1

B F IS E MM NEHNBZFE 75257
OKED!I 75 mg Powder and solvent for prolonged-
release suspension for injection

HEl % 55 028655 5%
PRESEEEM 5 A
hRZ=HH#A 2024-03-05

MR
1.1 BUMSIRZE
OKEDI 75 mg& 1 X FRIEF T 588 = 75 mg risperidone -
OKEDI 100 mg& 1 X FRIEF T 5128 = 100 mg risperidone -
1.2 FBE
HEMRWTIER T 5188

poly (D,L-lactide-co-glycolide)
EHARRITEETE T 528

__FREoiE
1.3 HIR
MARFAE - ARERSEEEINAISHABER -

BRI -
1.4 ZEERINE
EEMARNTEER 528
HBEESEAEIERENRK -
SR AHNTEER T 528
BB -
FREFEAORR risperidonet& 1l M= BN M 2 BEBRBENRARA -
REKRE
31 HBZERE=E
311 BA

OKEDI 2R EE - ARUBIKEE NEE (285 5.1 M 3.2 &)
T EMREARE -  NERRIXEEEABNA -

OKEDI BiERBEERNERHIE - ZBR=—AN S BIRRENA TSRS -
HE=—ARKEER 1 ZNEHEE  BEXEBEEAMEN =AM - THEEN
RFERER 2 SRITRVETER - BEXEEAMERNEB -

P.1



3.1.2

BEREHERR—Z) - 7Ti5EA OKEDI M RWIRIER 5= BB EAA
FIRTRIR T T o s T RC R

EBRERRE (EARA) £17 R5E 328 - BRALEEIESENR
MIERER R - XS REYEV\RaBELIRE SR risperidone 118 ( BIE
BE ) - FFZRAZENRESFEABHG FERE (AUC) BIE (FEA
E) -

J2E)==i

OKEDI & 28 XZEBALA (IM) X5 -

OKEDI FEARIBH ARVER AR IETRLA -

Z ¥} Risperidone E£ZNE - HEBILORG S HZEYEREE (15
FIFIEM BEEE R PE ) FIFEA

PLOBR risperidone ZZBERNREA - EESSHARZHZR]0JEA OKEDI -
DUEM O BRI IS8R EEY) (B2 risperidone RE#E ) ZRBENRA - £5
YafE A OKEDI j&% AT - FESEFEROAR risperidone #E1THEI S % - B E%E
HREERZE (206 X) - DUERE risperidone BIM 2R 2 FEM -

AR 1ZEZ AR risperidone ;EZHTHEA

HRAKEES OKEDI B ZAIAR & #3 risperidone JAEMEA - TR
OKEDI #8%Rl - M7AEFHA—EOMR risperidone &5 BATED &
risperidone M= UMK EY - BEHERZAREEE PR 14 X -

# I AR risperidone #5% OKEDI

HRRLUEE BN R ERRESPFIEROMR risperidone 1 OKEDI Z:&HI2
U N

FeBI AR risperidone 3 mg/HHHIE - #A% OKEDI 5% 75 mg & 28 X
—R

JEHI AR risperidone 4 mg/H - #5% OKEDI JE54E| 100 mg & 28 X—=

OKEDI 24 /BfE &% —% O AR risperidone A% 24 /ISR - OKEDI I &
28 KETT—REISHE - BEEZKA OKEDI 75 mg 8 28 X—RHI4EH
HE - A6 SEANBRRRENMSZEHMNE  BLmATE 28 X 100

mg 9 OKEDI BElE 4% - £ OKEDI I AZE#E4 TRRIATHIE - tREH
#ta T 7 OBR risperidone -

& OKEDI # C0AR risperidone

WA OKEDI jESEIRE O AR risperidone AR - 2 7E%EE OKEDI 2
BREESEYE - —MMsS - @&E&%E—H OKEDI i 28 XEFWETOR
risperidone A% -

P.2



3.2

BB E
B 7RGRHE 28 REERMAE - 0/ 28 XIFEIRMANES 3 RAITEmAET
S - IRER—BEHLE  AIEBNPFUEKERE FEL 50% - IERERY
ERAREZMIIARE - IRERAZE  BRESE—(EEHHPZEEZER
28 KEFRAEET -

AT

(1) BERA

EEEFNERE LT FIR/NRIEZLZREE -

OKEDIWEH#EEZS

—@inER  KE—EFELEHERENB B NE&IOKED| FEEF FH 88 - thE
FiER L <R> 1ZF&C -

—Ei=sE% - B AR OKEDIFRER I RIATE - B ABPREERMLAA BB
#% o tEH R <S> 1FRE -

MEIZAZEETTR(21G, TRT AR =AAZEEFIF20G, 2=2TARBI[=Z=eET)) -

HRTNAKEER  BEZEZEG -
HE R IR/ PIEF IR - F2EROKEDI -

(1.1) BERBIEE

ERATISEASYLURET LS RS -

BETEISCUTEER -

MREZ2HERAZE DGR - sHFEERRLFEERZ R NEIIREREREH

LB RIE -
<@ CcHECK

(1.2) FRHEIHFE
SBROKEDISH N = IRIE S ML A A AR O R
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113.03.05

& \
y i
— /// g
(2) EEHE
(2.1) MEMUEFTHEE
i i E 2t SRS E B AR L EmAvER
OKEDI 75 mg OKEDI 100 mg

MR R ENES

OKEDI 75 mg OKEDI 100 mg

TR TR AR e EREF

P.4



OKEDI 75 mg OKEDI 100 mg

1°Twlsm/ 1°rwlsm/

'{}zwuu. %ﬁ 2°PULL

(2.2) EEEHE

ZHEFTBOBBERRRATEES - KREMEHN AR ERWIREL - SEERRHME
M E st HHEE T - BEIREREMED -
ERMAHEREREMMUEMUMIEEmERX -

OKEDI 75 mg OKEDI 100 mg

(3) BEAEY
EFRRAGFEFLLESFERESSE - SAIZERORERAERTHRER -
o BARABBHABYIERKIAREE
s FESFHMARER ZEOAREHITERTREHEIN00R(MAER2R - K
N—RE)RRBFIESARY) -
s BAEREMEBEHEZMEBLUEEMES « EmEMWEN - ERBEEREE
2R -

EEROHEED100RUETES
0 %220
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113.03.05

OKEDI 75 mg OKEDI 100 mg

(1) PUSH < (color flange) [1) PUSH « (color flange)

