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B IELYR AL LR Methylphenidate HCI Extended Release Tablets [§55%R (6.6
) BMARRMERIAE] -
4.2 HRRZ
BEFAIEE S « SRRADBIRAZEVBAMELELEARA Methylphenidate HCI Extended Release
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TERRRE 17 0.5
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REEME (11412 0.3%) °
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7.3 FERENENE - ABERIUREE MER BRSNS .
ABEIZHERAET methylphenidate SIAES RIS S RBEMNBRME « HER2ZE (Fla0
phenobarbital, phenytoin, primidone) RELNEBEE (ZRNESEIRBEMMBERE
IRUSEIR ) BYKEIHER » & methylphenidate E2iSLLEE{H PRSI AL R B AR SLLE N
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HABIETOEERRIREATRDSE 30 mg/kg/day NORBISTHILRERE » S
BIEIE D B mg/kg Bz mg/m® AETHHE AKIE Methylphenidate HCI Extended Release
Tablets ASBRAREEEISH 15 &/ 3 3 ° Methylphenidate 10 EEH PPAA (a
-phenyl-piperidine aceticacid JEEZ A LAV MBBES KORRRAEDERESMEN
AR/ E Methylphenidate HCI Extended Release Tablets LIBBiE FTEE (AUC) AR GE
PNABRARZBEISEZ1~215-
Methylphenidate {ERZEABIEZIFHANZ M ERIET - BRIAREIRZRCE TESER
BEREBHRBHEHIRKGERS RBEHBRNIAEREAREEEESRIEHNERT
Methylphenidate HCI Extended Release Tablets AR Z0FHAER -
8.2 HERDE
Methylphenidate HCI Extended Release Tablets ZE ASEFERDE FOEBIDREE o
8.3 WA\
BaiERER Methylphenidate 2BEDWMEALEZLT - ARFSEMEZWMEALESL
Stob s FESSEHARM Methylphenidate HCI Extended Release Tablets BUZ 3L EIE -
¥R AR K BBIRER 5 mg/kg BB—BIEMENERRECZ Methylphenidate » ZEEZLTDIRE
&iﬁﬂ;ﬁggg%‘liiﬁ’lﬁ (RZR methylphenidate R/SEH) ) MEAT LEAMEZDPAIEM
8.4 S
73BT SRERE(SA Methylphenidate HCI Extended Release Tablets » REZ 2T
WE%EE%E@BQE?%E&EE o Methylphenidate 7E52E AR IIEARR TR
8.5
Methylphenidate HCI Extended Release Tablets 3R/ TFHHE8 65 IR B 2AE ©

(o ZBYEFEFMKIERNE] (CUMESSS)
9.1 EHER
{Kﬁgfﬂg“é‘ﬁﬂﬁ%’é‘ﬁﬁﬁﬂ » methylphenidate BIRE=REHIER -
9.2
—ANRAEEEEAERA - BEYKTEM S BB AVREBIRE Methylphenidate HCI Extended
Release Tablets BFfEJVOEIE o (@M EEY)E B HE M S ROBIEKEE » BBEHE
PEREIEEMNREITH - RETVAESREFWRRE  LHSREEISEVEERE -
EMIELTEIHRENABERBEMRRD » INEREMAEMER (recreational stimulant
) EFASP AV E L8 Methylphenidate HCI Extended Release Tablets 88— ORI SE2 1R
SREEME! methylphenidate (IR MPH) BE—ORBISLIFHEARE BB - $HE¥HSIRETE
BB » FIBTHUSHIREEIRTE RIREEZRY 8 N\ITANRAFE -
EHP—IBHED (n=40) » FZWEAELLR » Methylphenidate HCI Extended Release
Tablets (108 Z52) £ 60 52 IR MPH EAIERINEABEMN BTG PEES FEMET
2 FIRRRANRAE - KR8 » FEMIE ST ZY) 2 FAILLER K » Methylphenidate HCI Extended
Release Tablets (108 £5¢ ) EERABRE (positive) ZEBRFHEPEISIRRARELR
—5 » HLFD 60 Z5% IR MPH S| EAIRMEERTR LIRB=2 (EREBEH « BYS5E
fE ~ ZJEfBEs ~ ARz Morphine Benzedrine Group [fRUIRREX]) - BLBISEMETER HER
60 Z5 IR MPH FSIEAVRIE (BIEMERRIREL) -
ES—EHRRD (n=49) » FIZREELLE » MIEEIZEAHY Methylphenidate HCI Extended
Release Tablets (54 E52ER 108 E52) EAMIEHIENY IR MPH (50 E5EE 90 52 ) EiE
IERARANMETESERD (BYEGE  ULRK) HESIRMETE LEMRANRE
o G MFERIEHI Methylphenidate HCI Extended Release Tablets (54 25262 108 25 ) 2
BUFD IR MPH (50 25268 90 52 ) HEITLLERES » Methylphenidate HCI Extended Release
Tablets TEEmMIEEESRDASIEMNFEHI REEHSTE LIBFIE IRMPH ©
Methylphenidate HCI Extended Release Tablets (108 5 ) fEiEmiE X ESRPFISIHE
BIRFERD IR MPH( 50 =52 )BT S | -BAIR FETEMRE T2 L A2 B = R -5 Methylphenidate HCI
Extended Release Tablets §2# D89 methylphenidate {28 R 22%0] &) I RIRRIE
%%lééiﬁﬂ)%%ﬁﬂ%ﬁﬁgIEZEEE‘I‘EEﬁﬂEBQEEMA%F% [55¥R (11.1) REIRSRIERH
FNEROAER] -

SHFNELFIRFT » FEAVIBAEEAY MPH BIE TF0 IR MPH ABLLERES » Methylphenidate HCI
Extended Release Tablets FERINERBTEIZ TEEHGPPAS IRRHREAH BT » (B8
E$IREA Methylphenidate HCI Extended Release Tablets £t & 238 F7EAE I ERARAIED
RS o

93 |l

—AIAIAEEEBOVERET - BIRTIAEE R EBRENS ST » RIbi Y% AV ET AR BS 5s
B o REAMAEENEENTSREDBEMRRER » ALESE—SBH -

(10 JBR] (ESTMSEE)

10.1 BURFOER

Methylphenidate HCI Extended Release Tablets B2 #VEIRFER T B 28R B DIRHPIE
FRiRBERP R BERZBIEVER - ETAEET TIMIEISH | Bl \ BiEAZ

~ ANP9SEER ~ 8~ AREES « HES 08 (BOBR/AIRDE) ST BEFE
B OEIBE 0 ~ OBBEN ~ BEOERTRE « SME - SEROY

10.2 EHMEE

REOEBRE T EENIFIERE - WENSREEEES URINTRI » RS
EERGENBERHN - EEBEASIET NOMUBEAARNFESATY - T TEERZ
il » R BRI A LA MY E R I LUERIN (RISIFIRERE - HENSHEBRSH S8
RELEIRRRE o AT HFEENMABRRIFRZIGNEIGHESE ; FSIEINTEE
EEBINRRIERS ©

[SEETSERINMRENTET Methylphenidate HCI Extended Release Tablets (8269328l
EIRERIL ©

BRIPEYBSE0VRAREZ 22| Methylphenidate HCI Extended Release Tablets Z#&
24 methylphenidate BYAR ©

