20204E6 H 24ET (55 11%)

JF
BE 1 2~8CICRTE BAEEERIEES
BERNEARS : 246 A 873999
i S AR I ER S MR F )
e SIWRRIFY 7T 7 (EIGFHEIRZ) 8
1Y + (-] o . s
FIWANRIFY 7II7:x Sueywyy[KKF]
FIWNKRIF Y 777:100evv9 [KKF]
FILNKRIFY 7II7:315ue 005 KKF
1Y + (-] o . s
FIWANRIFY 7II77::20uevvyy [KKF]
Y - o . orTagat
YIVANRIFY 7IT77::30ue vy [KKF]
n - (] o - st
FIVNKRIFY 7II77:340uevvvy [KKF
2! o ) N . la St
FIVANRIFY 7IT7::60ue vy TKKF]
n + (] o N ot
IVANRIFY 7II77:3120ue ywyy [KKF]
3 + (-] o . oAt
FIWANRIFY 7IIT7::180ue vwyy [KKF]
DARBEPOETIN ALFA INJECTION SYRINGE [KKF]
5Sug 10ug 1548
FASRES | 23000AMX00743 | 23000AMX00744 | 23000AMX00745
BRFERAMA 20194E8 20194E8 201948 F
20ug 30ug 40pg
ASRES | 23000AMX00746 | 23000AMX00747 | 23000AMX00748
BRFERAME 201948 20194E8 F 201948
60ug 120pg 180ug
FAERES | 23000AMX00749 | 23000AMX00750 | 23000AMX00751
) EE-EMEONGFEICLVERT S & BRFERAME 20194E8 H 20194E8 F 20194E8 F
2. Z2(RDEBBICIFREULENT L)
AHEIORF I 20 R F »BFNRERED BE
3. #HRK - MK
3.1 #8B
FIWARRIF V| FUVANRIF V| FNRRIF V| FNANRIF | FNARKRIF V| FIWARRLF V| FIWARRIF V| FUARRIF YV | FVARRIF
BRF5E4 | 7V 7 7 iESug | TV T 7EEIOug | 7V T 7iEISug | TV T 7 EE20ug | 7V T 7 iE30ug | 7V T 7 EAOug | 7V T 7 iE60ug | 7V 7 7 iE120ug | 7V T 7 E180ug
)V IIKKE]| 2 Y PTKKF]| ) Y PTKKE] | ) Y PTKKFE] | ) PTKKFE] | &) > PTKKFE] | ) > PTKKE] | 29 PTKKF] | ¥V ITKKF]
wE 1>V > 0.5mL
- FVNRRLF > 77 7 GBI
D% Sug 10ug ‘ 15ug ‘ 20ug ‘ 30ug ‘ 40ug ‘ 60ug ‘ 120ug ‘ 180ug
L-AFF=V 0.075mg
AU VILR—=1 &0 0.025mg
RINA U VEEZ/KFE S b U LKA 1.19mg
FERILA
pHA Al
AEIDEMRDI T INVRKRIF Y TIUVT 7 (BETFHBEZ) X Fyr A =—ANLAY —IEMTEES NS,
3.2 HEIDMIR
TNRBLF V| TNARELF V| FNRBLF V| FIURELF V| FNRELF | FIURBLIF Y | FNRELF Y | FIRRLF Y | FVRELF Y
HRFER | TIVT7 7E5ug | TIVT 7 iEIOug | 7V T 7iEISug | 7V T 7 iE0ug | TIVT 7 E30ug | 7V 7 7 iE4A0ug| 7V T 7 E60ug| 7V T 7iE120ug | TV 7 7 iE180ug
V)V YIKKFE]| 2 Y VIKKF]| 2 Y PTKKE] | ) Y PTKKFE] | ) > PTKKF] | ) > PTKKF] | ) > PKKF] | VY PTKKF] | ¥V VTKKF]
(=R VN EETBHDOW
pH 6.0~6.4
& K1 (AR AIE T L)
4. MEEXIFZIR

Bi&Em



5. RMBENIFRNRICEHET BF=

5.1 AR OB G I EIMAEICHES HEEFEBHOZEATED 5
NBBFIRETHI L. BB, FEPHICB T 550
RIiF. MEBEHEE TIEINEZ O VIBETI0g/dL(NT
N7V MET30%) A2 EHRE L. EEHEORWHE
HEFEDO MBI RS, MEENTEE K ORI BB R
WERETREINE /O VigETllg/dL(NY M2 Y v ME
T3B%)AKiEERET 5,

