SMT7THETH 16 H

AN
Ay

iErqeor =1
ZAEK AR KR B

B ER S RAES
JER A HHZE

WS A0 (AR D B S AR R AT 2 B - D i R IC > T

ST7HE1H 8 BT 6 HZH 5647 5% H > CTEMKERENDRMEZEEES
SICERERDONTZS LT F 720 OV T XY VAR ETHKED
WAl (74 —8 ) AEFHE) 12652 BMEREZEFNIC OV T, YEMRESIC
BOWTHBLToEHBRIZINRO LB TTFoTHELET,


資料５－２


Al

VR

A b

)

RS

HYRE

L7272z RUKMLESXYIL
RIS E T HEDESH
(T #—11) RFE5HRK)

TM74% (2025%) 7H




B I DA A ool 2
<ﬁnn${' zﬁxzﬁ%%) .......................................................................... 2
(BT e ZESHYMAEREEREMAEZSEMZERLRE) i 2
B e 3
. SR R E R D B e 4
1 TR B ettt aaae e 4
2 . R B R 4
. R s BB 4
A R B G o 4
5. BB R U AR e, 4
O, BT R DA R DR B e 5
1. AT T B R B o 5
() A 5
(2 BRI e 13
2 BRI R 13
(1) BBEBEER (FD) e 13
(2) BBEEER (KO oo 14
3. WREREBICH T DR ENE oo 15
(1) B 15
(2) BRI R e 16
D . BB R T M oot 19
(Bl#E1 L7 bozxz0y OKBES () ETXFR ST LaAANTHUE
DE D FIEEIR) D) e 20
(BRI 2 R EE BRI oo 21
G BB ) oo 22

GGIR) BYREERFMEE FILES XYL (B 4MR)



(BHEDIER)

20254 1 H 8 H BEMIUKEEKED BRI ORERTE AR 5 B i EE A

FHICOUNTEERE (6 THEEH 5647 5) . BIRE RO
20254 1 H 14 H %968 Bl eZEs (EhEF4HE )
20254 3 H 24 B 278 [RlEh) A RS LB P RA S
20254 5 H 27 H 984 ML eEES (i)
20254 5 28H 56 H26HET EHENOOER - HHROSEE
20254 7 H 16 H #WAEERGEIGRESEE D RMZEZESTEE S

(BERRERERFTESLE)
(2024 97 H 1 H» D)

A %E (ZFEER)

ke B (ZERMAE FHNERD)
AL A2 (ZHERRPE B ERD
4 B (ZERARPE E=ERD)
NS B

il MM

a7k Fnfd

(BT E2EESEYAERESREMRESEMEESLE)
(202444 H 1 Bxb)

ax BEhE (ERY) Kl Fog Vg HiL

NN AT (BERARER) HEAR [z WA #%

H XLt T HEE

IR W1 g SR A B3

Wk R B S *:2024 46 H 3 H) D
2



C

TV N7 2 NIV T XY NVERDRG T DEOERA] (74 —& U A5
) 12O\ T, BOERFEAR RS ESE 2 W CR MRS M 4 32506 L 72,

AEFNT, 7V 7 F 720 KONV R T XY v EFH & T A TH D,

VT N7z A3KEbEE (M) LT F A NT o7 any kU BoEyFEEIRT
b, BkE LUTEHIT 2 2 &3t &% 7o, ARANCE ENHEKITONTIR, BHIE
e L CEFEH SO ICBNT, NORFEICEEREL -2 DRI NEE X
77

ML R T XY T, B ZEEEEICBWT ADI & LT 0.01 mgkeg A/ HARE S
nTuna,

Bl A7 C & 2 ARBUAI ISR BA 2 W 23581280 2 FAIOSEEER YT »~ hO&A
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I. FHEXREMAEREROME
1. X

FANE, v b7y BK1) KOVRL R RV L THD, AREI1 mL iz
B (LT h 7o 20%8kE LC) 133.4 mg KONV R T XV )L 30.0 mg BNEEI
TW5, (1)

2. #hEe - R
FIKD Cystoisospora suis\Z k537 20 DIFEDOFIERIE K A — A N RO,
DA NZERRZHRE MO T TH D, (B 1)

3. Fi&-HA=E
1~4 Hifn (A1 24 FF~96 BEHE]) O 1 a4 7= A LT15mL (ML T
XY ) 45 mg, & : 200 mg) ZEFHEHAMNICHER T 5, (1)

4. FRIOEIF
ARBANIE, PRAFA, SmiErEAl, THiaAl, S AL EAIME S Tns, (&
MR 1)

5. BROFRBRRUFERKR

ARFNX, Z7v T v T7zard MV R TR LOEAERFITH Y, 2022 4 4 AL
1E, WEHFCIE EU Ofth, 29 22 E TR EN TV D, HATIHFERERZEcH D 7 1L b
7z KNI ST RNV EREG LT DEOERK] NA a2y 7 X TAT E
SR 122 T 2020 R & A ERZER I AM T O, 2021 FFITAGR S TV D,

JV7 N7zt KEMEsk (D) ETFR N T o7 any N BROED TEE
KT, THRRARNT U8 GRLTRR T DK O—FTHY ., WKL VRS
KOEUES Bz TR 2%, ERNILNE Bz, FROSKRZHELO T2 e L
TT XA T UBHOROFUTERAMEHAI N TS, BRTIE, 27 h7xzmy
AR & T DESH (V7 hIA®) 8 1985 ARSI, 1992 & 12 AICH
FEHEPKTLCWD, &R 2)

MU RZ XU, MY TV ACEMO 1 ETHRDO =27 220 MEORIE TR % %)
BB - IR ETOPURBIETH Y . BHEIES E L TER SN TWD, ATl br
~Z RV IV EAGRRGY &9 D4 K O R D R BIR AN N B ORI, EU,
HETK, 7 U7 EORIMECTHEARIN TS, BARTHE, F RO D SEE (4
A 297 AR OIEAAA 27 R) A 2008 EIEGR SN, 2016 4RI FARAIR
DIET LT D,

S, BN - DSOS LV L AREFIOROEIRTEAGEHRES e ST Z &I
VN, EMOKEER D> B AR D AGRIT AR D B SR B M) B ST,



I. REHICRIMEOBE
AFHITE T, B AEIESEENGEAR TS LI, 77 7 2m KV E
VR T RV NVERRGY & T DEOERHF (74— U AR OFEIcBT 2 FE
HRAHEPL T,
PR A2 RIRK 2 (TR LTz,

1. N9 o%eH
(1) FE#&
ORAFAPEA=V,

HARTI, 2020 FIZRMEERZERIIBNT, L7 N7 2a U KNIV R Z XY L
IR & T HEDOITEH] A v 7 2 TA T IR OFEORS, $6& LT
P95 Z &) & S, FORFNCE ENLHERCOWTIX, BAEIRGL E L TE
A SNDRVICBNT, BMIEET 22 LIk v NOfEFZE - Bdo/an2
EBHBENTHDLHLOTH D EFHIiSNT, (B 3)

