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Description

TECHNICAL FIELD

[0001] The present invention relates to a medical con-
tainer and a method of manufacturing the medical con-
tainer.

BACKGROUND ART

[0002] Normally, many medicines are stored in vial
containers (medicine-storing containers) each having a
mouth section sealed with a rubber plug. The medicines
include, for example, liquid preparation and powdery
preparation that has to be dissolved. A method of oper-
ating a vial container in the former case (hereafter re-
ferred to as "Case 1") and a method of operating a vial
container in the latter case (hereafter referred to as "Case
2") will be described below.

Case 1

[0003]

(1) A cap that covers a mouth section of the vial con-
tainer is detached.
(2) A rubber plug of the vial container is disinfected
with cotton containing alcohol.
(3) Air slightly less than a liquid amount to be col-
lected is injected into a syringe.
(4) A needle mounted on the syringe is stabbed or-
thogonally through the rubber plug.
(5) The vial container is turned upside down together
with the syringe, and a position of the vital container
is adjusted such that a needlepoint is located lower
than a liquid surface. Then, an appropriate amount
of the liquid medicine is sucked into the syringe. In
this instance, a pressure inside the vial container be-
comes negative.
(6) The position of the vital container is adjusted such
that the needlepoint is located higher than the liquid
surface, and the air is returned into the vial container
at the mercy of a pressure difference by the amount
that has been sucked.
(7) The above steps (5) and (6) are repeated, and a
prescribed amount of the medicine is collected.
(8) After completion of collecting the medicine, an
appropriate amount of the air is sucked from the vial
container, and the needle is taken out, keeping the
pressure inside the vial container negative.

Case 2

[0004]

(1) A syringe filled with dissolving liquid to dissolve
a medicine is prepared.
(2) A cap that covers a mouth section of the vial con-

tainer containing the medicine is detached.
(3) A rubber plug of the vial container is disinfected
with cotton containing alcohol.
(4) The needle mounted on the syringe is stabbed
orthogonally through the rubber plug.
(5) Air is released from the vial container by the
amount of the dissolving liquid to be injected so as
to make the pressure inside the vial container neg-
ative.
(6) The dissolving liquid is slowly injected at the mer-
cy of a pressure difference without foaming.
(7) After injection of the dissolving liquid, the vial con-
tainer is slowly shaken with the syringe fixed together
so as to dissolve the medicine. Incidentally, in the
case where the medicine is hardly dissolved, the
needle is to be taken out once, and then the container
is shaken. In this instance, preferably the needle is
taken out, keeping the pressure inside the vial con-
tainer negative.
(8) After confirming that the medicine is completely
dissolved, a necessary amount of the medicine is
collected in the same method as Case 1.
(9) In the case where a full amount of the medicine
specified in the Drug Standards is not to be used, a
necessary amount of the liquid medicinal is meas-
ured by graduations of the syringe. However, in this
case, the pressure inside the vial container may tem-
porarily become positive. Therefore, when the nee-
dle is to be taken out, an appropriate amount of air
is to be sucked before taking out the needle so as
to keep the pressure inside the vial container nega-
tive, paying careful attention not to leak any medic-
inal liquid from a needle hole.

[0005] In both Cases 1 and 2, the pressure control
(steps (5) to (7) in Case 1, and steps (5) and (9) in Case
2) is required, which is laborious.
[0006] Also, in the case of a medicine that is dangerous
if exposed, such as carcinostatic agents, attention has
to be paid especially at the time of controlling the pres-
sure. In the case where this pressure control is not carried
out correctly, there is possibility, for example, that the
medicine is spattered from the vial container at the time
of taking out the needle. The reason why the medicine
may be spattered is that the pressure inside the vial con-
tainer is positive. Additionally, there is possibility that the
medicine leaks from the needle hole. The reason for this
leakage of the medicine is that, when the pressure inside
the vial container is negative, force is applied from the
syringe to the medicine inside the vial container.
[0007] To solve the above problems, there is a known
technique of using a medicine-storing container includ-
ing: a container body formed of a hard tube body; and a
flexible bag body disposed inside the container body, in
which powdery medicine is contained inside a medicine
storing space surrounded by the container body and the
bag body (see, for example, Patent Document 1). In this
medicine-storing container disclosed in Patent Docu-
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ment 1, a syringe filled with dissolving liquid that dissolves
the medicine can be connected to a mouth section of the
container body. Here, the bag body can be reversed in-
side and outside by the syringe discharging and sucking
in this connected state. As a result, a rise (increase) or
a drop (decrease) of the pressure inside the medicine
containing space can be suppressed. With this configu-
ration, discharging and sucking of the syringe can be
easily performed, omitting the above-described pressure
control.
[0008] Further, the bag body may take a first state in
which the bag body expands toward a distal end side,
and a second state in which the bag body expands toward
a proximal end side by when the bag body is reversed
as described above. When a medicinal liquid is sucked
into the syringe, the bag body takes the first state, in
which the bag body contacts an inner peripheral portion
of the container body.
[0009] However, in this instance, some of the medicinal
liquid may not be sucked and remain, being stuck at a
small clearance between the bag body and the inner pe-
ripheral portion of the container body because of capillary
phenomenon (surface tension). As a result, there is a
problem in that a target amount of the medicinal liquid
cannot be sucked and collected.

CITATION LIST

PATENT DOCUMENT

[0010] Patent Document 1: International Patent Publi-
cation No. WO2010/122872

SUMMARY OF THE INVENTION

PROBLEMS TO BE SOLVED BY THE INVENTION

[0011] It is an object of the present invention to provide
a medical container capable of easily and reliably col-
lecting liquid filled inside a tube body, and a method of
manufacturing the medical container.

SOLUTIONS TO PROBLEMS

New Page 7

(neat version)

[0012] A medical container according to independent
claim 1 is provided.
[0013] According to the aspects of the invention, the
above object is implemented as described in the following
(1) to (8).

(1) A medical container connectable to a syringe in-
cludes:

a tube body having a tubular shape and includ-

ing an inner peripheral portion inside the tube
body, a mouth section through which liquid can
enter and exit a distal end portion, a proximal-
end opening at a proximal end section, and a
proximal-end edge portion surrounding the
proximal end opening;
a plug body that seals the mouth section;
a bag body having a bag-like shape and includ-
ing an edge portion which is tightly fixed to the
proximal-end edge portion and seals the proxi-
mal end opening, and a reversing part which is
surrounded by the edge portion and has flexibil-
ity; and
a space for containing a medicine surrounded
by the tube body, the plug body, and the bag
body.

The reversing part is configured to reverse in-
side/outside when the liquid enters and exits the
space through the mouth section, whereby the re-
versing part can take a first state in which the revers-
ing part expands toward a distal end side, and a sec-
ond state in which the reversing part expands toward
the proximal end side.
The reversing part is positioned inside the tube body
in the first state and protrudes from the proximal end
opening in the second state.
The reversing part is configured such that in both the
first state and the second state, the reversing part is
separated from the inner peripheral portion of the
tube body.
(2) Further, in the medical container according to the
present invention, preferably, in the first state, a sep-
aration distance between the reversing part and the
inner peripheral portion of the tube body gradually
increases in a direction away from the edge portion
along an axial direction of the tube body.
(3) Further, in the medical container according to the
present invention, preferably, a center portion of the
reversing part on the other side of the edge portion
has a flat shape in both the first state and the second
state.
(4) Additionally, in the medical container according
to the present invention, preferably, the space is pre-
liminarily filled with the medicine when the reversing
part is in the first state, and
the medicine partly contacts at least a proximal end
portion of a space-side surface of the reversing part
when the reversing part is in the first state.
(5) Besides, preferably, the medical container ac-
cording to the present invention further includes a
protection cover which is mounted on a proximal end
section of the tube body and covers the reversing
part from its proximal end side.
(6) Further, in the medical container according to the
present invention, the protection cover, preferably,
includes a vent hole through which air enters and
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exits the protection cover.
(7) In addition, in the medical container according to
the present invention, preferably, a syringe filled with
liquid can be connected to the mouth section via a
connector, and
the tube body includes a rotation preventing means
which prevents the connector from rotating about the
axis of the tube body when the connector is connect-
ed to the mouth section.
(8) A method of manufacturing the medical container
recited in above (1), in which the medical container
preliminarily contains a medicine in a space sur-
rounded by the tube body and the bag body, in-
cludes:

a first step of containing a liquid composition in-
cluding the medicine in the space; and
a second step of freeze-drying the liquid com-
position and generating the medicine. In the sec-
ond step, a cooling jig contacting the reversing
part in the first state is used to cool the liquid
composition via the reversing part.

EFFECTS OF THE INVENTION

[0014] According to the present invention, at the time
of collecting the liquid filled inside the tube body, the re-
versing part is in the first state in which the reversing part
is separated from the inner peripheral portion of the con-
tainer body, whereby a gap is formed between the re-
versing part and the inner peripheral portion of the con-
tainer body. This makes it possible to reliably flow down
the liquid to the mouth section of the tube body through
the gap. As a result, a prescribed amount of the liquid
can be sufficiently, easily and reliably collected.