10.3 PESIPL

WEFEZEYBENRE—  [EZRIIRMSEEYITIAEN - IRREMINTFAUE B
BEMEHE DL » DEEEEERE methylphenidate SBSHVRFHEH

[11 2 &#P]

Methylphenidate HCI Extended Release Tablets f&=—7F @ tH4% .45 BLIEH] - Methylphenidate HCI
Extended Release Tablets $E%I7 VUFEA [E7 & - & HKRA

— R AR AR R AU SERI A & 36 mg #Y methylphenidate HCI ( Oy OCH3
B SEEEES USP) ifi HEtatak 2A 12 /NRFRY(E IR < 1k H -HClI
| > methylphenidate HCl 42 d,I ( racemic ) methyl «a N

-phenyl-2-piperidineacetate hydrochloride » HAEE = A CiHwNO:

* HCL - HALER&SREAA ¢

Methylphenidate HCl (fK{5E0ZES USP) ZH (B - fEbkiEs

A o HA R S ACHIE BEEME « ZRA /KLU R » BN » MECE &5 AR
Pl o3& F 269.77 -

111 BRI RAER TR
Methylphenidate HCI Extended Release Tablets 1| F 2245 BE DL methylphenidate HCI AR
& < BHRFLAESSER BN - A BRI EEY) R AR 2 B G B 2 A R
TEVE B RZFTALRY « TG T BNRAVA R — B E S R R S g D R — R E e
BIEVEEVER T HIHEEEE - (ESERIRIGHIEEY B A — (8 i % B S SR FLAVFLIRE - ETEA VK
BHET > BIVSRET - EESMRETE 1 /INRFZ A DR L EE 46 S methylphenidate
K& B B2 A B SERIINZ - BEUSEMEEIEE &Y 2 BIPRIE/AR » 5% methylphenidate
IEZ LR 2 o BB ERE H/K 53 e ASERIAZA 7 PR gt R e SE R
Hi o BHAE—SD AT RE N 2RAY 6~7 /NKFIRFRETPA » (0 b 28 R IO S Y 220 P i 2 1 T T B 77
SER Y A= Y T Ve Rl o T i 5 R B Y MR Ty A DR B e B FLE R o] 8 2 BEAZ Bl — R LA
FEF HERL 0T AN BE 3 B AE HERR o RSB T R AR A A A R RS R T
Methylphenidate HCI Extended Release Tablets 4% F| Al i m fEREEE X Yeke & TEF] -

(12 i F2g] (k2 fef)
12.1 fEFi%E
Methylphenidate HC 2 fd Hrfli e &g 2 » AR HEHE RS 7E A8 EE (ADHD ) Y E Rt
Fyfa] > BEE Ry methylphenidate €7 FHERIEEF -2 (norephinephrine) K Z%f% (dopamine) #
ﬁ%@éﬁ%ﬁﬂ%ﬁéﬁiﬁ@ > H g s e B e R B AR AR A o

122 &8
Methylphenidate EFEMFEEEY) » B d-J 1-[F5T SR o d-[F5r EAEYRIEEEDE AR
1-[E 53 ) -

123 EyEH2
gl

Methylphenidate i 5 #% 0 UZ o 1 Methylphenidate HCl Extended Release Tablets &
methylphenidate MR E AN - 49 | /NRHEZ(FEAA R = RS 1ERER 5 ~ 9 /NRF S ImAE
TR I > HA% S BRI MK - FTA IR AY Methylphenidate HCI Extended Release Tablets
R = AR E RIS AT S A 1E 6 ~ 10 /NIF 2 fi] ©
F KB —% Methylphenidate HCl Extended Release Tablets T {4 K = 2 iR B i F
methylphenidate FTEEAE 2 S REFERIRARRE 2 Iy B ) (GERER "Bl—. ) - S
H—ZK iz Methylphenidate HCI Extended Release Tablets F14: H =2k F Methylphenidate 22 £
AR R ED -

(fB—) 36 fith A Z Methylphenidate S R - 435l AE H—XIRHE—HIEN 18 mg

Methylphenidate HCl Extended Release Tablets BB & H =K% 4 /INREIRA 5 mg
FRFEA methylphenidate

—&— Methylphenidate HCI Extended Release Tablets 18mg once daily
2 |-=- Methylphenidate 5mg three times daily
[

36 firfRER N H —ZRA 18
mg Methylphenidate HCl Extended
Release Tablets fl14¢ H =R A 5
mg methylphenidate 552>
HJEEYE) SRS AR

r%%f?J °

Concentration (ng/ml)

Mean Plasma Methylphenidate

12 16 20 24 28 32
Time (h)
(TR BERARAE—RE% Y8 228 (MeantSD

4 8

Methylphenidate HCl Extended Release Tablets Methylphenidate
28 SH—R18mg BH=RBR5mg
(n=236) (n=35)
Crax_(ng/mL) 37+1.0 42+10
Tmax_(h) 68+ 1.8 65+ 1.8
AUCnt (ng* h/mL) 41.8+139 38.0%11.0
ti2 (h) 35404 30+05

Methylphenidate HCI Extended Release Tablets HYZEY) &) 722 e fel 2 A Ak (a e i (8 P BE — 7]
HLURGR S By 144 mg/day 2 2688 (FRERRERE ) 1RFTS - FITERHHRET R 3.6 /N - B
— %) & Ak Bl Methylphenidate HCl Extended Release Tablets & 2 # % & & K~ — XK Ak H
Methylphenidate HC] Extended Release Tablets M A8 55 BE AV E R - BUREE2Y8)
TIBREFZR - BEEEIESH —TREEAEEIZ AUC B e BIE A IR SR 5y 18 ~
144 mg Methylphenidate HCI Extended Release Tablets Firfs 2] 2 (EAH{LL
FI & ELBIR 5
{eEF A B —P 8581 Methylphenidate HCl Extended Release Tablets18 ~ 36 fz 54 mg/day °
d-methylphenidate 22 Cmax Kz AUC (o-in) EEF S REIEEL o 17 1-methylphenidate 22 Cmax &2 AUC (0-inf)
HENNRIA B s LE A © BRFH Methylphenidate HCl Extended Release Tablets #& ° /= e #A#Y (
l-isomer) 2 MAF LT By d-isomer MMAEEE > VU532 — (1/40) -
el A ZaE T R8BI EFH4 T Methylphenidate HCl Extended Release
Tablets 54 ~ 144 mg » 4& methylphenidate (MPH) J 33 Z#%) o -phenyl-piperidine acetic acid
(PPAA ) 2 Cmax Kz AUCins 175 2 5 4814 IELL S5 2381 - Methylphenidate HYZEY S JIEA1#ET
F R AEARE o (EHIE 54 ~ 144 me/day Fim2H—HI R ZH & - (1Y) PPAA B AIZE
MPH FYEL(EIT4ERF A8 -
E—{EFHLAT 18 ~ 72 mg 1A 13 ~ 16 FEATEE I B BIE 75/ DA% .2 Methylphenidate
HCI Extended Release Tablets 2575 &t - d- & total methylphenidate HIF#5 Crmac LK AUCTAU
SRR S R IR LR R (B3

il

AR/ DA > T2 methylphenidate AR 23R S HEHORELY 2R - lRA KRG /VE
["1AK Methylphenidate HCI Extended Release Tablets &2 methylphenidate -ZEHA% T Ky 3.5 /B o
R By

