20224E10H AT (51K AR EES
873112
Bk R, 100U CRE BT -~ o
HADHE - 34 & & S |22900AMX00248| 22900 AMX00250 | 22900AMX00249
BR 5% B 48 2018511
) N
RALEIF R IR A T A )
V#ﬂﬁw =b2 )2
~ N, -~ -
YEY ALY M=l seErmeyvry 2.9 ugl7v-1
YEF AL b= smssrmsury Duglov-I
~ N S~ &
- YEY ALV =Ibsizsmrmsvrs 10uarov-]
VUIE {8 ] ] N . _ _
) - B oL ) % Maxacalcitol Syringes "FUSO" for Dialysis
LT A
3. HERK - MK T, 1H10ugh S BT 5.
3.1 #Rk 7.2 I iintact-PTHAY150pg/mLLL T IZAR T L 7235 & 13 R H o #%
TEFANY PV | IFFALY = | RF ALY = Haiks 5, [8.2, 8 55H]
WTEs | MREEH S ) LY | BRI ) Y | BHEEIR Y ) Y Y o
25ug [7V—)  |bug [7V—]  |10ug [7V—] 5. BRLEFMER -
L 8.1 AANIFEROBEITHIAE 5 3 ¥ DANC X 0 RRA 571215 6
oo o on o oon AR EERNC R L CROITEME C 5 3 ¥ DAlR S 4 ) 2 T
BRNS| wFF ALY b= | CEFANY b= | TERFALD k- FHI Lo T RANC LD, MFFSNLHEINE, FED
)V 25ug V. Sug Vo 10ug WEHAEI Y & 3 2V DAINOY) ) # 2 %)%)—fj_é ks
12 ¥ PRI 12 ¥ 8.2 KA DG =mIZOVTIE, m%PTHDanHM%ﬁWDWA
RV NANR=1F80| FYVIR—=R80| KV IR— 80 T O ) EICES L IRE - REEEAEET AT L,
20mg 20mg 20mg (7.2, 8.3-8.5, 9.1.1, 10. 2\ 11.1.12&71
[t I L B S 8.3 AHIGLILI A V¥ 7 A LAUEM £ AT 5 DT, ARG
WAL | D YBRAREF N | U VB b | ) Sk b M A0 > A EIE (D7 <L S2BIZIE) 1ZHE L,
DICON DN DI ml(ﬁﬁ)b/'?Afﬁﬁ‘HSmg/dL (5.75mEq/L) &z 2w X ¥
Wk /=) EARLY /=] ATy - HmA L, B e idkh e gl (kg $52 &,
2uL 2uL 2uL Fro, Bk L“(JI[Lm?J)lz/WAF@?b 110mg/dL%& #8272 & & 12
ol ISRl ISR S5 ICMEEE L E L GRIZIEBLL) . MRS 5\ i
ﬂﬁ@ééﬂ s S 352 ke HEOEMICO VTR, M7 LS A fH s
3.2 ¥4 110mg/dL (55mEq/L) iz L7 = & # R L 7= 2124k
REVANY PV | FTANY P | FF ALY )L N N <
el < Z & ‘EZ Vg
O T DA DA 2 PO Eii‘fb/‘[&;ﬁ ( mj‘;Ti;: O AL ) O
25ug [ 7V -] Sug [ 7] 10ug [7 ] - N " SR =
g Je ) - NN =2 N
P B S IR TR szfﬁfn]mmaﬂu BTEAEE LV, [8.2,9.1.1, 10.2.
fram EEET O BEE -2
R W LS % AT i
e HHIE A Ve Al (mg/dL)
s = IfLi#§ 5 V> 7 48 (mg/dL) — m%TwT‘yﬁ@MD+M
sigiog | 29 8. 4 BB AT BT 2 R MERI R RETCAERE 12 B W\ T,
+2 1) LELEEEORY YIEF 2L, ShPHERTOO LD
- %AZENHHOT, EFWICMERE) S EEZHEL, €0
4, ';‘-jJHI\:";‘-jJ% T I b= VR L, [822H]
RN O=AHEIPRRROEEE 8.5 AHIOEMESC L) ML A b > 9 AED LRI ATE < %
6. Hik- HE 52 ENFRBOLNT VA, T, AF ORI L Y IMFFPTH
W B, B TERC R ALY b= e LT, 1 DETFI o THRREAERIL LT RDILICLDEEL

