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What is claimed is:
1. A film dosage composition comprising:
a. A polymeric carrier matrix;
b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;
c. A therapeutically effective amount of naloxone or a pharmaceutically acceptable
salt thereof; and
d. A buffer in an amount to provide a local pH ef-for said composition of a value

sufficient to optimize absorption of said buprenorphine. wherein said local pH is

from about 3 to about 3.5 in the presence of saliva.
2 The composition of cluim-1- whereinsatd-ocabplis-abott ZHe-about<

42. The composition of claim 1, wherein said film dosage composition provides a
bioequivalent absorption of buprenorphine to that of a tablet having an equivalent
amount of buprenorphine or a pharmaceutically acceptable salt thereof.

53. The composition of claim 1, wherein said polymeric carrier matrix comprises at least
one polymer in an amount of at least 25% by weight of said composition.

64. The composition of claim 1, wherein said buffer is present in an amount of from about
2:1 to about 1:5 by weight of buffer to buprenorphine.

75. The composition of claim 1, wherein said polymeric carrier matrix comprises at least
one self-supporting film forming polymer.

86. The film dosage composition of claim 1, wherein said buprenorphine is present in an
amount of from about 2 mg to about 16 mg per dosage.

97. The film dosage composition of claim 1, wherein said buffer comprises sodium citrate,
citric acid, and combinations thereof.

108. The film dosage composition of claim 1, wherein said buffer comprises acetic acid,

sodium acetate, and combinations thereof.

b—A—therapeutically—effective—amount—ofbuprenorphine—or——pharmacentieally
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e-A-therapeutically effective amount of nalexene or-a pharmaceutieally-aceeptable

d-A-butfer-in-an-:
+2- The-compostion-ofclaim-Howherein smd-composition-has-adocal pH-ofabout- 2 10

B—The composition-ef-clim-Hwhereinsaid-bulferis-present-in-an-ameuntsuthicientto

buprenorphine-comprises-a bieequivalent -level-of-absorption-of- bﬁpfeﬁ(afﬁhfﬁe A&
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satt-thereof-and
d:- A-butfering systen:

a. providing a composition comprising:

i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and

iv. A buffer in an amount to provide a local pH of about 3 to about 3.5 for

said composition of a value sufficient to optimize absorption of said

buprenorphine _and also sufficient to inhibit absorption of said

naloxone; and
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b. administering said composition to the oral cavity of a user.
1810. The ecempositon—method of claim 179, wherein said method provides a
bioequivalent absorption of buprenorphine to that of a tablet having an equivalent
amount of buprenorphine or a pharmaceutically acceptable salt thereof.
19 The-method-of claim-17wherein-said-compeosition-has-atoecal-pH-ofabout 2-ta-about
4

2011. The method of claim 479, wherein said film-desage-composition is administered to
the user through buccal administration, sublingual administration, and combinations
thereof.

2412. The method of claim +79, wherein said £film-desage-composition remains in the oral

cavity of the user for a period of at least 1 minute.

2213. The method of claim +79, wherein said filim-desage-composition remains in the oral

cavity of the user for a period of between about 1 and 1.5 minutes.
2314. The method of claim 479, wherein said fim-desage-composition remains in the oral

cavity of the user for a period of up to 3 minutes.

t——-A-polymerie earrter matbe:
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buprenorphine or-a-pharmaceuticallyaceeptable—sali-thereoand—a—therapeutically
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profile—as—a-tablet—containing -about—2-times—the -amount—-of-buprenorphine—or--a
2715. An orally dissolving film formulation comprising buprenorphine and naloxone,
wherein said formulation provides an in vivo plasma profile having a Cmax of
between about 0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in vivo
plasma profile having a Cmax of between about 41.04 pg/ml to about 323.75 pg/ml
for naloxone.
between about 5.431 hr.ng/ml to about 56.238 hr.ng/ml for buprenorphine.
2917. The formulation of claim 2713, wherein said formulation provides a mean AUC of
between about 102.88 hr.pg/ml to about §12.00 hr.pg/m] for naloxone.
3018. The formulation of claim 2715, wherein said formulation comprises about 2 to
about 16 mg of buprenorphine or a salt thereof.
3119. The formulation of claim 2715, wherein said formulation comprises about 0.5 to

about 4 mg of naloxone or a salt thereof.

i. A polymeric carrier matrix;

ii. A therapeutically effective amount of buprenorphine or a

pharmaceutically acceptable salt thereof

iii. A therapeutically effective amount of naloxone or a pharmaceutically

acceptable salt thereof: and

iv. A buffer in an amount to provide a local pH of about 3 to about 3.5 for

said composition of a value sufficient to optimize absorption of said

buprenorphine and also sufficient to inhibit absorption of said

naloxone;

21. The use of claim 20, wherein said use provides a bioequivalent absorption of

buprenorphine to that of a tablet having an equivalent amount of buprenorphine or a

pharmaceutically acceptable salt thereof,
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22. The use of claim 20, wherein said composition is to be administered to the user

through buccal administration, sublingual administration. and combinations thereol.

23. The use of claim 20. wherein said composition is to_be remained in the oral cavity of

the user for a period of at least 1 minute.

24, The use of claim 20. wherein said composition is to be remained in the oral cavity of

the user for a period of between about 1 and 1.5 minutes,

25. The use of claim 20. wherein said composition is to be remained in the oral cavity of

the user for a period of up to 3 minutes.




