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1. B EEEIVUFIR—TR)
A e = Lo O R BEBEOLIIER. HRERERSES 5 2B
FiDEE T, FRCEDSEL)E HIB SN2 ESICDL BRSEEETS L,
t@a%ﬁﬁ?éLto 6. mfﬁ&ﬁﬁa%

1.2 FEIDRS5IC& Y, BRESOEEZEEENFEE
?é:tﬁﬁéOM@E§E%§éUZQH%%[
KELTAE< Y, FRAICRATNZES
RBBEERO TN B, cOLD. %
ADBSCEUTIE. MEEEICHLTHS ISR
TEBRMESEROS & (CEAL. ARIRSHA
B O (ARG S0P (E R (CIRRVR B 2 K6 S 3 IR kgl EACKg R B OB A, 1 H LE L5

Té&e [2.20 710 7.2, 8.1, 11.1.1 B8R
Eo [220 7.1 7.2. 8.1, 11.1.1 1 (ZOOmg)%ffxqu%Téo

e . (200mg)<‘:1E|1IE]2§%(400mg)%lElz‘o-’é SEORET 5,
2.1 ARIORAIA UBEIEOBERED B 5 B T
2.2 M (127 U SLERBE I <) 5 5 L (48050 P RREENOkH LOBE. 1RIM2E(400me) & £

BHE. BEFoFr7ood UREBES L T200mgXid
400mg= 1 H1EIBRICEHRST %,

72720, lHORESRBIZ 7Tu—hRELEICXIDEKRDENS
DTNoEEFEICESLHEET 5,

e EE OBEAE (kg)=(HF & (cm)-100) X0.85
BEEFE OB AE (kg)=(F£E(cm)-100) X0.9

DEEZZNEOBEED S 5 BE [FIEAE LT B59%.
WA, HEIMDE. A EIRESNTBY. 20 7. BERUESICEET 35
s At e 7.0 AR SR OB BER N C 225, RAREI
03 b e R SR 6 SRR LS LLBE, HICREE TR RS
SRR, HER o EX S ORARO AR E0, @RREEEOBIEMIER Y 27 D E 56
[97.1. 13.1, 14.1.2 2 BB b0, REETEAL ., FREICESZERENS
BIEAE (TR CESSBERZRET S &, [1.2,
3. #R% - MR 8.1, 11.1.1 ]
3.1 #8R% B (EIRAE) & | S8 OBI%
i % L% VEIA IR @
EIESANTT DS BAKE NS LKA, R ZEBEDHE
ryunFy |k ReFs EQayFr Sy, AFTY VBT gE | S
WSt |7 ouFoRBIE| 73 Y A, e Fuiu—2, v (FEAEAE)
200mg 200mg 0T —L400. BILFS >, KUY 136cmbl_E154cmiis 18 (200me)
[DSEP LR— 180, HLFHATY (FEafkE3 1 kgl F46kgiE) g &
3.2 REIDMIR 154cmbL F173cmAdi 1$€(200mg) & 28 (400mg)
e (BAE{AE46kg Dl E62kg A l) Z1IHBE
Bires | A | & kxs | ES T EE 173cmbBL E
’ (mm) (mm) (mg) (FEAEAE62kgDl 1) 25€(400mg)
e K 3 — — . R
s |70 T e LIS T o
T e g 5 1
200mg i (ﬁf;) 1291 4 4 312.0 up (FER(RE)
[DSEP | (Jif%)6.2 134cmbBl_F 151 cmi 1 5(200me)
(B4R 3 1 kg bl F46kgh i) g &
4. FNHEX IFZHR 151cmbl E169cmAi 15 (200mg) & 24 (400mg)
EBIUFY =72, 2BHIUFT A —FT2Z (FfBAE46kg bl 62kgAi) *1HBX
; 169cmbL £ 28%(400mg)
52§}%ﬁﬁfﬁﬁ?fﬁﬁ (FfEfkE62kgbLE) peiiome
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8. EEREFNEE