Methylphenidate 7~ AJE#S A T 22 & A BEE/EA (de-esterification ) #:{X#X o -phenyl-
piperidine acetic acid (PPAA) - iE{EE A M/ DIy S E SR N A SEEDEN - Y
R PPAA AGEVAE > pl A H—2R A Methylphenidate HCI Extended Release Tablets £l H
=Mz A methylphenidate Z CEHAHLL - R —RE K& KGR —REEE ERKH
Methylphenidate HCI Extended Release Tablets A AH{EIAEEH ©

NFEI RS 14AEEC . methylphenidate 7 0 4 Q0% U 4R EMER R IR R 8838 - FHNIRR
ggg% PPAA » HRK R IRZERIEHY 80% -

Tﬁﬁﬁ’:‘%ﬁ‘éﬁﬁ¥§?ﬁﬁ&ﬁﬁ Methylphenidate HCl Extended Release Tablets » ELZ&a) /72 al ZExi
%%fgegﬁ?t;ﬁ o fisE SR WREURAR R EREREY -

H—IERe B ST RS ¥ Methylphenidate HCI Extended Release Tablets18 22 52§57 >
methylphenidate FEH 5 MEHTEZLEE - 1E S 40%HTEA - T » methylphenidate HYFEH BAFF—
(L NI A SIS IR G2 e — A B 18 ZE e ST et St FR > LA 3R A A ST &

RIRIGEE

FERY < AMEEERAE A > Methylphenidate HCI Extended Release Tablets ££ St P34 (e #L Ay
AUC (o) B 55 36.7 ng'himL » 20 Fy 37.1 ngmL, » SR EALLE R AR -

B © IR Methylphenidate HCI Extended Release Tablets HYRRAE A » BB FHEL > AUC (0nn)
AR EREGE 2 R — 2 2R > 2z el s NBETRER I DUl Bem @ 28 |2 flik e i -
LER R ERRBEE R g R I OB ERRR (CLF) (B agth s 58%

P3




) o iy FLoh YR 7 O] F R R R RS R A B S A AR - R TS R E R

FH A EIAITEIE T AR €5 K total methylphenidate 255 & ATH R © 14 K HFFE Methylphenidate

HCI Extended Release Tablets 175k L T 5t 3 SE9)8h J1E2 -

EDhgE 4 ¢ 7% Methylphenidate HC Extended Release Tablets FF>BFTHAE R 4297 i 22 5 FH &K

By o NHECIARSEITST4R1EEC 2 methylphenidate 7% » methylphenidate & 4 A A H4Y 80%HY

e E M€ DL PPAA BUSCHERR BRI T o B S BRE R /& Methylphenidate AV B ZUHFRAR1E -

THHE THE R 42 3f Methylphenidate HCI Extended Release Tablets ZE47d) 11226952 26 A/ )\

PB4 75345 Methylphenidate HCI Extended Release Tablets PR FFEHAER 495 B 27 (i P 4K 5
[13 2papdmg] (ke prif)

131 BEtE - HERBHEREFTIZEE

HEtE

$BOC3FL /NG T 748 4 BUBEMERTZE > methylphenidate & 5 [EEHTATFE ARG - & & HE &4 5
60 mg/kg/day 5 » FFREAHART Erig i - B RAS A Bl BB E Sy AL me/ke Ko mg/m’ Ry
fHE > K&J/E Methylphenidate HCI Extended Release Tablets AKEE A AR 30 55 4 £% -
AR ARG AR 4 R W e S Bl ) S VR R - 2SS M B R A A B = WP 9e A 2 B
AR AR B ELRUEN M - (ERATIE S R A % -
i F344 REFNEAEBOEMERTSE > (@ methylphenidate 5 &2 45 me/ke/day - A5 [FLEHE
PEREIN - AR SR PL meke K mg/m’ BB EIRLTE Methylphenidate HC Extended
Release Tablets NI AR ST 22 552 5 £ -
PBEAR R MR B YA ORI 2 FE PR/ N B TE ST pS3+/- HETT Rl 24 MEAYEASE - BFT
BB T 1 R MR /N B AR SR FE BT methylphenidate PLUMETTAXAEBUE WSS > SRIE4H 2
methylphenidate % 60 ~ 74 mg/kg/day > REEIRAEREM: -
et
Methylphenidate >4 4K 782288 5347 (in vitro Ames reverse mutation assay ) S¢E=4MINEE,
TREEREAT R #2888 5747 (in vitro mouse lymphoma cell forward mutation assay ) A&%FH A T2
Sk o FHARERS SR P S BN SRR ERS B (in vitro) ¥ 8RS OSSR AL
BEsERL N > BN A MIIATER S 2E B IE -

» Al 2P -

Methylphenidate A HEME R et N BB BB OSU IMZ 51 2 B8 NstES (in vivo)
ERIRESE
Methylphenidate 3 &< et KM NEITAE B 1248 S G L8852 18 MRy g
By Al B F] o BRI E B 160 mg/ke/day FURIESTHILL me/ke B mg/m’ BREREMEED > K&
2 Methylphenidate HCI Extended Release Tablets AJE: R EHRIEHY 80 5K 8 % -
[14 EEpRaABE] (ASTMRECER)
Methylphenidate HC] Extended Release Tablets EL54 4 TESUHE K75 /DA > BERE ~ 85 - Z0RITIE
IRAHEE R ER DA 2 THR A 2 B ~ e R B A R R el B T s B B 6 B U B R B
[ &S VIR s 2 B4t M (DSM-IV) 2 ADHD 2B EE ] e

141 RE
A3 ITEEEE B AR IR S R B IR EE R b - EE 416 LR 6 ~ 12 52
Gl B o BIEAHEER LS H R AT Methylphenidate HCI Extended Release Tablets —% (18

36 2¢ 54 mg) KeAFHTA 12 /NEF AR A Methylphenidate =2 (& HASEF 25 15 ~ 30 245 mg
) RS 2 T —a B0 ~ 3 AR RIS (e 1 Radlg 2) DR 1 T %elbe
i ~ 48~ SEATERAEIELLERAY SR (B8R 3) - 1FIE 3 BHEEREEE ey R b R B
Methylphenidate HCI Extended Release Tablets 4HAH %A 22 &4l

ADHD HYEAR JY7E: FH 1t B E2 R AR LA Inattention/Overactivity with Aggression( IOWA )Conner's

SHERIILEHE - EhREFEIEH Inattention/Overactivity BY5T BB RIS BRI A4
EFHEC > i24F Methylphenidate HCI Extended Release Tablets FTA — T ¥ IB4H G R R o

AYSESRET R — 2k - T 484 Methylphenidate HCl Extended Release Tablets 4H K2 27/
PIAH A ot = TEEE PR B Ay 7 8 -
(E=) 1t E2BRAEET IOWA Conner's Inattention/Overactivity 3FEFELE - EORA
Methylphenidate HCl Extended Release Tablets —2R ((18 ~ 36 X, 54 mg) K Z2 i I4H - &
B | 3B 2 EEARREEETRE | BEN=5 E - 5B 3 GaBTEAR
4 38 BB 4 Y8 DARR B2 E e 4% (Last Observation Carried Forward) 53 4THRAES °
RER (errorbars) RRGEN LG EEERE

g‘;r:;‘:;'s 15 Il Methylphenidate HCI Extended Release Tablets once daily
[ Placebo

s 1 Rkl 2 o7 > ADHD FYSEAR /2 FHE G
BRI EETLL SKAMP* 8 B B2 i w2 20 DA
6 A o St S WIEHRER AT 2 45 FeE A TR AR e
1% 1Y 12 /NI% 2 Fif] > Methylphenidate HCI Extended
Release Tablets 4HATH7 EAHET 2B EI4HAE 4
3 RGBS SE IR RATR - TE=
44 3t Methylphenidate HCl Extended Release
Tablets 4 ke 22 R 7 4H HH B B 22 e 1Y = Bl DA

