERNEIZ90.6% (29/3261) THh o7z,
HIVER T OB RS 13RO b e o 7217

17.1.5 B AILZEEIC K BIFhERAE
(1) ERFEIHERBR EMHD > /NE)

JER D F VIV OREEREEIG 2 R, (LSRR T 3H
BS54, AR TBugX iz 7 I R &2 H R TS5 L7z,
FOFER, KAFZGHE, 77 R REGHICIL LA ERTH
BRE O BB HER AR S I, F OA R EIT AR ¥ 55
89.3% (25/2801) . 77 L RLELGH13.8% (4/2961) TH -7,
AFAP G B ORIWE T SSBAEE136.7% (3/3161) TH o720 7R
D HNRIERIE, BRI MEA TR, FEAS L -
JEaBiE, BhE R O5E %3.2% (1/3161) THh o7z,

ARFNBE G B ORI AT S5 SE B 1319.4% (6/3161) TH -
7oo ERERRMAME RS X, AI-P15R9.7% (3/3141), AST
LA ALT LR R ULDHLER %6.5% (2/3161) THh - 721,

() ENEIHEFR (SEaMmRK)

APk I R B DA & AT 1S, LSRR TASER R £ & ) K
FI1H200ug/m* % & H HEEE L7z Z OG5 AR 5313,
Je% 5B LE LA B 7 U h BRI sh SR B O S GSiE 56 25 D Ik
LA STz,

FIVEFI ST 127 .4% (4/5401) TH o720 80 5 N7-EIE
FE. B983.7% (2/5441) WEA - Wi K OV /N (el 45 5 2
%1.9% (1/5461) THh -7z,

RFNH G & 2 R 5% 6 137 4% (4/5461) T
Holzo BOLNTERBRAEMSE L, AST - ALTEA KD
AlFP L& %3.7% (2/5461) TH - 722,

17.1.6 E FRFEFLTAILZ (HIV) BEEOEBEICKEEER

T IFRIRiR AME

(1) —RREREREER

HIVIEGRE B BB 2 1 A2, RAILH 200ug/m* % 8 H i
HEL7ze TORE, e M ErEO ., Z0h
WEIX100% (5/561) TdH - 720
EIVEFIZEBHE 1240.0% (2/561) ToH - 722,

(2) EPE MEFER

T BRI AE & A 9 B HIVIEGE B8 TH Y A )V AH| O#k st
$5- 75 R e 2 SE B ST B e (RIS ) DRI R
DI 7 I B 2400 % % G2 AFITH200ug/m*% 14 H [ 38
HEGHEHE L 7o T ORER. M ERB OB IR S5,
FOHEFFILEL.0% (17/216)) THh -7,
RIVEFHSE B EE1X12.5% (3/2468]) THh o7z, O SNTzEI
TERIE, BYERSR - B, IRMRIENR, AEURIR, B - MEikas
HHETH o7,

ARFNFAGA & 2 BRRIRAAE S SEBUHEL 12, 29.2% (7/2461)
Tholzo ERMRMRABRE X, AP LA6M. LDH.LA4
'ﬁ““(“})’)f:zno

17.1.7 BREERRERE ICH S iFhIkB D E
(1) EP5E mAEHER

R EIEE G210 LTl 12 & D A5150~400ug/

m® BV & SR L7z T OREEL IR ERER O BN A5

O LTz,

BIVEF S BIBERE129.5% (2/216]) CToh -7z, 7O S N-RIE

FEIFRERERE 29 . 5% (2/2161) . B2)E € 9 # &4 .8% (1/2141)

’(\‘ﬁ) D f:o

REN PGS & B IR A 20 FE B 1314.3% (3/2141)

