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R2AX zaim Bug 75903
R2AX 21w 10ug 5903
R2AX 2w 1B ug 75995
R2AX 253w 20 ug 7593
R2T 25w 30ug 75303
R2 251 40ug 75503
R2AX 281 60 ug 75303
R2X 221w 120 ug 75393
R2X a1 180 ug 75393
NESP®INJECTION PLASTIC SYRINGE
518 10ug 15ug
ERBES | 22500AMX01803 | 22400AMX00921 | 22400AMX00922
BR5SEAXA | 20144E1A 2012412 20126 12H
20ug 30ug 40ug
BES | 22400AMX00923 | 22400AMX00924 | 22400AMX00925
BR5SRAEA | 20124E12A 2012412 20124E12A
60Lg 120ug 180ug
ERBS | 22400AMX00926 | 22400AMX00927 | 22400AMX00928
F)FEE-BREOMFZICEIVERT L BR7SREME | 20124E12H 20124E12H 20124E12H
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wE 139> 0.5mL
- FNRELF Y 7T 7 BEEFHEMEZ)
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L-AFH=> 0.075mg
Y VILR—k 80 0.025mg
VR ANAE] U YEETIKFET B T LK 1.19mg
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AT IATS AT AT AT AT IATS AT AT
WR7e4s | ESRESug | EAR10ug | FESNR1ISug | ESHK20ug | ESIE30ug | HEERAOug | ESTRO0Ng | ESHK1200g | SRR 180uE
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4. FHEENIEZHER
OBM&Em
OBREFMERE CH SAM

5. MEEXIFRRICEET D=
(BEEEMm)

5.1 AR OBEIIEIMEEICMES HEEBEBRSOZEIRD 5
NBBEEICRET 5 &, BB, HEMHICB T 2HREN
RIF. MEENHEE TIENEZ O VBETI0g/dL(NT
rZ Uy MET30%) K EBZRE L. EEEOE W HE
FIEEOMIRENT BE . ST BE X ORISR
REETIEINE/ o VBETllg/dL(NY M7 Y v ME
T33%) Kz HZ ET 5,

5.2 AFNIOHBEG I L Tk, BHEMTHSZ & 2R L.
fh D EIMAE (St E M, FLMBRBANES) I3RS LV
Z&,

(EHELNERECHSENM

5.3 IPSSPHC & B Y R BEOHR-2Y) A7 ROEY A7
129 AR R MEIIHEL LT,

5.4 ERABONRE R > BEICBDA2MEFTY 20K
IFVEBEHIIOWT, [BEEREREIOBEONEZHHL.
KR OBEMER R Z TR L7 BT Z2R20H
1 RIA4 V&, BRITOBRESEZICHDEZEDZERZ/TS
&, [17.1.7318]

5.5 AR OFEIIEIMEICMES HEEBEBEES OZEIRD 5
N2BEICRE L. o e, SR> S OB 1%
EMEDRD %2 BWICHERT 52 &,

) International prognostic scoring system ([E g% A
ATV YTV AT L)

6. BiENUHE
(Bam)
6.1 MAENTES
- Ve E
B B, RACEYAMRELF Y 7ILT7 7 BET
MRz ) & LT, BIER0ug % BIRNIZ ST 5.
/NR EE. NI IUVRRIF Y TV 7 CBIETF
f#Lz) & LT, E1EO0.33ug/kg (BE20ug) %
HIRNES9 %,
TV AURIFU(IARIF Y 77 7 CEBEFHHR
) TRIF Y R—=¥ BEFHEZ)E) A » 50
Y& 2 RIS
B #E. BRAICIEYIAULRELF Y 7T 7 CBIEETF
L z) & LT, BLEI5~60ug % BIRNE ST
%,
- MR E
B AMSEDEIES N6, EE. RAIZIZS L
NRZF Y 7U7 7 BEFEIERZ) & LT, HEl
[\15~60ug% BIRNT 59 5, BE1EF 5 TEI
WEPHER SN TVAEHICIE. TORETO]
EORSEDOUEEZHBHARE LT, 28I1C1E
B 50 HE Uy 28121130~ 120ug % BRI 5
THIENTE S,
BMAEDRSES N6, EE, DNRICIES L
NRIFY 7L7 7 BEFHEBZ)E LT, E
1E5~60ug % FEIRNIE ST %, BE1REES TEIN
WEPHER SN TVAEAIIE. TORETO]
EORESEDUEEZHBHAREE LT, 28I11E
B 5ICEE Uy 28IC1E10~ 120ug % B RN S
FTEHIENTE D,
ZB. WITNOBADEMEROREE., FHEICK D EEHE
W oh, BEESER. 1E180ugE T %,
6.2 EEETEERVCFRERIEEERERES
- YIE &

