1 Decenber 2005 1 DESCRI PTI ON COVPCSI TI ONS FOR ANMELI ORATI NG

ATTENTI ON- DEFI Cl ENT/ HYPERACTI VI TY DI SORDER 5 TECHNI CAL FI ELD ThieDggesghss 005
invention relates to a conposition for aneliorating attention- deficit
hyperactivity disorder, and a nmethod of aneliorating attention-deficit
hyperactivity disorder. 10 BACKGROUND ART Attention-deficit hyperactivity
di sorder (ADHD) is neurological disorders in which an individual cannot
control concentration, attentiveness, inpulsive characteristic or
hyperactivity by hinself. The attemdESORIPTIONt hyperactivity 15 di sorder
has been considered as one of disorders of which incidence is found in
little children. However, recently, psychiatrists have elucidated that the
di sorder is not only found in childhood but also maintained in adults. A

feature of this disordepgePEETION QIPRPAMBEIORATINGEE Synpt ons,
attention disorder, activity disorder and abnormal 1 npulsive

characteristic, angTiENAIGRIOBFICRERY/IYPERWCTIVERY! DISORDERE- SPread

devel opnent al di sorder such as autlsm mani ¢ depr essi on or anxi ety

di sorger. Al'so, anong the attention-deficit hyperactivity disorders, those
that tend not to highly show hyperactivity (over-activity) are referred to
as attentiopEéngmALd' ger (ADD), and those that tend not to highly show
attention defrcrt (towering of attentiveness) are referred to as

hyperactivity 2phdhsQEf€hvention relates to a composition for ameliorating attention-

deficit hyperactivity disorder, and a method of ameliorating attention-deficit
hyperactivity disorder.

10
BACKGROUND ART

Attention-deficit hyperactivity disorder (ADHD) is neurological disorders
in which an individual cannot control concentration, attentiveness, impulsive
characteristic or hyperactivity by himself. The attention-deficit hyperactivity

15 disorder has been considered as one of disorders of which incidence is found in
little children. However, recently, psychiatrists have elucidated that the disorder
is not only found in childhood but also maintained in adults. A feature of this
disorder resides in accompaniment of three symptoms, attention disorder,
activity disorder and abnormal impulsive characteristic, and the disorder is

20 distinguished from a wide-spread developmental disorder such as autism, manic
depression or anxiety disorder. Also, among the attention-deficit hyperactivity
disorders, those that tend not to highly show hyperactivity (over-activity) are
referred to as attention-deficit disorder (ADD), and those that tend not to highly
show attention deficit (lowering of attentiveness) are referred to as hyperactivity

25 disorder.



1 Decenber 2005 2 As the causations for the attention-deficit hyperactivity
di sorders, there have been recited various factors which nmay bt Degemlbar 2005
crani al damages or abnornal devel opnent, such as injuries, diseases,

i nfluence of alcohol and cigarette intake during enbryonic stage, and

i nfluence of high-concentration lead 5 during an earlier stage of

devel opnent, heredity, secretion, re-uptake and abnormal degradation of
neurotransnitters inactivation of actions of specified region of the
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requi ged T ofyfien DENRPagORs cfe?rglngh%'i gt SEL@3icheRdprigpo sbout many

side effects, car genent  an e necessary. For
Hei

| oLa0ce, MRl Sl AT LRy aRaRRRR. URRKAIAS 5%%&%2@%2%%1 |

Lai & Open ldﬂed’f t?lgtb ?alﬁlgﬁ }k@H? tﬁ%“le!v%{% n"‘ﬁEc&FthéggFé{t ar ea?&ﬁgs been

pycnogenol xtract pine 1n’Frenc
reported tqdave.dn effect for arrel iorating ADHD. However, since this drug
is very expensive, It cannot be easily used. An object of the present

invention is to @sVniRona1§OroRastth@hdl Yaining and pharmacotherapy have been

10 mainly employed for the treatment of this disorder. As the rehabilitational
training, a patient is subjected to psychotherapy, behavioral therapy, sensory
integration therapy or the like, to train the patient so that an appropriate social
life can be conducted. However, such a therapy does not have an immediate
effect and would necessitate cooperation of home and school, and an enormous

15 amount of time and specialized education would be required for the therapy. On
the other hand, drugs tend to bring about many side effects, so that careful
management and dosage would be necessary. For instance, there are tomoxetine
(Japanese Unexamined Publication No. Hei 10-512262),
2-(4-methylaminobutoxy)diphenylmethane (Japanese Patent Laid-Open No. Hei

20 8-81366) and the like, which require dosage. Also, pycnogenol (extract from
bark of pine in French coastal area) has been reported to have an effect for
ameliorating ADHD. However, since this drug is very expensive, it cannot be
easily used.

An object of the present invention is to provide a composition for

25 ameliorating attention-deficit hyperactivity disorder which has no side effects, is



25 ameliorating attention-deficit hyperactivity disorder which has no side
effects, is 1 Decenber 2005 3 inexpensive, and can be used on al @sr¢mypbdsdps;
and a nethod of effectively aneliorating attention-deficit hyperactivity
di sorder. DI SCLOSURE OF I NVENTION 5 As asresult of intensive studies in
order to solve the above-nentioned problens, the present inventors have
found that the desired effects can be exhibited by theanine contained in
green tea. The present invention has been perfected thereby. Specifically,

the pr ese”tmbf'[Y&ﬁNeo And @hAbRSuska onlapdhk} basi§;0IHI0S hiek I BPéff@é@J/él?r ating
attention-deficit hyperactivity disorder, characterized in that the

conposi ti 0rhxﬁél'fmfahﬁg%ttkﬁﬁ&ﬂld@ﬁcn[lﬁﬂpe}d’éﬁvﬁ?@éﬁrﬂét0”_ according to item[1]
above, which I1s a conposition or a pharmaceutical conposition; [3] a
met hod of aneliorating attention-deficit hyperactivity disorder 15
conprising the step of adm nistering theanine to an individual; and [4] use

of theani nepfqQrr GBUHRBCOY INYENTRINCanment for ameliorating
attention-deficit hyperactivity sorder. BEST MODE FOR CARRYI NG OQUT THE

| NVENJ1 ON 20 Theagrpqii bf Rifedsive §iBlesqh drécitoablwiheoibodeimehtioned
hyperactivity di sorder (hereinafter referred to as "the conposition") of

the_presenty Bl iiplcSen HEAGEEhbAEEbnd thiethe RSirEQEPREI deppeOmDY | ses

t heani ne. Accor ng t conposition, the attentive-deficit hyperactivity

di sor der_cannisiied beaidatio/co Rl 35 3465 tehl T0e rB&nE HRARIdA 4 Bias no i sks

of side effects
perfected thereby.

Specifically, the present invention relates to:
10 [1]  acomposition for ameliorating attention-deficit hyperactivity disorder,
characterized in that the composition comprises theanine;
[2]  the composition according to item [1] above, which is a food composition
or a pharmaceutical composition;
[3] amethod of ameliorating attention-deficit hyperactivity disorder
15 comprising the step of administering theanine to an individual; and
[4]  use of theanine for manufacturing a medicament for ameliorating

attention-deficit hyperactivity disorder.

