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2. B2 (ROEBEICFZESULEWVWTE)

2.1 WICBIT2BREREDO) ZAIFEVWEEZIONSEE
[15.2208]

cEBR-Yzv MR
RERHADOTIVAHY T 4 AT 77—V EflERT B
NEERUHEETERESEH TR VWEE [9.73H]
BEICEANOEENEZ O NHHGHRAEEZ I BE

2.2 @AV AMEDORE (8.3, 10.22H]

2.3 BREECEEGESED L BEBEBEEOH 2BE UE
REBESELIBENDH 5]

2.4 BHEREDAORBEEREOERE (BIFRIFFERETTEE
%) IERZELSEEBENDH 5]

2.5 REOBEHXIETIINTF K GREFHEMEZ) 10 LB
FEDOBERED H 5 B

2.6 HEEIIHEIR L TW B ATREE D & 54t [9.55 ]

3. #ARK - MR
3.1 #8AL

% % FURVETER2ugh— Y Vs —

14— R > Vx4 —0.2gF

A & B 5 TN T F NEEEEIE30.3 1 g
(FURTFRELT28.218)
14— M > Vx5 5—0.2gH

D-% > = bk —)l6.0mg

W Al B+ b T AL Img

L-XFF=220ug
pHFHEIA EE

3.2 ERFIDMIR

B % & | FUARYE RS 2ugt— k(v Vzss—
) PRt
AR (F— b2z s5—)
pH 4.4~5.3
B I Ml
(TR A B 1)
B BT

4. FhEE - BHR
BT OREREDEVEHEREE

5. ZEE - MRICEHET DER
KRRIDOBERICHIz>TE ARTEHE. BEFEIT. s, KBRE R
BNMOFRBEREEOFITOEBRRAT2E HBELNRETHT &

6. A% - A2

WHE. A, TU8TF FELT28.2ug% HIE, A2
H FEEATS %o

B, KROS54 ABETET AT &,

7. % - AEICEET 2ER
7.1 BEHRIRRB~4HRRE T 5 L.

7.2 KAl EHMO LREZB1X TRE L 20REEROE
HERIHLL TV WO T, RRIOBERICH 72> T, %5H
o ER2ESFSZ &, [15.2, 17.1.1-17.1.388]

7.3 REOBEA2PLE2BT—HFH LLOBICHERSET 554
THoTH, BEOAFH24x A (208[1]) 2B 2WI &o 7z,
247 F (208[E]) DS TH. FHE24» A (208[) 05 %
BOESHEWZ &,

7.4 FUNSF R BETHEEZ) JED»SAFNCE DB &
B3 FOREMBIELL TRV, KB, FUIITF K (&
EFfz) BAIP SRR VB2 - &L FICB I 2R OB
SH o BRI shTLR VL, [15.2801]

8. ERREFNER

8.1 KRR G ERY SBFERICHIT, Yav 7y, —@lEoR
BUe M TRICHES BEER, BE, BREYH s DD &N
HB. BERBBEE AL LZRETHNOTHEATLHIELHS
DT, FAERICIIUTORICEET 52 L5 BEICHEET 3
Z&o [11.1.22H]

- BERIODEEIITELMDLEICTH I &,

- BERICMEET. OFWV. 25K 5, BiF SRR ED,
HHEEH. WFEPELCLHAICR, ERPB S5 ETHE
BIMEICEB T L,

8.2 —BHEDOMEETICEDISDENRILEL 6A, EilkiHESE
BHobNBZIENHBHDT, EFITOEE. BHHEDEERE
fElRZES (ERICER T 2 HBICIIERSEL 2 &,

8.3 AAIDEAERICK D, HEHIP SRR ERAE LT—
BREOMFEA NS T LMELEARDPAEND . RAFSHIZILTE A
Ny LMEERDPEDN SR (ER. ED. M%\@r ﬁ
AIERSE) AAHIREE H DR S #i6: L TR0 b - H&Ic
HPPICBEEZ TS LD BFHICEET S toit\mmﬁ
Vo MEORIE 2TV, Richkm AV >0 L E & T &S
BAIcE. ARORSEZHRIET S L. (2.2, 10.25H]

