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HERIEE - Mk, B, 58
e 25°C/ KR 120 /5 b7 L
HORTEHERAIR 1000Lux Lux * hr

ARBRIEHE - MRIR. BEEWE. W, SRR L




(2)
3)

(4)

REER LIBERED
RE M

ftukl & DEEEEL
(MEFHE)

ptanicd

. BER-AE

EENBELRE -
Q% LR
BE - AEICHET D
%4

GES

FHEE

BHEOME

- BlERH SN OEM

L]

. TDih

A% L0

EEE R L

ABRE  IRHRBRIES 2 15
BRI : 7K. 900mL
%L« 534y 50 [AlHx

JHEE 15 s OIEHE 75%LL E

AR OANA

Y& 8E 10mg : 100 88 Gfl : XF)
P04
W7 A, ¥y v (&R)

A% LR

AR OrANA

500 & Offi : /X7)



M

(2)

V-4.

(M

(2)

)

MEER TR

AR TR ICEE
THIE
RAERUVAE
RERUVAEDREDR

RZRUVREDRE
#R4g - R

RZERUVAEICHEE
THEE

17358

BRERT—R2 /Ny r—

v
17 S

FRE R R

V. BEICEY 5EH

4. HEEXIIHE
FiLaLro—

BRES N TV

6. AiERUHE=

AFNT =7 — MEBEHE L LT, BHEKA 1 H 20~60mg % 1~2 [EZ53H]
BROEEGT 5, i, Fi, JERICK Y EEEBT 5,

— R EE R R T 20~60mg LV IEZ S > TEEG L TV R 95%0 20~
60mg ZfEH L C\We, 72, &5 8% 60mg DL EIZHEL THLEDOMENE
bolhol-y UEXD, Fralb 7 o= dh 02 omE 1 AR5
% 20~60mg &% E L7,

1. RERUVAZEICEET 58
REENRDH D DT, ARICER L, FZLILRORESIFA & L ThET S+
52 &,

(f#35)
KA DFBENRITHIRE 30~60 2IZdH bbiL, 3~4 FEEFffe T 5720, R
LRGN I DT A LI OIRIEITRET D LB D D,

RUER R L

AR L

DR L



(4) HRECRIEAER

1) AR —REERRBRICBWTC, FraL T r—cktT AR (FLE) 1T
89.6%(95/106) ThH o 7= 178 | F7-. “EHERHLEFRRICEB W TARAOAF HHENR
EHHNTNS P

FILIALTL—DLBHREE

,?g
2h 2h H 2h k& B i
)|
Bil%k 7 88 11 0 0 0 106
REREE (%) 6.6 | 830 | 10.4 0 0 0 100
FILaALTL—DRERNIERE
2 | S E R G
NG L o * i " " W K aé
iE R s e SR | %
mE | E | L (1| # (%)
AR R AE 1218 | 9| 0| 0| 0O 97/106 91.5
Kt Eh MR 3193 8] 1| 0] 1 96/106 90.1
i SI 8 4E 14|67 (17| 0| 0| 4 81/102 79.4
R Z) 5 15(61 (20 1| 0| 4 76/101 75.2
HHEHR SR 26|49 |15 0| 0| 4 75/ 94 79.8
7 [ SRR IR 2|56 (3| 5| 0| 2 58/101 57.4

* FRRFRBRBA AR IZ 35 1 D AR DR BURIL &2 WS D 72 EIR & &I RN R 5,

<BE>

Far7—39 Fil (VXU Ofirtg 37 Bl) 2xt%e L2778 RB X
O\ Prolintane ([EPNARAFR) *tH, “HEM., 70 24— —F BRIZBW\TY
2 OFERENRENTND Y,

2) REMHR Y EE R L
(5) BE - WERIFER EEER L
(6) AEEIER

1) ERAREAE (—# | 8RR L
ERARMERAE. BE
ERAREAE. /A
RfELEBREE) \ R
ERFTERT —FR—
ARAE. RERTR
BRARABROAR

2) ARPBEHELTER| Z4ER2L
FEODHNAEXITEM
L-AZ& - SEBRO#
=

(1) it Y EE R L




VI-1l. EBEEFMICEESH DS
tEMX Tt EEE

VI-2. FEBEER

(1) 1EREML - 1ERERF

(2) EMERMITDHHER
PR

VI. E3pZFEEICEHI HIRE

AT A—=LT Iy (FAIv ST RLF Yy, 7 RLFU L) BEOWR
MHREER] (T 7o X I, REY )