5.2 RAIOBEGICELTIE, BHENTHSZ EE2MHEL.
O EMAE (R MM E M. PLIMBREANES) 12135 L v
z&,

6. FENUHE
6.1 MBENTES

- VIEFE

B EE. BAIKIYLRELF Y 7ILT7 7 (GBIETF
M Z) & LT, BIE20ug % BARNIE ST 5,

NRCER, NBICEYAMRELF Y P77 GBET
M z) & LT, JE1E0.33ng/kg (HRim20ug) %
RN ST %,

Y AURIFU(ZARIF Y 77 7 GEBETFHEL
)y TRIF Y R—=¥ BETFHIEZ)E)8A» 50
P 2 Vml &2
B B BRACIEIAMRELFY 77 7 CBET

M Z) & LT, BIEI15~60ug % BIRNEES 3
%,

- R E

B BMSEDESESN-6. BE. RAIZIZS L
NARIF Y 777 GEEFHEMEZ) & LT, #l
[|15~60ug% ERNT 59 %, B 1[EH% 5 TEI
WESHEHE SN TVAEAICIE, FOBETOI
BOHRSEOUSEZHBHEE LT, 28IC1H
BEICEE L. 28I121E30~ 120ug % BIRNE S
THIENTE S,

NR AMSEREIE S N6, EE, DNRIIES L
NRIF> 7L7 7 BEFHEBEZ)E LT, HE
1EI5~60ug = EIRN 59 5, #E1[EH 5 TEIM
WEPHER SN TVAEHICIE. TORETOI
EORSEOUEEZHBHARE LT, 28I1C1E
F5ICEE L, 2BIC1E10~ 120ug % EARN S
THIENTE 5,

7B, WTNOGADEMEROREE., FEHEICK D EEHE
BT 55, BRERE5EE. 1E180ugs 3 5.
6.2 BRSEMEENCFREHEEBREREE

- Ve E

B B, RACIEYURELFY 77 7 GBET
M Z) & LT, 28121 B30ug % KR S ERAR A
#5939 %,

NRCEE. ADNRICIEYIAUVREIF Y FILT 7 GBIEF
fiaz) & LT, 2BIC1E0.5ug/kg (B &E30ug)
%R USEIRNRS T %,

IV ZRORIFU(ZRIFY FILT7 7 CEBEFHT
)y TRIF Y R—¥ BEFHHIEZ)E)#H» 50
P& 2 WIEI A&

B #E. BRAICIEYIUVRERLF Y 7IILT7 7 CBIEF
MR Z) & LT, 2BICLE30~120ug % R XU
HIRNES9 5,

NR BB, NBICEYAVRELF Y P77 CGBET
Mz ) & LT, 2BIC1E10~60ug % KT I %
IRNEEET %,

- R E
WA BSEDEIFSNLZS, BE. BRAIZIES L

NRIFY 777 GEEFHIER) LT, 28
1Z1E30~ 120ug % B2 RS EIRN% 59 %, 238
I 1A S TEMSEDS MR SN TV AFEITIE.
ZORETOIROKRSEDMEEZ#HIBHEE L
T BRI GICEE L, 48121E60~180ug
EERXIGERNES T 52D TE 5,

T EIMSESRASE SN S, WE. NRITIZYIL
NRZFY 7L7 7 GEBEFHEBEZ)ELT. 28
IZ1E5~120ug % B R S B RN 59 5, 23

NR

W1 5 CEMBE P HER SN TV DHEITIE
ZORETOINOBRSREOUEEZHHAR S L
T HEICIEREICEE L, 48IC1E10~180ug
ZRERNXIEBIRABRE T 52 ENTE D,

BB, WINOBRAELEMEROEE, FEICX D EEE
B9 20, mERSEIE,. 1H180ugsd %,

7. BENRUHEICEET HFR

7.1 AMSEDROEZEIIFEEDOHA RT4 V&, &HiD
BiRZ2SEICTH &,

7.2 INROYIERAE

7.2.1 MRERES
BEE VNI TEREZSZICIULRNRIF Y 7ILT7 7 (GE
TR Z) & LT BLES~20ugZ BRSS9 50,

L KA G E
30kg AR 5ug
30kgll_E40kg At 10ug
40kg L 60k g A i 15ug
60kg Ak 20ug

7.2.2 ERBHEENCFEHELBRREE
BHE. NRICIEITREZSEIL, FUWRFIFY TILT 7
GEETHIEZ) & LT, 2BIC1ES~30ug % N I3 #R
W53 5,

(X KA S &
20kg AR 5ug
20kgBL_E30kgHi 1018
30kg BA_E40kg A i 15ug
40kg bl 60k g A 20ug
60kghl | 308