[012.5~10ug % F3[A]  FEAT 6] 3% AR R |
BEIFREL A VE >~ (PTH) ot
EAIV T AAE D SEIHER 12

WY %o
7. & REICEET IR

7.1 WENEME A ~ 7 7 S EIFIRB AV E ~ (intact-PTH) 2%
500pg/mLAAm [ 5 v iF L% w5 I B2 Jl AR A oL & >~ (HS-
PTH) 7%40000pg/mLAiii] Tid. AH %2 1E5ug. IfiliFintact-
PTH#%00pg/mLEL | (& % v IZHS-PTH#%40,000pg/mLEL )

IS
FEELZEDRS

v 1120ug% L BRI

A (BHE) 350 b,

Y (AR S E

(2 1E

© © ©

© ©

bNdo [7.2, 82, 9.1.1, 10.2, 11. 1. 1ZH]

HENDEREZHJHBEEICHTHEE
1 BHHE - REEZEDH 5 8F

1.1 SAID 7 LAMEDEE
AROHEGICE) SHICMEI NV T L% LASELBEND
Hbo [8.2, 83,85, 10.2, 11.1. 1ZH]

2 BRERERE

2.1 BEE
ESHIokFac M APRQEVIRN AR &
DERBOEGHENALND Z LD,

AT T L
1% fkIHE

FoBlgt
F 7o, ENTRRIC



TR OBRKZ EIC LD 0EENOBE P REV LR Eh5,
DEREE A LT\, [16. 121]
9.5 1F4%

TR ASIFIR L C W A TRk D & 5 I 1d. R Eof i1k
MaktEE ERS S HI SN DY EIZOAES T 5L, [16.3.2
2]
9.6 RILIB

HELEOERER OHILEEOFIEEZ B L. ZIALoME L
Tk E e 5 2 b FER R O AL O BIRIN S
(7 v b) T, Llug/kg/B¥5-CTHA BT INEIHI 234 &
Nrze 720 SWBEHILTO T v MIERNES Lz & 4l
R ~OBIT 2 RIS 280 H 5", [16.5. 251]

9.7 MNEZH
ANBER R E L 22IRRHBRITIN L T2,
9.8 mknE

9.8.1 HmITIEET 2 2 &o —MICEHBREET LTV 2,

9.8.2 AH &6 L Lo 129 Lo & &, RMERZEBIC X
LFGHIRE. 9661126 (125%) TH D . 64N T DB AD
P a 138814118361 (94%) TH - 70

10. #HEEA

10.2 BFRER (BERICEERTS L)
ESPA BRIRAEIR - 5B 77

TIVT 7 ANY K= | EH IV AMFED

ANY M) F— ) HHbNDLBENHD

[8.2.8.3.8.5.9. 1.1, |H 54,

11. 1. 1]

BT - ek
il & B IZME A v 7 A
fili% 15 S92 e S
%o

PTHHH) HAPERNC X 5o
FURTFF

(8.2.8.3.8.5.9. 1. 1,

11 1. 1268)

Yy ) ABH AHENRA D & DALS | RHN LY A VS 2 Al
vaEy v BENWGSH 2. FENRIE L7, V¥
[8.2.8.3.8.5.9. 1.1, U ABFIOIEF AT B

11. 1. 128 ] ZENERLND,

1. BMER
KOBEMWER D H S5 b D Z LD BEDT, BIEE 5270,
BEDFRO O NPT kT % % YY) 2 ALE & 4T
Tk,
1.1 EXLGEMER
.11 FAHIVD 7 LME (222%)
ARFNAZMGFE A NV > 7 2 EAVEHDP RO 5N DT, mAV Y
T AMAEIZ £ B 2 ENEZ LN D ERER (29K »wHw»
L%z ) OWBICEET A &, [8.2, 83, 85, 9.1. 1,
10. 25118]
1.2 ZOfDEIER

0.1%L\ 0.19% A
B ZI I % [ EAE
FEHARER | WO WHIK, ARG, TN | AR, B, FERRK
HiLE B AT, AR
JFF I AST L& ALT L5
RS | CKEA, i) w80, i | SEEsA, fH bR,
fItrory ks, LDHE |7 v =y A L5
. AI-PES
LIRS o X A S
L - MR | EIUE
IR FMER TSR () 288k, | FmEkE A
3R/ 35E D)
Z DAty VYA M