BRIEF DESCRIPTION OF DRAWINGS

[0015]

FIG. 1 is a longitudinal sectional perspective view
showing a method of operating a medical container
(first embodiment) according to present invention in
order.
FIG. 2 is a perspective view showing the method of
operating the medical container (first embodiment)
according to present invention in order.
FIG. 3 is a longitudinal sectional perspective view
showing the method of operating the medical con-
tainer (first embodiment) according to present inven-
tion in order.
FIG. 4 is a longitudinal sectional perspective view
showing the method of operating the medical con-
tainer (first embodiment) according to present inven-
tion in order.
FIG. 5 is a longitudinal sectional perspective view
showing the method of operating the medical con-
tainer (first embodiment) according to present inven-

tion in order.
FIG. 6 is a cross-sectional view taken along a line
A-A in FIG. 1.
FIG. 7 is a cross-sectional view taken along a line
B-B in FIG. 3.
FIG. 8 is a longitudinal sectional perspective view
showing a method of manufacturing the medical con-
tainer according to the present invention in order.
FIG. 9 is a longitudinal sectional perspective view
showing the method of manufacturing the medical
container according to the present invention in order.
FIG. 10 is a longitudinal sectional perspective view
showing the method of manufacturing the medical
container according to the present invention in order.
FIG. 11 is a longitudinal sectional perspective view
showing the method of manufacturing the medical
container according to the present invention in order.
FIG. 12 is a longitudinal sectional perspective view
showing a medical container (unused state) accord-
ing to a second embodiment of the present invention.
FIG. 13 is a longitudinal sectional perspective ex-
ploded view of the medical container shown in FIG.
12.
FIG. 14 is a perspective view showing a state in
which a cap assembly is engaged with a container
body in the medical container shown in FIG. 12.
FIG. 15 is a longitudinal sectional perspective view
showing a state in which the cap is disengaged from
the medical container shown in FIG. 12.
FIG. 16 is a longitudinal sectional view showing the
vicinity of a proximal end section of the medical con-
tainer shown in FIG. 12.

MODES FOR CARRYING OUT THE INVENTION

[0016] Now, a medical container and a method of man-
ufacturing the medical container according to the present
invention will be described in detail below, based on pre-
ferred embodiments shown in the accompanying draw-
ings.

<First Embodiment>

[0017] FIGS. 1 to 5 are views each showing in order a
method of operating a medical container (first embodi-
ment) according to present invention; FIG. 6 is a cross-
sectional view taken along a line A-A in FIG. 1; FIG. 7 is
a cross-sectional view taken along a line B-B in FIG. 3;
and FIGS. 8 to 11 are longitudinal sectional perspective
views each showing a method of manufacturing the med-
ical container according to the present invention in order.
Incidentally, in the following, for convenience of descrip-
tion, the lower side in FIGS. 1 to 4 and FIGS. 8 to 11
(also in FIGS. 12 to 16) will be referred to as "proximal
end side" or "lower side (downward)" and the upper side
therein as "distal end side" or "upper side (upward)", and
the upper side in FIG. 5 will be referred to as "proximal
end side" or "upper side (upward)" and the lower side
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therein as "distal end side" or "lower side (downward)".
[0018] As shown in FIGS. 2 to 5, a medical device set
10 includes a medical container 1. Also, the medical de-
vice set 10 includes a syringe 20 and a connector (adapt-
er) 30 besides the medical container 1. Now, configura-
tion of each of the components will be described below.
[0019] As shown in FIG. 1, the medical container 1
includes a container body 2, a plug body 3, a bag body
(balloon) 4, a protection cover 5, an outer cover member
6, and a cap 7. Further, a powdery or liquid medicine P
(powdery medicine in the present embodiment) is pre-
liminarily contained inside the medical container 1. This
medicine P is mixed with a liquid Q, such as a dissolving
liquid, a diluting liquid, and a medicinal solution, supplied
from a syringe 20. This mixture is to be a medicinal liquid
R.
[0020] Incidentally, though not specifically restricted,
examples of the medicine P include: medicines which
are dangerous if erroneously touched by a medical work-
er, such as carcinostatic agents, immunosuppressant;
medicines which has be dissolved in use, such as anti-
biotic, styptic; medicines which needs dilution, such as
pediatric drugs; medicines which needs multi-time dis-
pensing, such as vaccine, heparin, pediatric drugs; med-
icines, such as protein preparation, which are easily
foamed when dissolving or when sucked into the syringe;
and medicines, such as anti-body drug, in which a small
quantity medicine is contained. In addition, though not
specifically restricted, an example of the liquid Q may be
physiological saline.
[0021] As shown in FIGS. 1, 3 to 5 and 8 to 11, the
container body 2 is a member formed of a cylindrical body
with each of both ends opened. The container body 2
can be divided, by the inside diameter size, into a mouth
section 21, a shoulder section 22, and a barrel section
23 (section having a constant inside diameter) sequen-
tially from the distal end side.
[0022] The inside diameter of the mouth section 21 is
constant along an axial direction, and is smaller than the
inside diameter of the barrel section 23. As shown in
FIGS. 3 to 5, the connector 30 can be mounted on the
mouth section 21, and the syringe 20 is connected via
the connector 30. Further, when the syringe 20 is oper-
ated while thus connected, the liquid Q flows from the
syringe 20 (see FIG. 4) or the medicinal liquid R flows
out to the syringe 20 (see FIG. 5) via the mouth section 21.
[0023] Further, two ring-shaped projected sections
211 and 212 are formed in a projecting manner on an
outer peripheral portion of the mouth section 21 along
the circumferential direction thereof. The projected sec-
tions 211 and 212 are disposed apart in the axial direction
of the container body 2. Additionally, between the pro-
jected sections 211 and 212, a plurality of ribs (not shown)
is provided at equal intervals in the circumferential direc-
tion of the container body 2. Incidentally, this "apart" con-
figuration contributes to preventing the vicinity of the
mouth section 21 from causing sink (deform) at the time
of molding the container body 2.

[0024] The shoulder section 22 is a portion where the
inside diameter thereof gradually increases in the prox-
imal end direction. As shown in FIG. 2, a rotation pre-
venting projection 24 is protrudingly formed upward on
an outer peripheral portion of this shoulder section 22.
This rotation preventing projection 24 controls a position
of the connector 30 around the axis of the connector 30,
and functions as a rotation preventing means that pre-
vents the connector 30 from rotating about the axis of
the container body 2 when the connector 30 is connected
to the mouth section 21. The rotation preventing projec-
tion 24 has a polygonal shape from the top view, and
includes eight corner sections 241 projected outward and
eight corner sections 242 recessed inward. The corner
sections 241 and the corner sections 242 are arranged
alternately around the axis of the container body 2.
[0025] The inside diameter of the barrel section 23 is
constant along the axial direction, and is larger than the
inside diameter of the mouth section 21. A proximal-end
opening 261 and a proximal-end edge portion 25 sur-
rounding the proximal-end opening 261 are formed on
the proximal end side of the barrel section 23. Inciden-
tally, the proximal-end edge portion 25 is a ring-shaped
flange formed along the circumferential direction of the
barrel section 23. Further, a proximal-end outer periph-
eral portion 262 is formed on the outer periphery of the
proximal-end edge portion 25, protruded in the proximal
end direction orthogonal to the proximal-end edge portion
25, and covers the entire outer periphery of the proximal-
end edge portion.
[0026] Incidentally, the material constituting the con-
tainer body 2, and other components, i.e., the protection
cover 5, the outer cover member 6, and the cap 7 is not
specifically restricted. Examples of the material include
resin materials, such as polyolefins like polyethylene,
polypropylene, cyclic polyethylene; polyesters such as
polyethylene terephthalate; vinyl resins such as polyvinyl
chloride resin, polyvinyl alcohol; polyamide such as nylon
6, nylon 6.6, nylon 6.10, nylon 6.12; and other thermo-
plastic resins, and one of these examples or a combina-
tion of two or more of these examples may be used. Also,
the material added with a light shielding additive may be
used to cut a specific wavelength. Further, the inner sur-
face of the container body 2 may be coated with, for ex-
ample, Teflon ("Teflon" is the registered trademark) or
fluorine, to avoid absorption of the medicine P. Inciden-
tally, the respective components have transparency for
securing visibility of the inside thereof.
[0027] A plug body 3 formed of an elastic material is
mounted on the mouth section 21 of the container body
2. This ensures the mouth section 21 to be sealed in a
liquid-tight manner.
[0028] As shown in FIGS. 1, 3 to 5, 10 and 11, the plug
body 3 include a top plate 31 formed of a disk-shaped
plate, a pair of leg portions 32 projected from a proximal
end surface 311 of the top plate 31, and a tubular section
33 provided between the top plate 31 and the pair of leg
portions 32.
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[0029] The pair of leg portions 32 is formed of plate
pieces arranged apart and facing each other. Further,
outer surfaces 321 of the leg portions 32 each are formed
in an arc-shape along an inner peripheral portion of the
mouth section 21 (see FIG. 7). When the pair of leg por-
tions 32 is inserted into the mouth section 21 of the con-
tainer body 2, the plug body 3 is reliably prevented from
being detached from the mouth section 21 in a tempo-
rarily-plugged state which will be described later.
[0030] Further, when the pair of leg portions 32 is more
deeply inserted into the mouth section 21 of the container
body 2, the tubular section 33 comes to contact the inner
peripheral surface of the mouth section 21. Thus, the
mouth section 21 is liquid-tightly sealed.
[0031] Additionally, the mouth section 21 of the con-
tainer body 2 is covered with a body cap 11 together with
the plug body 3, and the body cap 11 is formed of, for
example, aluminum. The body cap 11 is engaged with
the projected section 212 of the mouth section 21. With
this structure, the plug body 3 is more reliably prevented
from being detached from the mouth section 21.
[0032] Examples of the elastic material constituting the
plug body 3 include various rubber materials, such as
natural rubber, isoprene rubber, butadiene rubber, sty-
renebutadiene rubber, urethane rubber, fluorine-con-
tained rubber, and various thermoplastic elastomers
based on styrene, polyolefin or the like, and one of these
examples or a combination of two or more of these ex-
amples may be used.
[0033] As shown in FIGS. 1, 3 to 5, and 8 to 11, the
bag body 4 according to the present embodiment has a
bag-like shape, that is, has a cup-like shape (bowl-like
shape) in a state of nature in which no external force is
applied. Further, a space 12 for containing a medicine is
defined by the bag body 4, container body 2, and the plug
body 3 in the medical container 1. In this space 12, the
medicine P is preliminarily contained.
[0034] The bag body 4 includes an edge portion 41
and a reversing part 42 surrounded by the edge portion
41.
[0035] As shown in FIG. 1, the edge portion 41 is tightly
fixed to the proximal-end edge portion 25 formed at the
proximal end of the container body 2. This edge portion
41 is supported by the proximal-end edge portion 25 such
that the reversing part 42 folds an edge of the opening
section of the bag-shaped bag body 4 outwardly. With
this configuration, force is applied to the bag-shaped re-
versing part 42 in a direction (orthogonal to the axis of
the container body 2) in which the reversing part 42 is
reversed inside and outside (hereinafter referred to as
"inside/outside") of the bag (the reversing part 42), that
is, a front-side and back-side of the bag. As a result, the
reversing part 42 can be stably and easily reversed.
[0036] Incidentally, in the case where the protection
cover 5, which will be later described, and a cooling jig
80 are not mounted on the container body 2, the edge
portion 41 which is to be a welding part between the bag
body 4 and the container body 2 can be protected by the