8.4 AAlOHCEGICH- > Tid. BEICTALHAEIIH % EH
LizDb, BEHOHEICKRGTEZ2Z L2 LT, B
FOEHIEEDS ETEMI 2L, Fo. REORRTFER
HELCODVWTEEEZHET 22 & ARIOHEHTHASZZNT 5
tEOEHETHI L,

9 ﬁm@“gﬁﬁiéﬁﬁkﬁﬁéia
SIHE - BEESDH D EE

&L1ﬁME®%%
—BEDIMFEETAEDHELNEZENH 5,

9.1.2 VREDH D EE
BEOREZBZE L, WEOE(LY ZVWPER LD S5AH 2
85952 &, BIERIEARILE VI ME B OEER P D
HANOBHER - BUHENIERZRT Z EPHESA TV S,
B, BERORROD 5 BERERRB TR ESNATVS,

9.1.3 REEFEADH 3 EENUVZDEHEEDH 2 EE
ERE2EBILSEL2BEZNDDH S,

9.1.4 FRAIOBHEFESRS
BRI OBHBRERE ZNRE LAEROREE2IEEE
U 7z BRIRARBR LM LT\,



9.2 BikEEEEERE
EHAMICEREERE 21T 2 L.

9.2.1 EEDEKEEEESERE
FERIEHHERICBWT, MHAE» 50TV INTF FOERITEE
BROENTVS, [16.6.12]

9.3 FH&EEREERE

9.3.1 ERRITHEEE=ZEIT2EE
R CIIEECFRERELET 2 BE RIS TV S,

9.4 &iEEEE BT BE
HIRET A ATEEME D B B I3, BB OB RESEREE b
|2 EHHSNEBHICOREETHI L, £z, KRG
MR ER 2B E TS KD ICHEET 52 &, BIEPED SN
BEIE. AFloFESEHRIET 52 L, [9.58E]

9.5 ¥Hiw
IR SUTIEIR L C WA AR D H B4tk &5 LanZ &,
7Y F 2RO BIRNESIC X S BREERRSRRICB VLT,
falEEE (BIEET) PRHSNT VS, [2.6. 9.4%E]

9.6 3w
BREOABRERCBIARBEOREE 2 ERE L. ZILOME X
ke BE g e 2 Lo

9.7 INB

NEEROEEETEREVHAC T A VERFICERE L,
Z&. INSOEEFEENRE L2ERAEBRIZEML T,
INSOBETIE. —MICBREXKHEOV AT FEVEEZ S
nTwns, [2.1%0E]

9.8 &
BEORELZBEL., +CERLEFSAFZRETEHI &,
— R ICERE CIIEEBRESE R LTSI EFZN,
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1.1 EXIZEIEA

M1 7FT745FY— BEEARH)

11.1.2 Yav o (BEARH)., BEEK (BEEARH)

Yavr, —BEOABEMEETICESBEHREERSD DI
BT ENDHY . MELE, MIRELEZR LU DEFDHRESN TN S,
BHEISROSNHEITE. B 20AE 2TV, REIDFEOR
b2 Z8d 52 L, [8.150H]
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B RATRE).
JEEL, B <
[N vl

