2022427 HeraT (5510

B & B 2. 10C LUT CTRAF
R : 357 TR IR P T A
TEHHILY b —ILEBH

L IESWIVE e i

JITIP!I|ﬂh-II3£2L5u
’.:lr!'|uh"l%15hg
HESO=)):: 10,
OXAROL for mjection

) R - B OMTT LI L )T A2k

BARZEEFA D EES
873112
H25ug 5ug
ASRES | 21200AMZ00458 | 21200AMZ00459
BR5ERAtA 200049 H 20004F9H
#10ug
ARES | 21200AMZ00460
ARFeRaMn 20004E9 H

m

ova HI—7

3. MERL - tER
3.1 #RE

F72. HERELTME A V7 AHA11.0mg/dLE R 72 & X (12
. ESCHEREE A R L GEICIDIE) . HEd B ikl

W7es

F O —ViE25ug

I F Y0 — )V iEbug

FEFF 10— ViFl0ug

R %y

17 > 7 (1mL)H
<X AT =
25ug

17 > 7 (1mL)
<FH AT b=
oug

17 >~ 7))V (1mL)
<TEFY AT b=V
10ug

17 7V (ImL) W
A1)V R— 120 01lmg

KT ) — ) 2ul

AL ke 1 o 2ok
) UERTIRTFES M) T AIKFI
HALF R U4
3.2 BIHI DMK
WisE % |3 o— b iE25ug | 40— L ikbug | 4% 01— Likl0ug
FIE R (B EaE T v T v)
Hik |[EeEmon

pH |7.80~820

RIEEH | #91 CEF B3 5 H)

4. ShEEX (3R
HEFFBITT O R4 IRBRERETTEE

6. AERUHE
WE. A, BT TERC STV b=k LT, 1H
25~10ug# H3[Al, FEHTEIEEFFIRENZEA EHE) 5 5,0
B, MEEFIRIR ARV E ~ (PTH) OUGER RSSO L W&
X, WAV T AMPEDFEBEICER L 2055, 1R20ug% FRRIC
PEICHT %,

7. AERUVHEICEEYT 2R

7.0 BIENRMLE A > % 7 N EIFURIRE A OV E ~ (intact-PTH) A%500pg/mL
Fili [ B\ (LT 1o &R Bl IR R o L € > (HS-PTH) %%40,000pg/
mLA&] Tl RH) % 1Abug. lliFintact-PTH2A00pg/mLEL L (&
%\ ZHS-PTH%%40,000pg/mLYL E) Tid, 1E10ugh S G 5.

7.2 liliFintact-PTHA150pg/mLEL I L 722 A 3 AR ok 5-%
HikT %, [82. 855MH]

. HEELEANER

8.1 AHNINEROFEINGUTIE ¥ 2 DRI X ) RS+ IciEsn
ZVIEBNZ G LTS MR E 7 2 DRI S8 D i 2 TS5+
LTl Fo0 AFNC LD SGE, MRS EICIE. BINEE
By I UDHEINOYI DIz LEET D L,

8.2 RAIOFG-EIZOWTIE, MFEPTHL )V, MEH IV 7 A%
DR ) VMBI L 2450, W - REEBET 52 L, [72,
83-85. 9.1.1. 102. 11.11&M]

83 AFNXMTFE A V> 7 A LAVEH A AT 50T, AFFESH, M
HV T MEEEN (D < L B2 1ED CHElE L, i » v
¥ AMEA11.5mg/dL (5.75mEq/L) %8 2 7\ & 9 ¥ 54 % R
L. B7meIEsEsE(RE) §252 L,

(1

BT b, BEOFEBIZOWTIE, WS VY AfEA11.0mg/dL
(5.5mEq/L) AR I L7222 & #FERR L 722 1% 58 % 0 U TFT
AT ENEFE L,

7 V7 3 v IE (ME 7 V7 3 v mh'4.0g/dLAH) OB & 1213
TFEZFREICHVDL 2 EEE L, [82, 911, 102, 11L.11ZMH]
HIE V3w AT

HiIE AV 7 208 (mg/dL)