(+)-R,R-Methylphenidate Dopamine (R=H) . Noradrenaline (R=OH)
HO
_COCH,
R
Hese HO
NH
NH,
(+)-S-Amphetamine Pemoline

H
o)
>—NH2
4

EE  BEOH 2 LEMOIEE - DRFL, BHOBFIRLESZHT D L,

HaC NH,

AFNT z=F— ME, VT T RRERTO RRIVERI LT KLU~
DRV AR ZEZHEL, VT 7 AR | A~/&U/w7bvij%§
%Lﬂéﬁfﬁﬂfﬁé@hmfi%a”:mbbé%@}:%zf‘oﬂfb\éﬁ\ 577 L=
L7 — DR R B T DR ERB R I3+ 01 %%éhfwﬁw

1) SR #ERRIEAE A

T TA, Ty b, UFFE, A XITBWTAF LT =5 — MNEREE 0.5~
5mykg®ﬁDXi#%D%&5 KV EEOTUE, WEMITE), BrEE)
S PR R SFRO 5N TN 8

2) BREHICRIZTIZE

YU RZATFNT = =7 — MNEEEE 15mg/ kg RO & 5L, IREHD T &2 H W
THIZE LI ERTIIES 1 FFRIRICRLERED 4 FOEB &L R L, £727
v MZ & AR TEBRICEWT 10me/kg 2R AHK G LA II3EH 2 H
FEFOTLHENRO BN TS 8, AF /LT = =5 — MEERHE O EE) LR
FIZOME R OFFEIEICBWTCAZ T2 H I T =4 OIFIETRH
THDHZENHEDLN TG 89

3) EERICRIFTHE

REM Al a7 v—oiE (13 ) AT V7 ==F— MNE#EE (10~
40mg) ZEH L, FUHOFH (W) L% GRERIERG5%) © 2(EK
BLT 1 KEORY 7T 7 0 2TV MREEE LB U726 R, RERHERERE D
R L 72 B NIRATR BE R CANIRTERE) 2% 3.5 f3IIER LIRS 2 RERE
MEFHFHSZLENBOLNT WS, £7- . REM IERINHIZE O & 72 5 AIR
ﬁREM%@%ﬁﬁW@@%# 86 Hiv, REM BEIRINGIEH OFEN RS
Tn5, 10



(3) FRARBRFME-F8 | (FAHRBIRME . @5 30 5 ~60 75
i3]
VEF R R BRIRAOICIE 4a~6 B O Bt L B2 b b 1w,
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VI.L E¥MEREICET HEE
V-l R REO#ES

(1) BB LR L
R R

(2) ERRRABRTHER SN | BRFRAIC UC- AT N7 = =7 — MEBE AR 0K 5 Loire cid, mEd
r=HRE UC i B 2 R DR G%K 2 RH T, 2O UCITEITHEDICL DD
DTHDH 12, GEADT—H)

<BE>

Frar 7y —BE 1HICAK 2 88 (20mg) F721E 4 58 (40mg) =FhEh
HERR OGS L5 E. TEEERTH 5 RBIEE (A K)ot 35T
PEZR L, 20mg # 5 & g LT 40mg £ 5 TI3M 6 f5I2m L7z, Z OIHR
FENE D IR RITAAFNIRR O 5% O ELEERH IC BT 2fafmicLsb0 B2 5

TN A 13),
ng/ml
12~
ng- &§/ml
101 50
4 m 40
8 zg 40
% 40mg »
61 FE 30
x i
- 4 i 20-
%
&
2 T ?! 10 N
f t | 20mg
0 0 T ]
0 2 4 6 BB 0 20  40mg
B M 5k
& | Tmax (h) |{Cmax (ng/mL)| t1/2 (h) (nng-I}Jl/CI;oL)
20mg 1 1.7 2.6 5.9
40mg 0.7 11.7 2.7 42.7

Fova L7y —EE 4 BIR OB 4 BIZAA] 2 88 (20mg) #5% 0 d K
DO IMSE TR 1~2 BR%ICREISEL, 20T 1.7~12.5ng/mL & il A%
DR E L IRINITA 3 R & FhE g 19 (<) BMA (LK) oo
FEiXdED /10 LA FThHh b, TERFYTHH IV XV i (B=AT LK) @
M AP EE X ARZEIR DK 10 5 & B s, SREEAICREETH D 19,