Z D%, 2024 12 EFSA 235l 247V, L7k fElE % 5~40 mg/H LiE LT
25, A EIRMEIEILT —# REDTeORETE oo Te b Lic, 70k, KRIHIEI
B% ERI2EBEREILNT LLAEREDY 27 NHDHZLEERLRNE LTINS,
(M)

AEHNX 1~4 HEOFIRICHEIFHRANE G S5 6O T, 1 b Ok 5-&I38E
RO L AERlFE T D, Fim, ARRFIOB 554 A RN THEARD Bl L 78k 13,
Bk DI ENRERER DFE T, 185590.5 H1%IZ Crmax (CFE L ZDOBIHECNTIER T LIZZ &
TEFRHAL0 A28k fradlisias C & 2 s OVlis OSRREE 1X, BGRBITR&EERD
21 BREZIZIFBEE RO 1/9~138 [TIK F L=Z &, Ko idRmERE I cFH 2 b
EBEZBNDZ EnD, ADNRMZE U CEIT 2 AKMAIHRSROSKIIEN B HND,

UbDZ &t W ZeZEESIAEIRGEMHESIT, 77 7m0
WREIRIL S LTl SNARY ICBWT, ADRFEICHERE 2 5 2 H0%a0378
WeEEZ T,

@ FILESXYJL
AATIL. 2007 AW ZEEESICBWTADI & LT 0.01 mgkg ARE/HBHRE
S, BEOE MRS C VT ADI OZF X220, B (M5, 6. 7)

@ EMENREHER
a. BILES X IILRUSOEERIDEYEIREAER

R (SLFERBH, 2 0% 3 Hifn, RHE : 1.186~2.404 kg, WEMERT 10~12 B8/EE) 12, A
G DEA BN D 2FED MV b7 XY VR OEROBLEA] (5% ML T XY
/v 22 mglkg IR K& U 138 mg/kg REE XX hv KT XU L 37 mglkg IRHE & Uk 124

U AR RO A 5 D TRIE



mg/kg KH) ZSHICHRING RN G- 2 S EhRea iR I S v/, RRBECIE,
A2y 7 A% (hL T XYL LT 21 mgkg (AF) A5l nfs4 2 &k,
V7RI (k& LT 118 mglkg RHE) ZHEIFHNNEE Lz, #5454, 10, 24,
48, 72, 96, 120, 144, 168, 240, 312, 384, 456, 528, 600, 672, 816, 984 &
1,200 FERZICEAM 24TV, RV R T XU VKR OFEERF TH D MV R T XV LA
JVIR  OIFERE 2 HPLC-UV T, MIEERE 2 BB A b rdEsE CllE Lo,

MRAEER1ITR LT,

AN GICT D MV s 7 XU LORIIE, &5 Ll U TRRIR Th 203,
AUCo+ 1. 33%FRRFEERN L. R R T XU L 2R ATHANE S & & O &5 CEELO
MAENEEZ 7R Uiz, MHEELD Crmax X OV AUCo 1E h L kT X L O#HRGEIZES D 53
W% Tho71-, (B2, 8)

1 KZBIT D ML b T XYL EEROBLEFIO HEIFFRIN TR 0 5% 0
FLVRT XU, bV b T XYL AIVR Y e OBROSKYEIRE X T X — H a
HExT G it ML R TR L - S AT %R
AR 10 (S, ME2) |12 (ME8, ME4) | 11 (KE7, #f4)
| MV TZXY | 22 mglkg {RE | 37 mgkg {AHE | 21 mg/kg (AE?D
5. #% | 138 mg/kg {AHE | 124 mg/kg {KHE | 118 mg/kg AH
B
LR F XYL | Ciax (mg/L) 6.239 +1.185 9.384 + 1.697 7.829 + 1.900
Trmax (h)e 120 132 24
T (h) 101+ 46 82+ 34 92+ 28
AUCo+ (h-mg/L) 1254.930 + 1894.070 + 916.403 +
337.291 580.691 264.813
AUCo- (h-mg/L) 1281.093 + 1921.580 + 937.139 +
346.400 591.673 266.949
FV R Z XU b | Crax (mg/L) 6.794 + 1.907 10.551+3.489 | 4.646 + 1.483
ZJVIR Trmax (h)e 384 348 168
T (h) 111+ 15 97+ 17 112+ 21
AUCo+ (h-mg/L) 3407.329 + 5101.920 + 2302.708 +
705.849 1367.117 576.742
AUCo- (h-mg/L) 3476.654 + 5144.697 + 2427.268 +
724.324 1347.279 560.477
#hd Crnax (ng/dL) 1673.850 + 1338.767 = 1770.282 +
181.433 314.728 264.411
Trmax (h)e 9.4 9.5 10
T (h) 696 = 852 581+ 969 276 + 278
AUCo+ (h-pg/dL) 202731.7 + 211077.8 + 251155.6 +
58082.5 49397.4 53979
6




AUCo- (h-pg/dl) | 326698.1 + 201794.9 + 320701.9 +
195021.9 111244.1 129055.7

.0 oW

RO T + e

R O

TP

 SBIE <5 A — 2 1 3H 600 B (BERL) ECOF— XD EH BN B S E157-0)

b. ML S RAYIIRUVEHOEREFIR IEREFIDEYBIRERER EROBRED)

B (SFEREH, 2 B, K : 1.10~2.69 kg, MK 13 58/FE) (2. RLFT XU L
K OBROBLAH] G55 . ML hT XU L 45 mg/FE M UO%k 200 mg/fH) X/ L7 by
LR (k200 mg/iH) % AESAEZ R RN 53 2 Y EhRERER A JhE S iz, &5
12, 24, 48, 72, 96, 120, 144, 168, 240, 312, 384, 456, 528, 600, 672, 744,
816, 984, 1,152 K11 1,320 FFEZIZERIM ATV, FL b7 XU VK OEERE ThH
% bV b7 XY A VR OEREE (LOQ: 0.1 mg/L) % HPLC-UV C, #komiE
IR (LOQ: 0.5 ug/ml) % ICP-MS GHlE L7z,

FERAER 2 LK IR LT,

MU R T XY R, 5 4~T7 At (FRAE : 6 A) 12 Coax (T L2, WL, &
5. 34 BT AEAR TR LOQ Kiii & 72 o7z, "L b T XY LZLER AR,
B 2~3 AR DH S, 5 10~19 A% (FRAE : 18 A) 1T Cmax (I3 L7214,
W L, 555 HI2ITIE 1 BHZBR < BEAR TR LOQ A & 7o 72,