133;55?.2.?“5 @approx 1min 1|935£&E‘i[1§)5 @apcrc: 1 min
T R 52 mn 72 i {8 £t 5 2 138 4
ZMAFRMESE  IMSEEREEXEEARRARNESMER
WV . 4

{14

ARRTEAL - BUBERAZENESHEHE - LERREH[9 -

R

(4) EEEHEHE
(4.1) BB EmR
RRITERE NE - WIKAEASYEREIMGEOEHERBNSEHE -

HERFIENASYEER

OKEDI 75 mg OKEDI 100 mg

PRESS and
FULLY TRANSFER

PRESS and A
FULLY TRANSFER

ﬁ 4= Administration
. syringe
(colored flange)

ﬁ 4= Administration
syringe
(colored flange)

, $
SWEBESH - BEREETMEESE -

P.6



113.03.05

FEII B4 FOKEDIBU# e R 1994 -

OKEDI 75 mg

OKEDI 75 mg

OKEDI 100 mg

HOLD
PRESSURE
and
DETACH
1= TWIST
2 PULL

<4

4= Administration
syringe
(colored flange)

HOLD
PRESSURE
and
DETACH

T*TWIST
2 PULL

q

4= Administration
syringe
(colored flange)

(4.3) ERTHEEENEEHE

EEE FHAETER

e =AM : 21G, =T/ TF=AINEeET) -

o Bl :20G 2=/ TEINERET) -
VIR RS e FiS HiE s - A EHEBRE -
(4.4) HIRRZERIVZER

HMNETRREEW RS EANSHEREL(EXRE) -
A oI HEBRIE T —iE %

WMREHREBEEm

OKEDI 75 mg

A

DO NOT
EXPEL
ANY DROP

(5) HREMEFE
(5.1) EHEmR

O RS RS

OKEDI 100 mg

A

DONOT
EXPEL
ANY DROP

et 2 m AR - FAoFEREAEMREES -
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3.3

A\
g

CHECK the CONTENT
is FULLY INJECTED

Wik%m - R EEA -
s HREmMNHMAE - EHKESHEFRE -
o EHVLEHBRRISFHALE -
s BEEEPIHIME -
(5.2) EE%m
NAFEAFENRAGHERAHESEELESZ  UTUSEEZELZNRGE
BYWERRTD -
R ARE

EFA

70 OKEDI A AREERRE - BATGREE OKEDI £ > 65 MEFAPHENNZ
=M - EEFAPREEEA OKEDI - itH OKEDI ZA - BUIEEREER AL 2
3 mg/BHORR risperidone MM 14 -

—RiNsS - BMBEEEEMNEERA - H risperidone ZZEI SR B IHEE IEE R ER
AR - A8 - MREEAK LRAEE - BERIE 75 mg OKEDI BEa%E ( BRBEINEE
A2 ARREERE  BE2R NSO "BEAEL ) -

BIFEARE

OKEDI @ AREBINEAZHAPETERFZRIME -

HRNAREBINEAR ( MEENSERES 60 £ 89 mL/min ) A% A - OKEDI A&H
BEE -

HRPEZEEBNEAE (NEEERE < 60 mL/min) BUBA - AEZEEH
OKEDI -

HTLhEELRZ
OKEDI & RTEFINEEAZT RA P ETERFIME -
FINBERZRIBA - EjsE# risperidone WMTEEHS -

EELERAGREPREZEER OKEDI - ZZEERKEL 75 mg WEIE & A OKEDI ja%

Al - Seff A EE AR risperidone WEIE (RIFIEERHEWRIERBEIENERE ) -
EROM= 2/ 3 mg FOMREE -
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SEEGRE
[EARHELL OKEDI IRAKTw 18 MR ENS VD FEPNLZEMAEN - BRIREIEA -

‘||>+

e

I3

O

w
—

HEMYBEEME 1.3 e HNBTEBHE -
FEESEIR

LRIEIEEIR

BAERBEEHA risperidone « EEERAER OKEDI )8& ZAT - SohEE M AR
risperidone MMM (FBFEESE 3.1 1) - EFHAEFEKMEELF LLAENE
KI5 - BEEIEmAEBMER risperidone BRAVFIRF R -

EFRETERA

EFEXEFERAIE T FIEN

OKEDI iR FEZFREERAPETBIE - R ABELBEABRRERER - —188t
¥ 17 IBFFER BB 1R EEY) ( B13E risperidone ) WRREBMNAS HITET - ESIE
HAV SR EY BN EFREERA - B UREESIZRBERES - Ik
AP EAOMR rlsperldone LR SRR T - 8% risperidone JAE/R R AR
TEXB 4%  MESTHEAEESR 3.1% - BELL (95% BREEER ) B 1.21
(0.7;21) - BUBARNFIIFE (EFE ) % 86 5% ( EFEE% 67-100 5% ) - 2REM
AR MIMRANERER - BREZGENAMRL - BEERNBERREY SR
MEFREERANILT AR TIEEEN - r‘ﬁiﬁi%ﬁ;ﬂ EOI SEith 4 sHHE YR L P
BE  HEBASHKENEARA - BRIEASRZHEMMIEPIETRIENMNER -
EZAREE LOBEARNBESREEDEMIERAN—LREE -

[EIfF @& furosemide

HEFREERAEITH risperidone R ¥R D - 7L furosemide 7 H
risperidone BB A PEIRBIMIET R (7.3% ; FHIFER S 89 % - BEA 75-

97 & ) BRRE= risperidone J8EE (3.1% ; FHEAFERE 84 5% - BER 70-

96 5% ) WRES furosemide JAEE (4.1% ; FIHUEERS 80 5t ;| FHA 67-

90 % ) - TEVUIEREREERD - BAmIEE R RS EEE#ER furosemide A
risperidone JAEMEAILTH _EF - ERER risperidone BEMAIRE ( EEZRE
£ 5 AR thiazide FFIFRE ) WoARHFERBIAIEEIR -

