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1. B
- =A

1.1 FEDKESE. FRORZEHRUTBHECOVTD T
BHEETYTY =T ADBERRZE DEMDS &
T, FEEDEVEHETNDBEICOVTDHEET D
&

1.2 FEIDFSICLD. MRESFOERFREENREIRT D
CEDHBD, HREEICRTIVRIFAEICKELTK
ELIED, FERBICIRATNSESICHRIREEHEIRD
OREENEL<ED. TDfcs. FHDRSICIRLTIE. #
REZICH U TTRICHRTEDRBELS EFEOB LICE
AU, FEIESHBEN U ICAFIES I ERN (CRENR
BZzRETdI & [2.2. 7.1, 7.2, 8.1, 11.1.188]

2. ER(ROEEICIFRSLIFEVT L)

2.1 RHND AR L BEE O BRI O H 5 B

2.2 HEME (7272 L. SLEMERAE % B <) & 2 W X E BEAE O &
HENNZZENS DEAEREDH 2 B (B & L CHlE, %
PEiE, BRI HMEINTEBY, 20 &) ZEHE kS
THEINSDIERDPIEEST L E05H5.][1.2, 9.1.64
11.1.1%8)]

2.3 AR ER, FraEN, FLUEII6 R OLE9.7.1,
13.1, 14.1.22H]

3. fHRK - MR
3.1 #HAL

AR

< P Rkt
(5] L REF Y7 noE CREEE  200mg

HIvFosay, BibFs . ATTY YEHMg, V7,
FIE (P EOI VTS, b FOAO— R, vz O T— )L
400, V) v kKFECa

3.2 BAIDMER

LA erbEyonoEy erbEyonoEy
- 200 YO 200 vo1

# TANLKT—T 1 ¥ T§E
LEIRIN EfEA

151 (mm) 11.2%6.2

£ & (mm) 4.5

i (mg) #9280

AAEFEIR vRaFszuody 200 %7 A

4. FHRESLIFFHR
KEIVUFIY TR, £HMIVUFIY -5

5. MEENIEHRICEHET %35

(BEIUFIr—FTR)

5.1 RN ZRZEEROAZETHEHLY 7 h—TAEEIC
LTy RAENZ, AT 04 FEOWHHFIDHEAT 586X
IAVHIFI O A3 T A W IRE IS B 2 35 A1 5 % Z R
5L,

(ZEETIVUFIM—FR)

5.2 &4t ) 7~ b—FTABEIH LT, KHNX, BEEIR,
BRIEEDOEHIEIR, HEHRIEREDY D 861255 % E 8
5L,

6. iENURZ

WE. b FOF Y7 ooF URERIE L T200mg X 13400mg %

THIEERISROEG T 5,

7L, ITHO#GEIZ 70— A RELFEIC L YRS

TORMEEICEI R ET 2,

R E OBAMAE (kg) = (& (cm)-100) x0.85

BEHOHBMAEE (kg) = (FF (cm)-100) X0.9

- FUABMK T A531kg A _F46kg i 0 3E . 1H 115 (200mg) %
O G35%,

- FRAE R A%46kg L b 62kg i O 54, 1H1MAI14E (200mg) &
1H1MI25E (400mg) #1H B X 1R3G5 5,

- BARAEA62kg L EOB A, 1H1RI28E (400mg) & #2553 %,

7. HERUHRECREET 3R

7.1 RRFG RO PREZIIERZ L6, EERIZED
SARF Z G- L2ra . B ESE TRl L2 i
R ESEORITERIEB Y A 7 058 £ B REED & 5 7200, FEAK
HTIE R, FRICESSHN SN HAMGE (TR IHEDE
e ihEd b2 Eo[1.20 8.1, 11.1.12/]

