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Description
BACKGROUND OF THE INVENTION

[0001] The present disclosure generally relates to ad-
ministering a substance to the throat. More particularly,
the aspects of the disclosed embodiments relate to ad-
ministering a substance to the throat via the nose using
a blow-fill-mold style bottle.

[0002] Devices are available for administering active
substances or substances to the body, particularly
through the throat, lungs or sinuses. These devices gen-
erally include containers that have a main chamber hold-
ing the desired contents and a head portion that is insert-
ed into the nose or mouth. By squeezing the container,
the substanceisreleased into the nose or mouth. In some
cases, the device has a tab or seal that must be broken
in order to release the substance. A relatively narrow
neck on the device can form the outlet channel from the
main chamber into the head portion. This outlet channel
can sealed by a frangible membrane that is typically
formed by placing a crimp, tab or seal across the head
portion during the molding and sealing process. At the
time of use, the head portion is broken away from the
main chamber portion, thus opening the outlet channel
and allowing removal or dispensing of the contents.
When the substance is being administered orally, the us-
er will typically inhale at roughly the same time as the
substance is released in order to force the medicine into,
or further into, the sinus cavity, throat or lungs.

[0003] The blow-fill-seal process (BFS process), also
referred to herein as blow-fill-mold, is a single operation
which produces sterile containers. Bottles or vials made
from materials such as from thermoplastic, are blown to
a desired shape and immediately on cooling are filled
aseptically with a desired fluid and hermetically sealed.
The containers that are produced by the blow-fill-seal
process are generally referred to herein as "BFS con-
tainers." The blow-fill seal process generally produces
compact, easy-to-use substance dispensing devices that
can be used to deliver substance to the throat, lungs or
sinuses.

[0004] Snoring is a serious problem for a large seg-
ment of the population. Snoring is a sleep disorder that
can range from mild to severe in humans. Mild cases
may result in no more than fitful sleep by the sufferer,
while severe cases can cause disturbance of the sleep
of others, and may result in insufficient inhalation of ox-
ygen by the sufferer, apnea and, in extreme cases, death.
[0005] Remedies to alleviate the symptoms of snoring
can range from surgery to a variety of substances. Al-
though surgery has been proven to be somewhat effec-
tive, itis aradical and expensive approach that is subject
to all the usual risks associated with surgery. Drugs are
available by prescription for the treatment of the symp-
toms of snoring. Other snoring management techniques
can include for example, mechanical aids, nasal strips
and anti-snoring sprays. Anti-snoring sprays can tend to
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be ineffective unless applied repeatedly during the night.
Additionally, device sterilization is a concern when ad-
ministering anti-snoring sprays due to the potential for
infection since the sprays are introduced directly into the
lungs in a manner that at least partially bypasses the
patient’s natural defense mechanisms.

[0006] Accordingly, it would be desirable to provide a
system that addresses at least some of the problems
identified above.

[0007] An exemple of prior art device is given in FR 1
240 547 A.

BRIEF DESCRIPTION OF THE INVENTION

[0008] As described herein, the exemplary embodi-
ments of the present invention overcome one or more of
the above or other disadvantages known in the art.
[0009] In one aspect, the disclosed embodiments are
directed to a pharmaceutical product in the form of an
anti-snoring substance. In one embodiment, the product
includes a container containing the anti-snoring sub-
stance; the anti-snoring substance being in the form of
a solution pre-concentrate; the container being made by
a blow-fill-seal technology, wherein the container mate-
rial is Polyethylene or Polypropylene; the container in-
cluding a body portion containing the anti-snoring sub-
stance and a fluid outlet portion configured to deliver the
anti-snoring substance.

[0010] Disclosed is also a method for administering an
anti-snoring substance. The method includes sealing a
unit dose of the anti-snoring substance in a container
made by a blow-fill-seal technology; opening the unit
dose; administering the anti-snoring substance to anasal
passage of a patient while a head of the patient is in a
substantially backward tilted position in order for the sub-
stance to reach a throat of the patient, wherein the anti-
shoring substance is delivered into the nasal passage in
the form of a jet stream.