EARKBTARIECIEEHTI DB —IR - 1B —HERER - L8
TIEEIBETS @ WEREEA A - ESZI L0 A6 B E M@ /R FREA B E R
M= - EMFURE G risperidone JAEMRA - HIETXRARBIEM - FimaE
ARAO - RAKHZIETHW—IBEZEGCRET  AEZFREERAZNLERAR
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TSR B GRHF F— LR B AV TS M R ZE M R BB 1 0 Fo e R B 9 BR B R et B o -
B2 MEB AR (CVAE) WER EAK 3 & - “ARIBFEHEEFREERA
(> 655 ) £ risperidone MWL HEI$ IR BNA S BB - BX
risperidone Ja&E&A 3.3% ( 33/1009 ) 34 CVAE ( mEMIERETET ) @ MER
ZREEEEZAS 1.2% (8/712) - BELL (95% BEEEER ) /296 (1.34;
7.50) - EEERR -ANESIEAEE - BIABIREMUBSREY S EME A G
Rt E EARITIRE -

BHEEREFREA - EERER OKEDI -
IR MR

F18 risperidone B9 alpha PHERER - OIgE3s4E ( BE M ) EME - 7£ OKEDI MIEE R
FEEETE AR - 50 mg 2 100 mg WEIEEE T - ZiBR— (XM AR RS MK MmE
J&B - £ L& G risperidone MM S MEAER - SR EFHARRNED
[BZ - ENBEAOMDEER (FNOERIE - ODIEE - BEEE - K - MREES
BEEIERER ) WREAD - EBEEER OKED| - IRBBEAERZNEA MR RS
BEE - ERLfLEENTT OKEDI AEME R/ M -

BMIKET - [EhtE 5 MBKIE T A RE U 14 5 MEKER = fE

BEEHA risperidone 5 - BEIHBMIKE T ~ [Eh A MBKE N AFRKIM B MEKTR
ZRESH - £ EHERRPEZBERBAEAMIKRZE - B3FEFER ( <1/10,000
ZWmA) -

BRBERRARZRZAMIK (WBC) sHBUE M ZEY g MakE ~/IEh MK
BrREA - BEAENSVEERARZERN - MESEREMSIZAF  BERTE
HIRBRASEZ WBC BV REZEER - ZE{EMA OKEDI -

HRBEBBARASRZBEFHAMIKME FRREA - B/VOEAEZ SR RIEE M
FERNER , —BREBBRPERLER - BUZE - BAEERENEPE
BMIKET (BEEDHEMIRETEOR 1x109/L ) FEER OKEDI - WS E MIKE
EEAEIWELEERL

REAR (TD/EPS)

BoERSBENIFANEY)  SHBEZYESREE (TD) WEE - BENRSEEEH
EMABEEE ( TEESTEN/MWENE ) - HEEIMIREA (EPS) WBEZ TD 1
fEREF - MRLIR TD WESMER - BERFERAEHIIBERRHEY) -
HRERESEEEZER (5% methylphenidate ) 1 risperidone BB A - BHE
EEEIE - H% EPS AORt AR E P —Eg MBIk - EBEZHFREE

P.10




A (F2RE458) -

SRR EEY BT (R (NMS)

BEEEANBEREDE - SRBAGEREYRIEEREES (NMS) - EREAER
e NAREE - BREWEAIEE - SEIENE - DURMBM B RE T
5 - HthE2 e 8ENIAZEAR (RAMAR ) AaBRIB - HREIRIE - ;E
£ H OKEDI -

EE AR KERMN Lewy 2K ETE

BRIz OKEDI 4B AR ELAER AL Lewy B2 R EJE (DLB) WAR - BEERE - &
A risperidone IJBEEEEERTERIE - EMIERB A BRENBHREY R IEERRE
Y BB DU SIS MR 22 AV SR M ERER S ; BUE MR AR BERRTEER Rl BR 2 b
IEFE SR MBS RORIRIR (M HERRMEEMN - BERRER - REEH - 2RARELER
BRAE -

£/ risperidone JaEME B A S M - BRBEMABERERBEBICHRS - ERER
Pl ZBBSTARERNRE - SUkER—RFUEF - SBMHBMBEPSBHE
BIBSEEZFER iﬁ)ﬁéﬁéﬁﬂ%gg%ﬂkﬂ EERIBEAT AN B EREYRIMHEERES] -
ETEESWERRER - BEAIER OKEDI AENRABES MRER (BEZE - 2
FR ~ ZIZRES) - ]IFEHH AR PR ARV AR EFI 2 &R -

|

BHEWMSELEM risperidone FFEEBZENIREIEN - EEHARRIREE -

S FL AR AE

SWFLA RIS risperidone ;8BNS REIFH - MABEBEIERE/RLIR O BERW
HAMEABBEEIER (AW - SHLIE - BEKH - BN - B NMER - HXT
B% N —?j]jltlzﬁﬁ'ﬂﬁo(&?rt /ﬁ ) ’ nﬁu$1§/ﬂ‘?L/ﬁﬂ%ﬂﬂ§§/%r °

RIS EMRER AR ERAAEILEERINARER - BEEZS /I
REFRARARITHREBM R FERER BN ERREYBIREREN  BE2ETEHE
EEREAPRNG - ERABASVFARMENRA - UK OIBER B FL AR
FEMRERERREAL - FEEEFEA OKEDI -

QT EERSE R
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EE LB QT EETERMNEABIFEER - F1L risperidone A2 HMA L MERE

Jm o~ QT BHERZRERE  OEBENERERE (B ME - ®&M5E ) A9%A
FSEZEE - A% risperidone TIEEIBNIBULVEAZEIEAHBIEDR ; risperidone FFREX]
ZIER QT BHANZEEYR - hEEE -

RS & E

OKEDI ARBBERERENEEM I ZREBRBEREZTNBAZERND -

PR EFNIEE

HREA alpha B LIREXEMHEEER - £/ OKEDI Ja B ol sE B LR L@

ERNBEREY BERTEAREEZOERAVBES - 2RI OKEDI /A 0JBEB & E
REAMR (WHXEE) - RERSHR - AREIBRREREMEREE - S5 ERK)
MBEZLRRTBNEER - ERRETESRE -

LEtYEA

£ risperidone RERRBIGHER P BERERZ IENHFA - ISIFRESRERARR - olptE
ERLEEYEHEENBHEE - EREGEFNRESRTNERER -

BikMEteE

LEERNERRERR - REFIRMERE (VTE) WRAHS - AREINBE®R
ZY AR mARESA VIE NEXBREF - Bt OKEDI Ja& 2B a & H]
B - B LFIATIRER VTE fElgEF IR Fa bt -