7.3 YIBAYICRAE

DToBEFHICEITE2SZIC, UBIHOT) AuRTF

VBRI EE D SRR OB EEBR UK GHEZIE L. 1)

NEZ5Z &,

B NRICH L TIEBug/kg B2 THRET 254,

HICEET 22 & (MNRICH L TLEIBpg/kgx B2 2 fHH

BERIT 20,0

c Y AR F BIFIAE2E D B VIEBER G ENT
(RY3--E1
UBARIEROTY 2AuRTF L 8FRSEZ &5 L.
TRESZBIIAFOWEHERZRE L, BlE» 5SS
BT 5.

Y AURTF VEFAELE D B WIZ2BEICIEES S
nNTwsEE
U ARIZER oY AuRLF L 8FIRSEZ &5 L.
TEREZSZ AR OVIRIAR ZHRE L. 28I1C1E D 5 #
5x2RIBT 5,

KRB EE
P 2 Hi AR H 2 WIZ2E- O
IV 2uRTF VARG ROAR]  BRA /MR
MRS Z A 2:E )

3,000IU: 1018

3,000IU bug 5,

4,500I1U 20ug 20ug

6,000IU 30ug 30ug

9,000IU 40pg | 4oug

12,000IU 60ug | 60ug

7.4 5 S5
BEHHICINEZ OV BED B VAT 7 v MEIC
WEZ ERBALNZ P - IEER. HFBREHIIAES
OEVEBEDZVIEAT N7y MEAS2EER L TEE
HE D S L7587k E. AERBENIDELIGEAICIE.
TEREZSEBICRSEBZHEBTAZ L, kB, HEITIES
IWRENE LIRS 275 2 &,

F/o. NRICR U TLEBug/ kg2 B2 TRET 554, H
BHIIERET S &,



R (B TN 5 1) O 58 5%

IS4 KAHRSE
15pg
30ug
6018
0ug
120pg
180ug

FR (BRI 5 158) B OVINR (B2 R SIS ERIR I 50 ) D 5%
SRR

NUT| B W N —

245 AREIH G &
1 Sug
2 10ug
3 15ug
4 20ug
5 30ug
6 40ug
7 S50ug
8 60ug
9 80ug
10 100pg
11 120pg
12 140pg
13 160ug
14 180ug

7.5 B5EREER

7.5.1 RFOHRGRBEEZEET HEICIE, REMHBEEET
LEIDNEZ O VEEHZVIEAT M7y MEOHER
E+HSICBEL, B—0BR5EBTANE/ UL VBEH D0
AT 27Uy MEDPRE LR EZRLTWS I &2
UL BT, AlED 528121\ H 2 W IE238 121 [E ) 5438
WCIENCEE TS &, BERIIINETULEVEEH S0
AT b7 Uy MEOHER ZREE L. BMEHRAEZITO 2 L.

7.5.2 1E&H -0 180ugEHE5 L THNET UL VBED S
WEAY 7Yy MEVSBEEEREIGE L 2 0WIESEITE. &%
S58%1/2- L. BEHEZ22ZAICIED? S5ELEH S04
SEICIEID S 2BICIENCEE T 5 &,