Inattention/Qveractivity Scale

No
symptoms 0 [n_61)(61)

(67) (67)  (90) (81) SKAMP 5P =5 FEAT4E R ©
Study 1 Study 2 Study 3 * Swanson, Kotkin, Agler, M-Fynn & Pelham
(Week4)

(E=) EMSRIEAL SKAMP FERANER © (81 kg 2) aftirezE
BJrwaE (SEMD

Less
Attentive

3.0
o 257 —e— 1=Methylphenidate HCI Extended Release Tablets once daily
= =®= 2=Placebo
H

x

g 201 . Ao
= X I x x ‘,‘
2 L Rn S S EESSEEEEEESEE = Romm e e
E foa=" -1
_;_ 15 -:‘ L * . .
= X" . N . !/,_-—4
@ » .
=
£ o n\:/”—'_
E
o
p+]

05 1

0.0 T T T T T T T T T
More 1 2 3 5 7 9 10 11 12
Attentive Hours Post Initial Dose

1 (n=124) (123) (123) (124) (124) 124) (123 (123 (124)
2 (n=128) (127) (125 (126) H2n (127)  (126) (126) (126)

Note: Mean and mean plus standard error of mean shown

142 FO4E
E—THEE ~ gl - ZEFE IR R (6l 4) - 7 177 i Fs Nt 13~ 18
WL BV ES RS By 72 me/day( 1.4 mg/kg/day ) 5886 » ifi Methylphenidate HCl Extended
Release Tablets 55 B AFEE R B EHNEAFR - TEFTH 220 fir 281 4 BRI S5
IR H 177 fr2el E1E T2 0V EEYIMt 2 1% T » ARAMERITE ADHD FF R KBRS
TSGR PR R (E A LAVE & 257 S S ERE » BRI I G s e R B 2
| A\ BRI 2=AY Methylphenidate HCl Extended Release Tablets 4 (18 ~ 72 mg/day » n = 87) B/
REFIAE (n=90) DUEETT 3t 2 Erv STl - 8 5 s s - 558 £ R A ADHD
B IG5 #5580 T Methylphenidate HCl Extended Release Tablets 4R7F 455t HA &
FEHE S R4 -

143 BRA

EMES S « RS AR R ER P > I3 627 (IR 18 ~ 65 B ik A28 - Hrp
HHEsH s ER LIRS H — XA Methylphenidate HCI Extended Release Tablets S22 25 58 B
oLty ~ SEATREAE - 7 BRI AT (BB 5) (36 ~ 108 mg/day ) DA ZadBErbly ~ AT
B~ s - mEEE SR (B8 6) (18,36 K 72 mg/day) ©

5{B% 5 #597 Methylphenidate HCl Extended Release Tablets FFASABRAEHE /TH 18 ~ 65 B2 Al A
ADHD HJ3z: » 174 36 ~ 108 mg/day HYRE FEEA A ADHD st5% + f7 A5F& %% (Adult ADHD
Investigator Rating Scale ; AISRS) _F#y5rEftatbsi il el insd R mR2 8L - TEFTA 226
fir28l 7 BERHAEZHES - F 110 (2 FEHIECE Methylphenidate HCI Extended
Release Tablets 4155 116 frBEHESTEC 28 22 HI4H o 16 0 PR32 AV EEYIN 2 FE T > DL 36
mg/day FEEAEHIE > I 18 me/day HISEEETT A AT B0 GRIEIE B GUrEnaE (&
HIE Fy 36 ~ 108 mg/day ) o F g R OENE o 5B TR ABSECA ADHD s T FEAGT
%% (AISRS) _LEFfli 2 S8 b5y %r (LS Mean » SEM) #8847 Methylphenidate HCl Extended
Release Tablets 4H{E4tH F7A BB 2RI -

B8 6 R Zullaril - B - BEMSIC - ZRIFIAHBIRA - SEATREAE - R 5 B - =4EE
il (18~ 36 & 72 mg/day) HYFIE R FERIRES - 75 EWHER ST 2 Methylphenidate HCI
Extended Release Tablets 47 18 mg (n=101) ~36mg (n=102) ~72mg/day (n=102) &%
FIFI4H (n=96) » B A ADHD 23 1> & AR BGR T BERHE CAARS 5F:&2 (Conner's Adult
ADHD Rating Scale) FY4E5TIEREE - H=({E7EY Methylphenidate HCI Extended Release
Tablets 4HTE&E T F39H B LL 22 AH AL -

AEFAREO - 512 (#A DLEZ BRIy Zee @ R o HAiRRE 2 BIRass R > B
study12 ~ 304 © % study UiZdk 550 fir 18 ~ 65 5% AISRS (#F I8 HEHZ &% > F—HH 0~3
5y 0 54 4y By R BREE ) Y8 =24 % - (HEA1¥] methylphenidate B stimulant JEEEYARUER
JEE > AFFEHERR 2 %1 » Z3E LR 36 mg/day Z & > & — 2 HAPEAR AR baseline {5
M = 30% » BRI (FZEI0 18 me/day) » B E RS HIE 108 mg/day ik - 2%
Dz —HI SR EUER 6 ~ 12 [l H - &5 4E 275 AFeRRHstEs - R d siseptls >~ 1%
» DL LOCF AR 2 {#FH 36 ~ 54 ~ 72~ 90 » K 108 mg/day ZFI&EE > 47AIFE 123 ~ 138 ~ 121
S T4 T4 N o GEHLEA baseline IRFAHER - (BT RAHLT BESIHK 21 ~ 24 43 /cds » AHRHARE
il — FESUHBR M - MR A Rt —RER  1E5 3 ~ 12 (B A > PEIS S 2 e A B R E 2 37
% EEERE  Ih—38 2 BB R ER MR IAEE - (0 RE > 3 E
&= (REAETIAN R ERA) » GINE s R A5 (R 24% - #=iX
84%EE ) BUFHHR 2 ik (EFEAHR 20.7% - FERE 13.8%%%E ) -

[15 4 5F#] )
FEEE R G o EIURUE (R s T SRR 1994 FEEEE 2 g -
[16 %% 2 &a2]

BEREE

R I 05°C  EREER -
o RN -

()

Polyethylene oxide ~ Povidone ~ Succinic acid ~ Butyl hydroxytoluene ~ Stearic acid ~ Sodium chloride
~ Color blue No.2 Aluminum Lake ~ Sicopharm yellow 10 ~ Hydroxypropy! cellulose ~ Polyethylene
glycol ~ Cellulose acetate ~ Hypromellose ~ Titanium dioxide ~ Black Iron Oxide °

& EHA

2~1000 $E PE ¥IBJii%4E ~ PVDC-ALU $ESH&HE

() ELBREEARAERDS) #8 Lik
CHINA CHEMICAL & PHARMACEUTICAL CO., LTD.
WNE  BIETHEBRK 23 % TEL : (02)23124200
FETH : FMEFemnTose-1%  ®

