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Fed. Std. No. 140a

October 30, 1966

SUPERSEDING
Int. Fed. Std. No. 00140 (Navy-BuMed)
December 17, 1959

FEDERAL STANDARD

TABLETS (FOR MEDICINAL PURPOSES)

Orders for this publication are to be placed with General Services Administration,
acting as an agent for the Superintendent of Documents. Single copies of this standard
are available without charge at the GSA Business Service Centers in Boston, New
York, Atlanta, Chicago, Kansas City, Mo., Dallas, Denver, San Francisco, Los Angeles,
and Seattle, Washington. Additional copies may be purchased for 10 cents each from
the General Services Administration, Specifications Activity, Printed Materials Supply
Division, Building 197, Naval Weapons Plant, Washington, D. C. 20407.
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This standard cov-
tablets

S1. Purpose and xscope.
ers the general requirements [for
for medicinal purpo-~es.

Types and closses of Tublefs.
Type I—Oral.
Class 1—Uncoated.
Qlass 2—Coated.

C!asﬁ 2—Effer\ em-ent.
Type {11—Hypodermic.
Type IV—Ophthalmic.
Tvne V—Buccal.

Tyvne VI—Suoblingual.

,w \:'li_..\. uwg!!;l_l

Class 1~Uncoated.

Class 2—Coated.
Type VIII—Pellets or implantation.
Type 1X—Dispensing.
Type X—Multilayer.

Class 1—Uncoated.

Class 2—Coated.

Type XI—Tablet triturate.
Tvpe XIIl—Impregnated or laminated
Class 1—Uncoated.
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TG sees Cie

Qrades of coverings for coated tablets.

(Girnde 1—Sugar.

Grade 2—Gelatin mixture.
Grade 3—Plastic (film).
Grade 4—Special.

S3. Referenced documents.

oz s JUEE SR ey

3.1 Siandard. The foliowing document,

of the issue in effect on date of invitation

for bids, Torms a part of this standard:
Milidery Standosd

MIL-STD-105—Sampling Procedures
and Tabies for Inspection by At-
tributes.

(Copies of Military Specifications and Standards

reguired by contractors in connection with specific
procurement functions should be obtained from the
HEPY PN ies dha anmbwmaadinm

pv«xunnz acnnty or a8 direcied Dy the contracting
ufficer }

.2 Other publications. The following
documents form a part of this standard. Un-
less otherwise indicated, the issue in effect

on date of invitation for bids shall apply.

Q2
SG.
cum

dmerican Pharmacentical Association

National Formulary.

Application for copies shouid be addressed to
Mack Publishing Company, Easton, Pa. 18042.)

obn
e uoisaing L.ompa

hJ

U. S. Department of Health, Education,
and Welfare, Food and Drug Administra-
tion:

Federal Food, Drug, and Cosmetic Act

and Regulations Promulgated There-
under.
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(Application for copies should be addressed to

the Food and Drug Adm:mstmtlon U.S. Department

A 44
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n for Coples Snoula be addressed to
Institutes of Health, Bethesds,

anv-

S4.1 Tablets. Tablets are. solid dosage
forms containing one or more medicinal sub-
stances except for placebo tablets, with
or without diluents. Tablets are made in
various shapes, colors, sizes, and weights,
dependmg upon the amount of the medici-

nal substance(s) and the intended mode of
ad-ni'iistration or use.

S4.1.1 Type 1, oral. Type 1, oral tablets
are uncoated (class 1) or coated (class 2Z),

as specified, and are the conventional com-
pressed tablets that are taken by mouth and
swallowed. Tablets that should be chewed
prior to swallowing shall be so indicated in
the procurement document.

S§4.1.2 Type 11, solution. Type 11, solution
tablets are noneffervescent (class 1) or ef-
forvescent (class 2), as specified. Nonef-
fervescent solution tablets are uncoated tab-
lets that are dissolved in water or aqueous

solutions prior to use. Effervescent solution
tablets are uncoated tablets that are added to
water or aqueous solutions for administra-
tion or application after effervescence has
ceased.

S4.1.3 Type 111, hypodermic. Type II1, hy-
podermic tablets are uncoated tablets that
are int'n :d for hypodermic injection after
the ‘ablet is dissolved in sterile water for

2
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injection, using aseptic technique. Special
care shall be taken in the manufacture and
packaging of nyp dermic tablets to prevent

contamination that would give adverse ef-
ects when the tablets are dissolved and the
solutions are injected.

S4.1.4 Type IV, ophthalmic. Type IV, op'h
thalmic tablets are small, thin, wafer-like,
uncoated tablets intended for ophthai-no}eg-
ical use. Special care must be taken in the
manufacture and packaging of ophthalmic
tablets to prevent contamination that would
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S$4.1.7 Type VII, vaginal. Type VII, vag-
inal tablets are uncoated (class 1) or coat-
ed (class 2), as specified, and are inserted

PO B4

in the vagina where the aciive ingredi-

,,,,, e VIII, pellets or 1 pantation.
Tvne VIII pellets or implantation tablets
are uncoated tablets that are intended for
implantation in body tissue for slcw release
of medicament over an extended period of
time. Special care must be taken in the man-
ufacture and packaging of peuets or im-

that would give adverse effects when the
pellets or implantation tablets are implant-
ed in body tissue. The pellets or implanta-
tion tablets are sterile and are packaged in-
dividually in sterile vials.

pensing tablets are uncoated 'ta jets t

contain relamvely large amounts 0
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tain potent substances in tablet form for
accurate compounding.