=10 77V > 7 2l (mg/dL) — Il 7V 7 3 Ui (g/dL) +4.0

8.4 BB LB 2 ZRVERIFURIRBERETTHEE I BV Cid, LI
LIXESEDE) VIEZ R L. ShMERFOOEDE 2B
E3HH 0T, EMWICIIEERS) Y EEZHEL, 203y to—
V& Tk, [8228H]

8.5 AFIDOEHHGIC LV MMFE I VY AMED FFHHENEL 2B S
EDBDHEN TV D, ThE, RHIOHEIC LY MEPTHOKT
WP THRBPIEFILLR T AL LI EEZLNL,
[72. 82, 911, 102, 11.11zH]

LRENEREZEII2BREICHTIER

9.1 AHHE - MERZEDH 2 HBE

911 BAID I LIMFEDEE
KHNOPLGIZE D SSICMBEHI VY Ak FH 2L BENMHH
5, [82, 83, 85, 102, 11.1.1=MR)]

9.2 BEEEEEERE

9.2.1 EEE
RHENOF G L UL BB AFOBIE % 1571217) T Lo Wb
WEOGHNAONDL WL, Tio, BENTRFIIIERIMESR &
OBk 7% SN L D ORBENO BB RE N L &0 b, LEN
REHEB LR TV, [1612ME]

9.5 1E17
IR TR L C W A RetE 0 & A s ix, B Lof ks
fabtk % B s LIS N EEICoREG T 52 L, [16322%
]

9.6 RILIZ
R EOERERL IR EROERELT EE L. BILOME L
kAR A 2 & BEM I OEAMNO IR SR ER(F v
M) T, Llug/kg/ H¥G THARISEERINIHIA A S 7z, £
7oy IR O T v MCEIRAEG Lz & Ao
TRRET HMEDDH 5, [16525H]

9.7 /M2
NRAER R E L BRABIIER L Tz,
9.8 miEhE

9.8.1 HEITIERET 5 2 &o —MRIEBMBRMET LT 2,

9.8.2 Hl w655k UL E O @i # I H T Lo & & BIMFHISEEIC X 2%
Horikid, 9661711261 (125%) TH D« 64U T DA DF 13
831118341 (9.4%) T - 720



10. tHE1ER 16. EYF)E
102 EAEEHAICEETZ L) 16.1 Mg
HFH 4, BRPRIEIR - FE TR 7 1 B - b T 16.1.1 BERS
FNTFHANY R= | &IV ™ AMEEAS | TR & b ICIE D LS TEEE R T 566112 B 1) 2 HREIR A% SR O SEY B RE/ X T X —
HNY R A= | bbb s BERAs | Mk L5 SE 5Tk 5 ERY,
[82.83.85.9.1.1. | 5%, Wb INT A=Y 33ug 6.6ug
11.1108] AUCiy(pg-h/mL) 354+135 795192
PTHHH HIIMER 2 X 2. t»(min) 1081459 138.7+39.9
TUINTFF CL(mL/h/kg) 237+70 174250
[82.83.85.9.1.1. V. (mL/kg) 250248 36232
11L.L1%H] EBCES e
ij;i%i gfﬁgzzfﬂé Ei;;%?i;é?é VIR PRI 5 D L o 3 4 U S b — L OHERS (HERE R )
[82.83.85.9.11, F 5 ABH OV <P]g(§g*0”
11LL1ZH] WYL ENEZLND, 3 3ug/body
1. 8lIEA
ROBWERD S SIS L hdH DT, BELTHITn, R i
HHED SN ARG 2 LT 5 % LE) R REE TS 2 ﬁlw_
s 2‘%% b
1.1 EALEER -
1.1.1 EHIL ™y LIMFE (22.2%)
RENAZMIEA V> 7 A LRVERADRDOENLDT, @Ay
LM £ B 2 &A% 2 55 BRIER (29 K, »wH w5k 10 ' ' ' '
L) OUBICEES 5 2 &, [82. 83, 85, 911, 102508) o 20
112 Z DOEHER RO
- (pg/mL)
0.1%2L k. 0.1% i 1000
K 7 HEIE. S5 TR 6.6ug/body
AR | WHWSORE, IR, BUE | A5, B, MR
ks B AT, SRR il
PG AST L5 ALT 5 ih 100
RS [CKLA. Mk ) » 8. [#8 Gk A i bR fR 1 i
M3+ 7oy BRI md 7y = s bg
LDH L5, AFPL5
I 23 T X M 10 :
Lo MR | T 0 1 2 3 4 ()
M| SRR () >k, | R P~ o RoEE
HFmEEREE) B
Z DAt PURCA P, BRI R ARSI~ F ALY b=k LT33ugx1HIMA, [F

