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ARE DRI UBBEE D BHERED & 5 B
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HR7E4 T 37— bEETRE2S0pg RS
0370 A F L GBRETHEZ)375ug?
2l RAIOFMFEICEDIE, INAT
BIES Va7=00.72mLOES FHKICER L 72 18R
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D-v>=hk—J 30mg
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3.2 REIDMIR
fR7E4 037 L — M RE250ug R
[ERREXN Bt DY (BRASE IR BA)
pH 5.0
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5. MEENIIZNRICEHET HiF=
(BRI W M SEER)
5.1 OB TH R BRIRP/ONZVIBA.
KDY H 2 EEZZ ONHHEIERT S &,
5.2 M/MREL BRRERD 5 A THIMY A7 PEWEERS
NBHEEIHEHT ST &
(BEARMEM)

* %53 [17.[RBGE]OEONE 2B L. KAIOEREKX
e +3IBE Lz BT BMOBERREEINZE
DB A N 2SEIL, KAORGHFHET EHS N2 E
HFiogET s e, [17.1.4-17.1.62 ]

FEAEME

* %6, FENUHAE

(MR M I WM SR DER)
BWH. BRAICIE. 070254 GEEETHEZ) & LTl
BE5Blug/kgx B N 5T 5, BE5HMA%. /M. iE
RSB CTHEGRELZEEER L. BIEET#E5T 5. 72,
REESRIELIE10ug/kgET 5,

(BETRMED)
WHE. RAICE, 037 u AT 4 GEEHHEEZ) & LTym
BE5RI0ug/kgE R N5 2. BE5MAK. BEOREIC
IBUCHREEZEEREM L. BlEE 5T 5, £/, &
ERESRIGEIE20ug/kgE T 5,

7. BERUHEICEEY 58
(IS M FME M) WRIRIAME 2R DTR)
7.1 KHIITRZZEO L, 6% LoER/NROFETHEH

‘a- 6 : t o
M/ MREL T A
50,000/ LA g/ kg RS %,

HIMD ) X7 2K R TE 5108 LhE
BNEOFBEERS LS. HHEED
EET 5,

200,000/ pL~400,000/pL|1 ug/kgiElEd %,
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7.7 RElOFS5 8% FMT 2551013, BE. 1E5ug/kgd
OfiT A L,

7.8 F—HEZ4EBERKRSE L THIVIMEBOEM(BEZ &
LT, EIMIEKE T T M/IMREAARFB:GRGHTH» S
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LN e 100,000/ L 8 R ORI A IERE L BRRBIEEEL Th L,
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NEZUbU VB

10g/dL#8

TFHERE
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WL AR Z B2 EHRT SN AIE/ICOAEET ST
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8.2 AHIOHEHIEIC KV M/IMREAD 25802 BB
. AFOHIERAEREE 3SR 2 mE RER. i
KR OUM/IMR) OIFE 2 FEES 2 2 &.[9.1.2,11.1.35]
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13. BERE5
13.1 IR
I/REAS BN U MAEE AKX AR ZEREEE O & HFiE
EELBBENDDH S,
13.2 Ji&

KAlOREG2HIEL. VMR ZE=F—F 5T &o M/h
WA EIE L7z, 17 FEROHEICEE Y 2RI
v, KEIOWEBH AT 5 &

14. BRELDFE

14.1 EHFIRNEFOFE

14.1.1 RANZ, 1EFENTIDONAL 7ILTH O, FEHK
0.72mLIC K VAR L. IEHEICHEID & 5728120.0lmL X
130. ImMLEB D BS 8RS L2 W5, EHHKUNOLDT
BRLENWCE, AROEERBIELUTOEBY) &4 55,
INA T LBz 0HFRETELBREEIZ0.5mLTH 5,

KElOEHR

N o |[TEETZKO. 72mL VAR L 72 = gk
VA TVROER b0 smispic sz hal | RS
375ug 2501g/0.5mL 500ug/mL

14.1.2 NA 7IVEEP IR U 88 U3 A i1 2e
BIEARED LEWNC LB RN DIFICIBRT 5,
BREBRIIEQEBHTH 5. ZOOEE. RUNAITIL
WICHRIFAE TN TV R WPIBRRERZ BRRET 5
Z EMRIF IIE B RD SN BRITER L 2N &,