L R (HUERE) & 1A G- 0 B
LEFH O

5E e
(AR i
(BRAE RT3 kgh) I 46kg A i) e ame
154cm bl F173cm i 1$% (200mg) &
(B T AGkg D) 62k g i) 2%% (400mg) % 1H 3 X
173cm Bl .
(B 62k gl 1) 25¢ (400mg)
B EE OB
BE e
() 1E 58
134cmbl F151em Al "

(BB (R 31 kg FA6kg Rl 19 (200mg)
151cm L F169cm i 1$% (200mg) &
(HAEIA T 46kg L 62k g oAii) 2% (400mg) #1H B &

169cml F -
(FIAB kB 62kg ) 25t (400meg)

7.2 RHENIGMEEE L G LIREEOEI) A7 23H 0. 1HF
Bz G & L C6.5mg/kg (BUAATE) 28 2 5 & MRS % &
CIREEDOFEIR) A7 PEL B 2 ERMESNTWEL T En
5, AR UORE #ETT52E.(1.2, 11.1.12HK]
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WG x kT 5 2 ko MAREOZ LR ERE TG FIEE D
HATT 2GS 5 DT, a2k L7z B b iEER g
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BMERIITBENED S,

9.1.3 RILT 4« UVIEDESE
JERAHES 2 2 e h B D,

9.1.4 &ZBOEH
B SIERDSHIES 2 2 &0 5

9.1.5 BEEE. WRRES. MREZDHDEE
INLOERPEET L2 L0 5,

9.1.6 SLEMBIREZH I 2 EE
RAPEGZ X BAERM & a2 EEICEET L 7z LT, fHO
WEZHM L, #5258, X 0 ERNCIREMRE 2 F2hET
52 k.[2.2, 8.1, 11.1.1%8]

9.1.7 IREEQYRIARFEZETDESE
[8.15M]

9.2 BikHEEEESE
RANIIRANERZALARDPEI S LD 2 &2 n ., BHREICEED
HAGAICIEIh e Faxy s o s RN AT 50
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9.6 197LIR

AR ELI L, b FaFroaF it FEHRA
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AN Y PRS2 B IS DL, | STWREN D S0,
1. BIfEMA
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1.1 EXFEHER

11.1.1 IREEE (RIRGE. =EHE. JHREM) (VW31 S HEARH)
WO e R RS — BRI IEEIE B LS D B
REF B R MR L Vo 72 BE DO SN GEICIEE IS
xRk 52 k(1.2 2.2, 7.1, 7.2, 8.1-8.3. 8.7,
9.1.6. 9.8&l#]

11.1.2 B EREIEILRIERAE (Toxic Epidermal Necrolysis :
TEN) GHEARH) . REMRIREIREF (Stevens-JohnsoniE
{RE$) 5% Ai) « ZREAIHE HEEAT]) . KLRZAE (RIBRTERIEN)
(EEARH), ZEIMEBRAEERE HERH), SENFRMER
EHRAE CHERH) . SEEMEIFPER MRS (SweetfElR
BF) R

11.1.3 SEEME (MAWRRIAME. SEERIBREE. BIMEKEAME. B
EREMEI) (V374 b SEEARH)

MR AME . BESERIERE . FIIMERRAME . FFAEAS PR A IS
WHOEbLINALEIEND5H[8.62M]

11.7.4 1[DERIE HEEAH)

OAREIZRY | BOEWEER % 72 &5 UHEN D S bt s 2 &t
B 5.[8.8%R]

11.1.5 SANF—, Za—0OZFANF— (TR LHERY)
A5 58 8 L 2281233 5% k35 2 L. [8.5. 8.8& K]

11.1.6 {KIDAE HEAH)

EREEICE L EEORMELS S 5 bbb 2 LD 5, ik
FEIRDS I O N7z B A2 UE, MUAEE & fERR L. Y] 70 AL % 47 9
Z & F o, ARFURH PRI IR S A 6 2z 3 A2 id,
Lo 52 HEICHET 5 2 L. [8.4, 8.78 ]