5%k 0.1~5%Ki SHEEANA
BEEA | ARG | SRR, 1 | A AR AL AR |
il SPERALALHE . 7 | RSB
SR M fE .
SR RG
Z DAt B RER (258N | ARG,

NEZIRTENRES N
Rk, HIIRARAE,
H Oz R

fR26. U v oSHi
LI NIT VY
Ko, JEAE.
BT, BT
Hi. R o
vy VBE. R
FEyYILE
/I TEENT 25N

Wik, RERD

13. BERS

13.1 R
AT IRAEEHEI, i LS AE ERARRT 5 ThE
P 5.,

13.2 W&
AAORGEPIEL, ME, IR, Wih L AEORWEE
o, WOLHEE &

4. BRAEDFER

14.1 FRURSHDER

14.1.1 FRICRLTHEL 2 &

14.1.2 BSHEANE CAAOKRIBOF v v FEAS RV L, *
Ty TENLIZSESICRET S &,

14.1.3 #5HIIC, WANEERICEVHRT 528, 55, BY
REEHTED 5 NAHAEA LT £,

14.2 FHURSHOER

14.2.1 AR FEHOH I L, A2 I, KBRS
I EBEERE LT, IEHICIET & < BB L CIEsT 5 2 &

14.2.2 AANE, 1EEAOBAITS D FHEFA LA &,

15. ZD/DFE

15.2 FEERIREERICE D < EHR
MrES v McARE 2 RHRE L ARERBICBLWT., #5
BROBSHMICKTE L TCBEREZ ST EEEHERZ OFREH
BRI Lo 2B, T MCERNSAR (4.5ug/kg/H) %
#5 U BOERYS - 0 ORER (AUC) 13, b M ICHKHE
SEAR (AR 056.5ug) %15 L-BORER (AUC)
D3.9~11.6/EIHST 2 . [2.1. 7.2, 7.45]

16. ZEAENRE

16.1 MARE

16.1.1 BEOigS
BRI ICAAI28. 2 n g2 BARIB Rt G L7z & &\ BEER.
KREEER. EREERO VT ok SHATHMmEEHT ) 8T F NEE
FRIGIREIECPICE—ZITEL, FLHRLELCP TH 72
(RRUHSH) 2

K RRFRERAMEICARA 2 MG LT L 2 ORMEE/ ST A -5

Cmax Tmax Tz AUCInf
(pg/mL) (min) (min) (ng + min/mL)
(Eﬁg) 267.1x74.5| 25.8t14.7 | 45.5£7.6 | 28.8+6.8
NH 32
éi%"zlg) 208.4+58.2 | 40.0+£17.3 |57.3£15.6% | 28.2+7.3*
32
(Jiﬁl'f) 286.3+74.8 | 35.0£9.8 | 50.8+20.0 | 31.74%7.4
xn=11 (Mean=+SD)

350 4
250 -

ot

d
150 +
100 +

50

MiFRRE (pg/mL)

—o— 18 (n=12)
—=— XBBE (n=12)
10 | g (n=12)

T T T T T T T T T
0.0 0.5 1.0 1.5 2.0 25 3.0 3.5 4.0

RSEIEE (557)
MR ZIEICAR 2 TG L EoMmiEh T VIS
F NEFERIEIRE DO HERS

16.1.2 RiE%S
BREEBRZEICT VST F FELT28.2 ugzE2m63E MK
BRETEG LS, HE5MEBICEDS T, KEKRSICE-T
Cmax&UAUCInfIZE L LR -7

16.2 ORUN

16.2.1 E£¥FHIFIRER
B0RIBRRRRABHESHICT VST F RE LTI 1 ugZ EIRMN%
5® U7 & EOAUCIn K OBERRZZELL ~ 126011 AKH]
28.2ugE R TRHE Lz & EDOAUCIn? DD 53R 7-#xt iy
AEYZRAFRIZIFIZI00% TH > 7o
Fio. RERMIER I~ 1200ICKRR 20 g IR G LIz E &,
JEERIE G0 AN A F 7 RA T T+ (AUCInfOH,
B/N_SREME) 13, BB T110%, KERERT95.9% TH -7z

16.3 fa

16.3.1 HBE
B0RIBRRRRABESHIICT VST F RE LTI, 1 ugZ BRI
5812 & & O HARIE307£78mL/kg. 60K A B 5
BHZT VRS F RELTIL ]l ugZ BIRNIRS LT & 05
BREI3426£190mL/kgTH > 727 &

16.3.2 MERFEITIE
RBERASFlOMEY > TV ERWT, TY85F REEBRIED M
ERADRATHE %2 51l L 7o 5580 MERFBITHEIL37.0% T - 7%
(in vitro).

16.3.3 5T
Ty NTOMF LD FRFEEGESNT VU85 F FEERRIE (1
[ FZ30E) SRR OBRICAAT 52 EmmBasni?

