1

M REFBIEEMBR20Z2R
RITALIN LA CAPSULES 20MG

BEEmYT 55 025333 5%
REHEEET EH
EHlZEm D BARR F = RETZEm
hrAS EHR 2024-04-19

MR
1.1 BUESKRR

F 5 : Methylphenidate hydrochloride

SRIRE T ZY B E2Methylphenidate hydrochloride 10, 20, 4052
FEEMMD . Methylphenidate (INN : alpha-phenyl-2-piperidine acetic acid
methyl ester)

1.2 HEE

Ammonio methacrylate copolymer type B - black iron oxide (E172) (E&1R10
KA0E=BE ) - gelatine - methacrylic acid copolymer type A - polyethylene
glycol 6000 - red iron oxide (E172) ( Z&R10KR40=2%EE ) - sugar
spheres  talc - titanium dioxide ( E171) - triethyl citrate - Kyellow iron oxide
(E172) (EER10KR4A0Z2=BE) -

1.3 HE

SEVME B RE

14 ZEmIMES

1025 25RABIERE - BREESABHZZRE  BEESABZHZEE - 251
RBBEIBENVR ~ R10 ; AZEME—H  RAEURMERERHRKANBREXA
BRI -

2025 2 AZPZARBERRE - Hé SRR TSN RILIARE EEIBNVR -
R20 ; AE2AIINER— - RBECURMEHKRES HkE’JEI%iTE@%EIﬂI

4025 15RABIRZE /T@EHH*E%HLE HEREEBEE D BILURBEBEABNVR
R40 ; AEAMNER—B - REURMEEARSBINRNAEEKE BB -

BE6R (2 ) LER60H (2 ) UMMNBBEEIBRNARBHEZRE - BVERKABA -
Enu%fl"_r ﬁ
EBRNAZE/BENXRF(ADHD, DSM-1V)
IRNABBENE ( Attention Deficit Hyperactivity Disorder, ADHD ; DSM-IV ) #Jz2f -
EEABE- R IR NNERMESAEE - BEETEtEMUAT - ELERV AT EEJ:
SR ARREERIRE - AN s - B2 SEETIRERIERE - BRAEMmESmEN ErsE - Bl
MEER (LIS ) MERE - BEERBEEIUS —EENETNEREE - TENAZE
BPERE FIERPEDANIR - HERFENEAL L - RIBAE/HHO0I0HE - FEERFAE
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O UETRE - EERAIETRAO T  MASEY RRBESHEESLOIE  BEYE B
S0 B - BE-HHRNEGS FIFERDEONE - BERESEANEBLE | FHER
8% (fidgeting)/ 5 B8R (squirming) - AARfE - BERMELIE LET - REH T - At
[ERE(Con the go') - S5 - FIERBEIHIBE(blurting answers) - BB 40 E525E8) D
FHESSS - TERA - RANEIRGSIBNRERAMBEH-HHEEY -
SEBRNARBHERE RN R

IR R R BRI EE AR - hEEE N2 - BENZER TEEN  SES
ERHNLEES BELURH SRS T EEENEE - A EEASRNEE - ZEUERR
SEMEERERT . fALEEERIEDSMIVII SN ASEB S T &SR -
SEBRNFBBIMERA S BNBE 28

SRR I B T B IS R SR SR (N : R RIBRET) ST -

AR B R R AR - thRBE—ZEAR - TB AR BBE N AR AR
RIFERBAL T RE - RANE - FUEEHRED - MREERE - BERRETEMLE - 6
MBS EEER R ETIRE - TENREDWEREEE - BTN R RBRER
ABAEEBEA - HRANZEROERASS - LERETOER - EWtRRRER0
B B AR RBEIRE - AU ERIEEN — BN BT 2 - SEIREER S
BERBERETEEROTEAGIN : 18 - B . A/NBESEOIEEDEREL
tECEEERHEYERAEEYSEER) BACHARS EREERLE -

[55)=:1) = 3 =
EEFREAEE

Ritalin LARADHDSEE AT BRI —8D - BEIEEMAVTE (0EE B - 18 ) KaE
BEBEERMFBA - Z2YaFEaEl NERRIBERERFNTE - BERABRAREA
RIBARM EEE RER A/ ERBEREANNRZEFEAENTE - U RABE2L
Zp - MEBELZOE LRBTEEED - EEBRETR DR AELEURE - BEiY
FAHREERNBENR P AREREETHE - BREZEMUHERETAE -

REFAE

Ritalin LARHSENANE - BlamiER2E - HEE RNV ARGBRET ZEERITM -

BEIE - BEEMEEEEARItalin LARERSFEIARBR - BEERB AR EMN T G RmEIAE
WERY (2R3RAAREE) -

RARHE
3.1 RZHE

M AEERKEHEMERELERLZ -

Ritalin LAKIRZSERBEHEABRK LNBERKEME

AEADHDES - BESERAMZNEE  TREMERNIFARIRE -
Ritalin LAFBRREEISFM a4 HE - S28ZLIEM -

ERAEEI mESRERZEFNSHREREFRHAEREE -
RENSHHEARBRZ: - EXAmBRVH RS HR - FIEAEEEKY
methylphenidate hydrochloride#2 £ 08388 H60=5% -
RANZSHTEAEBE60Z: - AAMBERVEESHE - FiEAEHEKN
methylphenidate hydrochloride#2 E A 0liBAE H60=5% -

HE—EANE ERERINRBERNLE - AIBETLUFE -
MRENBERBREEMARKE - AIRRERE  VWERRFFZE -
AEAIERE

P.2



FdafEARItalin LAJGER] - BEFERAZREBOMESER - BHEE - RXGEEF
EEBEL - DEMOEARKEHERTAER - BRAUSREERGS  WHIFME
ik (2R 48R, M TS5 ERREEFIR, ) o

ADHD& BRI E HFT i

BYABRABRERBNGE  BAEEBFEARMCHEAFETSENTME - DIFY
R ARBEZIZYBNINGE  RENNE S EERMRINFEREENE -
FRADHDHRER - BE o/ ESEMEN 2855

SRE (665 L)

Ritalin LARG &M ZEYEB E (methylphenidate hydrochloride extended-release
capsules)BRX—X - R L1RE . @ZFEHEWHER1025% - BISTHE O KIBATEEE
M= R aEYR - BBIEMN0E% -  EEBHEAEIS40E% -

A

Ritalin LA—XK—

# & Fmethylphenidate’aE#VE A : BRIKR{EFAmethylphenidate’a ERYEA -
Ritalin LAWZZEWRTIER208% - BRA—R -
EfEAmethylphenidate’aBEREA : cIfERBEENEHESEE SR - EZLUEN
HIEVAEERm A - I8 R pE E 2 & 2r0Ritalin LASER(ZE TR L Ritalin LA
SEMEYBELRE) -