BEST MODE FOR CARRYING OUT THE INVENTION

20 The composition for ameliorating attention-deficit hyperactivity disorder
(hereinafter referred to as “the composition”) of the present invention is
characterized in that the composition comprises theanine. According to the
composition, the attentive-deficit hyperactivity disorder can be effectively
ameliorated. Also, the composition has no risks of side effects, and is

25 inexpensive, so that the composition can be used on a daily basis. The desired



25 i nexpensive, so that the conposition can be used on a daily basis. The
desired 1 Decenber 2005 4 effects of the composition of the preb&ggember 2005
invention are exhibited due to the actions of theanine contained in the
conposition for mtigating and alleviatipg the attention-deficit
hyperactivity disorder. The actions have been found for the first tinme on
theanine. 5 The "attention-deficit hyperactivity disorder,"” as referred to
herein, to which the conposition of the present invention is applied is a

synpt om j udgeckts aptiCompsdifioRof ThélprIBAShY entidt ARk hahitdDHR tthedef i ned in
DSM 1V Sei shin Shogai no Shindan Tokei Manyuaru (D agnosis and Statistic

Manual s f oracddaids of YMRHiRd cohtaricdanshe esﬁllpbkﬁmctobmilhgaﬁrg@ hadajle+ BB

Concretely, an 10 individual with ADHD neets the folllowing criteria.

[Criteria fRE dleAflBAdeSicit Yy Penstititigldiborider.] THOQEtibAs REvebdaMtduRid fdetheci t
hyperactivity di sorder whern showi ng 6 or nore synptons anong the follow ng

list of synpipe®ndn ihedtineof Attention,” or 6 or nore synptons anong the
following I'1st of synptons of 15 "Hyperactivity and | npul sive

Charagt eri sti c. "THOWRY&tjor-A8fitit HGPEALLITIOY disBtd&M AORTEeEd 64 heltyRabact i vity
di sorder is nmade under the conditions that these synptons are frequently

seen, and t\bﬁfcﬁ. t@@%nﬂﬁﬁﬂimm}fégﬁﬁﬁarﬁ Mvedtion§eappRedy g;z?lbgb;}ﬁgﬁggéd ate

behavi ors whic 0 not correspond to the devel ophent le tient. In

addi tion, theil BAROSE £ djagnBBHE mersd fdreDEIN Mt diiredtinad sy Seri Pt these

synpt ons have caused probl"ens before reaching 7-years old, and that any

pr obl €115 _t 2y, ook A5y ESABE Mlhyhiifl iR Sis B SR C MBRIIONS DSM-

(exanpl es: sciiool and honme). Also; the judgnent is nade only in the case

vgggfizﬁ;:9@@M@%§QU§%E§¢9&PQ&R§BQ8@B?QgﬂﬂmﬁgﬁLQb9B}f€bn§ﬁﬂ&9t%@rk and
10 individual with ADHD meets the following criteria.
[Criteria for Diagnosis]

An individual is judged to be attention-deficit hyperactivity disorder when
showing 6 or more symptoms among the following list of symptoms of “Lack of
Attention,” or 6 or more symptoms among the following list of symptoms of

15 “Hyperactivity and Impulsive Characteristic.” However, the judgment for
attention-deficit hyperactivity disorder is made under the conditions that these
symptoms are frequently seen, and there have been maintained for at least
6 months inappropriate behaviors which do not correspond to the development
level of a patient. In addition, the diagnosis is made under the conditions that

20 some of these symptoms have caused problems before reaching 7-years old, and
that any problems take place at present in two or more different locations
(examples: school and home). Also, the judgment is made only in the case
where serious disorders are recognized in social life, schoolwork and vocational

work, and any of the symptoms are not caused by other diseases.

25 (Symptoms of Lack of Attention)



wor k, and any of the synptons are not caused by other diseases. 25 (Synptons
of Lack of Attention) 1 Decenber 2005 5 - not being able to car éflificbmdgradp05
attention to things; nmaking m stakes due to lack of attention in
school wor k, vocational work or other acticvities. - finding it difficult to
maintain attention to assigned job or play. - not seemng to be |listening
even when directly spoken. 5 - not being able to follow through an
instruction; not being able to carry out duties in schoolwrk, daily

m scel | aneog'?cj)tg{gaugé &Bte tBrcaYé}ﬁﬂSI p%"il'/a&tt W%h 10 ﬂaﬁig% 1@ ﬁ@t&k% Qo felaty carry

out assi gne activity O pertorm vocati onal

or school mc;f‘%{g%bpoﬁ%h&@ﬁvl&gﬁsv@tf&m &o&’f%}% eg%;wmeses or performing it

unwi | |i ngl sin are require or vocational work or

activity (toﬂfr?dmg ractﬁltéégdalﬁﬁlﬂ?gﬂten?&gﬁi 55% 8%610@ g} s and the like). -

attention being stinu m ot He rgettlng dai ly

activities. ﬂﬁ%@@gﬁﬂ%tg Pé(ljl r% Xnﬂ'ﬁ‘éc lgmg&%rye Characteristic) 15 -

busi |y novi ng han t| ng. avi ng one's seat or standing

up insa cl asr?&toé%r’?xeg ot /1 Hé&r' tﬂ%d@ﬁéﬁnﬁﬂ%cﬁﬁﬂ“ﬁ@ belfg able. to%?}(yf‘gu@m“”d or

cllnblng over a c ai n obj ect I nappropriate Si |on havi ng an

enot | 0N of §ARLIiASIRS a%va@ﬁe@ali SRAeMze0n @ﬁfe%nﬁlevmmuiwwo - not bei ng

able to sp ree tine on’ aying or 't - constantly being

active, movipg l?el?r?éjﬁbl%sto'({rder% c¥frY JY a@mgi%cp_fob or actRNfy’ - tal king.

- avoiding or disliking to perform vocational or schoolwork that requires to
maintain mental activities, or performing it unwillingly.
10 - losing things that are required for vocational work or activity (toys, homework
for school, pencils, books, tools and the like).
- attention being distracted by stimuli from others.
- forgetting daily activities.
(Symptoms for Hyperactivity and Impulsive Characteristic)
15 - busily moving hands or fidgetingly sitting.
- leaving one’s seat or standing up in a classroom in a situation where one should
not.
- running around or climbing over a certain object in an inappropriate situation
(having an emotion of restlessness when reaching adolescence or adult).
20 - not being able to spend free time on quietly playing or the like.
- constantly being active, moving about as if “driven by a motor.”
- over-talking.
- suddenly answering before a question is finished.
- not being able to wait in order.

25 - disturbing others.



