% 2025 4F 10 HELRET

(55 2 W)

2022 4 8 AET (%5 110

Bl SRR

BFEEmRNEES

87443, 873929

AR - 5 ARES 21;)(;71;;/:[;:0(5)2;?7%00 21203:;/;;010%97?(?00
BReREtA 1984 4E 7 H 1980 4F 2 H
L) < FHK - AV VIRREERER - &8
NSNS 3
A s ok ° “®
wiaks” SJYIIIE=-T 7L 50ms
A S 1 3E Y = ®
wreesn SGJYFITI=B HTEI100mg
METALCAPTASE capsules 50mg / capsules 100mg
E) EE—EmEOWFEIZL VT L
—— ? FERUAE
R . e ) Y I~ F)
T emammimyie o S Pesre & zct%lui HHGUAI LT T RS N B AT 5

WL AIER=Y 53 LT 1A 100mg % 1 H 1~3 [, &

2. 23

(zhREFIE)

(BEEiU o~

(ROBEICEBELEWVI E)

F)

21 &HIDHEEG SN T L EE [10.1 3]

2.2 MiERE D H 2 EH L OFHEREOERT L T 2 8% [#E
AR IMSEOEE 2 MERE 2R T8I0 d5.]

2.3 BRSO > 5 BH [9.21 2]
24 SLE 0% [SLE DIEREZEAL S BB LA D %]
25 ERHONE TGO RHIRED S 28 [9.7.1 2]
2.6 HEm UTIEIR L T\ B W REE D & % 20t [9.5.1 B

RS L S IME S R pa

BEOSER, KRE, Bk, AN, AN 2 OSSEI26 U CE
TS 5 A, —RIIE A, WEiE% 1 H 100mg & L. #E
AL S 4 ML LEOMEE BT 100mg O3 4, Mfr
BIIEIELNAREHEICHE T4, $/20 5 5HETL L
EiE, BHELSHBTAZ L,

B, 1H300mg TRAVEATHTHEICL ) AEREIHEFES R
LEAICIE, BEOREZ H5I2BE L 221 0 600mg F CTHi&
FTL2LLTED, 72720, BRSPS Nz BIdE L CHMRD

ETHRTLZ L,
(71 oim (FFL > ABEMEE) )
HEE, BAIZIER=ZY 530 L LT H 1,000mg % AR Z2JE 12

3. #RE - MR I~ 5 TR 59 %,
3.1 #R% B, BEOFE, R, BEE. RENH T 2 UG LT,
W % AINATE—EBATEN | AZVATI—¥H TN —#%12 1 H & 600~1,400mg OHPHITHH L. F72. HE5FTEIIOW
50mg 100mg To., HHES MBS, Wi 5385 EEER Z L IHER DY
wamesy | LT 1A 7EenE FEE & PSES B
I EPEamm Er e (8 - KR - HOHE) .
AaEA PSS @ﬁ\mAKuN:>737kLT15L®Mg%ﬁmﬁﬁﬁu
2FTY) VEE SR A 71 7R IVARLK BN RO 3 2. 2B, BEOFER. K. 2HE%. &
. BT RVAE rIFy KNSR 5 BUBSITIS U Ty — %12 1 H & 600~1,400mg O #iFH T
WA LT i o ML, 7o FGRIOWNT Y, SEHEG. WS H
) URGEEF MY ™ A Hh4E (F—r 5P Y) (f&&%ffﬁ”u&kﬁ(ﬂi&()‘ﬁ%i%ﬁ%ﬂi’?’_%o
#5 TR g WEL NEICIER=2 5 3 0k LT 1 H 20~30mg/ke % ERTZEN
GRS BEICERANC 0 TR 55 %0 B, BHEOEHR. ik, 2%
3.2 BEI DMK ey RENR T 2 OSS I U CHEEEET 5, 727200, 1H=E
L o . - e E, AOERERE (1 H 1,000mg) % EBRET 5,
W 5 % Sk # VI - A R
7. BERUVHAZEICEEYT 28
s vy TEHEOET 1 5 ﬂ (BEgY < F)
JINNTI T Teso | st R 3 B % 1 A5 B }
71 7L 50mg ety FE (mg) 71 RKHOF51E 1 HH = 100mg OHE»HHG L. ) 7~ T Ol
210 BRI Y L CRIEABE R A IR, BEOREY 5 IBEL
DO 4 B LEOMEE BV TIFEAIZT) 2 &,
JE ¥ vy THAR, K74 100 ) Test it\K%uﬁm%f%ﬁ%ﬁ%%%%ﬁ%w®f\@%ﬁ%%h
3 7% 100mg Te51 | EANRE BN 2 5 T (mg) B3R (TE 57207 200mg LLF) CHEFT L 2 &,
Wn 72 - 7.2 5%, AFNE 1 HATE 600mg %8 5 A 3E LTh, ZHUIE
#9305 U TR B TR s

