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i“td. Std. No. 140a

TABLETS (FOi-i MEDICINAL P~JRI’{}SES)

‘Tj”pe %’[-stlbliluwill.
Type VI1—\’agjJlal.

Class I-Uncoated.
Cla8s 2—CoatWL

Type VII1—Pellets or
Type IX—IJispensillg
Type X—Mu!tilayer.

Cla= l—Unc~t4.
Class 2-COat&.

implantation,

Type XI—TaMet triturate,

Type XII—Impregnated or Itiminated.
Class I—Uncoated.
Class 2—CoatHL

Type XIU-Special, as
Class l—Uncoated.
Class 2—Coat*.

St@e8 of coaled (ablels.

specified.

Style A—Plain (~onenteric) Q
Sty Ie B-Enteric.
Style C—Special.

Omde @ Coverings fkw coabd &b{&.

(;rtide I—Sugar.
Grade 2-Gelatin mixture.
Grade 3—Plastic (fitm ).
Grade 4—Speci81.

S3. Hefe~nced documents.

S3. 1 Sia ttda uf. The follou’ing document,
of the issue in effect on date of invitation
for bids. fcmm~ a part of this standard:

Mi[i$a)jj .Wa71du/wl:

MI L3TD- MN&sampling Procedures
and ~atks for 1nspection by At-
tritm*.

(Copies of Military Specifications and Standards
required by cent ractors in connection with specific
procurement functions should be obtained from the
pwcuri ng activity or as directed by the contracting
Officer. )

S3.2 ()(A er publications. The following
documents form a part of this standard. Un-
less otherwise indicated, the isme in effect
on date of invitation for bids shall apply.

.4IIIPrim rtPhar)nacetttical A ~.wciation

National Formulary.

{Application for copies should be addresaed to

the Mack Publishing Company. EaRton, Pa. 18042. )

L’. S. Depart nimt of Health, Educath,
a7~d Welfare, Food a??d Drug Admini8tra-
fim:

Federal Food, Drug, and Cosmetic Act
and Regulations Promulgated T)~ere-
under.

FM’ 6505
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FCXLStd, No. 140r.

(Application fm- copies should be addressed to
the Food and Drug Administration, U.S, Department
of Iiea)th, Education, and Welfare, Washington,
Do C., 20204. )

V. S. Department of HealtA, Educationj
and Welfare,” National Instit.u tes of Health:

Public Health Service Regulations—
Part 73.

Minimum Requirem~nts (as applicable).

(Application for copies should be addressed to
the National Institutm of Health, Bethesda, Mary-
land, 20014.) ~

(J. S. Phamnacopeiat Convention; Inc:

Pharmacopoeia of the United States.

{Application for copies should he addressed to
the Mack Publishing Company, Easton, Pa. 18042. )

~40 JJefinjtj~~

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,
depending upon the amount of the medici-
nal substance (s) and the intended mode of
administration or use.

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

S4.1.2 Type 11, solution. Type II, solution
tablets are noneffervescent (class 1) or ef-
fervescent (class 2), as specified. Nonef-
fervescent soiution tablets are uncoated tab-
lets that are dissolved in water or aqueous
so]utions prior to use. Effervescent solution
tablets are uncoated tablets that are added to
water or aqueous solutions for administrat-
ion or application after effervescence has
ceased.

S4.1:3 T~pe 111, hypodermic. Type 111, hy-
podermic tablets are uncoated tablets that
are int. n ~d for hypodermic injection after
the ‘ab]et is dissolved in sterile water for

injection, using aseptic technique. Special -)
care shall be taken in the manufacture and
packaging of hypodermic tablets to prm”ent
contamination that would give adverse ef -
ects when the tablets are dissolved and the
solutions are injected.

S4.1.4 T~pe IV, ophthalmic. Type IV, oph-
thalmic tablets are small, thin, wafer-like,
uncoated tablets intended for ophthalmolog-
ical use. Special care must be taken in the
manufacture and packaging of ophthalmic
tablets to prevent contamination that would
give adverse effects when the tablets are
used for the eye.

s4.1.5 Type V, bucccd. Type V, buccal
tablets are uncoated tableti that are insert-
ed in the buccal pouch ~vhere the active in-
gredient(s) enters the circulation through
the oral mucosa. ●

S4. 1.6 Type VI, sublingual. Type VI, sub-
lingual tablets are uncoated tablets that are
placed beneath the tongue where the ac-
tive ingredient(s) enters the circulation ,*
through the sublingual mucosa.

,
).

S4.1.7 Type VII, vaginal. Type VII, vag-
inal tablets are uncoated (class 1) or coat-
ed (class 2), as specified, and are inserted
in the vagina where the active ingredi-
ent (s) is released.