- suddenly answering before a question is finished. - not being able to
wait in order. 25 - disturbing others. 1 Decenber 2005 6 Here, {R&cqphcs2805
"anmeliorating attention-deficit hyperactivity disorder” refers to, for
instance, mtigating or alleviating synpgoms of attention-deficit
hyperactivity disorder, which in wi de sense includes the prevention or
treatnent of attention-deficit hyperactivity disorder. 5 The exhibition of
the action for mtigating or alleviating attention-deficit hyperactivity

di sorder by theqqéf&etﬁé}?hﬁﬁe eYRkHaLemh gb»fte%tlﬁhidyf&ﬁl #ﬁéctiﬁt})"ﬁ'ﬂsﬁﬂer’t’ heani ne

is adm nistered to a patient who neets the above-nertioned [Criteria for
Di agnosi s] . el t@6r Aﬁ&r alitiysied best 1QH%§E§II%EMIH§‘bﬂﬁftéﬁﬂlén-@éﬂ%ftac'[' vity

di sorder are o serve as conp I?to t fore the admnistration of

t heani ne. ]18’(1);§ Qﬁd Féﬁ‘ﬂr | »thcﬂq 2 QBhsd M¢RItek Fe B&\%ngbﬂto@rﬂe%nﬂ@htd

derivative et hyl am de V\:hl ch 1s an amno acid conponent

natural |y C&'Htéhﬁ%ﬂ déf&qgﬁﬁerb&lglﬁﬁgﬁror Met hods for preparing theanine

used in the present 1 nvention |nstance a nmethod of extracting

fromgea-|eaves; Tﬁé’ex@gﬁ ﬁfo tgx\érhtcﬁeﬁ'fér MRt Bth Q‘ﬁ'i'éwothﬁ% tex?l‘x‘éﬁ defi¢( 7) »

1301-1307 (1971) of treati ng xture utam ne an

ethyl am ne ﬁ@#gﬁg%&b’fﬁ@%‘i‘s&ﬁﬁ? bx(tﬁ @§§n UQ%%?ltrﬁth‘ﬁgo)cP gtcﬁﬂfcaf%&'t LEdHigh No. Hei

7-55154); npri si urlng cu tea in a medium
contai ni ng (gL Ihtham Q@rmm%ﬂ%?éc?ﬁya &?érﬂ%ﬁkgn&re&%? aBRQEf-'?ﬁéerbrf%fd [?e}ﬂeﬁ | tured

cells while 1ncreasi ng t cunu at| ve anount o eanine int tur ed

cel < (Japanees. ERIAN uhdlfl RNORAINPer1ERS oFoHRAERk Y] fleeal o, met hods

in which ethy ne 1'5 su an ethylam ne derivdtive su

ethyl am ne fyoGer M8t devdd) ab r&@niﬁ%}élpﬁiﬁthat before the administration of theanine.

10 Theanine used in the present invention is a glutamic acid derivative
(y-glutamylethylamide), which is an amino acid component naturally contained
largely in tea-leaves. Methods for preparing theanine used in the present
invention include, for instance, a method of extracting from tea-leaves; an
organic synthesis method [Chem. Pharm. Bull., 19(7), 1301-1307 (1971)]; a

15 method of treating a mixture of glutamine and ethylamine with glutaminase
(Japanese Unexamined Patent Publication No. Hei 7-55154); a method
comprising culturing cultured cells of tea in a medium containing ethylamine,
thereby achieving growth promotion of the cultured cells while increasing the
cumulative amount of theanine in the cultured cells (Japanese Patent Laid-Open

20 No. Hei 5-123166); modification methods in which ethylamine is substituted by
an ethylamine derivative such as ethylamine hydrochloride in the methods
disclosed in Japanese Unexamined Patent Publication No. Hei 7-55154 or
Japanese Patent Laid-Open No. Hei 5-123166; and the like, and any of the
methods may be used. The above-mentioned “tea-leaves™ include green tea-

25 leaves, oolong tea-leaves, black tea-leaves, and the like.



di scl osed i n Japanese Unexam ned Patent Publication No. Hei 7-55154 or '
Japanese Patent Laid-Open No. Hei 5-123166; and the like, and ahpesembere005
nmet hods may be used. The above-nentioned "tea-|eaves"” include green tea 25

| eaves, ool ong tea-leaves, black tea-leaves, and the like. 1 Decenber 2005 7
Theani ne can be used as any of L-theanine, D-theanine and DL-theanine.

Anmong them the L-formis preferred in the present invention, because the
L-formis approved as a food additive, and is economcally utilizable. In

addi tion, theani mgeatfife chfl bk fﬁ%e@h@%ﬁ?bfiLﬂm%'ahirféE‘D‘fméahﬁ)é dh@DY-ftRafe. such
as 5 purified products, crudely purified products and extracts. Al so, a

comer ci al | xmuAiteabite PLRFHCLS ;{rmgﬁjﬁmhé\lﬁr@eﬁgirﬁﬁeﬂﬁ@ﬂ, béaniSe e K) .

manuf actured by = Tai yo Kagaku Co., Ltd.] may be used. The content of

theani ne i n1f3emCie ?ﬁNeidOda Ofodd"RIdMIES Ml ik BYERYhRAllyuthabldald i cul arly
limted, and the cohtent may be appropriately adjusted as desired. 10 For

exanpl e, t heififishefhesMine UL M tiR n%EeB@xﬁrlhO@ntidh ﬁﬁs Héqm%gf forR, bfcoaef erably
ht , f I rom

from 0.00025 to 100% by wei ght re preferably 0. 001 to 100% by
wei ghts,  sti bl if/Bd Srofuhe cRidely pudifieR: 1Bdudts aA8 Yxkriciei AlRb, 4 BoffSIcHARAL | on
of the exhé) it oﬁrof tRe des?llfp‘éld of frgctg of the p(r:esent Phvent i on. met hod

of _det ect i ngyfihRRnbARIICHSURTIPRRMINE (BeRfcrbffraBE GRAR), diEnbfiAILHGY 15 not

particularly is preferable that the nethod conprises

derivati zi ng,RY RisNQPOEhakahdehyeeu§cPA in pre-colum, separating by
hi gh- per for rr%ﬁ’ce ?équi d ¢hr oprat%r aghy (HPLC) using ODS colum, and

dotect| 0 1 o EALRSPehob bR CARRAR ARt Ll o
quanti fyi ngygticalatfVended! shPihe’cdhtéiimay be ap£)ropriate1y adjusted as desired.
10 For example, the preferred content of theanine in the composition is preferably
from 0.00025 to 100% by weight, more preferably from 0.001 to 100% by
weight, still more preferably from 0.001 to 20% by weight in consideration of
the exhibition of the desired effects of the present invention.
A method of detecting theanine in the composition of the present
15 invention is not particularly limited. It is preferable that the method comprises
derivatizing by orthophthalaldehyde (OPA) in pre-column, separating by
high-performance liquid chromatography (HPLC) using ODS column, and
detecting and quantifying with a fluorescence detector, or that the method
comprises separating by HPLC using ODS column, and detecting and
20 quantifying at a wavelength of 210 nm.
The composition of the present invention may further contain various
minerals. The composition comprising a mineral is more preferable, because
there is exhibited such an effect that the composition can supply a living body

with essential elements and trace essential elements, which tend to be deficient in