B B, BACEYAVRELFY 77 7 GBETF
Mz ) & LT, 28121 E30ug % KR S ERIR A
#5795,

DEE. DNRICEYVARRIF Y 7T 7 (BIEF
L z) & LT 2BIC1E0.5ug/kg (Bm30ug)
%R USEIRNIR ST %,

/NI

NE

CTYRAURIFU(IARIFY 7ALT7 7 GEETHE
) IARIF Y R—¥ (BEFHHIEZ)E)#H» 50
% 2 P 2

B B, BRAICIEYLRELF Y 7IL7 7 (BIEF
MM Z) & LT, 2BICIEB0~120ug% B2 R i
BIRNIZS T %,

N B, NRICEYVRELF Y PILT 7 CBIET
MZ) & LT 28I21E10~60ug % TR I %
RS %,

- MR E

B AEDRIFESNLZS, EE. RAIZIZS L
NKRIFY 777 GEBEFHEBRZ)ELT, 28
IZ1E30~ 120pug % B2 RS EIRNIE S 3 5. 238
1A S TEMBEDSHER SN TV AFEITIE.
ZOBETOINORSEDUSE ZHBHEE L
T SEICIERSICEE L. HEI21E60~180u1g
EERXIGERNEE T 52D TE 5,

NR BMBESEIB NS BE. NRIZES L
NRIFY 777 EBEFHEBEZ)ELT, 28
IC1E5~120ug% B R G EIRME S 3 5, 238
1A S TEMSESHER SN TWAEEITIE.
FORETOIRIOKRSEDUSEZHIBHAEE L
Ty ARICIE#HRSICEE L, 4-I11E10~180ug
B RXIGEIRNEE T 52N TE 5,

BB, WINOGALEMEROEE., FEHEICK D EEE

I A5, mERESEIE. 1E180ugs 3 5.
(BREEREIREE CHE S EMm)

BHE BAICRYNLVARRIF Y 7UV7 7 GEETHIEL) &

LT, BIE240ug%x ™59 5. &B. BMEROEE.

ERFICIVEERET 5.

7. BENUHEZICEET %2
(BEMZEIm)
7.1 EMREDRO BEEIXZEDOHA R4 V% BRETO
BiRESEICTH &,
7.2 INEDO¥ICIAE
7.2.1 MBERES
BEHEVNEICIETERZSZ2ICVIULRRIFY 7L 7 7 (B
EFHZ) & LT, SEIES~20ugk BIRNIZS T 50,

(£ KA SE
30kg AR 5ug
30kgLl F40kg it 1048
40kg bl E60k g At 15ug
60kgll | 20ug

7.2.2 BREREENRVORERIEESRERES
BHE. NRICIEITREZSZEIL, FWRFIFY 7ILT 7
GEfETHEZ) & LT, 28IC1E5~30ug % KT I #iR
S E A

A& KA G &
20kg A 5ug
20kgBL_E30kgHi 1018
30kg Ll E40kg i 1518
40kg L _60kg i 20ug
60kg DLk 30ug

7.3 1B Z YIOAZ

UTROBEICIITRESEIC, YBIHIOLY AuRTF

VBRI SR D S AR OBRER R ORSHEZRE L. 1)

F =3 - Ry

B, NRICR U TIEBug/kgZ B2 THRET 554, HE

HICEE5 T2 & (MNRICH L TLEBug/kgx B2 2 #H

BERI ),

- Y AUKRIF EIFAGEE D B WIGE3ERS ST
WnHRE
U ARIEROTY 2AuRTF L8R SEZ &5 L.
TRESZIIAFOWEHEZREL. BlE»5%E
ZFIRT 5.



cIYZAURIF VEFIDGELE S BV IE2EIC ][R S S DEREEDEZE*HRIEET AL, 2L, &EkE

nNTWwsEE 2. 1E240ugEd %,
PEZRIZAROT) 20K F U BFREGEZ &5 L. 7.8 KHlZHELTH, o 2BMNBEBNRIRD SNV
TERESZICAFOVIEIAEZRE L. 2281C1E5 5 8 B IR BOEITHRD 5 NIZEEITIE. hoREE
B xRtad %, ANOYVIBA R ERT BT &, B AR SHHZ 6K
AAIBEE REEZELT, ARlOBREGHMEOER 2T 22 &,
VI Z BT AR 5 % W IZ2BH D [17.1.7218]
Y RuRLF VEFRESREOEE] KA /N
CINRIZYIEE A HT23ER) 8. EEREANEER
3,000TU i 15 10ug GhaeshE)
3,0001U M8 [ Isug 8.1 ARHRGIC L DHLT U AT KT F M HUKFEE % S 3
4,5001U 20ug 20ug WBHFHS5DNDEZENHBDT, KHIRSHICEMOK
6,0001U 30ug 30ug EHV, HHVIRELT HBASFIFEEREZES &,
9,000I1U 40ug 40ug [11.1.6308]
12,0001U 60ug 608 8.2 AHIDOMBERBUCIIHOEENEETH D . BRI
7.4 52 BHADOREZITS 2 &
BEHICANE UV BED D 0IEAY M7 Y v MEI (BHEm)