BHAR G LMV BT XYV EBORLEFIRG- & b, BRI S 0.5 A#&IZ
Crmax [ZEEL ., SKHAIRR G TIX, TO®%MWR L, &5 7 HIZIZ 5 pg/mL Kiifi & 72 o7,
MV kT XY ESROBCAFIR G 2 MR O T ILEe/ T, #5 3 HEIC
5 ug/mL A& 720 . SREAIRE & i L C Cmax 1359 40%. AUC 1359 70%EAE % 7~
L. SkOWINAME T3 2 Z EAVRIB SN2, HFEE L. SkoifEsbar — KAk
SOFATHEDFREM L HH Z LD, ILRIMMBRELE X G- E LTV,

ZH2, 9)

#2 KBTI D L kT XYL ESROELE A O HBIFHR N G4% D
LT XYV BV b T A W Z )V o DEYERE ST A — 2 a

INT A—H fL 7 XYL ~V KT XY JVALIR
Tmax (A) P 6.0 (4.0 - 7.0) 13.0 (10.0 - 19.0)

Crmax (mg/L) 6.416 + 1.536 8.456 + 2.535

AUCo- (H-mg/L) 53.36 + 13.45 178.38 + 48.95

Twe (H) 3.46 +0.83 3.66 + 0.64

Cmav/Dose (mg/L/mg) 0.14+0.03 NA

AUCo~/Dose (H-mg/l/mg) | 1.15+0.29 NA

a

b

: 1398 (ME6TUH, ME7HE) OV + MEUEFE
s R REIPNIER DS - BeR)

NA : REH




K3 BRCBTD MR TR Y A L GROBL AU ZEREAN D BB A P 54 0

IMAEERDFEWENRE ST A — 4 a

RTA—H B (s, &5&)
RL b T RV L & SRDOBLAFH FREAl (L7 hoae)
1358 (Bt 658, M 7 589) 1358 (B 554, M 8 55)
MV RZ XU )L : 45 mg/8H £k : 200 mg/5H
£k . 200 mg/5H
Tmax (H) P 0.50 (0.5 -0.5) 0.50 (0.50 -1.0)
Crmax (ng/mL) 435+ 116¢ 706 + 218
AUCo+ (H-pg/mlL) 461 + 123¢ 1538 + 545
AUCo (H-pg/mL) 494 + 97¢ 1574 + 533
Tz (H) 21.24 +27.16 18.27 + 15.90
Cmav/Dose (ug/mL/mg) 2.12+0.57¢ 3.29+1.03
AUCo-/Dose (H -pg/ml/mg) | 2.41 + 0.48 7.35+2.55

a : 13 BHOYY + iR E
b : HE GFEINNITE DS -
c : p<0.05 (vs. BEKHAIRE)

RR)

c. MILEFSXYILRUSOEEHIRISEBEFIOEMEEAR EXOBNEEQ)

R (SFREAREA, 2 Hiff, fRHE : 1.063~2.328 kg, MEMES 4 SE/EE) (2,

kv EZ XY

N OBROELAH] (kL b Z XV L 45 mg/FEN Ok 200 mg/8H, DL T A &) | $kEA| (7
L7 h®, 8200 mg/BH, LA B . BRHH (ABRCES LICRAEH 6 MV T
RV IVEBRANTZA] (8% 200 mg/E) . DLF CHE) XX v 7 XU VEA] (A BHZERE
LB EAIN BEREZ RN A (RV R TZ XYL 45 mg/8H)) LK OEEHA] (717 ki
® $%200 mg/HH, DLF D #E) ZASHICHRIFFNNE 53 5 3 s e S S 41
7o ¥5-6, 12, 24, 48, 72, 96, 120, 144, 168, 240, 312, 384, 456, 504 HFH]
BICERIMLZA TV, Sk Mg (LOQ: 0.5 pg/mL) % ICP-MS THIE L7-,

MERAPFRAITR LU,

A RO C BEOIMAESRA L, #5 0.5 BT Cuax (T L7214, BHOMTIE T L,
Be 53 BELLURE, EFIRREL 72572, Cmax KON AUC ICH BRI A BTz, B
BELOND BEOIMAESRIEAE L, %5 0.5 HIEIZ Cmax (CELZH, WL, &5 7 HELL
FRIIEFIRIE L 72572, Cnax XN AUC IZA BRI IA DIV D o7, ARERDNC #ED
AUC IE, 2NN D LB & i L CHEICIREZ R LTz,

ML RS R UE, SO L2202 L OVRENT-, BEE L. AFERONC B
D IMAESRIRFE DFLCH7RAK T & AUCRAEIL, BeAAl & 7 L7 IR ZisIT HERDELH
W OFERITHEEIRN LT D AIREMEAVRIR S i & LT 5, (B2, 10)
#4 KIZBIT D My b T XYL & EREFIOEH SUTER A O HEI; RN 5% 0
AR DIYENHE T A —H a

NG A—=H #E

10




ARE Bt C D Bt
Tmax (H) | 0.50(0.27-0.50) | 0.50 (0.50—0.50) | 0.50 (0.25—0.50) | 0.50 (0.25—0.50)
Cmax (ug/mL) | 660.93+205.52 | 718.45+134.26 | 852.46+326.18 | 757.66+ 158.26
AUCo+ 681.49 + 224.33¢ | 1,358.98+230.23 | 782.97+388.461 | 1,532.92 + 346.57
(H - pg/mL)
AUCo- 699.10 + 224.22¢ | 1,369.28 +229.39 | 793.34 + 396.049 | 1,548.73 + 341.16
(H - pg/mL)

a: 8 (ME4BAKOME480) DOV + EHE R

b HOE (FRILAER ) -

R)

¢ : p<0.05 (vs.D#$)
d : p<0.05 (vs. B#f)

d. ML SRV IILERVESORESHIR I IEKEF|DEDBIRERER DN )

B (WFEARA, 2 Hh, (K : 1.022~2.415 kg, MR 18 5E/RE) (2. R hT XY
W OBROBLEA] (Fv s 7 XV )L 45 mg/88 & UK 200 mg/88, AT A BE) | $kEH (7
U RI® 0§ 200 mg/BH, LA BRE) . ERHLAI (A BEICHRG LIEALEAIS RV T
KXY L EFROZA] (8% 200 mg/H), AT CHE) UL RV T XU L (ARHCES LA
BRI SERZFRWZH] (RL b XV )L 45 mgfif)) M OSKHA] (7' L7 e § 200
mg/8H, LLF DB % ZESEEI RGP N 59~ 2 SR B e IR Skt S i, 5 1,
4, 10 LT 21 HIZIZENENARE 480 (21 HIZDOA 6 8H) M OIdk. AT, s 8
RSB A2 ERE L, SRR EE (LOQ: 1.25 pglg) % ICP-MS T, &+ TIBC %
B B LTS CRIE LT,