BHEAHEAEBB60ZS -

SHMZHEANEZT ST EAR(ZSH12 RARXBER) -

B Ritalin LARHEM BB EAE

PUR SR B AR m A B SEM EYB EARRNERE SN & ¢

=1

FERBImethylphenidatefE B ;aEH = EEBpRItalin LAREMEBEMN
?EJE

52% methylphenidate— X _*% 108%—K—=XK

10Z% methylphenidate— X _ =X 2085 —K—R

20=5Emethylphenidate—X _ & 4085 —K—=R

%Eﬁ%ﬂmmammmm®m%ﬁérmrA B2 R BRI F R R IE R GR A R RO T
£ - Ritalin LA @M YRR S BIEMNEEN A AEEE

E%HT

—RRBEAE

Ritalin LASEMEYNBENBEANEN LD ER « BIFS)EI2EN - BEIUENES
BR - SiiEBEANZENEE SN RY L (FRINAARBEMT ) -

Ritalin LABRENZEHIEESY LRE
buﬂﬁwﬁv%%mME%%mv%%EKTm% AAREgREEmnEEREy

MR - EUIAEREESE  BuZE - AR EREMREFLUBRRR

ﬁﬁ o

—%”E—ithalm LA EMEYBE—R - BRINEAHEHEERItaliniEE - 9 R4
+ —ZMmethylphenidate 515 % (AUC) HHE -



3.3

BIRGARRAHE

BlgEAZE

HANL AR HEINEAZTBAETHR (R "10 ZBi5HE, ) -
HINEEARZE

BRI RS HFINBEAZRMAETHME (B "10 ZBE5H, ) -
EERA (60 U L)

BRI AR E #1605 LW AETIHR (R "10 238458, ) -

#methylphenidate s # £ 16 BRH B B 8 E

ERE %k

A

FHRBR T RE L

BECOEER QCHERESLR - SR - SIRBEECHERE « S RB ~ 2iTHh
NEHAABRBEHRARECRER ~ SHBE - SHIEE ~ TRERGHSERE
RETRERY (RBETREAERTEROER)

UA B B fACER I HI B (MAOD) 6 A #A R » KMAOIS#2BAMIRA > BEHFA SR

RELERE (2R TT X248, )

F R

ok 4% 4m B8

#HIW A LR K(Tourette’ s) BEZRARFRLEERR LHBA °

#3% (Tics)

5 EREEEIR

5.1

iz EFIR

—REEFIR

Ritalin®y % B ERBRANAABEENRAR/BE LA KP > 3t B RELERTH
MR B B A RER A A LR - AR RTFHARItalink B4 & E K8
BRERAHLESRYBIRLBHIE  HAREBREA—EXRIHABERE
F AT AR - RitalinddRBF A BAN B YT R AR A AT 6
RIE -

BRECHEFH

BRAEKCHFHEZEHBBCBE L ZANEE G CBAER

RENEDF

CAREEYE  CRASHEEERABRERRIATAFV S £RA—#K
BEZFPRAGAGAESB BB AR - AKX ERB RGBT R

B RAREERELZHOBERMASREY - — K0T BB ERL 63
Ritalin> FEAERAN LA CRAEEHERE - SRS - RECKEFERT -

BRORER R RECHERYRA > BAHRERBY U RAFRHERT

P.4



SEH B8 AR o BAReE ARItalinis B AT > BB RART A OB K
B BBEABRCSERCERENREE (24 r3ﬂ§z£‘&ﬁﬁ§J ) ©

A

Eﬁfiﬁ""‘*ﬁ & ﬁh‘/\ﬂﬁm "&@]iﬁ@%@]%\mmﬁlﬁmﬂ)’%i#% ':PEL *"'\»m
BE -HAEFRFLZERARFAOMAERA RALRLEETREESES
BAEHEREY - SRS - RECHEHERY - TRGKER - AL bCRE
o BAMECRKETERGRA » — KR BEREEB LR

0 R o H A o oo B R R

EEBBELGE T BREM A (42-4 mig) FomPifoE (43-6
bpm) * FLEATHEARES - BLEPHHBERRNTLEEH NI EE
KoHAAORARETERCE R OBRETA ZAGEIL - RABEANERK
ARG R aRBRAZHRCE Y ERTE > Gl EH HoB ~ ORG - RAH
ACHAEE - FCERCHERE  GRELBAFR S -
"-'T"f#'fim@%@]%u‘:mﬁéﬁﬁ/\éﬁ'bﬁ%ﬂk%
RE-FIVFRIRBRALRERAREBELGHENY  REIF R ETH (&3
BARCERSCERENRERL L) FHRE  DSPERTEACHER °
EREAMECHEER  BHE—FTHORBKRE (Bl cEEKRE - R TR
)  RAEAERRGRNE  ZHATIER  BlodHEERMR
(exertional chest pain) ~ REAR BH & Gk ~ S EALTRER SR 7 89 =K
J& 3L Bp AT SR B R4S -

BARCOHEFH  WwREATRERAEAKEEH > &4Ritalin TREER
BAafhAeRENch®ERREH -

P& Ao

BhEErx : 84 P& 4% (central nervous system: CNS) £ % (&g
HRE) B/[ECLERE (whE X) BA Y TRSBASRER
Ritalinit# - BA HEABREF (ShERBxE - BEHER 4 0B A
Bi) hm A AR RItalinib R 0 BB HE2/ B RBIER
B (FRALECHETRBAEERA T XE4A, £H) -

Eb T

ADHDs% A% Bl B BF B AP RN > KA IR BB E RZR I B BiEBEA
ZHEAEAMAEE - ML EARItalinddRAT > BAPRRARTHRHE
T oRREXFREABRHEY (2R3 AEARAE,) -
ERABHESHMHENR ILEBERIHAK  AFXBRRERHESHGHE
Ritalini&#ADHD - #£4 SADHDAY /6 R AT » WA ERIIEH B I ER -
AR & R EERERF A AR R & e9ADHDRE AR 0 B AF B/
& BARBBRITRE BRI BRANRASR/BERE - MBERBREB LR
o BRFaGRUFEFEEEROBARBERART A B EBEEBHEAR
B OB RFELY  QHERELTREBABRTFN  BBEEE - F
EEE -
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AR ERR RBRAEEAR . EREFATE A GE R R RBEER 0 4o AT
BA B ‘iﬁlﬁéﬁfﬂgﬁi" FHEENE OB XBEEK THEES
By — A RBEFTIE  ZHABLER BLERATTHRGERHAMIIL
TRREZTHSGR

—BEAH A AR BRBUBRITGSARRER  EAEBR LSRN
B IS AR e e 890, 1% (34824 7% AR A — & B & eymethyIphenidate &,
amphetamine$ il > X PALBAB A ZLEH) » ZRBEBABTLEERA0 -
%47 & (Aggression): BEBREAADHRLERFVERAREART AR
W& BAXASHRADIDE % (& Enethylphenidate) #yEE AR RBR AR L
BBETEAMRE - ARRFALNGBRBTEETH € EBARTHIK
o RALMEERADIDE:  BEMBREARZTRELARITASIHE » R
FTHRBTEL - BB HBIBITARLZRA  FEALRALRRENTER
jt”]'%?—ﬁ?%—**ﬁn‘iﬁc&@li B PIE S Al Py -