8. EEREANEE
8.1 AAFRGICX VLT Y ZAuRTF U HARELE 2 £ 5 KR
HEBEHEONBENHHDT, AEFRGEHTICEMDK
BNV, HEVIZELT IEAEIREERRES 2 &,
[11.1.6%]
8.2 AHIDRHBUCIIBOGFEENEETH D . FREZHIC
BHHO®RE 2T 2 Lo
83 YavI/EORRLETHT A0+ nuMEZE2T5
Lo BEITEBLTIE, BTy a v rEIind sHE0BED
ENBEEfEEZ L TEL &, T, HERB»OHRERT
BET, BERZRELREBICHR-E, +ORBER2ITHC
Lo BrC, BERBERIFRFELHE TS L, 4B,
B ERIBRD 2 WIZKRER ORISR IE. AFoDE
PEIRNS 5 WVIZERICEA L. BERERISOFRBE LW
L RTEERB 2B ERET A EAEE LU, [11.1.58H]
8.4 AFFEEFRIANETO L VEBEDHLZVIEAT Ry ME
ZEMNICBE L, 28071 R4 V%, BHOERE2S
FI2U T BED Lo Mm/ER (IMBGETBEF 2BV TIEA
T UL VBETRg/ALEBH S 0IEAT N7 Y v MET36%
BrERETR)PHobLNEVNEIICHTEFET S &,
BEHEMOBREICBITA2NTE/ O VEEICEEL T, DL
TOEKRABBIEIRE SN TV 5,
CDARER B EERZ ST 5 MEBEHTEEZICB WL
T. BEAEZ O VEEZ4g/dL(~N< b7 ) v ME
429%) ICHMER L7z B Tid. 10g/dL(~< k2 U v ME30
%) B ICHERE U 72 BEICHIR THE TR E WA DR &
Niz&EDWENH 52,
- (RAEHRR IS M B R B 1T BT 2 B M R 5 AR Bk
IR R FHEANC XS RBICOVWT, BEANE uE
VB #13.5g/dLICRRE L BETId. 11.3g/dLIcE
FEURBFICHEL T, ARICEEROLMLE RBEED
HBEENB W EDRENTZEOHRENH BV,

- QBUREPRIR M AI 2 & 0F L TV 2 REHE B R
BEICBOLT, HEAE 0V EE#13.0g/dLICE
E U CRIMBRE AR R FRF SRS shi-BEE 75
T ARDPEEGESh-BEHENET O VEES9.0g/dLE
NE] 5 7235412 AR M ERE IS R 78451 2 5 5) % Lo
Uiz &2 A, ARk AR 78R T 7o AR
ICHE L TERICNZFRORIEES BN EARSN
T EDMEN B B,

8.5 AH SRR OHEBAZERKICIZ, NEJOL VEE
HHVEAT 7Yy MESEEGFEICEREL, ZET S
FTIRELRED S 2LEICIEEEANE /O ViBED S W0
AT N7y MEZERT B2 &, RED EoEIMIEH %
ROIIGEE. KESOBEYLWEBEL &5 L.

8.6 RAEICKVIMELARZFBOHIIHBEN DD, £z, &
MEHEMESHE SN TVADOT, MFE, NEZObL ViE
B. ANY b7 Uy MEZEOHRICHFERL 2P HEET
BIEMFITAETULVEE AT MY Y MEIRRY
WKERSEAEITETHI &, Tz, AFNIFHFERISLHE
THY. TV AURIF VBF L g U COEMER A RE
R %, BRERRBICBVLT, B#5FIBbAESOE
VBEDHSVIEANT N7 Uy MEOK RICKREZET H5E
BIABEDENTVWBIENS, NEJULVEEDH DV
AT MYy MEDPEET A ETHERZHDIITO T &,
[9.1.2, 11.1.4=H]

8.7 KETEICEVEHY VLMIEZRDDGBENH 5D
T, BEEMABYIITY &,

8.8 MIBMEHFICBVTIE, AERSICED v O
ELMEBITEBNORIZ RO HIGEDVHHDT, Vv
v MR MPOEITEENOMREICIE+IEFERET AL, 2
DEHBBEIITY v > FOEER. NIBREFRIOEESD
W RMEL2 LB &,

8.9 HEMBHEEREL I LAKI 25T 2B E&121%.
DTRoEz2EET ST &,

KD OFEHSRETH D DT, KSR EBRG DI K
OBHEE NICESOBE 27175 2 &,

ABEBEROBREIC O, AEIOEIMERRIREE T
HUHEENH 2D Ty AFBEGHIEIIMES LT F= Vi
BRI VLT FoUT7) TS AEZEORBTEEBREL,
HEDH VIR ETIESEOET ABZ ESZ &,

9. HEDHRZHEI DREICEHT IR

9.1 BGHE - BEREFEDHZEE

9.1.1 DEHMERE, INFE. HFEZEDEE. NEFZNSDEE
FEREZEUMREREZRI TR ZENDHESE
BEE2+9ITHO 2 &, MEMAEN LRI % E0HEd
HO. MEERELZEESLVIFERITIBENSH S,
[11.1.1. 11.1.7%H]