11.1.7 QTiER. (DE4EH(Torsade de pointesZ=Z$) (W§°
b BHEEA)

11.1.8 FFHERERSES (BHIEAH)

AST. ALT. p-GTP® A% FHREREEH S5 bitsb
CEDRDH D,
1.2 Z0fDEIER

5% 5%kl A

ARy P |BEE. RERL. B g, R MRS
HEZ%, s, BARE

U R R

HlE. EHICHERMEERT) L BB, AR TII4-T 2
VR ) ALEYOBERSIIFICERTH Y, 1~2gTLE
BT DI EDPIRESINTNS[2.3. 9.7.1. 14.1.25H]
13.2 L@

ki th, BmEfSH 5305 DINIC § & TS 0w &5 o
R 2 P53, Z L ORI E 15 2 THEMED S 5o
LDFHWEOBANNL Y TS ADPHMTH L & DGl e b2 &
MPH, VT ENRLAOIREORG R MET 5T &

PBES U, WA RO g v 75l 2 EiE4 5 2 &,

14. BRALODEE

14.1 ERIZMHIFOER

14.1.1 PTPAOEHIZPTPY — s 258 H L TIRHT 5 &
I|ESTH T L, PTPY — PORREKIZL . WO SAEH A
KA A L, B3l RS L CHERR R 50 EE 2 & 0F
FEXBERT L 0B D,

14.1.2 FLAIRIIECA-T 3 7 F ) AALE W DOBMED B kT
L TS AT W20, RANTNB O FOIE D 7 W IS
FT5EIBREICIEET L L [2.3. 9.7.1. 13.1%]

15. ZOfhDER

15.1 BRIRERAICER D < 1EER

16.1.1 FH & ORBEBERIIAWTH 258, @M BV THRFIR
HEH THBITHPHE SN T WD,

16.1.2 KRAIDH A JFEHRRBRIZFENE S LTV 720,

16. ZE4)ENEE

16.1 MAEE

16.1.1 BEEOgS
REI RS ASHIIZ e Fa %y 7 oo F v 155mg™ 2 Bk L
7ol & WM O SRR T i Rk O g T, E R E 50 H KON
32HTH 72V,
H) AR OKBE N LR OHEIEESE, L Fof oo Ve LT

200mg X 13400mg# 1 H 1M £ 2R M5 Th %o

16.1.2 RiE#S
FET)F< =T RAEBMENAARANEEOR (&gt 7
F—=FADOEOFEL DL V)ICE Fad Ly oo F UhiiglEiEx 1
H1181200~400mg (BEARMR 24 72 1) 6.5mg/kg % #8 2 72 W) SR %5
L& 20EFRBIIB T Aallhe Fafxs 7o Vs v,

F B E . B, REEFSEW BT IC X D SRD7HMBYIE ST X — 5 2 DU IR ¥,
FEEIR HENEF L) 7~ =7 ABFCS RO Fud s yuus s 285 L7
TR E B, WRETE. R, |[FEED F . R, VX L 2 OEHRIEIBY 2 HEMTEIPK ST 2 — 5
o8 =7 VAFRTT - IR &5 (mg/day) 200mg 200mg ¥ 400mg#* 1H B & 400mg
By M b= e xALT I (AR OFM) | (31kghl F46keeili) | (46kgbl F62kgkil) | (62kgbl k)
— P OSIRIMAR S Cux (ug/mL) 0.63+0.22 0.94+0.19 0.85%0.17
i WIRAEIZ A, 7 16| BLBF 2T, ML FEILE B T T R
Y, AL, WU R, FABEAE, f AUChg D T 13.2553 G osis T
SR _|RE, HH L AN Core (ug/mL) 0.46%0.22 0.50%0.19 0.52%0.17
W EUE HERRE, BB, &L UE|IETERE, K SOREE, t2(hr) 41 4+16.6 34.7+10.0 25.9+6.6
BB %) R BB CL/F (L/hr) 17.5+7.9 19.8+6.9 25.6%6.1
] WERIEE B, #5. 6| TBROLE, HBE 16.1.3 EYEHESERER
LA BB R b FO¥ s ooE s REES200me % 7 4 | 75 7 = L 4E200mg
_ i, HARAE T . ATREBLCECERIEC & ) HER A IS 2 L2 G (ke Ko %
WP SUERS, TR | A Yo un ek CHEE L L C200me) ZRREE I 1R L Al (R)
TABR & RERE, W7oy 7, 5 —e Nud Sy uuk VRERHEL 2. FONEYBE ST A -