) SEBUH I IR G A 2 5 0

14. BRAEDZEE

141 EFRRBFOZEE
foF & DIRFEZFTD RN &,

15. ZDMOEE

15.1 BRERfER ICE D < 15k
ARHN D AR F T ORERER B VTG SN MBI BB 977
B, 34%1(35%) . 33 LEXBEHAED NIz, TDOELD
DITEENKISM, T EEAV Block, TR E O &61E, LR IEHA
e, DEEI D453 Th - 72, [9.215H]

15.2 FEERERRERICE D < &3k
MAFEMEIZDOWT, 5 v b (F344/DuCrj) 1238110124 7 F DR
B LR R, BIBICBWTE3445 v MIF3s$ 2 BB al
JlE O ZEBAEFEAS N L 720 T v b TIRIME S VY 7 2MED 5
WP TR 2 L £ 26N Twh, w7 ATIEBELEI8Y
H G- TREBANEIED SN o7,

HAl™ ARG IRNAE G- L7 & & A, #a) & Al H $5-6C i
MR AR HERE L 22
W) AGEEE, A3 EAT IR A () Th 5.
(ZRMEE IR TOEE R E)
MERRENT T O Z MR H IR B AR BE TCEE 2 £ 5 B 146012, 2658
2720 &N Z &A% G- =10~ 17 5ug D #iFH T A 5- L 72
L2 AL BN HAERHE G- R T AUCOAR T, ty,0D 7 1)
DASNTz. T2, MR A ~TYEIRIE L 25 727
16.3 9%
16.3.1 ZEEEEE
b MMEEEEANOR
16.3.2 FRIR# 1T
RS v PAPHIRFH AV b= &5 L7z k & ORI
RO T RE I B X BEEY ) O A R L TR L TR <L BRVEALAR
5 O LSRN SALME & FRISER A TH - 72V (9528
16.5 Bttt
16.5.1 FRep kit
TERER NS F-6651126.6ug % HINERIR I G- L 728, PRIPIBEE T
ERARHCTH - 72V
16.5.2 FLit#5iTE
SIRBEHELT DT v FAPHIFH AV b=V &G L& X,
Lt aE s b, [9651E]
16.7 EMHEEERA
[ PR I A B C O B RS A EAE I RER (i vitro) lI2BWT, <%

EERIZ988% L ETH - 727 (in vitro) o

a
5]
s
=]



AL k= EfliADEE, FEEIMIEET 28 & ORIT,
HwZe MEEEEARICEEL 52 oh o727,

thMFIsmny -4 %)ﬂwt%%ﬁ&ﬂ’ﬂ%ﬁt%ﬁ(ln vitro) 12 BV
T ¥FHF AV b= idlumol/LIZE T B P450(CYPLIA2, 2A6,
2C9, 2C19, 2D6, 2E1, 3A4) 12 & 2 FW AR SOUG IR L CBEEH
R E R,