) FEHBUL TR T

14. BHLOXE
14.1 &N EIE

EFREFICIE DT O SIEET L2 &,

V) UV ABENEHLEDT, V) IV RTET
I e &, MNEELX G2 2wl &,

CHF (FT Y =) & EEEHENY ISR S 5 L LR
HRWHEL. HRATy M oMFBHNL BENDHHDT,
T2 SFEHE D ICPfin S8 w2 &,

14.2 FHIRSEDEE
14.2.1 ) Y VEmOF vy TRINTER S OSLLY) 0%

Lomh) EFE, v v 72328, ¥y v T2y LRI,

Bz e nwz &,

14.2.2 T OIEARD R VPIERT 5 2 o BBADRD SN HE

. FFAEEEHE D (2 ER S oI I &,

14.2.3 #5Aitk L bMF 25 DBV L,

14.3 HHI/E5HDEE
DY YVOBFREIEL AW &, BEBZOMERIZIREREDY &L,
RGOBRIZS ) P L b BITEPHITEET Lk,

15. ZOMOEE
15.1 ERER{EA (CE D < 153k

KEIO AT TCOEKREIC BV TS S N7 HERE T B
977BI . 3461 (35%). 38MEIZ LR B AFED bz, £ D
F 7 b DIFLEEMARISH. 1AV Block, TlE®F O&61E, L
FEVEIIMGE ., CEMBIO &3 TH 5720 [9.2. 15HE]

15.2 FEEREARERBRICE D C 1R

MRABMEIZDOWT, v b (F344/DuCrj) (Z3E1M247 F B i
MRS L7263, BIB BV TR v MIH5T 5 BEO
AR O SSBAED MM L 720 T v N TRRIME A V> 7 4
fED EFAI o THRAEPEINT A2 LEX SN TVE, YTAT
WEAA1EI18 7 A MHe G- CTREBIAMEIIRD SN o7z,

16. ZFEHEIER

16. 1 MeFEE

16.1.1 BEZS
TR I AT 145605012 3313 % Hi R FIR NP5 G-I O 3L B g /3 5
X =5 &RTY,

INT X =4 3.3ug 6.6ug
AUCix (pg-h/mL) 354*135 795+192
tr2 (min) 108.1*459 1387399
CL (mL/h/kg) 23770 174£50
Vs (mL/kg) 25948 362+32
I = AR

16.1.2 R{E#H%E
(BERERA)
HEHER A T5B1C~ %9 H V> b — bk L C33ug® 1A 1,
[ H 4| AR SRS L7z & 2 A, fal & 4[a] B $%5-16 C I i
TR IR R CHER L 727
(ZRMRI RIS BETOERERE)
MEFEEAT T O Z kPRI H AR BB RE TCEAE & £ 5 BE 11612, 26
WD 720 EH S LA 5210~ 175ug? #iPH T KA 5
L7k 2 A, WINCIEAFEHAL SR CAUCOK T, trD 5
FRIHIM AT A S 720 F 7o, B AU~ IFIBAE L 72 A2 o
7%,
16.3 2%
16.3.1 ERFEE=E
b b IR O H313988% L. ETdh - 72 (in vitro) o
16.3.2 BRIRTSITIH
TR v b~ PH] v FF A0y b= a5 Lk X0k
HURE TR OB HE R B IS TR B O AT FRIE e 2 LR L TR <L TR
VAL © O ST BB 4540 & AR S TH - 727, [9.5
ZHH]



16.5 Bt
16.5. 1 Rkt

T RER AT T-610126.6ug% HIRFIR NS L7208, JR il 13
SERRARHE TH - 7%
16.5.2 FLiH#8iTi%

SMBRIEEEF DS v b PH] ~ %3 A0y b= #k5 L7
&x L Lo igtiedt R S, [9. 651
16.7 EMHREIER

BRI i T O EEARE GBI R (n vitro) 12HBW T,
CEFFHNY bV EHEADOEA, HEWMIHEET 23 &
OBT, Btk MIERAKARICHEL G2 oY, b
MFI 7 aY = 0% B3R HHERE (n vitro) 12BV
T ¥FFH VY P = dlumol/LIZ BT 3 P450 (CYPLA2,
2A6, 2C9, 2C19, 2D6, 2E1, 3A4) |2 & 2 WAL S I2x LT
ERAERE o2