proximal-end outer peripheral portion 262 of the contain-
er body 2. For example, even when the container body
2 mounted with no protection cover or no cooling jig is
directly placed on a table (stand), the container body 2
contacts the table via the proximal-end outer peripheral
portion 262. Therefore, the welding part (edge portion
41) of the bag body 4 can be protected. Also, even when
the container body 2 placed on the table is moved to a
different position on the table, the welding part of the bag
body 4 can be protected and prevented from being dam-
aged in the same manner.
[0037] The above-described bag body 4 can be ob-
tained by heating and deforming a flexible sheet material
by using, for example, a mold. Examples of the molding
method include vacuum molding and pressure molding,
and particularly the vacuum molding by plug assist proc-
ess is preferred. Further, the thickness t of this sheet
material (bag body 4) is not specifically restricted. For
example, preferably the thickness of the reversing part
42 is from 0.03 to 0.5 mm, and more preferably from 0.05
to 0.3 mm. Further, preferably the thickness of the edge
portion 41 of the bag body 4 is, for example, from 0.05
to 0.7 mm, and more preferably from 0.07 to 0.4 mm.
Additionally, the material constituting the sheet material
is not specifically restricted, but examples include: poly-
olefin resin such as polyethylene, polypropylene, cyclic
polyethylene; blend resin or copolymerized resin includ-
ing the polyolefin resin; polyester resin such as polyeth-
ylene terephthalate; polyamide resin such as nylon; sin-
gle-layer film such as, polyvinylidene chloride, vinyl chlo-
ride-polyvinylidene chloride copolymer; single-layer film
obtained by vapor-depositing aluminum, silica, etc. onto
the mentioned single-layer film; multilayer film obtained
by laminating the mentioned single-layer films, other film,
and metal foil such as aluminum. Particularly, the mate-
rial having water-vapor barrier properties or oxygen bar-
rier properties is preferable. By using the above-men-
tioned sheet material, the bag body 4 which is configured
to be reversed (reversed inside/outside) can be reliably
molded.
[0038] Incidentally, a method of fixing the proximal-end
edge portion 25 of the container body 2 to the edge por-
tion 41 is not specifically restricted. Examples of the
method include: welding (such as thermal welding, RF
welding, ultrasonic welding, and laser welding), and
bonding (bonding with an adhesive or solvent). Among
these methods, the welding method is more preferable.
[0039] As shown in FIGS. 3 to 5, the reversing part 42
is a portion which is reversed by the liquid Q flowing into
the space 12 via the mouth section 21 of the container
body 2 and by the medicinal liquid R flowing out from the
space 12. With the reverse of the reversing part, a rapid
inner pressure change inside the space 12 can be sup-
pressed when the syringe 20 performs discharging and
sucking. As a result, discharging and sucking can be
smoothly performed.
[0040] Additionally, the reversing part 42 may take two
states: a first state in which the reversing part 42 is ex-
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panded toward the distal end side (see FIGS. 1, 3, and
5); and a second state in which the reversing part 42 is
expanded toward the proximal end side (FIG. 4). Inci-
dentally, in the unused state shown in FIG. 1, in which
the medicine P is preliminarily contained in the space 12,
the reversing part 42 is in the first state.
[0041] Further, the reversing part 42 is positioned in-
side the barrel section 23 of the container body 2 in the
first state, and is protruded from the proximal-end open-
ing 261 of the container body 2 in the second state.
[0042] Additionally, in both the first state and the sec-
ond state, a space-side surface 421 of the reversing part
42, which is the surface facing the space 12 side, is sep-
arated from an inner peripheral portion 2a of the container
body 2. In this instance, a separation distance d gradually
increases along the axial direction of the container body
2 in a direction away from the edge portion 41. In other
words, the distance d gradually increases in a distal end
direction in the first state, and in a proximal end direction
in the second state.
[0043] Incidentally, it is preferable that 90% of an entire
surface area of the space-side surface 421 of the revers-
ing part 42 be separated from the inner peripheral portion
2a of the container body 2, and it is more preferable that
95 to 100% of the entire surface area of the space-side
surface 421 of the reversing part 42 be separated from
the inner peripheral portion 2a of the container body 2.
[0044] With the above-described configuration of the
reversing part 42, when the medicinal liquid R inside the
space 12 is sucked to be collected to the syringe 20, the
reversing part 42 takes the first state (see FIG. 5), and
the space between the space-side surface 421 of the
reversing part 42 and the inner peripheral portion 2a of
the container body 2 is enlarged toward the mouth section
21 of the container body 2. With this configuration, the
medicinal liquid R can reliably and easily flow down to
the mouth section 21 through the above-described
space. As a result, a prescribed amount of the medicinal
liquid R can be sufficiently, reliably and easily collected.
[0045] Here, in the case where the space-side surface
421 of the reversing part 42 contacts (in close contact
with) the inner peripheral portion 2a of the container body
2 at the time of collecting the medicinal liquid R, the me-
dicinal liquid R enters between the space-side surface
421 of the reversing part 42 and the inner peripheral por-
tion 2a of the container body 2 due to the capillary phe-
nomenon, and may not be sucked and remain therebe-
tween. In such a case, the prescribed amount of the me-
dicinal liquid R cannot be collected. In other words, the
amount of the collected medicinal liquid R is short by the
remaining amount.
[0046] Therefore, separation of the reversing part 42
from the container body 2 improves a collection rate of
the medicinal liquid R.
[0047] For example, assume that 10 cc of the liquid Q
is filled in the space 12 from the syringe 20. This filling
amount is a target amount of the medicinal liquid to be
collected by the collecting operation. When the liquid Q