8.1 RAIDOEICHE L TIE, HRNCHIBOHE S, FOHEE.
BREL, HOME, WRITHEMSERE. REMRE. B
ERE(REN X SBE. OCTOETBkER iz &
), HEFTF AL, AEREORBMEICKDEEICHE
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9.1.7. 9.2, 9.3, 9.8, 11.1.1 &&]
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HEICHMTT 52 &, [8.1. 11.1.1 2]
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BEbicES52hiEd sl &, fBEOB{ELHEEREIZZ
Bt b EITTEEEPHHOT, HEE2HIE LB
LIEFELBIET S &, [11.1.1 BHE]
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11.1.6 2#]

. BENERETIHEHEICAHTIER

9.1 BfHHE - BEEEDHDEE
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FREERDSEET 520D 5,
9.1.5 BEEE. MRRES. MRESDHDEE
INSDOERNPEET L EDH 5,
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[8.1 ]
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RI BN DS, [8.1. 16.5 2]

9.3 FFikeEEEEE
KENIRF 2R TH LS. FEREICEEN D HI5E
Ik Ras o EBEN LRI A0 REHED
H3. [8.1. 16.4 2]

9.4 &JEREZE I 2E
HiRA e 2 2RI LT id, EBEESE - REHEEOY R
I EETHABEN DD & ROF D708 2T
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720 [9.4 18]
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YrZuaARY oM
BESERLZEOR
ErH 5,
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[8.4 2] MmAERERERPBRL H|OBREICIVEED
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TIIHh Y TIVIARK E L OMREE E A | FFAH i WRAGESE. T |RERE. WEaR
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11.1 EXBEIER

11.1.1 ERFEE (BARAE. EBHE. ERZEM) (W NHHEREA)
AN EFOEE, —HNICHKIT 2EHLBED
Z2VIRERERAACEEREE L LRENIROS N
HEBICRESICEE2RIET S L. [1.2, 2.2,
7.1, 7.2, 8.1-8.3. 8.7, 9.1.6. 9.8 Z&]

M2 SUREIRFEMBEE (Toxic Epidermal
Necrolysis : TEN) (BAEARH) . RERKIRERS
(Stevens-JohnsonfEf&E¥) (5%A) . SRALHE (S
NEH) . KIRZIE (RIRRIMERZFE) (BHEEAREH) . EEIMBE
REMEIREE (HEAH) . SUMENFRMERZ R SRR
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11.1.3 BEEINE (MIVRRIAME. BIEERIKE. BmMEREAME.
BERRMEAEM) (W3 h s 5HERA)

M/NRIBAE, BERERE, BMEREDRE. BERR
BEMEFHS5DONDEIENH 5. [8.6 BHE]
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BRAPFHRLIBEIC3RE2HhEdT22 L, [85F
]

11.1.6 {KID¥E (BHEABH)

BRREFCELIEEOROEN S S5DND I ENDH D,
KIMBER D & 5 N7z 58101, MAEEZ R L. &
PIRNEBZITH T &0 £z ARHIIRF A IR I RE IR
BHENHEICIE, BREMGEORIEZEEICHN
52 &, [84, 8.7 %IE]

11.1.7 QTiER. /=58 (Torsade de pointesZZE) (W3
NG HHEAREA)
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13.1 fEIR
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R, R, (KA Y T L MENE ONSDATE LRI & D 2258
HICESHEHEDDH 5 QTHIBEEE . Torsade de
pointes. [DEHH. DEMB L ED ) ALZRREFE L E
THholzo INHOERITGABRERZRTSICHLEDND
ZENHBHDOT, BENPROONTZGEIZ. ESIHEY)
BRAWEZITHOZE, BB, AYRTRL-TIIOF )V
{LEMOBBREGIIFICEBRTHY . 1~2gTHHEIENT
HBHZEPWESINTNS, [2.3. 9.7.1. 14.1.2 Z#]
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BOEERZRS T X, TN EOTRINZ TS 5 Al 6
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14.1 ZRIZMEFOER
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&I#ET LI L, PTPY—FOBEMKICELD ., BLH
AERW BB AR A L, HICIZZEILZHE C L THER
AREOEELRAMWEZHRT LI ENH S,

