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I 50 60
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70 80
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| J

90 100
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110 120
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DA QFE (/v 7ukNo 7)) OEET, L/ 77 2AF AOEHEOM A BT,
EFERIR G-CSF L Rl—THh 5, T2 AEOFEE AR LIZOW T HIT & A EZERITR 0,

. DFRRURDFE
[N RN T
e IReS 19,500
GPC ik 15,300
SDS-PAGE % 21,600
GPC— XA & L — — LR 20,100
DAy B AT I 23,500

. eEE (A% XIIKRE
Bz b MERIER D 0 =—FMIR 7 TH Y, T v A =— AL A X —JIHEMI CrEAE S,
174 D7 I 7 B HL (CsaoH1330N222024288) S 72 B 0EX X7 /E (4318 : 9 20000)

. BEFR4. A4, BE., 28585
BH4 : b NERIEK 2 1 = — TR A
158 % 5 : rG + CSF £



. /ASICET HEE
1. MR E
(1) 5MR - iR

VI O

(2) BfEHE
BARR/NA

(3) REH
BRI

(4) R (DR, BR. HBER
U ERR L

(5) ERIGEMRBM T
PSRN

(6) DECHRH
RUERR L

(7) ZOMDELRMEE
pH  7.7~8.3

2. HEMHSTOERERTICETSREN

bR PRAFZRA: el i
R AR —20°C 24 A GREKTRIBETH T,
JIIBEEEN 5C 6 1% 1] GRETFTRSBETH- T2,

BRI H MR, MERERUBR, pH. MR, EEE

3. ;ﬁ)‘jjﬁk \o)ﬁuhntqﬁli IEE;
Eﬁnunﬂ%&i ARV 77 AF 2 (Bin L Z) | mERdabR
®E ARV 77 2AF 5 (Bl FH#z)] E&E



IV. 2KI|(CBEHY 5I1EH

1. Flfz
(1) FlRzDRA
HRTES A ISR LTI 2 B FCRER A (BB SA 77 L)

(2)

(3)

(4)

(5)

HHN DN R UK
PER - BRI

#HAla—F
LR

SFI D%
HRTES K 1mL (RfiE#
pH 6.0~17.5

RBEL (ERRERICHT 5 0)

HE 50pg:1.0~1.3
HE100pg:1.1~1.4
E250ug: 1.3~1.6

Z 0tk

EF AN ORGP ORERL RO A EE - L

2. HEIDHERL
(1) B3 CEMERS) DEERVHRMH

R4 A MY ESOug A4 b UE10u g A MY E250ug
134 7 )L 134 7L 134 7

HBREGy | BRIV 75 AF A ARV 7T AF A ARV 7 TAF L

(Bfsr##zx) @ 50ug (GEfs TR z) ™ 100u g GEfETHHEZ) P 250ug
134 7
L-7A¥=yr 10mg
L=\ 7o= 10mg
)1l L-AFA=" 1mg

KUY Y L_— | 20 0.1mg
D-~wv=hF— 25mg
I 10

) AHNT FrA =—A a2z =0 E W TiliEsh s,

EREFORE
RN

(2)

(3)

RE
RN

3. RHBEBREDOHEBRRVERE
AR

4. Aif
M LN




10.

- BAT D HREMED 8 B TR

ARBGR D BV B i 2 OB R TR R EM CTH 5 Z &b Ak, Bk osk
HE DIRADATREVEN TR S D8, BUEBRIZE W T I b THEIMEM ORER O 21T
a B BMAH 258 C T %,

. REOBFBEMTICETDRER

Tt el - T R
Bz R Q@éﬁ;ﬁ SRIETF AR T, BUICEA L.
R ;%Lf%;a SRIET RO, SUEICHEL L,
VT——— 120751x hr+ FALLRFETITH 10% D EHEIK T 23D 703, MERE
HRAEES STERAME 200W -+ hr HIRBETIXZEALIZ AR Do T2,

BRI - VER, TERERUBR, pH RBIEI, MEERER, EES

. REERVRBRORENL

HRTES K ImL AR L2, 24+4C T 1HAMEZETH-T-,

. F L DB (MIEEFEMEL)

BN -y AP
& =
VII—11. @ EOEE ] I TRAZ &R ET 258130 MhA & OIRTEEZITHhRW &) Lit#isnT

(AT

. B

A=A

w5 - Q%

(1) FENRELGESR - . SMENRRCRSR - SEICHT HFER

A L7

(2) a%

(/A4 +bBDVFEOUE
13147 v

10 XA T v

(/A4 +BD2F100ug)
13147 v

10 N4 TV

(/A4 +BDUE20ug)
13147

10 XA TV

(3) FREE

EARRANA

(4) BREBEOME

o T A



11.

12.

Xy 7 R Tl TAI=U L
= U - YN

RRIBHR INDEMEE
BRiZ7a L

ZFDith
PSRN



V.

1.

2.

ARICEY S1EH

MEERIFZNR

O 1 ifn &5l fled O RAH .~ D&Y B

O 1 i r FR R AR O 4f Hh ERE D G Il e

O AACFIRIET K D i PRI E

OB ST RAEMIEIZAE D 4 TP BRI E

OFAR RIER IS FE D 4 FERBAMIE

OSERME « FpFEVELF T BRI E

Ot hEEAETY A VA (HIV) EYYEOTRHRIC SR 2 %34 P ERIBAME
Ofe it (BB (T D 4F P ERBIAME

O3 TR YE D QUL B F M 12k 2 FUBMERNG A & O fF HRIE

PREXEHRICEET HEE

5. MBEERITHRICEAET HEE

GEMEBHMRORBIMP~DEE)

5.1 BFERMImMEMEBMEE B E L TRABEITHEHRT 256813, *IREE LB IES S
BRRICRZ O & 5 EEEROBRE TH D Z &,

5.2 R MEMIEERBA R R G A, TOROIGEHBOLEFE2EET 52 L,

5.3 ARAFIFM TR MM ZEIE T 556, BRI MESIRBE KT —~OAF O 2B
LTI, RE TR OLLNRVMEEANEZ NG L35 2 L& FAIE L, MEE, Mg REE, &
MR, MARGE, B OREMEREBOAISUISERE 2 AT 258058 2 Z ERZEE L,

(ALK & D IFR BRI AME)

5.4 IRHRAER; CORBAEEC 3 M 35 & DX, KRG, KROCIEIE, JIEEEfEL 7 & Ch
Do

SR>

5.1 HZFARM M MiaMEE i BRIIHUESEIR 2 H T 25 6 O Tz < BRiEMEIT T 5 3R
BECThD, BERMMBAIBAENTIEL, (LB B S M 7o BRI 2 b3 2 B B R
72 KEASFIRERGA TH O IR0 FRESE GE MR ) 12, BREURAE L 7o B SR s imia 4
FIHT2Z L IC X 0 HESEHRE @O DIEREFIETH D72 20X 9 RBENHKE ST
Do

5.2 AREIDREFEN Z x5 & U7 R MR BAEIZ DU TiE 10 1 glkg/day $% 5 C RIFE AN f.w 48
R IFIE TR BOBMAEE SND Z EDNHRENTEY, ZoR5ELFHI &+
LZENEYEZEZOLND, L, BAERENSKE <, BIENRRRGEA I 0722 Kl i
M EZBRIT D72DIZT7 72 b— A IRTVERDY, FZhcl-oTht+oEE
R CERWEELEEIND, L > T, KIEMEHRER DA R 2256 12Xt ia
LrBEETLHZENEELL,

5.3 fEHEN R —IZ%19 % G-CSF 544 1T, Mg B, OAREZE, M5 1k, I ONTHEE
RED B OAREEDIEROBELSEDFEFRNPFEINTND I EnD, ZROIEREHRY
AT DEWEITERGERT L ENEFTLWVWEEZ LD,

5.4 INERIEE O < (X EREMEOMER 2 EIEIRIEIES TH 5, IV OENEIEE D 5 B IS
B SN DIER L, REAAEIE, Ao LINHIRRIE, INEseiiss, M2fErhsE, Z0R3EE, WE
BT EMB D,

10



3. RERUAE
(1) RERUVHAEDHEHR

MEROHE (V) 77 AF LA (EisF##z) & L70)

DI EESIIES

PG BIAGEE (e G-l - BRI O &

$e -t 1L R

N AL
T H%OBEA

BRA

/NR

WH, DACEREEAI G TR (B R 206, 1H fbpg/ke#
THIESE2ENC 3 TT 7 = L— Y AT T 2 Rk TR T #
595, tORBADRMIIETE RV EEZ LN LLEITIIIA R
D ER%10pg/ kgl 3%, 2k, RIRIDIE U CHEABIRT 5,

pegiiRig iy ol
O A AH 1.
~OBE

SRRk
fatiz B L
L 7o ACHI Bz
L2858

[DUN

/N

ik

1H &10pg/kg# 1 H 1B UF2ENZ 4317 C4~6HM, 77 = L

VAT T DR E TR TGS 5, 2k, RIS U Tl s

245,

A 1w 40 e
TR —iosk
% A F BT D

A

ik

A AIZIZ1 B #10ug/kgZ 1 H 1[0 X3 2[R

I Tae~6HM, 77 =

VU ARRT T ORRE CRTRET S, Zad, REBICE C CEERAE

T2,

T 7 b— AT HI
Iz B\ i Bk %% »
50,000/mm3 LA k|2
MU 7= 35A 1 RE L,
B %, A m ek s
75,000/mm3 2 L 7=
e EEH LT 5,

MEROHE (V) 77 AF LA (EisF##z) & L70)

P EESZIES

P55 BRI 4

R M OV

e bt 1k FRe Y

pegiiRig iy ol

il

(DN

IS E AL TH H 2V LEE % LY

T A B O 4
HER B o 1

v

M E AL TE A 2V LEEE LY

SRR R
5ug/kg 1H 1[H]

1 5 BR 03 5,000/ mm3
PLEWCHEEM L 7=85801%
JEREBE LN b H
HAEHIET 5,

i

B AKN G- O IERHPOFEEE T H 2 i PERED B ERE THEE CE 2WE BT, AMERERO L2 i h ek L L

THEET S,

BB WTNOSE bR, ERICE Y EEHEYT S,

MIEROHE (V) 77 AF 5 (UETfEz) & L0

P EESZIES

o BRI i

T DD ANE

RN

/NR

/mm3 A CRE (FEIE LT38CLL L)
B BT ER 500/ mm? AT AN B 22
SN HEE NS

F 7o B AALRIEIC X 0 4R ER-ERL,000
/mm?3 FKJili CHEN(FHI & LT38CLLE)
B BT ER 500/ mm? AT AN B 22
Sh, BlE X F— ORI EREE
1T BIEBNE LTk, RIEILLED A A
b 22 9% i M AT B X AF R Bk &
1,000/mm3 A A BLEE ST RERi D

HIf B R 2R L0 B2 i
G R G
ErIRINEE S (GRTERE R
&) 5ug/kg 1H1MH

e 5 BRI AL e
TIRAEE S (%
AR | L AR A T (R Ate) bug/kg 1A
R DI L BT I T N YN - .
1 s PR ik s s | LI AT OREREY
N 5-2ug/kg 1H1[A]
D © S /-
TR T AR
W CEANES. | |, SRR TS (B
OB &) | [N | D) b . B
FELFAMIIT, /1 R S
28 AL | s P
N - H.oug/kg 1 H 1A 5,000/mm?3 (22 L /=8
B K D S DS AR L0 47 ERERL,000 R G 2ug ke H BlixgsEPIET 5, "

7RF AHNE OB S O IR OFRE T & 2 4F PRI B EEFE THER TE 205 A1IZid, AMmEREO -5z
I Bk E L CHEES D,

BB, WTNOSE bF, ERIC KD EEHERT 5.