P4




EEPERITE 059417 %7
BIECRxE 27 =5
ADHOOD® ER Tablets 27 mg

485 < £298

AMIFRREFIFESE T ARG 2

[ = 4 ] Each tablet contains : Methylphenidate hydrochloride ---+ 27 mg

(55 ) SBpikeam:

BEYIKFBIME S BB HRZIRA Methylphenidate HCI Extended Release Tablets I&
NLERIE - 1B Y S S E M2 RO IR KR ERAE I E T RRENRZTH
o [RETEESHENETHRRIE » LHSHEDESIEERR - BNTURESRERS
BREIE - RItREDEROOMETHRAS %S - REMAERNEETERBLE

{1‘:'&&{* BUAFHA » RIHERSE —i58HF o

(1 3§ Rl
,;Jé‘mi ﬁ TR HEEhE -
(AR 6~ 12 32 583 -

(DTE 13 ~ 17 g2 B /DA R 18 ~ 65 %2 BN 8 BRI FL3E IR HAC 6 ~ 12 j5%)RN X228 ADHD
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AR/ E Methylphenidate HCI Extended Release Tablets LIBBiE FTEE (AUC) AR GE
PNABRARZBEISEZ1~215-
Methylphenidate {ERZEABIEZIFHANZ M ERIET - BRIAREIRZRCE TESER
BEREBHRBHEHIRKGERS RBEHBRNIAEREAREEEESRIEHNERT
Methylphenidate HCI Extended Release Tablets AR Z0FHAER -
8.2 HERDE
Methylphenidate HCI Extended Release Tablets ZE ASEFERDE FOEBIDREE o
8.3 WA\
BaiERER Methylphenidate 2BEDWMEALEZLT - ARFSEMEZWMEALESL
Stob s FESSEHARM Methylphenidate HCI Extended Release Tablets BUZ 3L EIE -
¥R AR K BBIRER 5 mg/kg BB—BIEMENERRECZ Methylphenidate » ZEEZLTDIRE
&iﬁﬂ;ﬁggg%‘liiﬁ’lﬁ (RZR methylphenidate R/SEH) ) MEAT LEAMEZDPAIEM
8.4 S
73BT SRERE(SA Methylphenidate HCI Extended Release Tablets » REZ 2T
WE%EE%E@BQE?%E&EE o Methylphenidate 7E52E AR IIEARR TR
8.5
Methylphenidate HCI Extended Release Tablets 3R/ TFHHE8 65 IR B 2AE ©

(o ZBYEFEFMKIERNE] (CUMESSS)
9.1 EHER
{Kﬁgfﬂg“é‘ﬁﬂﬁ%’é‘ﬁﬁﬁﬂ » methylphenidate BIRE=REHIER -
9.2
—ANRAEEEEAERA - BEYKTEM S BB AVREBIRE Methylphenidate HCI Extended
Release Tablets BFfEJVOEIE o (@M EEY)E B HE M S ROBIEKEE » BBEHE
PEREIEEMNREITH - RETVAESREFWRRE  LHSREEISEVEERE -
EMIELTEIHRENABERBEMRRD » INEREMAEMER (recreational stimulant
) EFASP AV E L8 Methylphenidate HCI Extended Release Tablets 88— ORI SE2 1R
SREEME! methylphenidate (IR MPH) BE—ORBISLIFHEARE BB - $HE¥HSIRETE
BB » FIBTHUSHIREEIRTE RIREEZRY 8 N\ITANRAFE -
EHP—IBHED (n=40) » FZWEAELLR » Methylphenidate HCI Extended Release
Tablets (108 Z52) £ 60 52 IR MPH EAIERINEABEMN BTG PEES FEMET
2 FIRRRANRAE - KR8 » FEMIE ST ZY) 2 FAILLER K » Methylphenidate HCI Extended
Release Tablets (108 £5¢ ) EERABRE (positive) ZEBRFHEPEISIRRARELR
—5 » HLFD 60 Z5% IR MPH S| EAIRMEERTR LIRB=2 (EREBEH « BYS5E
fE ~ ZJEfBEs ~ ARz Morphine Benzedrine Group [fRUIRREX]) - BLBISEMETER HER
60 Z5 IR MPH FSIEAVRIE (BIEMERRIREL) -
ES—EHRRD (n=49) » FIZREELLE » MIEEIZEAHY Methylphenidate HCI Extended
Release Tablets (54 E52ER 108 E52) EAMIEHIENY IR MPH (50 E5EE 90 52 ) EiE
IERARANMETESERD (BYEGE  ULRK) HESIRMETE LEMRANRE
o G MFERIEHI Methylphenidate HCI Extended Release Tablets (54 25262 108 25 ) 2
BUFD IR MPH (50 25268 90 52 ) HEITLLERES » Methylphenidate HCI Extended Release
Tablets TEEmMIEEESRDASIEMNFEHI REEHSTE LIBFIE IRMPH ©
Methylphenidate HCI Extended Release Tablets (108 5 ) fEiEmiE X ESRPFISIHE
BIRFERD IR MPH( 50 =52 )BT S | -BAIR FETEMRE T2 L A2 B = R -5 Methylphenidate HCI
Extended Release Tablets §2# D89 methylphenidate {28 R 22%0] &) I RIRRIE
%%lééiﬁﬂ)%%ﬁﬂ%ﬁﬁgIEZEEE‘I‘EEﬁﬂEBQEEMA%F% [55¥R (11.1) REIRSRIERH
FNEROAER] -

SHFNELFIRFT » FEAVIBAEEAY MPH BIE TF0 IR MPH ABLLERES » Methylphenidate HCI
Extended Release Tablets FERINERBTEIZ TEEHGPPAS IRRHREAH BT » (B8
E$IREA Methylphenidate HCI Extended Release Tablets £t & 238 F7EAE I ERARAIED
RS o

93 |l

—AIAIAEEEBOVERET - BIRTIAEE R EBRENS ST » RIbi Y% AV ET AR BS 5s
B o REAMAEENEENTSREDBEMRRER » ALESE—SBH -

(10 JBR] (ESTMSEE)

10.1 BURFOER

Methylphenidate HCI Extended Release Tablets B2 #VEIRFER T B 28R B DIRHPIE
FRiRBERP R BERZBIEVER - ETAEET TIMIEISH | Bl \ BiEAZ

~ ANP9SEER ~ 8~ AREES « HES 08 (BOBR/AIRDE) ST BEFE
B OEIBE 0 ~ OBBEN ~ BEOERTRE « SME - SEROY

10.2 EHMEE

REOEBRE T EENIFIERE - WENSREEEES URINTRI » RS
EERGENBERHN - EEBEASIET NOMUBEAARNFESATY - T TEERZ
il » R BRI A LA MY E R I LUERIN (RISIFIRERE - HENSHEBRSH S8
RELEIRRRE o AT HFEENMABRRIFRZIGNEIGHESE ; FSIEINTEE
EEBINRRIERS ©

[SEETSERINMRENTET Methylphenidate HCI Extended Release Tablets (8269328l
EIRERIL ©

BRIPEYBSE0VRAREZ 22| Methylphenidate HCI Extended Release Tablets Z#&
24 methylphenidate BYAR ©

10.3 PESIPL

WEFEZEYBENRE—  [EZRIIRMSEEYITIAEN - IRREMINTFAUE B
BEMEHE DL » DEEEEERE methylphenidate SBSHVRFHEH

[11 2 &#P]