FERAER B MOFE 6 IR LT,

ABELOCHRET, ZNEND BELONBREE s LT, 851 KOV 4 B OFRL )Y
B 51 B OBV T, RO IRE DS SR &R Uiz, TSRO CRRE 7o 7=
[TH 5T, WTHOFREEHZIBW T ORI Lz, TIBC ([ZHEFDOZEITA B
2o T,

RN A%, RIFEEIRRIESCD NS S OV 2 794 Uy TEGHHRALD D RRREL 2Pk
B LAVRENT, HEEEIL. A I D #EE C T BRACEBWT, Sk
EHERS I CHEZE 22 53380 DR T2 Z &, bV b T XY JUIEROWRIN, 23428
BN EARIBENZE LTWS, ER2, 11)

#5 KIZRIFDEREFUL RV b T XU L & SRBAIPEH o BRI 5% D
BROMREPIRE (ugl/g) 8

X Gl dn | R BE | HF
R AR B ¥ C#¥ D #¥
Hlik 1 435.3 162.3 654.3 186.8
4 318.3 225.5 427.8 217.3
10 172.3 118.2 182.0 172.1
21 67.3 64.1 87.3 73.7
9
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Gl 1 1047.5 318.3 1161.8 292.5
4 888.8 887.0 1082.3 469.8
10 612.8 294.0 503.0 471.3
21 116.7 65.7 133.3 63.0

TR 242.3 227.3 221.3 330.0
4 215.0 145.0 208.9 183.3
10 79.1 68.0 62.4 108.5
21 83.0 26.5 26.8 25.2

458 (521 BDOIH 65H) DYy

6 JKIZBIT DEEAIUL bV kT XU L L SREAIGEH T o BRI A NG5 O
TIBC (umol/L) 2

& 5 #% | B

A% ARE B ## CHt D ##

1 60.43 + 6.62 51.26 + 2.38 50.99 + 10.85 52.71 +12.22

4 72.26 + 19.09 65.40 = 25.59 62.73 + 13.68 85.05 + 20.53

10 85.99 + 11.27 87.70 = 23.10 76.02 + 17.41 70.76 £ 27.13

21 74.37+10.11 80.78 + 6.67 80.47 + 8.57 80.91+17.18

a: 458 (521 HEDA 65H) DY + FEUEFE

e. MLESXYIILRUSBOEEHIDOEYERESRER (A=)

R (SRR, 2 His, K : 1.09~2.61 kg, MRt 13~16 E/EE) 12, MLV TR
UV ROSROB AR O@EE &G-EO 1/2 {58 (VY F 7 XU L 22,5 mg/fE& UL 100
mg/H) . WHEESE (ML T XYL 45 mg/fEM U%k 200 mg/fH) X2 8 (kL
K Z XU v 90 mg/FEN Ok 400 mg/8H) % =SHESIC HARIFR PN 53 2 S EhRE R
DFEfE STz, B 12, 24, 48, 72, 96, 120, 144, 168, 240, 312, 384, 456,
528, 600, 672, 744, 816, 984, 1,152 KN 1,320 FFHZIZERMZI TV, RV FT X
UAROFEERI TH S hL 5 XY 2R OMETEE (LOQ: 0.1 mg/l) %
HPLC-UV T, #oimifEhiEE (LOQ: 0.5 pg/mL) % ICP-MS THIE L7,

FERARTIOR L,

FLE T XY LD Thax lE. WTHOHAREICBWNTHEE 6 HETH o720 Cmax (T
BEAAIEM L., AUC 1ZHELZ DTN TS #EMEZ R Lz, ML T XU LA
VIRV D Tiax (385 18~16 H%, Cmax (THARMEFATHEM L, AUC (ZHELE R
HHME R LT, $RD Thax 13, WTNWOHEIZEBWTHHRE 12 K% ThH o7, Cmax
KONAUC &b HEA ERDEEINEZR LT,

PLEDOFERN G IANEGIZHT 5 Mr b7 XU L ORINE 22.5~90 mg/8HO 5
ERFHICB O TR SHEKRFNITHY . ML T XU vo AUC (T &% FE
H—J5i. RV ETRULAILR D AUC O¥IMIAERL A FElS Z L RENnT-, i
e, ZAUT RV R T XU VORGP R L T D RIREE SRR S LTV D,

10
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F 72, kORI E AUC DAL 100~400 mg/EHED e 5-E&1HI 2B\ TR E ) &

ez Bl 2 EAvRaniz, i
LTWa, (B2, 12)

(T ZAUTENOERETAE & ORI MR Sz &

#zT KIZBITDH ML T XYL EEROBLEFIOHEIFHRNE 5% LV Z XV L,
MV R T XYV Z)VIR o e OBRO S ERE X T A — 4 a

W E x| BE 1/2 & W 2 fiik

% PEAEEK 14 (HE4, ME10) | 16 (6, #E10) | 13 (FE6, MET)
EReN 4 ~V K7 XYL | 22.5 mg/HH 45 mg/5H 90 mg/HH

£k | 100 mg/g8 200 mg/88 400 mg/9A
kL b | Cmax (mg/mL) 3.185+0.784 7.263 +2.707 12.881 + 3.941

7 AU | Tamax (AP 6.0 (4.0-7.0) 6.0 (5.0-7.0) 6.0 (5.0-7.0)

b AUCo+ (H -mg/L) 26.19 + 6.40 56.36 +£19.79 98.38 + 35.01
AUCo- (H-mg/L) 26.94 + 6.37 57.07+19.84 99.05 + 35.06
Crmav/Dose (ug/L/mg) 0.14+0.03 0.16 +0.06 0.14 +0.04
AUCo«/Dose (H -pg/l/mg) | 1.15+0.27 1.24 +0.43 1.08 + 0.39

L b | Ciax (mg/mL) 4.151 + 1.403 9.974 + 4.527 20.511 + 6.598

7 XU | Tmax (AP 16.0 13.0 13.0

v AV (10.0-25.0) (10.0-19.0) (10.0-19.0)

m AUCo+ (H -mg/L) 81.60 + 23.33 182.14+74.94 | 399.59 £ 133.42
AUCo- (H-mg/L) 82.70 + 23.15 183.03+74.71 | 400.69 = 133.33

£k Crnax (ug/mL) 172 + 60.6 645 + 270 1470 + 387
Timax (H)P 0.5 (0.5-0.5) 0.5 (0.5-0.5) 0.5 (0.5-0.5)
AUCo+ (H -pg/L) 189.88+47.87 | 653.73+288.29 | 1,652.81 +

590.38
Cma/Dose (ug/mI/mg) 1.67+0.59 3.18+1.33 3.64 +0.97
AUCo+/Dose (H - pg/mL/mg) | 1.84 +0.47 3.22+1.41 410+ 1.49

a : HERABREL O 1Y) + RERE
b hRfE (FRIPI A k)

