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PRI L i -8B ICHEIR MG L7 & &0
M AR HERS (PR fE + R (R )

PRI MBI B R B (CHIE R NS LT & & OFEEIRE/S T A — 5

&5% tmax Cmax ALIC(reo tin
(pg) HBES (h) (ng/mL) | (ng - h/mL) (h)
20 8 45.0+£5.510.882+0.276 | 137.7£41.3 |95.61%31.13
40 8 52.5%16.9]1.521£0.866 | 247.2+104.9 | 98.28+26.86
90 8 46.5+4.2 1 4.356+1.964 | 651.6%262.6 | 77.09%+34.30
180 8 52.5%18.1]11.641£4.657|1675.4£668.0|82.82+16.27
FHME + IR R

) 1B EREREE (I\R) NDEIRANX EK TS
mwﬁﬁ#ﬁ&vﬂﬁﬁﬁ*ﬁ* RACARE RN AR5 ~ 20 g % Bi[EI BRAR A
B5 . BBLENT K ORI 1 B IR R AR E R RIS ~ 20ug
ZHER NG U7 & & OIE R N OISR EIRE /N5 X —
FELUTOEBYTH Y,
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E 0l —0— HlRPIE T (n=7)
2 —A— TS (n=8)
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i
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0 24

72
W (h)

48

96

120

144

168

PRI R R A BRI SR MG LIz & 20
M IR HERS (P E + R (R )

PR g B R I BB IR N S U 72 & E OFEMBIRE ST X —%

AUCo-e ti2 CL Vss
BEER | (g - h/mL) (h) (mL/h/kg) | (mL/kg)
7 263.7%118.2 | 26.25+9.14 1.77+0.74 50.7£9.3
FIME + e (R
1B R R R I TG L & EOEYERE/ ST X —%
tmax Chmax AUCo-= ti2
asiakia (h) (ng/mL) (ng - h/mL) (h)
8 24.47+£19.72 | 1.704£0.755 | 141.1+33.4 | 46.73£19.74
Y fiE + (R 2

* (4) BREMREREERENDK MRS

HA A R OB [E B B BT BRE IR BE R IS ARFI60 ~ 240ug % 1658
FIRERE TS U7z & &0 5RO M R R & 05y
BN TA—F I TDEBY TH>720 Cnax L PAUCHIZHRE
BICHAILEMERS R o729,

100+ —0— 60pug(n=8 : FIA An=d, [ An=1)
—A— 1204g(n=10 : HA& An=5, ##[E An=5)
. —— 240ug(n=9 : HA& An=5, ®[E An=4)
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IKE[H] (h)

FIAR AT O LA BB TR R B 1
MIER R LTz & & 0 MRS (R 8+ e 22)

BA AR O E A &5 R ARE R RS IS RS Lz & 20
WIEHREIST R — %

&5‘% %&gﬁ%ﬁ tmax Chnax AUCo-t
(ug) |(HEAN, #EAN) (h) (ng/mL) | (ng-h/mL)
60 (484) 82.84+58.18 | 7.044%5.149 | 712.7+515.9
120 (5105) 73.36%52.87 | 5.061£2.271 | 483.8+301.2
240 (594) 60.84+27.42 |11.730+4.116|1309.8+543.3
S E + R (RS
16.1.2 RiE®S

(M 1gEEREE (RA) \DERAX K TIRS
MRBENTEE IS0~ 60ug % 28 B RAERIRNB S U 7o f5 R,

BB SR O Y BRI A 5 R I HARNE(LIZERO s e o
oo BNTHELTH OB BB K O 17 H 18 1 B s B L AR A
10~180pug% RIEEIRMNIZLS L L EOMET T 7 @EICIZIH
FEREHIDD SN o100,
HEB%JE*E%%‘&U%TEHIﬁﬁ%ﬂﬁr%%‘t:$§ﬂls~180ug*a:!if§
BFTRHBREL-EEOMmED S 7BEICIEELLEH IO
"o,



(2) 12 BhERES (\R) NDBIRAX (&R g5
B B R B VR I ARHIIS ~ 180 g % 2438 A BRIR N LIS R R 5 L
oL EOMEF T 7 BEICEEEREHEIRD shzr 7Y,

* (3) BRI MERERENDOK MRS
HA A B U5 [ B 3 528 BORE I B R 1A 60 ~ 240 g 2 1658
BRER T 5 Lz & 2 0MiEd b J 7RI E AR
5NT. WTNOBFICBLTHLHREHIH A8 U CHEELEH XA
boNniEh-o7,