4. ThEELISRHR

OR#iY I~ F
Oway iw (BFL > AREMEE)
Ota - kiR - ADOHE

7.3 KANLERETH 20T GEF, AR IE4EBYD RS H LD 5%
I 2), RAOBEIESNL FTIE, ERIDVESLTVSEY
FAEIRA S IR L TR 2 2 e E L, 22720, AAE 6
7 HBE#ERR G L COREDD S b h ek, &5 %Pk
5Tk,

(T U/ (L AKEMAE) . 88 - KER - SAOHEH)

*7.4 1 H47-0 1,000mg %8 2 CTHEMAT 5%4. 100mg 71 7LD

- 5]



1 HE RS 72 v ix, 10 7 71 (1,000mg) % ERE L.
50mg 7 7 b, 200mg H S EMAGDETHET S L,
100mg /7 7 VO 1 HBRA 72 VEB 107 TRV EBZ LY
4. 100mg 7 7R IV ORMFITH 5k th 3 5 OFRE—HENE" %
2 5,

8. EELEANEE
(g~ F)
8.1 AHNC L 2 WMELRIEMME DD 50T, HEEUFH., SHI%ET
HIHC & R WHEHAEBIC 5 2 &0
8.2 RHN DG BIIAIIE . EREIEM. ML OHESORE S
BEICHE L, FRICIHEE. 8. RHEOREIRDS A S N E
IIEER I FREIEKET 5 LR T 5 2 k.
8.3 AANFLG- AN IZ L3 MR, BHERE. TS oMtz Eiis 2 2
&
8.3.1 G HIZIHRERZ T Ic g 5 & L bic, EmIC %
SREHRRO 2 » Aid 1~2 BB 1A, 20 2~4 AR
1 EOHEE) MMk CRREZEORRRELIT) 2 &,
B, BERBRAED D b EAMERE. MM O TR A P38 12
HL. BEMP TRROWTNLDMlZR L7z E X1E, %5 2%k
LY R il %479 2 &

LB e 3,000/mm’ i

VN ¢ S 100,000/mm’ it

T TE A USRI 2R e, RO
RAH S NS

8.3.2 MiEEEIZAMICEBT 22 L 25H 5D T, VR EZICEYS
THHEE, MEREEOZL 2 ER IR T 5 L) B0 D 2
ko
HR 2 IMERE R OV IV I3 L. F OMEAIEW SN IS
> T O IAMEINIC B % B3 EEARF O 3P 5ok % ZET
5HT L,

[9.15, 923, 9.3, 11.1.1, 11.1.9 &&]

&8 - KER - HOGHE)

8.4 SR E AT 2 AK OMIE, EREOHAIIGEHEFL — F
FIC L 2 G OB GHE L L, EEREIR T Il b § 8 5 A
40~60pg/dL DL i B5- U 223 aIc i3 Bk e 5 2 &,

F 72, M SRR 25 40~60pg/dL i £ THA L 28&a 121k, A

KOG R IEEMET L L, 270, oFL— FHIZBWT,

GRS ED ) N RRE SN TWDL DT, KA

kD 1~2 B ER IR SRR E 2 BE L. YNy v RS

P S NG A I ARF OG- A ETT 5 2 &,

B NEORMMRRITERA & D SOBEEZ TR, RV

BETL ., FE LA I INES BT A ERENEL 250

T, Bl E 1517 2 L.