14.1.3 WBIEBIERIE. B8 (Q25C) XInERE(2~8TC) L.
ABERILINIC IR S 2 BAIAT 5 C & IBMBBRIBTRIGELTT
RIET BT Lo

14.1.4 184 7L 620D EOSEHRREUIIT DRV &

14.2 BRI SEROER

14.2.1 KEOHSICE L TRER (mL) 25HH T 57012,
FTE*OBREOIOHEE(ug) % 6. FEROHE IR
WEHT 5, BlZIE. (AESSkgn BE SAEHR SR ug/
kg THE MR 256, DELEZEDOIOERESRIES5ug
ThHbd, INZBRBBEROBAKIEE (500ug/mL) THIS
& BHEICBREINESQLER (mL)»EHSNS, 205
AHld. BEEIE55(ug)/500( ng/mL)=0.11mL& % %,

14.2.2 1[E1%47: 0 0.5mLA2 X BIHAIIE. HEONA 7L
» 5 AR (mL) 2HERT 52 &

15. ZO/DFER
15.1 BEARERICE I IEHR
% %15.1.1 BHEREFHE M/ MR ERIOREE 2R E L
AR RRERIC B W T, 29161902641 (0.7%) 12« ARFN X9
BHHPUAN RO SN=H, FOBROBHFAETIIVTH
OREF S PIFAIZED SN TV, %2H, ERNEKRR
BRICBWT, AANTH T 2RO S Twizn,
HAEARBHEMBE 2R & Uz gy R & OE gt
EERRERICB VT, BENCHT 2RI s N T
VL,

15.1.2 MR/ MO R ERTOREE 2R E L
SHEERERERICB W, BISEEORINTD Shiz.
BHBERERBERED T, REOETICHEVWEEEH
HHIRABITT 52 EPHMONT WS, FERFEEER
BEEEZNRE LIENERRBEICBWT, —BEOIFEK
OEME., 2EEHEEAMBANOBITHIRD SNz E D
EhH B,

) BHERRERBEEEAOKREIZ, ERIMIBWLTEKER
WNTdH 5,

16. FEYEHHE
16.1 MORE
(ISR I WRIR M KB
B ISR I MR S BER B (461) ICAAIS ~ g /kg 2381
EIRER FRE Lz &E0u I 0 AT ADMEFREHE KO
MR ST A=Y B RO EBY TH -7,

(pg/mL)
1000

—e—:5ug/kg
—=—6ug/keg
——7ug/kg
—o—:7ug/kg

fa R =)

0 24 48 7 9% 120 144 168
85/ (h)
R M MR AR BER BB ICRER TG Ui & & OB
ZEou I aRF LOIMEHEERE

BRI MR A SR BDR RE IR TR G Lo L EOBBE T LD
U3 U RAF LDOMEFENHE T X —5

KkE5& tmax Cmax AUCo-168 ti2
(ug/kg) (h) (pg/mL) | (pg - h/mL) (h)
5 24 310 28500 116
6 12 501 27400 47.6
7 24 98.4 13900 -
7 24 221 16400 58.8
(BEFRMEEM)

HA D BRI CAEAR+5 72 P AR B AT 885 (8091 1 A
10ug/kg % M EAER R Fi5 Uik & & o i Ry shie) <
SRXA—=FIZLUTDEBY TH 7Y,

HAANDOBAHAR CHORAN T2 2 BAER R EMBH ICRER MRS Lz e
ZOREG4HEEOT I T 0 AF LOMIEHENBE XT X —F

&5‘% WJ& tmax Crax AUCo-168 ti2
(png/kg) (h) (pg/mL) | (pg - h/mL) (h)
10 3 16.4 5810 305000 108.5
+12.7 +3310 +175000 +32.6
P fE + R R

HAAO BB CHREART S 2 FAR B A MBS L, &
SR ~ 48 E A 10pg/kg & BIERE G L. 35BS ~
5238 B /MR RIS & O TR S U CAHIS ~ 204g/kg % 1 E
BFRE Lk E 2003 70 AT AOMETBERBIZLFO &
BOTHo 1Y,

AR BHER (1g/Kg)
E 1~4| 5 9 13 17 | 21 | 24 | 27 | 31 | 35 | 41

FH# 58 (10.0(14.2(16.5/16.9(16.8[16.8|16.4|16.2]16.0[16.0|15.5




(pg/mL)

