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FED. STD. NO. 285A
October 19, 1976
SUPERSEDING
ht. Fed. St&No. 00285
July 21, 1971

FEDERAL STANDARD

CAPSULES (FOR MEDICINAL PURPOSES)

This standard was approved by the Commissioner,
Federal Supply Service, General Services Administra-
tion, for the use of all Federal agencies.

S1. Purpose and scope. This standard describes the general require-
ments for filled capsules in the dispensing of medicinal substance(s)
for oral administration.

S2. Classification. Capsules shall be of the following types, size,
numbers, shapes, grades, and classes:

Types and size numbers of capsules.

Type I - Hard.

Size No. 000
Size No. 00
Size No. O
Size No. 1
Size No. 2
Size No. 3
Size No. 4
Size No. 5
Special, as specified.

Type II - Soft.

Dimensions for type II capsules shallbe specified in the
procurement document. When not specified, the dimensions
shall be those which are commercially supplied for the item.
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Grades of’ transparency.

Grade A.
Grade B.
Grade C.
Grade i).

Classec (form

Class 1.
Class 2.
Class 3.
class 4.

Opaque.
Clear.
Combination.
Special, as

of fill).

Powder.
Liquid.
Pellets.
Special, as

specified.

specified.

53* Referenced documents.

S3.1 Star]dard. The following document, of’the issue in
effect on date of in’~itation for bide, or request for proposals,
form a part of this standard:

MILITARY STA1~DAH1~:

MIL-STD-105 Sampling Procedures and Tables for
Inspection by Attributes.

(Copies of Military Specifications and Standards reqllired
by contractors ~n connection with specific procurement fUnctiOns
should be obtair~ed from the procuring activity or as directed
by the contractirjg officer. )
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u. s. :~pARTMENT OF HEALTH, EDUCATION, AND WELFARE
FOOD A;;Z DRLJG ADMINISTRATION

~’ede:’alFood, Drug, and Cosmetic Act and
Regulations Promulgated Thereunder.

(Application for copies should be addressed to the Food
and Drug Adrinistratiorl, U. S. Department of Health, Education,
and Welfare, Washington, DC 20204. )

U. S. DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION

Regulations Implementing the Comprehensive Drug
Abuse Prevention and Control Act of 1970.

(Application for copies should be addressed to the DrugEnforcement Administration, Department of Justice
P.O. Box 28083, Cent;al Station, Washirlgton, DC ;0005.)

)
U. S. PHARMACOPEIAL CONVENTION, INC.

The United States Pharmacopoeia.

(Application for copies should be addressed to the Mack
Publishing Company, Easton, PA 18042.)

The National Formulary.

(Application for copies should be addressed to the Mack
Publishing Company, Easton, PA 18042.)
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Fed. Std. l~o. 285A

b
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~4.~.~ T:j’pe1, hard . Type 1, hard capsules consist or 2
pieces (i.e., the base and tkJe ca~~). liard capsules are those
which cor~tain powder(s), granulaticm(+ Or Pelkts.

s4.1.2 ~pe II, soft. Type 11 capsules consist of two
flexible pieces formed into a body and permanently sealed.
Soft capsules are those which contain liquids, powder(s),
or semi-solid ingredient(s).

34.1.3 Sizes of hard capsules. Ha~d capsules are manufactured
under standard size numbers ranging from Size No. 000 to Size
1{0. 5. When special size capsules are required, the size shall
be specified in the procurement document.

S4.1.4 Sizes of’ soft capsules. Soft capsules are manufactured
in various sizes (dimensions) . When not specified, the
dimensions shall be those which are commercially supplied for
the item.

S4.1.5 Shapes of capsules.

S4.1.5.1 Conventional, bullet-like, elliptical (oval), oblon~,
round, and tapered ends. (See appropriate illustration in S2.)

S4.1.5.2 Special capsules. Special capsules shall be of the
capsule shape specified in the procurement document.

s4.1.6 Grades cf trar~sparency.

s4.1.6.1 Grade A opaque capsules. Grade A, opaque capsules
are those which protect contents from light rays.

s4.1.6.2 Grade B, clear capsules. Grade B, clear capsules
are those in =hich the contained ingredient(s) may be seen
through the capsule. Such capsules may be colored or uncolored.

-1 [
J’

s4.L6.3 Grade C, combination. Grade C, combination capsules
are those in which the shells of the capsule are of different
grades of transparency, i.e., one shell clear (colored or
uncolored) and the other shell, of the same caPsule, opaque=
Grade C capsules shall be in accordance with manufacturer’s
commercial prad~ice, wl]en such is not specified in the procure-
ment document.
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~/4*1*~.4 Grade D, special. Grade D, special capsules shall be

of’the grade specified in the procurement document.

S4.1.7 Classes (forms of fill).

S4.1.7.1 Class 1. Class 1 shall be dry powder(s), including
granulation{ s>.

Sh.1.7.2 Class 2. Class 2 shall be liquid(s) encapsulated as
a suspension or solution.

S4.1.7.3 Class 3. Class 3 shall be pellets which release
sustained act~med) substance(s).

S4.1.7.4 Class 4. Class 4, special fill capsules, shall
be as specified in the procurement document. These capsules
may contalr] a paste (semi-solid) or other form of fill not
specified above.

S4.2 Lot. For purposes of this document, a lot, batch, or
control is that single, uniform, and homogeneous quantity of
filled capsules produced from one compounding formulation,
.in one manufacturing and filling operation, and which quantity

~ has received entirely the same processing and treatment.
\
,)

. s4.2.1 Lot, batch, or control number. Lot, batch, or control
number is a series of ntimbers and/or letters that Identify
the lot.

S4~3 Date of manufacture. The date of manufacture Is
defined as follows:

S4.3.1 For those capsules that are submitted to Federal
Food and Drug Administration (FDA) for certification prior
to release, the date of manufacture is the date of the official
certification notice. This certification shall be not later
than 6 months after the date of filllng the capsules.

S4.3.2 For those capsules that are manufactured under
Bureau of Biologics, FDA, (B of B), license, the date of
manufacture conforms to the definition established by the
B of B.

~4,3*3 For other capsules not covered by S4.3.1 and s4.3.2,
the date of manufacture is the date of’filling of the capsules,
or the date of manufact~drer’s or contractor’s final qquality
approval, which shall be not later than one month after the
date of filling the capsule.

;
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