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AZER < 36 )]
REAEE

ErFOX700x%HEESRE
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Plaquenil® Tablets

e
=

A FEOIRE R, FROREURVEHECOVTO+H
BHBEEIV TV N—T ADEERREHDOEMDS £ T,
KEEDPEYIEHEHENBBECOVTDAERET S &,

2 FROBREICEY, MEEFOERLRESIEET S
e H B, MEREEICETIVIVIIAERICKELTK
E< Y, FERACKRAIQZBEICOHBEREERAD
AR IEC KD, CDO. FHEOHEEICEL TIE. #
BREZEICHL THHCHETZZRB/ELEEDS EICHE
AU, XEEERREECICAEIRES 3T ICRRHE

liu[x%

—_

—_

BEEERTHE, [2.2. 7.1, 7.2, 8.1, 11.1.1 BHE]
2. 82 (ROBEICEH/ELEVWI L)
2.1 AA OIS UBHEE O BMARE O H 5 B
2.2 HEAE (7272 L. SLEMBEEE % K<) & D W IZEBHED

BELIZNS OMAEED D 2 BH [EIEH & L THIBIE,
WP, WIEAMESMESNTEY, 20 &) 2HBFITK
592 ZhOOERDPBEST 22 W H b [1.2, 9.1.6.
11. 1.1 2]

2.3 AR, Fral, L0 6 Mk [9.7.1,
13.1, 14.1.2 28]

3.1 #R

L

1 gerh

b FoFy s oo URERE 200mg

V) YEIKFEAN T 2K, bR T T
wom Al | AFTY VBRI AV A LSO AT A RO T—
V400, BEILF % >y KDYV R—180, ATy

3.2 WHIOMR
- A B Fifts « 74 VAT—F 14 v Tkt
K& &S (mm) Ff£129. %62
JEE (mm) 44
B (mg) 3120
sl a— sa PLQ

4. RHBEIIZHR
BEBTIUVTYb—FTR, 2¥I)FY -T2

5. SMRER IR ICEET 5 EE
(BEIVFI =T 2R)

51 BB R EEREIRDOAZH T HEF LY 7~ b —T A EH
WX LTy RANE. AT A FEOHHA DI 57%8
A 3 IH O 3BT T VI RTIRIB IS & B WA ic i 5
EETHIL,

(£BMIVTI T X)
5.2 & HMT ) 7w b —FREBHEITH LT, AHNE BRFAEIR,

H AR i i 0 o
873999

Cebiaa 22700AMX00692
Wise b g 201549 11
PLQTeL04

Plaquenil

sanofi

BRIESE O YRR, Bt RIERE D D 25 1S %%
BTasZk,

6. RiERUVAE

HWE, b FuF oo CRERE &S L T200mg X i3400mg

% 1 H1RAERICKOEST 5,

22720, 1HoOESEE 7o -2 LX) Rkoohd

UToMBAEIZIEOHEE T 5,

AR H OHAE (kg) = (& & (cm)-100) % 0.85

SR FH O HAAE (kg) = (& & (cm)-100) X 09

- BUHRE 331 kg DL R46kg Kb 0¥, 1 H 1 1Al 1 $E (200mg)
EREIGT %o

- BUREIAH 346k g A E62kg R D%, 1 H 1 1l 1 §E(200mg)
E1HI1M28 (400mg) % 1 HBXITRITHKET %,

- R E D%62kg L Lo SA. 1 H 12 ¢ (400mg) % #&1T
#5459 %

7. AERVHAEICEET 2R
7.1 KRG B ONRIHEE PRI 2 L b, FEREICHE

DEARHN PG L7za, FIOEmEE RS L2 0,
MWL =55 O RIE N FEBLY) A 7 598 % 2 W RELED S % 729,
FERETERL, GRICESEHEBR S HEKkE (THR)
WO ERGEERET LI L, [1.2, 8.1, 11.1.1 ]
B (ERE) &1 B85 oR
LB DY E
Gk
(B )

136cmEL_F154cm A fii
(BAEAR TS kg DL F46kg oA

1 55

1%t (200mg)

154cm Pk F173cm A 1%¢ (200mg) &
(PR T 46kg D F 62k g Aii) 24§¢ (400mg) %1 HB X
173cmbL I

(FAVEE62kg L 1) 24 (400mg)

W EEOYE
gk =
(AT 1 ES5R
134cmPh F151em A "

(FAK T 31 kg L 46k i) 15t (200mg)
151cm Pk _F169cm Al 1%¢ (200mg) &
(PRAR AR F 46k g L b 62k g Aii) 2%t (400mg) %1 HBX