1E2) MR A SIS D R SR E S e

10004 [N T 20,000/ LBl E#EAIL 72 & & X iZM/MRE A
10,000/uLEL ETH D R— 25 1 >0 5100%LL_E#E
7 U7z & &, AF8E fEKE U C /MR IR
800 NEZOEVEE  |9g/dLARMOERE ONE Z 0L L BE AR MR
4 - 17 Uel.5g/dLEL B L7z & &, ik, FRIEk
% 00l g i & oD /D (8B R Ee L /- AR Ic B CHEME A
i 800mLEL_EiFA) o
b b T HREREL 500/ uLA D # 5% O i ERELAT100% DL _E3Ein L
E 004 & & XU, IFHRERELASL, 000/ LA D #i B D
| BFEREREAS500/ uL L BRI L 72 & &
% %17.1.5 EBEEESE I/ D356 BRER (Y70 R VX IEHAKIER
2007 ikl 07U Y TRARDES)
1 A B AIEEREIIEES LS EREETHD ., 70 AR
0¢ T T T T T T T T T T T YU RV GE T 7Y TRIBEORAEBERAREE
o6 1moie 2t 6 31 36 4t 46 5 5ﬂ6 MBF17F (HARNM . BEATH. SEALF]) 1< HL iR AL sa
7a7) RO 7aARY v ERFEFRES Lz, AFNIX10
Bl 12459131721 ]27]41 |5 pg/kg CHEIEEE ZBE L, MRS IS CTHEE5~200ng/

Bz | 23] 8 [24]8 [22]23]22[2]21[2]24
a) G HULFlE . ARG 7 5 4B REREB R O MIE P 2 VL 7z,
HAADBAFGR CHRANT A L BEAREENERE BT s0I7
O 2 F L OILEFIREHER (FH9ME + FHERE)

7. BRPRRR
17.1 BERURLEICET 5HER
(IEMFMA ) WREAMER DR
17.1.1 ERS M4E5ER
A VDL E OB S M/ MR MRS BRI RIE 2B L.

kgD CHEEFARE Uz, 527 OB RT [95%(5 HEX ]
1376.5[50.10, 93.19]1%T&H > 7%,
BIVEFFBISHRE L. 29.4% (5/17H) TH - 7z, 3B 6 N IzREIER .
Y-INVE IV T YAT T —EHIML.8% (2/1761) . IREHZ,
TIZYTI)NIVRT T —EHM, TANSTFUBT I
NI VAT T —EHAN M) LY S, @S~ —h— EA
LF 70 IR OB %5.9%(1/176) TH > 7z. [5.3. 7.5
2]

* %17.1.6 ERHEELSE I/ D828 6AEER (27 OXRY » XIFHkER
fiEREI 0T Y TRERDES)

BeR A HH E D 76 4 72 5 b 7 W IR B 830, 000/ e LAR 3 o I /iR
WA % 29 2 BB MR S /N A SRR R (R 322
B, 752 RBE00) 2 KGR E LT, AFI%3ug/kgh & 5 HH
L7250, AR OHEHEICBWT, A3HEICE T % EEEHliE
HTH 5 IM/MURIE (%5582~ 135BEHOZEORERICHIE L
/MR ELA50,000/ LB, EICHEINS 2 2 &) 25588 & N7z B ENE .
AABETI.5£3. 38 (CFEEEERE). I AREHT0.2+0.4
HATHY . AEBETEE(P<0.0001) ICEETH - 729,
BIVEFIFETRAARE 13 AFIRET40.9% (9/2261) Td - 72 ERBIERIZ.
SEIR22.7% (5/2268) « JEH R OVURERE 9.1% (2/2261) Tdh o7z,

17.1.2 BN ENEER FEEEEZE T 5E88)

WFEC VR DL b o B A et I MR 1t SRR TR 2 8 L.
MM/ IMEELAT30, 000/ (LA i 0 B M8 Atk R 3 1 I/ VAR B A 1k SR B
BEOIM (AHIEA20]. 75 RER2100) Z0%RE LT, KAEIZ]
ng/kghr 6/ EA Uiz, 24BHOFRESHHMICB VT, B
AN R S R SA T O /% O8I D 5 5 638 DL_E T I /MR E A
50,000/uLLl ETH 5 2 &) 0B 5Nz BEOEIEIE. KRBT
38.1%(16/4261) . 7F v RBET0%(021F1) TH Y . AHIBETHEE
(P<0.0013) ICEETH - 729,