141.2 ZHBREICA-T I ) F ) UMEEHMOFEEDOFEIC
RNUTRERZESEVZD., RENZ/NEOFOREL 40
BATCRET 5 KO BFICI|ET S 2L, [2.3. 9.7.1.
13.1 28]

15. ZDfthDEF

15.1 BRIRERICE D 1B

15.1.1 KA & ORRBERIIAHATH 255, @I BV TKRA
IRAEZE TERITEPHRESN TS,

15.1.2 KAOPAFHHBRIERS N TV R,
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16.1 MIEE

16.1.1 BOlgS
SENMERBASHIICE RaF> 7an155mgt) % B
EREO#E U7z & & KA ORI 2 1% O 14
Ty ZNZNS0HKU32HTH - 721,



FE)AROEKR SN AEROHRIGER, e FoForoof UREgEE L
T200mgXix400mg# 1 H1EIRBICREOBETH 5,
16.1.2 RiERS
ERTY T~ =T REBWE NI HRABZON (251
TVTY =T RAOAROFREEDLZV)ICE FaFs s
0o UREEESEZ 1 H1[E200 ~400mg GREIB(AE Y- 0
6.5mg/kgE A 75V ) REZEORSG L & E0EFREIC
BirsaeMpe FaFyruaFxVEEZ2H0., BEMEY
BIRBMRNTIC & VSR 7- B BIRE/ S5 X — & #LIRITRT 2 3,

HAANEEL) Fv h—TFABEICEHEOL Futsyruafy
ERE L EEZOEFREICE T 3 HEEMPEANPKIST X —%

#5163E% DRAPID3GF A a7, BEEVASZ a7 (FAS.
LOCF)

RAPID3&EI A7 BREEVASZ a7
| W S | W S
ruaFxy | SR | sunxy | TR
RERIESERE | (n=12) |FiERIESERE| (n=12)

(n=42) (n=42)
N—ZFA4 Y |7.14%14.37|/7.93+5.30/4.07+2.24|4.63+2.59
B516381% 547+4.07|8.11+6.88|2.96+2.31|3.92+3.27

NR=—ZA54{ >
_1.67% + S1.11+ -0.71+
oL 1.67+£3.94/0.18+4.51|-1.11£2.48/-0.71£3.14

#5& (mg/day) 200mg Zoogigé ;‘JO%O e 400mg
(FrEfFEOHM) | (31kghl E46kgH i) (46kgbl E62kgk) (62kgbl )
Cmax(pg/mL)| 0.63%£0.22 0.94+0.19 0.85+0.17
Tmax (hr) 4.0+£0.1 4.0+0.1 4,0£0.1
AUC(pg * hr/mL) 13.2%+5.3 16.6+4.8 16.5%£4.2
Ctrough ( 1t g/mL) 0.46+0.22 0.50%+0.19 0.52+0.17
t1/2(hr) 41.4+16.6 34.7+10.0 25.9+6.6
CL/F(L/hr) 17.5+7.9 19.8+6.9 25.6%+6.1
16.2 IRIY

16.21 N4 A T7RASEUF o
BEEBAICE RoFyrouFr2ROK5L-EE0L
Mt FaFiroaF VICEILENINA T TRA 5
BT 4 13N70% TH - 72 Y HEAT—%),
16.2.2 BEDFE
fEEERAICE FufrrunF s 2 2N O R% ICH0h
BOFS L, 2l FaFr7ousxroCmax
i ZhZ2Nn223.5K0U214.4ng/mL. HREINA F 7 XA
ST IEFNEN0.67KV0.64TH -5 (NEANT—%),
16.3 K1
BERAICBTS L Foxr7uoaFrok MY 87
WERKEUE MIE7 LT I VEARIZFNEFN., $52% %
UHI40% TH - 720 (FHEANT—%).
16.4 X3
Eroxr7onFVidFAIFILe RuxsroaFd o Ry
TFTRAIF LZ7auF  RESNh, SHICEATAIF L O
aF o cfR@tsniz. cnsofREhcik oo oREED
CYP2C8KU'CYP3A4DBEG A RIB S NizD 8, [9.3 BE]
16.5 HEtt
BERAICE FOoFyroosy 2HEERNEKZS L& X
DREAED BRER PP RIZ23~25%TH > 721 9 (4LH
AT —=%). [9.2 2]