HER ERPALN P IEAR. MFHREHIIAES
OEVEEDDVIEAT 7Yy MEDFLEER L TEIE
HF D 5 L7Z5A R S HERABPLEZGAICIE.
TEESEBIIRSEZERBIT S L, 4B, HET 254
IIZRANE LTIERE T DTS 2 &

F/o. ANRICH LU TIERBug/ kg% B A TRET 21546, E
HIIRETHZ L,

FRA (B M 50) i 5 B IRER
B

EN:IER SR
15ug
30ug
6048
0ug
120pg
180ug

BN (IRPI 5 ) ROV (B R SUSTIRPI 5 ) O
SRALE

NUT| B W —

245 KA G R

1 Sug

2 10ug
3 15ug
4 20ug
5 30ug
6 40ug
7 S50ug
8 60ug
9 80ug
10 100ug
11 120ug
12 140ug
13 160ug
14 180ug

7.5 RS HEREER
7.5.1 KAlOBSHEEET I, KERRZERY

DHIDANEZT O VBEDZVIEAT N7y MEOHER
EHSICBEL. A—0RE5ETANE/ ULV BEH DIV
AT 27Uy MEDPRE LR ZRLTWSZ &2
FUL- BT, AlED 528121\ H 2 WIE258 11 [E ) 5438
WCIENCEE T 52 L. BRERIIINEZOE VEBEDH S0
BAY 7Yy MEOHERZIEE L., HEARZITOZ L.
B5.2 1EH7-0180ugaHELTONET UL VIRED S
WIEAY 7Yy MEDBEEREIGE L 2 0WIESITE, &
S58%1/72- L. BEH5HEEZ2ZEICIED SELEH S04
SEIC1E A S2BICIENCEE T 5 2 &,

8.3 Vav I EORIEETFHTAI-O+NREBZETHT

Lo BEICELTIR, BT a3y 7FITHT 2MELED
ENBEMELTBL &, £y BEHBYP SHBREKRT
BET, BEEZLHFLORBICRIE, T92BIRETSZ
Lo FIC, BEMBERITIERBR TSI L, b,
BERMGR D 5 WIIAREROMERSRIZIE, KAlODE
ZEIRN D 5 WIEAICEA L. BERICOFER L 2N
L EMHRZR 2EERETH I ENEE L[ 1.52H]

A FERBREHREANEZOE VRESSVIEATY Y Y ME

ZEMNICBE L. 2200 ( ¥4 V%, B OE#HRE2S

FIC LT BB FoiEimfER (MgET 8 IB 0L TiEA

EUEVIRBETI2g/dLEBH S W0IEAY M7 Y v MET36%

BEHRETR)DHoONEBNVWEDITHFERET S &,

BEHEMOBREICBIANE/ O VEEICEEL T, B

TOBERRBEEIHE SN T W5,

CDARER B DEREZ ST 2 MBEMEEICBL
T. HEAE O Vv iEE#14g/dL(N< b7 ) v ME
42% ) ICHER L 7B TIE 10g/dL(A~ S 27U v ME30
%) B2 ICHERE L 22 BEICHR TR ERFE WER AR S
Nz OHESH 3,

- REHA R M B R B 1T BT 5 B E NI N 5 R ImER
IR F8ANC X BBEICOWT, BEEANEZ0Y
> #13.5g/dLICERE Lz B Tk, 11.3g/dLIcE
ELURBREZFICHEL T, ARICEEROLINE RERED
HIBEPBN ENRSNIZEDREDSH 5V,

- 2BUREFROR TR E I 2 A0 L T WL A REE B R
BEICBOLWT, HEAEZ/ O VEE#13.0g/dLICE
B U CRIMBRGE MR FRMA SR E SN EBHEE TS
tARPEEGEESNBENET O VREN9.0g/dLE
Nl 5 72 35012 AR MERE 51 K 7 3450 % % 5.) % Lk
Uiz &2 A, FRIMERE AR T 8AIRE T 7S AR
ICHE L TAERICHMAERORBSFEN BV EAREN
T DBENH DY,

5 KAIRGHGER R UCHEBEERICIE, NEZOEVRE

HBVEANT Yy MEPBEEEEICEEL, KET S
FTIGEIE A S2BICIERENE /O E VRED S VI
AT 7Yy MEZTERT 22 &0 RED EOBEIMIERZ
ROHEE R, KREEOBY L NEEZ LS &,

b AAREICEVIME ERZRDZHENH D, £y &

MEEMESHFE SN TVAOT, MIFE. NEZabL Vi@
B. AT b7y MEZEOHBICHAER LAY &5
BIEMFITAETULVEE AT MY Yy MEIKRA
ICERSEAEITETHI L, /2. KENIHHTIEH]
THY, TYATRTF B & g L COE /e R
BT 5. BRRBICBWT, BE5HIEE AT O
VBEHDNIANT MYy MEOKTICHMZET BIE