16.4 {3
T MABEROIBEET LD FiEd 2 WIEBRICAm LT
URT F NEERRIE (' 1 B3E) 3ES 2 ITES T O SR~
ERBENBZENRBENEY

16.5 HEtt
RS LT VST F K& LT56.5 g % B R
BHELUEE, 4B E Tttt SNz RPICT YT F FEE
BEERE SR -7127

16.6 HENERZFTIDEE

16.6.1 BiSEEEEERE
BHEERREZICT VST F RE L T56.5ug® 2 B Fi5 L
7z £ ZCmaxRUAUCInfIA BHEOHEZ KE< 2T, Tin
BEEBREECER LY (RR). KFlORSEREEEE
FTRMIED S DERIEFHFICESP P TH S EEZ LN (K
ZH) ¥ . Lz -7, BEEOEEICK->THE - AEZE
HIAMBEEAWEEIONL, BB, BEMBEEZMREL
RBIIERS N TVRV, [9.2.13]



K TUNSF FeBEREREE T TRE LI EEDHE
MERINT X —%

Cmax Tmax Tin AUCinf
(pg/mL) | (min) (min)  |(ng - min/mL)
EE~#E (n=8)
+ + + +
(eGFR : 62.3-88.5) 361.73£103.44] 50.6£26.5190.64+29.54|  56.54+9.59
HEE (n=5)
+ + + +
(eGFR : 35.0-58.5) 499,14£259.48| 48.0£19.6 | 71.76£10.58| 56.36%13.31
B (n=5)
+ + + +
(eGFR : 16.7-28.5) 424.68%268.40| 54.0£25.11297.99+240.38 | 63.36£22.99
eGFROHAL : mL/min/1.73m? (Mean=SD)

1000,

100

MEEFRE (pg/mL)

104
—o— [E¥ ~#E (n=8, eGFR : 62.3-88.5nL/min/1.73m)

—O0—H%E (n=5, eGFR : 35.0-58.5nL/min/1.73m?)
—A—HE (n=5, eGFR : 16.7-28.5nL/min/1.73n?)

0 1 2 3 4 5 6 7 8 9 10
REREE (55R)
M BREEREEOMBEHT )55 F FEREEE O &
REHERS

16.6.2 Fri&sEEEEE

(1) FFRERERE 2R E Lz RBIEERS N TV,

2) FFHEERETT LT Yy MIZT U F FELT5.6
ng/kgx BEIERHE Lz & EORYEHE/IST X —¥
3. E¥I vy bOEEIZERMETH -2V &

16.7 EYHEEIER
b MRS 2 L TRE L2 RSB, 7 Y85 7 NERRIE
IZCYPIA2, 2C9. 2C19. 2D6X% UBA4%HERTY |
CYPIA2K UBA4%FHE L /r - 7219 (in vitro) .
) AR OADSNIAE - R, HGEF. AL,
TUNGFRELT28.2ugZz I HIE, B2 NESHT
20 5B AR OHEIZ247 ABETET A2 L] TH D,

17. BRPRRRE

17.1 BERUREHCET 258

17.1.1 ENSEIEEHER (BEERR)

B OERE DRV R R SHRRERE 2 MR e L4y
RS OEENB_EEREBERE KBV, &
Al (FU5F RELTIME28.2,1g) OME2EES &%t
JB#E (585 F & LTIES6.5ug) OBEIEERS %
H#EL7z. ZOMR, RKBEBOER (L2-14) &
HEOFHELRIGARFIEE (251615 5 BH23H) A
7.3% 56.5u g1 ERE (239615 & BE22651)
5.9%TH 0. AHID56.5u gl [R5 I 2 IS
PR S N7z GERMERAUE : -1.6%). [7.2208]