@ FILESX)IILRUEORRIRIFEER ZAV-2HEERER (Y M ETERES)
Z v kb (Crl: CD(SD) &, Mff, 8 Hlin, #HHRHATE : 196.7~225.9 g, 5 UL/ 1T,
FL b7 XUV (225 mglkg 1K), 7' L7 7 =1 20%8k (8% : 1,000 mg/kg AH)
UL MLV R TR RT LT R 7 2o 20%0OEER] IRAEES : MV T XY
b (135 mg/kg &) KU¥LE (600 mgkg (AH) . mAHERS : ML T XU L (225
mg/kg RE) MUK (1,000 mgkg (KH)) %, HEIRZ TG Lo, SREBHZIEER (7
nE LY a—)L) OERE L, R ORIRIE DB NS E M OEEE
FHHIEEITV, B85 14 BRI %2 520 U 7o, BESCENIZZER8E% . Sl & 96t L 7=,
MERARSITR LIS,
A ERLA AL O ERLAAIRE T, B5 10~11 BRZICZ 2 1 TER TN 2 TEAHA
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FEL e ol BREAIRECITERIRMICBRE R T 1T A DN oTo, LV b T XY LHA
BT, BRESHOEK T EOLAD TS 2~3 Bf%NO AL Tn, &%
HICITEE LT, 521 £ COREBD OREITHRE L FIERSE TH -T2 &0 b,
MBI I GEZO— DO ETH Y | BERINEE X bV, FlifEizkBWTL

k7 XV JVEFIRE R OB A FIRE CH OV IRE BT DR5IR G, FIROZEHE & O]
RO KIL, AEXIHBEREORED & 2t S A b LA b #E 2 Biv, b b
TRV NG KD IR L E 2 bl FT2. BEEERE FICA BT Atk
Wi kv b7 XV VERRENR OCEBRCERIRHC AL NT=Z b, G L2 MV RT XY
IV OFEE & HEN ST, SRHEAIEE R OVl & AR CIEHIC B W TR O E ITER T %
EEZR ONDLEH T M OSEE (E. BR, BT, STEUIGREEYD /<8 o
AL B ST,

HEEEIL., MV R T XUV EEARE LTI LIk AKE, BEEE~DORET L K
FAVNVHEFLFETHY . S HITHBRFTRIZBN T, BEAICRRI2ZMITER0 5
T, RFTAIZOW IR A L A HRIT N BE LTV D,

BN ZER BRI AERLHEMFRESIL, BLAIC XD H7 e S E O RBBUL /20
EEZT, &2, 13)

#8 Tv MIBITD ML T XY NVKOSBOBEASAIFEFN O THREIZ LD

S EE R AR
B acnicd Beha T,
(mg/kg KHE)
MV RZ XYL 225 HISEENR D 2, LADEH T

(RERD, AR (5 1~3 B AT T~14 HER)
MRRZER, RIEACR, MR R

Bk 1,000 B EME (&5 1~3 B1%)
tatafl (BT, e, PR @BIE., SE UG
N2aY: ()

A &R A A WEEE (1 431)

RMLEZ XUV | 135 H I EEE D b, B b, Rk

# 600 (RERED, BRI (&5 1~14 B%)
Bt (EERT., BiE. SEESUIBRIEY > 36 i
IRZEHE, RIBIER, IRERRER, WIREENEY P

EHERLAH WESE (2 1))
rLEZ XYL | 225 HFRGEERE D b, L ADEATE, HlE b, (KRR TP
Bk 1,000 RERD, BEERE (%5 1~14 B . Bk (&8

BOT. BIAE. W, W, SHECSUNBRIEE Y o i) |
MapRste, RIBACR, MERREHE, BREEENEY P

a: &5 2~3 g LA LN, HEBBITITER L,
b : PEFEEM DI THHIT-,
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(2) HmFIE

ARBFNAFEA S TWDREH (7 =/ —V), I 2 koo o6 1 sy Rk
NU L), B 2 By (kaaA RIRTU D RORE RY) ROVAHR] (A
A) WNTYHEAI 2 DD BH 9 1EGy (W ATFarxvAya ) [ZHEENDHIEE
F (AFa), BREEH (Vvesmg) KOVAD OK) X TEwA T 7 F o oRInAl
OB SARFEETHIO% 2 7 (CER 26 4210 H 14 AERESIE) ] GIF 1E20) &
W9, IZESE BT 2 F U ORINAIE LTERSHAIRY 2T, A~Of
RSN TR CE DR LB X B D LMl LI2INFIST 1 HEFOSHEEDFTED
B2 X IRT AU A O I C X AR L3l L7=1EICTh 5,

SriEMER (K79 — 8 hY o L) &, BEICEMLEEBETHEE L7-8wH
EIERANCIIM E L TEENTEBY . YHIOG AR & LTRIRLIZGEDA
NOMEFER AN TR T X DRE LML L723EITh 0 . ARE 1 AR OEHEN,
WETFHn L7284 1 AETICEENL2EZLU T THLWNFITH 5,

e OEaK] G AFarxze iy a ) [ZEENHFALA] (AT Brr—2R) 14,

[Zz2071 2 (1) 1Z5%%7 %, (14, 15, 16)

UbEDZ et BRVZEZBSEMAEKLEMRESIL, ARFIER ST
HEMFNHONTIL, Z ORI, BEAFEOZNERHE & OARIE O HVE « HEA2ZET
%L AKROEEMSY & U TEIILEGE DO A~ORBEIIII T 2 RE L& 2
77

2. TREBEER
(1) ZBHER ED)
K (SFEARET, 3 Hifn, 24 90 (MEMES 128H)) (o, ARA) 1.7 mL/ke K8 (kv
rZ XY LT5H0 mgkg REKUEE LT 222 mg/kg (KHE) % ASHERIC HRITG A
NEEE- L, RN E S, #&5- 28, 35, 42, 56, 70 Y 80 HZICHEREX 2 BH
b, KE (R, BEEt), MR (SRR . B g /MG ONES
LA (e 2 HUl I 100~500 g) Z8RELL, hL kT XU WIEONSARE C
HHMVETZAYNWZANNKR KRRV T XYL ALK F T ROMEFREE %
LC-MS/MS THIE L7=,
MERARIITR LI,

MV R Z XU, SRR OIHRIZ IV TRE 28 HIZLARE, Bk, K&, NEED
FEFENIA Tl s 35 B LI, £FE T LOQ K& 72 o7, hL b T XV )L AJLR
NE, 556 HiEE TETOWMN TR Sz, &5 70 BEURIEIED 2 TOH
NTLOQ K& e oT- MV T XV L ZVRF T Rid, &5 28 HELLIE S 2FHD
R TOENLTLOQ K ChoT-, (&2, 17)