is filled, the reversing part 42 is reversed from the first
state to the second state and expands by the filling
amount of the liquid Q (10 cc). Then, after the liquid Q is
mixed with the medicine P by shaking, collecting is exe-
cuted. The reversing part 42 is reversed from the second
state to the first state by collecting, and can be returned
to the original state by the filling amount, namely, the
amount to be collected (target amount) of medicinal liq-
uid. In this instance, the reversing part 42 is separated
from the container body 2. Thus, the target amount of
the medicinal liquid R can be easily and stably collected.
[0048] Additionally, in the unused state shown in FIG.
1, the medicine P contacts the entire part of the space-
side surface 421 in the first state, and a clearance is
generated between the reversing part 42 and the medi-
cine P when the reversing part 42 is reversed from the
first state. With this configuration, the liquid Q enter the
clearance between the reversing part 42 and the medi-
cine P when the liquid Q is filled into the space 12 from
the syringe 20. Therefore, a widest contact area can be
secured between the liquid Q and the medicine P. As a
result, mixing of the liquid Q with the medicine P is suf-
ficiently and reliably performed and an effect of shorten-
ing a time required for dissolving the medicine P with the
liquid Q can be obtained.
[0049] Even in the case where the medicine P is filled
merely up to the level indicated by a two-dot dashed line
(virtual line L) in FIG. 1 (in the case where the medicine
P does not contact the entire surface of the reversing
part 42, namely, the entire part of the space-side surface
421), the clearance is generated between the reversing
part 42 and the medicine P when the reversing part 42
is reversed. Therefore, the contact area contact area of
the liquid Q and the medicine P is enlarged. In other
words, the same effect can be obtained as long as the
medicine P at least partly contacts a proximal end side
of the space-side surface 421 in the first state.
[0050] In both the first state and the second state, a
center portion of the reversing part 42 located on the
other side of the edge portion 41 has a flat shape. More
specifically, the center portion corresponds to a top por-
tion 422 in the first state and a bottom portion 423 in the
second state. Because of this flat shape, a volume of the
space 12 in the unused state (first state) can be increased
without enlarging the container body 2. Additionally, by
forming this flat top portion 422 thicker and more constant
than a surrounding area thereof, the reversing part 42
can be homogeneously reversed when the reversing part
42 is reversed from the first state to the second state
because reversing starts from the surrounding area of
the top portion 422.
[0051] As shown in FIGS. 1 and 3 to 5, the protection
cover 5 is mounted on the proximal end section of the
container body 2. The protection cover 5 is cup-shaped
and covers the reversing part 42 of the bag body 4 from
the proximal end side thereof. With this configuration,
expansion of the reversing part 42 can be restricted even
though the reversing part 42 tries to expand any further
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when the reversing part 42 is changed to the second
state. As a result, a burst in the event of the excessive
expansion of the reversing part 42 can be reliably pre-
vented (see FIG. 4). Thus, the protection cover 5 protects
the reversing part 42.
[0052] Incidentally, as shown in FIG. 4, when the re-
versing part 42 is changed to the second state, the re-
versing part 42 is normally separated from an inner sur-
face 54 of the protection cover 5. In other words, a gap
53 is formed therebetween. With this configuration, the
reversing part 42 can be prevented from contacting the
inner peripheral portion of the protection cover 5 as much
as possible. Incidentally, the size of gap 53 is not partic-
ularly limited, but preferably from 0.5 to 2.0 mm, and more
preferably from 0.5 to 1.5 mm.
[0053] A first flange 51 and a second flange 52, both
of which are ring-shaped, are formed in a projecting man-
ner on a distal-end outer peripheral portion of the protec-
tion cover 5 along the circumferential direction. The first
flange 51 is located closer to the proximal end side than
the second flange 52 is. Also, the outside diameter of the
first flange 51 is larger than that of the second flange 52.
[0054] Further, the first flange 51 contacts a proximal
end surface 26 of the proximal-end outer peripheral por-
tion 262 of the container body 2. Incidentally, the first
flange 51 may be fixed to the proximal end surface 26
by bonding or welding.
[0055] On the other hand, the second flange 52 func-
tions as a holding section to hold the edge portion 41 of
the bag body 4 between the second flange and the prox-
imal-end edge portion 25 of the container body 2. By thus
holding the edge portion, fixture of the edge portion 41
to the proximal-end edge portion 25 of the container body
2 can be reinforced.
[0056] A plurality of vent holes 56 penetrating a wall
section of the protection cover 5 is formed near a bottom
portion 55 of the protection cover 5 (six vent holes are
formed in the configuration shown in FIG. 6). These vent
holes 56 are arranged at intervals of equal angle in the
circumferential direction around an axis of the protection
cover 5. The air can enter and exit the protection cover
5 through these vent holes 56. With this configuration,
the air between the bag body 4 and the protection cover
5 is pushed out when the reversing part 42 of the bag
body 4 is changed from the first state to the second state,
and vice versa, the air between the bag body 4 and the
protection cover 5 is sucked. As a result, the reversing
part 42 can be easily and reliably reversed.
[0057] Incidentally, the air pushed out is released to
the atmosphere through a plurality of grooves 27 (see
FIG. 6) formed on the outer peripheral surface of the prox-
imal-end outer peripheral portion 262 of the container
body 2. According to the configuration shown in FIG. 6,
six the grooves 27 are formed, and these grooves 27 are
arranged at sense of equal angle around the axis of the
container body 2.
[0058] Further, a third flange 57 having a ring-like
shape is formed in a projecting manner along the circum-

ferential direction on the outer peripheral side of the bot-
tom portion 55 of the protection cover 5.
[0059] As shown in FIG. 1, a plurality of blade parts 59
(e.g. three blade parts in the present embodiment) is
formed between the second flange 52 and the third flange
57. These blade parts 59 are arranged at equal intervals
along the circumferential direction of the protection cover
5.
[0060] The outer cover member 6 is formed of a tube
body having each of both ends opened. The outer cover
member 6 is capable of housing, inside thereof, most
parts of the container body 2 and the protection cover 5.
With this configuration, the container body 2 is covered
with the outer cover member 6. Accordingly, in the case
where the medicine P includes any medicine which is
dangerous if erroneously touched by a medical worker,
it is possible to prevent contamination of the circumfer-
ence and secure safety for the medical worker even
though the medicine P is stuck to the outer surface of the
container body 2 while, for example, manufacturing the
medical container 1. Additionally, the medical container
1 can be held by the outer cover member 6 same as the
prior vial container.
[0061] Further, a proximal end surface 61 of the outer
cover member 6 is joined to the third flange 57 of the
protection cover 5. This joining method is not specifically
restricted. Examples thereof include welding and bond-
ing. Incidentally, the third flange 57 can also be joined to
a proximal end of the outer cover member 6 by engage-
ment with the proximal-end inner peripheral surface of
the outer cover member 6.
[0062] A stepped section 67, in which the inside diam-
eter is rapidly changed, is formed on the inner peripheral
portion of the outer cover member 6 in a halfway of the
axial direction (see FIG. 1). The proximal-end edge por-
tion 25 of the container body 2 is engaged with the
stepped section 67, thereby determining the position of
the stepped section 67 in the axial direction inside the
outer cover member 6 of the container body 2.
[0063] Also, as shown in FIG. 6, a plurality of flat sec-
tions 63 is formed on the inner peripheral portion of the
outer cover member 6 (according to the configuration
shown in FIG. 6, three flat sections are formed at equal
intervals in a circumferential direction of the outer cover
member 6). The respective flat sections 63 can individ-
ually abut on a plurality of flat sections 28 and the outer
peripheral surfaces of the blade parts 59 of the protection
cover 5. The flat sections 28 are formed on the outer
peripheral surface of the proximal-end outer peripheral
portion 262 of the container body 2 (according to the con-
figuration shown in FIG. 6, three flat sections are formed
at equal intervals in the circumferential direction of the
container body 2). With this configuration, the container
body 2 and the protection cover 5 are reliably prevented
from rotating about the axis thereof with respect to the
outer cover member 6. By thus restricting the rotation,
the outer cover member 6 is held, and connecting work
can be easily carried out at the time of connecting the
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syringe 20 to the connector 30 mounted on the container
body 2 by screw-engagement.
[0064] As shown in FIG. 6, a plurality of ribs 68 is
formed in a projecting manner (three ribs are formed in
the configuration shown in FIG. 6) on the inner peripheral
surface of the outer cover member 6 which is closer to
the distal end side than the stepped section 67. These
ribs 68 are arranged at equal intervals along the circum-
ferential direction of the outer cover member 6. Also, each
of the ribs 68 supports the outer peripheral surface of the
container body 2 from the outside thereof. With this con-
figuration, the container body 2 can be prevented from
being loose in a radial direction thereof inside the outer
cover member 6.
[0065] A male screw 62 is formed on a distal-end outer
peripheral portion of the outer cover member 6. This male
screw 62 can be screw-engaged with the cap 7.
[0066] As shown in FIG. 1, the cap 7 includes a top
plate 71 and a wall section 72 projected from an edge of
the top plate 71 in the proximal end direction.
[0067] A female screw 73 is formed on the inner pe-
ripheral portion of the wall section 72. The cap 7 is de-
tachably mounted on the outer cover member 6 by screw-
engaging this female screw 73 with the male screw 62
of the outer cover member 6.
[0068] As shown in FIG. 3, the syringe 20 is prelimi-
narily filled with the liquid Q to be mixed with the medicine
P. This syringe 20 includes an outer tube 201. The outer
tube 201 has a bottomed tube-like shape, and the mouth
section 202 projected in the distal end direction is formed
on a bottom portion thereof.
[0069] Also, the syringe 20 includes a gasket (not
shown) liquid-tightly slidable inside the outer tube 201,
and a plunger (not shown) connected to the gasket and
used to move the gasket inside the outer tube 201. Fur-
ther, the liquid Q can be discharged from the mouth sec-
tion 202 using the gasket by pushing the plunger.
[0070] Additionally, a ring-shaped lock member (lock
adapter) 203 is disposed concentrically with the mouth
section 202 on an outer peripheral side of the mouth sec-
tion 202. A female screw 204, which is to be screw-en-
gaged with the connector 30, is formed on an inner pe-
ripheral portion of the lock member 203. The syringe 20
is connected to the connector 30 by this screw-engage-
ment. Incidentally, the lock member 203 may be integrally
formed with the mouth section 202, or may be formed
separately from the mouth section 202. In the case where
the lock member 203 is formed separately from the mouth
section 202, the lock member 203 may be supported
movable along the axial direction of the mouth section
202, or may be supported rotatable about the axis of the
mouth section 202.
[0071] The above-described syringe 20 is connected
to the medical container 1 via the connector 30.
[0072] As shown in FIGS. 2 to 5, and 7, the connector
30 includes a main body 40, a bottle needle 50, a valve
body 60, and a cap 70.
[0073] The main body 40 includes a mounting section