11




MIEROHE (V) 77 AT 5 (EsT#fEz) & L0

IS EESZIES

P 15 B A1 0] R OV P 1R A0
EX A
SEGERET ] | - g e KR 5
5 47 o B U RN [ @E . P EREL,000/mm3 R OREEE R LRSS LV 5ug/kg 11 1]
I
I ﬂ?@'ﬁ N5, OOO/mm3
Pz 5 RN | @E . AP ER-E1,000/mm3 AR OIREE TR LR LY 5ug/kg 11 1] Eﬂ(%%ﬁ%bii?ﬁ)%?ﬁt
I of BR Bk B T BT SR | R SRS E ik
e NV AP ER$X1,000/mm3 R OIRER R LB LY 5ug/kg 11 1] +5.
figri'gi; AR | H ., i ERER1,000/mm3 R OIREAZ R LS XD R SO RN 4
SR /N | 7 ERER,000/mm? AR EEE R L7 X 0 2ug/kg 1H 1]
Bk RE R . . "
S0 2 | A | B AT EE,000/mm? HEORIEE R LI L 0 BN 2B & B2
P L BN, R EREON
5 O R 9 | RN S 3,000/mm3 Lk k(2 #4n
i@§%§ 5ug/kg 1 H 1[H] L 7= & 1T IR & 8 22
S SR \
B SRR || 580,000 it MO LIS 5 e paE
, o [mEe . sk L,500/mm® (1 Ek43,000/mm? ) Ao A Bk 345 5,000/mm®
ﬁﬁﬁﬁﬁfmk A T ) SLE A 7 A
(RS B gﬁééibéi;ﬁ
i T | | e EEL500 /mmy (1315 3,000/ mm? ) itz | PHE/KE 1T B, 5DV P
7 TElR LA LY ¥,

B, WINhOBE

bR, FERIZE Y

T D,

MIEROHE (V) 77 AF 5 (EF#fEz) & L0

RIS EESZIES

$e5-Ep

HERS S O &

TR 1T
EME D &M
1 A
WITHK T 5
B i
#l & o Ok A
ik

/N

i) A

WH., TAVE T VAT E U EOHEMEEA O
SEFRIEOBRAAHTH 2> O LEERIER TR E T (B%5~6

BRGSO RIRN B G RO E 2 5 Te)

5ug/kg 1H 1]

¥, RIS THEERET 5,

(2) FERUVAEDHRTERLE - B
O AALFIRIEIC X D I P BRI IE
[V—5 (3) HEMIGERR]

Z

OFFESUTEHRYE O SV E BEIE F M5 (263 2 FUBrE RIS & O OF R

EEZA&U\/J\/L@E%E

V. TIIVE T E U EOPIE

(TEEIRYED S A BEE E M

W T&E 52 Linh | RKRREE - WA ERFIRMIC LD, 7T e,

itk A

2% % FLAG #1540 FLAG-IDA &%
DERRIAREZEFE S LAMTH L LEADND Z L, BN G-CSF #Al)
SEREEA & PR 2 2 L2l atkE

IvEZE

V2R D A D
RS RO

PR A OF AL R IEIZ BT G-CSF #AIZHEHT 5 Z LM E 725 X 2 ICHIER O E
ERRET D Z LAY &I S,

F7-. WEMEERRBR  ONE AN FERRICB T AL ) 7T AF AOREKROHEIE, ARV
HWoWTFN b RELENEOHENOHE (1 H 118 5ugkg 2. 5~6 HEHEB T X I3EAR
W& 5) TH Y, YiEHEROCHEICBWTEKRMARERRO ORZZ b, ERo LB
RERORHEZRET D Z M S s nz (IV—3 (1) AERCHEDORED 2H),
SR OV TR, TR EOMEMEOEORAGRIE - BN/ ERETSE AP ~OSMEIC

BOWMEE : 74 NVT TAF L (BlaFllfiz) KOV 77 2AF L (Biaffrz) (HHEX
i%%$®uf%%ﬁémﬁﬁﬁﬁéﬁ%ﬁﬁ%ﬂ&@ﬁ%@ﬁj%ﬁ%ﬁé:ko

12



4. BERUVHREICEEYT HIE

1. BERUAEICEET 5FE

CEMBHEORELP~DEHE)

1.1 BAAEFIEE TR OARFOMERIC L0 R esMaz 8 BT 256, 7 72 L— X E B
MERFDS FARAE 2 =9 IR 52 L 72 % o[RS 1~3 AfEke L Chif T3 2 2 E A BL & L,
K MLH O CD34 Ml A B L CTIT o 2 &EDREE LV,

7.2 AFEM RSB EZEI BT 5858, 772 Lb— R %, AFIFRS5E45 BAND 1~3
AEERe L ChafTd 52 2 &2 B L L, Ko CD34 flifati a2 fesd L CTITo Z ENLEE L
/AN

1.3 ARAHEMCARM M2 B BT 256, FRICRH MM B —~OARFI O HIZEE
LTk, BWER & LT, ‘B, 28 BEE. AR, AlI'P & LDH EH. ALT E5. AST
ERABRBONDZENHDHDOT, BELZ TV, HEICEE L, HE - &5 00 %08 T
THI L,

<>

7.1 BAACERIERR THRICARFIR G L 0 RIS MEogi e, fREITH2BEDT 72—
A DEGEFEATREICOWT, JRBREGEZ B8 L CRidl L7,

7.2 AFEM (EFIRRE) CRMMEMROEER, BBZITHO>HEOT 7 = L — 3 Al TR
HNZOWT, JRBREGE 2 B8 L CRiall L7,

7.3 KiYMmEMEE A2 B0 & LI@EA~OR G CHRE SN ERBIERZRE L. AF Ok
FAZEEICIT ) 2D DOEEE A LT,

(MNAAERHRIEIC & B IFPBRIBAME)

1.4 ZOM O3 /VEIZKTS 2 ER O REICEIT D, [W—0O0 A LFRE & 1T, HUEEREEHE
DRI N DOHEL R —DEFHREL VA TH D,

1.5 KFNOBEAZ L0 | 5 P ERES B ARE 2 7§ IR 2 i % 5,000/mm3 (5 L 72 a3 5
ZIEd 223, AR ERES 2,000/mms PL EIZEITE U, BYWER 8D K 9 iR 3 7 < |
ARANTXS T2 BOGHED B BFHE DR EDPHERTE 5 LW LSS IIE, AR OREH 5T

e N1/ i B S W
1.6 D AALFEFRERN OB 571 24 B LIN K O 544 T 1% 24 FFREILAN O ARF| O 51308 5 =
ko
<PERD

7.4 — IR ERIME 2 RIE U 72 B 2R — DL 2 E 2 RRRIZAT o 72856, RIRRELL B4
BRI 2 B AET 5 ARV E B2 b b, 20k, Ra—ALKIZBWTZD L)
7R BT L D ROEEED S G-CSF WA O & G-BMENRD b T D, Lo L, (bSEIEA
OFEFECH &N 270 255 I X FFRE L LL_E O I P ERBME DS FIE T 5 B DMIARI 72 72
ZOEIBBRENRESNTND,

7.5 fEEANICB T D AP ERE O IEFEIL 2,000/mm3 Ll ETH Y . Z OEfEZHE 2 TV UYL 7
DMK 25 ¢ B2 b, 47 L EkEE 5,000/mms UL _EF CRE S#72<
EHLREMENPHRTEIHALEZILNDTD, ZOXIBRENRESNTND,

7.6 —BIZHUEANTHEEMEO SOl 23R < EET D 2 LML TN D, L FREERIE GRT 24
REF AN O ARFI OB G- 1%, AFIPBEEZ L0 BEFEDMERE S LT B 5 A S U@ 2358 < 1E
MU B ~obu oM ErE Caaaams) 28 X Vi< BT 2R RMER H 5, iz,
(L FIIERNBE 5T % 24 BERILANICARR &2 B 5 L7236 FusAl o PR E R C L 55 il
PHIER & BRI~ O ARF O FEIEHEE R 2P LARFI OV ED +53 & B o7 Al EE
MRd b, iz, ZORIZERNTHK T 2 1ERZFFORAINIAFT 25 2 L 134rE L2
LEZHND,

(E FEEFEVAILA HIV) BREDBRICKIEE KT FHIKBDE)

17 HEHHET 2 BRI ZHLZE L, SOICHHRGDBEREETY 6 A ZIRE LT 5, K
FilZ& 6 Wi 2B TG LIZHE OLEMEITHENL L Ty, 7o, ARz 1 HE U L&kE
L CHHFHEREDOIINA A SN WEEIF G2 TIE L, @URLEZRD Z &,

13



<R
7.7 FHMAH—fREGERRBRIZ BT, 2 HERG TOAHRZNEN 85.7% (18/21 i) Th-o7=Z b,

AFBEEDOH %% 28l E Uiz, RGN NERSATH 6 M A2 CTHEM SRR
DL BEMEIZOWTHER SN TN L E, ko513 6 M ARE L LT,

F o, RERRBICE T, FHPEREIERIIRB L Z 1EE RO TNAZ LY, 18
ML B35 U CHAFPEREDOHIMAZRD B RWEAITIE, ARG 2 Fik L, @y 7oL E
FITOZENEFTF LWVWEEZOBND,

(REIHIEE (BB (1245 FhEkigAE)
1.8 BB PRI Z HoIcATV, i EkE 2,500/mm3  (H M EREL 5,000/mm3) LAk Z#ERf

THIOICKRGREAZHRETLZ L,

SRR
7.8 G MHIFIO G EIIR G 21TV D AIEREL 3,000/mm3 % R AKBRMELR L. e ettas

& L 7= kSR 2,500/mm3 ([ IEREL 5,000/mm3) UL EA#ERT 5 2 ENEE LN EEZ S
j/bfb\%)o

5. ERPRAIR

(1)

(2)

(3)

BEERT—2 /Ny —
RN

PRI BR

TEFER AN B IZERARN (1. 20 2 g/body : 4 4 5], 10, 40 u g/body : 4 3 f5l) KON, KT (10,
20, 40 u g/body : 4 4 ) H[EEH L= & 2 A, AFOEIERICH T D4 EREE ONT [
MERF OB Z 10 1 g L ETHEKFEMICERD -, T OO FEMRA AR 0N A E AT T
IAHNER T 2 B 23807, HirG « CSF HUA b 26 Ttk Th - 7= 10,

FTo, BEEERA 112 20 1 glbody (4% 4 ) 10 JZOX 0.33, 1, 2ugkg (% 3#1) % 5 HIEFIR
NE O FICHEAEE L& 2 A, AFIOFEBEYERICES AP ek, B mERE ORI % H &K
TFHNCRRD T, MIEAE LRI A TIE 20 1 glbody. 0.33. 1 glkg RIS KON 2 1 glkg Fe T
Fe G- 2151, 20 u glbody i F#5-0 3 FIFNC T TR (2 F#5) @ 2461T, #5544 6
~9 H BIZ/,F T AST X% ALT 2A—@PEiC EH L=, WP b EEK FRRCRIEE 2D b 0T
(X772 o lz, ZOMOBFERAAMRE, BT CIXRE 2783, HirG - CSF ikt 24 Ckz
PETHoT,

) AFlOERENT-1 BHEIX 20 gkg, bugkg HHWE 10ugke THDH, 'V—3. Hik
;OHE] 2],

RERICERAR

O AALFIRIET K 2 i P BRI E

[l — O L Z 2 2 — AE M L, JefTO 8 G CAF R EkE Y 1,000/mms BL R T35
TERROONTRARE ERRLE L, BAALFEEERM 3 Btk D 14 A OFARNE S 4
M (0.4, 2, 5, 10pgkg) HOHWTE TS 3 HiE (0.4, 2, 5ugkg) ZHWEMEY
ARIECORXEGEAER 12, fLP2FEK TRANS 14 HMOFIRNEKS 4 HE (0.4, 2. 5,
10 1 glkg) & HWIETRE THE 2 H& (2, 5ugkeg) Z M7=l ToOREGH & BEE 540 % ik
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HIV BEYIE DIRHC K5 2 e i R ERISDE | 87.56% (287  32f) | 85.7% ( 12/ 144

OsZEmsRE (BB (121 9 i ek iE
1996 4 11 H 22 H2>5 1997 45 9 H 30 B & T AU 2 5206 U7z, A IE 1k SE 5]
WIRNT & ETEFEHENENZ NG| HEOZFER UKD 2 STV DRI
THREHM P ICAKEZBE SN2 %2 L ha 2T T ¢ TICHET 5 HIETEmR LT,
BIMEICOWTIX, Y EMA B ERT L e U7 BRI mIE B 28 2170 Tek#E, R
75, HAL, HIEARRE] DSBS 4 X THIELIZEZ A, 3BT~ THRkES HESHh,
ZEMIZOWTIE, BWERANII UTERNI 720> 7=,

