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CLAIMS
[Claim 1]
A medical device containing a separately prepared
freze-dried cake composition comprising aripiprazole as an
actiNe ingredient in a storage container whose inner wall is
treatey with silicone, wherein there is a space betweeh the inner
wall of e storage container and the cake composition.
aim 2]
The Yedical device containing the cake composition
according to'cla 1, wherein the cake composition i$ a cake
freeze-dried in a container separate from

the storage containe

[{Claim 3]
The medical devi¥e containing the cake‘composition
according to claim 1'or 2, wiIRrein the apparent volume of the
cake composition accounts for to 99% of the volume of the

storage container.

[Claim 4]
The medical device -containing\ the cake composition
according to any one of claims 1 to 3, whh\rein the cake

composition has a cylindrical shape.

[Claim 5]
-The medical devicéfcontaining the cake \gomposition
accordiﬁg to claim 4, wherein a top surface of the

cake composition is raised.

{Claim 6]
The medical device containing the cake compositio
according to claim 4 or 5, wherein a side surface of the

cylindrical cake composition is sloped.
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{Claim 7]
The medical device containing the cake composition
ccording to any one of claims 1 to 6, wherein the storage

coRtainer treated with silicone is a vial or syringe.

[Claim 8] ]
The medical device containing the cake composition
according claim 7, wherein the syringe has multiple chambers

and the cake\gcomposition is contained in at least one chamber.

The medifal devicéAcontaining the cake composition
according to claim 7 \wherein the syringe has a chamber (A) for
containing the cake composition, and a chamber (B) for containing

an injection liguid;

. the chamber (A) is arranged\on the side where a needle is placed,

and the chamber (B) is arrang{d on the side where a plunger is

placed; and
the cake composition is contained\in the chamber (A) and

the injection liquid is contained iN the chamber (B).

[Claim 10]
The medical device~cbntaining e cake composition
according to any one of claims 1 to 9, wherdin the cake

composition has a strength of 5 to 100 N.

{Claim 11] - _
A cake composition comprising aripiprazol® as an active

ingredient and having a strength of 5 to 100 N.

[Claim 12]

The cake composition according to claim 11, where the
percentage of aripiprazole in the cake composition is 60 to 9

by mass.



10

15

20

25

30

..45_.
[Claim 13]
The cake composition according to claim 11 or 12,

herein the amount of aripiprazole in the cake composition is 0.1

[Claim 14]

The cake composition according to any one of claims 11
to 13, obtained by freeze-drying 0.25 to 12 g of a suspension
having an arMpiprazole solids content of 5 to 45% by mass.

[Claim\15]
The cake\gcomposition according to any one of claims 11

to 14, wherein the cdke composition has a cylindrical shape.

[Claim 16]
The cake composiNion accordlng to claim 15, wherein a

top surface of the cyllndrlca cake composition is raised.

[Claim 17)
The cake composition’ acc

wherein a side surface of the cylindrZgcal cake composition is

ding to claim 15 or 16,

sloped.

[Claim 18]
The cake composition according to one of claims 11
to 17, wherein the cake composition is used for\peing placed in a

medical device.

[Claim 19]
The cake composition according to claim 18, wNerein the
cake composition is a mass that was freeze-dried in a coniginer

separate from a storage container in the medical device.

[Claim 20]
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A method for prodﬁcing a medical device containing a
cake composition comprising aripiprazole as an active ingredient,
he method comprising
a Xtep of enclosing a separately prepared freeze-dried cake
comp§sition comprising aripiprazole as an active ingredient in a

storagd container whose inner wall is treated with silicone.

method for prodﬁcing the medical device according
to claim 20, wberein the storage container treated with silicone

is a vial or syrigge.

[Claim 22]
The method producing the medical device according

to claim 21, wherein the R{yringe has multiple chambers and the

cake composition is containgd in at least one chamber.

[Claim 23]

The method for produci the medical device according
to claim 22, wherein the syringe ha¥ a chamber (A) for containing
the cake composition, and a chamber ( for containing an
injection liquid:;
the chamber (A) is arranged on the side wNere a needle is placed,
and the chamber (B) is arranged on the side\ghere a plunger is
placed; and _
the cake composition is contained in the chambeX (A) and

the injection liquid is contained in the chamber

[Claim 24] |

A method for producing a cake composition c rising
aripiprazole as an active ingredient and having a strengti\of 5
to 100 N, the method comprising
a step of freeze-drying a suspension comprising aripiprazole &

an active ingredient.
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CLAIMS
[Claim 1]
A medical device containing a separately prepared
freeze-dried cake composition comprising aripiprazole as an

active ingredient in a storage container whose inner wall is

treated with silicone, wherein there is a space between the inner

wall of the storage container and the cake composition.

