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+ 22 mg: Sucrose Acetate Isobutyrate, Triacetin, Isopropyl Myristate, Lauroyl Polyoxylglycerides, Butylated Hydroxytoluene, Silicon
Dioxide, Cellaburate, Hypromellose, Acryl-Eze White 93018509, Opadry AMB White 80W68912, Phosphoric Acid and Opadry
1T Yellow 85F12398.

+ 33 mg: Sucrose Acetate Isobutyrate, Triacetin, Isopropyl Myristate, Lauroyl Polyoxylglycerides, Butylated Hydroxytoluene, Silicon
Dioxide, Cellaburate, Hypromellose, Acryl-Eze White 93018509, Opadry AMB White 80W68912, Phosphoric Acid and Opadry
11 85F17644 Gray.

+ 44 mg: Sucrose Acetate Isobutyrate, Triacetin, Isopropyl Myristate, Lauroyl Polyoxylglycerides, Butylated Hydroxytoluene, Silicon
Dioxide, Cellaburate, Hypromellose, Acryl-Eze White 93018509, Opadry AMB White 80W68912, Phosphoric Acid and Opadry
1T White 85F18422.
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S—TEE 1A - BB - 0O R e 2 B PR B A DA A R R A A2 5 BE ) & 1R Methydur Sustained Release
Capsules.” 2298l JjE&rh > 43 RIFAHE B EAZE A8 N 1T B — 7 & Methydur Sustained Release Capsules 22 ~ 335844 mgfiA 16(iL
(REERAEZ 8T - MHBHEE BN )5S B a4 -

F4 AR EREE N T 4 5T B P& Methydur Sustained Release Capsules 22 mg ~ 33 mgf144 mg 7 166 i EF A2 &
2 BEYEh RS -

Treatment Crex Tmax AUCq AUC () Tise
(ng/mL) (h) (h: ng/mL) | (h+ ng/mL) (h)

Methydur Sustained

Release Capsules 22 mg | 7.10 (1.77) 4.00 53.5(11.9) 55.4(11.9) 7.41 (3.34)

(fed condition) (3.00-5.00)

Methydur Sustained

Release Capsules 33 mg 10.4 (2.25) 5.00 83.9 (16.9) 85.5 (17.0) 5.75 (1.73)

(fed condition) (3.00-6.00)

Methydur Sustained

Release Capsules 44 mg 14.2 (4.54) 5.00 110 (24.6) 112 (24.2) 5.62 (2.15)

(fed condition) (4.00-6.00)

Methydur Sustained

Release Capsules 44 mg | 11.8 (3.43) 5.00 106 21.7) 109 (21.4) 6.01 (2.50)

(fasting condition) (3.00-10.00)

*All values were mean (SD) except Tmax Which was median (range)

B E L) B EL B £
EELEYIHEIRASIRIE T > Methydur Sustained Release Capsules 44 mg 9 methylphenidate Cmax &34 1119% » ifif AUCZ {E M2
TR TR © 1122 mg 44 mePIEFEE N » methylphenidate Cry ~ AUCoBLAUC oo BB R ELFIRA (% - HRHLHAFRS -

%5 Methylphenidate}i® 16fi7 EERE A 2at 2 B e S S L BIRA el

Treatment Variable Parameter Chax AUCpy AUC(g)
Unit (ng/mL) | (h: ng/mL) | (h- ng/mL)

Methydur Sustained

Release Capsules 44 mg LSGM* Ratio (%) 119.06 102.69 102.47

(fed versus fasting (90% CT) (108.87-130.20)| (95.55-110.35) | (95.40-110.06)

condition)

Methydur Sustained

Release Capsules 22, 33 Slope” Estimate 0.9721 1.0397 1.0192

and 44 mg 90% CT) (0.8468-1.0975)| (0.9281-1.1512) | (0.9102-1.1282)

(fed condition)

#: LSGM: Least Square Geometric Mean
»: Powel Model: In(PK parameter) = @ +3*In(x)

i

B E Rl B 2 SURRECEL 1R % 2 methylphenidatelfr 4% e RE E 3R SIS HURE > T2, -

SCRKECH MR methylphenidate B3 AR P13 A (E A (57 %) BE M ER (43%) 2 [ - B 328 AV &S & BRI
(10-33%) » d-methylphenidate > 73 i faf& 52.65+1.11 L/ke » [fiil-methylphenidate £1.80£0.91 Likg °