17. ERREHE

17.1 BAMERUZEEICET 2R

17.1.1 EASE MAEEER
WML EREZET AREIY 57 b —TFABE (&8
Y73 =T 2AOEHOFEEEFD L) 1036 &R,
A7 a4 NRIGIRASUIIEHA T ©. BIEGEIOkg RO R
#FiRe FoFyroox U RBIESHE200mg2EH. HEE
HA6kgl E62kg RiMiDBE I FuF Y 7 oo ¥ Vi
E8E200mgE b R+ ¥ 7 oo+ U IEESF400mg 2 @
H. #EfE2kg LoBEFIZL FuF v roo: Vi
H#E400mgzBH, 1HIEROKSG Lz & 20/
UREWHAMET S L2 HNE L ENZHEaILFE S T
MRk 2 £ L7z, & FuF v roos URmBEsER 5%
16ARE TR 5 N ERERIOT T 2 AR R O ST
V73 =T ABETOEREOHERBERIIN T 2H
HEEZNZENTROEBY TH o7,

#5162 315 2 CLASIES 4 A 27 (FAS. LOCF)

brRofrun — s
wowmsEn | P
(n=72)
R—=2AFA 13.5£8.0 13.6%£7.5
B 516H% 8.9+6.0 10.4+7.3
R=2AFA P 6DEE -4.6+6.4 -3.2+45
[95%E fHX ] [-6.1, -3.1] [-5.1, -1.3]
TS RBEEDE -1.6%
[95% 5 FE X ] [-4.29, 1.11]
mean+SD

HARBTIIE FEF v 7 unF VHBESRO 75 RICHT 2 @82 RS 27200
BHIEERE STV,

—4—

mean+SD

BIfEFIOSEIER, € FaF s s 00+ > HEER24.7%
(19/7761) TH V. FELBWERIITHT7.8%(6/77H1). 5
#3.9% (3/77Hl) T - 722 10+ 11

18. EFNEIE
18.1 {EEERF
L RroFirzuoux oI TFv =T, 25%T)
T b —=FRIHT BEMIIE. FEICY VY —LHADE R
OFTruadrOERICKHpHOE(LEZNITES Y
Y — LD X OREEEOIIFIAEE L T B b D LRI n 512,
18.2 ZIB{ER
1821 eraFyruoux 32TV sy V=T AETILT
& AMRL/Ipr~ 7 2O FZERER % #IH L 7213,
1822 e RuFyruux 32TV Ty~ V=T AETILT
HAHNZB/W Flv ™ 2B W TIMENE R OCEBREER
ZRLE,

19. B ICR T BIB(LRHAR

—i%% b FuoFyruuF RS
(Hydroxychloroquine Sulfate)

{E¥4 : 2-[{(4RS)-4-[(7-Chloroquinolin-4-yl)amino] pentyl}
(ethyl)amino]ethanol monosulfate

FFIL ¢ CisH2CIN3O - H2SO4

DFE : 433.95

M R HBE~FEACGOMERTH S, KIZBIFPLTL. 70
ORI L, TH )= LRIETVIFILI—-FTIIZIZEA
EWBET RV, TR IKRTHY., LT E W,

g .
Cl N
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=
«H2S04
HN ; N/\/OH
H" CHs

CHs VRO S HERIN
B = 5240C

21. GRS
BRI A 7 BHEEHE 2 RED b @UNCEHET 5 &,

22. B
(PTP) 845E(145Ex6)
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