401 to be mounted on the mouth section 21 of the con-
tainer body 2, and a valve body installation section 402
where the valve body 60 is installed.
[0074] The mounting section 401 has a tubular shape,
and can be fitted with the mouth section 21 of the con-
tainer body 2 from the outside thereof.
[0075] Additionally, a plurality of corner sections 403
is formed on the inner peripheral portion of the mounting
section 401 and recessed outward (four corner sections
are formed in the configuration shown in FIGS. 2 and 7).
These corner sections 403 are arranged at intervals of
equal angle around the axis of the mounting section 401.
Additionally, corner sections 405 are formed in an inward-
ly projecting manner on both sides of each corner section
403 and (see FIG. 7).
[0076] Further, as shown in FIG. 7, when the mounting
section 401 is mounted on the mouth section 21 of the
container body 2, the four corner sections 403 are re-
spectively fitted (inserted) into four corner sections 241
out of the eight corner sections 241 of the rotation pre-
venting projection 24 of the container body 2. With this
configuration, the connector 30 is reliably prevented from
rotating about the axis of the container body 2, and the
syringe 20 can be easily connected to the connector 30
by screw-engagement. Incidentally, even though the cor-
ner sections 405 of the mounting section 401 may abut
on (hit) the corner sections 241 of the container body 2
when the mounting section 401 is mounted on the mouth
section 21 of the container body 2, the corner sections
405 are guided by the corner sections 241, and the
mounting section 401 rotates about the axis thereof be-
cause of this abutting. By this rotation, the respective four
corner sections 403 are reliably fitted into the four corner
sections 241 out of the eight corner sections 241 of the
rotation preventing projection 24 of the container body
2, as described above. Thus, the connector 30 can be
prevented from rotating about the axis of the container
body 2.
[0077] Additionally, as shown in FIGS. 3 to 5, pawls
404 are formed in a projecting manner on the inner pe-
ripheral portion of the mounting section 401 in the close
proximity of the distal end side of the respective corner
sections 403. When the mounting section 401 is fitted to
the mouth section 21 of the container body 2, each pawl
404 is engaged with the projected section 212 of the
mouth section 21. With this configuration, the connector
30 can be reliably prevented from unexpectedly being
disengaged from the container body 2.
[0078] As shown in FIG. 2, the mounting section 401
includes slits 406 extending along the axial direction
thereof, and each slit is formed between the adjacent
corner sections 403. These slits allow the mounting sec-
tion 401 to expand in a radial direction when the pawls
404 climb over the projected sections 211 and 212 of the
mouth section 21 in the process of fitting the mounting
section 401 to the mouth section 21. In this manner, the
mounting section 401 can be easily mounted.
[0079] Further, an enlarged width section 407 that has
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the width becoming enlarged toward the proximal end
side is formed on the proximal end section of each slit
406. Each of the corner sections 241 of the rotation pre-
venting projection 24, which is not engaged with the cor-
ner sections 403 of the mounting section 401, can enter
each of the enlarged width sections 407.
[0080] The valve body installation section 402 has a
tubular shape smaller than mounting section 401, and
the valve body 60 can be inserted into the valve body
installation section.
[0081] The bottle needle 50 is disposed concentrically
with the mounting section 401. This bottle needle 50 in-
cludes a sharp needlepoint 501 that can thrust through
the top plate 31 of the plug body 3 of the medical container
1. Also, the bottle needle 50 is a hollow needle and in-
cludes at least one side hole 502 (two side holes in the
present embodiment) opened on the side surface there-
of.
[0082] The valve body 60 is formed of a tubular elastic
body, and can be divided into a head section 601 on the
distal end side and a barrel section 602 on the proximal
end side. The head section 601 includes a top plate 604
on which a slit 603 having self-closing property is formed.
When the syringe 20 is connected to the connector 30,
the mouth section 202 of the syringe 20 presses the top
plate 604 and deforms the top plate, thereby opening the
slit 603. In the case where the syringe 20 starts discharg-
ing or sucking in this state, the liquid can flow between
the syringe 20 and the medical container 1 via the valve
body 60 and the bottle needle 50.
[0083] Further, when the syringe 20 is detached from
the head section 601, the syringe pressing force against
the top plate 604 is released, thereby closing the slit 603.
[0084] The barrel section 602 has a bellows shape,
and functions as a biasing section for biasing the head
section 601 in the distal end direction. As a result, while
the syringe 20 is detached, the head section 601 can
stay in a designated position with respect to the cap 70.
[0085] The cap 70 is a tubular member covering the
valve body 60. The proximal-end inner peripheral portion
of this cap 70 is joined to the outer peripheral portion of
the valve body installation section 402 of the main body
40. Also, the distal-end outer peripheral portion of the
cap 70 can compress the top plate 604 of the head section
601 of the valve body 60 located at the designated posi-
tion. This reliably closes the slit 603.
[0086] Further, a male screw 701 is formed on the outer
peripheral portion of the cap 70. The female screw 204
of the lock member 203 of the syringe 20 can be screw-
engaged with the male screw 701.
[0087] Next, a method of operating the medical device
set 10 (medical container 1) will be described with refer-
ence to FIGS. 1 to 5.

[1] First, as shown in FIG. 1, the medical container
1 which is in the unused state and preliminarily con-
taining the medicine P in the space 12 is prepared.
Then, the cap 7 is detached from this medical con-

tainer 1. Here, the cap is detached by releasing
screw-engagement between the cap 7 and the outer
cover member 6.
[2] Next, as shown in FIG. 2, the medical container
1, from which the cap 7 has been detached, is placed
on the table (not shown), for example, such that the
mouth section 21 of the container body 2 faces up-
ward. Subsequently, the connector 30 is brought
near and mounted on the mouth section 21 of the
container body 2 from the top thereof. In this in-
stance, the four corner sections 241 of the rotation
preventing projection 24 of the container body 2 are
fitted with the four corner sections 403 of the main
body 401 of the connector 30, whereby rotation of
the connector 30 is restricted with respect to the con-
tainer body 2.
[3] Next, as shown in FIG. 3, the syringe 20 is con-
nected to the connector 30 mounted on the medical
container 1 (mouth section 21 of the container body
2) (hereafter, this state is referred to as "connected
state"). The above connecting work is carried out by
screw-engaging the female screw 204 of the lock
member 203 of the syringe 20 with the male screw
701 of the cap 70 of the connector 30. Further, at
the time of this connecting work, rotation of the con-
nector 30 is restricted with respect to the container
body 2 as described above. Therefore, the connect-
ing work can be reliably carried out. Incidentally,
since rotation of the outer cover member 6 with re-
spect to the container body 2 is restricted as well in
the medical container 1, the above connecting work
can be carried out, holding the outer cover member 6.
Further, in the connected state, the slit 603 of a valve
body 60 of the connector 30 is put into an opened
state as described above.
[4] Next, the plunger of the syringe 20 is pushed dur-
ing the connected state, and the liquid Q is supplied
from the syringe 20 into the space 12 of the medical
container 1 as shown in FIG. 4. This liquid Q flows
down through the valve body 60 and the bottle needle
50, and flows into the space 12 through the side hole
502 of the bottle needle 50. Thus, the liquid Q is
mixed with the medicine P, and the medicinal liquid
R starts to be generated.
Further, the reversing part 42 of the bag body 4 is
changed to the second state by being pressed by
the liquid Q which has flown into the space 12. As a
result, the volume of the space 12 is increased,
whereby an excessive increase of the inner pressure
of the space 12 caused by pushing the plunger can
be suppressed. Thus, the pressure control can be
omitted although it has been necessary to control
the pressure inside the prior vial container containing
the powdery medicine necessary to be dissolved by
sucking the air into the syringe from the vial container
by the amount of the dissolving liquid to be injected.
Thereafter, the medicine P is completely dissolved
in the liquid Q by shaking, and the medicinal liquid
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R is generated. In this instance, the liquid Q enters
between the reversing part 42 and the medicine P
as described above, and a contact area between the
liquid Q and the medicine P is enlarged, whereby
the liquid Q and the medicine P can be sufficiently
and reliably mixed. As a result, the shaking time can
be shortened.
[5] Next, the medical container 1 is turned upside
down as shown in FIG. 5, maintaining the connected
state. Then, the plunger of the syringe 20 is pulled
to collect the medicinal liquid R into the syringe 20.
In this instance, the reversing part 42 of the bag body
4 is pulled together with the medicinal liquid R, and
changed to the first state. At this point, the space-
side surface 421 is separated from the inner periph-
eral portion 2a as described above. Therefore, the
medicinal liquid R can easily and reliably flow down
to the mouth section 21 of the container body 2, pass-
ing between the space-side surface 421 of the re-
versing part 42 and the inner peripheral portion 2a
of the container body 2. As a result, the medicinal
liquid R can be easily and reliably collected. Also,
since the reversing part 42 returns to the first state,
it is possible to prevent the pressure inside the con-
tainer body 2 (space 12) from being negative during
the sucking operation. Thus, the pressure control
can be omitted although it has been necessary to
control the pressure inside the prior vial container
containing the powdery medicine necessary to be
dissolved by returning the air from the syringe to the
vial container by the amount of the medicinal liquid
sucked into the syringe.

[0088] Incidentally, in the case where the medicinal liq-
uid R is preliminarily filled inside the container body 2,
the reversing part 42 in the unused state is in the second
state. Accordingly, when the medicinal liquid R is collect-
ed to the syringe 20, the reversing part 42 is changed to
the first state. Therefore, it is possible to prevent the pres-
sure inside the container body 2 (space 12) from being
negative at the time of sucking. Also, it is possible to omit
the pressure control in which the air is returned to the
vial container from the syringe by the amount of the me-
dicinal liquid sucked into the syringe.
[0089] Next, a method of manufacturing the medical
container 1 (method of manufacturing a medical contain-
er) will be described with reference to FIGS. 8 to 11. This
manufacturing method includes [1] preparing step, [2]
containing step (first step), [3] plugging step, [4] gener-
ating step (second step), and[5] assembling step. Inci-
dentally, the respective steps described below are car-
ried out in aseptic environment, such as inside an isolator.
[0090] From the preparing step [1] to the generating
step [4], a cooling jig 80 is used. First, this cooling jig 80
will be described.
[0091] The cooling jig 80 is detachably mounted on the
bag body 4 in the first state. The cooling jig 80 includes
a cup-shaped section 801 and a ring-shaped flange 802.