Z DM SR B R UARK 2T A A, HeG-BE K Ok

BT 2 I SR B R O FRIZ X BARE T v 7z BRIRREIR, R~

VAEER 7 = s e P R

8.5 MENELNL DI, FET 2720015 RIREDLETH
DT, BEHIIENLT 7 LT F = v 0B EREE * Eid 2 =
Eo T2 HEPOELH Q~2 M 1) ITHEZITV, B
BRI T 2500 S N2 HA 121k, MEETOMH 2 2832 2
Lo [9.23 1]

8.6 K D RENWE S E IHEKAIC LA 2 W82 H Y,
REELEIVEESE Y H 5 0T, BEOFG1ER EOEFED G
bt x B2 SRS N EDARE L, @REHEG LT &,

9. BENEREFIHBEICHETIIEE
9.1 &HHE - EFEZEDH 5 EBE
(B9~ F)

911 FEHDEE
EEERPGEZELRVEHIENISEEZHRE, 5 LA &,
EEZMERESELRECTBZINDSD 5, [11.1.1 2E]

912 £HREHFBEL TV I EHE
EELRPGEHLWEHM S NALAEEZRE, B LanZ L,
EELMERES 2RI TBZNWNH 5, [11.1.1 2]

(DA " (BFL > ABEMEE) . 87 - KER - HDFH)

913 MAREBEEDNH 2 BH
EREERGEELRVEHIENISEZRE, 5 LANWI &,
EEZMERELRITBZENMND S, [11.1.1 Z0E]

9.1.4 SLE M&EE
EELROG G2V EHIEN2GE8E2RE, 5 LT &,
SLE OfER 2 BALE B BENDH 5. [11.1.5 1]
(GheELL@E)
9.1.5 MKBEEDEEFED & % BE
MEREE R TBZNNH L0 THLEHE % EHIATH) 2
L, [83. 83.1. 83.2ZM]
916 NZI U UREHICH L CRBEDCERED & 5 8E
9.2 BikpERESRE
(BEg) o~ F)
9.2.1 BH#EREDH 2 8E
B Lhnwlk, A 7u0—PE0HEELEREREELR T2
nhd s, 23, 11.1.1 ]
(JAIY iR (FFL > AREMAE) . 87 - KR - SHOHE)
9.22 BH#EEEEDH 2 BE
EELROC G2V EN2GEE2HRE, 5 LanT &,
L TR E SRS T BN H 5, [11.1.1 2]
(RhBEELLE)
9.23 BEEREDREDH 2 BE
B REREE A S T B 2N D 5O CTREMSEO BRI % &
I 4T) S ko (8.3, 83.1, 8.5 &)
9.3 FFHpERE=ERE
e R T 2R 2T B Z N0 D 5 O TR
L. [83%H]
9.5 111%
(BEEiY o~ F)
9.5.1 IR RIZIFIR L TW A AEEMD & 5 %t
TR SUZIFIR L TV A TTREED & 5 LPEII3d% S L w2 ks b
b CHES A Z B D EBIH 2D 5o [2.6 B
(74 9w (FFL > ABEMAE) . 88 - kiR - SDFE)
9.5.2 IEEXIIIEIR L TV B FIEEMD & 5 &4
IR TR L T B RO H 5 ek ic iR L 2 50w
EHWIEN DG EIZOAEGTHI E, b MRS 5 i
BlHRED D 5 o
9.6 B3I
BALLZWZEDET L, BRER (7 v M) I2BWTIHITEBAT
SRR B, WAV OIECEI IR R RBIEDFRD ST b,
9.7 NRZE
9.7.1 RRED/NE TRAEBORBESZTDH 2R

HIZEET A2

(BEEY o< F)
BHLanwZE, eBRErREIIBENITDH L, 2565
]

(JAII 2R (L XREMIE) . 8 - KR - HOHE)
LRGeS NI A2 HRE, 5 LanT &,
FEAMMBEE AR I BENID 5,

97.2 [9.71 BRRHONE THRAMBORBESZTDH 3R] LSO
U

EEEIU I F. ALY R (FFL > ARBEMEE))

HIR EOFBIEDEHRMEE B2 &R SN BGEIZOAEG T
LTl NBEERRE L2 BRI IENH L TV,

(8 - KR - ADFE)

R AERER, HiAd R R LR ISR EoF M s fEkt % -
A2 EHW SNDEEICOREGT 5 L, INHAERER, Hidk
WBROFLE ARG & U7z ABRIZ 0 L TvZe v,

9.8 SkeE

(BEEi Y o~ F)