[0011] In afurther aspect, the disclosed embodiments
are directed to a nasal spray apparatus. In one embod-
iment, the apparatus includes a nasal preparation con-
taining an anti-snoring substance; a container having an
opening that provides access to an interior cavity, which
container is operable to hold the anti-snoring substance
within the interior cavity; a pump dispenser mounted on
the containerin amanner that closes the opening; where-
in the container and pump dispenser are manufactured
by a blow-fill-mold process.

[0012] These andother aspects and advantages of the
disclosed embodiments will become apparent from the
following detailed description considered in conjunction
with the accompanying drawings. It is to be understood,
however, that the drawings are designed solely for pur-
poses of illustration and not as a definition of the limits
of the invention, for which reference should be made to
the appended claims. Moreover, the drawings are not
necessarily drawn to scale and that, unless otherwise
indicated, they are merely intended to conceptually illus-
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trate the structures and procedures described herein.
BRIEF DESCRIPTION OF THE DRAWINGS

[0013] In the drawings:
Fig. 1 illustrates an exemplary dispensing device in-
corporating aspects of the present disclosure.

Fig. 2 illustrates a use application of the dispensing
device incorporating aspects of the disclosed em-
bodiments.

DETAILED DESCRIPTION OF THE EXEMPLARY EM-
BODIMENTS OF THE INVENTION

[0014] Referring now to Fig. 1, a device 102 for the
nasal or oral delivery of a substance is shown. The as-
pects of the disclosed embodiments are generally direct-
ed to the administration of an anti-snoring substance or
medicament to a patient with a device manufactured us-
ing blow-fill-seal or blow-fill-mold technology. The device
102 shown in Fig. 1 is part of an ampule pack 100. In one
embodiment, the device 102 comprises a sealed flexible
container or body portion 104 containing the substance
or medicament. The device 102 is typically manufactured
using a blow-fill-seal or blow-fill-mold technique.

[0015] As shown in Fig. 1, the device 102 generally
comprises a body portion 104 and a fluid outlet portion
106. The body portion 104 is configured to hold the nasal
preparation, also referred to herein as the anti-snoring
substance. In one embodiment, the device 102 includes
a tab portion 108, which is generally configured to be of
a twist off type. A frangible member 110 can be included
on the fluid outlet portion 106 near or as part of the tab
portion 108, to allow the tab portion 108 to be easily re-
moved.

[0016] During the blow-fill-seal process, the device 102
is substantially filled with the anti-snoring substance
when oriented in the vertical plane and sealed. When the
tab 108 is removed, the substance can be dispensed,
such as shown in Fig. 2. In this embodiment, the sub-
stance is generally dispensed by allowing the substance
to exit from the fluid outlet portion 106 as the device 102
is positioned with the fluid outlet portion 106 oriented in
a substantially downward direction. In this example, the
body portion 104 can be compressed to force or urge the
substance from the body portion 104 and out of the fluid
outlet portion 106 in the form of a jet stream, rather than
a spray or atomization.

[0017] In one embodiment, the substance comprises
an anti-snoring solution named ASONOR® and manu-
factured by TannerMedico A/S, Denmark. The solution
comprises Sodium Chloride, Glycerol, Polysorbate and
Edetatesodium. Potassium sorbate can be added as pre-
servative. During the manufacturing process, the solution
is filled into the body portion 104 as part of the Blow-Fill-
Seal process, as otherwise known in the art. In one em-
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bodiment, the containers 102 are plastic Polypropylene
or Polyethylene containers. In alternate embodiments,
the containers 102 can comprise any suitable container
for use in the Blow-Fill-Seal process. Each container
forms a single unit dose.

[0018] A method of administering the substance is de-
scribed with respect to Fig. 2. As shown in Fig. 2, the
head 200 of the user is generally tilted in a backwards or
rearwards direction, such as the direction A shown in Fig.
2, from a substantially upright position, so that the nose
202 is in a substantially horizontal or slightly backward
tilted position relative to the ground 204. Generally, the
head 200 needs to be tilted backwards far enough, for a
period of time, to allow the substance to travel through
the nasal passages 206 to the throat area 208. By tilting
the head 200 backwards, gravity will assist in delivering
the liquid substance to the throat area 208 through the
nasal passages 206.