The cup-shaped section 801 has a cup-like shape which
corresponds to, namely, the shape of the reversing part
42 of the bag body 4 in the first state. The ring-shaped
flange 802 is formed on a proximal-end outer peripheral
portion of the cup-shaped section 801 in a projecting
manner along the circumferential direction thereof.
[0092] When the cooling jig 80 is mounted on the bag
body 4, the cup-shaped section 801 contacts the revers-
ing part 42 of the bag body 4 from the proximal end side
thereof, and the flange 802 is used as a stage to mount
a first structure 101. Further, the cooling jig 80 in this
state is capable of cooling a liquid composition S, which
will be described later, via the reversing part 42.
[0093] Further, the cooling jig 80 is formed of a metallic
member. A material of the metallic member is not spe-
cifically restricted. Possible examples include stainless
steel, aluminum, and aluminum alloy. By using such me-
tallic materials, the cooling jig 80 may have excellent heat
conductivity and is able to reliably cool a liquid composi-
tion S.
[0094] As described above, the method of manufac-
turing the medical container 1 includes[1] preparing
step,[2] containing step (first step),[3] plugging step, [4]
generating step (second step), and[5] assembling step.

[1] Preparing Step

[0095] As shown in FIG. 8, the first structure 101 in
which the container body 2 is connected to the bag body
4 is prepared. In this first structure 101, the bag body 4
is in the first state.
[0096] Subsequently, the cooling jig 80 is inserted from
a lower side of the first structure 101 to be mounted.
Thus, the bag body 4 is kept in the first state.
[0097] Thereafter, the first structure 101 mounted with
the cooling jig 80 is disposed on a stage 90 for freeze-
drying.

[2] Containing Step

[0098] Next, as shown in FIG. 9, the liquid composition
S containing the medicine P is aseptically supplied to the
space 12 in the first structure 101. Thus, the liquid com-
position S is contained in the space 12.

[3] Plugging Step

[0099] Subsequently, the plug body 3 is prepared as
shown in FIG. 10, and inserted into the mouth section 21
of the container body 2, whereby the first structure 101
is changed to a second structure 102.
[0100] Incidentally, the plug body 3 is inserted into the
mouth section to the degree that the tubular section 33
of the plug body 3 is not yet inserted into the inside of
the mouth section 21. With this configuration, the second
structure 102 becomes in the temporarily-plugged state
in which the mouth section 21 of the container body 2
has not been liquid-tightly sealed with the plug body 3 yet.
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[4] Generating Step

[0101] Next, as shown in FIG. 11, the second structure
102 is put inside a chamber together with the stage 90
and the cooling jig 80, and then the pressure inside the
chamber is decreased by a vacuum pump while the stage
90 is cooled together with the cooling jig 80. Thus, the
liquid composition S is freeze-dried, and the medicine P
is generated.
[0102] After that, the plug body 3 is pushed in until the
proximal end surface 311 of the top plate 31 of the plug
body 3 abuts on the distal end surface 29 of the container
body 2. Thus, the second structure 102 is made to a
plugged state in which the mouth section 21 of the con-
tainer body 2 is liquid-tightly sealed with the plug body 3.
[0103] Incidentally, the cup-shaped section 801 of the
cooling jig 80 contacts an entire part of the reversing part
42 of the bag body 4. With this configuration, heat can
be quickly absorbed from the liquid composition S via the
reversing part 42 and the cooling jig 80, thereby improv-
ing cooling efficiency. As a result, a freeze-drying time
can be shortened, and further condition of crystal in the
medicine P to be generated is stabilized.
[0104] Additionally, in the case where the liquid com-
position S is contained in a container having a bottomed
tube-like shape, and then freeze-dried by the stage 90
like the prior container, only the flat bottom portion of the
container contacts the stage 90 (a contact area in this
instance is referred to as "contact area a"). In contrast,
according to the present manufacturing method, the cup-
shaped reversing part 42 can contact the stage 90 via
the cooling jig 80. As a result, the contact area of the
present method is increased by 1.2 to 3 times of the con-
tact area a in the prior art. This also improves the cooling
efficiency.

[5] Assembling Step

[0105] Next, the cooling jig 80 is detached from the
second structure 102, and the body cap 11, the protection
cover 5, the outer cover member 6, and cap 7 are as-
sembled to the second structure 102 in appropriate order.
After this assembling, the medical container 1 as shown
in FIG. 1 is obtained.

<Second Embodiment>

[0106] FIG. 12 is a longitudinal sectional perspective
view showing a medical container (unused state) accord-
ing to a second embodiment of the present invention.
FIG. 13 is a longitudinal sectional perspective exploded
view of the medical container shown in FIG. 12. FIG. 14
is a perspective view showing a state in which a cap
assembly is engaged with a container body in the medical
container shown in FIG. 12. FIG. 15 is a longitudinal sec-
tional perspective view showing a state in which a cap is
disengaged from the medical container shown in FIG.
12, and FIG. 16 is a longitudinal sectional view showing

the vicinity of the proximal end section of the medical
container shown in FIG. 12.
[0107] Now, the second embodiment of the medical
container and a method of manufacturing the medical
container according to the present invention will be de-
scribed below with reference to the drawings. The follow-
ing description will be made to center on differences from
the above-mentioned embodiment, and descriptions of
the same items as above will be omitted.
[0108] The present embodiment is same as the first
embodiment, except for that there are differences in con-
figurations of respective components: a protection cover,
an outside cover member, and a cap respectively.
[0109] As shown in FIGS. 12 and 13, a cap assembly
13 includes a cap 7A (upper-side cap) and a lower-side
cap 8 in medical container 1A.
[0110] The cap 7A includes a female screw 73 formed
on a proximal-end inner peripheral surface, and a male
screw 74 formed on the other side of the female screw
73, namely, on a proximal-end outer peripheral surface.
[0111] The lower-side cap 8 is formed of a cylindrical
body with its both ends opened. A stepped section 81 is
formed on the distal end portion of the lower-side cap 8
such that a step is formed by a thickness of a wall section
72 of the cap 7A. The lower-side cap 8 is divided into a
diameter-reduced section 82 on the distal end side and
a larger-diameter section 83 on the proximal end side,
interposing the stepped section 81 therebetween. Fur-
ther, a male screw 821 is formed on the outer peripheral
portion of the diameter-reduced section 82 near the
stepped section 81. A male screw 831 is formed on the
outer peripheral portion of the larger-diameter section 83
also near the stepped section 81.
[0112] Further, the female screw 73 of the cap 7A can
be screw-engaged with the male screw 821 of the lower-
side cap 8. Thus, the cap 7A and the lower-side cap 8
can be assembled, which is an assembled state, to form
the cap assembly 13. In the cap assembly 13 in this as-
sembled state, a continuous male screw including the
male screw 74 of the cap 7A and the male screw 831 of
the lower-side cap 8 is formed.
[0113] As shown in FIGS. 13 and 14, a plurality of en-
gagement pieces 84 (three pieces in the present embod-
iment) that can be engaged with the container body 2 is
provided at the proximal end section of the larger-diam-
eter section 83 of the lower-side cap 8. Each of the en-
gagement pieces 84 is elastically deformable. Further, a
pawl 841 projected toward the proximal end side is
formed at the end section of each engagement piece 84.
On the other hand, in the container body 2, a cavity sec-
tion 281 to be engaged with the pawl 841 of each en-
gagement piece 84 is provided at a section which con-
nects three flat sections 28 on the distal end surface of
the proximal-end edge portion 25.
[0114] As shown in FIGS. 12, 13, and 15, an outer cov-
er member 6A is formed of a member having a bottomed
tube-like shape. A female screw 64 is formed on a distal-
end inner peripheral portion of this outer cover member
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6A. The female screw 64 can be screw-engaged with the
male screw 74 of the cap 7A and the male screw 831 of
the lower-side cap 8 all together in the cap assembly 13
under the assembled state (see FIG. 12).
[0115] Incidentally, the outer cover member 6A differs
from the outer cover member 6 of the first embodiment
in omitting the stepped section 67 and the rib 68.
[0116] To obtain the medical container 1A in the state
shown in FIG. 12, as shown in FIG. 13, a structure 103
and the cap assembly 13 in the assembled state are pre-
pared. The structure 103 is formed by assembling the
container body 2, a plug body 3, a bag body 4, a protection
cover 5A, and the outer cover member 6A. Subsequently,
cap assembly 13 is inserted into the structure 103. Then,
a female screw 64 of the outer cover member 6A in the
structure 103 is sequentially screw-engaged with the
male screw 831 of the lower-side cap 8 of the cap as-
sembly 13 and the male screw 74 of the cap 7A. With
this screw-engagement, each of the engagement pieces
84 of the lower-side cap 8 is pressed by the proximal-
end edge portion 25 of the container body 2 and bent
toward the distal end side. However, when the pawl 841
reaches the cavity section 281 at the proximal-end edge
portion 25, the pressing force from the proximal-end edge
portion 25 is released. Then, the pawl 841 is engaged
with the cavity section 281.
[0117] With the above-described assembling work, the
medical container 1A can be obtained. In this medical
container 1A, the container body 2 and the outer cover
member 6A are connected and fixed via the lower-side
cap 8. Further, when the cap 7A is rotated to be detached,
the rotational force is transmitted to the lower-side cap
8. However, since the lower-side cap 8 is engaged with
the cavity section 281 of the container body 2 by the
engagement pieces 84 as described above, the lower-
side cap 8 does not rotate and only the cap 7A is de-
tached. After that, the medical container 1A can be op-
erated in the same manner as the first embodiment.
[0118] Incidentally, ribs 68 same as the rib on the inner
peripheral surface of the outer cover member 6 of the
first embodiment may be formed on an inner peripheral
surface of the lower-side cap 8. This may suppress the
container body 2 from being loose in a radial direction
thereof inside the lower-side cap 8.
[0119] Also, as shown in FIGS. 12, 13 and 15, the pro-
tection cover 5A is formed of a cylindrical body with its
both ends opened, in the medical container 1A. A prox-
imal end surface 58 of the protection cover 5A is sepa-
rated from a bottom portion 65 of the outer cover member
6A. Air can enter and exit the protection cover 5A via a
gap 66 between the proximal end surface 58 of the pro-
tection cover 5A and the bottom portion 65 of the outer
cover member 6A. With this configuration, when a re-
versing part 42 of the bag body 4 is changed to a second
state from a first state, the air is pushed out, and vice
versa, the air is sucked. As a result, the reversing part
42 can be easily and reliably reversed.
[0120] As shown in FIG. 16, a plurality of projected