ERLEROGEELVEH SN LA ZRE, 5 Lhnw2 s, &'

BRiiEESELRITBZENWN D S, [11.1.1 50E]

(JAIY UiFm (FFL > AREMAE) . 87 - KER - SDHE)

EELIMERES 2RI TBEINDND Do — M EIEREIME T L

Tw2, [11.1.1 ]



10. #E{ER

10.1 AR HrALEVWI &)

R

B RAEIR - S8

Wy - ek T

&F+) I MY
N
(vFv—=))
F—=F 774
[21 &)

I 7 M T A 5B
bBENDDH B,

WA TH %o

102 ffRER (BFRICERTS L)

RN FRARAEAR - HE 7 B - e
SeE A HIVERA S 2 B2 | P EAYITH 5,
b
eqmErS AR OMEZ WIS B35 | FEHG L25E,
I UE—HRT P | EABHLOT, XL | HOWPE;MET Y 5
7 A BIEGT2HE123, | LoWmEVH D,

Tk &
[16.7.1 4]

2T AT ARIET IV
= hERERT SR
{ﬁ@%vﬁ%&ﬁAw
KEALT VI = 57
[16.7.1 2]

AH) & D[R] EF G-I T
LTk,

Hih % EH 3 SR [AlEERE G- L2 a . R
F 2SN S A2 A 12
e ¥ L— MeEh,
ES I3V E v/ 1
LU REMEDS D % o
11. BIfEA

ROBWERH D & 5N D ZEHNHBHDT, BigE T v, £E
DERO LN E 3G 2k § 2 % S A LEET) 2 ko

1.1 EXEEER

11.1.1 AMECEAE (0.8%) . MFBRIEREE (HEAH) . FEREKRD
AE (0.1% i), IFEREKE LA (0.1% K ). Mm/R i 2 iE
(11%). BEFRRMEMN (0.1% k). Bl (KEeFHEM. &
mMEEMmME) (0.6%) . FMERKAEE (0.1% ki) . Mgt iR
WOMERPR (EX3E Y FERE) HEAH)., x70—tE
&3 (BEHBEZ) (0.1% Kii)

[1.. 2.2, 23, 83, 83.1. 83.2, 9.1.1-9.1.3, 9.2.1. 9.2.2. 9.8,
10.1 1]

11.1.2 fhifa%. BEMMHRE - PIE (FERIXMENGRME) fERE. A
MHKEZR (OIFdHEAH)

SERDSH B b N3G 2k L. BB REARIVE Y H O
B GO R MEEIT) 2 &,

11.1.3 7y KINZAF 2 PEEMBRE GHEARH)

JRAT RO B LI R X A CORMZE A L TR L7z
Bk, EbibS ek sz Ll

11.1.4 BREFR (0.4%) . REER HEAH)

11.1.5 SLE #iEK (0.1% Kimi) . KBEHRER (0.3%) . EEMHE
HEE (0.1% i)

[24. 9.1.4 2]

11.1.6 #ER (0.1% K. £S5 NL —EREE2 80 SR MERE
X CHEARH)

11.1.7 SHRMEBH R (0.1% i) . BASFE (HEAH)

11.1.8 MAEMEHRE. 7LI¥—HmEL. SREMEL (T

N BHEEAN)
MRS, 7 LIV E— Mg (EmERRLRM:Im s %) |
Jili - BBEEE IS RE e laRRE E A T &R S L, ME ARSI ER
M E Hifk (MPO-ANCA) BT b 2 & 2 i &+ 5 2360
MERERHSONLEZENHLDOT, TDLH) RELGEICITED
G EFRIEL, B RREEZIT) 2 L.