W G IE Bl D 3F P ERGR ADE R E SR
S P AR E T ORER it PR A R
SeEIEEE (B CfE D AR ERkiAE | 75.0%  ( 57/ 764 — (_ 53/ 530

HRRE
KRRk e R BRI 3T B R AT

., BEEEZAT2E8F BT HIHERENET 2HMNTI9944F 7 H 1 BHH 1997 4 10 H
3 HECTHEhE L, JEFOBPIT, U hva AT T ¢ TSR 2 W55 5 051 K OV H Al
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2)

(7)

TN BV T Y EIEFID SRS SN S DICFEMARERAINET 2 HED @Y I THE
it U772

HRAMEIZOWTIE, S ERS (I ERE (P ERED) ORREFZLEZ H2IcBE L, ZRET
DOREERG] & bl U 7= 3l &2 SR eGEfE & LT [, o, oW, AL, Bk, e
RHE) O 5 EfE 6 Xy THIE L, [RE, B 28 L LT PHERGE] ZBRWCTHERL
7o & TA, BRUGEEOIRIINEE L AT 585 T 4.5% (3/67 ), BEEZAHT HEA
#T8.8% (5/57THl) THh-oT-,

BEVEIZOWTIE, FEEL2 AT 288 0BT 2RIEARBRIT 15.5% (11/71 #), BEE
EHTHBREFICB T DENWERARIREIL 9.8% (6/62 ) THY ., M HMRERE i)
BERIZBT HREIWERRBE L 21X o o, FEELL I ERAERIX, FEHEZ2HT28E T
% ALP L5 3 . FFHERER S . ALT k5. LDH EH%& 2 45, BEEL AT 5HBE Tl
ALT E5-, ALP EH-%& 2 % L LR EGERAE CoHiid) (2300 2 RIVEH OFEE & Rk
ThHoT-,

A AR AELRE OO 4 FRER B ANE R L2 381 5 FERIFH A
R I RAE & AT L7 B 2t ge & LT, RROZEMERL A O THRFT A2 & %
HAEIZ, 200146 H2 5 200443 A TL bu AT T ¢ TH#& % i LT-,
HIMEIZOWTIE, FIREFMIC X 0 BA% O EROEIESE Z RGBT LT, [+49T
bolo, Rt Thote, HIERRE) O 2B IXSICTHEL, [+ Tholz) LRI
AT REFI DL CHIE ARREIEGNIBRIN) 2 AREFIR & LT, & OREHR, B BRI 31T
D I R ERBEAIMRE D R DT, ARNERIERIL 93.2% (82/88 f5]) Th -7z,
LAV OWTIL, BWEARBLRIL 0.9% (1/108 #) TV | YFZEFNZRE L -RIVEA L.
BRI N (FER W A ZATUVV R D DARHIR Gkt ICB11E) & ONRBIEIR (Rrlic@E 7 5
Z LR KA Gk R ICEE) Tho T,
Rt BB IR L2 35 1 2 4 HR RS NNR HEZD R D B 5 e V22 PRI DN T, FEB DRI S LB
RREEITINEE Z BT,

AREMHE L TEEPEOABTXIEEE LIZFHE - HABROME
% L7

Z Dtk

EERUVREMEICEY SR

1)

2)

3)

TE MR AR AR O ZRAH i HR ~ DB 5

MY o E 10 FUE 17189 B YR REME TP AR 19, 20 fdE A 2123 (] 1) Exfgrk LT
fli 2 OFRBRIZIBNT, DAACFRERATZ OARFIE G-, I OICAFIFEROR GO L5 5120
TH, RNIMEHEBEICSLEEE 2 DD EMHEHEZ RS L ~BI BT 2R BB 6
77

15 IR R R AL IRE O 4T Hh BRE O BE IR e

BRI TH 2 x5 & U “EHERIKERERICIB DT, ARFIRGRT, RPREECHE L CH
B i BRI D I O TR A R e 72 1 (X 2),

D AALTRIEC K B I P ERI D E

MY LN 24250 iR 20, QMR Y PR MR 2729 S e e B i 8089 ([ 3) . FRIEK
R 80, BHSEIRE 35, L %0 MEHA MG L Lo 42 ORBRICE W T, MBA LT RIENTT
% DI EREED D EIEIEE N FRD BT,

4) BRESTCRAEGRE A O P ERIE, RN BRI FE D A R ERIBE, JeRIE - RRsetiar

5)

HERIB I E

FHAEARBMER M 37, B il B OE R 88 25 O KA AT TP BRIV E FBFT A x4 & LTl 4 ORBRIC
BT, AFHFEREUTIECOICII L, AREB G O LoV TR BRI HERF S e (K
4, 5),

b hEARET A NA (HIV) FEGE ORI S s 2 K94 Eks e
BRMEGIERNDIEWERE (=A X) BELERG L L-Fx ORBRICEW T, HIV EYYEGHEIC
BT B i RERBEI 6 U CHFRERER 2 l-o B8 « MERE & Bht HIV A% o FHlipo# 5-% a]
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e & L7z 39,

6) S ndlEE (BB IS0 S i REREAE
XA O SIS IR IE R T 2 %5 & Uz B S MREEERBRIC BT, S iR IER O i
HER (FmEk) g ioxt Lirhek (BiMmER) Boasenicmlig - #Rrad (4 6), sl
Fl e F I A SE2 S G T 19,

rG-CSFiEf & (s.c.) rG-CSFi¥ 5 ug/kg/H (div)
(/mm?) (/mm?) —e— B (n-2~20)
126 v v v v vy vy o : 2ungfkel B B (0=6) 10000 o MR el
—o—: 5ug/kg/BHE (n=6) 5000
100+ —o—:10 e g/kg/ B # (0="6) *
(mean £ SE)
CD34" 75E A4
i M 1000
fa it
% 50 M 500
E53
25¢ o L o
s [ ?c;' LY E-gititad
0 et DEE L . . . . . il 100 ryy yyvevfeqyRY
0 24 48 72 96 120 144 168 192 216 (BERfED 6-4-2 02 4068101214161820222426283032 34363840
BT 5 Bt ] L YEE S oy e
B REAICSITSEREMSHERES X2 SHBAEETECEIT ST RREEMEE
rG-CSFi¥ES 1 g/kg/ H (d.iv.) rG-CSFi: b ug/kg/ B (iv)
{/mm?) {/mm?)
10000 2000+
* L *
& 1000 5
it i 1000
g 100 | ;éa; 500.
Rl e BEEUMER:n=16~25) % (n=1~10)
2t o AEEGTEN n— 5~21) #
1L— rrrryyrrrrryvro 100"'%ifﬁ%ﬁ{&'_b{"'
7 1 7 14 (A% -7 1 7 t! 21{H %)
E3 SMSHEMBEIRKICHT 3HALEEE E4 FEFRMEMICHITSTHEREEMEE
HEATHZ 13 2P IR B Bl R {2
rG-CSFi: b ug/kg/H (iv.) N rG-CSFiE 2 nug/kg/H(s.c.)
/mm) {/mm’)
5000 15000 -
B m
1000 +
i} Jiiig
g 1000 ;g;
500 ;
% (n-3~16) A 500 -
BRI EEHIE
S A A EE A A ER SRS E S ‘ rrrvvrvy .
-7 1 7 14 21(A%0 -6 1 7 14(A%)
B5 BHEEYEREICESIT B FPHREIEMRE Hs BRERORMEMEIBTEICEITSFHEREEEE
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VI. E3hFEE(ICEH T SIEH

1. EEPHICEHESDILEMRITILEME
GCSF: 74 V7T AF A (GEETHHEZ) ., TR TAF N (BIGTHHZ)
XTI TYNT T AT N GRIG X))
EE  BHEOH A ONETIHREL, BROBT SN CEEZ BRI L 2 L,

2. FEBEEH
(1) ERBRL - 1ER%F
1) b FAEREOEEREK = 0 =—JERAE F (G-CSF) & HEAMICERD WL Z AT 5 PEH
BOEMEAF 740 T, B OBERERR AT E X P ER~O b BT AR T LB X
HITUNS 4D,
2)772@@%ﬁ@%$§ffTTP%L av=—REEEHIE LR, ik~ n 77
— Y an =—EAia (CFU GM) WZHVER L7223, JRifnEk % (BFU-E., CFU-E) . E&Ek% (CFU-
Meg) (ZiZ=m =—EKEEIZFRD b o772 (in vitro) 42,
3) Khlza~v R EHW&@%3H%’//%#WW%5?5 ET LV af R ERIEER 2 ) E L7
LA, RO SH-F I ¥ AR AFRER MBI O B — 2 £ TOWIMITAREED 5 BD 2
H IZHEHE iz 49,

(2) EERMITDHHERMIRE

1) EFZ v b, vV AIZ b‘fﬁ?qjijﬁi;‘ﬁ(@ﬁﬂiﬁkfﬁﬁfoﬁimbﬂﬂ WD BT, GFHRERLIS OO RAH L BR
[ZOWTIE, ZOEFITITELITRED SR o T 4449,

2) EH~ U AKROHUEA *&Ef“\? VADEDBIZRW T AR L T i 50 e K OF Rl BRI e 2
AL, TOHZEIMSET 19,

3) HBIEAFHERBADET NI GUEAR G~ T R 4149 I aiR AT 7 I RERET 7P 49,
HHBE~ 7 % 50) | %M\Tﬁ%ﬁl]ﬁ?@@%@fﬁ%#% LONSY g0yt

4) ?ﬁ%ﬁ?ﬁu&ﬁiic}: 2 0F PRI £ T VE (=0 R) 1TV TGS LI GHE BT &2 B L UL

ICETHESE D 5 OHRR 6T, JUEMEOIGFRNR 2GR S E 52,

RGBS D 1EH (w0 ) 2K 112, £/, iAEWE 9:0)1%?@%)3% (wUR) £ 21

R,
=1 P aeruginosa 1 BiEDAETFL (PL)o
P
|
om | ey
B LP- | pgkgs. C. 10* 10° 106 107
0 0 5/5 5/5 5/5 0/5
200 0 3/5 0/5 NT NT
200 1 5/5 2/5 NT NT
200 10 5/5 4/5 1/5 NT
200 100 5/5 5/5 2/5 NT
%2 C albicans BB DEFH (L)%
CPA ARH| AMPH-B P PR D B 5
mg/kgi.p. ug/ke s.c. mg /kgi.v. cfu/~ w7 2 1 9 3
200 0 0 5.1x106 0/8 0/8 0/8
200 0 0.5 5.1x106 10/10 9/10 0/10
200 100 0.5 5.1x106 10/10 10/10 10/10

CPA: > ZukA77 3R AMPH-B: 7 475V > B

5) HHEIMERIIFEE T LEN) (=7 ) IZBWTHEAIR G2 X 0 Bl S iz i ek Qi IR & i
=P 5 L L IR ERE DD AR & SR ST 59,

6) b FRMMEEEKZHWZIREAS Y U RERBRZ B W T, BERERBRERE I & 20 2 e i s
FN O U TREE RIFE S 2o 7= (dn vitro) 59, F7-. 18 E5BH A ROSICB W T,
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(3)
1)

2)

FEINHIBER ORI U CRRB A2 KT S ehvo 7= (in vivo) 59,

E AR IRRFR - i

VB FH R B IRE ]

fEFERR AN B a5l LT, 10u g UL EOHEERE T, §#RNEG-TiE 30 5312 124 R ERE ) 3
DU, 1 REREIRICIEE L2, & HICHMA# T 4a~8 B Ik RME A2 R LTz, I 5Tl
B 5 4 W14 X0 BN/ % 5 40 8~10 WFRE 4 I KA & 7 L7z 10,

1E R Frfge et

R AN B A%t ge L LT, P ERBUE, FRIRN RIS Cix 10 u g LT 24~48 K121
I HIFEERTOIRREIZIE L, B FHERETIL 10u g T 24 HfEI:, 20u g T 48 Ff##%, 40ug T
72 RSB GRITOIRREIZIE L7 10,