sections 651 (for example, three projected sections)
which abuts on the proximal end surface 58 of the pro-
tection cover 5A is projected from the bottom portion 65
of the outer cover member 6A in a distal end direction.
Each of the projected sections 651 abuts on the proximal
end surface 58 of the protection cover 5A. As a result,
the size of the gap 66 (gap length) is restricted, and the
gap 66 can be reliably secured.
[0121] While the medical container and the method of
manufacturing the medical container according to the
embodiments of the present invention shown in the at-
tached drawings have been described above, the present
invention is not restricted to these embodiments.

INDUSTRIAL APPLICABILITY

[0122] The medical container according to the present
invention includes: a tube body having a tube-like shape
and including an inner peripheral portion inside thereof,
a mouth section through which liquid can enter and exit
a distal end portion, a proximal-end opening at a proximal
end section, and a proximal-end edge portion surround-
ing the proximal end opening; a plug body that seals the
mouth section; a bag body having a bag-like shape and
including an edge portion which is tightly fixed to the prox-
imal-end edge portion and seals the proximal end open-
ing, and a reversing part which is surrounded by the edge
portion, has flexibility and is reversed inside/outside; and
a space surrounded by the tube body, the plug body, and
the bag body. When the liquid enters and exits through
the mouth section, the reversing part is reversed in-
side/outside, whereby the reversing part may take a first
state and a second state. In the first state, the reversing
part expands toward a distal end side, and in the second
state, the reversing part expands toward a proximal end
side. In both the first state and the second state, the re-
versing part is separated from the inner peripheral portion
of the tube body.
[0123] Therefore, the reversing part is in the first state
and separated from the inner peripheral portion of the
container body at the time of collecting the liquid filled
inside the tube body. Accordingly, a gap is formed be-
tween the reversing part and the inner peripheral portion
of the container body. With this configuration, the liquid
can reliably flow down to the mouth section of the tube
body through the gap. As a result, a prescribed amount
of the liquid can be sufficiently, easily and reliably col-
lected.
[0124] Therefore, the medical container according to
the present invention has industrial applicability.

REFERENCE SIGNS LIST

[0125]

10 Medical device set
1, 1A Medical container
2 Container body
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2a Inner peripheral portion
21 Mouth section
211, 212 Projected section
22 Shoulder section
23 Barrel section (constant inside diameter

section)
24 Rotation preventing projection
241, 242 Corner section
25 Proximal-end edge portion
26 Proximal end surface
261 Proximal-end opening
262 Proximal-end outer peripheral portion
27 Groove
28 Flat section
281 Cavity section
29 Distal end surface
3 Plug body
31 Top plate
311 Proximal end surface
32 Leg portion
321 Surface
33 Tubular section
4 Bag body (balloon)
41 Edge portion
42 Reversing part
421 Space-side surface
422 Top portion
423 Bottom portion
5, 5A Protection cover
51 First flange
52 Second flange
53 Gap
54 Inner surface
55 Bottom portion
56 Vent hole
57 Third flange
58 Proximal end surface
59 Blade part
6, 6A Outer cover member
61 Proximal end surface
62 Male screw
63 Flat section
64 Female screw
65 Bottom portion
651 Projected section
66 Gap
67 Stepped section
68 Rib
7, 7A Cap
71 Top plate
72 Wall section
73 Female screw
74 Male screw
8 Lower-side cap
81 Stepped section
82 Diameter-reduced section
821 Male screw
83 Larger-diameter section

831 Male screw
84 Engagement piece
841 Pawl
11 Body cap
12 Space
13 Cap assembly
101 First structure
102 Second structure
103 Structure
20 Syringe
201 Outer tube
202 Mouth section
203 Lock member (lock adapter)
204 Female screw
30 Connector (Adapter)
40 Main body
401 Mounting section
402 Valve body installation section
403 Corner section
404 Pawl
405 Corner
406 Slit
407 Enlarged width section
50 Bottle needle
501 Needlepoint
502 Side hole
60 Valve body
601 Head section
602 Barrel section
603 Slit
604 Top plate
70 Cap
701 Male screw
80 Cooling jig
801 Cup-shaped section
802 Flange
90 Stage
d Separation distance
L Virtual line
P Medicine
Q Liquid
R Medicinal liquid
S Liquid composition
t Thickness

Claims

1. A medical container (1) connectable to a syringe
(20), comprising:

a tube body (2) having a tubular shape and in-
cluding an inner peripheral portion (2a) inside
the tube body (2), a mouth section (21) through
which liquid (R) can enter and exit a distal end
portion, a proximal-end opening (261) at a prox-
imal end section, and a proximal-end edge por-
tion (41) surrounding the proximal end opening
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(261),
a plug body (3) that seals the mouth section (21),
a bag body (4) that has a bag-like shape and
includes an edge portion (41) which is tightly
fixed to the proximal-end edge portion and seals
the proximal end opening (261), and a reversing
part (42) which is surrounded by the edge por-
tion (41) and has flexibility, and
a space (12) for containing a medicine (P) de-
fined by the tube body (2), the plug body (3), and
the bag body (4),
wherein the reversing part (42) is configured to
reverse inside/outside when the liquid (R) enters
and exits the space (12) through the mouth sec-
tion (21), by which the reversing part (42) can
take a first state in which the reversing part (42)
expands toward a distal end side, and a second
state in which the reversing part (42) expands
toward the proximal end side, and
the reversing part (42) being positioned inside
the tube body (2) in the first state and protruding
from the proximal end opening (261) in the sec-
ond state,
characterized in that
the reversing part (42) is configured such that in
both the first state and the second state, the re-
versing part (42) is separated from the inner pe-
ripheral portion (2a) of the tube body (2).

2. The medical container (1) according to claim 1,
wherein, in the first state, a separation distance be-
tween the reversing part (42) and the inner peripheral
portion (2a) of the tube body (2) gradually increases
in a direction away from the edge portion (41) along
an axial direction of the tube body (2).

3. The medical container (1) according to claim 1,
wherein a center portion (422, 423) of the reversing
part (42) on the other side of the edge portion (41)
has a flat shape in both the first state and second
state.

4. The medical container (1) according to claim 1,
wherein
the space (12) is preliminarily filled with the medicine
(P) when the reversing part (42) is in the first state,
and
the medicine (P) partly contacts at least a proximal
end side portion of a space-side surface of the re-
versing part (42) when the reversing part (42) is in
the first state.

5. The medical container (1) according to claim 1, fur-
ther comprising a protection cover (5,5A) which is
mounted on a proximal end section of the tube body
(2) and covers the reversing part (42) from the prox-
imal end side thereof.

6. The medical container (1) according to claim 5,
wherein
the protection cover (5) includes a vent hole (56)
through which air enters and exits the protection cov-
er (5).

7. The medical container (1) according to claim 1,
wherein a syringe (20) filled with liquid (R) can be
connected to the mouth section (21) via a connector
(30), and
the tube body (2) includes a rotation preventing
means (24) which prevents the connector (30) from
rotating about the axis of the tube body (2) when the
connector (30) is connected to the mouth section
(21).

8. A method of manufacturing the medical container (1)
according to claim 1, the medical container (1) pre-
liminarily containing a medicine (P) in a space (12)
surrounded by the tube body (2) and the bag body
(4), comprising:

a first step of containing a liquid composition (S)
including the medicine (P) in the space (12), and
a second step of freeze-drying the liquid com-
position (S) and generating the medicine (P),
wherein, in the second step, a cooling jig (80)
contacting the reversing part (42) in the first state
is used to cool the liquid composition (S) via the
reversing part (42).