16.2 ORUX

16.2.1 NAAT7RASEUFT 1
RIFHMB LB R B E ICARHI20~ 180ug 2 BBl R G L- & &
DNAFATRAFEY) T 1 1347. 7% TH > 72

16.3 537

16.3.1 #E#AEITE

(1) BRAIR S
HEWET y MBI VRKRIF > 77 70.5ng/kg% B EEIRA
BH L& &, BRIR, K. M0E. B8 B, 88 &R0
ICEWETREDT RS ST,

(vi)-as: 2
S v MTPT-FIUANRIF > 77 70.5ug/kg % BEIRE T
BU-& &, RURE, Mg, M. B8, 28 B, BROBE
BRICE W ETREA R D S 7P,

7. BRPRRLAE

17.1 BMERURLMEICET 558

(BMEIm)

17.1.1 BRE I/ IEEER (MRETEE)
MPEEN BF 1216 (RF61H. TARLF> 7776084l %R
12y AFIGELEIL0~60ug) W THRLF > 7IL7 7 GE2~3[E750~
4,5001U) Z BB L 7275 & 28 ERIRRARPIS% 5 U [F1S6 2 e3E L7z
ZORER, AREFHWESICBVL T, AFIOBEEHEIZTRIF Y
TIVT 7 OB~ 5 L RIZEOMBEEET B EHRENY,
BIfE RS I ARHIR 588 C21.3% (13/6161) . TRTF> 7
VT 7 BERET11.9%(7/596]) TH - 7zo ARIRSBTHBLZ
FEaEWERIZ. RIMEEES. 2% (5/6141) ME EF . BEkiRER
MEHHER O RER T %3.3% (2/6161) Tdh > 7z,

17.1.2 BERREAKRSHER (IRETES)
MRBENTEES L3 %2 WHRIC, AH % E ][0~ 23812 1E 10~ 12018
ORI EHFCEEER L ERABIRNKZES L. ZO/E. wih
OBEHEICBVTHLBREHBTRONE /0 EEIE11.0g/dL
Rits 2R L7,

BIE RS 1£32.4% (166/51361) Th - 7z ELEIEMIZ. &
ME10.3%(53/51361) . ME_EFS5.5% (28/51361) . B AREELR
LB BHHES. 7% (24/51345]) . BhERIREEEAZE2. 7% (14/51345) . ¥E7%

1.8% (9/513f) Fe O 31 . 2% (6/51361) TH > 7z

17.1.3 ERE IEHER (RFHEMHBRERES)

PRTEHAIR M E R O B B B H 1006 (AR KT RIF > 7L

7 7 %&5061) 2RI, AF (2812 1\ 3 IZ4E 12 1E 15~ 180ug) X

BIRTFY 777 GAEXIZ2EIZ1E3,000~12,0001U) % #

HW L2520~ 28BHK FHR{E L. AEE2ZHIELz. €0
FER. ARMERHEESNC B VT AR O8I 1[E x4 12 1 K
THREFIRTFY 77 7 OHREIEIE2E I B R 5 L [FH
HEOMREET S ENRESNED,

EllE P FEBUBE RS (S AFI 58T 16.0% (8/5061) TH - 7z AR
SECEALLELEERZ. IFELFROELE %6.0%(3/50
B TH o170

17.1.4 BENENERBRSHR (REREHERRES)

REHR SRR OB EMES 1616 25510, A2 23E 121
X342 1146 ~ 48 L R 5 L7z, 58I, 60, 90, 120
F180ug CHEMHM Lz, ZOMR, NEF O VREIIREH
s ER U, 14EDEIZIF1312.0g/dLTHERB L2,

BIVE R FEBUBERE 1320.5% (33/16161) TH - 720 FEHEIERIZ. &
MLE6.8% (11/16141) K UM _EF5.0% (8/16141) Td - 72,
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FEREEMT R 14661 & RIS, AH] 2 23812 18 13481215126~ 28
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F180ug CHER L7z, ZO/RER, NEF O VIREIIREH
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- EI NS TIAR 3B (BR AR N % 5) D Bl P FEBRAE B 13 20..0% (10/50
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FE4.0% (2/5061) T&H > 7z
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ANFEAB R R FR A 31 & St RIS . A %5~ 180ug D i N T
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EHRICLEL 2GBERE TG IHIRNE S MGET B E Tl
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B MARTEED O B BERIC BB B E 5200 (A AR A316]) 2 6 RIcAR