11.1.9 BT S - MR R CGEEAH)

BAF Y v~ F & T ) oW RSRE S Tw 5, [83 %

5~10% A | 0.1~5% AKiff 0.1% it $EFEAH
Rk TR S B
Hg AR
LIVAE T
HiLs CIN% - A% | B R 9%
e E%
BEHAR T Ifi
M 5, B 4
Mgt - L
TH
HERIWE
5
HILAR R
RIS
| 595 i E Al B PEATBE JNOD F
Z 9 ¥ RS ZIALBE
E7 B
AL ZEFLIERE ) M
B I JiE
JFF M JFH RE e 55 HiIE
(AST. ALT Lk
)
M ErkReREE OR | B
=N | N
BUN 4.7 L
7F=v k5
likiid S i
Y 2 SEREA
Ik %
Ik EAMIME S
e a 7 ez v
PRS (IgA. IgG.
IgM) iﬁkd\wlw
i - B P i e
i3 A9
Z Db TENE I ¥y 3IrBe K
FEE BiE Z
lio¥syrs R A FLEIEK
UEERS 22 PRI
MO A
fcees |

FEBUHEE (XBEET ) v~ T BF 2R & L 72KFR R O EIARRR RN O3 I8
BIREOMRRE AHETHIL L,
ED WE707 ) yORERTC, REVPRD SNGEIEHES 2 Pk

HEMYLILEEIT) S L,
E2) €5 IV Be 2T EDEE LV

14. @A EDZEE
14.1 EFZFEFOZEE

PTP W OFHIX PTP ¥ — M2 HH) L TR 5 & 9 f5E5
52 Lo PTP ¥ — b ORRFKIZ X0 BE GRS £ R s~ A
L. HICi3gfle 32 LCHER 250 mE L A IHEZ §F5 3 5 2
WD B

16. EE4ERE
16.1 Mgk

fERE RS 200mg & ZEfERE R AAR 13 G- L 72356, i<
A—FIDTFOLEBY ThHo72Y,

Conax T T AUC
(pg/mL) (hr) (hr) (pg-hr/mL)
WA (n=12) 0.62 18 23 2.17
16.2 TRIX
16.2.1 BEDOHE
RN (n=6) (MR, A%, =TT 3 ¥ 500mg % Hi

RS L7238 a . R=2 T 3 v OIMLREE /S5 A — & (ZDLIF
DEBYTHo72?,

RV T IVOTp IFWTHEEIROON VD OO, &
f&@ Crnax &UAUC Li%ﬂﬁﬁ%b:ﬂj&{&}‘ Lf:2> (ﬁ*/\.i—__ 57)0

H]
11.2 ZOBOEMER
5~10% A | 0.1~5% Al 0.1% A BHEEARI
iR U DI HISEREE Bk
IR At T e i

Cinax Tmax Tisz AUC

(pg/mL) (hr) (hr) (pg-hr/mL)
ZE N5 I 3.05 3.8 2.1 14.7
7 % 1.51 2.3 2.3 7.2




16.3 9%

YC.N= VT3 v 20mg/kg T v MICHEERELHRG L 22gEe, &
L5 THARAE % IR S HANDT AR DR 5 DR S,
KENR. BB, . 7 F L ABEANOSTE <. HiA. PRI
o7z hb, RERMBEEHE YAV T 1 FiEEEIEKT 5
ZENED LN, EERSORILEEIC B L% % 24 BT
130T 100% (23 L 727,

16.4 154

TERERL A LS 200mg & BRI 5- L7256, IR FEREHw Iz <=
VIIV-VATAVTHY, RV T IVIANVT 4 FLBIBE
n=v,

16.5 Bttt

fERERL IS 200mg & HUERR 1325 L7236, #5914 24 R £ T
WY T 3 v ORI G D 35.2% THh - 72

16.7 EYHEIER

16.7.1 BO#BE., VIR TALRBTINIZLEEFT 5HIE
-1
T e N (n=6) (ZIEBEFIRE, 228 By 8k A0 H e . 22 I s 1)
R ORBRIL~ 27 43 7 AOKBRAL T V2 = &) IR
%2, =35 3 2 500mg & ARG LzGEe, =3 T
I VOMPEE T A—FZUTFOEBY THo72Y,
REVITIVOT 3EHTHEFEETREOON VL OO, &
FI AR % 5 OV B AIR I 42 @ Cmax Sz OF AUC (X JEPE I IR 12 X
1/2~1/6 (& T L72Y WHEAF— %), [10.2 B3]

Conax Tinax Tiz AUC
(pg/mL) (hr) (hr) (pg-hr/mL)
JEBE I 3.05 3.8 2.1 14.7
A PR 1.00 13 1.2 2.6
il R OF 1.72 3.0 1.5 7.0
17. BRERR &
171 FIHERVCREMICEET R
(g~ F)