Methylphenidate HCI Extended Release Tablets f&=—7F @ tH4% .45 BLIEH] - Methylphenidate HCI
Extended Release Tablets $E%I7 VUFEA [E7 & - & HKRA

— R AR AR R AU SERI A & 36 mg #Y methylphenidate HCI ( Oy OCH3
B SEEEES USP) ifi HEtatak 2A 12 /NRFRY(E IR < 1k H -HClI
| > methylphenidate HCl 42 d,I ( racemic ) methyl «a N

-phenyl-2-piperidineacetate hydrochloride » HAEE = A CiHwNO:

* HCL - HALER&SREAA ¢

Methylphenidate HCl (fK{5E0ZES USP) ZH (B - fEbkiEs

A o HA R S ACHIE BEEME « ZRA /KLU R » BN » MECE &5 AR
Pl o3& F 269.77 -

111 BRI RAER TR
Methylphenidate HCI Extended Release Tablets 1| F 2245 BE DL methylphenidate HCI AR
& < BHRFLAESSER BN - A BRI EEY) R AR 2 B G B 2 A R
TEVE B RZFTALRY « TG T BNRAVA R — B E S R R S g D R — R E e
BIEVEEVER T HIHEEEE - (ESERIRIGHIEEY B A — (8 i % B S SR FLAVFLIRE - ETEA VK
BHET > BIVSRET - EESMRETE 1 /INRFZ A DR L EE 46 S methylphenidate
K& B B2 A B SERIINZ - BEUSEMEEIEE &Y 2 BIPRIE/AR » 5% methylphenidate
IEZ LR 2 o BB ERE H/K 53 e ASERIAZA 7 PR gt R e SE R
Hi o BHAE—SD AT RE N 2RAY 6~7 /NKFIRFRETPA » (0 b 28 R IO S Y 220 P i 2 1 T T B 77
SER Y A= Y T Ve Rl o T i 5 R B Y MR Ty A DR B e B FLE R o] 8 2 BEAZ Bl — R LA
FEF HERL 0T AN BE 3 B AE HERR o RSB T R AR A A A R RS R T
Methylphenidate HCI Extended Release Tablets 4% F| Al i m fEREEE X Yeke & TEF] -

(12 i F2g] (k2 fef)
12.1 fEFi%E
Methylphenidate HC 2 fd Hrfli e &g 2 » AR HEHE RS 7E A8 EE (ADHD ) Y E Rt
Fyfa] > BEE Ry methylphenidate €7 FHERIEEF -2 (norephinephrine) K Z%f% (dopamine) #
ﬁ%@éﬁ%ﬁﬂ%ﬁéﬁiﬁ@ > H g s e B e R B AR AR A o

122 &8
Methylphenidate EFEMFEEEY) » B d-J 1-[F5T SR o d-[F5r EAEYRIEEEDE AR
1-[E 53 ) -

123 EyEH2
gl

Methylphenidate i 5 #% 0 UZ o 1 Methylphenidate HCl Extended Release Tablets &
methylphenidate MR E AN - 49 | /NRHEZ(FEAA R = RS 1ERER 5 ~ 9 /NRF S ImAE
TR I > HA% S BRI MK - FTA IR AY Methylphenidate HCI Extended Release Tablets
R = AR E RIS AT S A 1E 6 ~ 10 /NIF 2 fi] ©
F KB —% Methylphenidate HCl Extended Release Tablets T {4 K = 2 iR B i F
methylphenidate FTEEAE 2 S REFERIRARRE 2 Iy B ) (GERER "Bl—. ) - S
H—ZK iz Methylphenidate HCI Extended Release Tablets F14: H =2k F Methylphenidate 22 £
AR R ED -

(fB—) 36 fith A Z Methylphenidate S R - 435l AE H—XIRHE—HIEN 18 mg

Methylphenidate HCl Extended Release Tablets BB & H =K% 4 /INREIRA 5 mg
FRFEA methylphenidate

—&— Methylphenidate HCI Extended Release Tablets 18mg once daily
2 |-=- Methylphenidate 5mg three times daily
[

36 firfRER N H —ZRA 18
mg Methylphenidate HCl Extended
Release Tablets fl14¢ H =R A 5
mg methylphenidate 552>
HJEEYE) SRS AR

r%%f?J °

Concentration (ng/ml)

Mean Plasma Methylphenidate

12 16 20 24 28 32
Time (h)
(TR BERARAE—RE% Y8 228 (MeantSD

4 8

Methylphenidate HCl Extended Release Tablets Methylphenidate
28 SH—R18mg BH=RBR5mg
(n=236) (n=35)
Crax_(ng/mL) 37+1.0 42+10
Tmax_(h) 68+ 1.8 65+ 1.8
AUCnt (ng* h/mL) 41.8+139 38.0%11.0
ti2 (h) 35404 30+05

Methylphenidate HCI Extended Release Tablets HYZEY) &) 722 e fel 2 A Ak (a e i (8 P BE — 7]
HLURGR S By 144 mg/day 2 2688 (FRERRERE ) 1RFTS - FITERHHRET R 3.6 /N - B
— %) & Ak Bl Methylphenidate HCl Extended Release Tablets & 2 # % & & K~ — XK Ak H
Methylphenidate HC] Extended Release Tablets M A8 55 BE AV E R - BUREE2Y8)
TIBREFZR - BEEEIESH —TREEAEEIZ AUC B e BIE A IR SR 5y 18 ~
144 mg Methylphenidate HCI Extended Release Tablets Firfs 2] 2 (EAH{LL
FI & ELBIR 5
{eEF A B —P 8581 Methylphenidate HCl Extended Release Tablets18 ~ 36 fz 54 mg/day °
d-methylphenidate 22 Cmax Kz AUC (o-in) EEF S REIEEL o 17 1-methylphenidate 22 Cmax &2 AUC (0-inf)
HENNRIA B s LE A © BRFH Methylphenidate HCl Extended Release Tablets #& ° /= e #A#Y (
l-isomer) 2 MAF LT By d-isomer MMAEEE > VU532 — (1/40) -
el A ZaE T R8BI EFH4 T Methylphenidate HCl Extended Release
Tablets 54 ~ 144 mg » 4& methylphenidate (MPH) J 33 Z#%) o -phenyl-piperidine acetic acid
(PPAA ) 2 Cmax Kz AUCins 175 2 5 4814 IELL S5 2381 - Methylphenidate HYZEY S JIEA1#ET
F R AEARE o (EHIE 54 ~ 144 me/day Fim2H—HI R ZH & - (1Y) PPAA B AIZE
MPH FYEL(EIT4ERF A8 -
E—{EFHLAT 18 ~ 72 mg 1A 13 ~ 16 FEATEE I B BIE 75/ DA% .2 Methylphenidate
HCI Extended Release Tablets 2575 &t - d- & total methylphenidate HIF#5 Crmac LK AUCTAU
SRR S R IR LR R (B3

il

AR/ DA > T2 methylphenidate AR 23R S HEHORELY 2R - lRA KRG /VE
["1AK Methylphenidate HCI Extended Release Tablets &2 methylphenidate -ZEHA% T Ky 3.5 /B o
R By