E) AFloOEKRENT-1 BHET 2ugke, buglkg 2\ X 10ugkeg THD, [V—3. HEEKD

HE] &,
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VI. EMENEICET HIEE

1. MAPEEDHR
(1) AELEYDLGLDEE
AER R L

(2) BRERABRTHRE SN -IPERE

1) HE[ES
faEE R A B ICFIRIN (1, 10, 20, 40 u g/body) KX, T (10, 20. 40 g/body) (2 HSA
GARA ZHEERG L, mMiETEREZHE L-E 25, R FRETIL, 5 4~6 Bt £ T L
F LDBFEO 2 2R L7228, BRI G- Cld, # 5% E0MITR L 4~8 RERIIZIX[A
—MEOR TERSHOMELUT LR, &5 24 BZICIZIZE A LBEENRL otz 11,

« H& " tiz Cmax
EREER 1« ghody 5%k h pg/mL
1 4 0.43+0.03 —
. 10 3 0.53+0.04 —
IR 20 4 1.02+0.07 —
40 3 1.00£0.05 —

10 4 5.44+1.89 89.9+19.7

kT 20 4 4.49+0.81 151.9+36.9

40 4 4.39+0.42 478.0+66.1

HERSEFICE 5 MERG - CSFREDHE

pgfmL

10,000
1,000 RS ETHSRE
40ug : —=& (n=3), © — -0 (n=4)
- (mean, S.E.)
u F
. 3
® 100+
R s
i3 =
e
10 T=0
HBEENRS
M B 1
1-012 4 6 81012 24 ' 48h
B M

TR A B 1 24 i % 2 BRSO 2X2 7 B A4 — R—{EIc LD, rG-CSF & LT 2ugkg &
BRI T HRE LR i fREHRIZLUI T O L 5 Th o7,

pg/mL

4,000 -
JI[L 3000 - i —0— 50ug BEHE
i ----@--- 100ug BHHH
Fﬁ [l (mean%S.D.)
U= 2,000
E

1,000 [

0 . o)
60 72h

e f&l
2) Hfik s
R A B 14 4 12 HSA #1420 1 g/body Z3# H 5 HEEFHIRN A OVEZ TR LI- X, WT
NOFERKEIZBNTHE 1 BHLHE 5 A HOMFPEEIXIFIZREERE R —ZR L,
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SR E R T DT RIS LR o Tz 10,
F72. 033, 1 XV 2ugkg % 5 HREEIRNG 2 W3 TS L72EEO tig IZWTNOHE, &
HREEEIZBWTH RS & K& 7R TR o Tz,

) AFIOAB SN 1 HHARX 2 gkg, bughkg 5L 10ugkeg THDH, [V—3. HIEKDY
ME)] 2],

(3) th&EE
LG R R L

(4) BF - FRAEOHE
UL L

2. FMEER T A~
(1) A
AR L

(2) RIGEFETFEL
E RN G55 L w
T REITEZYER 2 L

(3) HEAEEEH
RIS BTG & bITRYER R L

(4) PVT7Z R
RN T 7O RN BRI GBI 52287 U7 7 AL 1, 10, 20, 40 g &% ¥ 3.7,
4.2, 2.2, 1.7L/M TH 7= 59,

(5) HHmBHE
fERERC N B T OF RN EEIE - (1, 10, 20, 40pg) ([ZBT DM (Vo) 13 2.7~5.3L T
o7z 55,

(6) Zhith
e e I g FEE T PR
TG Tl 3.5~4.5 REfEZ I i L PR BE A 7R L 72 10,

) AFIOAGR SN 1 BHREZX 2 gkg, bughkg WL 10ugkeg THDH, [V—3. HEKDY
ME 2],

3. BEMH (REaL—Yay) f@iF
(1) BBHE

BN
(2) WA= ZEHERA
PAN-
4. TR
RN G - 3 L
R TFH5-
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1) NAATRATEVT 4 2 B TG TIE 20~34% D AW FIRI S % R4 9,
2) AUC: 0-72 (pg-h/mL) 1

p A& " AUCo-72n
Be G2 1« ghody %k pg-h/mL
1 4 4764236
. 10 3 2,436+321
HARPS 20 4 9,088+484
40 3 23,325+811
10 4 8244293
BT 20 4 1,802+610%
40 4 6,085+890* % 1 AUC o-96n

) AF|OEBRESNTZ 1 BHAEIZ 2ugkg. 5ughkg 50T 10ugkg THH, [V—3. Lk
UHE] ],

5. 9%

(1) ik —RxBEI Y@@
MMERe L
BB

MR- B (7 k)
7w Mz 125G - CSF % 10 1 glkg Z FARNELEIR G- L, 5 30 531 DIRNS AT DOV TREET
L7-fES. I C oM IRE IO TIRETH V|, 1251-rG + CSF F Ik BE T & 45 5 | it
L7eWnWb D EB X iz 56,

(2) Imi&k—RaRERAM @@t
BN t22/4e
<BHE
fRIR~DBATIE (T v B)
IR T » M2 1251-rG + CSF 1 10 p glkg Z #flIRINER G- L7 &, IR IE~D 1251-rG - CSF 1ED
TIXEE A ERED DN o T2 57,

(3) Bt~
AR L
B>
HAHF~OBITE (T v )
HBEHFDZ v M rG-« CSF 1F 100 1 g/kg Z EIRNT G- L, FLiTH~DRBATME 2 MGt L7 fE R,
rG + CSF EDOHITH~OBATIEIZRN 2 E BB BT/ 572 57,

(4) BER~DBITHE
U ERR L

(5) ZOHOMBADBTHE
BB L

(6) MEBARKAE
BB L

6.
(1) RBIEPELR AR HR
BN -y AP
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(B>

REFAL L OGRS (7 v )

BENFRIRAG 2 7 MCBIT D MER OARFIOERIZ, IEHE T v MIEA_RF LS EBIE LT, -,
CDDP ZE 7 v MZEWTHIMBEF 6 OIEKITE S 72 0 BlEAAF ORI > Tnas Z
L DR I T 59,

(2) REICE5T5EBE CP%) OHFE. F5%

BRI L

(3) PERBAMNROEERVEDES

RIS G BTG & BITiEE Law

(4) REYOEEOEERVEEL, FFELE

7.

10

11.

BN

BEt

fEEE R AN B A ICARFN 2 F RN (L 79 AF 2L LT 1, 10, 20, 40 g/body) MO T (L 7
T AFLELTI10, 20, 40pu gbody) IZHEIEE Lo & &, FomBRICKERE (L 77X
FLELT20ughody) Lzt &, WINOMHE, HEICEBWDTHIRFPIBEIREERLLTTH
o7z 1),

) AF|oEBENZ 1 BHHAEIZ 2ugkg, 5uglhkg 50T 10ugkg THH, [V—3. FiEk

OHE] &,

<HE>

PEE (F v B)

Z v M2 1251rG « CSF £ 10 u glkg ZFFIRN & 2 WIEE F# G- L, IR O~ KSHRED B
PEMER A Mt Uiz, SRR 55 4 BRI TR G BUHBE DR 80% LA LN R I HEM Xd1, & D KES
STERED 3 — R THh o 1o, ERATHHTEDK 8% FLE NP SNz, — T R T HREHDRT,
Frh K OEH PRI RN £ 5- SRR OFE R TH - 72 59,

bS5 U RR—2—IZEAT S 1EER

B¢

BHHICLDIBRER

AAHENX. H5FEHR 20,000 DFEAE THDZ EnbBMEITEE LWL DEEZ B,

BENDERERILESE
EER L L

Z 0t
BB L
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VI. &t (EALDZEESF) ICBEJI SHIER

1.

ERNBEFDER
E SN TV

T g

. ERRBLEZDEH

2. B2 (ROBHIZIFFEELLEWNI L)

2.1 ARF IRk = v = — Bl e 1 SN mEYE O BF (8.2, 9.1.1 B ]

2.2 ‘EREF OIEERDA3W LT BB B i R R OSRY IMIR I ZEER OB 55 F
BEME B fp R (FR SR EEIATE O 2R B BEME 1 L5 (26§~ 2 FUEME Al & oL S L
T3 5856 %R<) [11.1.8 ]

<>

2.1 RHIH DL, OFERIER = 1 = — ORI 73 L 2IREBUE OB 263 2 BE I,
FRGICE DY a v 7SO REVE 2 BT D120 b G9_& Tl & LidH L7,

2.2 FFH L <X EMEARIE T, D ORFIE SR EBET OZFERED JH LT 7w E i
FMFIEGNIC B G LI A2iE, BT OFERNHINT 2 al e R Sz 2 &b, 4
IEFI~OFE- TIXFERE MO FREMEN T E K2\, ZO72d . SMEEHEE A imwE i xh3
HAFNOME A (HELOCHE) 2855 Lo # L,
72717 Uy BRI SUTEEATE O 2 B B s 16 2 HUEME A & O EE S LTS
THEAERLS (IVI—5. EEAREARNER L ZOHE—8.13, 8.14) &),

- RERIIHRICEET B £ T DER

(V. BRICET LA 22352 L,

. RZERUVRAEICEHEY 5FE L TNDEH

(V. JBIEICEIT2HE] 223752 &,

. BERGERMIE L ZDER

8. EELEARMIE

(GhEESLE)

8.1 A& G-I L E MR A AT\ MDA EIZAF ek (B ERED) M LenX 51z
THEET S Z L, MEDL EICHINNERD AL, B, KK 5 7 Sy aLE 2 B b
Z &,

8.2 WWBUEZE DG % THIT 272D, BEAICE L T3 7 LV —REFRR, 3 BUEZE 2 DT
oz aiTo 2k, (2.1, 9.1.1, 9.1.2 &[]

8.3 AFIFEIZ L v WIE, PRI T 5 2 L3 H DT, MIRFHIREEOWICHEET S &
EHIC, EHEEERAESICLVBEE T 2k, [11.1.7 3]

SR>

8.1 MBI L7 5 A IIREE PR AR F OFBNEE TE RV LT,

8.2 AHNZ X 2BBEUES DG Z TR D702, BERNCT LV X —BEARE, EYimEUEsE

ODNWTHHRMZEIT) 2L e, EROBIENEELZZ OND,

83 MI—8 (1) EXRZREIWEM&WMIER) S

(GEMFMHROREMP~NDES)

8.4 77 = L— U RFWUIRTA RTA NIHKSWTUTHI Z L, 77 = L= AP IRR
FOBEERAEFREDROONDLZENHDHOT, MERELHREOHBIZIT AR EESY
I, AEFGEAERITTEDISHERLELITS T L,
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8.5 AKIFM TR MM Z BB T 556, RO MESIBRE KT —~OARF O I B
LT, UTFTORICEET D &,

8.5.1 FF—XUZ FF—IC D RFERRINDZNVEAEIIMHEE 1T, AFIOFERIC L5 EMDRA
ﬁmowfﬁ%ﬁbfw&w:&\Iom%wtbﬂ%WT &%W%¢f%é:k%+ﬁr
M LAEEEGTHLEATLIZ L,

8.5.2 Ly B DY ABET D72, FANZ HBs HUR. HBc Hiik, HCV Hiik, HIV-1 T
&, HIV-2 ik, HTLV- I HiiK M Mz MG F2AIMA 21TV, LI B v b~ DRYE DO fERRMEA
RN EEERT AL, £, CMV, ~A_RZAMIEFIREEZITH 2 ENEE LU,

8.5.3 ARAIOEHICEE L ClL, MR FHRIMAESIER CThDH Z & AR L, BRITRABIZE L 20
L5125 L LB, ARREERTHRICBODTHLEZEMEOMERZ 012179 2 &,

8.5. 4 AREIOMEHIC X 287, SRS OB L CiL, IEMEMESER 2 & 59 578 Yol /e
WMEZEITHOZ &, T272 L, 77 = L—V AREITIZ i@@$ﬁﬁ& ENBNDZ ENHDLDT, 7
A EED M MREEEMEIER 26 7 2 KA OE T HoIlciEzET 5 2 &y