AR LR RR

i [B] F Bl 53 B 5t 2 SCRKEC#EE - Methylphenidateid A ES N T 22 48 i Carboxylesterase CES1A1ZEBR{LEH
(de-esterification)#7 {4 a -phenyl-2-piperidine acetic acid (PPAA) » B {EH#(E A i DAVEEHDE M s E R Ha %80T
P o NIEC R 142250 2 methylphenidate?% » £990% AT SR0E M PRI T8 5R « PRI FBPPAA » H
KU s AR S H80% - il A BEE & L1HEMethydur Sustained Release Capsules 44 mgf% 2 methylphenidate 22514 F56-7/1\
% o

BN ERTES TGS 222 58 ~ 332 T Bil44 2 7Methydur Sustained Release CapsulesZE8FE AR EAYSZEE - TE20% AT
TR 2N P SR ) 2= (R (Dose dumping)fYHRER > AH R i = RIS A0% AT BRI T » #8845y fiie & A R
T 2 (R -

ke 27373113

PER : AMERE R A > Methydur Sustained Release Capsulesif AZ$ AR MBI A A= -

Tl © B RIEAE FIMethydur Sustained Release Capsulesfy5E A 248 J1E2 )

Rl ¢ RE RS SRS SORELER R D ERR G BRI g g i ORISR » S bas oy RRt iR () oT F
T EE SRS S RN DR - S S ENZal E AR T T @ ARY{KAYtotal methylphenidate#EEER - HAT
AR IHFORE A T 5L S 52 o

BYIREA % 72 Methydur Sustained Release Capsules F A B EHAE RN 498 A 2 85 485 - (8] 5l 53 8850 2 SURRECEK -
NIE TR AR B 43450 2 Methylphenidate?% » Methylphenidate €74 A & H4T80% AU & M € LAPPA AR HERR 2
PRI o HFY B ERE N EMethylphenidate Y B ZLEFRIARTE - THIAE DIAE R £ ¥fMethylphenidate £ 8 /7 B2 52 2k
I\ e

HFShBEAR 2 © 4 Methydur Sustained Release Capsules A RFEHREAR 496 A2 (i F 4% -

13 JERR R 7 BB CASE SR BT 1 R R i 7 PGS - DUR A 20 25 R A A% I 32 ok 53 36 i 2 SCRRGE %)

13.1 BoETE - SO R E T2 Tk

BoETE

$IBOC3F1/INE T TAR A BOREVERASE  methylphenidate'® 5 [EE AT AHAEAR BTN - & & H B &4 560 mg/ke/dayl§ - FFAE
dHRERE e - BAE R AR o RARE S R ime/ke eme/m? By RSB (LB > K&TEMethylphenidate i AR A T
P RAY306% K AfE o BFRRARRRIE R 22 RATE B BN ) B VR - BRI R A R D - FRFE A2 B
TSR AL R B BUR M - (ERAE SR NEA MRS -

$IF344K B G A BURE M 9T > {55 F methylphenidate 5 i 7l & 2245 mg/ke/day » K5 [REBCGRAMEREIN » & 53 A LA
mg/kg S mg/m? Fo BBl A LT/ Methylphenidate FH 7 NS AR S Y2265 B SA% -

BRI TR MR I SRk M > FEPREE AR N B Sr B flip S 3 i 1T R A — - PUABAY ISR - RIS o R A e Rt N AR
[ElRE Y methylphenidate DU TAAE BURE MERRTE - =71 &40 2 methylphenidate2260-74 mg/ke/day » REFHA TN -
s

Methylphenidateli #5 NSUAEHR SZ 2S48 5347 (in vitro Ames reverse mutation assay)EGHE YN B JA A AL (R 22 22 734 (in
vitro mouse lymphoma cell forward mutation assay)RFFIAEZEEM: - MR EN P EIE BV SAIREIERS S Nl B (in
vitro) & S5 B Ik A (R AT HA R A R SE Rl @ i i BUR A SIS $E 2R IS - Methylphenidate S B M: R e
INEUE BRI IMZ AT 2 AR Gin vitro) » HI| 2FEVETE -

A 15z

Methylphenidatefi R €< e Rtk /N AT AE B 248 - EEER e rhEEE | 8 E BELIER B v E T o halballR
=1 B160 me/kg/day V&5 Bl Lme/ke Femg/m2 BB (L L » K& EMethylphenidate A SE R A B 58S 18014 F28f% -
14 B EASES

Methydur Sustained Release Capsules{EFf# iR H » #EIT T —IHZ 0, ~ BEIRITIC - B ~ RIS B ~ Emni X
ST YEE = HARGPRERER(OP-2PN012-301) » EFE4N A0 B A B TR 2 B EHE H 88 R0 28 1 858 S s 20 25
# » DLEFfHMethydur Sustained Release Capsulest 5.2 F /D AE b (204 M By -