[0019] Once the head 200 is in the tilted back position
as is shown in Fig. 2, the end 106 of device 100 being
used is placed in or near the opening of the nostril 210.
The container 220 is then squeezed to deliver the sub-
stance into the nasal passage 206 and to the throat pas-
sage 208. The container 220 is squeezed a sufficient
number of times until the substance is felt in the throat
passage 208 or the entire substance is expended. The
process is repeated for each of the nasal passages 206.
Generally, three to four pumps into each nostril 210 is
sufficient.

[0020] The liquid substance is not intended to remain
in the nasal passages 206, as the benefits of this anti-
snoring substance are primarily realized from the sub-
stance reaching the throat passage 208.

[0021] The aspects ofthe disclosed embodiments pro-
vide an effective treatment against snoring. An anti-snor-
ing substance, and in particular ASONOR®, is adminis-
tered into the nasal passages using a blow-fill mold style
bottle. By incorporating a jet-stream style outlet nozzle,
rather than a spray or atomization, the substance does
not stay in the nose, but is rather delivered to the throat.
This advantageously allows the substance to begin work-
ing sooner.

[0022] Moreover, it is expressly intended that all com-
binations of those elements and/or method steps which
perform substantially the same function in substantially
the same way to achieve the same results are within the
scope of the invention. Moreover, it should be recognized
that structures and/or elements shown and/or described
in connection with any disclosed form or embodiment of
the invention may be incorporated in any other disclosed
or described or suggested form or embodiment as a gen-
eral matter of design choice. It is the intention, therefore,
to be limited only as indicated by the scope of the claims
appended hereto.
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Claims

A pharmaceutical product comprising: a container
containing a liquid anti-snoring substance; the liquid
anti-snoring substance being in the form of a solution
pre-concentrate; the container being made by a
blow-fill-seal technology, wherein the container ma-
terial is polyethylene or polypropylene; the container
including a body portion containing the liquid anti-
snoring substance and a fluid outlet portion config-
ured to deliver the liquid anti-snoring substance;
characterized in that the fluid outlet portion is con-
figured to deliver the liquid anti-snoring substance
directly into a nasal passage in the form of a jet
stream.

The product according to claim 1 wherein the fluid
outlet portion comprises a jet stream nozzle.

The product according to claim 1 or 2 wherein the
container is a squeeze device.

The product according to any of the claims 1 to 3
wherein the liquid anti-snoring substance is admin-
istered through a nasal passage to the throat of a
patient.

The product according to any of the claims 1 to 4
wherein the liquid anti-snoring substance is an anti-
snoring solution comprising sodium chloride, glycer-
ol, polysorbate and edetate sodium, and, optionally,
potassium sorbate as preservative.

The product according to any of claims 1-5 wherein
the container includes a unit dose of the anti-snoring
substance.

The product according to claim 6, wherein the unit
dose is delivered in multiple delivery increments.

A nasal spray apparatus comprising: a nasal prep-
aration containing a liquid anti-snoring substance; a
container having an opening that provides access to
an interior cavity, which container is operable to hold
the liquid anti-snoring substance within the interior
cavity; a pump dispenser mounted on the container
in a manner that closes the opening; wherein the
container and pump dispenser are manufactured by
a blow-fill-mold process; characterized in that the
container is configured to deliver the liquid anti-snor-
ing substance directly into a nasal passage in the
form of a jet stream.

The apparatus of claim 8 wherein the container fur-
ther comprises a nozzle and nozzle tip, and wherein
the nozzle tip delivers the liquid anti-snoring sub-
stance directly into the nasal passage in the form of
a jet stream.
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10. The apparatus of claim 8 or 9 wherein the liquid anti-

1.

snoring substance is delivered by the jet stream
through the nasal passage into the throat passage
of a patient.

The apparatus of claim 8, 9, or 10 wherein the ap-
paratus includes a single dose of the liquid anti-snor-
ing substance and is disposable.

12. A pharmaceutical productin the form of a liquid anti-

snoring substance wherein the liquid anti-snoring
substance is an anti-snoring solution comprising so-
dium chloride, glycerol, polysorbate and edetate so-
dium, and, optionally, potassium sorbate as preserv-
ative, for use in the treatment of snoring and apnea
characterized in that the anti-snoring solution is ad-
ministered directly into a nasal passage (206) of a
patient as a jet stream while the head (200) of the
patient is in a substantially backward tilted position
in order for the anti-snoring solution to reach the
throat area (208) through the nasal passage (206).

