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Pharmaceutical considerations on development of methylphenidate drugs for
treatment of attention deficit hyperactivity disorder
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Abstract: Attention deficit hyperactivity disorder (ADHD) is the most common neurobehavioral disorders in child, methylphenidate
drugs are widely used for treatment of ADHD. This article mainly refers to relevant literature of representative methylphenidate
drugs from domestic and foreign market, based on the understanding of CMC review experience, briefly discussed the general
consideration on the development of methylphenidate drugs, and proposed some suggestion about dissolution control, alcohol-
induced dose-dumplings and sprinkle in combination with drug release mechanisms, in order to provide some reference for pediatric
drug research and development units and the technical evaluation.
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Table 1 Some NDA products containing methylphenidate in FDA
I vy mes WE oorrE X pom ez DAL
i RSZli5 PRED)
1955 SRBRIK I RITALIN Jr NOVARTIS 10187 20mg / 650\ 1) LEAE >
HEAEH 2URCAEER
FERDRNAFH 2
a3k
2001 HFRWRAIE  FOCALIN J NOVARTIS 021278 10mg / H 2%, [k 4 h
2002  EhERIR G METHYLIN  CIERA  SPECGXLLC 021419  5mg/5mL, / 6L 1) LEAIE
10mg/5mL HEAREH 2RI
TERD: N AEH
283K
2021 SULFRHIR  AZSTARYS i3 COMMAVE 212994  52.3/10.4 / fEH 1R D
PRI THERAP mg SDX/d-
WK FFE MPH
2000 FhERIK I CONCERTA 2R JANSSEN 21121  54mg / H 1R B
PHARMS
2001 FRERIK I METADATE  Ziffc#  LANNETT 21259  60mg TEERdESZ) B H 1IRCAETD
CD COINC
2002 HhFERIR FFG RITALINLA  Z2F¢ikEE  NOVARTIS 21284 / TEEREA ) BH 1R D
2005 HFGAURHIEE  FOCALIN 3 NOVARTIS 21802 40mg TEERA ) BH 1R D
XR
2006 WRHHE DAYTRANA 25 NOVENPHA- 021514 30mg/9h,  &AT2hIET  /
RMS INC 33mgh' B
2012 EhFRIR G QUILLIVAN  [IREEM NEXTWAVE 202100 5mg/5mL  fHARTECHIE 6% MLl EAEH
TXR" TR BILAZIE LR D
Hth
2015 ERFRIK S QUILLICHE- ZZBHIEH NEXTWAVE 207960 40mg / 6% Kbl FAEH
W ERI' PHARMS TRCR 1D
2015 R FES APTENSIO ER#E  RHODES 205831 60mg A2 65 KU\ L4&H
XR PHARMS LRCR 1)
2018 ERFRIK JORNAYPM  ZZF¢ii#E IRONSHORE 209311 100mg TAEMEeR 2y Raelent IR
PHARMS (18:30—21:30)
2019 R FHES ADHANSIA  ZFE/R% PURDUE 212038 85mg A2 65 KUl i NTEH
XR PHARMALP TIRCR 1D
Fx2 HELETHBIEFERGR
Table 2 Some products containing methylphenidate in China
HA4 A HOCHFAH & A% RE &
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HEEXAS D N B H 2803 IR
TN FHERRRR NS VESR  SRNEREIZ 20 mg Ok R PR ERGEEKA, BFH10~20 mg
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