..... , or a mixture of lactose and powdered
sucrose, and a moistening agent such as di-
Juted alcohol or suitable lubricant(s) de-
pending on whether the tablets are to be

molded or machine compressed.
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including ‘‘delaye
“prolonged-action”,
tablets, are uncoated (class 1) or coated
(class 2), as specified, and disintegrate or
release the active ingredient(s) slowly,
over an extended period of time as indicat-
ed in the procurement document.

S4.1.13 Type X111, special, as specified.
Type XIlI, special tablets are uncoated
(class 1) or coated (class 2) as described
in the procurement document.

S4.1.14 Styles of coated tablets.

QA 1 14 Cha.ln A oy PPP I Larnns nard nane m )
O4.1.14.1 OSilye A, win  (nonenveric,.
Qivla A nlain (naonontavrie) cnat tahlatg
ULJ A= 4Dy P‘““. \ HViivaives l‘d, wUG Vv VER A I WD
are those in which the base tablets start to

§ e
dissolve or disintegrate in the gastric juice
of the stomach. Plain coated tablets are
composed of a base tablet which is coated
with a grade of covering as designated in
the procurement document (see S2).

$4.1.14.2 Style B, enteric. Style B, enteric
coated tablets are those in which the base
tablets are protected from the gastric juice

Fed. Std. No. 140a

a base tablet which is coated with an enteric
coating and further coated with a grade of
covering as designated in the procurement
document (see S2.).

Lol DLy T Ly DPSSIR0

coated tablets are styles as described in the
procurement document.

$4.1.14.3 Style C, special. Style C, special

04 1 Y€ Nendon Ad aArnsiamdssna Fnsm anméad
>3.1.49 UTaueo ) Loveorenngs jJur cvarcu
tnhlote Cavawinoa for anatad tohlata ava nf
YUUWLLO, VUV YRR GS AV CAJGAVLU WWAMILVW @AY Vi
the following grades as specified:
e Ioliowing gragdes 88 specilieq:;
Grade 1_Queoar
rage i—==sugal
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Grade 4—Special, as described in the
procurement document.
(The coverings may be finished with a wax
coating.)

§4.2 Lot. For purposes of this document,
a lot, batéh, or control is that single, uni-
form, and homogeneous quantity of tablets
nroduced from one compounding formula-
tion, in one manufacturing and tableting op-
eration, and which quantity has received

entirely the same processing and treatment.

S$4.2.1 Lot, batch, or control number. Lot,
batch, or controsy ..umber is a series of num-
bers and/or letters that identifies the lot.

S4.3 Date of manufacture. The date of

manufacture is defined as follows:

QA 921 Law ¢hnan ¢tnhlate thot ara annhmit

o4.9.2 'V Wivuoc NVITLWS Wial aliT puwuiliiv-
tad t« PN A far pcortificatinn nrior to re.
VOU W L 1d/esdds AVAE LUAVIAIVEAVIUA pasva L A =
lease, the date of manufacture is the date
of the official certification notice.

S$4.3.2 For those tablets that are manu-
3 2 o, AY T XYY WS _ o ___ _ AL _ 3_a_ ~ L
Tactured unaer iN.i.ri. liceénse, ine aawe 01
s o mssfandiinn nanfnvma ¢4 tha Adafiniéinn an
manuliaciur® Luniuiiis W uic uciiinuvn ©o-
tohliahad hv tha IH

JIDEICU DY VISC iNideide

$4.3.3 For those tablets that are not sub-
ject to S4.3.1 or S4.3.2.

84.3.3.1 Uncoated tablets. The date of
manufacture is the date of compressing the

3
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Fed. Std. 1Jo. 140a
‘tablets or the date of manufacturer’'s or

the date of manutacturer con-
be not later than two (2) months after the
date of compressing the tablets.

_procurmg actnlty and represents the peri-
od beyond which the tablets cannot be ex-
pected, beyond reasonable doubt, to yield its
specific results, or retain its required po-
tency.

S4.5 Ezxpiration date. The expiration date
is the date of termination of the expiration
dating period.

are not monographed in the U.S.P. “or N. F.,
and standards for the ingredients are not in-
cluded in the procurement document, the in-
gredients shall be of a high quality and
purity and suitable for use in the tablets
(see S6.6.1).

S5.2 Tablets that are official articles in
the U.S.P. or N.F. shall comply with the
tests, standards, and requirements of the
U.S.P. or N.F., and the procurement docu-
ment. The tablets shall also comply with all
specifications of the U.S.P. or N.F,, relat-
ing to the thlC]C‘ wnetner incorporated
the monograp i

S3.3 Tablets that are not official articles
in t}:e U.S.P. or N.F. shall comply with all
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g Application
hcable reqmrements of
procurement document.

