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(7) ABSTRACT

A simulated capsule-like medicament comprising a subcoat-
ing of a mixture of a water-soluble, film-forming polymer,
e.g. hydroxypropylmethyl cellulose and a hydrophobic
plasticizer, e.g. castor oil, which promotes a smooth uniform
and substantially bubble free outer coating, e.g. gelatin, for
the capsule-like medicament; capsule-like medicaments
which are slightly bowed in shape; and a process of making
such medicaments.
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SUBCOATED SIMULATED CAPSULE-LIKE
MEDICAMENT

This invention is a divisional application of U.S. Ser. No.
09/389,793 filed Sep. 3, 1999, now U.S. Pat. No. 6,214,350
which is a divisional of U.S. Ser. No. 09/292,211 filed Apr.
15, 1999; U.S. Pat. No. 6,120,801 which is a divisional
application of U.S. Ser. No. 08/802,185, filed Feb. 18, 1997,
now U.S. Pat. No. 5,916,592; which is continuation of U.S.
Ser. No. 07/784,623, filed Oct. 31, 1991, now U.S. Pat. No.
5,658,589, which is a continuation-in-part of U.S. Ser. No.
07/345,599 filed on Apr. 28, 1989, abandoned.

FIELD OF THE INVENTION

This invention relates to subcoated simulated capsule-like
medicaments. More particularly this invention relates to a
solid medicament caplet core which has been subcoated with
a mixture of a water-soluble, film-forming polymer and a
hydrophobic plasticizer and coated with a smooth outer
coating to provide the appearance of a capsule-like medi-
cament and a process of making such coated medicaments.

BACKGROUND OF THE INVENTION

Filled two-piece gelatin capsules for the encapsulation of
various medicinal agents have been used for administering
drugs since the mid-19th century. This capsule form of
medicament proved to be very popular because hard gelatin
capsules are tasteless, easily administered and easily filled
either at a pharmacy or pre-filled in large quantities at
commercial plants. While hard shell gelatin capsules are still
popular dosage forms for pharmacist dispensed medica-
ments they have generally been discontinued in many over-
the-counter products because of the risk of tampering with
their contents.

Absent the susceptibility of capsule form medicaments to
tamperings the capsule form was extremely popular with
consumers because of a number of advantages. Many con-
sumers prefer the gelatin form of capsule because of the
perceived efficacy, taste, feel and swallowability of the
gelatin capsule form of medicament.

This consumer preference for gelatin capsule-like medi-
caments provided a challenge to the industry to produce
capsule-like medicaments which are tamper-proof yet pro-
vide the consumer with the advantages of a hard shell gelatin
capsule-like dosage form. Norbert I. Berta developed simu-
lated capsule-like medicaments and a process for making
such capsule-like medicaments as disclosed in his U.S. Pat.
No. 4,820,524. The entire disclosure of this issued U.S.
patent is hereby incorporated herein by reference. Norbert 1.
Berta has also developed variations of the processes for
making simulated capsule-like medicaments and apparatus
for producing such medicaments as disclosed in U.S. Pat.
No. 4,921,108 filed Dec. 4, 1987, U.S. Pat. No. 4,966,771
filed May 5, 1988; and U.S. Pat. No. 5,314,537 filed May 5,
1988. The simulated capsule-like medicaments developed
by Berta were responsive to a long felt need in the industry
to provide a simulated substitute for the popular dosage form
of gelatin capsules. While gelatin coating of uncoated com-
pressed medicaments such as acetaminophen is possible in
accordance with the invention of Berta, it is difficult to
control the quality of the surface appearance of such gelatin-
coated caplets.

Beyond the development of a simulated capsule-like
medicament several factors and considerations must be met

to commercially produce a capsule which has a smooth,
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ance. A preferred gelatin-coated caplet is one in which two
distinctly colored gelatin coating solutions are utilized to
produce a bi-colored gelatin-coated caplet. The two over-
lapping distinctly colored gelatin coatings form a seam
about the transverse axis of the medicament. The presence of
this seam and the distinct bi-coloring contributes to the
consumer’s perception of these simulated capsule-like medi-
caments as equivalents to gelatin capsule dosage forms.

The gelatin coated caplet product must adequately simu-
late a capsule-like medicament from a consumer’s sight and
touch perspective and must therefore be absent of
discoloration, pits and gouges. The presence of such physi-
cal imperfections may erode the consumer’s perception as to
the gelatin coated caplet’s capsule-like nature and the
tamper-free nature of this dosage form. Strong consumer
confidence in the gelatin capsule-like nature and tamper-
resistance of the simulated capsule medicament of the
invention is of the utmost importance in the marketing of
this dosage form and forms an object of the present inven-
tion. It is therefore an object of the present invention to
provide a subcoating for a solid caplet medicament core
which minimizes bubble formation, discoloration and other
aesthetic imperfections to provide for a smooth, uniform and
substantially bubble free outer coating appearance to simu-
lated capsule-like medicaments.

SUMMARY OF THE INVENTION

The foregoing object of providing a simulated capsule-
like medicament which has a smooth, uniform and substan-
tially bubble free outer coating appearance has now been
accomplished in accordance with the compositions and
processes of the present invention.

In accordance with the purposes of the invention, as
embodied and fully described herein, the invention com-
prises a simulated capsule-like medicament comprising: a
solid caplet core comprising a medicament; a subcoating
composition on the caplet core comprising a mixture of a
water-soluble, film-forming polymer and a hydrophobic
plasticizer; and a smooth outer coating whereby the sub-
coating composition promotes a smooth, uniform and sub-
stantially bubble free outer coating appearance to the
capsule-like medicament.

In another embodiment of the present invention, there is
provided a swallowable solid core having a smooth, uniform
and substantially bubble free outer coating comprising a
solid core containing a medicament which has an exterior
surface that is coated with a subcoating composed of a
mixture of a water-soluble, film-forming polymer selected
from the group consisting of hydroxypropyl cellulose,
hydroxypropylmethyl cellulose, mixtures of hydroxypropyl
cellulose and hydroxypropylmethyl cellulose, mixtures of
hydroxypropyl cellulose and methyl cellulose wherein the
hydroxypropyl cellulose constitutes greater than 50 weight
percent but less than 100 weight percent of the mixture of
hydroxypropyl cellulose and methyl cellulose, mixtures of
hydroxypropyl cellulose and hydroxyethyl cellulose
wherein the hydroxypropyl cellulose constitutes greater than
80 weight percent but less than 100 weight percent of the
mixture of hydroxypropyl cellulose and hydroxyethyl
cellulose, mixtures of hydroxypropylmethyl cellulose and
methyl cellulose wherein the hydroxypropylmethyl cellu-
lose constitutes greater than 50 weight percent but less than
100 weight percent of the mixture of hydroxypropylmethyl
cellulose and methyl cellulose, mixtures of hydroxypropy-
Imethyl cellulose and hydroxyethyl cellulose wherein the

hudravinranulmethul ~ellulace ~anctitutec mare _than QN

without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