% RN O TN R OBE(L2-LA) B R O F
L%

A [s6.SugllERS
£ |95/
g\ 0 |[THELE 0 Tzt
245E% | 245 ] 5.0% | 233 ] 3.8%
48 | 231 | 7.5% | 224 | 6.0%
EE_X‘*@ 0, 0,
- 251 7.3% | 29| 5.9% |1.3]0.400, 2.283

AEIBEORITEF ST 1339.7% (110/277#1) TdH -
Too EEWERIZ. RABTIE, BD20.2% (567277

Bil) . HBRER9.4% (26/27741) TEH9.0% (25/27741) .
TEE5.8% (16/277H1) . FEFHBALHMS. 1% (14/27761)
56.5u g1 EHESETIE. BD31.9% (88/276f). &
H13.0% (36/27661) . #BRE12.0% (33/276f). SEf&
10.5% (29/276f). $#6.5% (18/276fl) ETH -7,

17.1.2 FUINSF K56.5u gl B S8EI OB 48
HER 2BRS0OBITNUEEERR)
BEROEBEOBVERAEEEFHBRERE 2 IFICTY
ST F RELTS6.5ugxBIRINIES T AR %E1ET72
EMRE LS MHERAE (CEEMHE) OKaplan-
Meier#EE B ICEED < FiBIMER BT HAERIITRO LB
DTHY (56.5u gl B 5RE2614]> 5 BEE13G . 7
T L AREF28141> B BHE1061) . 56.5 p gl 1A% 513 HT#
HABTORELBRICHH LAY o 728ZBOMENY
AT WARIZTE.6% TH D FiHHEAABIT FAEROFRH
Z311.4%TH o7z, F7ow CoxEIRETIICHE DM
U 27 FARIF% TH 72

# Kaplan-Meierflt Bk H D < PR BT FAER

56.508 .
E 1[5 (793223 logranki#7E
B (n=261) | "
24381% 2.6% 5.3%
481 3.1% 10.4% p<0.0001
72;8% 3.1% 14.5%

7o, TOEBOMEK (L2-L4) BEEOTEELRIE,
56.5u g1 EIEEEE (107615 5 BH6Hl) 6.7%. 5
CAREE (130615 5 B4R 0.3%TH Y. 56.5u gill
Bl 5BEE 75 & ARBECH UC AR & BRI %
RUZ (H5E. p<0.0001) 2 . [7.25H]
56.5 1 gl 1 [E1#% 5 B ORI FE SRR 1343.8% (127/290
) THotz. ERBWERIZ. EDIS.6% (54/20061). &
I8.6% (25/290f1). FERET.6% (22/20081). HEEIRRG6.2%
(18/290f1) REERARUEA.1% (12/2006) HTH-72 .
17.1.3 FU/SSF K56.5u gl B SRF OENE I8
HER (UHBRSOEEENRR)
BT OB OE W ER B RREEE 20 RICT 1) S
55 R& LT56.5u g% MIE24 5 ARHRS L7 5 IR
B (JEEH - JERERER) 1BV T, Bl (L2-L4) B
B O T EALRIIT2EE TI128.4% (136615 5 B3
Bl) . 10438% (245 A%) T139.9% (130615 & HB#E3%41)
THor o [7.280]
BIVEFFEIRSERE X, 58.2% (110/189f1) TH -7z, E
7 BIWERTIE, ED33.3% (63/18941) . MEH20.6% (39/189
). SEHE16.4% (31/189M) . HBIEIR16.4% (31/189%1).
ISR AHURR10. 1% (19/18961) ZTd - 720

18. FENEEIE

18.1 {EFR
ARz e NEIEREEAILVE > ONEHREID1-34R 7 F Rl
FTHbd, REFRTRMIOFLEEERS Ficky
BHEMEOREENS ., BER2{EET 9 .