F g p 4T 8 FR M E (= B

BETEER risperidone SAERWAERAABFME - B2 Fil A RRRMAE
f&%% (IFIS) (FA2BIE8 &) -

IFIS Tl 2IRS FM MBS FM R RERBEHOTENEAR - BRTENAESERE
alpha 1a B ERRREFENIEANEY) - BEFNAISILSHIRTBIER - BAREERE
BABEFAISER alpha 1 B EIREZEEEFANCERE - FAIEHEUEERR
TEAREAN B R EEKE -

B

P.12




B ATE R B risperidone JBEREAPRISEER] - BAETEE DR
risperidone M2t - (BEEFLBIMS O/ risperidone RIEA LB BBIMNREER
risperidone P EMZKRT - ROBHRETSHBHNIE - IRBEBYRE - EBEH
OKEDI - WARIBER KB E) — A 215 1E0E - WEDRIR A B SIS AEARER -

[k

/xet

WMRECEALLERE - CIREERRZEN (FELEE 3.1 §ifIE 3.28 ) -

WA/ S OKEDI SAMNESTRIMES AL MEB S - MPFIRGREAEE - BN
OKEDI g5t - FRFTE AN EIREME RS EAEZE - UL - JEHEMIIEE RE D
M - R NEFRER N - JEFOIER AR - HIR5T risperidone WELEEE -

MRRBBIRS B TR - BIREERASE  RARLIGE I E HRES -
R AR R AT B SNAES - B3 28 REREN T —RHE
OKEDI jx5¢ -

53 IRfEmA

R TSR RAMIBNIEMFTE - OKEDI I HER MR FEMENELEED
ENTE (B2RFE8 ) - At - BERRAEREESRTENREEZR - A5
Rl RF%ES -
55 EHiEEFIER

EEEM

o EHNWAREM -

o FeERERIBIEEAEITEST -

o M EMXMHELERENAERBEELE - D= B EHEMucES -

R EAEIERE P — -

o EFARFERETERE - MEPRHERTEE OKEDI RUSSERA -

FOZRUWARAE  HEER  HERBSMEREERZERE -

6 RREHIEEIR
6.1 &2
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BRI REZE P E M risperidone WER - SKEBEAR -

HEE=ZHRBRNIBREY) ( BFE risperidone ) WHERBLERBREARKE
HIERR - BIIA SRS IMEMEA /S AL ENAEAR - BEEEMRNRERENFTERB IESA
HE - BB - RATVE - RAOAE - BR - [5E - FIREENEREBHNBRE
Bl
LG - AT AR EAIRT E S2 AR -
PRIFAFERE - BRIAEERZHEFER OKEDI -
VMR ANEEESY
EEER - KEF=AXE risperidone & - B HHEN FHHRIRBAGRIE - HthZ
ERENHERRRZESVE - SHFANBEBNES LB EMRETE -

6.2 3L

YIB(EEERFEK risperidone/NEIE D WA F A -

FORAHIRHISE I B RHERAVER -
WREZERISFIH ZFONETEEAE LN NS  REFLREBIAEZFIE/ME
OKEDI j&%% -

6.3 BEBEINLHHESEMY
Risperidone &M AFRRE - S FLARMAE ol sEHIH T 18 LB AR A REN
HE (GnRH) - ERSEREMRAZR B - SolgeE—S TR UMBEEREARN
MR RERE R EA - RMmiDHEIZEINEE -
FEIRERABPARERIEEEZNTE -
REEA
OKEDI EEAthZE R 5t MR G ERAI AR B R A MG - RERENRGIERER - Z21R1E
AR risperidone RITFFE4ER -

SN BHER E EA

EH O QT [EfEha92m

#2:% OKEDI A NAZEYfHf IS EEE - SIiER QT EMRrEEm - AT O EAZEZEY) (Fl
quinidine ~ disopyramide ~ procainamide - propafenone ~ amiodarone -~ sotalol ) ~ =%
mEEH (Bl amitriptyline ) ~ IBRMEBER ( Bl maprotiline ) ~ Bl A#ENE - Eftiig
fREY) - B IEEZEY) (BD quinine 1 mefloquine ) - DUKSIFEEBRE KRS (KM

fE ~ REEMAE ) ~ OIEBAENZEEY) - SHIE risperidone FFRECEVEEY) - ILBEBRIIR MG

B WIFEFERMRE -
s P E 9% KB

FRIEFF B _ Lt - OKEDI AEMIERR A FAIVEY) - KRI2ER - I5HBEY - AR
PR s VAR RS FERE R -
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Levodopa K Z ERE1E X
OKEDI OJ gE#5#7 levodopa K EMZEIZIENEIRMR - MRDELLHABALE - FHhlZER
HEESREESD - AERUSERENREENEE -

75 e [ BF 3 R A9 2

ZHEHH risperidone MEMESAZRR EHEER&RS - BRI BHASHRAVEME -
151

K IEET (A% methylphenidate ) #tF OKEDI 5 - SEEBRE P — @M aE 5 A%
SIESERS IMEAEAR (A2 RS 5.1 80) -

Paliperidone
RiEZE#E OKEDI #tF3 paliperidone - B% paliperidone & risperidone BEMLEY) - W&
WA S T AESIEEMMAEM R D RES -

Y8 B S (EA

OKEDI FZEEBAREER P (CYP) 2D6 & - B/DLEAIAIEE CYP3A4 13 - Risperidone
KESEMRHY 9-hydroxy-risperidone #i2 P-BEE R (P-gp) I E - Eox&E CYP2D6 /&t
M E - SR NHNHISEEE CYP3A4 K/ P-gp /&I E - EICIAEE2 2 risperidone &t
HARZEYEN HE -

#3 CYP2D6 #I#IE

OKEDI 25834 CYP2D6 I 3 FH Ol 852 & risperidone MIFEAE - BIEHE S ENNRER
& - RSHEIERRY CYP2D6 MIHIEITIBEIR S risperidone JEMEI A RIRE (M0

paroxetine - 2R N ) - FEEAEfth CYP2D6 #D&IE - A0 quinidine - AIgELUAEMI A NEE
risperidone HMEREE - BYRE = LL 3 paroxetine ~ quinidine S E 5824 CYP2D6
Eis - LEERSEIET - BENEEMTG OKEDI HEE -

CYP3A4 F1/84 P-gp #I#IE)

OKEDI E58%7 CYP3A4 #/3k P-gp #IFEIEI A - olge KBRS risperidone J&EM AL 7 A M EE
= - FREfF L F itraconazole s E 3837 CYP3A4 #/8k P-gp MIHIEIRS - EBEMEE R
71t OKEDI fyE| = -