S5.5 Tablets manufactured under N.I.H.
license shall comply with all requirements
of the N.I.LH. and the procurement docu-
ment.

S5.6 Workmanship. The materials shall
be free from any defects which detract
from their appearance or ma) impair their
usefulness.

S5.7 Labeling, packaging, and packing of
tablets. Labeling, packaging, and packing of
tablets shall be as specified in the procure-
ment document.

S6. Delail requirements.

Note: Attention is directed to paragraphs
under SGG S68 and S6.9 for inprocess
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aration or manufacture of tablels
R s « . .
S$6.1.1 All ingredients shall conform to
e mtim —end A O ) A PN Senrmrandinen
the requirements of S5.1. Each ingredient,
and all ingredients combined, shall be non-
toxic in the amounts administered.
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ntegratum, bin
ca ..S) coloring, fi:
£, .md other matenals used ta
lets shall be therapeutically innocuous in
the amounts used, and shall not in any way
adversely affect the stability nor the thera-
peutic efficacy of the tablets. The diluents,
coloring, flavoring, coating, covering, and
other materials shall not interfere with the
applicable tests and assays.

$6.1.2.1 Coloring material. For tablets
that are required to have added color(s),
the coloring agent(s) used in the formula
shall be a- color additive certified or listed
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gs harmless and suitable for coloring drugs
under +he terms of the Federal Food. Drug.
) S

and (_osmeﬂc Act and +he Color Additive
Regulgtions.

86.2 Styles of coatedtnblets The sfyfes off
cwated tablets shall be specified 10 the pro-
cirement dmumen‘t The use of subaoat-
ing(s) is permrt-t-.eu for coaled tablets.

Style A, pl'ain (nonenéeriu The base tub-
jets shall.be coated with a covering that
is smooth. uniform. and homogenasusly
distributed.

Style B. emtérie. The base tablets shall be

further coated \\nh i Cc:vermg that is
smooth, uniform, and homogeneously
distributed.

Style C, special. The base tablets shali be
coated with a special couting as spec-
ified in the procurement document.

S6.3 Coverings for cooted foblets. The

grades of coverings for coated tablets shall
be specified in the procurement document

. . sciaelinie fae ol
{see 32). If the Spetnu covering 10r Lao-
lets is not specified in the procurement doc-
ument, the covering shall be the same as

plied for the 1tem The covering of the tab-

lets shall be such that the finished tablets
comply with 86.4.1.2.

S6.4 Characteristics of tablets.
QR 4

S6.4.1 Tablets
wntractugl uuantntv shall be smooth, and of
the same size, shape, and color. In addition,
tablets within one lot shall be of a uniform
shade and hue. If one tablet is scorad or
bears identifying marking, all tablets shall
be similarly scored and shall bear the iden-
tical marking.

S6.4.1.1 Uncoated tablets. Uncoated tab-
lets shall be smooth and uniform in size,
shape, and color. Uncoated tablets shall

within

A ‘nnm nnoe one

Lo L6 A

show no evidence of spom pitting, capping
or cavxtatlon chips, breaks, excess powder,
overturned (projected) edges, die spots,
mottling, cleavage, feathered edge, cracks,
splitting, foreign particulate contamination

Fed. Std. No. 140a

surface spots, or foreign material containe
in the tablet not visible from the surface,
exceeding the limits permitted in the clas.-
sification of defects (see S6.9.1, table 1V),

within the applicable acceptable quality lev-
el (AQL). Unless otherwise specified, any
voloring material employed in the tablets
shall be uniformly and homogeneously dis-
tributed, with the possible exception of
multilayer tablets (type X), impregnated or
laminated tablets (type Xii), and special
tublets (type XIIil).

S6.4.1.2 Cuated tablets. Coated tablets
shall be smooth, and uniform in size, shape,

and color. The base tablet shall be fully and
evenly covered with the coating. Coated
tablets shall  show no evidence of spots,
chips, breaks, mottling, cracks, surface
blemishes (pits, pimples, etc.), splitting,
or foreign particulate contamination

(foreign matter), and embedded or adher-
ing surface spots exceeding the limits per-
mitted in the classification of defects
(S6.9.1, table V), and the applicable AQI..
if the coated wmets are ponsnea ali such
tablets shall
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of chlps. breaks. overturned (projected
edge), feathered edge, die spots, cracks,
stickiness, mottling, surface blemishes (pits,
pimples, etc.), splitting, or foreign particu-

late contamination (foreign matter) and’

embedded or adnermg surface spots exceed-

ing the limits permitted in the ciassifica-
tion of defects (56.9.1, table VI), and the
applicable AQL. If the film coated tablets
are polished, such tablets shall be entirely
and uniformly polished.
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$6.4.1.3.1 Base fablet prior 1o eooting.
The base tablets, prior to coating, shall com-
ply with the requirements for uncoated tab-
lets, using the sampling and applicabie
AQL as specified in S6.8.3.

$6.4.2 Color: Colow of the tablets shall be

specified in the procurement document. If
the colot is not specified, the tablets shall be
the same us that which is generallyv com-
for

mercially supplied the item.