169cm L I .
(R 62kg DL 1) 258 (400mg)

7.2 AN MRS 2 SCREE OB A7 2050, 1H

Frgfe b L L C6bme/kg (BUARE) 2R 5 &l
EECREEDREB) 27 BEL R b 2 el shTw
SEhn, MERURAEEEYS L2, [1.2, 11.1.1 2]

8. EELEANER
8.1 AANDOFG B L Tidy FENCWROBLI, POBliF,

A Bt MIBRT SRR s, IR AR A, R (IR
JEAH A T, OCT OLTHIEED Mz &), #FTr 2
b BEERAEDIRFHRAIC L ) EEICBET L L. KAl



BHICEY, BEERHSDNLI ENHLDT, EMIWIC
REHRAEZIT) 2 Lo BICD o THRGTHYAICIE 4
B EBELZIHMINSORFMEL LT 52 L. 72,
DFoBEc Lk, X BN EL i+ 52 Lo [1.2,
7.1, 8.2, 9.1.6, 9.1.7. 9.2, 9.3, 9.8, 11.1.1 B&]

- BRI G200 % B 2 B

- R R R T B R R

CHHBEEODH LB

- EE

8.2 MR L OMAEN 2 B 3tk b v, IREHRE (OCT
WAL TREDSROOSNLEHISH L TIE, X D EENCIR
B ZEMT 5 & & IS, HGREEON T 2 HEICH I3
5T, (8.1, 11.1.1 W]

8.3 MR TRt HEF SO ELIRD SN, H
HIEGERIET 5 2 L, MBEOZELLH R R =T S H ik
BOMATT DAV D HOT, 52 I LB EEEL
Bgys2l, [11.1.1 B3]

8.4 AH % MM 2 BFIH L, KLk ) 2 7, KUK O
PR « FER L O IO W43 Lz, B
HEUYRE L 72 L MRS A &, [10.2, 11.1.6 BR]

Hk8.5 RIS 3 55 & I E MM B RMRAT, WSO R,

M7 L7 F 2 F—EBMEZIT) 2 Lo [8.8,11.1.5 ZHi]
8.6 RHIFGT 2% E I EM I EE DM IR 2179
T, [11.1.3 ]
8.7 HARHIR ., HHFOREIE L IMBERY H 5 bh 2
CENHLDOT, HBHEOMEREF G E M) B O BIE R &
FICOEESICIERSEL 2 L, [11.1.1, 11.1.6 ZH]

#68.8 V) VIFEOFERICHM T ZIERAVONE, B, HA. i

REONEL - MR H S bND LD B, BlIEEE 51 T,
D VIRE OFERNICBES 2 EITER S EDN LG IR KHO
BehikE2EE T 52 &, [8.5. 9.2, 11.1.4, 11.1.5 ]

LHRENEREZEII2BAEICEHT IEE
9.1 AHHE - REEZEDH 2 EHE
9.1.1 ¥ =Z—XBBELZH T 2E8E
BRI DY) A7 5@ b T ehd b,
9.1.2 JIa—R-6- U BB KBERIIBEDH 3 BE
BRI TBZENDSD 5,
9.1.3 KILT 1 U IEDEE
SERAHES 52 L DD %,
9.1.4 LH/DEE
B REIEIR DSBS B 2 WD Do
9.1.5 BElFEE. @REREE. MEEEDHIEE
NS DIERDVHEST B2 LD 5,
9.1.6 SLEEIREE2F 2 8%
RANFE G X B AN & fEBetE % HEICFHME L 72 T, i
OWEERHE L, 5328461 X0 SR RFRAE % %
fidshZ &, [2.2, 8.1, 11.1.1 BH]
9.1.7 REZEOURVEFEFET 8L
(8.1 B&]

k9.2 BREEREERE

AANIIRAS KRBT S N D 2 & h 5, BRI ES
BHLEEIEMh e Fafyrsaad VEN BT L
REMED D 5o (8.1, 8.8, 16.5 ZH]

9.3 FHRERRERE
FHNIRH 22T 52 En b, RIS ED D 2 BE1213 00
me Fody oo VRESERTLREDND 5. (8.1,
16.4 2]

9.4 &JEREZHT B E
IR RE 2 PRI R L Cid, AL - IeRE oY 22 %
HSDWEREPDHLZ L, RUPZDOIT# I 21T 2 &3
HELWZ L2 THICHHP LM RN LTRET5 2 L,
[9.5 ZHH]