() HhEE Y EE R L

4) BE - HRAEOFE | HUEHLL
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M

(2)

)

(4)

(%)

(6)

M

(2)

M

(2)

)

(4)

(%)

FEYIRE SRR
INT A=A

PR ik
IRk 0 228 £ 3 0

HREEEH

2075V A

BT

Z D

BEH (REaL—
av) &

R A A
NS A—RAEEER

R AR

kil
1fn 7% — A B8 P& 1

i % — RR 8RR P @
i3

Fit~DBITHE
BRANDBITIE

ZDMOHEEBEA~DRE
7%

SREANDT —F + 33—k A2 TR 16
UERR L

SMEANDT =5+ EHERA 10 Bl 0.3mg/lkg & HEIRE N5 CFfE+S.D.)
0.300+0.038 hr-1 1¢

10.5+1.7L/hr/kg 16’

SEADT—%  NREE XS BYEREE (ADHD) 4 fi
20.13+8.98 L/kg 17

B R L

B R L
BB R R L
AFNZIELE D> 5 OWIUTHEL) T, 1FIERBICRINEND 18

SNAFTRATEYT 4 >
31.4+15.9% 19

BB 5 19

DR L

BATT 5. RELTIRIE/R RIS 2.7 T (n=1) 2,
DR L
DR L

<HE>
Ty MIUC-AFNT 2 =5 — MEMER DR E 15 FE#%OEEEICBIT 55
X FROLEY T, BEMSE X0 & IEREMESEICE L 5 LW, £
7=, B5% 15, 30, 60 OISR, FERFGEIC ST L, MRS
®%ﬁm;k%¥ﬁ&0%%K%<\ﬁw?wﬁ\ﬁ%\ﬁ%ﬁmﬁﬁ<ﬁo
TUz 21

#EANDH (Svb) IRSEICHTIEE () ]

e NEVANE Sy 1) FENGVAME 4y 1]
i 0.24 0.22
e 0.10 0.15
Jibd K O B 0.08 0
HIGE 0.22 0.44
NBERNE 0.08 0.46
Z DD H RSy 0.27 0
X2 LI
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(6) MBERKEE

VI-6. X3
(1) BB R UM HHEE
B

(2) KHIE5T S8R
(CYPZE) OnF
B, FEX

(3) PEEENRDEE
RUZDEE

(4) REHOFEDOHE
RUEMRLE, FHEL
=

VI-7.  HEitd

16.2+1.1% (A% A) . 15.2+5.2% (hRE) 1

AFILT T ZT— FORBHRE 2V

o
O

C-“—"DCH, C—OH

AFLI=F—} LR
mlkﬂ‘]fﬁﬁﬂ-ﬁ
——OCH;
_OCH’
L
4 X p-E ROFL-AFILIT=_F—F
fi’ Sy b
C—OCH, [s]
HO
5k KO S-6-a% u-
'NH AFNZZ=ZT—F
(+] A BT 2T
6-A X U-AFILTTZTFT—F} [RR=2r
U ERR L
AR I IFER A R L, glEmiE U Ic s T sffic kb0 LEX L

nTns 19
ERMCBIFAERFW THL U XY UBITEBICRIEETH S 19,

<ﬂ%> SEANDT — 5 18
t MBI DRTOERBWIIM T AT RO ) 2 ) VR T, HE5RED 80%%
HHTWS

HEMEERAL « PR R OVE

GrEANDT—4)

E M2 UC-AF VT = =F — MEMRIE 20mg & 0#& 5 8 KON 48 KifEt: DR
FRTHERIZTZENZN 50 L 90% TH 7= (n=6) , BFEEPHEMRIL 24
KON 48 B TENEN 1.5 KON 8.3% T, #EFIZ iﬁ<b—bwwﬁém&
otz (n=1) , 1“C OFINIR PP L W HE L C 7B TH -7z 12, JR
ﬁmiﬁ%%@%ix%w¢®u&uy%f\%5%@&m%£w\$%m%
DM A 720N 18



F v MZUC-ATF )NV T = =F — NEFRK 15mg & 05 15, 18 K& O 30 KFfH
DRFYERIZIZNENZRGBED 78.4, 93.5 LN 94.3%TH V. JRTHEHY
CIXRERIIRH S e otz 20

Ty MRS RIT UWC-AF)NLT 2 =F — MERREZ %5 LT85 R Em o R
T OEISITTEDO LB TH D 12,

R RBEMDEE (Sv b, 4X)