A6 BREBARRAGBRELSAEREREL ARFTARELS XK
%'ﬁi‘éﬁﬁ%%% Yo B A B 0 IR E o B RS HR AET TR
MIRA B ER » B4 /5L K BFADIDE R &Y T REM -
1h#%: RitalinBEHHHB O Ll FAERBILAN > FEAERK
(Tourette’ s) % Bbeysk%E (2R "8 BlEA/RARRB, ) %A
methylphenidate/4 #ADHDAT » A FEH RE LAY L ERTHEE R KL
KOE BB IR 3PME - Wi A% K (Tourette’ s) EXRARALFEER L H
BA A4 ARitalin e 4 ARitalinie B » BHRBANTEHBBERALRE
L EATH R E R -

o 7F FEAR B

¥methylphenidateff F £ 3% % % 4 (serotonergic drugs) > #l4w : iBIE M & F
£ BRI F A (selective serotonin reuptake inhibitors; SSRIs) a3
¥-EFEEAEkd$ A (serotonin-norepinephrine reuptake
inhibitors; SNRIS)®f > Y BMA L F FEBEHFARRRRE - wRATHEE L b
FEEZER 0 RS Anethylphenidate b F £ 8y - aF FEBEHGER
THRAOESEREZE (Hlho @ B - 49&(hallucinations) -

(delirium) ~ %3k) > BAFLAHA (Hlw HBR - BRAE - BE - &
FoB - HBERS) CWHEMWAER (e ER B8 ILRE - R&eT
B~AWBAE) BM P/ REBHEER (Hlde B~ Bek s BIE) ©
methylphenidatefi s /& % B4 0F A /4% 05 > Borlk | B b E Bk RBREZS > T
AP R BRRBENER GEAT XZEREH) -

MR A MM F KR (Acute Angle Closure Glaucoma):

YAREI SRS A B F LR ey % 4 B4 Anethylphenidate/& & % B -
BARHBRFEL > ELRitalindbRAAZRABRRAE SHHASE FARR
B (Bl FREERGHBA) > BhRABLRTHE -

Bk W B ( Intraocular Pressure)# & # 7 K0k :

P.6



5.2

YHREHFHBRAR (I0P) ARfF LR (AIERBAMBKEF LR A B

M F k) $4# Amethylphenidate’s %A M (A EH SalEA/ARRE) -

URitalinBm AR > ZEHREMERNARBEFAZTRAFARBLORA -

4 g

REEH LT RYEREES > &4ERitalin # AL BMREREY Lo EE

Kl (2R "8 SR/ ARRIE | ) - $4mitsKEH# 5 B Znethylphenidate
HRERIERLERENTEIIR L ELBIMER > RREHRARKEARLT SR

# (1021354 ) #71# Amethylphenidatess B & JF B 575 B b9 R ¥ 2548 1% 3618

A BrHBBRLEROE (F—BERTR  ARFF—EF) Ak

TYRE (ZFARBWEBETAR—BI220  HEXmOBEFHE—

BY2.TAR) - ARBEMMANBERTEVERBTEARETEH - £Ritalin LA

(methylphenidate hydrochloride) # &M BB £ 8T - AR H B %3

HERBR T ZRB AR ATFHHEmeME (11027 ) An#%Ritalin LA

HREmA (F0.127) ° Ak oy SRR E W R 2 248 3 & #4748 A amphetamine

REEABUSERIGFER  ERATELEALER > Bt EREEHS

B RAERLEREW  ZRANARBFERESREN EHB A RARE

T THEBEZEEE -

w1k

RitalinB M AR B A RMABA > BERERETE i8R0 B LBERAY

BRHAERER > BHEAEN N ZRRARMEE BPLRARS -

&% R ¥3pAe(Priapism)

¥ A L3 L& RR AR AL Anethylphenidate # &6 i B 5 4 38 R ROR TR

W > ARERIFAFHER LRAMAEBHERAMEERFSHRNR

Lo EAREFANBY LA —REMNA  BRATELAB EHN w2 BRER

FTHRFFLEEBYZHHM(REHIERHME) - RAZFRTHEARRET

MR PR BB BIER

AT

EREBRECREARNATHBREABBGRE -

o R FAER

Ritalint kA Z MR BRZAEH S AT LRE  BLEZRAECROBEART

PONSER 0 REABITRER S B aKFB AR MR - ZHLERRERYE

BER > BERBERELHEREE (2R "8 SIEA/RARRIE, ) -

AmAER

RIRFTAHBAXANMCBRIEABRLERA - RERLRESAMER

methylphenidate’s B ey B R R A » L4 P M # - Ritalin LAMBE R A

REka HIRITHEGREACEREIEABRESRA -8B - RARHEH

HamblR R AR RES > RIPBEMRALTONE  BRAAFTHRETRAR

FHAAE > LEBMAREGRR - TENRARARIEHF BN L BHEK

% o

BB R RRBE

P.7



5.3

5.4

Ritalin AR Y A B R RBERBHRBRE RIS - RPER S RABRYHZ
HRACERE  HEBEREFNENTA AREIHBEMERY  €HLAR
MR ERFR - SFRLBERAMMEZ I ERRTRELIRERE - RELR
BR% TREEZATOERFRBEKRBRAER > AP RER -

4w F] 44 methylphenidatedy # % » Ritalin LA (methylphenidate
hydrochloride) # 4% E B £ B £3IXEH B R -

BAEMAMAE S
RitalinThiE G R B ~ R - RABM - R RA b TRABLGKHIER

(2R "8 BlEA/ARRE, ) » RAZHA LB ERN > BRLE £ H%
MM IR E LR ERRIELFE -

ERERA
Methylphenidate T st B E JF PR E R ZRBHM > HHR LR BRE -

6 HAKBHLIEFR

6.1

RE

F &

HERFL BB GZR -

25 &C

DA RARTFRATHAE » £BETHAYM > 0R& Enethylphenidate » %8
BE 53 52754200 mg/kg - RFARSHET » BPAng/m2st K » HAHAME
AZHHE (MRHD) 894042 > B R A RWBE (BAFEHENFTLEASR) -
£ 088760 ng/kghl B85 (Sng/n®tE 0 A ENMRID&1142) - HAERE
FRAARE - RAAARARSAHET (ng/m’st % @ A EMMRIDTHE) » B 5L
FHRARSEGFAEAL  EHERALEN  ERBHEETEN OREBAE
Ao HBeRAR2 ng/ked EH (Sng/n?stE > 48 ERMRIDe24E) > HARRe
BEAABE - EXBER R E M4 snethylphenidate® B &) & & %45
mg/kg > ZZSHET (Ang/m’stH - d8ERMRIDeA44E) - R KM €693 po
By ag el ARSREFTOBE - BB LRKARI5 ng/keBl EoE (2
mg/m*st K - A8 EAMRED) > MR HANAOETHFAELE -