9.1.2 BIIEEDNEE
MEERZRDZGEFH V. /o, BIMEERKESH 5
bhasBENLDH 5, [8.6. 11.1.45H]

9.1.3 EYBEIEDEHMEIFEDH D EE

9.1.4 7UIF—FKADHZEE

9.5 117
R SIATIER L C W AR REE O & A e tEicid, BB LEOAE
W EREEZ EE S S SNBERICOAERET S
Lo BMER(S Y FROTYX) THBRE - HERORFTD
EBIEDSHFE SN TWVWS,

9.6 R
BELEOEREROBAREOEREZEB L., FAOMK
FXIIFRIE2 BT A2 & BER(T Y M) TRHHRA
OBV HMESNT VS,

9.7 /g%
EHAEAER. $HER, LR2BRBEOH R 2 05H &
L7-BMEROR2E2EEE U ERRBRIEEREL TV
AR

9.8 E#E
KA OEESICE L TIXMERUONEZ UL VEBEDH 50T
AT M)y MESZBEEICEE L. %58 X35 ZE
BWEHAHIT AL, —~RICEHE CIIEEKENIKTLT
B FEMEESEOEREBREREANT 2 EPZ 0,



1. 8IfER
WROBHERDH bbb ENHBD T EBEETHITITO,
BENROSNIGARICIRE2HIET 572 E B A LE %
o2&,

1.1 EXREIER

11.1.1 BHEZE(0.8%)

[9.1. 1]

11.1.2 BHIM(0.1%)

11.1.3 FFHERERES. #=7E(0.1%)
AST. ALT. y-GTPO LRE %5 FFHERERE. BED
HobNBTENH 5,

11.1.4 SIMEMRE (0. 1%AK5™)
[8.6. 9.1.2%H]

M5 vavd, ZFI45FY—(WIFNLHEERH)
Yavy, 7F747F—(CARE. HRREE. OEF
&, WEERES) Do bbb N D5, [8.35H]

11.1.6 FREFERES (SEEEREH)

HT) AORIF VHEEEZEIRFEREN DS DN
BEI KB OB ZRIE U GET B EZTS 2 & F .
I AaRIF VBFIAOYIBEZIL# TS5 &, [8.15H]

1.1.7 DEBE. FEE(K0.1%KH)

15.1.2 FREHAREERIC & 2 BB H ™ 12 7R I BR3E R
Al RETHI LK. BEEERXIIFHEFED Y A
IO L OW|ED D BT,

15.1.3 77 R EREGEENLPAEREICL2EME
FHENC AR IERGE MRS 73 DG 2 % - B
TIEEEREDORFIE N E WV C PR REICTREN
T DWEN D B,

15.1.4 D AALERE X ESHREZ R T TR LA
£E S B EE ™ 1R MRS MR 73 2 55 U 7R R
HET. ST REREG LIZBBICHRTHECEI SN
EWTRENT EOWENH B,

H) IS DEENOEREIR, RIF TR TH 2.

16. EYENRE

16.1 MoRE

16.1.1 BOig5

(N 1gBREREE (WA NDEFIRARS
MBENT B ICARAI0~ 180ug % HEHIR S L 7z & Z o lliEH
REHEBRUOEMFHEITIA—F I TOEBY TH o7z, MiF
RIEER. BERICZITRAIL TR AL, Zo#BIEZHEED
HERERLUIz. £z AUCRESRICIZIEHAG L TEmL 20w,