Patentanspriiche

1.

Pharmazeutisches Produkt, das umfasst: einen Be-
halter, der eine flissige Anti-Schnarch-Substanz
enthalt; wobei die flissige Anti-Schnarch-Substanz
in der Form eines Losungsvorkonzentrats vorliegt;
wobei der Behalter durch die Blasen-Flllen-Ver-
schlieRen Technologie hergestellt ist, wobeidas Be-
haltermaterial aus Polyethylen oder Polypropylen
besteht; wobei der Behalter einen Kdrperabschnitt,
der die flussige Anti-Schnarch-Substanz enthalt,
und einen Fluidauslassabschnitt enthalt, der konfi-
guriert ist, um die flissige Anti-Schnarch-Substanz
abzugeben; dadurch gekennzeichnet, dass der
Fluidauslassabschnitt konfiguriert ist, um die flissi-
ge Anti-Schnarch-Substanz direkt in einen Nasen-
gang in der Form eines Strahlstroms abzugeben.

Produkt nach Anspruch 1, wobei der Fluidauslass-
abschnitt eine Strahlstromdiise umfasst.

Produkt nach Anspruch 1 oder 2, wobei der Behalter
eine Quetschdruckvorrichtung ist.

Produkt nach einem der Anspriiche 1 bis 3, wobei
die flissige Anti-Schnarch-Substanz durch einen
Nasengang in den Hals eines Patienten verabreicht
wird.

Produkt nach einem der Anspriiche 1 bis 4, wobei
die flissige Anti-Schnarch-Substanz eine Anti-
Schnarch-Ldsung ist, die Natriumchlorid, Glycerol,
Polysorbat und Natriumedetat und wahlweise Kali-
umsorbat als Konservierungsstoff umfasst.
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Produkt nach einem der Anspriiche 1 bis 5, wobei
der Behalter eine Einheitsdosis der Anti-Schnarch-
Substanz enthalt.

Produkt nach Anspruch 6, wobei die Einheitsdosis
in mehrfachen Abgabeinkrementen abgegeben
wird.

Nasensprayvorrichtung, die umfasst: eine Nasen-
praparation, die eine flissige Anti-Schnarch-Sub-
stanz enthalt; einen Behalter mit einer C)ffnung, die
einen Zugang zu einem inneren Hohlraum bereit-
stellt, wobei der Behalter betreibbar ist, um die flus-
sige Anti-Schnarch-Substanz innerhalb des inneren
Hohlraums zu halten; einen Pumpenspender, der
auf dem Behalter in einer Weise befestigt ist, die die
éﬁnung schlielRt; wobei der Behalter und der Pum-
penspenderdurch ein Blasen-Fllen-Formverfahren
hergestellt sind; dadurch gekennzeichnet, dass
der Behalter konfiguriert ist, um die flissige Anti-
Schnarch-Substanz direkt in einen Nasengang in
der Form eines Strahlstroms abzugeben.

Vorrichtung nach Anspruch 8, wobei der Behalter
ferner eine Dise und eine Disenspitze umfasst, und
wobei die Disenspitze die flissige Anti-Schnarch-
Substanz direktin den Nasengangin der Form eines
Strahlstroms abgibt.

Vorrichtung nach Anspruch 8 oder 9, wobei die flis-
sige Anti-Schnarch-Substanz durch den Strahlstrom
durch den Nasengang in den Halskanal eines Pati-
enten abgegeben wird.

Vorrichtung nach Anspruch 8, 9 oder 10, wobei die
Vorrichtung eine Einzeldosis der flissigen Anti-
Schnarch-Substanz enthalt und wegwerfbar ist.