17.1.1 BN EEHR &R
SEEORE ) v~ FEE (2126]) ERRIC, =TI D
1 H¥%G5 L LCREIE% 300mg & L. BT 12 J8RE 4 80 =
& 12 300—400—600mg & WiiE3 2 HRX 2 Al L L QAW Lo
FHIC X o TG E OMR O E) 13 8 B DU (30 B 1
L. 900mg % FBR& L. 24 BRI G Lice "= 73 %
SEORREMRGTHRE (MR GUToEB) Th-72",

3o AEE (%) [HEIPE]

B v~ 7 65.0 (39/60)

[ P9 R B ML BRI 350 2 BIERI R BLE A 13~ = 2 T 3 VBB T 48.9%
(44 51790 B) T, FEB L 72 E 2 RIIERIZH 2 34.4% (3161790 1) . B BshisE
11.1% (10 #1/90 ) . WREERESE 5.6% (5%1/90 1) TH - 72,
17.1.2 BN —RER R EAER
WHEEOBIE ) 7~ FHE (T1361) x5 L — iR
THAROH MR s,

38 AE (%) [HEIPE]

DA ASE 66.2 (450/680)

) SRR N O A RO EHTH %o

18. EhEIE
18.1 {EARF
(AU I~ F)
FORERDPAN R 72022 5 3 v OVEHBT IR ZREZ 2 - C
WS, EPEEEIEIER . B EREEECER . RN ISR
AR X VST ) v~ FICB U ARG eI EY 52 5 L
EZHND,
(91 o9/ (FFL > XREMAE) . 87 - KR - SiDhsE)
RV T IVHEEFE XL — MEAEWE A L Z Ot % it X
5
(Y I~ F)
18.2 ZEHEZMHIMGHIER
=V T IVIE, e b y-ZuT) vEBG in vitro iERIZB W T
BEAEEIEIER DS, & b BIER E 72 in vitro RERIZB WO
F > —BIGHIEIERD., £29 v N9 = CREERROR;
FERRMESERING % 72 i vitro REFIZB VT T A v — L2258 L
VERSEDP RO LN T WD, TRSOIEHIR. EED 5 WG

HARB OPUE A L HIHI IS C L E R SN BW W,
18.3 ZEHEFERHEA

=V T IVIESHEICL Y, BEHiY Y FEBICBITS) 77 b
4 FRT 21 CORBEHAEROS TN SS A% EET 2EH %A
,9x_527>0
18.4 BFWEICXT 21EH

NRZYFIVE, ITACBWTTY U8B EA L THRIERICE
L. SIEHEEZ I 2 W IdR T 2 RIEHEEN 2 8555 & %
Zons®,
(IAIY oim (L > AREMAE) . - KR - DHE)
185 ¥ L — MEKIER

AN SIRBEIIBWC, RV T2V 20T ME 1 5T &
MALTHEEOF L= M 2R L. Rt % et s 5. i
SAREIE DA RO FRRN OSRASILS IEEE L. . BEL B
P O BRI BEILE T 2 D% <o

EEE (- ki) AWS Y MIBWT, "=V 5 I VIdRPES
B 2 B S, BN OFEEEOMRE R RET 22,

19. BRIR A ICEET 2 E{E2HIA R
— MR - =2 F 3~ (penicillamine)
1bZ44 © 3-mercapto-D-valine
AL (|:H3 I|{
HS—C:---C---COOH

|
CH; NH:

43 1 CsHuNO:S

TR 149.21

PE IR D BEORRIEOR R T, bERICERERZICBVAH Y, B
ERORRH . BICRIBRHEDS D 5o KIZETRT L
IH =) (95) IZEIFIZ vy,

Bioa%89195T (53 fR)

BEJCEE © (a )i—60° ~—67°

22. ‘@
(A BNHT2—EHT I 50mg)
PTP 100 7 7V [10 % 7+ x 10]
(XA BIVHTZ—EHT+EIL 100mg)
PTP 100 7 7 [10 % 7L x 10]
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24, XEEKRERVHEWVEDHEE

KIFHERA ST ATFA IV v Tr A=Y arbry—
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26.1 BG&EMRTT

CF A BEMN Sk

) ERSEEXSH3-24-1
26.2 12

A DNICI