Methylphenidate 7~ AJE#S A T 22 & A BEE/EA (de-esterification ) #:{X#X o -phenyl-
piperidine acetic acid (PPAA) - iE{EE A M/ DIy S E SR N A SEEDEN - Y
R PPAA AGEVAE > pl A H—2R A Methylphenidate HCI Extended Release Tablets £l H
=Mz A methylphenidate Z CEHAHLL - R —RE K& KGR —REEE ERKH
Methylphenidate HCI Extended Release Tablets A AH{EIAEEH ©

NFEI RS 14AEEC . methylphenidate 7 0 4 Q0% U 4R EMER R IR R 8838 - FHNIRR
ggg% PPAA » HRK R IRZERIEHY 80% -

Tﬁﬁﬁ’:‘%ﬁ‘éﬁﬁ¥§?ﬁﬁ&ﬁﬁ Methylphenidate HCl Extended Release Tablets » ELZ&a) /72 al ZExi
%%fgegﬁ?t;ﬁ o fisE SR WREURAR R EREREY -

H—IERe B ST RS ¥ Methylphenidate HCI Extended Release Tablets18 22 52§57 >
methylphenidate FEH 5 MEHTEZLEE - 1E S 40%HTEA - T » methylphenidate HYFEH BAFF—
(L NI A SIS IR G2 e — A B 18 ZE e ST et St FR > LA 3R A A ST &

RIRIGEE

FERY < AMEEERAE A > Methylphenidate HCI Extended Release Tablets ££ St P34 (e #L Ay
AUC (o) B 55 36.7 ng'himL » 20 Fy 37.1 ngmL, » SR EALLE R AR -

B © IR Methylphenidate HCI Extended Release Tablets HYRRAE A » BB FHEL > AUC (0nn)
AR EREGE 2 R — 2 2R > 2z el s NBETRER I DUl Bem @ 28 |2 flik e i -
LER R ERRBEE R g R I OB ERRR (CLF) (B agth s 58%

P3




) o iy FLoh YR 7 O] F R R R RS R A B S A AR - R TS R E R

FH A EIAITEIE T AR €5 K total methylphenidate 255 & ATH R © 14 K HFFE Methylphenidate

HCI Extended Release Tablets 175k L T 5t 3 SE9)8h J1E2 -

EDhgE 4 ¢ 7% Methylphenidate HC Extended Release Tablets FF>BFTHAE R 4297 i 22 5 FH &K

By o NHECIARSEITST4R1EEC 2 methylphenidate 7% » methylphenidate & 4 A A H4Y 80%HY

e E M€ DL PPAA BUSCHERR BRI T o B S BRE R /& Methylphenidate AV B ZUHFRAR1E -

THHE THE R 42 3f Methylphenidate HCI Extended Release Tablets ZE47d) 11226952 26 A/ )\

PB4 75345 Methylphenidate HCI Extended Release Tablets PR FFEHAER 495 B 27 (i P 4K 5
[13 2papdmg] (ke prif)

131 BEtE - HERBHEREFTIZEE

HEtE

$BOC3FL /NG T 748 4 BUBEMERTZE > methylphenidate & 5 [EEHTATFE ARG - & & HE &4 5
60 mg/kg/day 5 » FFREAHART Erig i - B RAS A Bl BB E Sy AL me/ke Ko mg/m’ Ry
fHE > K&J/E Methylphenidate HCI Extended Release Tablets AKEE A AR 30 55 4 £% -
AR ARG AR 4 R W e S Bl ) S VR R - 2SS M B R A A B = WP 9e A 2 B
AR AR B ELRUEN M - (ERATIE S R A % -
i F344 REFNEAEBOEMERTSE > (@ methylphenidate 5 &2 45 me/ke/day - A5 [FLEHE
PEREIN - AR SR PL meke K mg/m’ BB EIRLTE Methylphenidate HC Extended
Release Tablets NI AR ST 22 552 5 £ -
PBEAR R MR B YA ORI 2 FE PR/ N B TE ST pS3+/- HETT Rl 24 MEAYEASE - BFT
BB T 1 R MR /N B AR SR FE BT methylphenidate PLUMETTAXAEBUE WSS > SRIE4H 2
methylphenidate % 60 ~ 74 mg/kg/day > REEIRAEREM: -
et
Methylphenidate >4 4K 782288 5347 (in vitro Ames reverse mutation assay ) S¢E=4MINEE,
TREEREAT R #2888 5747 (in vitro mouse lymphoma cell forward mutation assay ) A&%FH A T2
Sk o FHARERS SR P S BN SRR ERS B (in vitro) ¥ 8RS OSSR AL
BEsERL N > BN A MIIATER S 2E B IE -

» Al 2P -

Methylphenidate A HEME R et N BB BB OSU IMZ 51 2 B8 NstES (in vivo)
ERIRESE
Methylphenidate 3 &< et KM NEITAE B 1248 S G L8852 18 MRy g
By Al B F] o BRI E B 160 mg/ke/day FURIESTHILL me/ke B mg/m’ BREREMEED > K&
2 Methylphenidate HCI Extended Release Tablets AJE: R EHRIEHY 80 5K 8 % -
[14 EEpRaABE] (ASTMRECER)
Methylphenidate HC] Extended Release Tablets EL54 4 TESUHE K75 /DA > BERE ~ 85 - Z0RITIE
IRAHEE R ER DA 2 THR A 2 B ~ e R B A R R el B T s B B 6 B U B R B
[ &S VIR s 2 B4t M (DSM-IV) 2 ADHD 2B EE ] e

141 RE
A3 ITEEEE B AR IR S R B IR EE R b - EE 416 LR 6 ~ 12 52
Gl B o BIEAHEER LS H R AT Methylphenidate HCI Extended Release Tablets —% (18

36 2¢ 54 mg) KeAFHTA 12 /NEF AR A Methylphenidate =2 (& HASEF 25 15 ~ 30 245 mg
) RS 2 T —a B0 ~ 3 AR RIS (e 1 Radlg 2) DR 1 T %elbe
i ~ 48~ SEATERAEIELLERAY SR (B8R 3) - 1FIE 3 BHEEREEE ey R b R B
Methylphenidate HCI Extended Release Tablets 4HAH %A 22 &4l

ADHD HYEAR JY7E: FH 1t B E2 R AR LA Inattention/Overactivity with Aggression( IOWA )Conner's

SHERIILEHE - EhREFEIEH Inattention/Overactivity BY5T BB RIS BRI A4
EFHEC > i24F Methylphenidate HCI Extended Release Tablets FTA — T ¥ IB4H G R R o

AYSESRET R — 2k - T 484 Methylphenidate HCl Extended Release Tablets 4H K2 27/
PIAH A ot = TEEE PR B Ay 7 8 -
(E=) 1t E2BRAEET IOWA Conner's Inattention/Overactivity 3FEFELE - EORA
Methylphenidate HCl Extended Release Tablets —2R ((18 ~ 36 X, 54 mg) K Z2 i I4H - &
B | 3B 2 EEARREEETRE | BEN=5 E - 5B 3 GaBTEAR
4 38 BB 4 Y8 DARR B2 E e 4% (Last Observation Carried Forward) 53 4THRAES °
RER (errorbars) RRGEN LG EEERE

g‘;r:;‘:;'s 15 Il Methylphenidate HCI Extended Release Tablets once daily
[ Placebo

s 1 Rkl 2 o7 > ADHD FYSEAR /2 FHE G
BRI EETLL SKAMP* 8 B B2 i w2 20 DA
6 A o St S WIEHRER AT 2 45 FeE A TR AR e
1% 1Y 12 /NI% 2 Fif] > Methylphenidate HCI Extended
Release Tablets 4HATH7 EAHET 2B EI4HAE 4
3 RGBS SE IR RATR - TE=
44 3t Methylphenidate HCl Extended Release
Tablets 4 ke 22 R 7 4H HH B B 22 e 1Y = Bl DA