S6.4.3 Flawerad fablets. Unless otherwise
speified in+the procurement document, tob
teks shall nod be fAavored. Tublets 4hat ore
intended 4o be chewed prior 4o swallowing
shal) be sufficiently flovored to render themn
painfeble in-taste

$6.4.1 Size. Tablets shall be of & minimum
size, depen(lln_sz on the amount of active in-
gredient(s), and consistent with good man-
ufacturing practice. Tablets containing mi-
nute amounts of active ingredient(s) shall
be built-up to a practical size for the usage
intended. Unless otherwise specified, the
size of type Il tublets shall be such that

20 tabiets could be packaged in a tube hav-
ing overall dimensions of 0.24 inch in di-
metes and 2-7 8 inches in length. Type

Vil t&Mets shall be of a size no larger than
that which could be readily dropped in the
barrel of an appropriate 1 cubic centimeter
(cc.) hypodermic or implantation syringe.

S6.4.5 Shape Tablets are generally man-
by id thpr but other ehqnp&
, triangular, hex-
onal, rod- qhaped, round oblong," square,
tear-shaped, diamond-shaped, etc. Tablets

for the types indicated shall be as follows:

Tunas 1 1T II1 IV, X, XI, and XII shall be es-

ALYPCS 3, 31, 243, , A, AL, ana All shall
sentially discoid in shape.

Type V. buccal tablets shall be elliptical in
shape.

Type VI, sublingual tablets shall be elliptical

Vi, SUUs 0oLs

or discoid in shape. as specified.
" Type VII. vapinal tablets shall be diamond or
tea -ghaped.
Type Vi1, pellets or iinplantation tablets shall
be small, rod. discoid, or clhptu.al in shape.

Downloaded from http //WWW everyspec com

Type IX, dispensing tablets shall be JmmonJ
shaped.
Type XIII,

anecial tablets shall he

sped

asg saecifie]

in the procurement document,

When the above shapes are deleted in
the procurement document, the shape of
tablets shall conform to that generally ac-
cepted as standard in the pharmaceutical
industry for the tablets being supplied. When
the above shapes are modified by the pro-
curement : tab-
RAYE
urmend. inimg o notentia \l\/ le
thal hmman osxe per tablet shall have an
engular or irregular shape: not discoid Mer-
Cuur\/ bcHonJ;z tdble(\ shall be ooffin-
shaped and blue in color.

lote ohall
iels snan conye
al

6.4.6 Hordnal When a hardness range
or \:ilue is required for the tublets, it shall
be spec ted in the nrnlnren!e_’_[ document,

h

used in de-
termining such hardness. The hardness of
tablets shall be such as to prevent breuak-
age, crumbling, or powdering of the tablets
in the course of ordinary handling and stor-
age.

the method to be

Saanaa Unless otherwise speci-
tablet‘x are acceptable when
such tablets are generally commercially
supplied for the item. The score shall be
of a single score on one side of the tablet
only, unless otherwise specified.

$6.4.7
fied, scored

$6.4.8 Odor. Upon opening a sealed bot-
tle, the tablets shall be odorless if they (&)
are not flavored, or (b) do not contain active
ingredients which are normally character-
istically odorous. Tablets shall have no for-
cign odor or odor resulting from decompo-
sition or deterioration. The term “odoriess”

applies to examination of tablets in the
freshly-opened immediate container, with
the cotton or other filler removed. After

exposure to the air at room temperature (in
a room free from drafts) for the period
specified herein, the contents of a fresh-
ly-opened immediate container shall have
no odor. For containers labeled to ®®ntain

)
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100 tablets or less. exposure to air shall be
5 minutes: for containers labeled to contain
between 101 and 500 tablets, exposure to
air shall be 10 minutes; containers labeled
to contain between 501 and 1000 tablets,
exposure to air shall be 15 minutes; and
containers labeled to contain more than
1000 tablets, exposure to air shall be 25
minutes. The cotton or other filler shall be
removed from the immediate container dur-
ing the exposure to air.

£6.4.9 Disintegration and solubility.

€6.4.9.1 Type I. and Types V through X1.
Unless otherwise specified, disintegration of
tablets that are classified as type I and types
V through XI shall be determined by U.S.P.
or N.F. method. Disintegration time for
such tablets shall be in accordance with the
U.S.P.., N.F., or the procurement document.
Tablets that are intended to be chewed pri-
or to swallowing shall be of appropriate
hardness. Types XII and XIII shall be test-
ed for disintegration, as specified in the pro-
curement document.

86.4.9.2 Types 11, I11, and V. Solubility of
tablets of types 11, 111, and 1V shall comply
with the following requirements, unless oth-
erwise specified in the procurement doc-
ument.

Type 1. class 1. tablets sholl completely
dissojve in the ratio | tablet to 10 cc. of
distilled water ot 25 C. within 5 minutes
4o form a dear solution, free from sed-
iment. The solution shall be colorless,
unless otherwise specified. Moderate
agitation or shaking may be employed
4o facilitate solution.

T'ype_ 1), class 2 tablets shall effervesce
Qnd shall  completely  dissolve within
the perind desiynated in the procuve-
ment dotument when tested as stated
therein.