R E

Methylphenidate A MR R 4F ke ta BB AR - RIERMEB LI A SN % -
FRI 3 A EEARitalin LA - Methylphenidate$t & F B B4 B pa M o
Methylphenidate#t % F T st & B #patt - £200 mg/kg/dayey B F » & HBER
BlRRBA THER BB ¥%®E ¥ (Spina bifida with malrotated hind
limbs) - B EeyR B E (AUC) HBHABMEHK AL A B EORID) 60mgs-#%H
BEMHS. 1% - RIKBIET > MENMRIDS R B EH0. 4% > BRBRFHER -

P.8



6.2

6.3

6.4

H—EAREAI0 ng/kgty HBIF > HAAHRBFAF - £128(92M88 )7
BWRAT » BRABFAEFHRGAR - £300 ng/kgty B ETF » 48 E »MREDSH
HRBFNHT. OE -

Methylphenidate$f=£ B2 & B st - £ 5B &75 mg/kg(&MRHD#y R % €
AIOH20. ) TR HRABAFER  BEHENMBEFREFTFIMEREEUARK R
s ¥ 4 phF (fetuses with short supernumerary ribs)é&y %4 & -
AEXEER R E33 M4 Foethylphenidate® B | & %45 mg/kg ° A& S A
FF (mg/kgstH > &MRHD%264%) » R FRBEWHwik) - ERELEHE
AHHBBERTAVE -

"H 3L

Rt &

7 £## 4 Bornethylphenidate g 4 AR+ F > AT FHREH AR
PEy2. 5CGES R BE HhBEM) -
BEERAHBZENBRBEREFLHBR > URERFHF L HILRFL
Ritalin#y /g -

AAEFRAGKRATN

HNBEABELAFT YN BATARAERNTRESHRES - BATAA
methylphenidate % &4 F /1 89 A $4E - Methylphenidate R & B E N B X BF &
HEFHN (2R T10.IEBEKRATREEER ) -

NNR,

ERANOERR T RLE

BRRitalinHb6R AT HZEZRSM ARG KA » B bR R E A6 A
THE-

XEtR

BN EZREHEA

SR E

Ritalin¥T k& 1K & o B B ey B2 -

L5 R A B

RitalinB /Mg AN EBRZARBERZABA - (GFEAL EZREEFRALIKAER

%)

RATHEELSORAES > Ritalin A7 E 4o 2 MAOHp #] Bl i6 B A5 B2B A &% A
(%R "4 #22,) -

SLIEN B A

BN E Ao EH A & (psychoactive) B4 (@ 4ERitalin) PAEH @R R R & » B sbib R H
P& %oqm AZEB o

SR BRI 6 A

FRFPEA LB CHRERARAZTOLAR  BARBEL T FHERRTTRA

Ritalin

P.9



P e 48 4F A Zalpha-242 &4 A (#lkeclonidine)

ficlonidinef A Y AR ENARRBRE OIEHL » HRBARMG S RAEL -
#Dopaminergic # &4 A

RitalinT#p#] % &8 (dopamine) #9 BRI > K EFREE XM S A (0
DOPASL =8 $. B ¥ #(tricyclic antidepressants)) & % BpzitHidl (Fuivn B
% > dahaloperidol) 4 A 8% > RitalinTThe S A A BB ALY TR -

B ARitalin@ itk 7% B ey /E A M ads > AARZRFER - SNHA
methylphenidateSifith 7 /% B es 0 A FE — R WAL B Yoy BT A A7 o 8 85 (3 o 2 K
M) o B 43 ho s B8 S 12 B (extrapyramidal symptoms, EPS)&9/E& » AR A R A B
RITETERRASER > ZRBTEMIEBRHYER -

Bt FF BB A

W RETHEA O FFREES > REHH Anethylphenidate o F £ 8% GFREE
A EFIFEH) - Methylphenidate L ER € it FFAEF LR E > RA
B FERERELSMERTES -

B Hh B2 XaFR

Ritalinst €k éafe & EPASOR S » RSB RN E - BLTAl > @ & 5P4508
FHB RH B LR G HRitaliney B & A L R THEMGBE - mARitaliny
methylphenidate#yDX LK x4 R4 K & ¥ %)%= fo & %P450 1A2 ~ 2C8 ~ 2C9 ~
2C19 ~ 2D6 ~ 2E13%3A -

B b > #RitalinE) &4E A 3 R € 4% CYP2D6 & B desipramine & fo 38 J5 & 3¥ A o
&EEEMABT > Ritaling fcoumarindu &t B ~ 2R4yHusE % #) (4w : phenobarbital ~
phenytoin ~ primidone) ~ phenylbutazone - R R =B HEBRELXI/HR > EREX
BABBITARR > REABABYH N LI XEHFA -  SLBEYABIETREEK -
BEARE ML 2R E A £ B Blethylbiscounacetate#y X Z4F A » B E A B REA
#(n=12)Z BB R T > RAEAERLIZ/EA -
HEip@Ritalinth 2 B WX ERAMAE > EREMNEFT -

BER/ A RRIE
8.1 EREZIMA/FRRE

Ritalin LA (methylphenidate hydrochloride) #F &M 2B EehEE Rt £ 6

SNBRPIE | ZIAR6-12RADHD St F AT H BB EARAR » RERAIMER R
ASREBITHRERRE - B RTALMAD0L2RE > HFIBLAES
ADHD&y S % > 618 AR AAZLRY - LR AMARitalin LA B EAEA
10-40 mg - ¥ A RFHBELGEERET - THTRERR - £ 4% - AR
F > R¥FARitalin LAY 2 -

ERPEMARRFAAORET T2 HBERARBEFUEGTHERHLARM—
R H P RS Bt ZERARBLUORRFHUREICAFHIBIRE
NEBHER  BERAERMRALERAZTERRFHLE - THAEEATH
BFRREHRE > RREMEDRAF R R G L AR E - AR RRFHELR

P.10



o REAGRFE  RAZDBA —RIIRFHEARRFHABA LS - R
FREARE-RELE - REERFECELEAREREZISL RERAKRR
FHRBEGRMELY -

Ritalin LA E R R B H R X RBRFHF RFH

Bl 76 B i B4 69 R FH

—IRsrfERitalin LAMBRM AR EMHRBEIHE - 85 ~ FAXTeRR > 2
6-12RADHDSL ERATAR R - A X RHE A RANRBROE TSR MAT > HRA
Ritalin LA¥wif » R ERELEZEHNAGREERBE - AENAN_BHYET
BRE o mARRA B KRitalin LA > Ritalin LAB & & A AT .18 5] F ey
A% (10-40 mg) -
RIBARBAZTLEHEFATARAA—BRERFIRARFSHELE  AARHE
BRFRAABRERAALICE FRERRBRAR © Bkt I ESFLBRRLR
fef i tbibRk - AR - RRBGHRARGARERBILE - K> AAF B SEF
PMRERBR T BEF LY > MARRLAREBRTRLAFELAMBEFHORARTE
HHEE -