25 living bodies. The mineral content in the composition, for example, is preferably



The conposition of the present invention may further contain various

m nerals. The conposition conprising a mineral is nore preferabl Becineloealees
there is exhibited such an effect that the conposition can supply a living
body with essential elements and trace gssential elenents, which tend to be
deficient in 25 living bodies. The mneral content in the conposition, for
exanple, is preferably 1 Decenber 2005 8 from 0.0001 to 99. 9% by wei ght and
nore preferably fromO0.01 to 99.9% by weight. The m neral includes netals

or netal sglds BEG6NId 9@.9@9@%@@5& Hﬁ)r@EE’efefa%%‘r’h%trﬁ 0DIRIERSYRS} S of

l'i vi ng bodies, such as iron, esi um copper, zi1nc, eni um cal ci um

pot assi um \JBAARNTAE mif BEAMUMed ARIANE or HRENIARSURertalioroRhinfRnRaRA U

or netal sa there ese mnerals can pe used al one or In a xture of

two or mr?eﬁl@ﬂﬁgr@‘ﬁéﬁstﬁﬁygﬂiaﬁ gtsén(fl?c su&?ﬁ?ﬁon?ﬂagﬁeﬁﬁfngﬁgggéﬂ HNs, and

ot her materi raw materi are acceptable In s’ 'may al so be
cont ai ned. : al 0 i ) t ki nds. 10
The crude r?lla- |2®Hégﬁ?h@ﬁ’u@(§gg%ﬁltn’ grr?d en%%{)léf‘&bgg{q@u a’(ralf)gfnlef ﬁlﬂ)tlg%d o,n?’f or

i nst aace, I i ' [ L.nese

gut o por chalCRIgRr e o RSP SRR sy HATBRIS KL B8 L o e,
reisi (ganqg%mﬁ urE%?E@B'Hr%&fé ind§€onmon j uj ube and Acant hopanax senticosus
harms, and rel si %gano erma), rehnmannia root, and common j uj ube which are 15

T active !0 X SHitd SR Rl kg o] peyg (e

t'd, any of extracts,

products angd 4t hg @laiégfa'ls m‘?c}hgfeba%cggfr\abﬁg@bfogﬂg nﬂgfal@@%elciomatiﬁéh.t PheddM 2,

ani se, carrot seed, ove, coril an ress, nnanon, | uni per, ginger,

sweet Oran%ﬁnﬂ%il'&%drlﬁ&?é8{)irp5§rhixtureD@be’“nor@kHd‘§.r orange, fennel, black
pepper, bay, pepperm nt, berganot,

10 The crude medicines include, but are not particularly limited to, for
instance, Gymnema sylvestra, Garcinia cambogia, Common valerian, Chinese
guta percha, Angelica acutiloba, Paeonia lactiflora, peony, Panax ginnseng,
reisi (ganoderma), rehmannia root, common jujube and Acanthopanax senticosus
harms, and reisi (ganoderma), rehmannia root, and common jujube which are

15 effective in stabilizing mind-conditions are preferable. The forms of the crude
medicines may be, but are not limited to, any of extracts, dry products and the
like. The herbs include, but are not limited to, Amla, anise, carrot seed, clove,
coriander, cypress, cinnamon, juniper, ginger, sweet orange, pine needle, basil,
patchouli, bitter orange, fennel, black pepper, bay, peppermint, bergamot,

20 mandarin, myrrh, lemongrass, rosemary, grapefruit, cedarwood, citronella, sage,
thyme, tea tree, violet leaf, vanilla, hyssop, eucalyptus, lime, lemon, ylang-ylang,
cardamon, clary sage, jasmine, geranium, chamomile, Bulgarian rose, rose,
olibanum, lavender, chamomile, geranium, sandalwood neroli, verbena, petigrain,
vetiver, majoram, lemon balm (Melissa officinalis), rosewood, Hypericum, St.

25 John’s wort, kawakawa, passion flower and Black cohosh, among which



20 mandarin, myrrh, |enongrass, rosemary, grapefruit, cedarwood, citronella,
sage, thyne, tea tree, violet leaf, vanilla, hyssop, eucal yptusDe¢eanber 2005

| enon, vyl ang-ylang, cardanon, clary sage, jasni ne, geranium chanmomle,

Bul gari an rose, rose, olibanum |avenday, chanonile, geranium sandalwood
neroli, verbena, petigrain, vetiver, majoram |enon balm (Mlissa
officinalis), rosewdod, Hypericum St. 25 John's wort, kawakawa, passion

fl ower and Bl ack cohosh, anbng which 1 Decenber 2005 9 preference is given

to pepper mpﬂéferd@@é 98pRlen tb'p&ﬁ@emhm,%erg@héﬂ!)ﬂﬁxhg-@m Fethium, el emdedile, St -
r

John's wort, and kawakawa, I ch have sedative and relaxation effects. The

forms of tRAEAIBEIRSIIHICS WaLt, apdikadr&alal whaEh hevd s¢da¥ivieiamidtrethxabion
extracts, essential oils, herb teas and the |like. The anmi no acid i ncl udes,

but are 5 @ffeetsNIhePRIrfisOflthédeyhdrbeid@add, But hey nwﬁanb@Larlgrlﬁmitwam no acids
such as al anine, arginine, arginine acetate, arginine hydrochloride,

aspar agi ne exgaar ddsen@dl Slls, hett feds hhd ehe EXS! ThE@mia¥scidRcleddst Bt AR,
glutamic acid and a salt thereof, glycine, histidine and a salt thereof,

hydr axypr ohjs@enotipapti @H18H P Eimit€He, B6r exargplReL afdemParfifld acid$ Si@PAs alxmidy, oni ne,
ornithine acetate and ornithine hydrochloride, phenylalanine, 10 proline,

serine, thaeaRime ardihRIRBNA, arkitiAS hherorRMbIUR], hfSirablne! MpRra&aBR1, aci ds
such as al anine, cysteine and a salt thereof, nethionine, phenyl al anine,

threoni ne, ¢ithiliRE OBRAMINENE s¥iak] glatankneOs Rt AT 4cidahdS slCheAorabBRIME
cysteine hydrochl ori de hydrate and phenyl al anine; and the |ike: "Al so, there

are incl udﬁf&timhfssltsﬁér%f,é}fyarmyqranﬁié,tig&fehcm@i RAcife qiﬁsiﬁélﬁﬁﬂ%ssalthose of
0} as

L-arginine and 15 L-aspargine; a netal sa an amno acid suc

pot assi Uum asRast, F&hicHing Irfthinefaceiht@Fhd Sraithide THefo@okid & phenSY AhRinae
hydrochl ori de; an acetylam no acid such as acetylcysteine; nucleic

aci drrssocChadlftk, selaé, aREshise) ARy ASp IR fyrosineNhd wIRRO DINEorm ARfao A d0 acid
such as (3-alanine; an am no acid netabolite such
such as alanine, cysteine and a salt thereof, methionine, phenylalanine, threonine,
trjptophan and valine; D-form amino acids such as alanine, cysteine
hydrochloride hydrate and phenylalanine; and the like. Also, there are included
composite salts and mixtures of L-amino acids such as those of L-arginine and
15 L-aspargine; a metal salt of an amino acid such as potassium aspartate; an ester
of an amino acid such as L-ethylcysteine hydrochloride; an acetylamino acid
such as acetylcysteine; nucleic acid-associated substances such as adenine and
adenosine; omega-amino acid such as $-alanine; an amino acid metabolite such
as histamine dihydrochloride; y-aminobutyric acid, taurine, thiotaurine and
20 hypotaurine. The vitamin includes, but is not particularly limited to, for example,
vitamin A, vitamin B1, vitamin B2, vitamin B6, vitamin B12, vitamin C, vitamin
D, vitamin E, vitamin K, folic acid, nicotinic acid, lipoic acid, pantothenic acid,
biotin, ubiquinone and prostaglandin, as well as derivatives of these vitamins.