JRH14C PRt OEIE (%)
R PED 7 b A4 X
EIEN 0 [iiiaes
VY Uk 27 36 44
P-OH-AFNLT ==F— | 15 3 1.2
p-OH-V % U i 20 19 2
Ox0- AFNT x=F—F 1.2 <1 7
Oxo-V % U % 3 1.8 30
P-OH-V # U 1 (A1) 10 10 <1
VI-8. +SURAR—F—IT| EEERL

B9 515

VI-9. BHFICLDMREE | GlEAOTF—¥) 22

(1) MEREENTEE (n=1) IZARAl bmg #5- 1.5 L O 3 Kz o iR E X Zh
Zi 3.9 KO 2.7ng/mL T, 5.5 FFH#IZITM RS (Ing/mL) AT &0,
SRR LN o T,

(2) MEEHTEE (n=1) IZAK| 5bmg F7-1F 10mg £ 5% O i 1B TR
TENEN 1.5 KO 2.7ng/mL T, & 4 FERHIZICIZZLE UM H R
(Ing/mL) L F&UN2.6ng/mL & 720 EEMEITRED v o7,

VI-10. HEOEBEET S | LNEHAL
B

VI-11. Z0fth iz L

14



VII-2.

VI. £t (FRALDOIESF) ICHATLHEHEE

ZERNREZTDOER
> =

IS e

REEZDEH

[

AFEOEZEEF, FILALTO—DEH, ARERICHEEL., EMEKEZETE
FDVRIFIZOWTEH+RICEETE SHER - EEKE - EEEFIGD
WEEBDLETOATI EELIT, TNLERICEWVTIE, FHAETIZH
ZER - ERMEEHRL-LTHRAZTO &,

(fFER)

2007 4 10 A [9o0) BhRERIBRICHE 5 KGRI & L Tt 8 208 15 (21T
I L&, BEMCILETLIN, ZOMBEERIX, AMENLRLE =
FERER TV 2 U REERERS] (BT ra L F o —oln, RRIC
K 570 & O EREEE A 7o L7 EAD - EREE - 28, Ikeidz
DA S AT ERD - ERHEET - JERIZIRET 5 Z & FRITFRAIRTIZ A T2 5%
ITER « EREENPBERKIN TV D NER L. BE I TORWESITHA %
ERT L2 E2EARET D, FEMILY 2V VB EHEBSFER AR —L—
YaZ M (http//www.ritalin-ryutsukanri.jp/ ) .

2. BB (ROBHEICEFEBEELLGNVI L)

2.1 WEORL, Bk, BEMEO D 5 BE [HARRRIEIEN IS X ER %
BSELZ LD D, ]

2.2 PAERRARNIED BE [IREZ LR SE28ThlH 5, ]

3 HRIERETTE D & 5 B (ERGRICEELRITT LD 5, ]

4 RESI, PEO D D EBE UERNET 28T rH 5, |

5 AFN DRI LIEBUEDBEERED & 2 BH

6 EEET » 7| Tourette SEMEHE D BE SULZ ORETENEE - ZIEED H 5 i

H UERZEMNIFERESEL 3D D, ]

1

8

2.
2.
2.
2.

2

ST BIE D OROEE [0 SIERPELLT o B Th B H 5, ]
2.

WEMEES IR T D T )V A —~DH L HEE (E  FREEEB8%
nndHs, ]
29 £/ 704XV —E (MAO) MHEAZEGH UIEGH 1% 14 A
DNoEE [10.1 2]

(FRER)

2.1 A D R 83 AR O RTEE TR ESR & B L. RN /iR
W T & 2 HUBHRTE OAENAL & 22> T D, KA, v F 7 ZHETHI
SO RN VHRVIABEIT) RARI VR TUAR=ZZHEFEL, PRI v
FRER & B S, PIARERIBIER 2 H 53 L FEX b TVD,

