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FED. STD., NO. 285A
October 19, 1976
~ ‘ SUPERSEDING

Int, Fed, Std.N

July 21, 1971

FEDERAL STANDARD

CAPSULES (FOR MEDICINAL PURPOSES)

Federal Supply Servxce, General Services Administra-
tion, for the use of all Federal agencies,

S1l. Purpose and scope. This standard describes the general require-
ments for filled capsuies 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 1 - Hard,
Size No. 000
Size No. 00
Size No, ©
Size No. 1
Size No, 2
Size No, 3
Size No, 4
Size No. 5

Special, as specified.

Type 11 - Soft.
' Dimensions for type II capsules shall be specified in the

procurement document. When not specified, the dimensions
shall be those which are commercially supplied for the item.
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Shuere b.  Bullet-like.
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Shape c¢. Elliptical (oval).—— . é
-
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Shape e. Round — —— - .- - (’\\

Shape f. Tapered ends. . Ll J
N—————
Shape g. Special, as specified.
Grades of transparency.
Grade A. Opaque.
Grade B. Clear.
Grade C. Combination.
Grade D. Speclal, as specified.

Classes (form of fill).

Class 1. Fowder.
Class 2. Liquid.
Class 3. Fellets.
Class 4. Special, as specified.
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S3.1 Standard. The following document, of the issue in
effect on date of invitation for bids, or request for proposals,
form a part of this standard:

MIL-STD-105 Sampling Procedures and Tables for

Inspection by Attributes.

(Copies of Military Specificatlions and Standards required
by contractors in connection with specific procurement functions

IO SR S S At rorted

should be obtained from the procuring activity or as directed
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by the contracting officer.)
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S3.2 Ozner publications. The following documents fo orm a
part of thisz standaraq. Unless otherwise indicated, the issue
in effect ¢ 3ate of invitation ffor bids or request for prcposals
shall apply
U. S. TEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

FOOD AlLi> DRUG ADMINISTRATION

Federal Food, Drug, and Cosmetic Act and
Resulations Promulgated Thereunder.

(Application for coples should be addressed to the Food
and Drug Adllniqtration, U. S. Department of Health, Education,
and Welfare, Wash ington, DC 20204.)

URUG bNFOFCﬁMENT ADMINISTRATION

Regulations Implem
ion

ent mprehensive Drug
Abuse Prevent 1 and ct of

AW e ReZa)

1Y/70.

(Application for coples should be addressed to the Drug
orce

Enf ement Administration Department of Justice,
P.O. Box 28083, Central tation, Washington, DC 20005.)
U. S. PHARMACOPEIAL CONVENTION, INC.

The United States Pharmacopeia.

lcation for copies should be addressed to the Mack
ng Coempany, Easton, PA 18042.)

:1;—»-

The National Formulary.

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

Sk. Definitions.

S, Cc ul . ules
one or more medicinal substanc 5), except for placebo capsules
with or without diluents, enclosed in either a hard or a soft,
soluble container (shell) prepared from a gelatin base which
may contain glycerin or other suitable Dlasticize
proportlon which may be varied in order to produ
hard capsule or the soft capsule.
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Sk.1.i Type I, hard. Type I, ba“d capsules consist of 2
pleces (i.e., the oase and the cap). Hard capsules are those

which contain powder(s), granulaticn(s), or pellets.

S4.1.2 Type I1I, soft. Type II capsules consist of two
flexible pleces formed into a body and permanently sealed.
Soft capsules are those which contain liquids, powder(s),
or semi-solid ingredient(s).

S4.1.3 Sizes of hard capsules. Hard capsules are manufactured
under standard size numbers ranglng from Size No. 000 to Size
No. 5. When special size capsules are required, the size shall
o ecermantf3Iarld 3In +ha mnranitmamant Anniymoend
vT DLJCK/LI 4L T 411 viic L}J UL Ul Ciuviil v UV KRIULICILV .

Sk.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.

ah 1 f g Olimsvnmem ~F Amememas T Aae

O . d1l..D olldped Ol Capoulco.

S4.1.5.1 Conventional, bullet-like, elliptical (oval), oblong,
round, and tapered ends. (See appropriate illustra tion in S2.)

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

<N T ] /4 Nommn Ine A oo ooy

o4 .1.0 urducs Cl bl dlleJd.l CIICY .

S4.1.6.1 Grade A, opaque capsules Grade A, opagque capsules
are those which protect contents from light rays.

S4.1.6.2 Grade B, clear capsules. Grade B, clear capsules
are those in which the contained ingredient(s) may be scen

through the capsule. Such capsules may be colored or

uncolored.
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S4.1.6.3 Grade C, combination. Grade C, combination
are those in which the shells of the capsule are of d
grades of transparency, .e., one shell clear (colored or

uncolored) and the other shell of the same capsule,
Grade C capsules shall be in accordance with manufact
commercial practice, when such is not specified in th
ment document.
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SU.1.7 Classes (forms of fill).

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

Class 2 shall be liquid(s) encapsulated as
ion.
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S4.1.7.3 Cla

sustained actio Z med ).

S4.1.7.4 Class 4. Class U4, special fill capsules, shall
be as specified in the procurement document. These capsules
may contalin a paste (semi-solid) or other form of fill not
specified above.
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S4.2 Lot. For purposes of this document; a lot, batch, or
control 1is that single, uniform, and homogeneous quantitv of
filled capsules produced from one compounding formulation,

‘in one manufacturing and filling operation, and which quantity

~ 2

~ as recelved entirely the same processing and treatment.

+

" S—

SU=2=1 T-Otl ba
es

number 1s a seri
the lot.

T
t h or control number. L.ct

C hot AW
~ ’ Uclhb l
of numbers and/or letters that ide

o
O
ot
g
o
-

HC)
B
e

S4.3 Date of manufacture. The date of manufacture is
efined as follows:

to release, the dat
1

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.

SU.3.3 For other capsules not covered by S4.3.1 and Sk.3.2,
the date of manufacture is the date of filling of the capsules,
or the date of manufacturer s or contractor's final quality
later than one month after the
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