70y, LEEK
il S5 ik R L B S B
E PRI

s FARRIRE

I HHER, MR

JFF i I P RERR A S

Z Dt FEE B BRI T, HIG, R
2 RE MG

) FEHBE LR &

13. BERS

13.1 fEIR

WEB GRS SN EIRIZ B, REREE, O R,
e K ) Y A EE DN O SR 11T & D) ZEIRIBIC 2 A T RE
WD %HQTHIEIEE., Torsade de pointes. (LA, (2
MEH e &) X MMEEEE R ETH o0 TS OFEIRITEE
HHHRTCICHEDONDLIENDH LT, BEDPRDO LN

_3_

(AUC. Cmax) 22 CHREFHIRIT & 1T - 7285 5.t o9 E oo
90% 15 #E X [ A51og (0.80) ~log (1.25) DHHHNTH 1 . 2 2R H D
O #Dlog(1.11) #BZ 2 WHIFICTH 5 Z L5, WHIOAYFN
[FlSEEAERR S et

HRFN G G R OSEYBRE N T A — 5

Cmax Tmax Tz AUCo-720r
(ng/mL) (hr) (hr) (ng-hr/mL)
CRO%S 7 0u% Vi
REHESE200mel 7 4 | | 122.1%34.3 | 3.51.6 | 50.3%8.6 | 2519700
(n=55)
Z:gf”moomg 128.3£38.9 | 3.3%1.4 | 52.089.7 | 2575760
(Mean=S. D.)




% 200 —e— b ROF 7 0o hiEefisE200ng 571 J

i (n=55)

O‘?) --0-- 7 7 Z)L§E200mg (n=55)

l}; 150 Mean+S. D.

o

E

> 100 F

%

z _

= i

T osobf !

2 i ‘\EN
oo | o
ng/m ISR EEENE ! Lo " o1

0123456 8 12 24 36 48 72

$e 5% O (hr)

SR 7 5 ICAUC, Cmax 0785 A — 713, Wil o, &
WOBRILANEL - BE S O REREAFIC & o> TR LTRSS 5,
16.2 MRUR
16.2.1 N/ FTPRASEUF ¢
BEERAICE Fofy oo s 2 O0#5 Lz &o&mfe Fo
¥ ruaF S SHMNL FTNA T EY T 4 13H70%TH -
72 O BEAT— %)
16.2.2 BREDHE
R A RO ¥ 70X 222 1L OV 2 B %S
Lk X, &b FOafs 2700 F > OCanld 2N 2N223 58K O
214 .4ng/mL. #RNA I T RA 5 YY) T 4 1EFNFN0.67 00.64
TH o729 GEAT—5 )0
16.3 £
BEERAICBII AL FOoFvrsoax o MIsEs V87 EaR R
UKFMMTW7\/EQii%ﬂ%ﬂ\MM%&U@@%T%ot”
EANT—%)0
16.4 {3
vrfafFyrsooF i EFAF e Fadryrzoas s KT AL
Frrzuoad R EN, EHICEAFAIFN OO X 2 IIAH
Endze INSORFEHCIE 7 o d v oL ) CYP2C8 & 'CYP3A4
DHEGHRE SN2, [9.35]]
16.5 HEitt
EERANICE Fafy zond o2 BEEIRNES Lz &oRE1ML
i BRE R P HEER1323~25% T - 729 10 (AE N T — %) . [9. 251 ]