[Claim 2]
The medical device containing the cake composition

according to claim 1, wherein the cake composition is a cake

~ composition that was freeze-dried in a container separate from

the storage container.

{Claim 3]

The medical device containing the cake composition
according to claim 1 or 2, wherein the apparent volume of the
cake composition accounts for 30 to 99% of the volume of the

storage container.

[Claim 4]
The medical device containing the cake composition
according to any one of claims 1 to 3, wherein the cake

composition has a cylindrical shape.

[Claim 5]
-The medical device containing the cake composition
accordiﬁg to claim 4, wherein a top surface of the cylindrical

cake composition ‘is raised.

[Claim 6]
The medical device containing the cake composition’
according to claim 4 or 5, wherein a side surface of the

cylindrical cake composition is sloped.
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[Claim 7]
The medical device contailning the cake composition
according to any one of claims 1 to 6, wherein the storage

container treated with silicone is a vial or syringe.

[Claim 8]
The medical device containing the cake composition
according to claim 7, wherein the syringe has multiple chambers

and the cake composition is contained in at least one chamber.

[Claim 9]

The medical device containing the cake composition
according to claim 7, wherein the syringe has a chamber (A) for
containing the cake composition, and a chamber (B) for
containing an ihjection liguid;

the chamber (A) is arranged on the side where a needle is
placed, and the chamber (B) is arranged on the side where a
plunger is placed; and

the cake composition is contained in the chamber (A) and

the injection liquid is contained in the chamber (B)

[Claim 10]
The medical device containing the cake composition
according to any one of claims 1 to 9, wherein the cake

composition has a strength of 5 to 100 N.

[Claim 11]

A cake composition comprising aripiprazole as an active
ingredient and having a strength of 5 to 100 N;

wherein the cake composition has a cylindrical shape; and

a side surface of the cylindrical cake composition is

sloped.
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[Claim 12]
The cake composition according to claim 11, wherein the
percentage of aripiprazole in the cake composition is 60 to 95%

by mass.

[Claim 13]
The cake composition according to claim 11 or 12, wherein

the amount of aripiprazole in the cake composition is 0.1 to 0.6

g.

[Claim 14]
The cake composition according to any one of claims 11 to
13, obtained by freeze-drying 0.25 to 12 g of a suspension

having an aripiprazole solids content of 5 to 45% by mass.

[Claim 15]
The cake composition according to any one of claims 11 to
14, wherein a top surface of the cylindrical cake composition is

raised.

[Claim 16]
The cake composition according to any one of claims 11 to
15, wherein the cake composition is used for being placed in a

medical device.

[Claim 17]
The cake composition according to claim 16, wherein the
cake composition is a mass that was freeze-dried in a container

separate from a storage container in the medical device.

[Claim 18]
A method for producing a medical device containing a cake
composition comprising aripiprazole as an active ingredient, the

method comprising
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a step of enclosing a separately prepared freeze-dried cake
composition comprising aripiprazole as an active ingredient in a
storage container whose inner wall is treated with silicone;

wherein there is a space between the inner wall of the

storage container and the cake composition.

[Claim 19]
The method for producing the medical device according to

claim 18, wherein the storage container treated with silicone is

a vial or syringe.

[Claim 20]
The method for producing the medical device according to
claim 19, wherein the syringe has multiple chambers and the cake

compogition is contained in at least one chamber.

[Claim 21]

The method for producing the medical device according to
claim 20, wherein the syringe has a chamber (A) for containing
the cake composition, and a chamber (B) for containing an
injection.liquid;

the chamber (A) is arranged on the side where a needle is
placed, and the chamber (B) is arranged on the side where a
plunger is placed; and

the cake composition is contained in the chamber (A) and

the injection liquid is contained in the chamber (B).

[Claim 22]

A method for producing a cake composition comprising
aripiprazole as an active ingredient and having a strength of 5
to 100 N, the method comprising

a step of freeze-drying a suspension comprising
aripiprazole as an active ingredient;

wherein the cake composition has a cylindrical shape; and
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a side surface of the cylindrical cake composition is

sloped.