The other materials and raw materials which are acceptable in foods include, for

25 example, Lepidium meyenii, cat’s-claw, squalane, Phellinus linteus Aoshima,



as hi stam ne di hydrochl ori de; y-am nobutyric acid, taurine, thiotaurine and
20 hypotaurine. The vitam n includes, but is not particularly |ifecedbdar@005
for exanple, vitamn A vitamn Bl, vitamin B2, vitamn B6, vitam n Bl12,
vitamin C, vitamn D, vitamn E vitamqy K folic acid, nicotinic acid,

| i poic acid, pantothenic acid, biotin, ubiquinone and prostaglandin, as

wel | as derivatives of these vitam ns. The other materials and raw materials
whi ch are acceptable in foods include, for 25 exanple, Lepidium nmeyenii,

cat' s-cl awpHAUFPAEcerRheld, i1petdfdrtint pr@d%@ﬁbi,rﬁw@e,lfo%qenpﬁmemaﬁinw DHA,
EPA, ceram de, lactoferrin, pycnogenol, aloe, royal jelly, nelatonin,

pl acenta, RaRAtA SprobsRS, iy RaMONeS WYRAA 1EAiThNeFy yelkd ey ithif, hggiybnt Bil, €99
yol k oil, “chondroitin, cacao nass,” collagen, vinegar, chlorella, spirulina,

gi ngko | eafchondiigR, E&ao has)dollSgen( Huear chidieMi ssisulinaCRina&elews] f berry
tea, ool ong?tga, 5 mul berry Ieaf?geRt(Jbggégsuavi SsSi rrugﬂ(tenc a), bgnaba tea;

functional J¥edeldaatcehUen (EaSomns@llnaiies), (alihdscatblBerrd 364 MRl MERSUCH as
ol i gosacchari des, "dietary sweeteners, di‘etary fibers and soybean pepti des;

m cr oQr ga”irﬁ%_e?ﬂ@'@aﬁ}%ulﬁis&iu@?ﬁ@ﬁﬁ@ @t@n@rﬂ | BARbK 9k d; fuTtSdH Q M e AHG S uRA
agaricus (Agaricus bl'azei), Hnme Gifloa frondosa and Gifloa frondosa;

fruits suchgsamshtuigearfadty aBiddNSacclanEs suchGisligRaccRpPRIBS SEetiRy | cot, and
citruses; seeds such as peanut, al nond, sesame,” and pepper; vegetabl es such

as green pepRRfenctd)idittaryéibers 4d mbewgﬁ:sﬂidbs; aefshrga®idiis@uch ayr dock, jute
| eaf (Corchorus capsularis), garlic¢, perilla, wasabi, tomato, pickled

shal | ot, gigyg@bbadt8ah aM89E6d RBJiSMmushidoMiSsuchied 0ites (ﬁg@\@%d@la%ygbme ,
wakane; fish; nmeat, poultry, and whal e neat; and cereals; as well as their

15 extract Griflbh $fbrifoRs Whd @riﬂéaj%hzﬂowrfmiis%%cﬁra@dﬂ@éb%metgﬁhﬁé,egiaﬁé,oduct s,
processed products, and fermented products and the [i k€. “Anong t hém

L ggfli% gga;roémt, ¢hpateSe apibotaandcRhREY, ReRSERALESpedue! Amond, B&Jasné@n@dsoybean
pepper; vegetables such as green pepper, chili, Welsh onion, pumpkin, gourd,
carrot, burdock, jute leaf (Corchorus capsularis), garlic, perilla, wasabi, tomato,
pickled shallot, ginger, leaf vegetables, tubers, and beans; seaweeds such as
wakame; fish; meat, poultry, and whale meat; and cereals; as well as their

15 extracts, dried products, crudely purified products, purified products, processed
products, and fermented products and the like. Among them, functional
materials such as dietary sweeteners, dietary fibers and soybean peptides are
preferable.

In addition, as the composition of the present invention, a food

20 composition or a pharmaceutical composition is preferable, from the viewpoint
of its suitability for the daily use.

The food composition according to the present invention encompasses not
only a food comprising theanine but also a food additive comprising theanine.

The above-mentioned food according to the present invention includes a

25 solid food such as dry foods and supplements, and a liquid food such as soft



preferable. In addition, as the conposition of the present invention, a food
20 conposition or a pharnmaceutical conposition is preferable, fidecethber2005
viewpoint of its suitability for the daily use. The food conposition
according to the present invention encongasses not only a food conprising

t heani ne but also a food additive conpri'sing theanine. The above-nentioned
food according to the present invention includes a 25 solid food such as dry
f oods and suppl ements, and a liquid food such as soft 1 Decenber 2005 11
drinks, m ngpfl ﬁﬁﬁ&ral VJa‘tB%U[dklﬁg‘b@{/@ﬁ &s angd aﬁio%%ﬂ@'lﬂe%f%@é@r@?@&flcalmyi od t

SpeC|f|caIIy, e solid food i hclude but is not partlcu a

paste prodyg $lid ?6(9&?1?61&%538& Brxﬁﬂgﬁ}t‘f’culﬁnﬁlq’y?ﬁﬁt 'p‘é%teéfﬁeﬂﬁéts col d

confectioneries, candl es, chocol at crackers urts,” cookies,

cake, breay gg&&[&s&@g%# P%@dudty RG] Rlly, oglle, dIaoRtdcRAlcHBE|clafes, DUT 15

not partic d to, teas suc s°green tea, oolong tea, black tea

and herb t%oca‘)raws gt CBaHRR SN Boollies ¢ARE ] bidh il the fikeCARGRRNIGH, oS,

fresh juices, m xed“frdit J ui ces urt grain-containing fruit juice, - fruit

] ui cescont gho\iRgi PRI RRRRles Tt gnBFTP?IE{CYIPﬁF}I BRlifd t8] fGs sHEWGS gpsleeﬁ felll C€,

car bonat ed everages, soft drin beverage, JapaneSe sake, beer,

10 wi ne, {)ﬁ%le% bmgé‘anw'eﬁiéﬁ% A ufcl%ecdn'cgﬁtrat]eg fégghétitﬁfbd tu*i'@e

phar maceutl cal tonposition o ptesent 1 nvention I's not partl cularly

limted as Ah 2ate$ *ﬁeﬂﬂ%‘h{%cﬁﬂié&ﬁhn QIHBQSfrEit%‘PaﬁO&HthéﬁF% frhﬂgﬁm le. For

I nst ance, arnaceutlc COﬁpOSItI e an

suspensi ong; 1#1P§1Ynig chngiinschovel gﬁf%ﬁﬁ/v@ggtaﬁﬁeﬂléé(%e Taplehe, the 15

preparation har maceut i cal conpoSition I nél u et’s

capsul es, ?(‘{G%&fibégﬁﬁéés sOfaHIRS mifke A il bER 8ol TPk Be BN kL e dr! kE. The

phar maceuti ca
10 wine, cocktails, shochu, whiskey, and the like.