9.5 1Ei%

Il O3 R L C W A A fetE o H 5 it waust - ik
WHEEEOV A7 24T 2R H 5 Z & & 40 ZHEH LA
i A& 4372 10 B Lof A ER A sl 5 &R S
LA ORTE T B Lo KA & ALERER K OB 1
HA2EMLTWB 7 aaF 2 Tld, AR EHEEIRE SR
TBY, KANTBWTH AT - lBE#GEE (LERORE
JEIESE) BT AWM EE TE v, F . AR
BT, WRAEHR~ Y 227 vu ¥ v OERRKZ FIRA
Hlrs, suoudriahirdericEBsl, v v A
ORI BESHEATRRD BTz 7z, GEIZ 5 »

HIFAR L7z0 [9.4 K]

9.6 Il

BAERISELIEL, X ruaF ik PR
ANATTH T EDRWEENT WD, 4TI F ) AMLEWo
FEMEEHNZ LIS LT TRRZ W I EA s T

Wb,

9.7 hRZ

9.7.1 KHAMFEIR. 4R,

FLEIIL 6 mAREDL R

BHLEWwZ E, 473 %) ALY oOEVERI R
A [2.3, 13,1, 14.1.2 ]

9.8 EEE

MREHRA 2 BRI E RS 5 2 &0 BRSO LR AIKT

LTWaIEHR%L,
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(8.4 £MH]

B B T 1 A5 < 3>
5bN LW HEED D %
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A 5 FRPRAEIR - H5 18 )7 1 B - kT
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Z EHSED Loy | ShTwnb,
Wb BEHT HYE
i T v v
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EFT7UFHY
v
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VAFTY
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WD LA B BLR
AL X
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VAZHBWMRT BBL | STHAREDND 720,
Wb %o

THNY T~ B R

FEXFTY TV
ANy v

1. BIfEA
ROBEMAH b DH T ENHLHDOT, BB 52TV,
RFEHPRO LN E IS 2 PIET 5 % @) 2 LiE %
o2&,

1.1 EXAEER

11.1.1 IREE (BEE. ZHE. JHEM) (WIndHEARH)
WA B ORI, —REMICTEBT 2 B 0N S 5 i
BRI MR M B & v o BT S N A il
bl ehilkd42 8, [1.2, 2.2, 7.1, 7.2, 8.1-8.3. 8.7,
9.1.6, 9.8 ]

*11.1.2 hEMRRIEFEBMHFLE (Toxic Epidermal Necrolysis :
TEN) (HEAW). KEKEIRERE (Stevens-JohnsoniE
fR3) (5%A0) . ST HEAW). LEE GIBMER
BR) CHEAH), EXMBBUEERE (WEAH). 2R
HMRSHRAEE HEAH) . SMRMITFPERMY KB E
(SweetfEfREF) C(HEEAH])

11.1.3 BEEME (M MR EE. EFEWEE. BBk E.
BAARRMEN) (Wb HEEA)

MNP S SRR ERE . I ERI A, FRAEAS RUPE 2 il

ERHODLNLZ EDDH D, [8.6 ]
k11,1, 4 DFE (HEARD)

DAEICED, BN ERE 722D 0ERH bbb 2k

Bhbo [8.8 BH]

k11,15 IANF—, Z2—0OIFNF— (WFRLHERY)
Wi L 7 a3 e 52 k35 2 &, [8.5, 8.8 ]

11.1.6 {RM¥E (HHEEART)

EREEICE L REEOKMBESD 5b b I LDH b, il
IR DS A S N7 A T, MR % fERR L. sY) 7 L %
119 T &o F 7z ARHMRA AP IARIERE RS & 7z B3 A 121,
PGk o B A EE T 5 2 &, [8.4, 8.7 ]

11.1.7 QTEE. OF8EA (Torsade de pointesE &) (9§
b BHEA)

11.1.8 FFEeEE (HEAH)

AST. ALT. y-GTP® L7342 1E ) R E D 5 b b
ZLEWH D,

11.2 ZOMOEEAR
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oAb # | TR

5 %A i BUEA]