8.5.5 AHIEMR TH LT 7 = L— 2%1T1E, AMEKEA, /MR RN Z End D
DT, MIEFRIREMEOHER IR E L, @E R/ MWD BN BB, S6R5T7 7L
— L AFHIETAEEBIC, T2 L= RICEDELNZE S X B Mg A S E T
HZT &,

<>

84 T T7xL—VAREITICHT- - L, WMEILEOBEERAEEFRORBALERT 5L, £48
$®%%LowTE%%E%I6 ERVETHDZ EnbitdEi LT,

8.5.1 [FAIFEAMH MR K —I2d1) 2 ARFOMEHRERIT D2, FICERZOENOL S
ﬁLO%TiﬁibfwﬁM:k# BHRNEFTTHDZ L Z FF—ICHP LREEZSS
VBN DT DA LT,

8.5.2 IMiKHA|OMEHFEEHIHEIL L, LI BV hAD T A NV AEDRYED Y AT 2 TET 54
FinHRtHE LT,

8.5.3 ARSI K —~DOARF O FICE L Cix, SFaiic RN el ER Bus il gE 72
BEFSREA B T2 2 & OERR. BB TIRIm F 72 18 i i %5@¢m®ﬁﬁ®%m
MLETHDLZ L, FEEGETHRORMOLEMEIZONTI IS TH RN
LREE L TR L,

8.5.4 EMEIIHRETIER., WRECHLTIT B NT I/ 722, TAEY VERRNT
HAHED, TNHEANCLAWEILT 7 =2 L— RCE D BB R ~D BB L T A Y VD

BIER TH 5 M/ MREEEMHIER & OMABERZEE LEEIT O LERNDH H7-OFH L
to

855 RF— /L vy haxtgd LI OBKRBR CAAIR GHR KL NT 7 = L— A&
R 2 520 L7z K —d 30 il 1 Flic—i@ o A Bk 4 Gl aF e D 23 /1 57z
ﬁ\wfh%7V~F2T%f% IREXRMBEITIR LN o7, L. M/ IMIFANC
DNTIE 62 B 28 BlD R —I2 7 L— R 1L E (5B 76817 L —FK3LLE) 233805
. ZAIVZEE LA EEZRII R0 o720 ODI/ M OHERBIZ DWW TIIEELZ T S &
EZOND, BKOHETIET 7 = b— 3V AE TR/ T~8X 104 1 L K512
DULTEGAIX, S6RDT7T 72— A EHIET 5L LB, 77—V RIZEVHEDL
iz A o/ Mg 2 B ET & LIEEIN TN 5,

GEMEBHIRETEHER D IF PR DIE IR E,. NAIEFEEEIC K BT HEREAE)

8.6 & MM A REAIE B D 5 B JFRE B AVE B B M5 O A TIEARI O IS, BRI
\Z2WT In vitro BRIZ XV . ARFFIKIC L 2 B imEMia OB MOA 42 MR 5 2 L N2 E
LWy, F72, EMIMICERE L OVEIRAEZITY 2 & [11.1.8 /]

8.7 A EBENE (s B TlE, AFIOM IS D BREGHIIIZ DT in vitro iRBRIZ X 0 AFH
FIZ L 2 AR OB OA E A MRS 5 2 ENLEE LV, F72. THIMICmEHRE RO
BHiMmEZITY Z &, [11.1.3 2]
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HIpANE GRER) ICEH LIS B2 WREMEZ S E TE RV, 2D Z & L0 | BH DLV
DN D . EHHNCMIERE R OERIRE 21TV, FEREEOFEZHER T O MLERH D LB 2
bND, £, BIBMBAEES IZB TS, JFREDE A MRES OLEIERETSH 5,
& BT, ARG ATZSRIGIIL 69 28R O ATeErE 2 in vitro PR CHERB T 5 Z L 3=
LWweEEZHND,

(MNAAERHRIEIC & D IFPBRIBAME)

8. 8 FSMBIZHIIEICIS N T, DS AL (MU RIRIE & D) & & bITERO~7 7
ANT T AF L (BIsTHRA) XTT7 47T 2AF 5 (BT Z) DMEH S -3l U
Jified AR T Bl SRR BRE (A ST BME B BEIE A M D U 2 7 SN LT= & D& D & % 60,
AN & B BE BT A ST SV S B e O KRR BAFRIZIA B s TIE R WS, AR D544
TEEOREE T DICBIET LT L,

SRR
N EITEIC BN T, DAL & & I G-CSF 8455 S 7= S0 Ui B g ¢
BB BE AR ST A F R AR O U A7 SN L 7= & OWENH B 60,

CERERBEIREEZ 4 S Fp BRI E)

8.9 BHERIEAEMERED 5 b, IFEREGIN A LF O BB BEE A M5 ~D AT D fERRIED B 4L
TS Z Enb, AAEIOMHEAIZER L CIXBRBHIRIC DWW T in vitro THEK = 0 =— O
HDOENRNWI EEERT DI ENEFE LV, [11.1.3 B3]
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BHEME A MIF~OBAT OSERIED I BTV D, BRI AGERREOFERITIE G-CSF #AN S
THMIERH D Z L BB TEY . G-CSF BANC X HIER IR ENEIT L, BB B M
BITTAZENRNHADT, invitro CHER o =—HIINED SV L AET A L NEE
LWEEZHND,
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(E FRETREVAILR (HIV) BEEAEDBEICKIEZE KT FPEKRAE)

8. 10 HEKIER R ATBKMAL A U, ARANCHK 95 SOSED G T 2 FIREMEN & D720, &5 MM+
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Bz X0 HIV 288853 2 AIREMEIS G E TEX 2V O THRIEABICR T 2852 +0124T1H 2 &
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(BEFRMEEMICH S FPBEBAE. EXRIEIFHIKEAED

8. 11 HOEGDOWHIZHOWTIE, EMNZ OS2 ERICHET L, 072 8E k2 3 L7z
%, BEHOMEICKREGTELZ 2R LI LT, EMOFRFEEO T CEMT L2 L, F
7o RO G DR OBME ik 2R84 5 2 L WK, AR L DRIER BN S 56
R H RGO SN2 AT, BEHICEET LI EEEEAL T L,

8.12 &A%z H G SEL56. HHEADIEFEH 2 WIBTERESRZFHEN Len L 0 ICBHIC
EREZME L, BEREESECOVTHREZMIE T 22 &, TNTOREOLRRFEIETIEIC
B4 28 21T O LIRS, BGOSR ONER SR 2 T DA RT 5 2 Y
F LU,
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AR BPEE M 5 i ERIBE I OV R ERISEIC DWW TR B 2R 52 B
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DEEIRBEFEFIEOFRE 1T O BOFEFHEETEH LT,

(%) EFFEHCERZFETHICTYZ> COREFIE
(CFRE 17 4 4 A 27 HEREZREE 0427002 )
BT DT, EREOFERENEmT 22 ENFAITH LN, EEH CEHN LT
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HIZHT=-TE, UTORICEETAZ &,

(1) EEHCOEFIRDEEEEIT, YAETH CEHREEEEOBEEDONG TH D IEF K
D & IR DIRBOBEF KT H2EE B EORIFICBWNTIToTEBY., +ohkhaef
THERMMT Y Z &,

(2) ELHCENOEARNIIZ, AT 2 M35 L <1 3 HLLEossk, F2# L <16
PRIZEY | BRI E D+ 2BEWRZIRY . +0RBEE21TH 2 &,

(3) v DT ERT L B2 2 ERINEE B QEFHIR D IEEE AT 5 BAITE,. BaRFOXt
JEZEZDNWTHEED MY DT EM & b+ 7edifEx2 XD = &
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INRFED LN G AR OE G2 HIET 5 2 &, [11.1.3 2]

8. 14 AAIZME M 2B, BTk (TER EOMEEMED @O ARKRIK « EIC/RRHE®E A
HIH R~ OB YEAR D H - 7 AL T AF A GHEFHIRZ) ROV 77 AF 5 (s
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WCEH LI S B A AREME A RETE RV, 2D Z L LV BEOLEVEMIEDOHE NS, E
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<SEHEHR>

—ZA&ER (2001 £ 12 ) FTORRKRERICE T SHEER

FHAE Bl 1776
FIVE I FEBUE B 170
FIVE R FE B 322
RIVE A S B3 9.6%
FHEE (%)
FeE - B2 SR e W% 10(0.6)
i 2(0.1)
I FERE () 3(0.2)
BEIR Bt 5 1(0.1)
- EAS SRR B 18(1.0)
A YR 24(1.4)
EaNENG 2(0.1)
5 A 1(0.1)
HRX - RAGARAR R R S PR R 1(0.1)
SRR 1(0.1)
Fithpe TR 1(0.1)
THILE fEE Mg 5 5(0.3)
M H- 1(0.1)
BRI 3(0.2)
T 4(0.2)
HEAR R 1(0.1)
18 3(0.2)
JFl - MAE R BEE JFRERE R H 7(0.4)
AST |5+ 8(0.5)
ALT 5> 15(0.8)
Ta ey Rk 1(0.1)
A - FEMEE Al-P |-5* 44(2.5)
LDH F&* 29(1.6)
KA Y U AIJE* 2(0.1)
Y T RATF TP 1(0.1)
U R 1(0.1)
K7 VT U fgE* 1(0.1)
&AL 7 I fE* 1(0.1)
K7 a— Vi fE* 1(0.1)
IRV VERIMLAE 1(0.1)
1R A e 1(0.1)
I s R B BRI 1(0.1)
I PR 1(0.1)
% 2(0.1)
DS - ) A ApEE DETLIE 1(0.1)
M (Olgsh) P 1 E 1(0.1)
WAL 1(0.1)
FMER - HEPN R SEEREEIN (A MR ERAER) 17(1.0)
H ifn Bk ek 4(0.2)
WDk BR ) 1(0.1)
M/« Ho i e o i 5 i MR 7(0.4)
SRBIE 1(0.1)
S A I, 1(0.1)
WAIR AR R P AR R 1(0.1)
EDN 1(0.1)
HESR A 1(0.1)
— I A By FEEN 40(2.3)
SR 21(1.2)
iy 6(0.3)
IR 2(0.1)
1 AR 7(0.4)
97 1(0.1)
T T 4T —RR 1(0.1)
TR 1(0.1)
CRP |-%5* 5(0.3)
3o R PR HESER UG 1(0.1)
PRPUHAE RS NHEE A 2(0.1)
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—Z&A&ER (2001 £ 12 ) FTOBRKARICE T SBRRERE

HA

U (%)

IR TS

weyarey

2/1694(0.1)

EHEEY LE S

1/1316(0.1)

AST

24/1742(1.4)

ALT

39/1742(2.2)

v -GTP

9/1089(0.8)

aJ T AT T

—F 6/1269(0.5)

LDH

96/1729(5.6)