(B HEFRERE CH S EMm)

7.6 OFEEIEEH & OMFAICOWT, BRIER R
IIRESZ LT W72,

7.7 BB FOEIMER (NEZO YV EETllg/dLiB% B
RET D) ZROIIGEE. BEISLDELHEICIE. 20
BETORSEOFXEBZHRICHET A2 L. T0%B. AN
EFUbCVBESET LEENBREE R BE(NES
oY EETIg/ALAHEHE LT 2)ICE. ZORET

BIDBREDENTVWBIENS, NETULVEEDH VI
AT 7Yy MEDEET 2 THERZ FDIITOT L,
[9.1.2, 11.1.45H8]

8.7 AHIBEICLVEHN ) T ANMELZRDBHEEDNH 5D
T, REEMEEBYIITO &,

8.8 MEBMEHICEVTIE, FFEEICLD Y v bOM
EXIMABENTEBNORINZ RO 255PHLH5DT. v
VMR MBOENTEENOMKERICIE+OEET S E, 2



DEHEBEIITY v POEER. NIBREFOEESD
W B &5 &,

8.9 R BERES 1IN LARI 259 2541213,
DTRoEz2EET S &,

- IKDOFE P RETH B DT, KB EBHREDIGE K
OBHEE NICMESOBE 223175 2 &

- BB R OER IS AR OEIMSEENR T T
SUREENH B DT, AAFEGHIIME S LT F =8
ERIZLTF 7T I AEORGBREEBREL,
HWEDH VIR ETIESEOEY ZUBZ E S L,

(EHERNERECHSENM)

8.10 AANX. MKEBDOEEICH L THouH - Bz
FOEMDOD & Ty RAOMRH P EE & HH s h b EHEIC
DHBEEGT BT &,

8.11 Yavr7FoREEFHTZ-0+0kMized52
Lo BEICEBL TR, B9 Y3y 7%FICud s HEa0ED
ENBHEfFEEZ L TBLLZE, £z, BEHB» SREKT
BET, BELZREDREBIR-E., TORBERZITSC
Lo B, BERBERIFRFECHET S E, 4B,
BERGED 5 WITAREZROWER G ICIE. AFl0LE
BPREMAICEAL. BERSORR LG W & 2iEE%. £
BERETHZENEZ LW, [11.1.58]

8.12 AFHEHIIANE/ OV EEL EHNICEEZ L., BE
D EowEmER(NEZae v iEETllg/dLBZERE T
B)BHObNZNEIICTHERT ST L, [17.1.728]

8.13 AL EHMBKR R UHABEERICIE, NEJOLEVE
EAPRETHETILRIMEENE/ O VBE RS
5 &, BREM EOBMIERZREDHEIE. KEZDH
Yisigs L5 &,

8.14 AR EICKVINELARZEDOHEEPHD. £,
BIMFEEMES RESNTVWADOT, MFE, NEZOb Y
BELSOWBICTFIERLZF6HRE5T 5 &, [9.1.2,
11.1.4=H8)]

9. HEDERZEIHEBEICAHATIER

9.1 GHIE - IEEZFDHZEE

9.1.1 DEHMERE, INFE. MEEZFDEE. NEFZNS5DEE
FERZEUMEEREERCITBZNDGHIEE
BRZ2+2ITO 2 &, MBMAEN LRI 5 E0MED
HO. MEERELZEESLVIFERTEIBENSH 5,
[11.1.1, 11.1.7&ME]

9.1.2 BINEEDESE
mEEFFEZBOIEEVPH V. iz, SMEEME D 5
bhaBENLDH 5, [8.6. 8.14. 11.1.45H]

9.1.3 EYBEEDELEFEDSH D EE

9.1.4 7UIF—FKADHZEE

9.5 i@

R SIIIER L T WA REE O A tEicid, BB LOAE
WA ERME 2 RS SRS NSIBEICDOARET ST
Lo BMER(SY FROTYF) THBRE - BHERORETD
BIEFHE SN T VS,

9.6 RAR
WELEOBEREROBAREOEREZEB L, BAOM
FEXIIFRIE2 BT A2 & BER(S Y M) TRHTHRA
OBITPRESN TS,

9.7 INRE

(BHam)

9.7.1 BHAMFKER. HiER. ARII2B RO 23t
REUTAMMEROREE 2 E U7 BRI X L
TV,

(BREEREIREECH SEMm)