9 KB 57 +—& U AFFHRO BRI G% 0 bV 7 XY Lk
R ORI (uglg) 2

e | & 5-1% | A i Bl Be& /N e SR VA
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A% A
rLRT | 28 <L0Q <LOQ <L0Q ~ | <LOQ ~ |<LOQ ~ |<LOQ ~
% 0.1 0.24 0.07 0.08
35 <L0Q <L.0Q <L.0Q <L0Q <L0Q <L0Q
42 <L0Q <L.0Q <L.0Q <L0Q <L0Q <L0Q
56 <L0Q <L.0Q <L.0Q <L.0Q <L0Q <L0Q
70 <L0Q <L.0Q <L.0Q <L.0Q <L0Q <L0Q
84 <L0Q <L.0Q <L.0Q <L.0Q <L0Q <L0Q
MV ERZ | 28 2.59 12.7 7.6 8.43 4.34 4.71
AVYJ)LA | 35 0.82 4.7 2.4 2.18 1.34 1.46
IV P | 42 0.30 2.1 1.1 0.90 0.565 0.54
56 <L0Q ~ | <LOQ ~ |<LOQ ~ |0.12 <L0Q ~ | <LOQ ~
0.10 0.9 0.3 0.13 0.15
70 <L0Q <L.0Q <L.0Q <L0Q <L0Q <L0Q
84 <L0Q <L0Q <L0Q <L0Q <L0Q <L0Q
rLRT | 28 <L0Q <L0OQ <LOQ <L0Q <L0Q <L0Q
XYL Z | 35 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
JLIRF | 49 <L0Q <LOQ <LOQ <L0Q <L0Q <L0Q
Kb 56 <L0Q <L0Q <L0Q <L0Q <L0Q <L0Q
70 <L0Q <L0Q <L0Q <L0Q <L0Q <L0Q
84 <L0Q <L0Q <L0Q <L0Q <L0Q <L0Q

a: 458 (HE1EEIET LTo7ow, 584 A% O A 3 BRAEIR)  ONFE S IE R E O i
b : fEIE F LV b T XU OB
<LOQ : EEMA (HA. BEEROVINEG : 0.05 ng/g. AT : 0.2 pglg. Bl : 0.1 ugl/g) A

(2) BREBHER BO)

TR (SFEAREY, 3 Hifin, 24 BH (MERES 12 54)) 12, AHAI 1.7 mL/kg K&E (ML
FZ XY LE LT 50 mgkg REKLOEEE LT 222 mgkg KE) % /ESHEBIZHEIHA
NEeE- L, R e Sz, #&5- 28, 35, 42, 56, 70 T 84 HIZITHEREX 2 BH
o, FJE (EMiZETe) . A, B . NSO A BRI, by
rZ XN THD MV T XY L ZLR Y O MV kT XY LA JLIRF
¥ ROMFRHEE 2 LC-MS/MS CHIE L7,

ERAE 10 IR LT,

MU RZ XU U, BN, g, Bl R OV ARV TS 28 A%
LUK, B335 35 H & LARE, 28H T LOQ K & 72~ 7=, bbb T XY L ZLIR AT,
Feh- 70 BtR £ CRETORNM CTHRE SN0, 85 84 AZITEIHO 2 TOENLT LOQ
KL leotz, MV T RVARANARFY RIL, #1528 A% D RIHDATOH
AT LOQ K ThH 7=, (B2, 18)

10 RICBIT A7 +—F U AEFEOHBIFGHRNNEG#HO ML RS X)Lk

14

16



A O TIRE (uglg) 2

HES | 5% | HA Jili ik B /NI s IR VA
A% i
cML KT |28 <LOQ <LOQ <LOQ <LOQ ~ | <LOQ <LOQ
R L 0.07
35 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
42 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
56 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
70 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
84 <LOQ <LOQ <LOQ <L0Q <L0OQ <LOQ
MLV EZ |28 2.80 11.9 6.7 7.50 4.45 4.32
A JLA | 35 1.43 7.7 4.1 3.11 2.41 1.90
JLARL b |49 0.62 3.9 2.1 1.61 1.15 0.96
56 <LOQ ~ 0.8 0.4 0.33 0.20 <LOQ ~
0.23 0.31
70 <LOQ ~ |<LOQ ~ |<LOQ ~|<LOQ ~|<LOQ ~|<LOQ ~
0.05 0.5 0.1 0.13 0.08 0.07
84 <LOQ <LOQ <LOQ <L0Q <L0OQ <LOQ
rLV KT | 28 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
ZYJVA | 35 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
JLIRF T | 42 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
Kb 56 <L0OQ <L0Q <L0Q <L0OQ <L0OQ <L0OQ
70 <LOQ <LOQ <LOQ <LOQ <LOQ <LOQ
84 <LOQ <LOQ <LOQ <L0Q <L0OQ <LOQ

a 1 4 BHOFHE S IE B E O
b : fEIE RV R T XY esOHEE
<LOQ : EERER BN, RE&LOVNG @ 0.05 pglg, I : 0.2 pg/g. Bl : 0.1 pglg) A

3. MERBIHT 2R
(1) REeMAER
B (7 —IRUA M, 1 B, A : 0.95~2.30 kg, MR 10 BE/EE) (2, AHH
O R, 2 UL 3EE (ML T XYL E LT 45, 91 XUE 136 mg/HH, #k& LT 201,
402 XX 603 mg/iH) #HAFHRINE G 2L7-, SIREECIZ 7 L7 hou®smia 1 Xt 3
mL (Bk& LT 201 XX 603 mg/fH) A FRERICEE Lo, ERIRBIZS. FHM7R S MR,
PERATEIER, (REIE, MIRPAOME, MRAECFHRE, IREEEITV, &5 28+1

2 SR G- IR L ORI 5 G-l /RIS O 1 20T, 3 5 Eoet B A ORHIAI 2 % 5
1% 1.6 mL ZZEASEE D 2 HFmic, AR 3 (5 EAEIT 1.5 mL Z /SN 2 2355 L ORISR O 1
TG LT,

3L R (BRESy SV 7))
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HZICHIR, I EENE 2 S0 U, 2y - ARk A B O it L7,