THolzo BRI IZAST ESH. ALT ES- K OFAI-P R

A %9.5% (2/2161) TH-7-%,

1) RE O FEEIEE R (A 9 I ERAE (2 B B KRR
FAEIE1H1AI100ug/m* TdHh 5

17.1.8 BAETRMEM ICH S FRERDE
(1) ERS mAEHER

AN B IR 3400 % o RAS L RIS X1 ARFI100~

1,200ug/m?* ™ % fiEE L7z ZOREE, I EE O

BIEATRD S, FOHERFRIL67.6% (23/3461) THh -7z,

EIVE S B 132.9% (1/346)) TH - 727,

TE2) ARHNOFAEAR BRI AE D B BRI AME 12 331 5 K
11 H 1AE400ug/m* T 5 o



18. FEHEIE
18.1 1EA#F
< AEEAIE,. b MFRERIC T A 2B ARERIC LD .
ARFNLUF BT B A 2> 5 AP P ER F COMBICHFET 5
ZRMITEFRINREA L. BRI R L Tl 2 o4
At - HE5E & A2 HE S . BE R BRI L TUE 2 OB & T
4D EHERINDLY,
18.2 EIB(EH
(FED
18.2.1 FFRERBUEIMIER
7 uRAT 7 I RFEPERRAE~ 7 ZNZRKFI RO T
) Y1507 1H0.75x 107, 1.50x1073133.00x 10TU/kg
TAH M AR TG Lze MSaoRREGHE 7T v
1) ¥ D1508 5B, [FAREE O KR I P ER S R AR L 72 %
18.2.2 M-NFS-60#lfa (CXF§ % 1E5EsE M (EbiEM)
M-NFS-60ffifg 12, B Ek 2 0 = — A 1 (G-CSF)
AR 2 7R 5 2 L 2SI H T b0 M-NFS-60#
JEAZxh 3 2 BEIHIG E 2 FR RIS AFIR T T 220 v V1500
WiEEEME Lz KFNE 7T 2 32) v P1500 iEMEE. [H
BEOHEZR L7229,
(T x5k -2V>D)
18.2.3 IFRERBUEMIER
(1) #FhERkEiERMfaD MMt - MIEREER. RAFPEROEHE
5 OMEER
I UKRAT 7 I FERGIZ K BT ERE A~ 7 ZNIRF = %
G728 &, KRMIFPERE oA L S, 58Tk
’E"é‘iﬁfiﬁ# SR HERE CIHZ B > THE D 5
ﬂf: o
T v MIRAZEG L7z &, Fiih o ER o K ig I
AN J R ASHER S 72
(2) EmeMEOREMFNDEE
IEE R PRI S~ 7 ACARR 2 5 Lz L &0 K
OCFU-GM. BFU-E. CFU-MkK O°'CFU-Mix® ¥ hNAS58 &
[:)ﬂf\:w)o
(3) IV EYMET IV TOEEER
A X ROV & G720 P ERS A B 7OV GE IR
W BB AME) 2BV T, IR ERE O BN F
%ﬂ&) [;)ﬂf:so'sl)o
18.2.4 1FHRERIERETTEER
T N ORI h Bk &2 RFIGFAET TRy L2 & &, FMLP
T & B A —=28—F 4 FEAETCHEDIED 57z (n
vitro)®? o BEVEY) U NIE B E O DS AALFRRERIAT 52 124K & P
HU7zb &0 HEE L 72 RR AT R IC B v T FMLPHIEIC
B A== F FH A FEEETTHED D STz (ex vivo)™
19. BRI ICEET 2E{EZHE
— MR T ANV T T AT A (BInFHEz) (7075
A F L EE2]
Filgrastim (Genetical Recombination)
[Filgrastim Biosimilar 2]
AOE PRIk T O = ISR RS T AT 0%
Hiok ), M2 RCEAESINDITHMED T I/ BRb
3 (CassHizoN2302380 5 43 1-15:18,798.61) 705 7% %
HHH
20. BIRWLEDEE
20.1 CELZMHERNE CEO—aErs2 ) v I RY
SV, YHEREBIGER L TRET 52 &,
20.2 V) VRO T ANV L Fy TXR Yy TANNTVD,
T2V YV OMBEORE N ONL & ZIIMHEH L
w2 <\_'_ o