CYP3A4 i/ P-gp 22

OKEDI £238%7 CYP3A4 /3% P-gp FEHEIfFFA - tIgERE risperidone JEMER 72 WM IR

B - FRsF LA carbamazepine siE MR CYP3A4 F/3% P-gp FEHIF - BENEER
711t OKEDI WEIE - CYP3A4 FEFDIERBEMH RN REEFR - MEERMARUESRE
202 BAZERGAER - &M - HFEE  CYPIAL FEERAUBEREERD 2 BA T -
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ERSEHEMERR  BERBREZHE  FAABEEARERNEZ N EMNHERE

#4l
¥ A0 BEE risperidone EER AFHEZE A risperidone EEREFRAMZER - U

N LARRAEE A

B h# g # risperidone ZEY &) 770 7 &
TANERZEY)

e Erythromycin ( —f&F & CYP3A4 HIFHIEIA] P-gp #IHIE ) RS & risperidone K E
SEMER DRI EN EE -

e Rifampicin ( —1&58%4 CYP3A4 FEEIHN] P-gp FER ) RESHHBONWMERE -

EERERAEHDHI)
e Donepezil 1 galantamine ( &% CYP2D6 #1 CYP3A4 K& ) K¥] risperidone FIJ&
MEDNEYE NE  RBEHEEHRARENTE -
TEEEEY)
. ﬁﬁjLE;%.%ET carbamazepine ( —1&3@% CYP3A4 FFERF P-gp FEH ) SEEFME
DHMELEE - A phenytoin A1 phenobarbital &%) ( 7ROlFEE CYP3A4 AT b 2
ZRP-lEER ) o BEZELUER -

* Topiramate /NEPEIE risperidone WA TIAHE - BREEEME DAL TTHER - i€

IR EFRAKOEER RS -
MERZY)

* lItraconazole ( —1&5@%¢ CYP3A4 HNHIEIFN P-gp }[D% % ) & H 200 mg WEIE
BT risperidone 8 H 2 £ 8 mg WEIER - BEEMEHONMEBREER Z’J
70% -

» Ketoconazole ( —f&383 CYP3A4 HIFHIEF] P-gp fIHIE ) £EH 200 mg WEIE T
ZiE= risperidone KM R E T HFEE 9-hydroxy-risperidone WM EE -

i BREEY)

* Phenothiazine 222012 § risperidone WM EE - (BARSEM I 2 MR

-
MRS EEY)

o EEMMIHIE : MEXARER ; A48 - B ritonavir 2583 CYP3A4 HIE K553
CYP2D6 #IHIE - ritonavir &I ritonavir S8{ENEBEEINFIEH B OERS
risperidone SEME D HIRE -

R-PEERE
o AL B-FHEREITIIZS risperidone MWIMETRE - EARSEUH AN MBEE -
5Bt EEPHErT
. Verapamil (—1BPE CYP3A4 MMHEIEIA] P-gp HIHEIE ) 1S risperidone KETEMES
AHMBRE -
BB Y

o H2 EEEMHE ;. Cimetidine A ranitidine ( 5553 CYP2D6 & CYP3A4 HIFHIE ) &

12 risperidone AR TIAXR - BEHREUH O ERMIBIES

[avs
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EEUIHERBRIDGIE (SSRI) R=IRNMEEHE :
. FIuoxetlne ( —TE8M CYP2D6 MIHIEI ) E1ES risperidone WMERE - BHEREM
DT ERD -

. Paroxetme ( —TE8M CYP2D6 #1#IHE ) EiE risperidone HWMIFEE - ERERS
ZBH20mg WHEIET - HREUTINTERD - L8 - BSEIE8 paroxetine T
SEUEINRE -

o —IRMEBBETIES risperidone WIMERERE - BARSEMEIWMTRE -
Amitriptyline I~ 522 risperidone B &'HE}MMEFFVE%Z/E MER D RIEEY BN HE -

e Sertraline ( —1#55%2 CYP2D6 #IHI% ) &0 fluvoxamine ( —#&55%¢ CYP3A4 &I )
TE=EH 100 mg WEIE N - WARHBEBERASER risperidone J&HEI N REE
£ - R4 - & sertraline 3§ fluvoxamine BIESREH 100 mg ¥ - IJIES
risperidone JEHER D HIRE -

Risperidone $EL %~ 224 %) HEBR) S &

MEREY)

* Risperidone #f valproate % topiramate HWZEYE NEREIRBHRAEEZNTE -
MASHRRZEEY)

* Avripiprazole ( —#& CYP2D6 1 CYP3A4 Z=E ) : risperidone FYEE I SY )+ SI 716 &

24 aripiprazole REEMRH Y (dehydroaripiprazole) &t 2 Z2¥)E) B -

EhEAc S

* Risperidone ¥f digoxin NZEEN NEW ARIRBEAEENTE -
FREE

* Risperidone #iEERZEYE) NBE W RARIRBEREEZNTE -

Risperidone E& furosemide {3F

B furosemide RUEFREERASE TR LIRS - FE2H5E 5.1 80
BIFR/ARKIE

2 MRS

E—IR% 3 HiliRall P REBRNEY ARKRE (ADR) 2 : MR ARAS (11.7%) - 5
WEUAMRILEE (7.2%) ~ AR ARE (5.5%) ~ B8%% (4.8%) ~ [EEE (4.1%) ~ 32E180 (3.8%) ~ /x5t

BURTE (3.1%) MEEE (3.1%)
AR NFESIR

PUN S Rl Bp Al _E @488 B #AVFTA ADR - #Z risperidone B R ER PG ETAISE R R
A&

BRAEMTHEMEEER  FFEER (21/10) ~BR (=21/1008/ <1/10) - ABR (=
1/1,000 &/ < 1/100) ~ #ER (=1/10,000 & < 1/1,000 ) UKIFFEZER ( < 1/10,000) -
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BYRE R E
aipREE -
” $AE
% ] FER FEER | K4
- REE
- TEPAR
=T N PR ST | REBAE
MRS IS - | EEE
s SEBTERMIAE | (IR - E
5 STEDATATHE

AESWIMEMEERLEZM I ZEHNEMLIE - ALRE - mAK -
S EREH - RN - ZHEETHEEIRHE -
b #r 22 BB ERERERD - risperidone ABAZHEMERFBRES 0.18% - MZREA