9.7.2 NEEZRRE LIAEROREE2IBIZEE L
FRERERIZFEM L T2,

9.8 SHE
AHNOHEGIZE L TRIMERONEZT O VBED S W0IE
AT N7y MESZSEEICEE L., #5835 RHZE
HEHAHT A&, —RICERE CIIEFEKENMETLT
B FEBIMTEESEOBRSREREEZANHT 2L Z 0,

1. BEA

WOEWERDH b5 ENHBDTEHELTDITITV,
BENDOSNTIGARICIIREE2PIET 572 S BT A 0E %
752 &,

1.1 EXBEIEAR

11.1.1 BIEZ(0.8%)

[9.1. 1]

11.1.2 B§HIM(0.1%)

11.1.3 FFHEREREE. &E(0.1%)
AST. ALT. y-GTPO LR %5 FFHRERE. HED
HobNBZENDH 5,

11.1.4 SIMEMERE (0. 19%AK55E)
[8.6. 8.14. 9.1.2%H]

M5 Y3awvd, ZFI45FY—(WIFNLEEERY)
Tavy. TF7147F—(CARE. HRRE, DEF
&, IHEEZIES) Adh S5bNbZ ERH 5, [8.3. 8.115H]

11.1.6 FREFERE (SHEAREA)

MTY AORIF VHBEEZE RFHRELI DS b
BEIX KB OBREZRIE L GET B RITH 2 & F .
I AaRIF VRIFIAOYIBE LTS &, [8.15H]
11.1.7 DEEE. FEE (%0.1%K5m)

[9.1.1=H]
) FBUE I EEAREREICE DL,
11.2 ZOhDEI1EA

%UE 0.5~ 1% 0.5%km  [BERH
MEFR REIE  (DRE - DR,
fEREE| (16.2%) SEATEHEE . BiE.
2 B R L
R ;oﬁ%ﬁ\ 7
TR RER — 7
(ALP L5.
vy-GTP L
WP B, ASTLE
5. ALTLE
. UL
[V =)
L DN
A N
Rt Ao M) v kR,
BHE. — I El
FR IR AT
- FRHES. ) > SBRE A, F
MRS B, MBS
& 1 A O 1| IR
B - T (BUN, 7
R L7 Foy
D _FR%)
” 7. A - B
L H%. +odsms
. BE DE . RIRE. T
R B G
i R TR R
AN B D e P 5| B - 12
o - p%. P Y
Zoft |LDH L5 R, . WEAR
HARE. VR - R ES.
SR

4. BRALDER

14.1 ERIFFREFDEFER
A & DEFEIZITDhRVWI &,

14.2 EHIGSEFOER
TSrVr—uy ROEEGBREI LAV &, Ny
JANy i, BERTHRETHS RN L,

15. ZOMDER

15.1 ERIRERICE D <IER

15.1.1 B AL I METRIRIEIC L 2 BIMEHES ICHR
MERE MAREE FHA 24559 5 Z &I &k D EFHEOE
TR ol LOWED BB,



15.1.2 SRR R & B B 12 5k 3R i s R+
BHE®RETHI LI, EEEREXIIFREHKDOY A
IHEMUT EOBED B B0,

15.1.3 7St R Z2HEGSNLPALEBEREICE S EME
FHINZ A TR IMERE MA R T 2H 0B E2 2T - B
TREREOHKEHENT VL EDHEIRRABICTREN
=L DWMEND BY,

15.1.4 D AALEEE I BEHRBEE 2 Z T TR VWA AL
£E> B R EE 1R MERYE MRS R 7845 2 % 5 L - iR R
KT, T REBHRELLBEICHRTHTRI TN
EDRENTZEDRENH 5,

E)INSDEEANDESIE. R TIIEENTDH S,

16. EYENRE
16.1 M-RE
16.1.1 BO%S
(M 1BEREREE (WA NDFIRARS
MBHENT B ICARA0~ 180ug 2 BEI#IRAHR S L 7z & & Dl
REHEBROENFHENNIA - I TOEBY TH o7z, Mk
FEER. BERICFIEIHAL TR AL, 2o HED
HEER Uz, 7z, AUCRERSRICIZIZHA LT 22101,
—0— 10pg(n=9)

—o— 20ug
—— 40ng
—A—

( )
(n=10)
( )
—— 90 g(n=10)"
(n=10)%*
(n=10)

I iR (

(') 4'8 9'6 1;14 1;)2 221() 2'88 3'36
5 (h)
1) [ B
MGET R 1 IR 5 L7 & 2 0
RS (P91 + B 2

MBEMT B IS B EIFIRAR S L7z & & DOHEMBB ST X -5

58 AUCo-« ti2 CL Vss
(ug) |PBER (o vm) | () (mLh) | (mL)
10 9 125.2%39.3 | 38.59+18.43 | 87.49+28.32| 3970826
20 10 | 268.2%56.8 | 34.54%6.42 | 77.21+14.15| 3330593
40 10 602.8+159 | 32.11%5.44 | 70.13%+16.50 | 2851 =476
60 10 | 817.6+133.3 | 32.58+5.33 |75.17+12.28 | 3184%592
90 | 10 | 1465.9+335.4|45.37+13.23|64.07%13.22| 2947623
120 | 10 | 2075.2%419.9 |48.67+10.02 |59.85+11.33 | 2962+560
180 | 10 |3540.9%694.2 | 47.02%6.31 |52.69+10.83 | 2785+545