17. ERFRREE
17.1 BAHERULLMEICET 5558
17.1.1 ERNE AR
W R E* BT ARET) 7~ =T ARB (st 7~
=T ADEBEOHEEE D) 1036 255z, AT a4 FHEIGHH
SAXIEPEHI T C. A EAbkg RO BF T Fa ¥ s s oad Vi
FeE $2200mg % 4 H . BABfE Ei46kgll F62kg KD EF Iz v Fox o
7 0uF URERIESE200mgE b FuF T 7 0o ¥ 2 iniRiESE400me & K
H. HAEAECkg FoBEF I FuF s 7 oo x o iEEEESE400mg
ZHEH, THUERE G L & SR O Raetk 2 a5 2 &
HWE LENS RS TR £ L 72, e Faxi s
0 % BRIk IG S - 12 1618 IKE 51 CHS & 72 B REIR 1209 2 BRI K
C&HMT) 7 =T AEBE TORERE CHEKRIEIRICT 28
WEZZFNENTEDOLEBY) Thorz2 W,
25163812 515 5 CLASHEBIE A 2 7 (FAS. LOCF)

SN = S/ R n R I SR 7 e K g 77 bR
(n=72) (n=24)

N=2F 4 13.5%8.0 13.6%7.5
F£5-16:81% 8.9%6.0 10.4+7.3
N—=RA T4 »hb D% bR -4.6%6.4 -3.2+4.5
[95% 15 HH X ] [-6.1, -3.1] [-5.1, -1.3]
T EREEL D% -1.6*
[95% 15 HEIX ] [-4.29, 1.11]
SFIE + AR 2

MARBTII L FOF T 7 00 F VBRSO 75 LRIk 2 Bk 2 RiEs 5
72O OMMINEE R ST,

#5168 ORAPID3 &I A 2 7, BEEVASA 27 (FAS, LOCF)

RAPID3&FI A7 BREVASA T
era¥vroo| . .. [eFB¥vrOO| o
e opemger | 770 | e pemsen | 7700
(n=42) (n=42)
N—=ZF4 7.14+4.37 7.93%£5.30 4.07+2.24 4.63+2.59
5161 1% 5.47+4.07 8.11%6.83 2.96+2.31 3.92+3.27
N=Z T4
N -1.67+3.94 0.18+4.51 -1.11+2.48 | -0.71+3.14
Tl = H

EIEM 0BT, & FOf v 7 oo X U RiikESE#E24. 7% (19/7761)
THY ., EREWEHIETRT.8%(6/7761) . HHIH3.9% (3/776) T - 720

18. EEIE
18.1 YEFAHERE
kbn#/7nn$/®& L)Y =T A, &) T -
R BRI, B2 VY —ANANOE Faxyroox s
@5%_ihﬁ®ﬁWt%n_ﬁvu// LN OFE 4 DOFERE DN
HEELTWB LD LRI,
18.2 EIE{EHA
18.2.1 e fuFrsnuudrigeglhr) 7Y v —TAETLVTHD
MRL/Ipr~ 7 A O K2 J§ K & ] L 7219
18.22 v fuxrzunfx vy id&glr) 7Y —TAETIVTHD
NZB/W F1= 7 AI2B W TN K OB PR % 7Rk L7219,

18. AR ICIT BEILENR
—fi%% : b Fu ¥ v 7 ook CRiERE (Hydroxychloroquine Sulfate)
1E5% : 2-[{(4RS)-4-[(7-Chloroquinolin-4-yl)aminolpentylj(ethyl)amino]
ethanol monosulfate
SFI - CisHxCINO - H2SO4
SFE 433.95
BsE

+ H2804
HNY\/\I\[\/ OH

H CHs
CHs T OS5 A1

M R AR~ EARORBREOMRTH 5. KIETRTL, =5
J =V (99.5) 11T & A EET e KT (1-100) 13 hE b %
RE R\,

2. |
PTPLRZAEHIA Y ] - 845 (145 X 6)
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