M, FEAA BME. | MR, A
Vg%, 8. HE

SR

WA B WA G, e
i, R

AR SRR ARG IR, | RO 3 U g,

Ty B VA RST - UK
YT - IR O

RGP

5% L 5 %A HHFEA
R MONRAE B MG ST | BLEP R, MR
PRI REBE, | L. BRRE. A
sz f5 [ExEa i N ) RiTAE N
B Ot Hl 2=
Mok dE HEE. BB, &8 | MAETE, A0
PERE S, 29 |, OtHLBEUE
B I iR s, s, | BROEM. BTBE
L FRILAAREE, K
[iES NI R INTTE NI N
P %
[ KLY DPENREE
Jif
i OB A LIRS, W7oy
7. BETay 7,
IREA/ YN
5 - EHER i SR AR L
YRR, AR
R
1t # R
sk| B Jiek BEER. MR
JiF Tl IS REAR A S
Z O b FEE BB R B | Rk o, B,
Hge, BURTERG: | EEE

i) FEBUHEE ISR A ST

13. BEKRSE

13.1 fER
WG RIS S R B, BURBEE. GO R
RERE A A ) Y A EENE OOV 1S & ) Z2ERIBIC R BT
DD 5 QTHIBEELR., Torsade de pointes. L=, >
EME e LD X MMEERE L ETH o7 TS OIERIZ
HEHRGHTCICHOEDNDLIEDNHLDOT, BENADS
N-maEE, BEHICEY 2 REEZIT) 2L, 2B, ALET
134-7 3 7 F ) AMeEWoseE 5 I3EcERTH Y. 1~
2gCTHIHIENTH B Z LHAMEEIN TS, [2.3, 9.7. 1,
14.1. 2 =]

13.2 L&
HILE . B G5 5300 BINIZ B TR GEORE S 1
DIEME 2 553X TR LL L QW E T % WA S
Bo LHEOBMICIEY 7TENRADBEHTH S L OHEDTDH
B2TEMD, VTENRLDIROKRG AT HZ Lo
DI Uy WA R Y 3 v 7 sk 2 T 5 2 &

14. BRAEDEE

14.1 BHZMABFEOEE

14.1.1 PTPUEDHKFAIIPTPY — b2 5 M) L TIRHET % &
IFET LT L, PTPY — FOBEAICL D, WS ATRAE
HRSBEARA L, Bkl a e s L CREmI &S0 EE LR
GBOEEPRT L2 LD D,

14.1.2 SLHIEIZHRC4A-7 3 7 % ) VALEW O FNE O BB
L CEEZ DT V720, REANZ/NEDOFOJEH 7 W
YA EH)MFICIRET AL, [2.3, 0.7.1, 13.1 BH]

15. ZDDER

15. 1 BRER{EAICED < 1ER

15.1.1 AH & OREBRIEIAY TH 525, M BV TARAR
FBETHRITH MG ST,

15.1. 2 RADPABFHERBITEE N TV 2,

16. =M EHEE

16. 1 Mg

16.1.1 BE@E%S

AHE R 5 BICe Fr ¥ Y7 aa ¥ »155mg'” % Hidl
RIS Lz & & RFMOM RN 4 i & 01 4E <,
FRENHS0H U320 THh 72"



W) ARFOKBINHELOCHEIZEE, e Feddro
¥ Ui L L C200mg X 13400meg%x 1 H 1 A& #1C
S TH L,

16.1.2 REH#S

BT 7~ b= ALBR SN HARANBFHOB (45

IY T M—TAOAEHOAELM DR V) ICAKEZ 1H1

[#1200~400mg (FRAMKRIE Y72 1) 65mg/kgZ B2 % \») IERE

O35 Lz 2ogwRBICB T 2&Mbe Fuddson

FURER G, RHEFSEY BRI XD RO 7 E)E

NG A—=F R PUTFIRTY,

HARANEET) 73 F—FAEFIEHEO Fud s soad v %

PG L7z & EOEFIRIEICB T A E I P EEIPK ST X — ¥

iz 54 (mg/day) 200mg 200mg&400mgx 1 HBE | 400mg

(HAKEORP) | (31kghh L46kg ki) (46kgld L-62kg i) (62kgbl 1)
Cpay (ug/mL) 0.63+0.22 0.94+0.19 0.85+0.17
tmax (hr) 40+0.1 40+0.1 4.0+0.1
AUC (ug-hr/mL) 132453 16.6+4.8 16.5+4.2
Crrougn (ug/mL) 0.46+0.22 0.50+0.19 0.52+0.17
ty, (hr) 414+16.6 34.7£10.0 25.9+6.6
CL/F (L/hr) 17579 19.8+6.9 25.6+6.1

16. 2 RYX

16.2.1 NAFT7XXLZEUF 1

EERAICE Fadyroox y 2R O%5 Lz E04m
e broFrraond D CHFHNA T, T8
7 A 1ERT0%TH 5720 BHEATFT— ),

16.2.2 BEOFE

fEFER A Fa ¥ 7o F 2 R VA% I H R
MG LzEE, e FexryrsaoafroC, 3Fh?
N2235% U2144ng/mL, M NAL FT7RAFEY 74132
NZN06T R 064 TH - 72" JHEAF—%).