2.2 PAZERR AR B TIX, AHI O SRAPRAITEAE NI X DAL O#ORIS
LV FEAKEEPHELS R IREDS ERT B8N0 H 5,

2.3 AANITZIEARERBAE 3 5 0 | AR RETTHE D IEIR T & 5 HARTE D
TEEBRGHER Z B S 2B ZNNH D,

2.4 KA O ZEAFRERIPLAEANC L 0 BIRIEA IR Z B S 720 . Poldm 275
T LBENDND D,

2.5 ARANID AT X LIBBUEDOBIERE D & 5 BE ARz &G Lo HZe., 58
IMRBEUETER DR T D BTN H D,

2.6 BITEM & LTF v 7 KU Tourette SEMRF OMED DV | FER &2 B SUTFE
HTOLBEINDND D,

KTF > 7 LIXRE LRI 2 2 RBEEES) ©, B H YR58 %8, Sk,
BAGYE, FERRENA . WEZDEE H 5 W ITEF TH D, Tourette JEMERE
. NEBIH D VITFREEICIIE L., 1 FLL B BEOTF v 7 T, HED
EEMETF v 7 L 1 OULEDOEFF v 7 BRI D, BT v 7 IXEFEAITHEY
RYFR, OPWVWETLE LT, HEREPRHETH D,

2.7 AHNOPRARREFE N TR LB EAHESEL LB H Y HIEE D DO
JEREZE LS E2BENNH D,

2.8 AAND A EARRERITEAE NS X W AGGMESUI AT T T ) A=~ D%
BEOMEZ S DI ERIELIBEAND S,

2.9 KA O LA REAHAIER & MAO FLEAIOE /7 2 AAGHLEE O A
EHClER LR 282 hndH 5, (V-7 MAELEM] OEZM)
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MEEX (TN R 2B
THIELEEDER

RZERUVRAEICHEE
THIEELEEDER

EEGERIEL
ZDEH

(V-2. BEESUIZNRICBET DIER ] OHSM,

(V-4 FEEROHEICBEET DIEE] OEHSM,

8. EELEARNMIE

8.1 ARE| &G 25 EM XX EFMEFE T, FGANCEE UIFESITH L
T, AFNOWEEEOIE ST, IKEHEELZFRAKO Y X 71220 T, +
DitEmAERMET o L L b, WEARMEEIC OV TIRET S 2 b,

8.2 AREZEMME G T 255121k, EMMICIRFENIREZIT) Z ENE
F LUV,

8.3 LMILERITHT D HELBERT 5720, AFOFGHMTIL, EHHIZ
D (IR ROMmEZRET 22 &, [9.1.3 2]

8.4 HiREEOER (HRfiEE., FH) SHREIh V5, fREFENE
D OENTEAITIE. ROBEZFE L, SIS U TS 2 Pl i dik
T5HZ L,

8.5 lH B DA Z M L T 7o h fehis 1 fi 2 OBl O BEE R e W BF 1T RS
WL B O RS T U EE OIER AR E STV D, DX ) RIE
WO EZRBDI- 5, AKFIE OBEOMREM A2 ZET 5 2 L, IR
WO RGEAELH D,

8.6 HE W, IRX., HIREESENRKEATIBZENANH LD T, AFIEHHO
BEITIX, BB HOERSEAERE O B OBEICIIEF SRV L 21T

EETDZ L,

(FEER)

8.1 HBEFENIIFHREI R L., AFIOF a7 —DIEEICBIT A ESIT,
Fo, BB CIREE 2 BEESE T AREEN H D 7 EoL VR
THHAEITV, BREFIELEOBEY R EHEICOWTHEET 2 LERH
Do

8.2 M G D22 M 2 Melfd B, TR MK FRIRAE 21T 5 2 &N
PFE LV,

8.3 AANIT LA MIMS T /EE FH SE2FEARS Y, BH5FHITE
Wz (IR ROMEZRIET 2H4ERN S 5,

8.4 AK|THMHAIEE, FHRL/REINTVD, HREEN @M T < ik
THHEEITE, R THIRNESEDIREE LD D720, IROMBA %
L. BHMED &2 M 2 BN H 5,

8.5 NEBIONHFEMOBE 2G5 L LI-H KB IR D 7 2 R % IR 1
BRD A& T F U AT, BRI ST ERIE O RE IR 23 H AR B K 51 TR
0.1% (4/3482) ITH BN, T T HRBETIIRD SR TVARL,

8.6 Flik £FB Y,
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VI-6. HEDNDEREZHIT S
BEICHTHERE

(1) EHHE - IEEFD | |9 BEDESREZHTHEEICHT HIE
HoBEE 9.1 BHHE - BEEEOHIESE

9.1.1 TAMARIIZTOBREROHHESE
FRRME AN T S, BIEZHERIEIBENNH D,

9.1.2 BEDILVKRRBICET 2HBE. RARPLCEEGTDERBICETIREES
Mo, DMBICEETEGOSARELNREO NS, BHL LIEXZOREESI TR
BIhbEH
AFN OB G- % Bad 256 10i%, GBI OEBRRESIC L0 LmE
ROIRREE TG 5 2 &,