In addition, the pharmaceutical composition of the present invention is not
particularly limited as long as the pharmaceutical composition comprises
theanine. For instance, the pharmaceutical composition may be any of solutions,
suspensions, powders, solid molded products and the like. Therefore, the

15 preparation forms of the pharmaceutical composition include tablets, capsules,
powdered agents, granules, health care drinks and the like. The pharmaceutical
composition can also be used in combination with other medicaments.

Other medicaments include, but are not particularly limited to, for
instance, psychotropic drugs such as those medicaments which are used in

20 ADHD treatment, such as methylphenidate hydrochloride, pemoline, imipramine
hydrochloride, maprotiline hydrochloride, nortriptypline hydrochloride, and
2-(4-methylaminobutoxy)diphenylmethane; agents for inhibiting norepinephrine
absorption such as tomoxetine; antihypertensive agents, antipsychotic agents,
anti-mania agents, antianxiety agents, narcoleptic agents, psychostimulants,

25 antiepileptic agents, sedatives, anti-Parkinson agents, agents for inhibiting



conposition can al so be used in conbination with other medi canents. O her
medi canents include, but are not particularly linmted to, for iA¥cember,2005
psychotropi ¢ drugs such as those nedi canments which are used in 20 ADHD
treatnment, such as nethyl pheni date hydroghl oride, penoline, imnpramne

hydr ochl ori de, maprotiline hydrochloride, nortriptypline hydrochloride, and
2- (4- et hyl am nobut oxy) di phenyl net hane; agents for inhibiting norepinephrine
absorption such as tonoxetine; antihypertensive agents, antipsychotic

agents, anddledthdl Rré@ai fesoditidna Axd @hyidegieRdhts HRdICA Spnte fadanitsting
psychostinmul ants, 25 antiepileptic agents, sedatives, anti-Parkinson agents,

agents for dMtitiietdendtohiPagRibRhe PA0Bptich; CHifedd Né&tbREAILRI¥s RuER 9 Khion, and
anti depressants such as agents for inhibiting selective serotonin

adrenal i ne gRwQHPshRANd FHuRESRaliB/aRuERA] Ci nes such as Kam - shousou san and
Touki - shakuyaku san. A process for preparing the conposition of the present

i nvention is not ASygaEdsi fou b?éﬂa‘x‘irﬂrgi tht (cBfhpoditibr R [frase i énHaRIbnI- R al
processes for preparation of a food or a nedicanment such as a process of

powdes- m xi pitithR@R In@iteadat Heke cAribe UBdEEEMdral pROCRERS §65pRIpafitiiPhiva NY
t heani ne and other 'raw materials in a solvent to give a m xed solution; and

a process ofpoldrdiezfredicanitt sliéh B é@%ceggbﬂgbo«rabmi&mg:mnmqa%ﬁr@ﬁheﬂryi ng
the m xed solution. The conponents other 10 than theani ne which can be used

when the copRPgiatdlsOf pidtesPHEERES]IvIHVBRANIRAR andotRECRV Rfht&ddls e asel ect ed
appropriately in accordance with the desired use, so |ong as the exhibition

of the desis,rowerﬁftt)gi{zéatiﬁﬁx%a%omﬁﬁ%ﬁ@,aipsowsts of FrieRelRYing @k hp&dance, the
food conposition of the present invention can be prepared by adding

theani ne t oslifofCN¥RIEEEPHREpra PRy RIS the HARY¥E RbIIM. TR 8@€poRénts dthdrat the
content of theanine in the food conposition of the present invention
10 than theanine which can be used when the composition of the present invention
is prepared can be selected appropriately in accordance with the desired use, so
long as the exhibition of the desired effects by the theanine is not inhibited.
For instance, the food composition of the present invention can be
prepared by adding theanine to the conventional food by a conventional method
15 so that the content of theanine in the food composition of the present invention
after the preparation is preferably within the above-mentioned range of the
preferred content of theanine in the composition. In addition, the pharmaceutical
composition of the present invention can be prepared by formulating theanine by
a conventional method, together with, for instance, a known organic or inorganic
20 vehicle suitable for oral administraticn, excipient, binder, stabilizing agent, ard
the like, so that the content of theanine in the pharmaceutical composition of the
present invention is preferably within the above-mentioned range of the preferred
content of theanine in the composition as in the case of preparation of the food

composition. Accordingly, use of theanine for manufacturing the medicament

25 for ameliorating attention-deficit hyperactivity disorder is also provided as one



after the preparation is preferably within the above-nentioned range of the
preferred content of theanine in the conposition. In addition, #H&ecember2005
pharmaceutical conposition of the present invention can be prepared by
fornul ating theanine by a conventional yethod, together with, for instance,
a known organic or inorganic 20 vehicle suitable for oral adm nistration,
exci pient, binder, stabilizing agent, and the |like, so that the content of
t heanine in the pharmaceutical conposition of the present invention is

preferably shbiditndMJfIROYRSBRMnveREsh.r ange of the preferred content of
theanine in the conposition as in the case of preparation of the food.

composi ti on. Accpifhdghy onSmiRmBRAGK e pkentRMRRAUlES id hoviwd gament

25 for aneliorating tention-deficit hyperactivity disorder 1s also

pr ovi ded asy ik dlof R erbaling Aendian AebieH ypREacel ity RsPHdep BpLRHANHEOD.