£
¥
8

LAP 1/59(1.7)
Al-P 91/1696(5.4)
WEH 3/1712(0.2)
TIT I 2/1214(0.2)
BUN 5/1737(0.3)
Cre 4/1730(0.2)
JRIE 4/1133(0.4)
K 6/1305(0.5)
Cl 1/1284(0.1)
Ca 2/1046(0.2)
P 6/977(0.6)
CRP 9/1223(0.7)
MR iR/ 2/317(0.6)
MR i [5] 5E PT 1/693(0.1)
Fib 2/678(0.3)
PRARAE B 1/1396(0.1)
HEH 2/1393(0.1)
vavrly ) —rr 1/1320(0.1)
Vs S )i 1/1311(0.1)
FRARERE (B5E~1997 F) (ZH+5EIER
[EECESS FrmA H 1 Vs BB A
(1991/10~ (1994/07~ (1996/11~ (1996/11~ REt
1994/06) 1997/06) 1997/09) 1997/09)
LRV S X BIE BT 2805 3126 16 53 6000
FIVE I FEBEBIEL 149 419 1 0 569
FIVERZB 5K 206 613 1 0 839
FIE A S BE B3 (%) 5.31 13.40 6.25 — 9.48
FIIVE R OFEHE BIVER ORI BUEGIHE) F (%)
i - e maakEE 341 (0.11) 9% (0.29) 12 5l (0.20)
[ 1 (0.03) 1 (0.02)
Ei 1 (0.04) 1 (0.02)
W5 2 (0.07) 8 (0.26) 10 (0.17)
i - kR ?&% ©0.89) | 28%1 (0.90) 5361 (0.88)
RAHiv 3 (0.11) 1 (0.03) 4 (0.07)
i (A) i 1 (0.04) 1 (0.02)
i G 15 (0.53) 19 (0.61) 34 (0.57)
B 11 (0.39) 12 (0.38) 23 (0.38)
A - R APRCRIEE 2% (0.06) 2 %1 (0.03)
faa 1 (0.03) 1 (0.02)
FN R 1 (0.03) 1 (0.02)
N 1 (0.03) 1 (0.02)
B AR E 14 (0.04) 14 (0.02)
2T 1 (0.04) 1 (0.02)
o e 141 (0.04) 141 (0.02)
R 1 (0.04) 1 (0.02)
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[EEHESS Braax HI1 V& BB
(1991/10~ (1994/07~ (1996/11~ (1996/11~ RE
1994/06) 1997/06) 1997/09) 1997/09)
BAEL 1 (0.04) 1 (0.02)
MR [ 1 (0.04) 1 (0.02
L REE 4% (0.14) 2% (0.06) 6%  (0.10)
M 5= 1 (0.04) 1 (0.02)
M@ - 1 (0.04) 1 (0.02)
BEARIR 3 (0.11) 1 (0.03) 4  (0.07)
A LT 1 (0.03) 1 (0.02)
VB - R b ?5 ©0.89) | 10461 (3.3 12041 (2.15)
v 1 (0.03) 1 (0.02)
s 1 (0.03) 1 (0.02)
JFH e L w 3 (0.11) 32 (1.02) 35 (0.58)
1% AST 57 12 (0.43) 27 (0.86) 39 (0.65)
1fy% ALT |5 17 (0.61) 49 (1.57) 66 (1.10)
v UL e fgE 3 (0.11) 10 (0.32) 13 (0.22)
Mg 5 A7 I F—F k5 2 (0.06) 2 (0.03)
v —GTP L5 5 (0.18) 21 (0.67) 26 (0.43)
fRat - R };j 2.60) | 25761 (822 | 141 (6.25) 3314 (5.52)
Al—P -5 16 (0.57) 106 (3.39) 1 (6.25) 123 (2.05)
LDH |5 62 (2.21) 154  (4.93) 216 (3.60)
= ) Rt e 2 (0.06) 2 (0.03)
FA Y U AIGE 5 (0.16) 5 (0.08)
=~ U Y A E 1 (0.03) 1 (0.02)
i bR L E 1 (0.04) 14 (0.45) 15 (0.25)
S PIZEN T 4 (0.13) 4 (0.07)
&V 7 A i 2 (0.06) 2 (0.03)
17 v — L i 1 (0.03) 1 (0.02)
R A IfUE 5 (0.16) 5 (0.08)
57~ U v AfE 2 (0.06) 2 (0.03)
myg7 7 —¥ L7 1 (0.03) 1 (0.02)
&7 V7 X e 5 (0.16) 5 (0.08)
a) T AT 5 —PIETF 3 (0.10) 3 (0.05)
i RFRIK T 1 (0.03) 1 (0.02)
PR 1 (0.03) 1 (0.02)
1D BRIMLE 3 (0.10) 3 (0.05)
a2 AT T —F L&A 2 (0.06) 2 (0.03)
O - MEREE (%) 2% (0.06) 2% (0.03)
o I 1 (0.03) 1 (0.02)
MEER A4 1 (0.03) 1 (0.02)
M GOl BEE 141 (0.04) 141 (0.02)
Jibd i g 1 (0.04) 1 (0.02)
I e R b 141 (0.04) 6% (0.19) 761 (0.12)
- IR 1 (0.04) 1 (0.02)
MR AR 4 1 (0.03) 1 (0.02)
fifige 5 (0.16) 5 (0.08)
o I BR R 41 (0.13) 4% (0.07)
i 5 (0.16) 5 (0.08)
FULER - e 040 | 1061 032 2361 (0.38)
FoN kA= RIRL] 2 (0.06) 2 (0.03)
Blast {HE 2 (0.07) 2 (0.03)
TERLER R () 1 (0.04) 1 (0.02
IFEER¥E 2 (i) 2 (0.07) 3 (0.10) 5 (0.08)
HifEkEE OF) 1 (0.04) 2 (0.06) 3 (0.05)
AR SOG 2 (0.06) 2 (0.03)
HALY) L SER 4 (0.14) 4 (0.07)
P i BR 7 (0.25) 1 (0.03) 8 (0.13)
/R - iR e 561  (0.18) 14 % (0.45) 19 1 (0.32)
1/ MR E 4  (0.14) 4 (0.13) 8 (0.13)
I (i) 1 (0.04) 6 (0.19) 7 (0.12)
MmyE>7 470 7 =5 8 1 (0.03) 1 (0.02)
7o ko U 1 (0.03) 1 (0.02)
FRREE I P VB [ i (o A 2 (0.06) 2 (0.03)
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[EEHESS Braax HI1 V& BB
(1991/10~ (1994/07~ (1996/11~ (1996/11~ REt
1994/06) 1997/06) 1997/09) 1997/09)

WK SR R b 341 (0.11) 15 %1 (0.48) 18 1 (0.30)
NPN |5 1 (0.04) 3 (0.10) 4 (0.07)
S 1 (0.03) 1 (0.02)
B RE LR 2 (0.06) 2 (0.03)
BRER 2 (0.07) 4 (0.13) 6 (0.10)
JREE 1 (0.04) 1 (0.02)
BUN & 1 (0.04) 4 (0.13) 5 (0.08)
BUN & T 1 (0.03) 1 (0.02)

A 4 b ?;J ©.75 | 60m (1.92) 814l (1.35)
Jgs 2 (0.07) 2 (0.06) 4 (0.07)
SHJA 2 (0.07) 4 (0.13) 6 (0.10)
230 1 (0.03) 1 (0.02)
FEEN 19 (0.68) 35  (1.12) 54 (0.90)
J e (&) 1 (0.04) 2 (0.06) 3 (0.05)
) 1 (0.03) 1 (0.02)
CRP -5 25  (0.80) 25 (0.42)
A TV PREREERE 1 (0.03) 1 (0.02)

KANEARRRE ST R I 2 HAERE (IHFAE) @i TR ALEEIEICES T 2P ERBE  SEY
MR IR DSBIEGR ST T ISR, H T TETE R RS O A O B35 D 72 1T O i O i %
BT ATEDOEM HFIEICETAHTA RI A 1220 T (19934E 6 A 28 HIF) ICHSWTHHE FIEE L E

CHraf#&) Lz,

FERAMRERE (2000~2004 ) (211 5E|1EH

A I s A B B 1 ifn AR R AR e
(2000/11~2004/3) (2000/11~2004/3) o

AR R BIE B EL 743 566 1309
FIAE P S ERUE 114k 369 116 485
FIE R S8 B 5 761 170 931
EIERFEBIERIE (%) 49.66 20.49 37.05
BIVEF OFE BIVER OFERIFEF M (%)
JEYLE S & OVE AR U

W g 1 (0.13) 1 (0.08)
1MiEE LV R EE

M Rk E 1 (0.13) 1 (0.08)

2 ifi. 1 (0.13) 1 (0.18) 2 (0.15)

LR 2 (0.27) 2 (0.15)
o R

A AR 4 (0.71) 4 (0.31)
R F L O

ETNAHY T F AT 7 X —PIE 3 (0.40) 3 (0.23)

el DR L E 6 (0.81) 1 (0.18) 7 (0.53)

AARRGE 1 (0.13) 1 (0.08)
FEppREE

NS 1 (0.13) 1 (0.08)

ARMRE 1 (0.13) 1 (0.08)
TR R

EIEER 10 (1.35) 10 (0.76)

FEPED F 1 (0.13) 1 (0.08)
M, MOEREs & OthpkE =

VR A A 1 (0.18) 1 (0.08)

Hafsde 1 (0.13) 1 (0.08)

IR SRAE 1 (0.13) 1 (0.08)

fiti K N 1 (0.13) 2 (0.35) 3 (0.23)
ks

L 4 (0.54) 1 (0.18) 5 (0.38)

T 1 (0.13) 1 (0.08)

R i 1 (0.13) 1 (0.08)

Mg - 2 (0.27) 1 (0.18) 3 (0.23)
A ARIE R P
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RHH i ATl Eh 5

T M A RS A

(2000/11~2004/3) (2000/11~2004/3) kil
sy 7 (0.94) 2 (0.35) 9 (0.69)
PR 2 (0.27) 1 (0.18) 3 (0.23)
R T kO TR
9 FEIE 1 (0.13) 1 (0.08)
I R 3 (0.40) 3 (0.23)
ZIALBE 1 (0.18) 1 (0.08)
395 4 (0.54) 3 (0.53) 7 (0.53)
SRANM: 2 S 1 (0.18) 1 (0.08
W% B s L OV A& Rk b
BAm 8 (1.08) 8 (0.61)
MaBEsw 2 (0.27) 2 (0.15)
7B R AR R 3 (0.40) 3 (0.23)
L] 1 (0.13) 1 (0.08)
B 35 (4.71) 4 (0.71) 39 (2.98)
VU g 2 (0.27) 2 (0.15)
B 85 (11.44) 7 (1.24) 92 (7.03)
B X OURKEE
B 1 (0.13) 1 (0.08)
TR B L ORLERE
BT 1 (0.13) 1 (0.08)
R EREEERS KOS RPTERRE
HaJr 4 (0.54) 4 (0.31)
T A g 1 (0.13) 1 (0.08)
VA& 5 (0.67) 5 (0.38)
FEEN 48 (6.46) 9 (1.59) 57 (4.35)
I 1 (0.13) 1 (0.18) 2 (0.15)
AR PE TR 1 (0.13) 1 (0.08)
B R
CRP L5 9 (1.21) 2 (0.35) 11 (0.84)
AST L& 28 (3.77) 12 (2.12) 40 (3.06)
ALT b5 30 (4.04) 16 (2.83) 46 (3.51)
rZ AT IS—¥ EH 1 (0.13) 1 (0.08)
747V DA ~—HM 1 (0.13) 1 (0.08)
7 4 7 o fRFEHAN 1 (0.13) 1 (0.08)
U BRI HE B 2 (0.27) 1 (0.18) 3 (0.23)
SEERH IR M 2 (0.27) 2 (0.15)
TEMALE Y b v LR 7T AT R A 1 (0.13) 1 (0.08)
1N 18 (2.42) 18 (1.38)
Al'P 5 119 (16.02) 31 (5.48) 150 (11.46)
Lz L7 F = 1 (0.18) 1 (0.08)
M~ Koo 2 (0.27) 2 (0.15)
LDH #/n 268 (36.07) 65 (11.48) 333 (25.44)
ifn. H R RN 12 (1.62) 1 (0.18) 13 (0.99)
1 R S 1 (0.13) 1 (0.08)
1. H R SEHEN 1 (0.13) 1 (0.18) 2 (0.15)
TR EREE N 1 (0.13) 1 (0.08)
B 2 BRI N 2 (0.27) 2 (0.15)
iR b5 1 (0.13) 1 (0.08)
REEIEN 1 (0.13) 1 (0.08)
H i EREH N 6 (0.81) 6 (0.46)

RRERERRICRITTESR
RIE SN THZRN

BERE
BE STV
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11.