9.1.3 gmMEMNEE. DAL, DHEEZEILEEZLEOHIESE
ME T O s LR SE28FW03H 5, [8.3 5]

9.1.4 RMEREE (KNEAKE. OEX. KEFE) OHLIEEXITZOERE
BEOhsdEE
INGOEREZ BN IIHERITEDLZEBH D,

9.1.5 BHREER MEKLFE. BERERES. WBHERES) OHhdEE
ITENEE . EEREE IR T Y — FOERNET B ENRH 5,
9.1.6 EMXREXI7ILI—IILDELZOBEEDHIEE
MBPERELINC X 0 8 O it K OVE 2 72 R B O Bew A TE 2 £ O Kt Bk T7
EAEUDAREENRS 5,

9.1.7 DIEICHEMEEXIMOEELRBEOHHEE
KRB ITMENT LTy, AHIZ & e r i g E H 2 A9 2 3851
OFGIZ XD EIRFEDRENRH D,

9.1.8 FKIEABKANEDEE
REA ERSELBENNH D,

(figE%)

9.1.1 AFNTEHEMEAICT S, TANAXITFDOBEDH 5 B TITRME
EHEERTHIBENRD D, B, WURIUEREOR G22I TV A EHE
T, AFNC K D RIERF OB & D VT VEEIEE OBALIZ A SR H
ST EDRENRD D,

9.1.2 REBIMRITFREL 72> TWRWA, BBV TEHRERNMEREAT D
TR R i 26 Bt b 2 FR A LS ARA 2 5 e FPAR Aok B ) & P 5 L 7= 451 T 299K
FENHAE STV D, DB HEER B XA O BEIE 2 E D & 5 B 1
HERG 25TV EN, DIEICEE TIZZRZWVWRREIRBOLNDE, HL
IXZFDOAREMN R EN S BEICBWT Y, 5B OB BE L%
TLEROREZ M T 20BN H 5,

9.1.3,9.1.4 AH| O ARARIEAENC L v fE B, DN g k-4 &
N D, IMFEERBIODIAEIEMO 2 Z 2 T 0T VW E E, DR 4E,
DMHRRZE, NI A e (MEIRE ., /&K, M%) OBEIITEEIC
BHETDHVLEND D,

9.1.5 AFOHFRMREEERICL Y, YR, B, BEL SO HERZE
ZTZENRDHY ., HAKIIE, R, BRSO BE T T
. EEEEIMFECE Y — RBNETIB8E11H D,

9.1.6 AFNOIEMEAELHIC X0 i L Ot & Ok & 72 FLFE O B 1TE 2 £ 5 ks
MWK E LD BENNH 5, BHIKFEOERIITEAZERH VY . Ky
IRIFCT )V a2 — )V B OB EIREN & 5 BE TIRIFICR 2 fegatt 2 A4
% AREPEDNE Y,

9.1.7 it LBV, ( IVI-5. EEALRIEAWEE L ZOHE] OHEEMW)

9.1.8 B ANIEOBEICB W TEH, AMEENEBIED Y 27 2RI H
ETERWNWI ot Lz, (V-2 Z2aNELEZ0EEB | )OES

)
(2) BHreEERSE BEINTHRN
(3) FrigrelEEEsE RESHTHRWN
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(4) £IERE%

(5) 1EE

(6) #=FLim

(1 INREF
(8) BEnE
VI-7. fHE{ER

(1) #HAEE

BILE

EENER

RESNTHRNY

9.5 1F4F
ﬁ%lﬁﬁ%bf%éﬁ%ﬁ@%éﬁﬁmm&ﬁL&w:kﬂmibw
;IR (VY F) BV TKEERE (200mg/kg/H) 12XV fEAFRME
(o FHE) s shTnd

(FEER)

ARFNOITYRF OB 5T 2 22 2MITMESL L TV, BB TG TIIMED
WERDH Y, M UTIER L TOW D AR H D MEICiTm G LanZ E
F LU,

9.6 =7Lim
BRALBVWZLENREELY, B FTAFAT ==F— F2 HIFPICBAT
TREDOBREDD D,

mﬁm
BT AT RBIT LRI L8 TIE (n=1) o RERL A BE/ R Ul
%ﬁw127f N @ﬁﬁ;it%&@;@o2%&ﬁ%5m1mémk