18.2 B8E. SEENUEBEICRIITHE
JIBERERR T LIS T UNRTF RE LTI IXIE5.6 ng/kg
ZiE1E18» AMRERS LUickER. WM& L TOE
HER ORBRE LA OB EEASEM U o TIEHR
Sy MZTF YT F RELT5.6X1228.2 1 g/kg# 83
127 ABRERS U7 FER, NE & i U CE~ER D
KEEEEMEHOBHENIEMUL 72 o £z, JIERERR
Fv bTIE, TUINTFFELT5.6X1328.2 1 g/kgD
BEICED | MR KRB EE AL O MR & O & 208 &
OERBPEML., BROERBEPWET 2 I, K
BREEEERO B EM L . EHER KBRS OBl
ErEmL Y



18.3 BRBICRIFTHE

FUBHEIR S v MCF U85 F K& LT28.2 ug/kgw 3
E143AR A G L7 R BEHEIC 35\ B S
CEEMFEMUZA, e R OERINE I
BOSNAEN 1Y o Fio. JIBERS v b I I
RES 127 BE2 55 U85 F K& LT5.6ug/kg
B3 5 ARIRERS LR, BUR~Y—1—Td
BITEA AT A 7Y > PSRRI LA, BRI
T =N —THBRHCTXIREML 257212

19. BN ICEY 22T

—#s
GEE
BTR
R :

785 F FEE#EIE (Teriparatide Acetate) (JAN)
Cis1tH20N355051S2 -+ 5SCH3COOH

1 4417.97

HEOHET, ICBLIdAn,AIE, DT »IcEE
BENFHD ., KT,

IKSUEEERE (100) 12D THEITF T,

K (1—1000) OpHIF4.0~6.0TH %,
REHETH 5,

2 : H-Ser-Val-Ser-Glu-Ile-GIn-Leu-Met-

His-Asn-Leu-Gly-Lys-His-Leu-Asn-Ser-
Met-Glu-Arg-Val-Glu-Trp-Leu-Arg-Lys-
Lys-Leu-GIn-Asp-Val-His-Asn-Phe-OH -
5CHsCOOH

Al R 210C (531)
20. RV EDES

ARANEL IR IS AL
Z&,

%

HAE Z T 2~8CTHEOLIRTET

22. 2%
dF =AYz~

23. FENM

1)

2)

10)

11)

12)

13)

Watanabe A.et al.:] Toxicol.Sci.2012;37(3):617-
629

HEAERE 113558

Kumagai Y.et al.:Clin Pharmacol Drug Dev.
2019(doi: 10.1002/cpdd.687)

PR RERRRA B T 0 B AR 3 5 3B
(7 V)RV RERS6.5ug : 201 14E9H 26 HA&RR.
CTD2.7.1.2)

HAER : FEE e < MBI (n vitro) >
(7 VRV RERS6.5ug : 201 14E9H 26 H A&RR.
CTD2.6.4.4)

Serada M.et al.:Xenobiotica,2012;42(4):398-407
PR} | RS R M T O R RS (QT/
QTR IR THEDOWHE) (7R EREA
56.5ug : 201 14F9H26H#&FR. CTD2.7.6.7)
B B RERREE T ORI R (7

VR R RERS6.5 1 g - 20114E9 A 26 HA&GR.
CTD2.6.4.5)

HNER B R <BEFRIHE (in vitro) >
(7 VRV RERS6.5ug : 201 14E9H 26 HA&RR.
CTD2.6.4.5)

HEERE : YR <BERFE (in vitro) >
(7 VRV RERS6.5ug : 201 14E9H 26 H A&RR
CTD2.7.2.2)

Sugimoto T.et al.:Osteoporos Int.2019;30(11)
:2321-2331

HAERL : BTV 27 OFWIRFEEEHEEREICST
SMN-10-TOHE MAHEH R (7Y RV E NEH
56.5ug : 201 14E9H26H%FR. CTD2.7.6.10)
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