ARBRATBAE FHGRiItalin LABI SHEIM - B A ROUN R RFH4 AR
B~ R EHIER  RERBR KRR -

AEBERSRRTARHBAETHM > Ritalin LA BRAHSRERSERDMELERR
B4 BEA RN TF ¢

Ritalin LA ZR A
R RFH N=65 N=T1

NC%) NC%)
RAE 2 @D 0€0.0)
KR 23. 1) 0€0.0)
B REMFAM 4G F AL R

ARBBYR -~ AR HERRR > MDD E/MET AR RBHE T LR
Fl > RAE—L#EZRitalin LAVGR e EAE (1/65° 1.5%) BRRFH (£E)
PR BT -
NEBRFPHETH EREY > 2R AE2Ritalin LAE4:8 - A2 BEIAM > £46
Z%RFE (6/16103.7%) BRAREHMISH -  SLEBERHRREHALER
(2% A) > #% (hypomania) ~ &€ @ SHIEE - B~ BABFHeE -
# #tMethylphenidate HCI#IZ 6977 B 4
Htbmethylphenidate B %R FEBOARRKBAFERTRAOKR - LELAZK
R REBRR - HRFPHEERBHORARFHFALR N v A KR OBE
R BRR LG MTEAFGEERRREBLTREELE -
BLARRBEREAT]
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BEARARRB(R2)RMedDRAZ LB E L BFIL - BEAKBSEIBRT > BREXR

REBEEEREHRS > RAFIHARKEBELORRRE - BEREIEF -

BB ERBRERATF > FIHBERRRRE - b HABERERARRBAASR
%% R HZ % F(CIOMS IID) : &% A(21/10) ; ¥ R.(21/100 ~ <1/10) ; A% R
(21/1000 ~ < 1/100) ; # £.(21/10000 ~ < 1/1000) ; 4% R,(<1/10000) -

&2 BREFERRER - A FLBRRARSURBE TREZERRItalinE £ 9 &
R RRE#RE

RffoF A SR E

%R £8 XX

R R E R G

BER B ET > o/ MRET >~ B

BER BERE @3E fo B K FEXKKFo 3B M

R#E B RER

%R RE T XK

FR ZERYER €L E kg

BER HEE - KRR

TR ERX ~ Rk - pEoR Bk ~ Bk
W8~ XRITH S BFX

BER B8~ FHHEAERK(HHEERAER
FBMELE) > Yl HERE

TR EEEEE - RS R EE - F
i3

B, Wil BIE - BERMECH W
#FEREH K (Tourette’ s)E ~ Mém
BREBOLIELE X -~ FEH a0
&4

RN BEs

ZzR R A EEE - RS
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3o B R AR
TR

FR

% 0 B RE BHERR R R
R

W B %R

% R

¥R

FF B 2% %

BE R

B BB T a8
R

BE R

LA B R B e & i &,
%R

%R

BER

— R B
%R

FR

wE
TR
0.8 RS
¥R

BRI - o~ R B
Bk 8 GEF ¥ dm)

NN &«‘}%

ok

FoskK T XK

MR ~ @ek - HALR RX - Tk

e R¥  RERETRKBES
F+ & B AT Beak

B~ REEAR - RET BB R
KBREME » 5T

foNRRD PEEBEE > RIEMEE X
XA X%

A &5 A
F M7 *
BUA & &

®RAREX

BERMERTRE LB RKE
&

B ET X

F¥ KA L (Raynaud’ s
phenomenon) *X - vg jk K AXX
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8.3

X 7 AADHDE A BATHIEE R R AT F AV B RARRE

Xk B R R REAE R AADHDR ABE R R E A R EZNANERANLEME
MR R

kK @, 8 o B AP B MK E

R BEYBREERNSGREBAE DR - KIESHREIEBRAS FFH
ERERY - £—BABERL P > — 410K B 74 Znethylphenidate’s & 4
1848 8 » feAR A % —A|venlafaxinet 454548 N B A A B B E &
B HABINEGRTABRLREMNR  XBHEZSER > B HERE -

Lk s

BEMENZRIBRERZIARRBER GARKL)
THARREAEARItalintk - A7 E £ 8 LR & BPEB IR R FISTRRATFI
R-BAZTEREROFERZHABA NG BREER > ATAREA BRBARL
RAEERRFHALE > BEETHE - THRBRAFIBGR REFHR
& RRFMEDRAFF R BN BEAKLT - BHEABTAL AT RREARR
BER » FIH BT RRIE -

&3 EFTRABHAIRIRBRZIARRBRE REXRH)

SRFHRE R SRR B E

BAHEY  BABM - A ARNSHAIERAR (AEBRITA) ~AZ B
RIEB - FTAHARBREY HER -FEs® BERR - BEER 284
SHaR HBEE  HEZH - 2RES (stereotypy) ~ HREEH &P
3L BmE ARt

HRAHKAY  THAEMEFRAEHN ~ REAR

BREE Y AR - 3o - AF4ES (visual impairment)®

FAms(labyrinth) 2 %: FEERS (Auricular swelling)

SRR SBEALE - CIUEE

Sk« MR FRRRE Y B4  (Laryngeal pain) - ¢+ RE#

FBERE : BUR &R

ERRAETAKEY B  BER RS

BLARR - B @SR FREY AR - LAHE

FWAAERE © BR

ARAAGBRMNRYE  RERNHR - Helsk - FHE

—BEERERFMEY KR RS

P.14



WMEMEE BRRNRBRLESH

L aangmis

L asEHATE

SesstARRBREEE

LY A RARRBERORE > BERANERAD

> 44 R84 (visual disturbance)

S BHRBAH W

T a4 H05m%

S asun

Htb4methylphenidate iy ® #1 2 R R R B3R 4

THARARREEIE L3 &3EARitalinfF E AR RRERSE > MABRFEHLLS

methylphenidate s B BEREN R LT B HFHREAFIEORTRRE -

FRAAERY ok

—REFRLBEMREY RERCERELT

WEBRYE S E
BE
BORSLE K -
EHBERENBAREREIZHNBEMNBTRAIRFELAALMIIL  BERTHRE
8ok s RS - B~ RAB% - MAHE - 25 B RCTRABSGHE) - RE& ~
BRI - XA BT -#H&a -HR - -BHR - CHBR B SHETE 5
/B - BILAK - FBIIE BREIE AR
REHE :
Z4&ZRitalin® 6% 0 BRI > £MRARItalin LAFEHL BB £
(methylphenidate hydrochloride modified-release capsules) 44 &4/ 6% » # %€
BEXREL -
HNBEYBENRE  CRHUARAGHFARBIFUERELIRERSER  floiHaR
BE -~ CERE - - —BRERETRAFHEN T CHRISFRAFNFEEZRE
IFUBRLZOEBAHRABBEERRERATZHRMEK > BETHRBLTEE K
BRA - wRBYERABERHIRLRAERFE > TRBIT L > REERABTHE -
ARFBRBYLARESIRE > HHRLBHRHEBRRF - FRIHPHABA o LB
BBREUNEREFHRERERIRRISK S TAFTEUNRIGER T BRUAGRBHE - BAT
BEAZA  ZABNBRHIRREFEEZ P RENEAETRE - AbBFEEFE
36 6,35 4% 914 JH Bl (Cathartic) -
JRE 38 41 ok ¥ b £k 3B 4 sk i #methy Iphenidatei B B9 BB H A BE - BN LR R
ARA AWK % > B Anethylphenidated 5 HBHEBRK - SRHBENBRRERAR - ¥
PRABEGNERBENRA > BACER - ZHRitalini® & M AR L& AR
&85 > 7T Al O AR 765 Rk Mk#iiEcalcium gluconate R H4E °
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IR