Type 111 fablets shall completely dissoive
in+he ratio of | tablet 4o | ¢c. of dis-
Hiled water o 25 €. within 2 minufes.
unless otherwise specified. Modernte
agitation or shaking may be ermployed

Fed. Std. No. 140a

to facilitate solution. No effervescence
shall occur durinyg or after solution. The
resulting solution shall be clear and free
of undissolved or particuiate matter
when examined without accessory mag-
nification.

Type IV tablets ~hall completely dissolve
in the ratio of 1 tablet to 0.5 cc. of dis-
tilled water at 25 C. within 15 seconds.
Moderate agitation or shaking may be
employed to facilitate solution. No ef-
fervescence shall occur during or after
solution. The resulting solution shall be
clear and free of undissolved or par-
ticulate matter when examined with-
out iccessory magnification.

For types II, 111, and 1V tablets. Tablets
shall be free of undissolved or particu-
jate matter when examined without ac-
cessory magnification, within the lim-
its permitted in the classification of de-
fects, und the applicable AQL. No tol-
erance on the solubility time shall be
permitted (see 56.8.2).

S6.4.10 Weight variation.

$6.4.10.1 U'ncoated tablets. The weight
variation of uncoated tablets shall fall within
the limits allowed in the U.S.P. or N.F., or as
specified in the procurement document.

S$6.4.10.2 Coated tablets. The requirement
of weight variation for coated tablets shall
be the sime as that described in S6.4.10.1,
except that the weight variation shall be
determined on the uncoated or base tablets.

Q6.4.11 Moisture content. The moisture
(water) content shall not exceed that which
iz specified in the procurement document.
1f the moisture content is not specified, the
tablets shall contain a minimum amount of
moisture so as to insure maximum stability
of the tablets.

S6.1.12 Markings on tablets. Tablets may
bear a trademark or other designation dis-
Hinctive of the item or of the manufacturer.

56.1.13 Stability. Tablets shall be so com-

~
]



pounded as te provide physical shobility
of tablets and chemical skability of the in-
@redients. Tablels that are designated os
having a poteney period shall comply with
all applicable requirements for the full po-
tency period under normal \st-oruge and nan-

dling.

$6.4.14 AMet confent and voriakion in
coyn?. The number of tablets (count) in
the immediate containers shall average not
le&S-frhM that qua.n’nty Bp‘m:lhad in the item
1derrbﬁca#wn of the procu rement document.

The Figure (number) represerﬁrn $he av-
Ao ramdt <l be adi @

fled number of tablets per 1mme-
diate container is between 50 and
99,

(¢) No immediate container shall be more
than 1 tablet short of the required
amount when the specified number
of tablets per immediate container
is less than 50.

S6.4.14.1 For tablets containing narcotics
or barbiturates, and tablets subject to the
Drug Abuse Control Amendments, the num-
ber of tablets in the immediate container

shall comply with the preceding, except that
_ M rac than QQ
I De nou S Llian J.O

the average count sh

a® o
©
-
«
(1]

- 23
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percent and not more than 1 p n

the number of tablets specified in the item

identification of the pmcurement document
lets. When

guirement in the procuremen ymen
volume occupied by tablets

_ Downloaded from http://www.everyspec.com

S6. 116 Dimmensions of fublets. When di-
mensiomal requirements for tablets are spec-
ified in the procuremen document. the tab-
\els hall ecomply with the specified dimen-
sions.

86.5.1 P,.‘..frg dated Hoblefs requirirg
der V. M-/ hcena& Dellvery schedule for po

tency doked tublets thed rauire certifica-
+ion by F.D.A. or pre monufactured under
N.1.H. license shall be in accordance with
Anlkde T Column No. I represents the spec-
ifred e&pifaf’ion dating period (potency pe-
riod), and column No. 2 represents the al-

[ Y | JOURE O SRy U S Py Aodiven wsvneien
bwable minimum expiration dating period
remaining at the time that the material is
delivered to the Government

Column No, l Column No. 2
{months) ! {months)
- 3 ! 2172
6 I 5
9 | 8
12 l 10
18 | 16
24 | 21
30 i 27
36 ; 33
48 i 44
60 | 56
S6.5.2 Potency dated tablets other than
those complying with S6.5.1. Delivery sche-
dule for pgt.ency _a_i_:ed tablets, other than

cord.mce mth tdble I Column No. 1 rep-
resents the specified expiration dating pe-
riod (potency period) and column No. 2
represents the maximum number of months
that may clapse from the date of manufac-
ture (defined in S4.3) of the tablets to the

date that the material is delivered io the
Government.

ey —
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TABLE II. Delivery schedule

A diiree N D
COLUILingn 43w, &

(months)

Column No. 1 }
(months)

12 I
18 :
24 |
30 ‘
36 I

i

48
60

[ SRR S

ntherwise specified. not more than 6 months
shall elapse from the date of manufacture
[defined in S4.3) of nonpotency dated tab-
lets to the date of delivery to the Govern-
ment.