Pharmazeutisches Produkt in der Form einer flissi-
gen Anti-Schnarch-Substanz, wobei die flissige An-
ti-Schnarch-Substanz eine Anti-Schnarch-L&sung
ist, die Natriumchlorid, Glycerol, Polysorbat und Na-
triumedetat und wahlweise Kaliumsorbat als Kon-
servierungsstoff umfasst, fir eine Verwendung in
der Behandlung von Schnarchen und Atemstillstand
(Apnoe), dadurch gekennzeichnet, dass die Anti-
Schnarch-Lésung direkt in einen Nasengang (206)
eines Patienten als ein Strahlstrom verabreicht wird,
wahrend sich der Kopf (200) des Patienten im We-
sentlichen in einer nach hinten geneigten Position
befindet, damit die Anti-Schnarch-Losung den Hals-
bereich (208) durch den Nasengang (206) erreicht.

Revendications

1.

Produit pharmaceutique comprenant : un récipient
contenant une substance anti-ronflement liquide ; la
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substance anti-ronflement liquide étant sous la for-
me d’un pré-concentré de solution ; le récipient étant
fabriqué par une technologie de formage-remplissa-
ge-scellage, le matériau de récipient étant du poly-
éthyléne ou du polypropyléne ; le récipient compre-
nant une portion de corps contenant la substance
anti-ronflement liquide et une portion de sortie de
fluide configurée pour administrer la substance anti-
ronflement liquide ; caractérisé en ce que la portion
de sortie de fluide est configurée pour administrer la
substance anti-ronflement liquide directement dans
un passage nasal sous la forme d’un écoulement en
jet.

Produit selon la revendication 1, la portion de sortie
de fluide comprenant une buse d’écoulement en jet.

Produit selon la revendication 1 ou 2, le récipient
étant un dispositif a compression.

Produit selon I'une quelconque des revendications
1 a 3, la substance anti-ronflement liquide étant ad-
ministrée par un passage nasal vers la gorge d’un
patient.

Produit selon 'une quelconque des revendications
1 a4, la substance anti-ronflement liquide étant une
solution anti-ronflement comprenant du chlorure de
sodium, du glycérol, du sodium de polysorbate et
d’édetate, et, éventuellement, du sorbate de potas-
sium comme conservateur.

Produit selon 'une quelconque des revendications
1 a5, le récipient comprenant une dose unitaire de
la substance anti-ronflement.

Produit selon la revendication 6, la dose unitaire
étant administrée par des augmentations d’adminis-
tration multiples.

Appareil a pulvérisation nasale comprenant: une
préparation nasale contenant une substance anti-
ronflement liquide ; un récipientayant une ouverture
qui offre un accés a une cavité intérieure, lequel ré-
cipient peut fonctionner pour maintenir la substance
anti-ronflement liquide au sein de la cavité
intérieure ; une pompe distributrice montée sur le
récipient d’'une maniére quiferme l'ouverture ; le ré-
cipient et la pompe distributrice étant fabriqués par
un processus de formage-remplissage-scellage ;
caractérisé en ce que le récipient est configuré pour
administrer la substance anti-ronflement liquide di-
rectementdans un passage nasal sous laforme d’un
écoulement en jet.

Appareil selon la revendication 8, le récipient com-
prenant en outre une buse et un bec de buse, le bec
de buse administrant la substance anti-ronflement
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liquide directement dans le passage nasal sous la
forme d’un écoulement en jet.

Appareil selon la revendication 8 ou 9, la substance
anti-écoulement liquide étant administrée par un
écoulement en jet au travers du passage nasal dans
le passage de la gorge d’un patient.

Appareil selon la revendication 8, 9, ou 10, 'appareil
incluant une dose unique de substance anti-ronfle-
ment liquide et étant jetable.

Produit pharmaceutique sous la forme d’une subs-
tance anti-ronflement liquide, la substance anti-ron-
flement liquide étant une solution anti-ronfiment
comprenant du chlorure de sodium, du glycérol, du
sodium de polysorbate et d’édétate, et, éventuelle-
ment, du sorbate de potassium comme conserva-
teur, a utiliser dans le traitement du ronflement et de
'apnée caractérisé en ce que la solution anti-ron-
flement est administrée directement dans un passa-
ge nasal (206) d’'un patient comme un écoulement
en jet tandis que la téte (200) d’'un patient est dans
une position essentiellement inclinée vers l'arriere
afin que la solution anti-ronflement atteigne la zone
de la gorge (208) a travers le passage nasal (206).
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