S4.1.8 Type VIII, pellets or i ‘Ptan!ation.
Type VIII, pellets or implantation tablets
are uncoated tablets that are il]tmded for
implantation in body tissue for SIL$J release
of medicament over an extended period of
time. Special care must be taken in the man-
ufacture and packaging of pellets or im-
plantation tab)ets to prevent contamination
that would give adverse effects when the
pellek 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.

S4.1.9 Type IX, dispensing. Type IX, dis-
pensing tablets are uncoated tablets that—
contain relatively large amounts of drugs

‘+
t
;
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and arc not intended for Ilse as a dosage
f~,rr-rl. “1’iIey are employed by the dispwsing
ph:~rrnacist for obt:iining quantitiw of cer-
tain potent substances in tablet form for
accurate compounding.

S4.1.10 T~pe X, rnwltikqw. Type X, mul-
tilayer tablets are uncoated (class 1) or
coated (class 2), as specified, and are man-
ufactured by more than one compression cy-
cle thereby nsulting in two or more layers
within the tablet.

S4.1.11 Tgpe XI, tablet ttiturate. Type
XI, tablets triturate are small, uncoated tab-
lets that contain small amounts of potent
drugs in diluents usually consisting of dex-
trose, or a mixture of lactose and powdered
sucrose, and a moistening agent such as di-
luted alcohol or suitable lubricant(s) de-
pending on whether the tablets are to be
molded or machine compressed.

,. S4.1. 12 Type XII, impregnated or lwni-

q

nated. Type XII, impregnated or laminated,
) including “delayed-action”, “repeat-action”,

... “prolonged-action”, and “sustained-action”
tablets, are uncoated (class 1) or coated
(class 2), as specified, and disintegra~ or
release the active ingredient(s) slowly,
over an extended period of time as indicat-
ed in the procurement document,

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

S4.1.14 Stples of coated tabiet8.

S4.1.14.1 St~le A, pluin (nonenteric).
Style A, plain (nonenteric) coated tableta
are those in which the base” tablets start to
dissolve or disintegrate in the gastric juice
of the stomach. Plain coated tableb are
composed of a base tablet which is coated
\vith a grade of covering as designated in
the procurement document (see S2).

S4.1.14.2 Style B, enteric. Style B, enteric
coated tablets are those in which the base

b
tab)eti are protected from the gastric juice

Fed. Std. No. 140a

uf the stomach and therefore do not dissolve
or ciisinteflrate until they reach the intes-
tine. An enteric coated tablet is composed of
a base tablet which is coated with an enteric
coating and further coatid with a grade of
covering as designated in the procurement
document (see S2.).

S4.1.14.3 Stple C, sp~ti. Style C, special
coated tablets are styles as described in the
procurement document

W.1.ls GTa.&s of CW~”?tg8 for coated
tubkts. Coverings for coated tablets are of
the following grades as specified:

Grde l-Sugar.
Grade Z-Gelatin mixture.
Grade 3—PlaWic (film).
Grade Qpecial, as described in the

procurement document.
(The coveringg may be finished with a wax

coating. )

S4.2 Lot. For purposes of this document,
a lot, batih, or control is that single, uni-
form, and homogeneous quantity of tablets
produced from one compounding formula-
tion, in one manufacturing and tableting op-
eration, and which quantity has received
entirely the same processing and treatment.

S4.2.1 Lot, batch, or control number. Lot,

batch, or contrw .mrnber is a series of num-
bers and/or letters that identifies the lot.

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

S4.3.1 For those tiblets that are submit-
ted to F.D.A. for certification prior to re-
lease, the date of manufacture is the date
of the official certification notice.

S4.3.2 For those tablets that are manu-
factured under N.I.H. license, the date of
manufacture conforms to the definition es-
tablished by the NJ.H.

S4.3.3 For those tablets that are not sub-
ject to S4.3.1 or S4.3.2.

S4.3.3,1 Uncoated tib!et8. The date of
manufacture is the date of compressing the

Downloaded from http://www.everyspec.com
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tablets or the date of manufacturer’s or
contractor’s final quality approval which
shall be not later than one (1) month after
the date of compressing the tablets.

S4.3.3.2 Coated tablets. The dab of man-
uf acture is the date of compressing the tab-
lets or the date of manufacturer’s or con-

ti&f3r’s final quality approval which shall
be not later than two (2) months after the
date of compressing the tablets.

a S4.4 Ezphtion dating period (potency
perhd). n& expiration dating period (PO-
+ency period) shall be d=ignatd by the
procuring activity 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 Expiration date. The expiration date
is the date of termination of the expiration
dating period.

S5. General reqtiementi.