AR e EAZ £ 1L IR LT,

AR, SR UTZERIE & 7 o T EREOME 2 5H, 2 (5 EREOMERES 1 L Y
3 (HEREORE 1 BHICOWTIE, MR RR T DT A B, BEZIHDIET X
IR LRESEARA T IEI G RT O MR AL F R I BN T 7L 20— A R ONRIRHBR O %
RLTWEZ ED, FIALOERRE &\ vo I RS 5. LI BT O fEReR e 5 L 7= 7]
REMENNE 2 DAL, PR 5O BT I3 Il S v, ALK 3 [ EREORETR
FHIIIHHIAFRD L, BIRIROIAELEE (5/10 BH) 1XfhoofE (1~2/1085) X v &
o7z, WEEHIE, TIROBEEIRIZT R FLTHY . BEIRNALNZ5HDHH 4
FHIZ., 0 H#EplCBW TR 70 32— 2 THIRHEE DI Z R LTV 22 Evd, #15L
BERENDIRoT-EEZ BN E LT 5, BRI Cld, Il NS
DT DT U ALEPARRIA|D 2 (58 O 3 BB SR ONT 3 5 Bt IREE CRsE I
RO, BEOSESIERT DO LRI, BHRR, sHlRE R,
EACBIEE, MR, MR bR, PRRAE. SR & OVMses i e IRtz 5
[ZBhET 5 & B X BN ERFE A LN T,

ULEDFERMN G, B AZESEHEERL AR, 3 FERGIZRIT 5
AN, RERRITER T 2 CHERI S22, 85 & OB SERITITAE
TERNWEE 2T BT AEL O 2 (FERGIZBW IS EEIE 2 W e B 2 T,
(&2, 19)

# 11w Ra e

iea PRI BeHRE | MV T XU VYR | SRR HHEREER

(mI/58) (mg/8H) (mg/5H) (1)
WHESR | L7 hoes |1 - 201 10 (4/6)
3 {5 Eoxt il 3 - 603 10 (5/5)
iaEE s T —k U AE| 15 45 201 10 (5/5)
2 {5 St v 3 91 402 10 (5/5)
3 i 4.5 136 603 10 (5/5)

a : # 201 mg/mL
b: MV FZ7 XU 30.3 mg/mL+ # 134.0 mg/mL

(2) ERFREAER

@ BFHVERERER (ENFEEX

FrAETIK (Z5oh (LWD), 1~3 Hilfs, {KHE : 0.9~2.3kg) OBRZMEEM KL=
VY MEDO T A BRIE LT T +—% U RESHE A L7 B0 A W0 K U2 4tk
EHERT DT, a7 Py MEORAEDHEGR SIVZEN 2 MERR IS0 TR MR RER
INSERE ST, 1 MRS 7= D REK 12 8% 1, 2 KO3 HIRREICAS 4 SAZ IE(EAIZHI 0
. FE TR 8 BED D UBRIERE & o FREEI O 2 3 B A, MRALEREIZIT 2 BAZ TIEA S
EN HF 7, HEBRERRR T, ARFI 15 mL (VR T XU L E LT 45 mg/8E, k&L
T 200 mg/FH) ZHENCHEIFTNNE G- LTz, RREERIZITIIEA A =2 7 2 0.4 mL/kg
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RE (ML RZ7 XU LE LT 20 mgkg RE) ZHERROKG L, S OIC8HA (Fo¥
—200) % 1 mL (k& LT 200 mg/He), SEIZHEIFGANE G Uiz, —IRERRBIZE 4,
fEPERBIES 5, AT AC@IEE 6, (RERIE, FEPA— X MGHI L O Hb #E
EEMEL, AEFFGROBBZBIEE LT, 2B L THEFG LS RPTRIG DR
fE A BT L7,

AR EM 2 £ 12 IR uto

Mfia & &, P IIECEDOHERAEFRRIIHA LN o1, ERAEFSE L
T, (ﬁﬁ/ﬂm&z}ﬁﬁﬁw %}Ezrb%n DAVZA, FHSHECRE I O 22135890
P, EELEREC D ERICEE L CWD Z 2D, BRI S L KRR iiﬁb\
W S iz, BERFTRUSE LT, 1 MiRR OBERIEEE N O IRERREDA 1 BRI 5%
([ZHREE (X7 1) OREIRDED HAZDS, ffE, BUEO I ImRE L &l Jf%zmt#
-7,

VLEDORERG . BinEeZ BaiWAEIE S HES T, KA ORI 2
LV N EE X T, (B2, 20)

# 12 FREBREEME (1 ek H7=0)

it TREREE MURZ XU RS R | SRS E Beh5-Hin | PLatsE o
PR | 74—t U 2 | 45 mg/i8 200 mg/5H 1 24 (12)
R 2 24 (12)
3 24 (12)
XIPREE | KN 2> | 20 mg/kg (AR 200 mg/5H 1 24 (12)
7 A a R 2 24 (12)
k> 2 —2000 3 24 (12)
HEALE 1 16 (8)
2 16 (8)
3 16 (8)

a : FEINAIE 1 MR 7= D DEFEK

@ EPHVEREREAER CBIVIEER)

AR (1~3 i, KHE : 0.500~3.050 kg) (2B 25 27 2P0 AEKROEIMD
PR A B E U CARRIAIZ M LB NENR O Z 2V E MR T 570, 27
U DEDOFRAEDPHER SN2 b ik (77 A 20501, RA Y 201, A3A 1
DN (2B TR R ARER A FEhE S A7=, bk A st 122 SO R Sk O HE 71K 1508
80 (77 A 271 X% 226 8/jitisk. KA : 291 XL 357 BA/tia%, A3A > : 363
SAMtiRR) RS, BRI, T —B U AEFE 1.5 mL (FV E T XYL
E LT 45 mg/iH, #k& LT 200 mg/HH) %, *fHEIEEECIZZ V7 hoa®imL (k& L

4 PRI, 5. BAR. BN ORSE - AEIRORIERZ 2 277k
5 [EJE, #fE, eIk, ABSUIFEMR Lz X a7k
6 fR, ik K UBNEORRE 2 2 271k
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T 200 mg/iH) 4. HEIFHANERLG Lz, —ieikigglg: | (ERR8I52 7 | &Rl
2 (RENIE, #EEFA— A MGHL O+ Hb JIE 2 566 L, A EEFROR
IS LT, ZARMEICR LT, AEFRKOEG RFTRUGCO GRS 2 7 -l L 72,

A e 2R 13 IR LT,

BERESORIT, PR 11708 (15.4%) . *THRIREEC 168 5H (22.5%) (ZH 5
iz, FETIE, PR T 58 BH (7.6%) . XTREEEHET 79 9H (10.6%) (ZHA B, E7¢
JFRITRHRIC X DJESE R ORIE Tl o 72, T OMO LA ERFGIL, MH. Bk, B
ITROBRAIRT, W ORBISARE & HREERE & e ISR TR 2 251 34 iR o
2o TG RFTRUGNE 2 B2 6 Bl 5 SHTH HAL, PNERITHEREEEE T 3 58 (0.4%) |
XTFRSEREC 250 (0.3%) Thoiz,

PLEDRERMN G, BT B SEHEELEIESIL, AREI ORIk 5
LM N EE X, (B2, 21)