RBEON ~ PR

% 0.11% - B #EX risperidone AR E D - ZEERARGABRSTHBERERS
0.43% -

© 7£ risperidone EEREHERPREIZE] - 1BTE risperidone FMHEIRIEH ZEZE -

d TrgE s s ieIMERRY  CERERE (BRSO WBS  ASKER CEERE -
ROK - EmMER - EHES EFBNEEET  BHEES  NAZRY  EHFE  T5E
B NREE  mERKTE  BEARNERE - WEREFILHER)  SALKE (FLF
BE - AZZE - EENER - MAZRERSE ) - BR - EFREH® ( EHEE - JOHE - 8
FRAREE - FEREEMMEBIE ) ~ NENERE - WRARESENERNEE - NIRAT
# N ABENUAE - ASLE - IREEE - IRIKIEE) - TR - REPEE - R
& . Jleg - ASKkE - OREE - flskk - SEENTRER - BIENZEC2EE
ZHVEMR - BLEMR A —ERIRN RIS - RIBEEFEWHAKLER - PHIKRIR - HESFE A
1 (grand mal convulsion) - BEEESFEAKARE - AKBD - KESEEEZ5KE - B
EOKRE ~ [UIPE MK RE -

O A B & ERERH

EHTERN 2

BEBHAVEIFBUMEBARKREERRE - 1£5 3 HifiEH - 386 BMATE 14 & (3.6%) &
2827 R OKEDI jx57 (0.6%) &8 18 tEFRBRESH - BENEBAZHEBEHRAKEET
ERERE - FElBERGABELERWIHMURBNNGER - ERERBEEERNRE
ERERES -

Y, RERES
I A M O\ AR AR E 1 8% (postural orthostatic tachycardia syndrome)

G484 & (Class effects)
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f risperidone tif& - BEHIFEFRA QT BRERMES LEAE (LEEE) - LEN
DA )~ BB DRFEBAMZEMOER O BBRERES -

Ik [MA212
BEEEANBEREYE - SREFIRMEEERS - SEHEERGIFIREFIKMDESRS
($RRARH) -

EEI(L

RE—IE 12 BEE (DB) - ZRBILBHBMBNIET - 438 OKEDI 75 mg + OKEDI 100
mg MZREBEAEE - BESARREEHOTIRNESRN B 14 (-8F18) kg 08 (-8 F
47)kg F 0.2 (-12E18) kg *

B B I A R A RY B AT

RERA
OKEDI #REPREMMZEM - BEDLAHEE -

EFEmA

OKEDI HEZFRBRBENREERAPREINZ E MHHEEMNABIR - £OR
risperidone RUBRFRAIER T - BAELM AL AARLE - EE MR FAIMMESIMISBERE
EFREERAPHBERSAIR 1.4% F1.5% - 9 - FIEYARREEZFREERD
AFRBIMIAR > 5% - WHEDZEMMARENME  WRERF - BEKE - [BERNZ
W -

A B fERY B

R EHRBERUARKRBHEER - MUBESHTEE A E RO/ AREDT - F5XE
EABLABRECURUNARKRE -
8.1 MAEZIFR/ARRE

BE

AEAR

BIRMS - FiBWNERMIEARESZERR risperidone SHNZIR/FRBR - EIFE18EE - $55F -
DEER - EMERNHERIMER - BEEREBER - 8K QT BRTERHERS -

= N\

Risperidone K paroxetine EIfSFAZSASET - BHZIM OE/OIEBIER (torsade de
pointes) A4l -

ERETMHERE  BERBEIEEY BBV IBEN -

pi=s
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BREUN#FITRESGR LEERERAIEFEEBARR - BUZRREANOMEINEE - ME
EeEEE LEEBEN LS T BER DR AZE -

OKEDI 2 EER#SE - AIRRIGEERXFER - BLERBERRIBEHUEE SRS -
gnE HREHJX&%D/‘JZT%EQ ZEY) - EEREAHEERIMEENR - BAETNIRRER - BSEETE
VINWBREENER - E2RARERL -

10

RS
10.1 fEFH#%EE

ZY Rl - BalHIE - EfihinistemEEy) - ATC 4855 : NOSAXOS -
Risperidone EEBESF M BN EEM ERENE - IHEHMBEE SHTLMZER D)y
SEASMMA -
Risperidone th & #a-15 FIREZ 2 TABRFRA B H1 AMiE e
a2 B J:H?%xﬁgﬁﬁa °
Risperidone RIS RSB A -

10.2 ZEEIBRH

Risperidone @38 DoEE ( —MRAENSEERBENEMER ) - EBRERR
BRI MR EEY) - risperidone HIHIEENEM KB ERE M EM (catalepsy) FIMER
85 - HENPRMERXRZERENIFRTREREEBINMEEIFRNEER Wi
AR £ BB KAENE BB -

10.3 BRIREIZEZMER
10.3.1 BEN - BREMREENIEE

£ REF/NEER risperidone D ARBUEM TR - BEIRFLERIRE (/)
B) - RO mERRARE (K& ) MELIRIRE (Fﬁ%@ =7 ) B0 - SLEEE
OBEE RISENZER D, HNFRMS W IUAMEIIAERR - B A BRI
= ELEEEHYERZIRNEELDERA -

R B B R risperidone 3 OKEDI EBERFH M -

Risperidone fE AEM % FHI9FE M4 - £ risperidone #ETHIARER
SEMRP - GREIEHRARETRUEE FREERBENEEERNAF

224808
2=

E-RMESUMED  SBRINEFXTERLANSRERBEEE - £—11
HINRETR 40 BIR S - MAABREEERSR - RBHKZ T ERE (AUC) -
EEVPFABRARES (15mg/X) K36 & F - RNRBERARIF
g, mMEsSVERANEREEN 15 E 1 - AHREIHREMMEAANE

10.3.2 EN¥)SEIE R /oh EE3E

RIS - BIMIERE RS E rlsperldone—_f EEX QT BHAE
R - Eim CAHBIE IR AZE M OE 0B8R (Torsade de Pointes)dy /@ & -
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EHREMRANAREBNA () EHORSMMIESD - FEEEMETEES
MEIRP B HIRE SRBEUFR - SEFREMBVIAREEASAR
REERS risperidone 2Bz D, ZASMEEER - Lhoh - AABIFEWRETRA
HI EREPHNARTEROBESEIVIAFENORIA -