—0— 10/1g<n=9>

[9.1.12H] —o— 204 g(n=10)
) FIBEE IR REREICE D <, i chi:jg;
1.2 ZDftDEIER E 1002 0 go;lg(nﬂ())ai.?
%5 E [0.5~1%K]  0.5%KE  [BEAH 2 IO
MEES AR | - OB, M
TERER|(16.2%) BATRHMEIE. #i%. ﬂ_@
PAZE M B IRRE LA Hé
Hi8 E}o%ﬁ\ F
RS RE R HER) —F
(AlI-P_E&H. 0.14 . . . . . . .
v-GTPE 0 48 96 144 192 240 288 336
FriE |A. AST L i (h) B
5. ALTE ) e
. UL MM ENT BE ICHEFIRAR S L & &0
vy ER) ME R EHER (CFE AR
i ) b L7 VG BRI S L7 & 3 OB §5 2 — 5
LS HH B 5
5 N N L= BE& AUCo- ti2 CL Vs
R S, W v LR (ug) |PBER (e mL) (h) (mL/h) | (mL)
YeT NS ] T ey o =
A 10 9 | 125.2439.3 |38.50+18.48 | 87.49+28.32 | 3970826
PN O}F{“’hf—m & 20 | 10 | 268.2%56.8 | 34.54%6.42 | 77.21%14.15 | 3330593
% i ’kﬁf‘ )‘//j\‘ R, A 40 | 10 | 602.8+150 | 32.11+5.44 | 70.13%16.50 | 2851 £476
EM‘*’E@/ HEd, HilAREZ 60 | 10 | 817.6+133.3 | 32.58+5.33 | 75.17%12.28 | 3184592
B B AE o ] MR 90 | 10 |1465.9+335.4|45.37£13.23 | 64.07%13.22 | 2947623
B - T(BUN, 7 120 | 10® | 2075.2+419.9 | 48.67+10.02|59.85% 11.33 | 2962 %560
WIRE VrF = 180 | 10® |3540.9+694.2 | 47.02+6.31 |52.69%10.83 | 2785+545
O LA%) A5 + 1R
WL 8. IER - EH. ) [E —# B
B, +fEER Q) 1EEERFESE (A DR RS
s HE. BR HFE WV, RNERAE. B FRIE B I B O B I AR AI20 ~ 180 g & BRI R 5 L7z & &
- 3 HRE., RS HEE DO MIEFEEHEB R OEYHEEINT A —Y I TOEBY TH->
R BRI, FERES Too MVEHEEZ. HERBICIFERALTERL. AUCRKRSE
PNl BT A B BRI, A BV - 1F IIEIFHE LT L7212,
% - PAZE. B, v MER|TORER 100+ —o— 204g(n=8)
ZF Ot | LDH LA iR, R WEA — gg,uggnzgi
. PR L s 907
%E‘kﬁ‘ﬁ@ﬁ QE\ —A—180 . g(n=8)
= 104
14, ERALOEE &
14.1 ERIFHREEFDFE ?ﬁ%
1 & D|EIH T DAV &, i
14.2 EFIESEFOEFR £ I
TS5V r—uy NOEHGBEEILZNWT &, Ny
TJANY 3 BERTHRETHS VW &,
0.1 T T T T T T — /| —
15. ZD/DFR 0 48 96 144 192 240 288 336 504
15.1 ERREARICE DL 1B B (h)

RS EREE CHEE RS LI L &0
I AR EHERS (PR + R RE)

15.1.1 B AL SIS IC £ 2 BB E ™ 10k
MERE MRPHEFRA 2% 59 5 Z &Ik D EFHEOE
MR sl LOWEN B B0,



REFHB LR R BB (CHREIR TG L & EOEMBENS A -5

&gﬁ tmax Crnax AUCo-= iz
(ug) |PEER 4y (ng/mL) | (ng+h/mL) |  (h)
20 8 45.0+5.5]0.882+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
FrofE £ ARt R

(3) BB RREE (I\B) NDEIRANX 3 RS
M e O BRI AT B VRV AR B RN ARKIS ~ 201 g % B EIEAR A
Be 5. MERRENT B O MRAFHI R I B M 18 RV AR B BN AR5 ~ 20 g
ZHOE TG Uiz & & O EEH#ERE N S 8hE/ S5 X —
ZIILTROEBYTH -7z,
1001

—o— IR (n=7)
—A— T (n=8)

10 1

ML H i (ng/mL)

0.1

72 96 120 144 168

5] (h)
BB R I IR LI RS Lz &0
MiEHREHER (FHME + R (R 2E)

RIEE R R R IC BRI S L7z & & OFEWEE/ ST X -5

0 24 48

AUCo-e ti2 CL Vss
PR (g - h/mL) (h) (mL/h/kg) | (mL/kg)
7 263.7%x118.2 | 26.25+9.14 1.77+£0.74 50.7+9.3
P ME R
BB R E R ICHEE TG Ui & EOFYFLIST XA -5
tmax Cmax AUC()*OO tin2
sk (h) (ng/mL) (ng - h/mL) (h)
8 24.47£19.72 | 1.704%0.755 | 141.1+33.4 | 46.73%£19.74
SPEME AR R 2

