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(b) a barrier coating formed over the tablet core, the
SUSTAINED RELEASE COMPOSITION FOR barrier coating comprising a mixture of soluble and

ORAL ADMINISTRAITON OF ACITVE insoluble polymers, and a plasticizer;
INGREDIENT (c) an active coating formed over the barrier coating,

5 the active coating comprising the active agent, a
REFERENCE TO RELATED APPLICATIONS Seluble P°1}'U1e1' and 3 P13-Weller; 311d

(cl) a film coating fori'ned over the active coating, the
Elm coating comprising a soluble polymer and a
plasticizer.

The active agent is contained in the active coating in

This application is a Continuation-In-Part application
of application Ser. No. 07/799,344, filed Nov. 27, 1991,
now abandoned the disclosure of which is incorporated 10

by ’°f°r°“°° in ll‘ entirety‘ an amount of from about 1 to about 35% by weight of

BACKGROUND or TI-[E INVENTION *1‘? ‘SE1 :10?-18° ‘l;'’l=ie‘11§°1;*I1%f~"-*i$ 388%‘ in the 5"?"tame re ease ta et. re era y, e active 21 exit is
1- Field °fthe1“"enl-1'0“ phenylpropanolamine hydrochloride, which ngay be
The Present i1“"e11fi°n relate‘ to 3 eusteined release 15 present in the active coating in an amount of from about

tablet designed or adapted to provide an immediate 15 to about 33% by weight, of the total dosage weight
ft‘-13359 Of 311 OOOVB 3831'“: 3 PBOOO Of DO 11313339 Of 311 of the phenylpropanolamine hydrochloride in the tab-
3OtiVe agent. fOl1OWOO bl? 3 Sllbetalllifi-“Y OOI1-51311‘ 1“e- let. Other active agents may be employed, however,
lease of the active agent. including, but not limited to, to adrenergic agents, anti-

2. Description of the Prior Art 20 cholinergic agents; antispasmodic agents; curariform
Phenylpropanolamine hydrochloride o'.-(ami11oe- agents; tranquilizers; muscle relaxants; antihistamines;

thyl)benzy1 alcohol hydrochloride, also known as d1- hypotensive agents; cardioactive agents; angiotensin
norephedrine hydrochloride, 2-amino-1-pI1enyl-1- converting enzyme inhibitors; broncliodilators; ste-
propanol hydrochloride, and ct-hydroxy-8-aminopro- roids; antibacterial agents; antimalarials; antibiotics;
pylbenzene hydrochloride), is a well-known sympatho- 25 S€datiV¢5: and 3-Oalgefiiee
mimetic amine. pheny1p1-opan0}amj_ne hydl-0311101-ide is The sustained release tablet of the present invention
well documented asatherapeutic agent which is used as 1133 3- WPIC3-l release P1'Ome Of the 3°31‘-"e agent “'1 the
an anoreximt for comm} of obmiw In this capacity it tablet, as measured in the in-vitro dissolution method '

has been marketed by, among othm, SBA pharmacem 30 utilizing U.§.P. XXII, basket method at 100 RPM in
ticals, Inc. under the trademarks Anorexin ® and One- water at 37 C" 35 f°ll°“’5‘
Span ®, and by Thompson Medical Company, Inc.
under the trademark Dexatrim ®. , hm ,5_33%

Phenylpropanolamine hydrochloride is also a bron- 2 hours No release

chial dilator, and is accordingly used for the treatment 35 H 110"“ 4495/50“
of asthma, as well as being commonly employed as 3. 3::
decongestant for treatment of upper respiratory tract 9.10 mm, 4._5«3»;,;ho..;
congestion. As an antiasthmatic, pheuylpropanolainine 11-12 hours 3—s%n:ou:

hydrochloride has been marketed by Eaton Laborato- 13-” ‘W5 3-5‘M=°“
ries under the trademark Rymed ®. 40

U.S. Pat. No. 4,971,798 describes a slow-dissolving The sustained release tablet according to the present
lozenge confection to provide slow sustained release of invention comprises:
an antitussive, decongestant, antihistamine, or expecto- (a) a compressed tablet core comprising phenylpropa-
rant ingredient, which may be phenylpropanolamine. 110131135113 11YdfOOl1101'iC'Ie- ethlfl Cell‘-11059 and O31‘

U.S. Pat. No. 4,894,223 describes a novel drug deIiv- 45 Oillm Wlfate; ‘
ery system for decongestants. The delivery system, ('3) 3‘! b?»!'1'ie1' OO-W35 fO1'O§|*‘-_d OVO1’ file tablet Ceres the
which may he used to deliver phenylpropanolamine heme‘ C03-‘mg ‘3°mF“5m3 3 ml-3‘-“'3 °f hYd"°"Y'

propyl methyl cellulose, ethyl cellulose and glyc-
eryl triacetate, wherein the hydroxypropyl methyl

It is an object of the present invention to provide a 50 cellulose and the ethyl cellulose are utlllzed in 3
sustained release form of an active ingredient, such as ratio bl welghl of about 1:3; . .

Phenylpropanolamine hydrochloride, which is charac- (Gig: a::;‘fe°0:On:fignl°r(l:;: iéifztigfirfliig:
‘°’l.’°‘l by immediate releilse of the active lngredienl’ a amine hydrochloride, hydiloxypropyl methyl cellu-
period of no release of active agent, followed by release 55. . . . . lose and glyceryl triacetate, wherein the amount of
of the active ingredient at a umfortn constant rate, Inde- phenylpmpanolamine hydrochloride in the active

hydrochloride, is in dry particulate form, and includes a
hydrophobic matrix and a coat.

Pendent °f_tll‘? drug ‘_’°”c’emmtl9“ and/of gastrolmesll coating is from about 15 to about 33% by weight of
ml PH "'3*“at'°n dumlg the penod °f release the total dosage weight of the phenylpropanol-

SUMMARY OF THE INVENTION amine hY‘1I'?°111°11'd° in the tablet: fmd ,
_ _ _ ‘ _ 60 (:1) a film coating formed over the active coating, the

The object of the present invention is to provide 3. mm coating comprising hydmxypmpyl methfl
sustained release tablet adapted to provide an initial ceuulose and g1yce,~y1t1-iacetate_
immediate 1‘e1-°-33¢ Of 31! 3-OOVO agent» 3 Pefied Of “O The present invention also contemplates a method of
release of active agent, followed by a substantially con- preparing the move} sustained release ;ab1.:_-t ofthe 11-wen.
stant, zero»-order rate of release of the active agent. 65 tion. According to a preferred method, a sustained re»

The tablet of the present invention comprises: lease tablet adapted to provide an initial immediate
(a) a compressed tablet core comprising an active release of an active agent, a period of no release of

agent, an insoluble binder and an insoluble Fller; active agent, followed by a substantially constant, zero-
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