BAEDIEE

4. BRLEDIE

14.1 FEFREFOIE

1411 AFNIRGAITEEL T, 13 7V D EFAK ImL I X L THW D,
14.1.2 JORFHEICER L CiE, 5% 7 R UMK, ARl IREMT 5,

14.2 ZHHREROIE

14. 2.1 AA & 3559 558 13MA & OIRIEZITHORNT &,

14.2.2 B DO ASA T AR OEFRBIIREFES D 2 &,

14.2.3 #RNIZGOHEIE. TELHRITRGHELESTLHI L,

<PERD

14.2.1 FEIRBAFIBBRICEB W TRIEOHIN /2 T —F 372\ 7= DFe#E L 7=,
14.2.2 1YLk 2 &8 Ladd L7z,
14.2.3 # o\ B EE0CHMAOLE, 2ICHIRNKET 5 a v 7 2B TrRERS 57

O, HZE L T30 ENTTRETHZ L,

12. Z0fDEE
(1) ERERERICED IEH

15,1 BREREMICE D < 1EH

16,11 JERIEK = v = — T sl A - S 2 e - U 7 A 2B RVE I B OF S8 R4 T BRI iE
BTN, BRI AERE ST EME R IR ~BIT LTI L OREDRH D,

156.1.2 JERIER =2 v = — TR ORIERIA] - 3551 2 # 5- U 7= AR AR BRI, BE SRR BORE MR S OV
RYELF P ERIAMERE IZIB N T, RAERRENBO LN L OWERDH D,

15. 1.3 BEKIER = v = — T ARl 1 B 2 452 5 U 7 RAE e MR Al R — 2BV T, Bl
FEMEZR 8 M VR B Bl M 3 S AE L 72 & OEDH D,

15, 1. 4 JERIER = v = — R RSO IR 7 B 2 #5¢ 5 L 7o R I ER AR A N — 1238\ T [RIERE
FRIZAE TIZ 2V b OO, I ERFRE, OFEZE, O DR, mEERIEI %, R *
YU NERB NI EDWRED D D,

<R

15.1.1 FAREMEE M (AA) & O Kostmann’s JEEREEE ~D G-CSF WA O B &E 512 L0,
SEEREE A (AML) &2 WIXEHEEEIERER (MDS) ~BA1T L7 IERIDN A
INTWD 69, Zofthizd AA BFIZ G-CSF 84|25 L AML XX MDS (21T L
7o OHENFIL I N TS 656D, — 7 AA BFIZEBWT G-CSF KO 52171
72 &b MDS IZBAT LTz & ol 69 0, SERMEAFHERIEE (CN) B3 220 Bl 45
TeESER ML TP ERE (SCN) B 424 HillZxid % G-CSF ®AF |0 HIZ LV 16 i
O AML/MDS ~ORBATHE SN0, Zivh 16 #llZ4 T Growth Factor 2355 S
% LLHTNZ AML ~OBIT 0N EHE ST 5 CNHBE TH Y G-CSF HLA| & o BEE XA
L DOHE 69 ENH VY G-CSF KO 5 L AML/MDS ~DAT & OREBEFRITIH S 2
2725 TR, L L, G-CSF BAIOF H5AZITAT N A ST SEFI D 72 < 72728
R L7,

15.1.2 AA ZO'CN BFICx LT G-CSF A 2855 L, €/ V I —T HEORAEEFE PR 5
N E ol L OWMENH D 69, AA, MDS KT CN O—#8IZ1Z 7 v — i 2558
HONDHZEBMBLNATEY, ZDX D RAEFNCK LT G-CSF #H|IZ2#& 595 & i
Ja—2ERRTHIENREZLND, G-CSF Al L YRR & ORIz OV TR
flENE L TR0 23, G-CSF A2 B G LR EENRRO LN EOWMENHDH Z &
PO REL L7z,

15.1.3 G-CSF #H|Z £ 5. U7 KIE MM R —I2B8\W\ T, F Rz B Oa g
BEME B IR OFIENHRE STz, WTNORER H AFEREG L G-CSF #A| & oK 55
FRIZIAME T2V S, HERZEMEFRE LT TAEEFESRIRIE LT EORENH -
7o) BER# L7z,
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15.1.4 FERBIFRIZAFE TIZZR Wb DD KM MMl FJ-—I2 G-CSF Uz & 5 L7k
DFFFLT REAEFFLRLE L TINGERNAONTEOWMENDH D Z L bRi# LT,
(BERREN 2%t 52 & LTI AR CITEERENEM IR o2 o7,)

(2) FEERRREABRICE D 1B

15.2 FERRPREABRICE D < 1BFHR
PERIEK = v = — T RO IR 728, BFE o & BRI R X OV e NE RBERIIEER (25 L in
vitro % % M3 in vivo THFEIEEHE M 2R LT L OHENH D,

R
HofEo v MMEBEEMLRE 1073 K Oe N E R 7 128\ C. In vitro & 5\ in vivo T
G-CSF OHIERIEIER N ME SN TND Z En bt Lz,
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X. JEEGPRERERICBA9 HIER

1.

EIPEAER
(1) EDFERER
[VI. FHFEBCBIT 2HHE | OHESM
(2) BEMEEBHKER ST
rG + CSF {FEO AR, RIEMRER, B AP R L OV, M - JEER#s-R. THILAs R,
KM OVEME A, MIERITT D58, RIE - IRIEER 72 El2oW\W T, fix 0@ s AT
et U72, EBRIL in vivo )X ON In vitro D EBR TITV, BRIR TG EH D WVITEEE Z 2
AR, BECBO TR L,
1) AR RIC KT T 2
~ U ADFEARNFE G ICB W CHIERN &, BMEHE, WaEEN R 2 AW QN FRR L E
M. PUSSER R OBIRIEH 2R D 2o Tz,
T2, R IOFIRNEE G 2 I L OE RS L CTH R Z 5 2 o7z,
2) RMEARERIC RT3 R
7 v N OFEARNE GAZ W TAEMRRBERE R A K Y in vitro T ORI IR AR ~DBER
FIIC X DRI L TR % B 2 T o 7z,
F7=, BTy bOSIREOAERIKIZS VT, RFTHREMER iR en-7z,
3) AR K ONEIRAGIZ ME 38
RIFE R 2 OFFARN A 512 B W) TR EMROBRAKIC X .00, 7eFral ik s
BRSO, S DICBRIEOIHELT KU U N X2 AR E 5 2 2o 1z,
F o IR JEEIR T v B OB FEEENC b B E MIE X 2o T2, In vitro RIZEB W T,
U X ORfHFEIGO BREEIH NN ELE Y NOfHEIBOTEF L) v B AKX I
BaCle IZ X D UHEVERIC 6 L T A B2 IpvoT-, 72, FLEy FORHREICHTHE A
& 2 OIHE., 7YX ORI A IC kT 5 KCL o, 7 v o EIESF ICHT 58 m b
= OYHE K O R, FEEIR 7 » S OfiH = O B EFH OWT I L EEL 5 X oo T,
4) W - JEERASRIC KIT R
BRIEA X ~DOFFIRN B TR, Mt DA WO ERIC B %2 5.2 77, in vitro TOE/L
E v MO OBIEARSNORE LR O 2o T,
5) HILERRICKITT
RN G IZB W T~ U ADRKEEIEREL NT v N OBIRGWERCRE L 72hoTz, IHIC
7YX OERALE WE EEN R L CHEEE RIS e o Tz,
6) KEOEMERBC LT T HE
7 v FOFARNE 528V T, JRE - [RPEHREHRIIZEIT R0 o T,
7) MR IE TR
7 v FOBIRNEEGIZB T, 7a bo B UL R RS b a AR T AT RS
BERIES D oTz, £z, U FOEARNEGIZEW T, MKREINEIZ BT 20 o 72,
in vitro \ZEBWW T, SRIMERIZ T 2 IMAER K O IMEEEEER IR 6T, a7—47r . 7
7% NV NN ADP BE b B85 2 e o7z,
8) KIE - PIKIEIEH
7 v FOFIRNE GZBW T 77 = v BIEFERBRIZIB WV CE, rG - CSF O RIEICKT T 2 E
BERITRD D078, G+ CSF EH G20 5 F I EREE IR AE CId e FRIER OB 2S A2
S, RIENBER I NTZ, ~ 7 ADEHENEL 5 XTFRIRN B 5-12 X 2 BHME iRk, 7
kD JEHER T 51T X 5 BRI B W CTRA M B B WIFHIIEERIZ 20 o 1=,
9) ZoMDIEH

~ U ADFIRNEE BN T, @i bfEE R 2 bz RS R T,

PLEDFERAIZ LV | rG - CSF {ETHARAHRER, AVEMRR, BAMRGR KON, M - 78
BRAnR. LR, KA OEMENH, REICHBz LES b0 LS, £, ik
BERR, MEEIE 2 529, wWiEA b 2nZ LR ahiz, L L2 6, rG - CSF
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ERGTHE O AMERBIEINRIE TIIN 7 7 =S KD RIENHTRS N D 2 L SR ST,

(3) T EEHER
M ER e L
2. =MHER
(1) HERSEHHER
/Bt E (uglkg) 79
GoIL) P RN BT wn
N & >5000 >5000 >5000
77 9 >5000 >5000 >5000
2 = 5000 > 5000 -
i ? >5000 >5000 —
B L
(2) REXRSEHHAER
1) diakEM

2)

(3)

(4)

(5)

4 FREEGRER (7> b0 0.1~100 u glkg/H ., EFARA 89 5 A X 1 1~100 1 g/kg/ H | AR
N 8D) AN 13 K EHREHAER (7~ b 0.1~100 u g/lkg/ B, FHRKN 82 KO T 83 ; o
X 1 1~100 u g/kg/H . §#RM 89 ; 7 7 YL 0 1~100 1 g/kg/ B, HARK 89 K OZ T 80) %
117,

ZOREFR AR OFHIEMIZE S ke LT, w8 T ERZ AR L Uic Bl ERESE M, i
ALP, v-GTP @ EH- B86, Wk, ik 2 EhECRMROBN, MK, FHics s~
a7y —YOIEHICENRD bz, A ke LCE, R\HAERIZ, 7> FTHREICET
L EHRIRZE, A X T MO ARIMERES D 23580 iz, E-EREMIC & > TARFNT A
BEHATO DT ORFNTT HHUREADR A BT,

BT ERIX, 7y bo 4E FRIRN) . 13 8 GFRIRN, BT A X0 480 (F
AR 5T 10pgkg/H., 7 A7V Lo 13 @ FAIRN, & F) #5C 100 u g/kg/ B &4k
e,

18 E

7w bk (0.1~10u gikg/ B, IEFEN) 80, 7 H 7 ¥ (1~100 u glkg/ B, FHIKY) 89 12 12 » A
MR G BR & 1T - 72,

ORGSR AR OFHIEMIZE S b E LT, TRk Z AR L Uic Bl ERESE M, i
ALP, v-GTP ® L& BH#, WK, I3 2 B RO M, Mgk, gk 5~
7 a7y —VOIEMALERRD DL, ETERBWICE > TAANITREEA TH 5 72 DAHA|
WX T DPURPEAE N BT,

B ER T, Ty b0 12 » AR (EFEN) &5 T10ugkg/ B, 7H 7LD 12 » A
M (FRIRAN) 5T 100 u g/kg/ B & Ik S nr-,

BEinEMER

25 LR 89)

AR TR BalBR . in vitro YR BB K O~ U 2 % W T2/ MERRER CIIE RFEITER O
LR T,

AR ER

BT RERE DM W TR AR Z R T AT IERE O biLd ., £ RFMERRORSE 7 o
F—H —IEVEICRET 2RO R LR TH o722 & vG - CSFIdASkt b o NRMEA FRIENE
WETHDHZ b, BAFMEITZ WD &I S iz,

ATEFR LSRR

1) SEURAT R OV SRR 5B 90 0 > MZ 1~100 1 glkg/ H & # RN 5 L CHERESIEN) O /E
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2)

FERERE M QYR IR AR I RIT TR B DWW TRt LT, 2 ORGSR, MEREB B 0 —feiRRE, (RE,
BEfE, AW, RRER, TR, ZRPICEFIRD AT, BRI 2% FmEL &
B, MERTAER bR DL oo, MERERENY O AFERERE K DR VLR AT 6~ D A A oD fi 52
BEIT 100 1 glkg/ B & fim S -,

SRERIBE 5RER © 7§ 9 1~100 1 glkg/ H ZFIRNE G- L C, BEW, BRIERAET O
AR (F1) ICRIF T8 2 RET LT,

ORGSR, REW) TlI—MRiE, REHSE, BERICEF XA ONT, JESCETH S A bk
mole, Fio, BEOREMS, BIE, HARFEALRDOLNT, SHICHRSRIZED Filk
OHAES BEILE, REHERE. BEb. TTEROBERED R E, AFHERE. Fo RO AICD
FE e o o, REEWW) O AEFERSEE ., In A8 A ONHAEIRF D8 3212 k3 2 ARH 0 2 B8 50l X 100
r glkg/ B & fam S iviz,