9.7 /pDR

9. 7.1 RHEAMEIL, #HAR., ARXIT 6 MR O RITITEE Lot 215
e Efllrsn 55 %H% &5Lﬁw:k
912$ﬂ®&5ﬁ§% OB EICFRROMEICEEL, HFESCKE
OB L RWRIR G252 &, /NRICEKZEMEE L
TS IREM OIS, REBENHRE SN TVD

(fRER)

9.7.1 AAID 6 A D %t 2 H oM & VLM IEMENT LTV Ruy,

9.7.2 /NRICEME L L, & ORES I &8RO EERIEN 2 DT
WENH D 28 wE, BE5TICE Y EERFRIGBENSL LnbhT
B, KAlZREMCH 2 BEICEGT HHEEITIE, TOREEF/NRIZ
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FHNETOHEST
Wik

BONICEH T DERK
XEFE®R

XO. BF&H

KIS T DZRESUIZNR, HIEAOHBRIZUTO EEBY THY | SMETOK
AR L3RR %, ENOARNE O TAF 2T 5 Z &,

4. hEEXIIHE
FiLaLro—

6. AiERUHAE
AFNT =5 — MEEBRE LS LT, W@EAA
SEREOES 45, Rk, Fhs, ERICED

A1 H 20~60mg % 1~2 [AliZ
W EH T D,

N CTOAGRIRI (2025 4E 7 HBEAR)
KIERATSCE (2025 4F 2 HkET) ORS

R5E44 RITALIN® tablets

FIE - Hik& RITALIN® tablets 5mg. 10mg. 20mg

A4 SANTOZ

FEoeAE 1955 4

ZhEESIE#H L | Ritalin is a central nervous system (CNS) stimulant

indicated for the treatment of Attention Deficit
Hyperactivity Disorders (ADHD) and Narcolepsy.
HAELOHE -Pediatric Patients 6 Years and Older: Start with 5 mg
twice daily (before breakfast and lunch), titrating the
dose weekly in 5- to 10-mg increments. Dosages above
60 mg/day are not recommended.

- Adults: Average daily dosage is 20 mg to 30 mg,
administered 2 or 3 times daily, preferably 30 to 45

minutes before meals. Maximum total daily dosage is
60 mg.

(=)
_EBICZOWTIE, BHADHKGREIHE R %, [ENOKRNE O TAAZ
BT 52 &,

D) mm«\mx%l B9 % iENER

ABICBTDARFNOREDOE ZEHTH2EFTICHET2ER TEMEEZET D
F. bk, B OHOFTEIZLLTO LB Th Y, KERMCERSS
ADEC BHE LT8R D,

9.5 1E4F
Il AR L C WD RIREME D H D LEICIiZ & G L w2 EmEE L
VW, BER (X)) BV T RKERSE (200mg/kg/ H) 12X 0 IEFE
(M) PHEIRTnD

9.6 I=RELIF
BILRNWZERLEEF LV, BE R TATF AT =2=F— k0, IiHHICE
T2 L0RENRH S,

HiR RN A
KEORACE | 8.1 Pregnancy
(2025 42 A) | Pregnancy Exposure Registry
There is a pregnancy exposure registry that monitors
pregnancy outcomes in women exposed to ADHD
medications, including Ritalin, during pregnancy.
Healthcare providers are encouraged to register
patients by calling the National Pregnancy Registry
for ADHD Medications at 1-866-961-2388 or visiting
https://womensmentalhealth.org/adhd-medications/.
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Risk Summary
Published studies and postmarketing reports on

methylphenidate use during pregnancy have not
identified a drug-associated risk of major birth
defects, miscarriage or adverse maternal or fetal
outcomes. There may be risks to the fetus associated
with the use of CNS stimulants use during pregnancy
(see Clinical Considerations).

No effects on morphological development were
observed in embryofetal development studies with
oral administration of methylphenidate to pregnant
rats and rabbits during organogenesis at doses up to
10 and 15 times, respectively, the maximum
recommended human dose (MRHD) of 60 mg/day
given to adolescents on a mg/m?2 basis. However,
spina bifida was observed in rabbits at a dose 52
times the MRHD given to adolescents. A decrease in
pup body weight was observed in a pre- and post-
natal development study with oral administration of
methylphenidate to rats throughout pregnancy and
lactation at doses 6 times the MRHD given to
adolescents (see Data).

The estimated background risk of major birth defects
and miscarriage for the indicated population is
unknown. All pregnancies have a background risk of
birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background
risk of major birth defects and miscarriage in
clinically recognized pregnancies is 2% to 4% and
15% to 20%, respectively.