EfE IR

1) [6—#h Bk

(2) BB RREE (MA) NDR %5
TR B B R B 1T ARHI20~ 180 ug 2 Bl R 5 Lz & &
DINTEFEEHESE R OEY BT A Y I TOEBY TH-
Too MIEFEEIX, HRESRBICZIFRAILTER L, AUCRERSE
WIFIE A LTI L 212,

1001 —o— 20pg(n=8)
—o— 40.g(n=8)
—— 90 g(n=8)
= —4— 180 g (n=8)
E
= 10
£
o
a
=
g
g ! I
0.1 — | —

0 4'8 9'6 1;14 1;)2 2;10 2é8 336 504
£ (h)
R AR R A2 1 BB RS L7 & & )
L PP EHERS (I + %)

PRI B RN B (CHEIRZ TG L L 2 OEMBHE ST A -5

&5‘% tmax Crnax AUCo-e i
(ug) |PHER ) | (gmL) | (g-w/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+4.214.356+£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
PagfE + RS

(3) IEMBEREREE (I\R) NDEIRAX 3 E T RS
MR BENT e O R BEE T BRI AR E RN ARKIS ~ 201 g % B EIERIR A
Be 5. RERREMNT K ORI I B Mo )R R AR BRI AR5 ~ 20 1g
ZHEE TG Uiz & & OMmiEREEH#ERE R Y 8hE/ S X —
ZIILTROEBY TH- 729,
1007

—o— #HIRINELS (n=T7)
—A— J T (0=8)

10 1

M #EEE (ng/mL)

0.1 : : : : : : :
0 24 48 72 96 120 144 168
5 (h)

PRI R R BB IR IR MG LTc & 20
I35 AR EEHERS (PR A R 22)

BB RR R R ICEEBIRAR S L & 2 OEMELIIT A -5

AUCo- ) 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
T e
W S FER 1 BB T 5 L7 & & OSENBRE $ 5 A — &
tmax Cmax AUCU*DO tl/Z
BEBEH | ) (ng/mL) | (ng - h/mL) (h)
8 24.47+£19.72 | 1.704+0.755 | 141.1+33.4 | 46.73+19.74
T

(4) BHERRERBEENDE TS
HA A R OB [E B Bl T BRORE R BE R IS ARH60 ~ 240 ug % 1638
FIRER THE L7 & 05RO i iR EH#R R OEY)
HENT X =TI ROEBY TH>720 CroaxLTAUCHIT 5
BICHAIL B2 RS o729,

100+ —0— 60pug(n=8 : FIA& An=d, W An=4)
—A— 1204 (n=10 : HA An=5, #[E An=5)
. —— 240ug(n=9 : HA An=5. [ An=4)
-
E
2 104
e
s
i
b
g 14
0.1

0 2'4 4'8 7'2 9'6 léO 14"4 1('58
5] (h)
FIAR A% ORI AP B ST U B 1
WERTRS Uk & 3 OMEh I (FHIE -+ BERE)

HAR AT O 5 B B IR & ICE R R G Lz & & 0%k
MEREIST X —5

&5‘% *&Eﬁ%‘ﬁ tmax Crnax AUCo-+
(pg) [(HAEA, BEA) (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
THfE+ RERE

16.1.2 RERS

(M 1gBERERERE (RA) NDERAX K TIRS
MEBENTEE IS0~ 60ug % 28 B [RAERIRMNR S L 72 /53R
ARG 1 DS BRI H) (B G RIS L RZEALIIRR D 5 i -



oo SBMTHEAT oD B B AR K OV R A HA 1S 1 B v B 3 L AR
10~ 180pg% RIEHIRNISG Uiz & EOMEF b T 7 BEICIZHE
ELEHEIRO N o0,
FEREE AT FB R R OMRAF B A B v R 38 LS AR AN 15 ~ 180 g % AR
BTHEL-EEOMER 7 7BEICIEZELEZHIED SN
TRiro iz,

(2) 12 BhERES (\R) NDOBIRAX (&R g5
B B R B VR I ARHIS ~ 180 g % 2438 A BRIR N LIS R %5 L
oL EOMET T 7 BEICIEEREHEIRD shzr 7Y,

() BRELWERBEEENDOK MRS
HA A T O [ B 3 52 T8 BORE I B R 1A HI60 ~ 240 g 2 1658
MRER T %5 Lz & 2 0MiEd b J 7RI AR IR
S5NT. WTIOBICE W TG ZE C CHEE LB IR
HoENEPo 7Y,