S5.1 “ The ingredients entering into the
preparation or manufacture of tablets shall
comply with the tests, standards, and re-
quirements of the U.S.P. or N.F., and the
procurement document. If the ingredien~%
are not mormgraphed 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 hT.F., relat-
ing to the article, whether incorporated in
the monograph it~elf, in the General h’otices
or in the section on General Tests, Processes
and Appa@us (see S6.6.3.).

S;.37’i’ilds that are not official nrticles
in +& U.S.P. or h7.F. shall comply with all

4
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requirements of the procurer:ient document
(see S6.6.3) .

S5.4 Tablets that require from F.D.A. ei-
ther a certification or an Approved New
Drug Application shall comply with the ap
plicable requirements of F.D.A. and the
procurement document.

S5.5
license
of the
ment.

S5.6

Tablets manufactured under N.I.H.
shall comply with all requirements
N.I.H. and the procurement docu-

Wor/cnuznship. The materiais shall
be free from any defect-s which detract
from their appearance or may impair their
usefulness.

S5.7 Labeling, packaging, and packing Of

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

S6. Detail requirements.

,Vote: Attention is directed to paragraph
under S6.6, S6.8, and S6.9 for inprocesa
and final product testing and examination. &,.

S6.1 Ingredients entering into the prep- )
aration or manufacture of tablets.

S6.1.1 All ingredients shall conform to
the requirements of S5.1. Each ingredient,
and all ingredients combined, shall be non-
toxic in the amounti administered.

S6.1.2 Diluents, coloring, flavoring, coat-
ing, coveting, and other materials. Diluents
(including excipients, bulking a~nti, ab-
sorbents, disintegrators, binders, adhesives,
and lubricants), coloring, flavoring, coating,
covering, and other materials used in tab-
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 diluent.s,
coloring, flavoring, coating, covering, and
other materials shall not intmfere with the
applicable tests and assays.

S6.1.2.1 Colorinfl material. For tablets
that are required to have added color(s),
the coloring agent(s) used in the formuln
shall bc a. color additive certified ur listed *

)
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S(i.2 $$&/es C# coakftilh The *#It% &
wated tgblets shallbe spcxi~ied In the pro-
curement douuqnt. The USII of SUkKIC@-
Imk) is perlnti+~ for co~edl tablets.

.s/ !Ile ,4, #t;q fmnen&ric ). The buse tab-

lets shall. be c(mted ~vith Mcovering that
is gmOAh. u ni+orm. ancl h~mMJ@neou91Y
distributed.

.$t!]lr B, e~;c. The base tablets shall be
coated with an enterie mating which iS
further coated \vith ii covering that is

smooth, uniform, ~inci ht)m(~gene{)~isly

distributed.

Sty/e C, special. The btiw ttiblets shall bc
coated with ii specitil cwting NS spetl-
ified in the pr(wureme~]t (io(’unwl]t.

S6.3 covein~s fir COQ~ed ~ble~ The
grades of coverings for ro;ittd t:tblets shall

be specified in the pro(”~lrement document
(see S2). If the specific covering for tab-
le~~ is not specified in the procurement doc-
ument, the covering shall be the same as
that which is generally ~~mmercially suP-
plied for the item. The covering of the tab-
lets shall be such thtit the finished t;~blets
comply with S6.4.1 .2.

S6.4.1 ~~@atic@ Ttiblets ~~ithin one
contractual quantity shall be smooth. and of
the same size, shape, and color. In i+ddition,
tablets within one lot shall be of a uniform
~hfide and hue. If one tablet is scorad or

bears identifying marking, all tablets shall
be sjmi}arly 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

show no evidence of spots, pitting, capping
or cavitation, chips, breaks, excess powder,
overt urned (projected) edges, die spots,
mottling, cleavage, feathered edge, cracks,
splitting, foreign partjcu]ate contamination

Fed. Std. No. l-l(h

( t(~reign matter) and embecl(ied or adhering
.surfa~w spots, ur foreign material contained
ill t}~e t:lblet not visible fr~)m the surface,
exutwding the iimits permitted in the clas-
.+ifi{’ation of defects (see S6.9.1, table IV),
within the tipplicable acceptable quality lev-
el (AQL). Unless otherwise specified, any
coloring material wnployed in the tablets
shall be uniformly and homogeneously dis-
tributed, with the possible exception of
multi ltiyer table~ (type X), impregnated or
I:lminatec! tablets (type X11), and special
tublets (type X111).

S6.4. 1.2 Coated tablets. Coated tablets
shall be smooth, and uniform in size, shape,
and co~or. 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-
mjtted in the classification of defects
( S6.9.1, table V), and the applicable AQI..
If the coated tablets are polished, all such
tablets shali be uniformly polished.