Further, as one enbodi nent of the present “invention, there is provided a

met hod of aggl behakiingtedinaRbhRine 46hh ShdiviRer akcbrdihy t6kisOrReodARPT | Si g
the step of 'adm nistering theanine to an individual. According to the

met hog theat%n?itohedﬁ%ﬂcﬁﬂh rh&tiditNIRBF RS lof thd IhdilRIAGI8ANn BE shfagy hadli vi dual can
be safely an effective anel iorated wi thout any risks of i'ncidence of

si de ef f eCtegredkRiclylhmeABRACL KhtHout hﬂygﬁﬁ%ﬁincfi@etﬁhcfehtﬁ 4 egtiye dosage of

t heanine for o talnlnga?ﬁe desired effects o e present Invention, in a

case of a human, 1f f eB8@GFerSin f@erdNad %C&fe&r@f{dsag,&ebfﬁﬁ&m& rto 200
my/ kg wei ght, nmore 10 preferably from 0.5 to 50 ng/ kg i ght per dose of one

day. "bWevedbtaﬁlié fhe (laé?;%rea e@f)&tssmeqj'réie%& w&ﬁioﬁggga GA8Xof thpﬂxt% apg degree

of synptons, an I ke) et ween i ndividual s, sage o éanine in

e oo D el o oy Coapa, g, e shovs. The
i ndi ypdual | e ablefro B 546 S0r8E/kef Weighs p&f dédeof one day. However, since
there are some differences (age, sex, kinds and degree of symptoms, and the like)
between individuals, the dosage of theanine in the present invention is not
limited only to those ranges given above. The dosage of the theanine may be
appropriately concretely adjusted individually so that the desired effects of the
15 present invention can be obtained.

In order to administer theanine, there may be used theanine per se, or the
composition of the present invention, preferably the food composition or the
pharmaceutical composition. Also, the administration methods, the number of
administration, the administration period, and the like are also not particularly

20 limited. For instance, the theanine may be administered to the above-mentioned
individual, preferably human within the above-mentioned effective dosage range
at once or divided in plural times, preferably by oral administration. The

theanine or the composition of the present invention can be administered on a

daily basis so that prophylactic effects can be obtained.



15 present invention can be obtained. In order to adm nister theanine, there
may be used theani neper se, or the conposition of the present idesembeni005
preferably the food conposition or the pharmaceutical conposition. Al so,
the adm ni stration nmethods, the nunber ofg4 adm nistration, the

adm ni stration period, and the like are also not particularly 20 Iimted.

For instance, the theanine nay be adnm nistered to the above-nentioned

i ndi vidual, preferably human within the above-nentioned effective dosage

range at once orhéiheadRd dsedihyhébrdseiEsveptiéd BagBigh WfeS For instance,
adm ni stration. The theanine or the conposition of the present invention

can be admi fi 1 &hued tdKic fest d@inqua hrsks, theretdtatnonfaeedyf aeithevieh bgwrsl can be
obtai ned. 1 Decenber 2005 14 The theanine used in the present invention has

hi gh saf et Yadfilisttdifonadi®eg/kgl Bn@her6 diefduddirfo Afdrniiditied iA thdWeseral here are
no cases of death with an oral admnistration at 5 g/kg, and there are

found no ahjigegBkbigheand the iRe JANSS, dkpeal®f BStheWRing1t kaddnt &ea hidke. Al so,
especially L-theanine is known as a nain conponent of umam (tastiness) of

the gseen t@anpaitht of upladm (48RTheds of thottenaddl dddv A8y LS aBFdbed W t hout
the limtation of its added anount under the Tregulation for food hygiene.

Moreover, CRufifies Fivtiﬂ%h%nﬁoﬂ)\{ﬁfbhit Al mita HES of $isHedled ARt uhdeptid de ef fect
by theanine at all, the amelioration of attention-deficit hyperactivity

di sorder C%g{%ti%ﬁff@} Yo By gikhec Morebver2 ebh@¥§toatie Roal Oigkid il lddggsl Qince
conposition of the present”invention. The present invention w |~ be

descri bed R SRRCJiHE efbliby Bic@nReAtQN, e aiBAGStdN FDAMRLOR-ddMdihout
intending to limt the present invention only to these Exanples. Here, in

the prepar aiyjRpad@fvityhdis6Iepean be@dafels afd effeENaeR| R hieveladeofdigamb fige [t r ade
name: SUNTHEANI NE, rmanufactured by Tai yo Kagaku™Co.,

10 composition of the present invention.

The present invention will be described more specifically hereinbelow by
ricans of Examples, without intending to limit the present invention only to these
Examples. Here, in the preparation of the composition used in Example 1,

15 L-theanine [trade name: SUNTHEANINE, manufactured by Taiyo Kagaku Co.,

Ltd.] was used.

Example 1

Five patients who were diagnosed attention-deficit hyperactivity disorder
20 by doctors were administered with a composition containing L-theanine. The
composition was prepared so that L-theanine was mixed with crystalline
cellulose, sucrose fatty acid ester, reducing maltose, silicon dioxide, lactose and
aspartame so as to have the content of L-theanine of 20% by weight, and
tableting the mixture to prepare a tablet.

25



Ltd.] was used. Exanple 1 Five patients who were diagnosed attention-deficit
hyperactivity disorder 20 by doctors were adninistered with a ddigemben 2805
cont ai ni ng L-theanine. The conposition was prepared so that L-theani ne was
mxed with crystalline cellulose, sucroge fatty acid ester, reducing

mal tose, silicon dioxide, |actose and aspartane so as to have the content
of L-theanine of 20% by weight, and tableting the mxture to prepare a
tablet. 25 1 Decenber 2005 15 (1) Patient 1 A 7-year-and-I| 1-nonth-old boy
(wei ght : 2318 kopathayiing 1Q 75: No abnormality during pregnancy or at birth
has been espécially found. The boy showed synptons of hyperactivity,

enot i onal inSFabA"?—War-ﬂicﬁtlﬂﬁkﬁbhﬁ’lﬂol@%}ﬁ{ﬂ:@eihhﬁ@&_@kg}lﬁﬁ‘viﬂg I%?S:bNdWQ able to
sit still during a tlass, and not being ablé to lisfen to at others are

telling hi mbnemaliaf dfEng pkd ai&%gotr?ﬁgﬁfEPM@sH&Hés@@@ﬁll[y%hhéf Ihef Yy

D agnosi s] and was “di agnosed” Al oy was adm ni stered with L- t heani ne

at 50 ng/ daého%)’e‘?lrsrﬁn;ﬁ%ﬁso@f Ryp&a¥aks -enftidifal iMQatify d1SrA@bPind BR: like,
adm ni stration, tHe above-nentioned 'synptons substant’ially di sappeared, with

10 soge of YRR béidg%hillﬂoléﬁtstill"cr@idy' Delasd AJAR/TRINg AblehanfgePfo t he boy
judged that the effect "by the conposition was "effective." (2) Patient 2 A

12-year - an%h&-&ﬁeﬁsm—re 'télliﬁ'gfﬂimﬁ 46 iteHithe Atsfied Ge MW ethehofed ;@Hteariiéfor ,
abnormality during pregnancy or at birth has been especially found. The girl
Diagnosis] and was diagnosed ADHD. The boy was administered with L-

theanine at 50 mg/day over a period of 8 weeks. After the termination of the
administration, the above-mentioned symptoms substantially disappeared, with

10 some of symptoms slightly yet remaining. The doctor in charge of the boy

judged that the effect by the composition was “effective.”