EAMEFRIEY (RIS 12 BR ) SUMFEEREN OKEDl 8%
YR - BEREMAF O risperidone BRUSEIR—3 - WHE

risperidone RYZEIB1FFHHRET -

EHAMRFET 12 BRSUHARE - BENARLET OKEDI BB R
SERIR BRI - 4581 - BRI CERNARYASFREMEEMEMN - FEA
RBEHEYGEMEENBRKRE - £ 15 mg/kg (risperidone) BIE MR

RFPERINEMSEEE - %RE_FEE (DMSO) 2 BRE - RUZtPh
AEEBREIRBEF/MEL  LHEFEUENERE - EXP - BHEAERE

T ENERER 8 DMSO A BRI E R -
EZNE DB

Risperidone E# & A 9-hydroxy-risperidone - HZEIRJE 44 risperidone B ( FE
"EMEEABERR . ) -

R

OKEDI 2EBRB A ZERHKANZA risperidone - IR FARIREESRUGER - EEHRES
% DEEYEEIHE TUEBL  SORPUBNERE - £EIE—FEKIERER - FHI
RREFENEERE 14 X - BEBRLEF - RKRAE 21 KH%E 24 RZBEERFE _(EIE
B - #Z2E_EREE NRIEBESEZEEH FE - BMREEBREYITEFZER - IJE 28 X
REBRANEEFESEARRBAANNERE -

ERHLAEST OKEDI 75 1 100 mg & - HEARZER 2 /MR AIZEZR) 13 £9 A1 29 + 13
ng/mL BFITEMRIDRE - 6% 1 ARREMA D MERES AR 17 £ 8/ 21 £ 17
ng/mL - BEZERWAERE 75 REEANEY S HR - BUE2BEER 1 ng/ml -

i 2 M REET OKEDI ARSI - SEEE D KIS MERE (Cyough) MFITERARK

I MR (Cryay) °

%2 : BRAT OKEDI METESIE - SEMHBHH Crough T Crnax

= Ctrough (SD) Cmax (SD)
ng/mL ng/mL

75 mg@ 17.6 35.9
100 mg®) 28.9 (13.7) 69.7 (27.8)

a fEAREE (pop) PK AL - T4 T35 =HI OKEDI 75 mg B EERE B LT Y EN HE
(PK) 215
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b Ey"*‘Jﬁuufﬁﬁ%ﬁqﬂéﬁ%% 4 B OKEDI 100 mg #H0i8E 4t PK 218
AR

HASHEES -~ ROEREIRERRE - —SNNBIUEFSUNBERFIORESM

2%

Risperidone &RRIWE S RED 1 - ENHERIES 1-2 L/kg ° Risperidone EMiRPEEHRE
Ak ol BU4REQS - Risperidone WMRELRB AT RS 90% - M 9-hydroxy-
risperidone BI%& 77% -

(A BEER

Risperidone 4 CYP2D6 t{# ik 9-hydroxy-risperidone IEE M risperidone 18
&L - Risperidone fl_t 9-hydroxy-risperidone Bl#&A%5E Tiﬁlbj CYP2D6 BREEZHM -
CYP2D6 S ENHE S risperidone MR E Y, 9-hydroxy-risperidone - M CYP2D6 BE
R EEH risperidone HERRINERS - fASENHELEBEENHEBESAREN
risperidone BREMESHI 9-hydroxy-risperidone BE - BAFEEMZHEIE -

risperidone 1 9- hydroxyrlsperldone a&t (BDEMED ) WEY 8 HE7E CYP2D6 S EN
HERRERHE BRI

Risperidone B5% —ELHRIEE N-EREL - ABEFRAUNRERNIRIMITER - EEHAS
ERERE T risperidone AEARINGIBAAM EE PA50 488 ( &35 CYP1A2 - CYP2A6 -
CYP2C8/9/19 ~ CYP2D6 - CYP2E1 - CYP3A4 #1 CYP3AS ) U 2 MBI H - 45—
% 70% WEISERIPEL - 14% RREEDET - FERBF - risperidone J1_E 9-hydroxy-
risperidone 1G£8 35-45% - HERBIEEMAH Y - t5mHE A ORAGZEE - risperidone
IR EREAL S 3 /\EF - 9-hydroxy-risperidone FEMEB D AIBEBRFE RIS 24 /N -

a7 OKEDI 45 %448 75 XAHHR - BEZEMAREEER 2 BEMRR 1 ng/mL -

OKEDI J* 53 E2 1 AR risperidone BYELER

OKEDI #teMEZRE - 57E 3-4 mg AR risperidone FTEIRZINRESEHE N - 214
mg K risperidone 48EL - 453 OKEDI 100 mg BB ERRZESEE AUC FESE 39%
T Crraxy T EE L 32% - M Cppin AR EL - RIBIERFEEY B W BB TR BAREEER - OKEDI
75 mg RESHEBTERETE 3 mg OAR risperidone 814 -

ELAR risperidone # A% OKEDI 5 - SEMEI DR RESFERUSLER - EKER
e

aRit /I RR 1
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12

32 83R OKEDI £ 75 A1 100 mg £ FRIFLAMME BRI ESEAIERZEY 8 N2
:K_‘E °

ZEA

OKEDI MRREFHBAPETERANIE (BLHBE428) -
BINEER S

OKEDI EARREBINEATHEAPETERANINE - #2 OKEDI FENEESINEAZTHEA
( MEEETBBRZES 60 £ 89 mL/min ) RIBLEBINEEIERRARLUKEME D RES

EAREPEBRAEEERWVAERER -
FIngEfr =
OKEDI #ARRATINEEA WA P ETE R BRI -

SEEEE 158 (BMI),
TREFEEY) S N BN - BRASEIEE AV AARLE - ISR AE B 214 RY OKEDI MERRE
oJgE EFt - BERKR EARFRERENZ

2488 o
=

£OF
IE | N %E = l] "}'\:ﬂﬂlﬂa

A PK DATEUR - MRl - TR IR E B RS risperidone SRR D RYZEY) E) 245 AUFR
BTE -

B PRl B

OKEDI (75 mg #1100 mg ) '&EMABBRAENEN - SE—IBFE 3B - 2P0 - S
i - €5  THEHE - FTAMEPEY - BERRMAZERERBAESERIFRESR

( DSM-5 #2248 ) BE#H PR E MERER (PANSS) 2875 80-120 R A - TEEFERIZ
5 - FiA risperidone #aw AR 2 mg/HBIO R risperidone 3 X - MR ER ZRIEA
BHEBBIRIE - A risperidone JAFEAZRAE AT EERAES OMR risperidone - METEMHE
WA BB EIERMIEEER OKEDI (75 mg 3% 100 mg ) SLZEE - TME =1\ (438) BRAKIE
WA ES 28 X1ES 3 R OKEDI ( 75 mgs; 100 mg ) SUZREIMAES - mANFIEER
420 5% (1REZE[SD] : 11.02) 5% - WARMA <18 5k >65 mHEA - BEEEANAL
et EAMEMECERRSEAE ML - AR A RFF M7 MR risperidone -