BIVERIFEBSHRE 1X. AFIBET54.8% (23/426) TH > 1= EREINE
FIE. BEIE26.2% (11/42651) . #i9E16.7% (7/4261) . 1REhtED £ W
FOWES %9.5% (4/426) TH > 7z,

17.1.3 BN E NEHER FEEEEZE S RVES)
WFEC VAL, b o B S F i/ MR A T BB IREE 2 B L.
M/ IMEELA30, 000/ (LA 0 BN M8 1 45 5 1 1/ AR A0 1 SR B FR
B2 (RAIBEALG. 75 L RER21H]) 2R E LT KAl Z1ug/ke
P oG Lz, 24EM OB EHRICHE VT, R IMIURE A
BOSNTBEOE G, RFBETO1.0%(25/4161) . TSR EET
4.8%(12141) TH V. REIEETEHERE(P<0.0001) IcEETH 7%,
BIVERFEBISEE X, AFIBET26.2% (11/4261) TH > 1= FEREIE
FIE. BEE11.9% (5/42451) . BAEIRET. 1% (3/420) Fe OV 4T ERALN
Hi1f4. 8% (2/426) Td - 7=

VEL) ARHN O 18 ARR FE M I/ MR A IR SRR ISR 2 AR FE S L7 F0 [l

BE5RIX1ug/kgTH %,

(BETRMA)

17.1.4 EEHEESE I/ DEER BIFEE8E CHRAToRES)

AR RE 70 7Y ¥ &2 & LB isiEE o REA 5. X
Xy 7 aARY U THBERSrORBEMRERE ST Ty v
WA E 72 5 WERABHAERREEMBE3F (HA 2406, #HEA
7)) ZxtgE LT, KE%210pug/kg THRIEHRS 2 BA L. MmERE
FI2IS CCHEZ5~20ug/kgDMTHEREE Lz, #%527HERC
B 2 MEERRIGER [95%F XA E,. 83.9[66.3, 94.5]%TH
S7ze B MEENKISHEIL R EOIMERIC E %2 580 72
BEOEIGEEHELL,
BIVEFIFEBISERE 1. 54.8% (17/316) TH > 7. E=EEMIZ. H
AANTIE. EREOHERE £16.7% (4/246]). 75 =73/ b
SYATz5—EHEIM. 747 DY A v, BREEEY
PUSBRE #%8.3% (2/24B1) TH - 7z, HB. BEIATIE. M/
BEM14.3% (1/76) DA TH - 7z, [5.38H1]

A B SIEEREIIEES LS EREETHD ., 70 AR
Y YRR G a7 v TRIEEORAFERBIEE
MmAEE 2461 (H AN, BEEIALSH) IS 7 a AR > ERAEZHf
5 U7z, AHN310ug/kg CRIERRS 2B L. MEREEICIE
CTHE%5~20ug/ kgD CHEEFARE Uiz, BE2TAREORER)
R [950% EHEX ] 1341.7(22.11, 63.361%TH 7",
BIERFBIBAE L, 12.5% (3/2461) Tdh > 7z, 3B 6 NL-BIER I
B, FRERERY. BRERERELROCEFHED EV £54.2%
(172460 Td->7=. [5.3. 7.55H]

) BROER

LR O THS B EOREBREE &

2R g UTOT_COREEE T
ANEFTEVEE 10g/dLEE
SFEREREL 1,000/uLEL E
I/iRE 100,000/ LBl E

EiSae il BEEIIREEDOSLS :
MR L, O IR R TH D . ho. Bl
ToOEREDS 520D L& T
SFEREREL 500/uLLL L
I/iRE 20,000/ LB E
fFRIMERE 20,000/ 4Ll E
iM% 29 2IEFEREOLES ¢ M/ M O'7R MER
T
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18.1 {EFRkER

ARAENG. ERBECRATAAIAIC ERER L. M/IMREInIE R 2 Fe e
T2, £y KANZ, PO YRRIFURAEMBKICHES L. HEL
EEH I ET EMIRRATEMIAO BN O b2 (EE T %,

S 51T, B BEE MR X O AT I ER L. 2h s R
NADEFER O L2 EHET 5.

18.2 J&MFRA

KN, EEI VA T b THFFIVRED =T A FILICEIR
PSR NG U7z v MR i /e A (/MR D8 AN) 271 L
PR~ 7 ANOE R SICBW T LR AERZR Uz, 7z,
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