10.1

10.2

10.3

TEF%EE

ATC code: NO6BAO4

thiE 48 % 4R E S T

Ritalin/a—58 PRt AREZE R - H¥ /0B FHNERIEEMEEE - HE AR Z/ER
B AR ETEEER  BFERZEEFRAER ARG ZERKIES LIRENRRE
EE A B AT B IRUL - 7S Nt AR INZE R P Y35 Lt (BB W) B T2 -

Ritalin#1 R & /08 ERITH EMERKEERBERREL - NEARENEBREREE
TERE PR R AT AR -

B EIBYEM

RitalinZ B e ( racemate ) - Hid-methylphenidate ( d-MPH ) Fl-
methylphenidate (I-MPH ) —tE—REBS A -

LA EEERBYR A AEEEREY -

E—RREED, 8T 75RRBRZHEL0Z2=dexmethylphenidate
hydrachloride(BlRitalin EZ38E M ARG EEY) - LEHEQT/QTc interval -
A4 REERQTCF interval ERMWE AR I9E < 5 ms - T EHE 18 ¥ /0 5 R 20 8 22 R ) 48
LEER - 90%ERBE AR LRBEMEA10 ms - QTcFHFF AR EREBAR L AL E 5 EN
fME - B S8 K ERIRE % ARRE -

AL EMER

SiESM

i REE6 KRG ISR -

—IERH1SBIREM ZEMRRETR - methylphenidate FEF EWEREE S B EYNR
BENABRBEESN - ZMARMA/NEDPET - #HEEREmethylphenidate - Kl
£53160 mg/kg/day (Mmg/kgat® - BEMRHDS901E) -

BN
VIB6C3F1EE /RS MHEMREFAENEEMEAERT - methylphenidateZ i S AT Al

PIRE(RMER) 2 REXR , MBREEEAT60Z5% ZmethylphenidatefF (493513
MRHD) - FFRAMaER(EERERE) 2 BEEXREEEUZET SRS - FRAREE—
BEEERNEGESHMEHRERL - SHFRBENERHB T EHEEMN - AR
B6C3FIERIIFERSEEREUMERE - —MR A RARZEEEIFEES I
SR BIINATARREISE - SEANBEREMMAMEEINTRESENER— -

FELIF3AARBETHAESHEUMR D - methylphenidateRIENEIEERIEEE ;

St ch BT A0S B B A 40845 mg/kg/day (Wmg/kgitE - BIMRHDE2645) -
HRSH

FMABEZINEMME (CHO cell ) ETRINBERZRIBRIRABEZXBIABERE
BB RSNEE  BEEEMEESMIRZRERNSHNIER - EE3REINER
(AmesPREE - TEMERBIEMREHBEABEREICRLEEERR)IGRER
AREWNIRE - HEMBR/NEBREABSEMWMAEZER - RYSEBLF2508RY
FlE MABRIACREAENABHEETNWIRSE - DUBEAST R EIRBHHEERN
BoCIF1ZE M EBELEH PRI —EHERFIER - U5 - MimEBIg BlueZ BRI K EE
AR MERBV BN AR BRI E clIZRE RV BR R0 R B8 A AR I EKAY /) Al AR A ol B
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B FE M E IR HPRTE R E Ml ie KRRl -  HIsNESEHARENpig A
locus R &t bn - BERIEE28KIAE Z A F A B MR P R AZ AR 41 [ 3K 48 = K M
e MBS ABFEDNABEREE @ LIRS/ NERBAMKNMZ - 98RIRERS
MRETE Ol AL

SOESH

—JEPFERARBEETHNERMR - FHEIBHAREOMRK FPmethylphenidate - BIES
#£100 mg/kg/day - RRHEBVMAKLEEBETR)HESMRA(HEERSE10E) -
B FEESEAIR(HE®BFE13-148) - w50 mg/kg/daysi U EHIE8EH
PENEE  BRIBXUHFEITEHRE - AR EEERRSE =100 mg/kg/day
(BAmg/kgstE - MRMRHDE58E)NRE S FHEI B NEHREZ R ITNRE - B
SR B R PRAVARRA M R A -

B e BRI

I U

K2l BB ADHDH R & K B A A D AR EARItalin LARFE MY B ERE - 2= (bi-

modal)WIMFRE-SEE (U : EEMEEMREESE  MERES FEJBmHvF'%’M/J\

5 ) - Ritalin LAR/E M ZEM B 8 &YW RIGRERMRIitalingg BIFR 0 - BRI AW IREGRERZE

BRI - flaNERA)lag time (Tjag ) MBE—EESMTRE (Chayx ) - REES—ERSMP

RENRE (Tha ) M1-370\F « Ritalin LAREMZEYBE—XREZE—R - sliiHRItalingE

ElmR - mEh E4A%2EERSE - —EEmERESZ[2EnRERE RIERNRE
(Trinip) - MEEX_BEESOPRENKE (Thae ) BEL MERES=ERBRES R4
N ( REITRER3) - BARitalin LABFBEUHEZYUBEBNREERERRK -

HERRIitaling Bl —XmR - MELSER4/)S4AZE - Ritalin LAFBEMENBE—RAE—
RUB_ERSMPRE (Chae ) BE - MERESZENE/NEE (Chinp ) B @ &