16.1.2 RigES

() BEBREREES (RA) NDEIRAX EE TRS
BT EE A0~ 60ug % 2838 KA EMRAR S U7z 55,
RGO EMB R IF A 58I HANERRD sk d -
2o FBNTHEAT P O B 1 B R T ORA7 B8 1 B s R o LR A
10~180ug% RIEEIRNES L7: & S OMEF b T 7 WEICILHE
EREHIRD SN Lo,
FiE RETE AT RB B MR A7 H 18 e B R BB o LS AR AT 15 ~ 180 g % A
R #HE5 L- L E0IiE b5 7 BEICIEELEERD 6N
"ol

(2) 1BEBREREES (\R) \DEIRAX FE RS
MBI IRR R R I AR5 ~ 180 g 2 24 B IR IRN ISR F#%5 L
oL EOMFEP NS 7EBEICIEELEHIRD 5o 720,

16.2 ORI

16.2.1 NAFTFRASEUF 4
TRIF B B IR FR 2 1S AR 20 ~ 180 g 2 B R G L7z & &
DNAFTRATEN) T 41347, 7% TH > 729,

16.3 9

16.3.1 HEERITHE

(1) BRI 5
S v MZPT-FILARIF > 7ILT 70.5ug/kg % BEEIRM
BELzE &, BURIR, M. MiE. 5. B 5B % OmE
ICEWIETREAT R D 571,

vi)-asi
WS Y MIP-FVARRIF > 7T 70.5ug/kg % BiE R T
Uiz, BREE. &, MK, B8, 8. B, BXOBE
I WS REAS IR S i,

17. BRPRAGE

17.1 BHERUREEICET 2358

17.1.1 BRI/ DEER (RS EE)
M BT EBHZ 1216 (RF6LHl. THRTF> 77 7604) % k5
1. AFIGALEI0~60ug) VTR LF > 7IL7 7 (GH2~3ET750~
4,5001U) 2 T B L 22 0% & 285 IEHIRNHE 5 U RIS & A9IE L 720
ZOFER. BIMEHMEEMICB VT, AFIOBIEHRSRIARTS
TNT 7 O~ IEHR S EREOMREET B ERENIY,

BIVE RSB RE (SAAIR 58 T21.3% (13/6161) . =HRTF> 7
VT 7 BERETIL.9%(7/5961) TH > 1z ARG THRBL
FaRIERIE. SILEES. 2% (5/614) . M EF. ByEARER
A HHER OHFRERESR T %3.3% (2/614)) TdH > 7z.