22. ‘@i

(7 1V 5 AF LBSET5ug> ) > ¥ [NK])
0.3mL [13Y ¥ ]

0.3mL [10>7 ]

(7 4TS5 XF LBSEI50ug> Y > Y [NKJ)
0.6mL [13Y ¥ 3]

0.6mL [10>17 ]

(7 14 IVT5 ZF LBSE300ug> U > [NKJ)
0.7mL [13Y ¥ ]

0.7mL [10> 7 ]

23. FEXH

1) L OVEMNEOB AR - IR ERE S A H

EANOF LI RLEEE T4 VT T ATF A (EETH

Wez) ROV 79 AF A Ghfa TR z) (FIIULHEERE

P S BEVE RS (23 3 2 PUEE M RES A & oo BRI

EANEHEE ) S58 X 159 . 2013; 41; 251-260

FORE— 1T HRPRIKSE . 1989; 5: 1579-1603

JoRi— 1T A WRIRIEESE . 1989; 5: 2231-2252

BAE— 13 BRFREESE. 1989; 5: 1605-1622

FORE— 1T HRPRIRSE . 1989; 5: 2253-2269

FEMAIE T 2 SEYENRE . 1990; 5: 283-305

ERNEHEE ) 358 X 159 . 2013; 41: 261-274

N2 AR CRMINEMIL o8 H) (79 V5

20004E3A10H A&FE. HFEERIE . 1.2.)

FAEE (77 RSN 20004E3 H 10 H &ER)

WAVE AR ER CRM MR OB ) (79 2 iE5H

20004E3A10H A&FE. HFEERHE N . 1 .5.)

EINEE TAHRER (AR KA MERoB8) (75 »iEsh:

20004E3 H10H &G, HEEERME b . T.1.)

MV TOMERER  (RIRCRAS M fett) (75 > iEah

200043 H10H KRR, HEEERHRZE b 10.1.)

14) AN A S (B2 R R A RE 3 B K 8 B
EDOBFRRHE) (7T 2 ESTE ; 20004E3H 10H KGR, HIFE
BRI N L .2.)

15) #EAMAE MAHERER (AR AKMIMEIAR) (75 2 EahE
20004E3 A 10H A&FE. HFEERHIE N 10.3.)

) IERMUED: A HORHL. 1990; 3: 233-239
) IERAUED: 4 HORHE. 1990; 3: 169-173
) NI—3lE 2 g &AL, 1990; 17: 365-373
) KEFE=130: EFOH WA, 1990; 152: 789-796
) ARFIED: A4 XY v —F)b. 1991; 3: 213-221
) AFANE A EYHEERE . 1994 68: 1093-1104
) AMLEBNE 2 FEFEILTE . 1990; 31: 937-945

23; /NEB T A BRRINTE . 1990; 31: 929-936
)
)
)
)
)

O 0001 U1k Wi
T o=

—
= O
N

—
NS
~

—
w
=

Watanabe M, et al.: Anal Biochem. 1991; 195: 38-44

HPEFRE: in vivoSEahSE P SR

HLNERE: In vitroZE RN BRI S ER

Kabaya K, et al.: in vivo. 1994; 8: 1033-1039

Ulich TR, et al.: Am J Pathol. 1988; 133: 630-638

KRG MR~ & e B BEH (79 EFHE © 2000453

HI0H AR, HEFarer. 1)

30) Lothrop CD, et al.: Blood. 1988; 72: 1324-1328

31) Gillio AP, et al.: Transplant Proc. 1987; 19: 153-156

32) Kitagawa S, et al.: Biochem Biophys Res Commun.
1987: 144: 1143-1146

33) Ohsaka A, et al.: Blood. 1989: 74: 2743-2748

24. XEEERERVBVAEDESR
HALERASH REMERE > 5 —
T 100-0005 H AR TAHXALONZT H1#E 15
TEL.0120-505-282

26. BERTRES

26.1 BGEERFET

$S B LEM NS

RRFEFRABAXAORN_TEIETIS

® : BERTE
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