#* 13 ARSI

TRBRHE MU Z XY VY & | SR | G R | BB | RREEE

PR | 7 4 —% U A | 45 mg/5H 200 mg/5H | 1 266 1508
R 2 253
3 242
RIS | L7 R | - 200 mg/FH | 1 747

T, WA, YRR, ARESUIEER L2 a7 L
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. BAEEZETM

AEHFNL, 77 720 KONV R T XV vEFHIET5FRAITH 5,

JVT N7 za 3Kk (D) LT XA T T any s BoEs FEAER
ThV ., HRNEG%, EENTEPERET 5, B ZeZERIT 2020 FI27 L7k
Tz AZOWTERE LGHIET 2 Z 3w & L, BAERG & L CEFEEA SR
HIEVIZEWT, BMICIEET 5 Z LI L 0 NOEFZELR > BZNO2 W2 LS
NWTHDHHOEFHI L TV D, AREFIOFIK 1 8067 © Ok 58 IRERHm 0 Bk & A
NFAETH D, -, HEYEERBROMBREEEEE 2D & AR ZE LTI 24K
BRI SROSRIEN LB Z ONT-, LR -> T, AFNCE TN 58koW\W ik, 8
FESESE L CEHHEHSNARVICRBW T, NORERICAEERELZ 5 2 2813780
EEZT,

FL b T XU U, BREERESIZE W T ADI & LT 0.01 mgkg A/ HNHRE
ENTW5D,

B &A1 C & 2 AR U IEEA 2 W 58108 1T 2 FAIOFEMERESL VT » RO
APEFEEIC W TG LTz, EhReIc >\ T, L T XU LR OEROECEF D
HFFRANEG%DO L XY VKO TH D b s T XY )V ZLR Ol
IR X, ZNENES 4~T7 U 10~19 BRIZ Cmax [ZEEL7%, WL, &5 34
X% 55 HZIZIIMERA LOQ Kiifi & 72 o7z, MV N T XUV UBRORLA A TEKHLA 2
HRIFH AN 5% OSKOIMAEFIREE L, B85 0.5 HAZIZ Crax (ZFE L, FEHSHSCON AT
g K OB Z 2541 L VESHERALD DRI L, #85 3~T7 AL, EHEIRIEX
1L 5 ug/mL Kl & 7272, bV T XU JUTEROWIL « 734 EEE L7 2 & DVRIR X
iz, o, 7 MORTFRGIZE 2aMEEERBRORR. BlEI X 287 2wt
DFFUTRNEE X T,

ABFNAEH S TODIRIFNCOWTIX, Z O ANRDL, BEFO RN & O SY
HOME - HEZBET L L. ARUAOEHER Y & U THEILLIZEEG DO A~ORERRE
(T Cx ORRE LB X,

VR Z XYW RNRH THD MV E T XY VAL ER KRNIV ET XY LA
VIRF L REpHretge e U, FIRKICARRGFZ I AN G- LT o, My
F XY IKRIET, L T XV L ZLR AN e b g EmR it S n-, b
Z A JUFHEE 35 HELIE, hL b T XU L ZLR 3% S 84 HIELIKE, 2T DEYT
(WA, g, Ble. RO, /MR OVESHEACARA) C© LOQ Aii & 72>z, MLV KT
RYIVZVRF L RiE, ETOREARBHIBW TR S e o7z,

AREF| D22 AR L OEIRRBROFE R, FHE CHUIEHT 256, Ak S
IZ X DRI T DM RIEIZ /N & 2 T2,

Dz s, K2 BSEWRAEREG M HEST, AREDEEICEH S
NDRDIZENTIE, &ihZiE U CADORREICHEZ 52 2 et iR & 2RE L
EZz27
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(Fl#E1 JLFT b7y OkEMesk (D ETFR S UT0aNT FUBOBSTFE
8K OBE)

T A2 A = =

ik Gleptoferron. Gleptoferronum

CAS No. 57680-55-4

5= xFeHO2 - nCsH1005° C7H1405° yH20

oy 477.17

KR b#k (1) H H H H

DGR ) ) ) .
. ¢ o o o o o o o
\AAAA S A AA

e ’Fe'

Fe /Fe Fe. Fe Fe HFe Fe F .
SN NSNS NSNS NS N NS\
‘ o] ) o] o 0 0 0 )

H - - -

THXAKNT
T a7k
>R D K i i
1
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(Alfg 2 : IREBFEM

WP AR
ADI acceptable daily intake : #F%&— HiEHUE
AUC area under the blood concentration-time curve : I 3R FE —HF
[ bR s
Crnax maximum drug concentration : fEll (4F) iR
EFSA European Food Safety Authority : KRN £ 522 2%ES
EU European Union : FRJME#E S
Hb hemoglobin : ~E7 1 E
HPLC-UV high performance liquid chromatography - ultraviolet detector : &
SNSRI & mdiEIR s v~ N5 T 4 —
ICP-MS inductively coupled plasma mass spectrometry : FHEfES 7T X~
BT
LC-MS/MS liquid chromatography/ tandem mass spectrometry : A2 7~ h
T 7 4 —IB T DNE RN
LOQ limit of quantification : & &R
Ty half-life : yHJ 4R
TIBC total iron binding capacuty : fa#kiE S HE
Trax maximum drug concentration time : Frmlfl (5F)  HrjR R B EERER
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(éEEE)

1L BN Dy UASt: BHERGEIGEURGRRGEE 74—t U AR GF
INE)

2. BN D USRS B EENRENGEAGRHGEE T — kU AR
EARTEAGE HREINTE RS GFAR)

3. BRIWEZEERES RANEFEGTHIOMROBHIZOWT TR 696 5 5F12 4 10
H 20 H

4. EFSA: Scientific opinion on the tolerable upper intake level for iron, 2024

5. B AZRS  AAEFSZESHIORROBHICOVNT TR 460 5 Ak 19 4

6. RinZELZAS RMEFZETHRORROBENCOWT R 428 5 K 20 4

7. BRWEEEZAES BOMFECERHMIORROMBHNZOWT  FFRE 596 & HF12 49
H1H

8. BN Uy A BRI RLENGETATERGEE T4 —t ) RAEHKR IR
PRk 12-1 GEATR)

9. BN Uy USRS B EERROERGEAGRHREE T — U RESR W
&R 12-2 GEAF)

10. BN« D UGSt B ERGELERGEAGRRGEE 74— U AEHK
WATEEF12-3 GEAR)

11. BN« D XUk St BB RLEIRTEAGREEE T —1 U AR
ATEEF 12-4 GEAT)

12. BN s D NUBASH BRGSO AGEREEE T4 —t U AR
WATEEF12-5 GEAR)

13. BN D UGSt B ERGELERGEAGRRGEE 74— U RS
PSR 6-1 GEAFR)
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