16.2 ORUY

16.2.1 NAAT7RASEUFT o
R HIIR B R B T ARI20~ 180ug % B R 5 Lz & &
DNAFTRAFTEY T4 1347.7%TH - 7219,

16.3 37

16.3.1 #E#AEITE

(1) BRAR S
T MBS VRKRIF > 77 70.5ng/kg% B EERIRA
BE L& &, BRIR, K. W&, B8, B, 88X OME
ICEWETREDT RS S 717,

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

7. BRPRENE

17.1 BMERUZEMEICET 558

(E4&Em)

17.1.1 ERE I/ MEZER (MEERTEE)

M BT EZ 12161 (RFN6LF. TARIF> T T 7606]) %55
12, AFIGELE0~60ug) L THRLF> 7IL7 7 GE2~3[E750~
4,5001U) % B B3G5 U 72 5% 5 28E BIRHIRINHE 5 U RIS & ARG L 7z
Z DR, BWHEFMEERICB VT, AFOBEIEHRSIZTRTSF
TIVT 7 D2~ ARG ERIEOMREEET B Ehmsniz,
BIVE SIS 13 AR FIHR 5/ T21.3% (13/6141) . TARZF> 7
V7 7 HRERETLI1.9%(7/5961) TH - 720 KA ESHTHI LK
FRWERIE, mIMEEES. 2% (5/6141) MF FF. BhEiRER
PEPHER O THHSEERTE %3.3%(2/6161) TH > 72,

17.1.2 ENREIRSHR (LREREES)

MAEENT B S136] 2 R AH 28 16 ~ 28121510~ 1201g
O FEHFETHEE L EABIIRARS Liz. ZOER. wIn
OREHEICBWTHREHBFOANE /O VEEIXL.0g/dL
A% EHERE LY,
BIVE R RAEE1332.4% (166/51301) TH > 7z FEREIERIZ. &
ME10.3% (53/51361) « I E EF5.5% (28/513f1) « B EARE LS
LB HHREA. 7% (24/51301) . BhERARBEEAZE2. 7% (14/513f1) . SEFE
1.8%(9/513f) & OAEZEL . 2% (6/513f) Td > 7z,

17.1.3 ERE NEHR (REHEHBRREE)

R HB B R O B EMEE 1006 (RFX ST RTF > T
7 7 %&5061) 23Rz, AF (281218 34812 1E 15~ 180ug) X
WBIRIF > 7IL7 7 GALEIIZ2EIC1E3,000~12,0001U) 2 5
HIER L2526~ 28R 5 L. ASHEE2HIELZ, 20
FEER. BMERMESIC B W T AF 021\ k4812 1 [E 5
THRERZIRIF Y 77 7OBEIEIII2EICIEE RS E[E
LOREET B ENRENTZY,

BIVE R FETRSE S S AAR 5B T16.0% (8/5001) TH - 72 AHIHE
SRTRALZELEWER I, EEFRROEME %6.0%(3/50
B TH o7

17.1.4 ENE MBREESHE (REHEMSRRESE)

BB EESEEOBHEEMBE 61612 MRIC. AA% 2811
SAFAEI1[E]46 ~ A FEE T 5 L7z, HERIE. 60, 90, 120X
Z180ug THEIER L7z, ZORR. NE/ 0 VREIIRESH
s ER L. 14EDIEIZIF1312.0g/dLTHER L2,

FlVE R BRBEE 1320.5% (33/16161) TH > 72 FREWERIE. &
ME6.8% (11/16145) K OV E _EFS5.0% (8/16141) Td - 720

17.1.5 ENEE NEEER ERETEE)

FERETEAT R 14661 % X RIC, ARHI % 23812 18] X348 1218126 ~ 28

SERIRE R %5 SRR S L7z, #5813, 30, 60, 90. 120%

E180pug THEMER Lz, TR, NE/uC YV BEEIIRSH

s ER U, 148LIE3131312.0g/dLTHER L72Y,

BREBOBERFABSEE XU RO LBV TH -7,

- EINEE AHERER (B2 N 5) O BIEF FBUBERE 1324, 0% (23/96/5)
THotzo ERBIEMIE. BIMELL.5%(11/966) . IiE 7%
OUFREEREEIN %2.1% (2/96(51) TH > 7=

- EINEE MAERER (BRI 5) O BIFEF FE B 1£20.0% (10/50
Bl)Th otz EREWERIE. MELF6.0%(3/5041) K O I
JE4.0% (2/5061) Td > 720

17.1.6 ENE MR (RIS BRERES)
/N AB B RS BB 3151 2 R IT . A % 5~ 180ug DB N Tl
HAAB L, RIFB S REREE R OB ELENTEE TIR2EIC1E X