Clinical Considerations

Fetal/Neonatal Adverse Reactions

CNS stimulants, such as Ritalin, can cause
vasoconstriction and thereby decrease placental
perfusion. No fetal and/or neonatal adverse reactions
have been reported with the use of therapeutic doses
of methylphenidate during pregnancy; however,
premature delivery and low birth weight infants have
been reported in amphetamine-dependent mothers

Data

Animal Data

In embryo-fetal development studies conducted in
rats and rabbits, methylphenidate was administered
orally at doses of up to 75 and 200 mg/kg/day,
respectively, during the period of organogenesis.
Malformations (increased incidence of fetal spina
bifida) were observed in rabbits at the highest dose,
which is approximately 52 times the MRHD of 60
mg/day given to adolescents on a mg/m?2 basis. The no
effect level for embryo-fetal development in rabbits
was 60 mg/kg/day (15times the MRHD given to
adolescents on a mg/m?2 basis). There was no evidence
of morphological development effects in rats,
although increased incidences of fetal skeletal
variations were seen at the highest dose level (10
times the MRHD of 60 mg/day given to adolescents
on a mg/m? basis), which was also maternally toxic.
The no effect level for embryo-fetal development in
rats was 25 mg/kg/day (3 times the MRHD on a
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mg/m? basis). When methylphenidate was
administered to rats throughout pregnancy and
lactation at doses of up to 45 mg/kg/day, offspring
body weight gain was decreased at the highest dose
(6 times the MRHD of 60 mg/day given to adolescents
on a mg/m? basis), but no other effects on postnatal
development were observed. The no effect level for
pre- and postnatal development in rats was 15
mg/kg/day (approximately 2 times the MRHD given
to adolescents on a mg/m2 basis).

8.2 Lactation

Risk Summary

Limited published literature, based on milk sampling
from seven mothers, reports that methylphenidate is
present in human milk, which resulted in infant
doses of 0.16% to 0.7% of the maternal weight-
adjusted dosage and a milk/plasma ratio ranging
between 1.1 and 2.7. There are no reports of adverse
effects on the breastfed infant and no effects on milk
production. Long-term neurodevelopmental effects on
infants from stimulant exposure are unknown. The
developmental and health benefits of breastfeeding
should be considered along with the mother’s clinical
need for Ritalin and any potential adverse effects on
the breastfed infant from Ritalin or from the
underlying maternal condition.

Clinical Considerations

Monitor breastfeeding infants for adverse reactions,
such as agitation, insomnia, anorexia, and reduced
weight gain.
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8.4 Pediatric Use

The safety and effectiveness of Ritalin for the
treatment of ADHD have been established in
pediatric patients aged 6 to 17 years.

The safety and effectiveness of Ritalin in pediatric
patients less than aged 6 years have not been
established. The long-term efficacy of
methylphenidate in pediatric patients has not been
established.

Long-Term Suppression of Growth

Growth should be monitored during treatment with
stimulants, including Ritalin. Pediatric patients who
are not growing or gaining weight as expected may
need to have their treatment interrupted /see
Warnings and Precautions (5.7)].

Juvenile Animal Toxicity Data
Rats treated with methylphenidate early in the

postnatal period through sexual maturation
demonstrated a decrease in spontaneous locomotor
activity in adulthood. A deficit in acquisition of a
specific learning task was observed in females only.
The doses at which these findings were observed are
at least 4 times the MRHD of 60 mg/day given to
children on a mg/m?2 basis.

In a study conducted in young rats, methylphenidate
was administered orally at doses of up to 100
mg/kg/day for 9 weeks, starting early in the postnatal
period (postnatal Day 7) and continuing through
sexual maturity (postnatal Week 10). When these
animals were tested as adults (postnatal Weeks 13 to
14), decreased spontaneous locomotor activity was
observed in males and females previously treated
with 50 mg/kg/day (approximately 4 times the MRHD
of 60 mg/day given to children on a mg/m? basis) or
greater, and a deficit in the acquisition of a specific
learning task was seen in females exposed to the
highest dose (8 times the MRHD given to children on
a mg/m? basis). The no effect level for juvenile
neurobehavioral development in rats was 5
mg/kg/day (approximately 0.5 times the MRHD given
to children on a mg/m2 basis). The clinical
significance of the long-term behavioral effects
observed in rats is unknown.
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