Inattention/Qveractivity Scale

No
symptoms 0 [n_61)(61)

(67) (67)  (90) (81) SKAMP 5P =5 FEAT4E R ©
Study 1 Study 2 Study 3 * Swanson, Kotkin, Agler, M-Fynn & Pelham
(Week4)

(E=) EMSRIEAL SKAMP FERANER © (81 kg 2) aftirezE
BJrwaE (SEMD

Less
Attentive

3.0
o 257 —e— 1=Methylphenidate HCI Extended Release Tablets once daily
= =®= 2=Placebo
H

x

g 201 . Ao
= X I x x ‘,‘
2 L Rn S S EESSEEEEEESEE = Romm e e
E foa=" -1
_;_ 15 -:‘ L * . .
= X" . N . !/,_-—4
@ » .
=
£ o n\:/”—'_
E
o
p+]

05 1

0.0 T T T T T T T T T
More 1 2 3 5 7 9 10 11 12
Attentive Hours Post Initial Dose

1 (n=124) (123) (123) (124) (124) 124) (123 (123 (124)
2 (n=128) (127) (125 (126) H2n (127)  (126) (126) (126)

Note: Mean and mean plus standard error of mean shown

142 FO4E
E—THEE ~ gl - ZEFE IR R (6l 4) - 7 177 i Fs Nt 13~ 18
WL BV ES RS By 72 me/day( 1.4 mg/kg/day ) 5886 » ifi Methylphenidate HCl Extended
Release Tablets 55 B AFEE R B EHNEAFR - TEFTH 220 fir 281 4 BRI S5
IR H 177 fr2el E1E T2 0V EEYIMt 2 1% T » ARAMERITE ADHD FF R KBRS
TSGR PR R (E A LAVE & 257 S S ERE » BRI I G s e R B 2
| A\ BRI 2=AY Methylphenidate HCl Extended Release Tablets 4 (18 ~ 72 mg/day » n = 87) B/
REFIAE (n=90) DUEETT 3t 2 Erv STl - 8 5 s s - 558 £ R A ADHD
B IG5 #5580 T Methylphenidate HCl Extended Release Tablets 4R7F 455t HA &
FEHE S R4 -

143 BRA

EMES S « RS AR R ER P > I3 627 (IR 18 ~ 65 B ik A28 - Hrp
HHEsH s ER LIRS H — XA Methylphenidate HCI Extended Release Tablets S22 25 58 B
oLty ~ SEATREAE - 7 BRI AT (BB 5) (36 ~ 108 mg/day ) DA ZadBErbly ~ AT
B~ s - mEEE SR (B8 6) (18,36 K 72 mg/day) ©

5{B% 5 #597 Methylphenidate HCl Extended Release Tablets FFASABRAEHE /TH 18 ~ 65 B2 Al A
ADHD HJ3z: » 174 36 ~ 108 mg/day HYRE FEEA A ADHD st5% + f7 A5F& %% (Adult ADHD
Investigator Rating Scale ; AISRS) _F#y5rEftatbsi il el insd R mR2 8L - TEFTA 226
fir28l 7 BERHAEZHES - F 110 (2 FEHIECE Methylphenidate HCI Extended
Release Tablets 4155 116 frBEHESTEC 28 22 HI4H o 16 0 PR32 AV EEYIN 2 FE T > DL 36
mg/day FEEAEHIE > I 18 me/day HISEEETT A AT B0 GRIEIE B GUrEnaE (&
HIE Fy 36 ~ 108 mg/day ) o F g R OENE o 5B TR ABSECA ADHD s T FEAGT
%% (AISRS) _LEFfli 2 S8 b5y %r (LS Mean » SEM) #8847 Methylphenidate HCl Extended
Release Tablets 4H{E4tH F7A BB 2RI -

B8 6 R Zullaril - B - BEMSIC - ZRIFIAHBIRA - SEATREAE - R 5 B - =4EE
il (18~ 36 & 72 mg/day) HYFIE R FERIRES - 75 EWHER ST 2 Methylphenidate HCI
Extended Release Tablets 47 18 mg (n=101) ~36mg (n=102) ~72mg/day (n=102) &%
FIFI4H (n=96) » B A ADHD 23 1> & AR BGR T BERHE CAARS 5F:&2 (Conner's Adult
ADHD Rating Scale) FY4E5TIEREE - H=({E7EY Methylphenidate HCI Extended Release
Tablets 4HTE&E T F39H B LL 22 AH AL -

AEFAREO - 512 (#A DLEZ BRIy Zee @ R o HAiRRE 2 BIRass R > B
study12 ~ 304 © % study UiZdk 550 fir 18 ~ 65 5% AISRS (#F I8 HEHZ &% > F—HH 0~3
5y 0 54 4y By R BREE ) Y8 =24 % - (HEA1¥] methylphenidate B stimulant JEEEYARUER
JEE > AFFEHERR 2 %1 » Z3E LR 36 mg/day Z & > & — 2 HAPEAR AR baseline {5
M = 30% » BRI (FZEI0 18 me/day) » B E RS HIE 108 mg/day ik - 2%
Dz —HI SR EUER 6 ~ 12 [l H - &5 4E 275 AFeRRHstEs - R d siseptls >~ 1%
» DL LOCF AR 2 {#FH 36 ~ 54 ~ 72~ 90 » K 108 mg/day ZFI&EE > 47AIFE 123 ~ 138 ~ 121
S T4 T4 N o GEHLEA baseline IRFAHER - (BT RAHLT BESIHK 21 ~ 24 43 /cds » AHRHARE
il — FESUHBR M - MR A Rt —RER  1E5 3 ~ 12 (B A > PEIS S 2 e A B R E 2 37
% EEERE  Ih—38 2 BB R ER MR IAEE - (0 RE > 3 E
&= (REAETIAN R ERA) » GINE s R A5 (R 24% - #=iX
84%EE ) BUFHHR 2 ik (EFEAHR 20.7% - FERE 13.8%%%E ) -

[15 4 5F#] )
FEEE R G o EIURUE (R s T SRR 1994 FEEEE 2 g -
[16 %% 2 &a2]

BEREE

R I 05°C  EREER -
o RN -

()

Polyethylene oxide ~ Povidone ~ Succinic acid ~ Butyl hydroxytoluene ~ Stearic acid ~ Sodium chloride
~ Color blue No.2 Aluminum Lake ~ Sicopharm yellow 10 ~ Hydroxypropy! cellulose ~ Polyethylene
glycol ~ Cellulose acetate ~ Hypromellose ~ Titanium dioxide ~ Black Iron Oxide °

& EHA

2~1000 $E PE ¥IBJii%4E ~ PVDC-ALU $ESH&HE

() ELBREEARAERDS) #8 Lik
CHINA CHEMICAL & PHARMACEUTICAL CO., LTD.
WNE  BIETHEBRK 23 % TEL : (02)23124200
FETH : FMEFemnTose-1%  ®
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