MBEMPRERRBER/) - EEEBRIitalin LAFBEHEZNBBHIEEIFRARR - BEEEKR
BHRINRKSEILER (RE1RRSL) -

Ritalin LAREMEYBE—RAZE—K - MAEAERILRE E/IRItalinge & 73 M R K E Rl /)i

mEE . _ENARLERIARERSNRAIGEES -

E1 B4 ERitalin LAREM 2B E40=2 = NEMRE4A/) LA EMmERitalingE Bl £ /Y

methylphenidateF19 MR E- R E

20
-3 1
g I.”\ —e—— Ritalin LA% 40 mg q.d. (N=17) |
— |
E 15 FJI —=—— Ritalin®: 20 mg b.i.d. (N=16)
10 f
g J
E 5
=§ 5 _—~—-T-—-.T'z-u.________.
0 5 10 15 20 25
Time ()
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T4 BB ERitalin LAFEMENB RB40=EX=ME R4 A EMmBRitaliniR Bl # M TFI9E
+HIREERENNESHEE
iz RE RESH
5y Ritalin Ritalin LA Ritalin Ritalin LA
il 10 mg & 10 mg 20 mg 10 mg & 10 mg 20 mg
N 21 18 9 9
Tlag (/1) 0.24 £ 0.44 0.28 £ 0.46 1.0+05 0.7£0.2
0-1 0-1 0.7-1.3 0.3-1.0
T (V) 18+ 0.6 20+08 19 + 0.4 2009
1-3 1-3 1.3-27 1.3-40
Crnax1(Ng/mL) 102 £ 4.2 10.3 £ 5.1 43123 53 +0.9
4.2 -20.2 55-266 1.8-7.5 3.8-69
TrninipU/NE) 40+0.2 45+12 3.8 +04 3.6+06
4-5 2-6 3.3-43 2.7-43
Crninip(ng/mL) 5.8 + 2.7 6.1 + 4.1 12+ 14 3.0+0.8
3.1-144 29-210 0.0-3.7 1.7-4.0
Trmax2(NE) 5.6 +0.7 6615 59+ 0.5 5.5+ 0.8
5-8 5-11 50-6.5 43-6.5
Crnaa(ng/mL) 153 + 7.0 10.2 + 5.9 53+14 62+16
6.2-328 4.5 -31.1 36-7.2 39-83
AUC. 1024 £546 866 + 6402  37.8£219 458 +10.0
o) (Ng/mL x h-1)
40.5 - 261.6 43.3 - 301.44 14.3 - 85.3 340-61.6
T1jo (NE) 25+0.8 54 4072 35+ 19 33+04
1.8-53 1.5-40 1.3-7.7 3.0-4.2

aN=15
BIELE61

A ARRItalin LAY & M4 22202
(AUC) M&ES M

BEYNRE

MRERBOIRBEANAERBKHEASFHE -

P.18

£20=%MA0=E=% - methylphenidatefIii4R N EEEE
REE ( Crax1 MCinaxe ) BEMASHIBE -



SARRItalin LAFERENBRESERZEFRE - KRAZRGKRWAIag timel & - B
AE-—EERRESELROGE - REEMERESZERIEENERE - KE _EERR
ESELENKEESIIER  BEENRESAEEE - iERRANE—ERSZmREMRI

BE  HBRNZERE  9KNE  BE_HESZEmeERARD25% - Sl FENTERM
w3e -

FAS
=

Ritalin LAREMZEYB BAFERIEFRNWERTAR - MEBRABKLER - WEEE - TE
BRETNEBYNGFEHAE S8R (dose dumping) B -

HRELRRBENREA @ aiRRBEANZENAEERE LRA (FR3 HEAKHEE—H) -
paNGi

&+ methylphenidate A B EH Y D HREMIR(57%) AL MIK(43%) 2B - HMBEAWES
EIRIK(10-33%) - dIREEEY (d-MPH ) 2HE81ER2.65+1.11 L/kg - MIXIEREBEY
(1-MPH ) %1.80+0.91 L/kg *

EVER/AH

£ R EMmethylphenidate O AR#4B ¥ £ RE 0] A= - d-methylphenidate#322 + 8% - |-
methylphenidate%s5 + 3% - BRI ZEmEEA TS M RIETR WA H -
Methylphenidate#&FCarboxylesterase CESTATAM BRI EM AR - HFEZMNEEREREH
#alpha-phenyl-2-piperidine acetic acid (ritalinic acid) Al R 2/\FRiER S MR

£ - tb/REZE S H30-501F - alpha-phenyl-2-piperidine acetic acidiHEBR¥ R %
Methylphenidatefy & - 1925 EEX%0.17 L/hr/Kg - Resi@flz b EMEEEHH
) (@WhydroxymethylphenidatefZhydroxyritalinic acid) - EEMEZREREIZE -

HERR

e BRSP4 A ARitalin LAR M ZE B EARItaline &l - Ritalin#Z I methylphenidatei
MEBBEBRAFIFRIAL3S5/NE (1.3-7.7N\E2E ) - EREEANFRIAFIHNH2.5)

5 $BEE15-5.00\F52E - ERERERRANFRIRE - REFMB P ES E/E 0 6E
ARERItalinfE BN MG RE - —R—REBRMARItalin LARFEMZEYBE - L7588
methylphenidate 2 EZ4 ZT&{FA - Ritalinic acidi+¥ RERLR3-4/\FF -
ARREMEZ(R)ILEEMMSERER - dNIREEBY (d-MPH ) 255FREK0.4+0.12
L/h/kg - MIXIFEBREBEY (I-MPH ) £7%0.73+0.28 L/h/kg - ORRICEE48-96/ RN - EI=
F978-97% I E MR BLRE R B BEL - 1-3%HREFBHL - RADVE(<1%)RKHZ
methylphenidatefE R F IR - KEMHRIEIE Mlalpha-phenyl-2-piperidine acetic acid(60-
86%)EERRHEL -

IR

Fi: - R18BFUTE12HNADHD R ER A ETEYE N EHE - HP15BRZEFE10212
7 o BEMEKEERERENKBERIZES s RENREIEERALE SRR -
#8220 mgEIERIRitalin LA - RENMPRELFTZ18E35mMARME - RERABR
SNERES  T2HEARZENRERBIREIHEY) - DEEERZEENERLIZEYSRERAE
H5l : A8Ritalin LA - ERESHRLERAZHERE - methylpheidateZE4) &) HEKER
RAREERO M RIER -

BINEEARZE : Ritalin LAREBNEEEENHRAMIAE - ERER1 %S RIZRE S/ RALZE
mERPEE - BEFEREHY(ritalinic acid) T ABZIEFTM - —RRXBBIEATH
methylphenidateZE4) &) H 2T LR/ -

p=1l
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FFIBEARZ : Ritalin LARTEMINEEIEZENHBAMINE - BERETBERHBEZNHES
nonmicrosomal hydrolytic esterasesf{# Airitalinic acid - —f R/ IEEA T H
methylphenidateZ2 )& H 2R ER/ -

iR PRl R E

REZIFENABIBENE

—IEHEM - €5 - LRMHE - FiITaRRETERARS BT ERItalin LA - #28134826E12
mIKIBDSM-IVa2En RADHD 2 & - BHE L4a8Ritalin LA—H - §HEIE10-40=5% - 5
ML TE  REE2E - BERABEERELSENE  RESHABA B EANBES

fic - MEISFEEH - 164BB/ADTHES3E (32% ) UEB10=ZHEMBAE - 1643BAT
BI1MEREA (68% ) UBH20ZEXHESHNEIERBEE - MANBERNEMBEEERR
ZiEE=Conners ADHD/DSM-IVEERWH T HE5 ( CADS-T) -
FEEUFLTEZLIConners ADHD/DSM-IVEZ K Teachers (CADS-T) D EFKE 7 - &F
SREEEFE —RDERINE - DICADS-TEXRARFEAEABAEIENAERIER - TBE
MEHE A T4ER - BRLARitalin LABBRENERBBEENER(p<0.0001) - PHTABARE
CADSEMIHIERE - REEDHTADHD subtypes (JREE - JFRANARE ) WER - BLH
FI#LE®: - 98 RRitalin LAWENEB#HET LNER - TERREBEVF MO TERBIMNTER
5 °

=5 ZEMEXRMAIADHD/DSM-IV Subscale 2B EMIELE ( ITTHREE RLOCFA 17 )

Ritalin LA LRI
n WEETE n WEEITE pE
'(sD?) '(sD?)