Patentansprüche

1. Medizinischer Behälter (1), welcher mit einer Spritze
(20) verbindbar ist, welcher umfasst:

einen Röhrenkörper (2), welcher röhrenförmig
ist und einen inneren peripheren Bereich (2a)
innerhalb des Röhrenkörpers (2) aufweist, einen
Mündungsbereich (21), durch welchen Flüssig-
keit (R) in einen distalen Endbereich ein- und
austreten kann, eine proximale Öffnung (261)
an einem proximalen Endbereich, und einen
proximalen Randbereich (41), welcher die pro-
ximale Öffnung (261) umgibt,
einen Stöpsel (3), welcher den Mündungsbe-
reich (21) verschließt,
einen Beutel (4), welcher eine beutelähnliche
Form hat und einen Randbereich (41) aufweist,
welcher fest an dem proximalen Randbereich
angebracht ist und die proximale Öffnung (261)
verschließt, und ein Umkehrteil (42), welches
von dem Randbereich (41) umgeben und flexi-
bel ist, und
einen Bereich (12) zur Aufnahme von Medizin
(P), welcher durch den Röhrenkörper (2), den
Stöpsel (3) und den Beutel (4) begrenzt ist,
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wobei das Umkehrteil (42) so gestaltet ist, sich
nach innen/außen zu kehren, wenn die Flüssig-
keit (R) durch den Mündungsbereich (21) in den
Bereich (12) ein- und austritt, wodurch das Um-
kehrteil (42) einen ersten Zustand einnehmen
kann, in dem das Umkehrteil (42) sich zu der
distalen Seite hin ausdehnt, und einen zweiten
Zustand, in dem das Umkehrteil (42) sich zu der
proximalen Seite hin ausdehnt, und
das Umkehrteil (42) im ersten Zustand innerhalb
des Röhrenkörpers (2) angeordnet ist und im
zweiten Zustand aus der proximalen Öffnung
(261) herausragt,
dadurch gekennzeichnet, dass
das Umkehrteil (42) so gestaltet ist, dass es so-
wohl im ersten als auch im zweiten Zustand vom
inneren peripheren Bereich (2a) des Röhrenkör-
pers (2) getrennt ist.

2. Medizinischer Behälter (1) nach Anspruch 1,
wobei, im ersten Zustand, ein Abstand zwischen
dem Umkehrteil (42) und dem inneren peripheren
Bereich (2a) des Röhrenkörpers (2) sich entlang der
axialen Richtung des Röhrenkörpers (2) weg von
dem Randbereich (41) allmählich vergrößert.

3. Medizinischer Behälter (1) nach Anspruch 1,
wobei ein Mittelbereich (422, 423) des Umkehrteils
(42) auf der anderen Seite von dem Randbereich
(41) sowohl im ersten als auch im zweiten Zustand
eine flache Form hat.

4. Medizinischer Behälter (1) nach Anspruch 1, wobei
der Bereich (12) vorläufig mit Medizin (P) gefüllt ist
wenn das Umkehrteil (42) im ersten Zustand ist, und
die Medizin (P) mindestens einen proximalen Sei-
tenbereich der bereichsseitigen Oberfläche des Um-
kehrteils (42) teilweise berührt, wenn das Umkehrteil
(42) im ersten Zustand ist.

5. Medizinischer Behälter (1) nach Anspruch 1, wel-
cher ferner eine Schutzabdeckung (5, 5A) beinhal-
tet, welche an einem proximalen Endbereich des
Röhrenkörpers (2) angebracht ist und das Umkehr-
teil (42) von der proximalen Seite des Röhrenkörpers
(2) her abdeckt.

6. Medizinischer Behälter (1) nach Anspruch 5, wobei
die Schutzabdeckung (5) eine Lüftungsöffnung (56)
aufweist, durch welche Luft in die Schutzabdeckung
(5) ein- und austritt.

7. Medizinischer Behälter (1) nach Anspruch 1, wobei
eine mit Flüssigkeit (R) gefüllte Spritze (20) mittels
eines Verbindungsstücks (30) mit dem Mündungs-
bereich (21) verbunden werden kann, und
der Röhrenkörper (2) ein Antirotationsmittel (24) auf-
weist, welches verhindert, dass das Verbindungs-

stück (30) um die Achse des Röhrenkörpers (2) ro-
tiert wenn das Verbindungsstück (30) mit dem Mün-
dungsbereich (21) verbunden ist.

8. Herstellungsverfahren für den medizinischen Behäl-
ter (1) nach Anspruch 1, wobei der medizinische Be-
hälter (1) vorläufig eine Medizin (P) in dem Bereich
(12) aufnimmt, welcher von dem Röhrenkörper (2)
und dem Beutel (4) umgeben ist, welches beinhaltet:

einen ersten Schritt, in dem der Bereich (12) ei-
ne Flüssigkeitszusammensetzung (S) ein-
schließlich der Medizin (P) aufnimmt, und
einen zweiten Schritt, in dem die Flüssigkeits-
zusammensetzung (S) gefriergetrocknet wird
und die Medizin (P) erzeugt wird,
wobei, im zweiten Schritt, eine Kühlvorrichtung
(80), welche das Umkehrteil (42) im ersten Zu-
stand berührt, benutzt wird um die Flüssigkeits-
zusammensetzung (S) mittels des Umkehrteils
(42) zu kühlen.

Revendications

1. Contenant médical (1) pouvant être raccordé à une
seringue (20), comprenant :

un corps de tube (2) ayant une forme tubulaire
er comportant une partie périphérique intérieure
(2a) à l’intérieur du corps de tube (2), une section
d’embouchure (21) par laquelle un liquide (R)
peut entrer et sortir, une partie d’extrémité dis-
tale, un orifice d’extrémité proximale (261) au
niveau d’une section d’extrémité proximale, et
une partie de bord d’extrémité proximale (41)
entourant l’orifice d’extrémité proximale (261),
un corps de bouchon (3) qui ferme hermétique-
ment la section d’embouchure (21),
un corps de sac (4) qui a une forme de sac et
qui comporte une partie de bord (41) qui est fixée
hermétiquement à la partie de bord d’extrémité
proximale et ferme hermétiquement l’orifice
d’extrémité proximale (261), et une partie réver-
sible (42) qui est entourée par la partie de bord
(41) et qui est flexible, et
un espace (12) destiné à contenir un médica-
ment (P) et qui est défini par le corps de tube
(2), le corps de bouchon (3), et le corps de sac
(4),
dans lequel la partie réversible (42) est conçue
pour s’inverser vers l’intérieur/vers l’extérieur
lorsque le liquide (R) entre et sort de l’espace
(12) par la section d’embouchure (21), de telle
sorte que la partie réversible (42) peut se trouver
dans un premier état dans lequel la partie réver-
sible (42) s’étend vers un côté de l’extrémité dis-
tale, et dans un second état dans lequel la partie
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réversible (42) s’étend vers le côté de l’extrémité
proximale, et
la partie réversible (42) étant positionnée à l’in-
térieur du corps de tube (2) dans le premier état
et faisant saillie depuis l’orifice d’extrémité proxi-
male (261) dans le second état,
caractérisé en ce que
la partie réversible (42) est conçue de telle sorte
que, à la fois dans le premier état et dans le
second état, la partie réversible (42) est séparée
de la partie périphérique intérieure (2a) du corps
de tube (2).

2. Contenant médical (1) selon la revendication 1,
dans lequel, dans le premier état, une distance de
séparation entre la partie réversible (42) et la partie
périphérique intérieure (2a) du corps de tube (2) aug-
mente progressivement dans une direction s’éloi-
gnant de la partie de bord (41) le long d’une direction
axiale du corps de tube (2).

3. Contenant médical (1) selon la revendication 1,
dans lequel une partie centrale (422, 423) de la partie
réversible (42) de l’autre côté de la partie de bord
(41) a une forme plate à la fois dans le premier état
et dans le second état.

4. Contenant médical (1) selon la revendication 1, dans
lequel
l’espace (12) est préalablement rempli du médica-
ment (P) lorsque la partie réversible (42) est dans le
premier état, et
le médicament (P) vient partiellement en contact
avec au moins une partie du côté de l’extrémité proxi-
male d’une face du côté espace de la partie réver-
sible (42) lorsque la partie réversible (42) est dans
le premier état.

5. Contenant médical (1) selon la revendication 1, com-
prenant en outre un couvercle de protection (5, 5A)
qui est monté sur une section d’extrémité proximale
du corps de tube (2) et couvre la partie réversible
(42) par rapport à son côté d’extrémité proximale.

6. Contenant médical (1) selon la revendication 5, dans
lequel
le couvercle de protection (5) comporte un orifice de
sortie d’air (56) par lequel l’air entre et sort du cou-
vercle de protection (5).

7. Contenant médical (1) selon la revendication 1, dans
lequel une seringue (20) remplie de liquide (R) peut
être raccordée à la section d’embouchure (21) via
un connecteur (30), et
le corps de tube (2) comprend un moyen de préven-
tion de rotation (24) qui empêche le connecteur (30)
de tourner autour de l’axe du corps de tube (2) lors-
que le connecteur (30) est raccordé à la section

d’embouchure (21).

8. Procédé de fabrication du contenant médical (1) se-
lon la revendication 1, le contenant médical (1) con-
tenant préalablement un médicament (P) dans un
espace (12) entouré par le corps de tube (2) et le
corps de sac (4), comprenant :

une première étape consistant à placer une
composition liquide (S) comprenant le médica-
ment (P) dans l’espace (12), et
une seconde étape consistant à lyophiliser la
composition liquide (S) et à produire le médica-
ment (P),
dans lequel, dans la seconde étape, un gabarit
de refroidissement (80) venant en contact avec
la partie réversible (42) dans le premier état est
utilisé pour refroidir la composition liquide (S)
via la partie réversible (42).
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