17. ERER R
171 BERCREMICEET 555k
17.1.1 ERNEE I HERER

TR VRN R BB RE T AT & B O 12 VR A S RREAT B 20361
(75 R296], ~FHH > b—V5ug/5861, 10ug/ 15861,
15ug/[™5861) % %t 5 & L 728048 T E et (75 ¢
A, YFH AN b =5, 10/ O 15ug/ 0l % FE 3] 3T 0] IR
L #FE)IZBWT, intact-PTHOR T L OPTHSHE & il &
T AR R, FMECHERHEMBEEIRO N, T2,
10ug/ Bl Ointact-PTHHIHIIH 1E5ug/F & 1 b ENR15ug/[ & [
HECTH oA, FolEH VY7 A EFERIIZ15ug/ X ) /AL
Sug/ll LML L T2,

) AFK O EFGEIL, XAy b= e LT, 1E5H 20

1Z10ugTH %,

5pg/ 8O %2 G MR G576 1461 (24.6%) (2 BIVEHI AT3E0 &
N7zo FEREWERNZ. & vy v AMAESH (14.0%) . 79 & 9 4
BI(7.0%) T o7z,

10ug/ [0 %2 & VEEFAMA 5505561 i 3261 (58.29 ) L2 BIE M ATRED &
N7z FREWERNZ. &V AME30H (54.5%) . 79 X O %
450(7.3%) % Td > 72,
17.1.2 ERNEE M HERER

PRV AR MR BN B E 346 (7T e R126, ~FF AT -
S5ug/II5HF, 10ug/M17#1) % x5 & L 7245 AR — 5 B M Ll bk
(7R, =FHHIY b= V5K 10ug/ Tl % F3 M FEHT 1 i
JRA & D Fe5) 12 BT, PTHEE ., &fUEEE. AHETY S
FHNY P VST T T RESHICH LAZICERL, B
77 YRR R IR AR O SR 3 A BT H 7z

5ug/ 18 D% A AT S BI5 B TIZEINERIZER0 S kDo 72,
10ug/ 10l D %2 41k EFA xR GBI 7450t 851 (47.19%) 12 @IVE I AS520 &
N7z EREWEIZ, BH VY ASETH (31.8%) % Td - 720
17.1.3 EIN—AZER AR 58

PR HIRBRAR BE U AE & 1 ) B RN SRR AT B 1615 %
X & U 7oA 2608 B 5 0 BRI GBI B L i vy
YA FRICEE LGOI ALY =V EHREGT A LT,
PTHEMIO#EFR RS 5 2 L AR &Y

L FHIR S 5116061 8761 (54.4%) \ZBIEH 2538 H 7z, F
BEWERNZ., 557 )V > w7 AAET7THI (48.1%) . CPK_EA-1361(8.1%)
%9 & 9B (56%) % TH - 720
17.3 ZDfth
17.3.1 BB OZE

Fif PR3 PR SR T 5 A MRS X B B HLOREE R T Ic B v T, B
e w%<*tﬁ%ﬂﬁ®m4&0mﬁﬁlhﬂ@ﬁT e
E)ARENTZ, T2 FFANY M= VG2 X0 BAHEE
i % S BB R~ — 7 — ogENRO s et
17.3.2 Mi&hintact-PTH & HS-PTH®MO $HRS

i Hintact-PTH & I P HS-PTHA S WH B 2 7R3 2 & A9
ENTHYY, T2, AR OWHRABERS, S b 2o 0FED
B AN O & AR S

3)

HS-PTH(pg/mL)

300,000
r=0.822
r’=0.675
200,000
100,000
O i T T T T T 1
0 1000 2000 3000 4000 5000 6000

intact-PTH(pg/mL)
intact-PTH & HS-PTH 4

18. ERhEIE
18.1 1EFA#FF

THIy M ROERET v NI2BwT, ~FH a0y =
2 E R pre-proPTH mRNAD B 2 HHI L7ze 72, < F 9
HV T b= VISR E L CA AT+ vy vilfs
F OB EMRAL L 72 (in vitro) o
18.2 PTHA X § 2 1EH

REF AT R —vid, I BRI K OV R AR 41
PE S Z UM F IR A% E T RE R EH SR B R 1 L T
PTH W ORI % 7R L7258 (i vitro) « ZORFEIEH VY B )+ —
VERARETH - 7217,