S B AE

AR ER B2 VU(E 1 FEAIBSEE © K& R 14 RAVET B ~ 23 DL RAB A EaREE s - Rl S H 2R S e e
2 ) 5T SOE R (R A G N B LRI Y G B B 2) AR 2B AT B B » ANGBR (58 FHAYMethydur Sustained
Release Capsules522 mg ~ 33 mg 144 mg =FEAI&E - (EFAREAVE S R HIEAE S 2ol SN R HER & KN
FF SRR R R E A RN R ENZ 2 BERRRM A & - FEE 2 SRR Rl E gEEsy
I » A EINE AT GRS B AL e s BL2 A FiMethydur Sustained Release CapsulesZ¢Z2I7 - Bt IC 2 7742 AL
IILL B 23S e - ARATER [EIEYIE R i Methydur Sustained Release Capsuless 2747

A BRI SRR AR R LR FIMethydur Sustained Release CapsulesEf il I Z2 I 2 0 B A 2 iR EiiE f B Ko /D AF
fJSwanson, Nolan, and Pelham-1V (SNAP-IV)Zfifi & 72 73 BELEAE Ay S 8L A2 52 - hellip e hham AT10f 2585 -
AL Z A B TERER T 2 AR > 1037525l HITE B 1158 OGRS Bt a7 BC A [FIIE A i i FH Methy dur
Sustained Release CapsulesFIZZ&{H - (321032t - H 1000250 B ERVSEEFIEATD) -
EEEAFREEATD S - fiRAMethydur Sustained Release Capsules&iLfi F 22 B WA {E 4H A1 E:SNAP-IVZ Bl 8 485y 81
SEEE 57 A B-1.348.3 (meantSD, P=0.1199) i 3.0+10.6 (meantSD, P=0.0315) * Az Methydur Sustained Release Capsules4H.
HIBFHESY T (ARG DB R IR R ERAE S 2 ImAIE 222 » i {ESNAP-IVERT & FR4E 5y
Fb 2 F9ME L - fRfMethydur Sustained Release CapsulesEifil FHZ2RIFNIAH -~ A 4R T ERVHEE 22 5 (P=0.0044) »
HIRFHIATRG -

226/ FiMethydur Sustained Release CapsulesEi i FH 22 2R3 (E4H AL SNAP-IVE Fil & #4853 B LN BB A RERETT)

S ZRIEI(N=91) | Methydur Sustained Release Capsules (N=87) | P-value**
SEEY (RRHE) 3.0 (10.6) -1.3(8.3) 0.0044
PRy Gee/dM, eRAE) | 2.0 (20, 52) -1(-38,23)

95%f35 HH 0.8,5.1) (-3.0,0.5)

**P-value is for assessing difference between groups.

FA UL R B GFEFASHISNAP-IVE SR 57 2 G558 » S8 E R FAMethydur Sustained Release Capsules 2 st &L
R 2 2 R R IR R B EhE 2 ik A B S -

15 2%#K
FEEE R e o S AR TR TR T T > BERSEETIE ¢ 2013 EHEE B e o
16 Rt

FI25  2-10004 HDPE S

(81T FBRETIA2SCLAT ~ /INZA B EUS 2 BEIEIE -

PRIFHARR © 352 RAMISEER -

17 s N i&azEAl

fEfe it s ag

JESHIE A ~ TEREE R R PR L R 2 S (Priapism) Y TTBEME o FRAi A B AL PRt B IR - ST IR -

(B RCAHEE REEFIE HHEE]Y -

TR A2 PRER IR - [ P - S 3 R % I (Raynaud’'s Phenomenon) ]

FE27 AF4G{#E fMethylphenidate) &Y HF S MR E AV E Ry > BIEEEIIEGER - DURAHRIOVEORELER « FH58

FAEE FTAE S IRREIREAR ~ S5 ~ POmA/EBaG ARG g AR B » BB RALE -

PR [ B Bl 5 (Lo B AR R RN ~ FRIRN ~ RSB b BUFHa/MmL R skl -

F il Methylphenidatel§ 5 s WG A SIBS 1T » HEFR 2393 A ST BN HLRK B Al

%@Qg%mmﬁ SHIEERAF N EURRD o AR O)EFE T FE RIAK] -

26 RS

E%ﬁﬁ%ﬁﬁ(ﬂ%%%%ﬁ@%ﬁﬂﬁ)\ ~ BEREE R 52 & {3 FIMethylphenidate Y2 AH A 2 B R Sy » b B
4 -

ZEYIBE T HN
JUE S5 R N BILBE /K S8 RN ET IR > VRO ENELIE ~ S SRR -
TR T B

S AT RE G R E I AR (BB bR AR AE /7 - i A B B e 5 RIS T ] AR A k32 8 B S ERREE
{E FiMethylphenidate s & ¢ SIEBIHIRE I A R FIs 2 -
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