Q Tocte
o001 &S5,

86.6.1 Testing of ingredients. Ingredients
that are official in the U.8.P. or N.F. shali
be tested by the methods described in the
U.S.P. or N.F.,, and the procurement docu-
ment, and the ingredients shall comply with
$5.1. Ingredicnts that are not official in the
U.S.P. or N.F. shall be tested by the methods
specified in the procurement document or,
if not specified therein, the nonofficial in-
gredients shall be tested by suitable meth-
ods to determine their identity and compli-

ance with S5.1.
86.6.2 Inprocess testing. During the tab-

leting operation, not less than 10 tablets
from each lot shall be drawn from each tab-
leting machine at regular intervals of 30
minutes, or less, and tested for weight. The
disintegration time shall be verified at least
during the beginning of the tableting (com-
pression) operation. For soluble tablets
(tvpes I1, 11, and 1V), the solubility time
shall be verified at least during the begin-
ning, middle, and end of the tableting op-
eration. The hardness of tablets shall be
determined at least during the heginning,
middle, and end of the compression of the
iot, using & tablets cach time. The disinte-
gration time, solubility time. and hardness
shall be within the reg

proces§ testing shall be applicable to tab-

v-nln\”rell I\mlt_s_ The In-

(S R AN

WATERL K. WA as se~ —

Fed. Std. No. 140a

lets from each tableting machine. The test
results shall be recorded for each tableting
machine used for each lot to confirm uni-
formity of compression.

$6.6.2.1 Tablets which are to be coated
in subsequent manufacturing operation shail
be subject to the inprocess testing required
by S$6.6.2, prior to coating.

$6.6.3 Testing of finished tablets.
€6.6.83.1 Tablets official in the U.S.P. or

N.F. Each lot of tabiets that are official in
the U.S.P. or N.F. shall be tested by the
methods described in the U.S.P. or N.F., and
the procurement document to determine
compliance with 85.2.

§6.6.8.2 Tablets not official in the U.S.P.
or N.F. Each lot of tablets that are not of-
ficial in the U.S.P. or N.F. shall be tested
by the m=thods described in the procure-
ment documeént or, if not described therein,
the nonofficial tabiets shall be tested by
suitable methods, to determine compliance

th QR 9

with OJ.0.

$6.7 Test records. Records of all tests per-
formed shall be maintained for not less
than 2 years from date of delivery of the
supplies to the Government. Records shall
be available to the Government for exami-
nation upon request. For -inprocess testing,
such test records shall include the tablet
machine number or the permanent tablet-
ing station number, lot number, and test

tion date, the records shall be maintained
and shall be available during the

tency period and for 6 months after the ex-

piration date.

firll nn
AUl U

S6.8 Sampling. Unless otherwise speci-
fied in the procurement document, sampling
shall be in accordance with MIL-STD-105.

S6.8.1 Eramination. Examination shall be

inspection level:

(-]

TIPATVHIAK L LINO
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Fad id o 140a
A Sl oL I YWe X TEVNRS
For | Inspechion Py Unit of
examination . level tpe product
: dc&ﬂhv&) ¥
Major A | i 1.6~ Tablet
Major B | 8-2 1.0 " Filled bottle
Minor | il 5 Tablet,
\' s A 1 ¥4 "pens s
iNoLe, Yy nén U‘l(‘ uammauon ol N\EUO) A anu

minor characteristics is not mrrnrnmA prior to fill-
ing of final (lmmedxa@ containers, and such ex-
amination is necessavy on the filled, final (im-
mediate) containers, the sample size for tablets shall

remain the same. The required number of tablets

for examination shall then be selected at random
from filled. final (immediate) containers sampled
in accordance with MiL-STD-105, ievei $-2, mini-
mum sample of 5 bottles. 1f the number of bottles
selected does not give the required number of tab-
lets for examination, at randam seleod additional
bottles to give the xequrrea rumber of tablels. Those
defects that are annotated " " in the classification
of defects, must be determined on tablets from
filled, final (immediate) containers. Results of
examination for thoscv defecis, obtained prior to
filling of final (immediate) containers, shall not be

acceptable.

S$6.8.2 Testing. Shall be conducted as fol-

For end item testing (unit of product—
filled bottle)*
(a) Sampling of each lot for the tests re-

quired in table III shall be in ac-
cordance with level S-1. Minimum
sumple size is three (3) botlles. The
ce number for each test

(b) As an alternate to the above proce-
"~ dure, cach lot shall be tested as re-
quired in table 111, on tablets tak-

en from bulk stock {prior to pack-
aging of tablets). A minimum of

300 tablets shall be utilized. The
acceptance number shall be zero (0).

in addition, 2 minimum of one (1)
2 ndifinctinn tact ochall o yviarfarm.
JAenuiniCa titn (st dSiidn Wo peiiunig
ed on each Yot of filled hottles, The
identity test shall be specific for

the product. For products contain-

o ) ) il
* Where the unit of 1ssue oemg examined is othep

than “botte™ subsbdule 'ﬂhp )rzrmmaloml of +he

Liail oo SUR3Tuie TN 1el0g

pnit- of issve Cie., ﬂnd(uyl', can, ‘fuht, ete.),
wherever the ward “botHe” appears.

10

ing more than one active ingredi-
ent, a minimum of wwo of the in-
gredients shall be identified by
specific tests.