17.1.2 ERRMRSHER (MREREE)
MENT BE 5132 W RIC, A2 E1E ~2EIC1E10~120¢g
OB CHEER LRIBIRNZES Lz, 2O/R, wih

OEEGHEIIBVTLBREGHBFONE O VigEIZ]L.0g/dL

At %2 HEFE L7219,

BIVE A FEIRSAE 1232.4% (166/51301) TH > 7-o EREIEAIE. &

ME10.3% (53/51361)  INE_LEF5.5% (28/51361) . B &k IREE S

PLADHES. 7% (24/513M1) . BhERAREBERAZE2 . 7% (14/513%1) . SEJE

1.8% (9/513f) e UNMAEZEL . 2% (6/51361) Td - 7z

17.1.3 ERE D18H5 (RFHIEHERREE)

RAFHAB B R O B EMEBE 1006 (AFI KO ZRTF > 7

7 7 &506) 2RI, AR QB 1 EIE4E I 1E 15~ 180ug) X

BIARTF Y 777 GEIEIE2EIZ1E3,000~12,0001U) % #

HER L 2P 520~ 28 BEZ THE L, FAEEEZRIELZ. €0

W, BMMERHEEMICB W T, AFI02EIC1E X Ix4EIC 1 E R

THREEIARTIFY 707 7 OBEEIE2EICIEE R #RE5 LR

LEOWREET B ENRENZY,

FIEF S BUARE I3ARFIR S8 T16.0% (8/500) TH - 7z. AHIF

SRCRALLELEWER I, IEEFROEME %6.0%(3/50

B TH -7

17.1.4 ERNE MBREESHR (REHEHBRRESE)

RAFHAB B R O B E MR E 1616 251, AF% 281210

SAFAEIZ 18146 ~ 4 FEFZ T %5 L7z, 581X, 60, 90, 120X

E180pug THEMER Lz, ZORE. AT/ U VEEIIRSH

s ER U, 14GEDFII3I312.0g/dLTHER L7122,

BIVE S BISEE1320.5% (33/16161) TH > 720 EREWERIZ. &

ME6.8% (11/16141) K UL E E575.0% (8/16141) TH - 7z,

17.1.5 EASE NBEE EESEITES)

FERRZEAT B 14661 % SHRIC, A% 238 12 18] S I&438 12 1[E]26 ~ 28

SERIRE R 5 UIEIRMIE S L=, 5813, 30, 60. 90. 120

Z180pug THEIER Lz, ZORR. AT/ UV BEIIRSH

A% ER U, 146EDFEIZI31F12.0g/dLTHERB L2,

BRBOBERFABSE XL TOEBY TH 72,

- BN MAHRER (R R 5) O BIEFFEIRBEEE 1324, 0% (23/964)
THotz. EREWERIZ. EIMELL.5%(11/966]). IME EF K%
OFBEEREGEN 52.1% (2/96(7]) Td > 7=

- B N5 AR ER R (BRI 50) 0 BIAE P SRS E 13.20.0% (10/50
B TH o7, ERBWEMAIZ. MEEF6.0%(3/504]) % O I
J£4.0% (2/5081) Td - 7z,

17.1.6 EANE D1EEE (\BEEERREE)

INVEAB B R B 311 2 R . A %5~ 180 g D & B N ¢l

HiZ L. BB B RRERE R OERBENT RS T2 1\

WEAEICIE] 24BEMRE G IS EIRN S ST EE T8

1EIIE2EIC1E], 24BEEIRNES Lz, 2O/HR. NEZ e

VBB G REA% R U SEDEIZIZIZ12.0g/dLTHERE LY,

B, BFRHORBRIIZD NN >,

18. EEhEIE

18.1 {EFER
AENZ. TV AORZF UZEMEICHES L. & N B i ETER A
fatoxt U TR FER R AT M AL (CFU-E) K& ORI HA 7R 2 BR R B
EXfHAL (BFU-E) B3k D a0 = — B 2 ERTFI IS (e s & 5%
(in vitro) .

18.2 &EMm{ER
AEIZEHEYT ARTT Y MCEIRAZES L&, TRTF >
TIT 7 B U TR ORI 2R IMBRGE I ER (NEZ e Vg
&R OEAR MER OIE) RO 5Nz, oy BHEEMET LS
v MIBOT, RAOBEIRA KO T EIC KD EE 2B mdE
BROLNT-. MOBMT Y MBWLWT, KAEIIZ, ZTRZF>Y 7
VT 7 KD WEEHEE TRSOEMBMENRER LILSY,

19;HE§JJEJZ§J‘(CE§§'%>IE1 EFHIAIR

FNRRIF Y 7T 7 BIGTHEZ)
(Darbepoetin Alfa (Genetical Recombination))

DFE
#936,000

N
b MFfEERO T 2AuRTF C OSEFOT I ) BEEEEE
TEHEDICERSE/CDNAZF v A = —ANL R —IIEMf
WCEALEE SISO 7 3 B (CsoHi300N280244Ss 3 43
F& 1 18,176.59) 572 558y VU E
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WZ &, SFERENRIEE L TRET A2 &,
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(FIVRRIF>Y 7ILT 7iE5ug> )V ITKKF])
0.5mL[10>1) > V]

(FINIRIFY PV T 73E10ugy UV ITKKF])
0.5mL[10>) > V]

(FIWRNKRIF> 7T 7E15ug> U~ ITKKF)
0.5mL[10> ) ¥ V]

(FILRRIFY 7ILT 7iF20ugy VY ITKKF])
0.5mL[10>1) > 2]
(FIWRKRIF> 7T 7:E30ugy V>V ITKKF])
0.5mL[1¥ ) >, 1039 > V]
(FIWRRIFY FILT 7iF0ug U~ ITKKF])
0.5mL[1¥ V>, 10¥) ]
(FILRRIF>Y 7ILT 7iE60ugy U ITKKF])
0.5mL[1¥) ¥ ]
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(FIWRRIFY FILT 7:E180ug U ¥ ITKKF])
0.5mL[1>) > Y]
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