T RIZBNTHFERORBR AT o 728 1] 92, REM Tl 10 p g/kg/ A LL LG CHEATE
DD S OCRE O ININHME R, W NG BARE I S /=8, BaBERIEER S S/ i
72, 100 u g/kg/ B THFERF L IBIRAE MG LTz, L7z > T, BEMW K ONE RISk 5 A
DB ST 1 u glkg/ B & fkim S 7=,

3) JEPEM R O A 53R 99 : T > M 1~100 1 g/kg/ H Z 8RN G- L. REEM) O AL fifkkae

(6)

(7)

AN (F1) OFEIZKITTREBIZOWTHRE LTz, Z£ORE, B Tl —Mekig, (K&,
EEIRE, i N OB IRRE ISR IR DB IR bR ho T, £ FilRoiAER, A% 4B D
TR, LR, IREHR, BE L, 1TEI R OMEE D=, AMSRRICBRE LA LT, Folif
WOFREIZ S BE XA LN - Tz, HREEIT 100 1 gkg/ H &fim STz,

BRI ER

250 u g/mL R OARA| 2 7YX O KRS RN G L, S RATO 8 i M OV O FRE
WO DB DR E S ZBIEL, FHAI U, RSN 2 5500 U 72 /5 5%, AR AR & RS & HE
iz,

Z Dt DYFHEHE

PR MR 99

rG - CSF 3% FCA (Freund’s Complete adjuvant) & & HIZENLE Y MIE TFEREH D W~
7 ZNKET VI =T AV e & BIEENE S U TEAE LT R, G - CSF {FEICFRR 72
IgG. IgE 72 & OHUARREANTRD Ll

LML, ZHE, AFRELE Y hRT T RZE > TRBOEBEATHY . THNERHE SN0
Thd LW =i,
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X. EEMNEIEICET HIEH

1. BHIKS
W A FROLESOug  AENEENR, EERERY
JARBYUELI0ng MRS, O
JARRUUIE 250 MRS, O EER Y
) MR- BRSNS L O AT S D
HHRSY : HRV ) 79 2F 5 GRIEFHHZ) 4 LA

2. HEAME
AR - 3 4R

3. ARRETOIE
Hris - EIRRAT

4. BFWEDIE
RIE ST

5. BEMITEHM
BEAMERLTA R AV
<FvoLBy : A

6. R—m5 - RE
RS, — ) T AFROER T,

7. EEEEFEAAR
1991410 H 4 B (AA)

8. HERTARDFEABRVEARES, EMBELENKFAE. RETHBEAR

B3t 4 SEREARRFEAR ARES EMELERFFAR | REHABFAR

A v ES0ug | 1991410 A 4 H | 20300AMZ00758 | 2022412 H 9 H | 1991412 H 2 H

JA b E100ug | 1991410 H 4 A 20300AMZ00759 | 2022412 H9H | 19914 12 H 2 A

JA b E250ug | 1991410 H 4 A 20300AMZ00760 | 2022412 H 9 H | 19914 12 H 2 A

BB B (BT RRD D)
bt SEIRTTARRFA B AKRES EMEERHFFAR | REFAKEAR

A aYrESOug | 1991410 H 4 H | 20300AMZ00758 | 1991411 H 29 H | 1991412 H 2 H

A Y rE100ng | 1991410 A 4 H | 20300AMZ00759 | 1991411 A 29 H [ 1991412 H 2 H

A Y E250ppg | 1991410 A 4 H | 20300AMZ00760 | 19914 11 A 29 H [ 199112 H 2 H

9. PEXEHEEN. AARVAREEENZENEABRUZONE

ZEHEEHAH EHENE

1993 4 11 A 30 B | ZEEXIIZNR D TR AALEFRIEIC & D IF R ERBAE] (12
< AR Y LM IfE A BN
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10.

11.

EHEFEAH

EHNE

1996 £ 11 H 22 A

ZhRESEZEI R
Me MuEAREY A VA (HIV) BEAIE ORI S 2 2k 4 PERBUIE ] S O T9a
HilIE (BRBAD) (SHE D A P ERIAE | & 380

1997 %12 H 9 H

BNRESUTZNR D 173 AL FRRIEN & D I ERIBAME ] (12
RIS B GEEAMEAF T ERIBAMIE S B 72 b T ERISAE)
- BRSO (GEBAMEAF o BRI S 3 BE 7 A T BRI IE)
- SR REYE B R

ESENI
L AR Y Ve R IIE O A L OV BB TS 280

1998 4F 2 H 20 H

BNRESUTZNR D 173 AL FARRIET & D i ERIBAME ] (12
- FLE EEMEAF TP ERIBME XU B A g TP ERIBE) 23BN

1998 411 H 10 H

T3 AABZERRIEN K D 4 PERIAME | ORBESUTNR, FIER OCHEIZ SV T O 2K

oA L
199948 A 30 H | iRMAE R
NJET VT I mBERE T F AR
200049 A 22 H | ZhEE USSR OEME OE T

M i A O AR i - ~DOB) B ] DB
i 1 AT RIS O 4 HERE OB INe ] ~DAH

2001412 H 5 A

W=
BRPSFonb L7 AX=y, L7227 5=, L AF A= AR

202246 H 20 H

BRESUTANR, HE R O EOIEN
[P ST B ME O G B BV 1 S (2 %3 2 FUBWEIEISEA & OO FRE ] OB

<GERNRIKGEARE

ESYES

OB BRI O 4F FPERE DO HT e
O TRIKBIZI T 2 3 AALTERRIEIT & 2 if T ERBAE
AEY oS, R, SRR, SEIUIEES, iR

OB i S RUERE

THE D A BRI E

OFAERBYERMIZAE D 4 PR E
OFeRM: « Fraethhsr kA iE

BEENR. BIEBRARFABRVZOAR

TRLOZRE ST RIC o & | HFIES 14 &5 2 HA S UKRMEGSEH) OV Tz bzl L
& DEFEEM R,
EEAEH H ShRE ST

200649 H 22 H

OB B AR T O 4 HEREL DB
O FRIKBITI T D 3 AALZERRIET & 2 b hERIBAME
BEY SN, R, SREGE, SEOUMESE. rRRECEMIIONE, kY oo MER MR
OB B SRIERIEGREIS A D A hERISAME
OFAEARBRMAMITHE S 4 P ERRE
OFeRM: « FrFethhsr kA iE
Ot MuEAREY A VA (HIV) BYEOIANRIE SR 2 4 hER D E
Osuye it (BB 1ZfE 5 4F PERBUME

2006 - 12 H 26 H

O e MIa O K4 L ~DEE
O3 I 5 A A R A B 0D 41 o BR R oD BE IR

BEEHME

BB A

SHE

OB BRI O 4 P ERE OB Infie it

O FRURIRITIS T 2 23 AALZERRIEIT K 2 I BRI A iE
EIEY oS, iR, SRERE, SEOUNESS. AhiRR R AN e

OB B RIERIEBREIZAE 9 fF T ERISAE

OFAERBME I 4F P ERIAE

OSERME « FrFEMEAF T BRI IE

1991410 H 4 H~19974 10 A 3 H (& 7T)
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e

ESIES

A

APk WA IR

O AALZEIRIES K 5 I h BRI E

1993 411 A 30 H~1997410 A 3 H (K& 7T)

T AR ERBAE

Ot MuERREY A /LA (HIV) FRYWEDIRFIC S 23k

Ot (BB (SfE 5 4F PERISIE

1996 4= 11 A 22 H~1997 410 A 3 H (& T)

O & i FRAHEL O ARAH L. T~ DB B
O 3 i Al RS AR R O 4 Hh BR B D 3 e e

20004E 9 H 22 H~2004 429 A 21 H (% T)

12. HRHMGIRICET S 1FH
AANE, BEHIRIZRET D HIRIZED STy,

13.

14.

£Ea—F
/A goi:;‘/& 3399406D4027 3399406D4027 199221201 629922101
/A 125 M/g/& 3399406D5023 3399406D5023 199222901 629922201
/A 2;(‘)2 H/g/& 3399406D6020 3399406D6020 199223601 629922301
RIRMBT EDEE

Frigi2 Bt O s JEHESE (CFRK 20 48 3 H 5 HIEA G5 lE 575 63 #5) O —fi &tk L 7= FRk 24
FIRATEE ERE 18 5 CER 24 42 3 A 5 H) BIRFEIL HELH CEFEEE IR, EALM
B HBREAT Y AR N K OVEASS SR SO E 2 A3 12 Tk o =—
TR 34 & LTRESN TS,

PRI DR TE T 15D —FRUEIT A © Tl b O EF AT OV T (R 24 42 3 H 5 AREFE 0305
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2414 : Chugai Pharma UK Ltd

w784 : GRANOCYTE

FITE « Hiks

13 million IU/mL/ 34 million IU/mL, powder and solvent for solution for injection/infusion

13 million IU/mL / 34 million TU/mL, powder and solvent for solution for injection/infusion in a pre-filled

syringe

EIEERAESIIES

4.1 Therapeutic indications

GRANOCYTE is indicated in adults, adolescents and children aged older than 2 years for:

» The reduction of the duration of neutropenia in patients (with non myeloid malignancy) undergoing
myeloablative therapy followed by bone marrow transplantation (BMT) and considered to be at
increased risk of prolonged severe neutropenia.

* The reduction of the duration of severe neutropenia and its associated complications in patients
undergoing established cytotoxic therapy associated with a significant incidence of febrile neutropenia.

= The mobilisation of peripheral blood progenitor cells (PBPCs), for patients as well as healthy donors.

MiEXROHE

4.2 Posology and method of administration

Method of administration

GRANOCYTE can be administered by sub-cutaneous injection or by intravenous infusion. Particular

handling of the product or instructions for preparation are given in sections 6.6.

Posology

Therapy should only be given in collaboration with an experienced oncology and/or haematology centre.

The recommended dose of GRANOCYTE is 19.2 MIU (150 pg) per m? per day, therapeutically equivalent

to 0.64 MIU (5 ug) per kg per day for:

* Peripheral Stem Cells or bone marrow transplantation,

= established cytotoxic chemotherapy

= PBPC mobilisation after chemotherapy.

GRANOCYTE 13 million IU/mL can be used in patients with body surface area up to 0.7 m?2.

GRANOCYTE 34 million IU/mL can be used in patients with body surface area up to 1.8 m2.

For PBPC mobilisation with GRANOCYTE alone, the recommended dose is 1.28 MIU (10 ug) per kg per

day.

()

2. BB T HEBRIEFR
(1) Mm%~ HRGIZRET 2 H
FEE D SmPC (BT DI E~DOR G HHEHRITLLTO LB TH S,

WEIRFICBE T BB

HH L LA
H[E > SmPC (2022 4 5 | 4.6 Fertility, pregnancy and lactation
) Pregnancy

There are no adequate data from the use of lenograstim in pregnant women.
Studies in animals have shown reproductive toxicity (see section 5.3). The
potential risk for humans is unknown.

GRANOCYTE should not be used during pregnancy unless clearly necessary.
Breast-feeding

It is unknown whether lenograstim is excreted in human milk. The excretion of
lenograstim in milk has not been studied in animals. Breast-feeding should be
discontinued during therapy with GRANOCYTE.
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H[E > SmPC (2022 4 5 | 4.2 Posology and method of administration
) Posology
Children

The dose in children older than 2 years and adolescent is the same as in adults
when used to reduce the duration of neutropenia after myeloablative therapy
followed by BMT or after cytotoxic chemotherapy.

Very limited data are available for mobilisation of peripheral blood progenitor
cells at the adult dose.

Paediatric Population

The safety and efficacy of GRANOCYTE in children aged less than 2 years have
not been established.

GRANOCYTE 13 million IU/mL may be the more appropriate dosage for
administration in children with body surface area up to 0.7 m2.

GRANOCYTE 34 million IU/mL can be used in patients with body surface

area up to 1.8 m?.

(kD)
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