TasLe IIIL

. Requirement
Chamcwnstxc o ra orranh
paragrapn
I('\H)H' of fini qhod Lgble;> lgssgvz_{" S6.6.3
identities, and other tests appli-
cable for the item).
Flavor S6.4.3
Hardnesas S6.4.6
Scoring S6.4.7
Disintegration (types I, and V S6.4.9.1
threugh XI)
Solubility (types I, ITI, and 1V) §6.4.9.2
Weight variation S6.4.10
Moisture S6.4.11
Volume occupied by tablets {when S$6.4.15
specified)
Dimensiona of tablets (when speci- S6.4.16
fied)

(c) The net content and variation in count
(S6.4.14 and S6.4.14.1) shall be
sampled in accordance with inspec-
tion level S-2, Acceptance number

a1 -~ II\
shall be zero (0

S6.8.3 Base tablets prior to coating shali
be sampled in accordance with MIL STD-
105, leve 2L, with
) ninor defects. All
major A cntegorleq under ‘Uncoated Tab-
lets,” except numbers 106 and 111, shall ap-
ply. Minor categories numbers 203 and 205
shall  also  apply. Notwithstanding the
omission of examination for certain minor
defects for the tablets prior to coating, fi-
nal coated tablets shall comply with all re

(‘)

T‘ PO SR 1 [T

$6.9 Exdmination. The tablets shail be
examined to determl ne compliance with all

=

ance with th eq T ts will
mitted to the extent indicated in Su.8
'S6.9 ion of defects. Examina-

\.n.l!"t?d in accor dsmcc' with
classification of defects:
Tahle lV-—uncouteg! tablets.

Table V—CCouted tablets.
Table - Film coated tablets.

—
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»
TABLE V. Coated tablets clamlfzmhrm of defects** ~
- T Type [ { AR XIT © XIi
Class 2 j“ 2T T T2 A N
Major A: T o | ’ T ! T T T
101 Base tablet not fully covered. X ; X i X X X
102 Coating not unifurm in color (motitled). . X X ] X X X
#103 Tabiet not free of breaks. XX X . X
104 Tablet not uniform in shape and size. X ¢ X X = X X
#105 Tablet not free of cracks. X [ X X ' X X
#106 Tablet not free of embedded surface spots - o .
and contamination (definition a, i !
S6.9.1.1). X X X l X X X
107 Tablet not free of foreign particulate — T + —
contamination (foreign matter). H X X X i X i X
10B Tablets not uniformly polished —— - —+ }
(if polished). X X x 1 x . X
Major B: RS P } 1
#151 Tablets not free of foreign odor. X X | X i X : X
#.152 Color of tablets in bottle not uniform. X X T X X H X
#1563 Bottle not free of extraneous mat/.nal X X X X X
Minor:
#201 Coated tablet not smooth. X X X X X
#3202 Coating not free of surface blemishes - = -
(i.e., pits, pimples, etc.). X X X X X
#203 Coated tablet not free of adhering surface |——— — -
spois (definition b, S8.5.1.1). , X X X X i X
204 Coated tablets not free of chips. X X X X [
** Examination is not restricted to the classification given above. A
# Applies to examination of tablets in filled, final (immediate) containers. . &

TABLE V1. Film coated tablets classification of defects**

Major A:
101 Base tablet not fully covered.
. 102 ' Coating not uniform in color (mottled).
#103 Tablet not free of breaks. .
104 Tablet not uniform in shape and size.
#1065 Tablet not free of cracks.
106 Tablet not free of embedded surface spots and contamination (definition a, S6.9.1.1).
#107 Coated tablet not free of cracks.
108 Tablet noi free from Bpxn.ung
109 Coated tablet not free of foreign pmtxculatz contamination (foreign matter).
#110 Tablety not free of stickiness.
Major B: )
#1561 Tablets not free o
#152 Color of tablets in bome not umform
#153 Bottle not free of extraneous material.
Minor:
201 Coated tablet not free of overturned {proj&te
202 Coated tablet not free of feathered edge
203 Coated tablet not free of die spots.
#204 Coated tablet not free of adhering surface spots (definition b, §6.9.1.1).
205 Coated tablet not free of pitting.
ﬂpna Coated tablet not free of chips.
#207 Coated tablet not smooth.
#208 Coating not free of surface blemishes (i.e., pits, “pimples.” ete.).

** Examination is not restricted to the classification given above.
# Applies to examination of tablets in filled, final (immediate) containers.
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86.9.1.1 Detinition of Lerms for classificution of defects:

T T T T T T T Unit of
Terminology . Definition product
Uniformity of shape Sclf-explanatory. "~ Tablet’
Uniformity of size Self-explanatory. Tablet
Surface spots (a) Clearly defined particles which are embedded in or on Tablet
the surface of the tablets.
(h) Clearly defined particles which adhere to the surface!
but ean be wiped or blown off of the surface. H
‘I'he particles (spots) are foreign, extraneous, or contaminant
to the tablets. FExamination is conducted without aocessoryl
magnification.
Pitting _ Small identations in the surface of the tablet such as that’ Tablet
exhibiterd by porous tablets.
Cappingz or cavitation The separation (or tendency toward separation) of a portion Tablet
ot the upper or lower surfauce of the tablet,
{;h(p . An indentation on the n!;,\ of the tablet The cress section Tablet
; (largest dimension of the chip in the tablet is more than
. 10 percent of the diameter of the tablet, but less than 10
percent of the tablet weight,
Break Tue separation or distodging of more than 10 percent of Tablet
" the tablet. i
Extess powder That amount of puwder and tablet chips which is equivalent Bottle
| to more than 0.5 percent of the total weight of tablets'
in the immediate container.
Foreign matter Foreign material contained in the tablet nut visible from Tabiet
the surface. ;
Diwe spot The small indentation in the surface of the tablet such as Tablet
that caused by a sticking to the punch or die, or the-
result of a gummed punch or die. :
Mottling or nonuniformity The irreprular coloration of the tablet. Tablet
of color ‘ ) !
Lleavage.. {An indentation or “weak point’” on X Taublet
- the vertical (perpendicular) sur- .
face of the tablet which may “-“‘-"-"{@ i
result in breakage of the tablet. !
Smooth swurface © A surfaece that is smouth tu the touch and is not intended to Tablet
incluide effeets of scoring or trademark am i :
Crack A break m the surface of the tablet. Tablet
Overtuened The exerss ridge at the point where the “face’” (convex or!
(PmJech.d) edgre flat =uiface) meets the vertical (perpendicular) sux'fnce:

of the tablet. This ridge (projection) i3 more than 10
nercent of the vertical length. !
Lum:lar to an overturned edge except that the ridge resembles Tablet
somewhat the teeth of o saw and the ridee (at its maxi-.
nium) is not 10 percent of the vertical length.
© A completed sepuration of the tablet into two or more sub-! Tablet
stantial parts. i

Feathered edge

Spliting

vide for essential needs. The request shall
be <ent in duplicate to the Gencral Serv-
ices Administration Federal Supply Serv-
tce. Standardization Division, Washington,
D. C.. 20406. The administration will  de-

S7. Changes. When a Federal agency con-
Siders, that thig standard does not provide
for its essental necds, written request for
changmg mt’addmg to the standard, support-
&d b)l adequate rustification, shall be sent

‘lo‘k']'\eadmmks\-mhom This justification shall
awplain wherein the stundard does not pro-

termiae the appropriate action to be taken
and will notify the agency.

13
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S8, Conflict with yrefvrenced specifica-
ions, Where the requirements stated in
this standard conflici with uny requirement
in a referenced specification, the require-
ments of the standard shall apply. Nature
f conflict between the standard and the
referenced specification shall be submitted
in duplicate to the General Services Adminis-
tration, Federal Supply Service, Standardi-

;ation Division, Washington, D.C., 20406.

—

this standard, the procur-
desi gn"xte as a minimum,.
ass of tal

_In the use f

amnired (ceo
Guirei \sec

S.2), the expiration dating period (potency
.p when applicable (see S4.4), and
the labeling, packaging, and packing re-
quired (see S5.7).

Copies of this standard required by contractor
in connection with specific procurement functions

-

..... activity oy
o

should be obtained from the procuring activity
as directed by the contracting officer.

CUSTODIANS:
| Army—MD
Navv-—BuMed

" Air Force—03

Revicw activities:
Army-—MI
Navv—BuMed
Air Force—03

Review information is current as of the date
of this document, For future coordination

of changes to this document, draft circu-
lation should be based on the information
in the current DODISS.
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STANDARDIZATION DOCUMEN | IMPROVEMENT PROPOSAL M e

INSTRUCTIONS: The purpose of this form is to solicit beneficial comments which will help achieve procure-

ment of suitable products at reasonable cost and minimum delay, or will otherwise enhance use of the document.
DoD contractors. govemment activitics, or manufacturers/vendors who sre prospective suppliers of the product
are inviled to submit comments to the govermnment. Fold on lines on reverse side, staple in comer, and send to
preparing activity. Comments submitted on this form do not constitute or imply authorization to waive any

portion of the referenced document(s) or to amend contractual requirements. Attach any pertinent date which
may be of use in improving this document. 1f there are additional papers, attach to form and nlace both in an

envelope addressed to preparing sctivity.

DOCUMENT IDENTIFIER AND TITLE

NAME OF ORGANIZATION AND ADDRESS CONTRACT NUMBER

MATERIAL PROCURED UNDER A

[CJ OIRECT GOVERNMENT CONTRACT [] SUBCONTRACT

1. HAS ANY PART OF THE DOCUMENT CREATED PROBLEMS CR REQUIRED INTERPRETATION IN PROCUREMENT

USE?
A. GIVE PARAGRAPH NUMDER AND WORDING.

8. RICOMMENDATIONS FOR CORRECTING THE DEFICIENCIES

2. COMMENTS ON ANY DOCUMENT REQUIREMENT CONSIDERED TOO RIGID

3. IS THE DOCUMENT RESTRICTIVE?
[ ves (3 NoO (1t **Yes®, in what way?)

4. REMARKS

SUBMITTED BY (Printed ot typed name and addreess - Optional) TELEPHONE NO.

DATE
FORM 2 S/N 0102-014=1802
1 JAN 72 REPLACES EDITION OF 1 JAN 68 WHICH MAY BE USED
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