FEIFRZ PANSS BOIEEEMEIGHERGR (56 85 X ) WEIE - REBEEZEIER - OKEDI

75 1 100 mg EMER EHEHRLZREIRIBLAT LARENNE (R 1ANE 1) - BLEAS
R FHFREEAEMEEERY - WHPES 4 RpiEis3] PANSS fyti= ; 10 mg A1 75

mg HDBITES 8 KFE 15 RIFHELZBEIREZE DB - 22 PANSS 80 {ERZ - PANSS 1IE
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- BUNZEROREEN=-IRFERIH  THEERBRBLAHREERNE (T
B )

= 1 : PANSS #l CGI-S @7 e EEHRIGERAR ( 55 85 X ) MIFH9E(E (BRTREEISE
[mITT] %% )

ZRIE OKEDI 75 mg OKEDI 100 mg
N=132 N=129 N=129
PANSS #4(@)
IR EHR SR (SD) 96.4 (7.21) 96.3 (8.47) 96.1 (8.42)
&/NFEF (LS) Fi9% -11.0 -24.6 -24.7 -
(£ . 95% CI@ -14.1 % -8.0 275 % -216 277 % -216
AEER - 95%CI® -13.0 -13.3
-17.3 £-88 -17.6 £-89
PiE <0.0001 <0.0001
CGI-S @5 ©
9 EAERA 5 8L (SD) 4.9 (0.52) 5.0 (0.65) 4.9 (0.48)
LS FE1984E - 95% -0.6 - 13--15%-1.2 -1.3-15%-12
cl@ -0.8 £-04
SMEER - 95% CI(b) -0.7 - -1.0 8 -0.5 -0.7 - -1.0 8 -0.5
Pi{E <0.0001 <0.0001

a ARG REBENE (MMRM) 7EAD T ER -
b =% ( OKEDI BEZ & ) 24 Lawrence Al Hung RY75/ARIERY ~ HEREER N &/\F
TR -

c BRREE R -REE (CGI-S) 78 m iR AN 2 £ — 18 &

" EZRIEH U R E R RIS IR R AR - JttH—:F/\E’JfrﬂEF%/RtZDﬂ ? o WARBU NN E
TRt 1= 1ER  EfKEK; 2= 28UHBeR ;3 =K, 4= 95K, 5= PBRER ;
6= ; 7= BREBRENREIE -
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5

A 8

E 1 ]

I:.:I I

;; 3

o 24 =

7 y

2 3 - !

0 4 8 15 29 DB Study Day 57 85
—i— Placebo —a— OKEDI 75 mg —m— OKEDI 100 mg

vs Placebo
OKEDI 75 mg i s bk o oo sk o
("]KFD] ]:'g{; me 4 dkkk EL L L ELE 2 ek

= p<0.01, *** p<0.001, **** p<0.0001.

1: ESHEER PANSS B BN EEHIVEE (mITT K2 )

BRREENEEEEHE 85 XI5 - MAKEMNS-BREE (CGI-S) HEMRREEBTY
#15 - #455 8 KBS - MI1E OKEDI AEAM CGI-S DBt TRZBRZRE (75
mg 1 100 mg £ BIABER E# I T & -0.4 (0.05) F1 -0.6 (0.05) 3 ) -

OKEDI & FhRRVZEES 2 ( PANSS #70 RNi& > 30% H/3u CGI-I & 2 " KigekZ, 3 1 "3k
BRIERZ ) ) BR 56% - MBS 8 KFE 15 XFta - MK SR HEIMELEZER Rt
R -

OKEDI &RH (12 R ) B - GE—IEEH 215 BRBRBAER AN TR 2R ETR
SERER P& TR - WIRIE B BRAENAEERNREA (BARA ) HZaRS M ENEE
BA (FEA ) 200 - Fm A# DR risperidone #5% OKEDI 75 mg 3 100 mg - B BEZE

FRIRIS AL - ERER 10.7% (95% Cl - 6.9% = 15.6% ) M4EMER 61.0% (95% Cl -
53.7% % 68.4% ) -

BERRE

131 a%

RGERSYEHSR  BEESNEEASLE] ERR (REEARNAELE ) BA -

BEFEET TS g

RECEESYEHEE  IEESETECBHEHY  HEZRRECTEGE (REEBBD
BH-BUROEHEEY ) Hl - BIEENAAERER THEOZNEERSD : 100
mg (B8 ) M75mg (4&) -

OKEDI WEBREEAEANS :
o« —EiRELR  BAE—XEANANRETRIHE - UR—EWBLZIEE -
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13.2 A
3 F

—fEiRELR - B E—XEAABNRER TSR - UA—EWBIZEE -
— TSR ERY 2 35~ (0.90 x 51 mm [20G]) FE T 518158 - AR B4

48% o
=<

—MiTEEtEREERY 1 52~ (0.80 x 25mm [21G]) E|EITHETER - AR =A%

=}

4
+

By
N

o

)+

OKEDI R EIIBIER -
13.3 REEHRGE

EFRIER25°C ZIRIE -
134 EEFIESR

EFRIREED - LB LLER -
ZmmRERIBIEM -

Laboratorios Farmacéuticos Calle De Julian Camarillo, 35, Poligono Julian Camarillo
Rovi, S.A. Norte, 28037 Madrid, Spain

ROVI Pharma Industrial Services Calle De Julian Camarillo, 35, Poligono Julian Camarillo

SA Norte, 28037 Madrid, Spain.

Rovi Pharma Industrial Services, Via Complutense, 140, 28805 Alcala de Henares, Madrid,
S.A Spain

=g

REFRBERHABRAT aibmARE /N ER1285% 1312
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