BARAE T IVEM 5/6FH T v MY BEIREES A ) 12w T
<X HANVY P VEFMEI NV Al R A SERVWHET
PTHAWAIHIVER 2 7R L 72,
18.3 BICX ¢ 21EMA

S B "—7 v MZBWTERSNS
(REK -y T AR BET L7282 5 7##%»/b—w
imﬁﬁUh AL X0, F7-, BOR4E T IVICED
bﬂtﬂrz_ﬂbf\@MLtﬁﬁﬁﬁ%%ﬁ%Wﬂtt”o

19. BRI B 2 EMLERIFR

— IR - < YA v b — )b (Maxacalcitol) (JAN)

b4 (+)-(6Z7E)-(1S3R,20S) -20- (3-Hydroxy-3-
methylbutyloxy)-9,10-secopregna-5,7,10(19) —triene-1,3-
diol

52 ¢ CosHunOs

Grfi 41861

%K HOofEEORETH S,
A )=V THEITRT . TF 7 — )V (995) IZ7E T
RFL VEF VI =T VIZRREBETRT L KIZidE
A EET R\

H3C 1, CH3

PIERFHIRDR AR BE TUAEAE &

CH2

v

HO" OH

20. BV EDEE

HIERERILEE L TIRIFS A2 Lo



22. 3%
(FFYO—ILiE2.5ug)
ImLx 107 >~ 7'Wv
(FFY0O—JLiX5ug)
ImLx 107 >~ 7'Wv
(A FHYO—ILE10ug)
ImLx 107 >~ 7'Wv

23. EEXW

D
2)

3)
4)
5)
6)
7)

8)

9)
10)
11)
12)
13)

14)
15)
16)

17)
18)

19

=

20)
21)

fREE S, Ml BERENT. 1999:15(8):1193-217.

TRTERI IR PSR TTAEE B 12 B T A e B RE (20004E7 H 3 H
TR, HEEERMEEE ~3(1)3))

HPIE R SR EhRE RS (v N SR RS AR, in vitro)

KPR RS R (. G R TIE)

KL RR S B e R (FLTH AT E)
KRR B R U (OISR in vitro)

188 T AH — 5 5 M e (2000457 H 3 H KER.  HIRS &R 2
M 4(3))

o5 A — 35 5 M Bk iR (20004E7 H 3 H KRR . HIRE & RHME 22
~4(4))

BN, Ml B & EHT. 2000:48 (6):875-97.

Tsukamoto, Y, et al. Am. J Kidney Dis. 2000;35(3):458-64.
BEIE, Ml B & BT, 1999:47 (4):559-72.

R RZ, . AT 455 1993;26 (10):1585-91.

1% FPintact-PTH & HS-PTHOAHE (20004E7 H 3H K., HFEE
FHEZEE M5(1)2))

Brown, AJ, et al. ] Clin Invest. 1989:84 (3):728-32.

Ichikawa, F, et al. Nephrology. 1998:4 (5-6):391-5.

SEPRAE R (B ISR 3 A 7EH. in vitro) (20004E7 H3H
TR, HEEER S R .2-(7))

Sato, K, et al. Nephrology. 1998:4(3):177-82.

SRR (BAET v M2BU SPTHIE FEH) (20004E7H 3
HAKRE, HisaeHz &.1-(2)-1))

S E R (B LA X2 BT 2PTHIL N EH) (20004E7H 3H
KR, HREEEE R.1-(2)-3))

Hirata, M, et al. Kidney Int. 1999:56 (6):2040-7.
Monier-Faugere, M-C, et al. Kidney Int. 1999;55(3):821-32.

24, XEEEKERUBEWEDHESE
bR R A ATFA AN T F A= a v
T103-8324 WHRUHRH X H ARG = MT2-1-1
R 0120-189706

F

ax : 0120-189705

https://www.chugai-pharm.co.jp/
26. ERTEESE
26.1 SLEHRETT

M A A S F S

RREPRXBFE=ET 2-1-1

ova HI—7

® BERHGH

C1