16.3 2%
EERACBI e FaFyzoaF ook My o8y
FAEFERL e MG T VT I VEEFREEEN, $952% K% Y
#940%TdH - 72" GHEAT—%),

16. 4 {4
oy rsouoFriIFAzF L Faddyrsoasx sk
CFAzFrvrzunFd  ICR#EN, EHICEATAZF I
raa ¥ fREE Nz, InSoRFICE 7R oft
& Y CYP2C8 K 'CYP3A4D B G-25R I S /=, [9.3 ]

16.5 HEtt

EFERAICE FofdyrooFd s 2 BEHIRNES LzE X
O RZEACR D BF R R ER1323~25% T & - 72 JhE A
T—%), [9.2 ]

17. ERER 8
17.1 EHROREMICEAT 5558
17.1.1 EIRE DHEHER
WM R E A AT AEE ) T =T ARE (g
I T =T AOGPOFEE DA 10361 % KR,
AT 8 A FRGEHOZIEGH T ¢ BAMKE46kg ARG 0 &
IEAFI200me % M H. HARE46kg DL _E62kg A O B H 1TA
#200mg & A#1400mg% fg H. FRAMAE62kgDl E o BE I A
#400mgZ mH, 1 H 1 H#O#S L& 2o R oR
EMERETT A2 L2 HEYE L2 EINZ i ik 2 [ 45 A S8R
ZHEM L 720 ARG 5163 5 TH & 7z B E IR 6§
LAMERTEHETY) 77 = F 2 BE TOERE O E
BRRERICH T 2 MR ENENTEDEB ) TH o722

51638112815 5 CLASLFBiPE A 27 (FAS. LOCF)

A 75K

(n=72) (n=24)
N=2AFA4 135+8.0 13675
151638 1% 89+6.0 104+7.3
N=2 T4 ¥ Hhod0EE -46+64 -32+45
[95% 15 X 1] [-6.1, -3.1] [-5.1, -1.3]
TR O -16
[95% 15 #EIX [#]] [-4.29, 1.11]

XARBCTIRIAH O T T BRI § 5 ML BEES 2 720 okl )
BEEIM TV,

% 5:16:8% ORAPID3GFI A 2 7, BBREVASA 27 (FAS, LOCF)
RAPID3&&I AT BRIEVASA T
AFI TR | ARHBE 7T R
(n=42) (n=12) (n=42) (n=12)
N—=2AF4 | 714+437 | 793%530 4074224 | 4.63+259
51638 % 547+4.07 | 8.11+6.88 296+231 | 392+327
N=ATAL ~
»5H D% bE
SPIEREEAR

FIEH O FEBSE. RAT24.7% (19/776) TH Y. F%rl
PERNZ FHI7.8% (6 /7761). BHHE3.9% (3 /77#1) THh -7z,

18. ERhEIE

18.1 1EHRF
erFufyrzouf ol rv b—FA, &4
T b =TT LI, B VY —LANDOL F
OxvrunFroEMIC L ZpHOELE ZRICESY Y
YV — LANOH 4 OREFEOWIEI IS L T2 b o LRI N5,

18.2 FEE/ER

18.21 e FuFir7nuF Gyt < b—FRAEFN
T&HHMRL/Ipr= 7 A O JE R & Ji L 72",

18.2.2 b FuF r7uuF 3oy < b—FRAEFNV
T HNZB/W F1= 7 A2 5\ C LA A R M OV 381 ] %
KLY,

19. BRI TR 2 IE{LERIFR
S - GOEZY R S S/ = i o 7 2
(Hydroxychloroquine Sulfate)
. 2-[ {(4RS)-4-[ (7-Chloroquinolin-4-y1) amino]
pentyl} (ethyl) amino]ethanol monosulfate
* CigHyCIN;O - HySOy
1 433.95
CHE~HRAROBEKRTH L,
REIKICHETF LT, 708KV A, T8 ) —
NVILFY TF VT =T VITIFE A BT RV,
RET ¥ IERTH Y, HEEEE v,
ILEBELR
Cl N

-167+394 | 018+451 | -111+248 | -0.71+3.14
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