17. ERERRZIR
17.1 FIHRCREMICEAT 555
17.1.1 EINE I M5

TRMEREH R R AR A 1 O 1S M A SR E AT 3 20361
(75 & R206], <FH )V +—Vbug/M5861., 10ug/ A58,
15ug/M™ 5861) ZHhfR & L7224 TH - TEMLERR (7
FER, ¥FF BV b —IV5, 10K O 15ug/ [l % E3EEHT ]
BRI X 5 12B W, intact-PTHOE T J O'PTHEL 3% )
oL § DR E, B NECHE R NEMEEED S5 h
720 F72. 10ug/IMlDintact-PTHHIHIRNFAI5ug/ 01 & 1) & EN15ug/
[ & FETdH - 725, ol H vy 7 o FAERIE15ug/H X
N /NE L Bpug/l EFELL TWiz,

Sug/ A D% VR SBFIS7TEIF 1451 (24.6%) (ZEIVEH 23580
SN7ze EREWEHIZ. &0V AMESH (14.0%) . FZEI%
FEIKAB) (70%) HTHo 72

10ug/ A1 0 %2 G PEFFA A S BISHHIH1 3261 (58.2%) 12 FIEIH 2572
DN EARBEMIZ. &7V A MAE30E (545%) . K
JHIRFEEAD] (73%) SETH -7
17.1. 2 EINEE MHEER

MEVEE A SHEERE TR E34B] (75 L FR126], ~FF AL b—
V5ug/II5GI, 10ug/M7H) k4% & L7246 MAH - EE R
HEE (7R, <FH ANV Y N —IVE5K O 10ug/ Il % H3[EEHT
B BRI & D 4%5) (2B W, PTHER®ER, SikiEE, A
METYFT ANV Y b= VST T 7RSI LAE
WAL, B S 2 7 TR PRI HUIR DB B VT EAE R AT S
n7z.

Sug/ [0 O 2 AV G FI56 TR EIEIZEED S kb o 72,
10ug/ 18] D% AR S 7HI 8B (47.1%) (ZEIEH AR
SNz EREWEMIZ. BH VY 7 AMSETH (31.8%) % TH -

..8)

- o

17.1. 3 EIN—ARERAREBR

TRMEREH IR R AR A 1 O 1S B A iR E T B 16161
ErRigl Lz~ v b — )Vt #12608 W% 5o £ %5
AERICBWT, MEA VYT A LRICEE LRSS XAV
V=V EHELET L2 LT, PTHIH OMERES R H T 5 2
ERENTZ,

Z YRR GBI 160%5I Hh 876 (54.4%) |ZEIVEH 25580 &7z,
ERBMERIE. ®A IV AMIETTH (481%). CPK L H-1361
(81%) . IRIEILIBI (56%) HTH 72",
17.3 ZOft
17.3.1 BRBEADOZE

R RS EABR COF A X 25 R REETINc B VT, Bt
WERH R GRIEAMR O WD X OB A # Nz g 0T, 2ZI1E)
ARENZZEY ) F 7 X FAND PGS LY, B
185 % RS 2 5t~ — 7 — 0B 5172,

17.3.2 IMi&hintact-PTH & HS-PTHO1HRE

I3 Hintact-PTH & ML FHS-PTHA S WA 2 7R3 & & 258
HEnTBYY, o wFF ALY N VEFRFORR R
BAEA B b IS DIREDRMASR N Z & AR S Y,

W) WEESEE. <X ALY h— b LT, 1H5H 5 it

10ugTH 5o
18. ZExhIXIP
18. 1 1EA#RF

F#T v MY RUOBEARET v MY I2BwT, vF ¥ H L b—
VAL E R R pre-proPTH mRNADSEH #3i L 720 72, <
FHANY =T EFMBERMILAEH LA AT VY
VR T- DOFEBLEMRE L 727 (in vitro) o
18.2 PTH B9 2 1EH

XAV =i, IEE Y U EHIRE I R e AR e
VA D Z R PER IR B A% B Tt A A R R IR LR L
TPTHGW O % 7R L7255 (i vitro) . T O&IFIEH IV b
VF =V ERRBETH 7Y,
BAREEFVEY G/6FHT v MY, BEIRESE A 2Y) 128
W, YFF ALY b= VIFIMEA VT Y AMEE EHSE RN
HE CPTH WG E 2 7R L7z,
18.3 BIIxt 9 21EH