CADS-T subscale

nn#g 623 10.7(15.7) 703 -2.8(10.6) <0.0001
AENARE 62 5.3(8.25) 70 -1.5(5.67) <0.0001
BE)KH 62 5.4(7.95) 70 -1.3(5.93) <0.0001
CADS-P subscale

nn#a 63 6.3(13.5) 70 0.5(13.55) 0.0043
ARNAZE 63 2.8(7.28) 70 0.2(6.4) 0.0213
BENK 63 3.5(6.87) 70 0.3(7.66) 0.0015
Tz Rt Hwashout period#E R & RIS BRI ER B D B

ABREAR

SWERA (BEREMAS12 ) RACADS-TEEEBABENREN DB - BILRIIALETD
A Rt

BAZEENAREBBEE
—IREERANRIDAENZ LR ERItalin LA - ZMREE =—ERRE—H=98%HA

% S _B=5BRAMERE - DIRitalin LAGRE - B EEHERA ; k*_HH eI SRER ) - %
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DatigfaRE - BEEET26BNRAME R Rl -

bt et Ba B et - 5 - ZREIHER - 20 iERstRRRER - L7258 395258
M3302L ) KIEDSM-IV ADHDZ £ Ef SADHDRI R AR A A B4R - sl BRERET /A ©
NRIBET - B - LREHER - FITRste0aRAB(E—H) - E&Ritalin LARHRAE
ARA(18260%) WEMNRZZH - BIE3BENEIERZI R EZCENEEEE8FEH(EHA40,
60, 802N Z R A) - RKERAEE M RSB HEEMAEDIE ZRERRItalin LASEEIE
(5 H40, 60, 580=55) (L) -

2) ROEIREE - Btk - ZRERTTFUHAR (35 =) - #F{&Ritalin LAIRADHD R AJm AR #F5 85
B -

BEYAIEEE IDSM-IV ADHDFEE 3R (DSM-IV ADHD RS)2ReFh FEARAI1EH] - USheehanbZ
ATEZR(SDS) - BIZEEHEE—HEREZIIR NN E - AL IIEENNE - YIDSM-IV
ADHD RS#B 7 /D O#E REFEFEMBIIES - BE/rPRARItalin LABI S ARSI 9 BRZEER
ZREI(FrBEEp<0.0001) - LISDSB A EINEEN NS - BnPiARItalin LABI S IIEERIE
ZIBEENRLREI(40=25Ep=0.0003 - 60=£5Ep=0.0176 - 80=5Ep<0.0001) -

PLE e E 3 [Clinical Glbal Impressin-Improvent (CGI-I)#Clinical Global Improvement-
Severity (CGI-S)] - B&FFE5[Adult Self-Rating Scale (ASRS)|f1#i 22 & ¥ &£ [Conners’
Adult ADHD Rating Scale Observer Short Version (CAARSO: S)|FF 45 5% - =#&Ritalin LA
HIS98RHEREY - S —HNFRAN G RIIERRItalin LABRZEH -

<6 NE—HBEEIELRAIDSM IV ADHD RS#2 73 K SDS#E 5 i ia BRI E & R/5— 1
(LOCF*)

Ritalin LA Ritalin LA Ritalin LA Z R

40mg 60mg 80mg
DSM-1V N 160 155 156 161
ADHD RSE LS mean** 15.45 14.71 16.36 9.35
HER =
plE**** <0.0001 <0.0001 <0.0001
ZREKAEE**  0.0167 0.0208 0.0313
SDS#E»BEE N 151 146 148 152
BApO A=
RARIERE LS mean** 5.89 49 6.47 3.03
plE**** 0.0003 0.0176 <0.0001
ZAEKAEE**  0.0167 0.0208 0.0313
*LOCF- Last Observation Carried Forward - 5—Hi&#Z—R[OZ2F - B6BEREE S /8E
HENEBRBA -
**LS mean: LUBEANEERD OBEF - EHRWDSM-IV ADHD RS#R 2 FSDSHR A2

ZHEEHHT(ANCOVA)Least SquareF191E -
**rEaZE IKEE (significance level): SE{BPIEEHIE 7 € EFBEZE K% (alpha) -
RN ERNAT A IERER -

P.21
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15

o HAE e - tEERitalin LANZ IR A B R R LFEERItalin LABRIRIA#ES (R
7) - #EE _H - Ritalin LABHEREZEREFIER - WA7I%RASEEET RRNVZEFZED6
B (p<0.0001 RN ZEH) - BELLOSBRUZEEISENBA - AERAWHIRTRER
Ritalin LAYSBRImAK3E -
R7T F=HABEKXMABESLE

FiARitalin LA Z BEILEE
FiBRitalin LA 2

N=352 N=115 BELs pfE*
n (%) n (%) (95% Cl) (BEZ K rw)
BEEH 75 (21.3) 57 (49.6) 0.3 (0.2, 0.4) <0.0001
(0.0500)
SRBEAR K 277 (78.7) 58 (50.4)

*PUEBE R E R ST S ERItalin LAAMZRE LR E EpE -
**ERZ K £ (significance level): SEEPI 1R & 2 & ERZE K% (alpha) -

EAB=HRA BT E—AME ZERH5-148Ritalin LAGEE - E=H DR < B
HREA - BN AEEEZRItalin LASEREA - ZRERRVEHIRTISGERIB R I RIENN -

R EERE - FrARitalin LAB 28 AN S MU R 3 EEDSM-IV ADHD RSHIL

= MEZEBALLR  9ERENNE - AEARBHNBERRBSREN - B—M&KR - 5
ML N2 EERRL - AILEHERKREARTERZ(ZESATEREH60mMg) - B
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Information issued: USPI 09-Dec-2010, Swedish Pl 19-Apr-2014, MOHW 1041406067,

IPL-03Nov2023
TWI-250324

FIEMME : Societal CDMO
Gainesville, LLC

NBEMME : Packaging
Coordinators LLC

S EHERHERAT

BIEmBRIE : 1300 Gould Drive, Gainesville, GA 30504, USA

S EFEMME : 3001 Red Lion Road, Philadelphia,
Pennsylvania (PA) 19114, USA
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