A60. 120%13240ug % E1E, 48EEH R F#%5 L. KA 55

Mh1% 6B E S OB Z B L /2™ 2 OREER, AR FRmER]

506105 5. 60ugBED1THIFRLLHI(64.7%) 1201.gE D 1841+ 8]

(44.4%) .\ 240ugB D 15BIH 1061 (66.7%) I AR MIR A ¥ v — REE)

RIEARIMBR A F—RIEH DD 5 iz,

BIEF R 1325.0% (13/5261) TH o 7z ERBEIEMA X, BB

RZ3.8%(2/5261) TH > 720 [5.4. 7.8, 8.128R]
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58%HE

E3) BEAT O E VB, MEsA oG (SER) (8
A 55 4 PR R A R MO SRER . 20054) 2 £%1210.0g/dL
LEEL. 9.0~11.0g/dLA#EFi 9 5 2 & 2 HIIC, 11.0g/
dL% 8 Z 7= 35 A& 1T IIREE

) AFIE SR I, 56 BRI EIC b7z 0 SR I BRI %
DEEET, YEMBHOREANT IO VBE SRS H
TAREANE 2T Y Y IC AR T 0g/dLEL N

E5) A #5517 1 o 85 56 H FE 00 i 1l 8 A A 5% 5 B AR R 56 H
R T 509% DL _E A

18. FENEEIE

18.1 1EFAER
AANE. TYRATRIF UZBRMEIHEA L. & b B BEE MRTER
Rzt U T AR ZEER R AT BR AR B (CFU-E) K OVRiTHA 7R Z B3R R i
EXHAE (BFU-E) F3k 0 a0 = — Bk 2 I EREN IS /e s & 52
(in vitro) .

18.2 &M{EMA
AEIZEHEYTARDT Y MCBIRNES L& &, THRIF >
7T 7 EHE LT XD EREOZRMBRENER(NE/oE Vi
&R O MMBRE D HEHN) 5RO b Tze F/oy BHEMETILS
v MZBOWT, KEOEIRN L O R 52 &0 JEE & &l diE
PROONT. HOBEHT Y MZBWT, KANIZ, TRZFV 7
V7 7 &0 DB WERSHEE TRIZOEMSEMNRZ R LIZHD),

ngﬁmﬁiﬁiéﬁm$WﬂE

FIURELF Y 7T 7 CEETHER)
(Darbepoetin Alfa (Genetical Recombination))
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#936,000

¥iN=]
t MR O T Y 20 R F OSEFROT I ) BEEEZAE
TRHEIICEERSELCDNAZF v A4 = — AN LAY — B
ICEALEAESEZ165E D7 3 BEFRE (CooHi300N228024Ss 3 57
F& 1 18,176.59) 6z Ay VN H

20. BHRWLW EDFR
20.1 CEALFEHER I TR —AErS5T Y VYRR HE R
WZ & SFERENRIEY L TRET S 2 &,
20.2 U VIRIEDT 4 Vb - FoTFRr v THANTVS, T
72U Y YOWBEORENIRDONS L EIFFA LAV &L,

*21. FEREMH

EHER Y 27 EHEEZRED L EYNCERT D &,

22. aF

(FIWRKRIF> 7T 7:E5ug¥ ) Y ITKKF)
0.5mL[10> ) ¥ V]

(FILRKRIF Y 7ILT 7E10ug¥ U ITKKF])
0.5mL[10> ) ¥ V]

(FIWRRIF> 7T 7iE15ug¥ YV VI TKKF])
0.5mL[10>1) > V]

(FIWRRIFY FPILT 7iE20ug YU~ ITKKF])
0.5mL[10> ) ¥ V]

(FILRKRIF Y 7ILT 7:E30ug¥ VU > ITKKF])
0.5mL[1¥ V) >, 10¥) ¥ V]



(FIWRRIF> 7L T 7iF0ug> U VI KKF])
0.5mL[1Z V>, 103 ¥ ]
(FINKRIFY 7ILT 7iE60ug> V> I TKKF])
0.5mL[1>) ¥ ]
(FIWRRKRIFY 7T 7iE120ug> VU ITKKF])
0.5mL[1>V >3]
(FIWRRIFV 7L 7 7iFE180ug UV ITKKF])
0.5mL[13) > ]
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