SEHBE R T v MCBWTER S 12 R IR B8 T i
R BRAICR T ARREMR LA XAV T b —
VEER B TS 2R T 82", £/, A XBFARLEF VIS
FED BTG IRZNIRT LTy BN L 7 MR MRS T & 0 L

7%,
19. BRI 2 EBILENAME
—% < FH AT =) (Maxacalcitol)

gt HiCr, O CH;
HC[/\/\$hH
3 CH

3

CH,

N\

HO
G ¢ CasHazO4
141861
C (+)-(6Z7E)-(1S,3R,20S) -20- (3-Hydroxy-3-
methylbutyloxy)-9,10-secopregna-5,7,10 (19) ~triene-
1,3-diol
CHEORREOB R TH D, XY — VTS THELT
T, TY = (995) ICETRTL. TR RM=H
VVIZRREITRT (L KITITEA BT 2\,

20. RV EDEE
20.1 AFNICORELZITFRTWOT, Cu—gEIFHREE T
BE Lz &,
20.2 UTOLGAIIIER LW &
O —GENIHIR L T BH5E
) VR LIBS RN T VLA
- MR E DI FLRDTFRD 5N DG
SV VRSO BRIRDSEBD SN DA
CF vy TN T DA

22. G

(TXYHIY b—IVEEEBIRAS U > 225ug [7V—])
ImL 103 ) ¥ Vv7—uv 547

(FXHYHILY b—ILEEBERA Y > P5ug [7V—1)
ImL 103 ) ¥ Vv7—uv 547

(FXHYHILY b—IEEBERAI YD 0ug [7V =)
ImL 103 ¥ Vv7—uv 547
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13)
14)

15)

16)
17)

18)
19)

20)

21)
22)

FLARATHE (4 40— )V @ 200047 H3H KRR, HREE
BHEZA2(4))

REER 1 IA 0 EaENT. 1999 5 15 1 1193-217

TR HUR R G TR R S B B IR EhRE (o F
O —)ViE 2000457 H3H KRR, M EAHIEEA~3(1)3))

b MIAER AR A (8 F 90— )ViE 1 20004E7 H 3 H K2,
HRHE R A2(2))

Fafg. BRWRARATME (F 90 —)VE @ 20004E7 H3H K2,
HAH BRI ZEA2(2))

BRI E F 90— )Lk 20004E7 H3H KGR, WG
ERHME AN 2(3))

BRI TAHEEMILEG SR (4 %491 —)vid 2000457 H
SHARE, HFERBEZ - 4(3))

I EEMILEHER (F F4% 1 — vk 20004£7H3H
TR, HETERES b 44))

BIINE 132 0 B L&, 2000 ; 48 © 875-97

— MR SR (F F Y 10— Lk 20004E7 H3H KR, Wi
EORMEEE 4 (5))

Tsukamoto, Y, et al. ©: Am. ] Kidney Dis. 2000 ; 35 : 458-64
SR 13 0 B L BT, 1999 5 47 1 559-72

TRERZ (320> 1 EATRES 1993 5 26 © 1585-91

1% Hintact-PTH & HS-PTHO A (4 F ¥ 0 — )L jE
20004E7 H3H ZKFE, HRTEAHEZ b 5(1)2))

Brown AJ, et al. : J Clin Invest. 1989 ; 84 : 728-32
Ichikawa F, et al. : Nephrology. 1998 ; 4 : 391-5
IR (SIS 3 21EH) (F 90— )1id25
ug. F ¥ O — VEbug kA F 910 — L iF10ug 200047
H3BARE, Haarzr2-(7))

Sato K et al. : Nephrology. 1998 ; 4 : 177-82
SEPERRER (T v VEASETVICBIT A5H) (K 39—
ViE25ug. 4 F O — v iEbug O ¥ 0 — v iE1Oug -
20004E7 H3H AR, WREERMIZA1-(2)-1))
SRR (4 XEAREET VBT 28H) (FFHo—
ViE25ug. X0 — )ViESug OV A FHu — )V iFE10ug ¢
20004E7 H3H AR, WREERMIZA1-(2)-3))
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