(z)  Patient2
A 12-year-and-10-month-old girl (weight: 40.6 kg) having IQ 85: No

15 abnormality during pregnancy or at birth has been especially found. The girl
showed symptoms of insomnia, difficulty in concentration, emotional instability,
and distraction, such as not being able to settle down, not being able to think
before she acts, getting excited before others, not being able to listen to what
others are telling her, disturbing playing of her friends, or the like, so that she

20 satisfied the above-mentioned [Criteria for Diagnosis] and was diagnosed ADHD.
Although the symptoms stabilized during the administration of
Ritalin(methylphenidate), side effects were serious, so that the administration
was stopped. The girl was administered with L-theanine at 200 mg/day over a
period of 10 weeks. After the termination of the administration, the above-

25 mentioned symptoms substantially disappeared, with some of symptoms slightly



showed synptons of insomia, difficulty in concentration, enotional
instability, and distraction, such as not being able to settle dd¥embat2005
being able to think before she acts, getting excited before others, not
being able to listen to what others are figelling her, disturbing playing of
her friends, or the like, so that she 20 satisfied the above-nentioned
[Criteria for Diagnosis] and was di agnosed ADHD. Al though the synptons
stabilized during the adm nistration of Ritalin(nethylphenidate), side

ef fects wer gesed Qmdng.sThe hipictdrtia chdrgerofsihe afiil godgeabthat thepsefect Byethgi r1 - was
adm nistered wth L-theanine at 200 ng/day over a period of 10 weeks. After
t he term natchatpmitidhevagdetfiecatve.dti on, the above 25 nenti oned synptons
substantial ly di sappeared, with sone of synptonms slightly 1 Decenber 2005 16
yet remaining. The doctor in charge of the girl judged that the effect by
the conposition was "effective." (3) Patient 3 5 A 4-year-and-6-nonth-old
boy (meight(3ﬂ8.aykﬁmtbaving | Q 80: No abnormality during pregnancy or at
birth has been especially found. The boy showed synptons of show ng

aggr essi on, di S_tr@am{(@&,andnsqmm_-aad)dy(@&@gl@@&&.ﬂgﬁh@&ngﬂm& N errupting
conversations with others, not being able to easily fall asleep, and

di sturbi ng @bRefmali§odimad phermaaty of nebirtthkasthaneespeeiall9Feand.OThedyer i a for

Di agnosi s] and was di agnosed ADHD. The boy was adm nistered wth L-theanine

at 100 ny/ d%ﬁo!;v@a%g/mﬁomstd‘f SRioldhg Agression, BRtracdoRfindomeRkandsioléndegsul t,
t he above-nenti oned synptons substantially di sappeared, with sone of

synptons sl isgbh lay ak@hyd Rit@irapiige cdiverdationatw @R btiferé) nb? beaar atledokayily wei ght :
60.2 kg) having 1Q 95 No abnormality
fall asleep, and disturbing others, so that he satisfied the above-mentioned
10 [Criteria for Diagnosis] and was diagnosed ADHD. The boy was administered
with L-theanine at 100 mg/day together with Ritalin over a period of 1 week. As

a result, the above-mentioned symptoms substantially disappeared, with some of

symptoms slightly yet remaining.

15 (4) Patient4
A 15-year old boy (weight: 60.2 kg) having IQ 95: No abnormality

during pregnancy or at birth has been especially found. The boy showed
symptoms of getting excited in a person’s presence, distraction, and violence so
that he satisfied the above-mentioned [Criteria for Diagnosis] and was diagnosed

20 ADHD. The boy was administered with L-theanine at 200 mg/day only once
before he went to school. As a result, the boy could attend the classes without
any problems. However, in the following day, the boy returned to the original
state of symptoms, so that the maintenance by a single dosage administration
could nriot be found.

25



during pregnancy or at birth has been especially found. The boy showed
synptons of getting excited in a person's presence, distraction,] Rawdmber 2005
violence so that he satisfied the above-nentioned [Criteria for D agnosis]
and was di agnosed 20 ADHD. The boy was ad nistered with L-theanine at 200
ng/ day only once before he went to school. As a result, the boy could
attend the classes without any problens. However, in the foll ow ng day, the
boy returned to the original state of synptons, so that the mai ntenance by
a single dosgge app st ration could not be found. 25 1 Decenber 2005 17
(5) Patient A 22-year old nale individual (weight: 60.6 kg) having 1Q 70:

No abnormality dyrim i WeldhtNés. ﬁgem l ound. The
mal e i ndi vi dual Ighzoj\lgaﬂg@rarpq?{i}%ngﬁkl(ﬂ%émgqtvﬁ?9?@?%3 i veq?hgﬁgct eristic
and 5 di straapotni_0 : ; [ j [ ' ers, so
that he satis ?@gl@ﬁ@ﬂg@%@%@ﬁt@ yc())gté??“&%%%??ﬁ%%ﬁ%ﬁzg@gg?'\év]rmé&nrgm\%/as

di d A . g o ) . ] /q

i agnose viddAIRLBR & WRSpBARI A IRRERA T InbulshRAtidferdlisG0afig/ day over

a period of wee termn mnistration, ese

SYIDLOGS Wer iy § AT bk s AR RNSh A ARV S BECRNSH (BAFRL O

substantial ly sappear ed, synpt ons g y yet remaining.
It can be s : . gﬂr?g ah{?)[_r { { £1l,00: ﬁlﬁfﬁfem
i nvention pgsﬁﬂaﬁéﬁ)@)% g?%@%?}\@}llt% |ﬁon- g&irizl k%/%glr]g%g?@ﬁ Vag?éagngtggﬁsa ery
and ef f ecti vl ¥, 10w NRRiR e AR EARERRY at 60 mg/day over a period of

1 week. After the termination of the administration, these symptoms were

remarkably ameliorated, and the above-inentioned symptoms substantially

10 disappeared, with some of symptoms slightly yet remaining.

It can be seen from the above examples that the composition of the
present invention can ameliorate attention-deficit hyperactivity disorder safely

and effectively.

15
INDUSTRIAL APPLICABILITY
According to the present invention, there are provided a composition for-
ameliorating attention-deficit hyperactivity disorder and a method of
ameliorating attention-deficit hyperactivity disorder. According to the
20 composition and the method, since the attention-deficit hyperactivity disorder

can be ameliorated safely and effectively, the composition and the method are
useful for treatment, prevention or the like of the attention-deficit hyperactivity

disorder.



According to the present invention, there are provided a conposition for
aneliorating attention-deficit hyperactivity disorder and a net hdwcerhber 2005
aneliorating attention-deficit hyperactivity disorder. According to the 20
conposition and the nethod, since the attention-deficit hyperactivity
di sorder can be aneliorated safely and effectively, the conposition and the
met hod are wuseful for treatment, prevedmstion or the like of the
attention-deficit hyperactivity disorder. 1 Decenber 2005 18 CLAIMS |I. Use
of theanine for manufacturing a nedi ¢amgpis for aneliorating attention-
deficit hyperactivity disorder. 2. Use of theanine according to claima1,
wherein said nedicanent is a food conposition or a pharmaceuti cal
conposi tion. . . . .
1. Use of theanine for manufacturing a medicament for ameliorating attention-

deficit hyperactivity disorder.

2. Use of theanine according to claim 1, wherein said medicament is a food

composition or a pharmaceutical composition.