WAL 24 TG SUIEIRNE S MPGENTEE TR

LESUE2EIC1E] 24AMEIRNIES Lz, TR, NEZuE

VBT SR R L. SEDIEIXIFIZ12.0g/dLTHERE L2,

%nB. BWERORRIIRD shkh -7,

(BREMBAERECESEI)
17.1.7 ERHEE 11835 (BHEMRAEREEE)

IPSSIC & %) 27 DK ) 227 LFhi-11) 27 ICHE S .,

MEHFRT Y AuRTF P EEHNS00mIU (EFEHEA) /mLU R %2/Rd

B MARTET) OB BEETERURE R B R 5201 (H A AL %R ICA

A160. 120%13240ug % E1E, 48ERH R F#%5 L. KHZ 55

BB 16RO RE R F L 72, 2 DFEHR. AR RG]

50610 > 5. 60ugBEDLITHIFRLLIFI(64.7%) 1200 ghED 1861H8H

(44.4%) \ 240ugBED 15110/ (66.7% ) ISR IMIR A 2 + — RIS

RAFFRMER~ A F — KIEE BF80 N7z,

FIVEFAFEIRSARE1325.0% (13/5261) Td > 7z, ELREIWERIZ. ER

RZ3.8%(2/5) TdH > 720 [5.4, 7.8, 8.1250H]

HDBREIHBE T, Sill(NEZ OV EEN9.0g/dLE#B AT
EES N8Iz R <) LT WA WERERR 560 H AR

#2)240ugBEICB VT REHR S HIAE16ER N THEESRD
SNED - IGE RS IR, ZoMOBEEHICB W TIEH
EaxieE

W3 BEANE U VEE R, mMKMAl oA (SUER) (B
£ EE R AT MRS, 20054F) 22%1210.0g/dL
LRAE L 9.0~11.0g/dLEMERT 5 L2 HIIC, 11.0g/
dLZ 2 725 E 1 I3RS

H4) AFH SRR, E#ESo HEPL Rich iz 0, FRk M sk 2
DEEET, HHHHOREAE S OV EBESKAIRSH
BB ANE 20 B 1T e T 1L 0g/dLEL SN

TES) A5 51 Rl v o 3556 H [ o0 i i B A A Fl 4% 5 B B TS0 H
RS R T 50% DL s>

18. FEpEIE

18.1 1EFAR
AElZ, TV A0RTF UZHRMEICHESE L. & B S AR
faiz st U TR ZEERCR TR AL (CFU-E) K OV RTHAZR S BKR 1
ERAIAE (BFU-E) 3k 0 10 = — R % B IRE R I et S & 52
(in vitro)

18.2 &Mm{EMA
AHZEHETAKRDT Yy MCEIRAKES Lz &, TRIF
TIVT 7 LB LT &0 RGN ARSI ER (NEZa e i
B R OHRIMBRE OB R SNz, £, BREEMET LS
v MZBWT, KEIOERA KRR 512K D EE L&l iE
PEROENT. HABMT v MTBWT, KA, TRIF>Y 7
V77 &0 WESHEETRZOEMSE/ MR EZR LMD,

ngﬁmﬁtﬁﬁéﬁm$WﬁE

FURRIF > 7T 7 GRIZTHBEZ)
(Darbepoetin Alfa (Genetical Recombination))

b NFRERO LY 20 R F 2 OSEFOT I ) BEREZEE
FTHEIICERSELCDNAZF v A =—ZANL A Y —JIEMAE
ICHALEESEZ165ED T I BFRE: (CsooHis0N2s0244Ss 5 53
T8 :18,176.59) 6k B8y 8 0E

20. BHRWL\ EDFE
20.1 TE AT FERHENE YO —AEIS5IY Y UEBDHE KL
WZ &, SMERERIGELL TRET A L,
20.2 SV VIRMEDT 4 VL - F v TFRvy THANTVS, £
ETV VYV OBMBEEORENIRDOONS L ZFIFHALZN &,

21. ARERE
EEGY 2 7 EEEEEZRED L, MYNCERT S L,

22. 3%

(RATEEREUE TSV UVD)
0.5mL[103>V > V]

(RRFEFRIOUg TS ¥ U VD)
0.5mL[10>Y > Y]



(RRATEEHRI5ug TS5V U VD)
0.5mL[103>V > ]
(RRATEER20ug TS VUV Y)
0.5mL[10>V > 2]
(RATEER30Ug TS YUV Y)
0.5mL[1>V) > Y]
(RATEERRAOUE TS VUV Y)
0.5mL[1>V) > Y]
(RRTEGHRO0Ug TSV U YY)
0.5mL[1>V) > Y]
(RATEERI20ug S VU VY
0.5mL[1>V) > Y]
(RATEERI80Ug TS YUV Y)
0.5mL[1>V > ¥]
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