S6.4.1.2.1 Base tablet privr t{) coating. The
base tablets, prjor to coating, shall comply
with the requirements for uncoated tablets,
using the sampling and applicable AQL as
specified in S6.8.3.

S6.4. 1.3 Fil/~/ c{~atecftablets. Film. coated
tabiets shall be smooth, and unifo~rn in
shape, size, and color. The base tableb shall
be fully covered with an even coating. The
film coated tableh shall show no evjdence
of chips, 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 adhering surftice spots exceed-
ing the limik~ permitted in the classifica-
tion of defecti (S6.9.1, table VI), and the
applicable AQL. If the film coated tablets
are polished, such tablets shall be entirely
and unifnrmly polished..

5
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S6.4. 1.3.1 f?a~ &&& ~tior JO ~oo~in9.
‘I’he base tablets, prior to co:itingt shall com-

ply with the requirements for uncoated tab-
lets, using the s;impling mId :ipplicable
AQL as specified in S6.8.3.

S6.4.2 cc#o)I! (!OkBY of the tiibl~ts sh:ill be”
specified in the procu]*en~ent document. If
ths COIOr is not specified, th:~ tiibl~t~ shill] be
the same as that \vhich is generally com-
mercially suppli LJclfor the item.

s6.4.4 ~iz~ TabIds sha(l be (}t u minimum
size, dependin~ f~rl the umt)unt Of n(tive il\-
gredient(s), and consiste]~t with KO(X1rr~an-
ufiicturing practice. T:lblets ~’t)l]t}~init~g mi-
nute amounts ot” actil’e ingredient(s) shall
be built-up to a priictictil size for the usage
intended. Unless othervise specified, the
size of type 11J tiiblets shall be such that
20 tabiets could be packaged in a tube htiv-
ing overall dimensions of 0.24 inch in di-
am&?f and 2-7 8 inches in length. Type

ViI[ tab@ shall be of :1 size no iarger than
that which could be readily dropped in the
barrel of an appropriate 1 cubic centimeter

(cc. ) hypodermic or implfintation syringe.

S6.4.5 Shape. Tablets nr-e general]y man-
ufactured in discoid shape, but other shapes
are used, such as elliptical, triangul~ir, hex-
agonal, rod-shaped, round, oblol~g,’ squ~~r~,
tear-shaped, diamond-shaped, etc. Tablets
for the types indicated shall be as follows:

Types 1, II, 111, IV, X, Xl, and XII shrdl be es-
sentially discoid in shape.

Type V, buccal table@ shall t)(’ elliptical in
shape,

Type 1’1, sublingual tablets shall be elliptical
or discoid in shape. as specified.

Type VII. vn~inal tahlvts 5h:ill be diamond or
tea .*clpFd.

Type Vl~t, pellets or iinplant-ation tnblels shall

h( small, ~od, diwuid, or elliptical in shape.

-)),
—

Type 1X, dispensin~
‘t

tul)let. s}Ii+ll b~ Jtamoncl

shaped.
Type X111, special tubl~ts *h;*ll lw a8 ~eclfl~’11

in the prorurenwnt (Io(.llnl(’ii!,

When the above shapes tirv deletwl in
the procurement document, the shape (II
tablets shall conform to that generally ;IC-
cepted as standard in the ph~irmuce(itiri~l
industry for the tablets being supplied. M:hel)
the above shapes ~re modified by the pr(J-
curernent document. the shape of the ttib-
lets shall conf’orm to the procurelnt?nt d(~(.-
uA. Tiiblets cmimini~ a pderdidk~ k

-#wI hMTMMI &JS@ per tiibl(,t,hiill hv~ ii))
dlfl$uk’ or in

7

Iu~r ~~~: IW+digcoi~. McI’-

C@ bidh’i e ttlblets shall be ~t’fill-

~haped and blue il] co~ur.

S6.4.6 ~ardh?ss. When H hardness r;~t]ve
or villue is required for the tablets, it ~hiill

be specified in
along with the
t.errnining such
tiiblets shtill be
uge, crumbling.
in the course of
age.

the procuremerlt do(’umel)t.
method to be used in (ie-
h:lrdne=. The h~rdlws~ ~JI-
such ~Ls to prevent t)reiik -

or powdering of the tiibiet$
ordinttry h;ir]dling and Stor-

S6.4 .7 $COtiOfi. ~nlew otherwise spLBci-
fied, scored tablets are ticceptiible when
such tablets are ~enerally commerciiiliy
supplied for the item. The score ~h~ll bt’
of a single score on one side of the pblet
only, unless otherwise s~cified.

S6.4.8 odo~ Upon opening a sealed bot-
tle, the tablets shall be odorless if they (a)
ure not flavore’d, or (b) do not corttiii]) nctive
ingredients \vhich are normally chiirii~t~r-
istica]ly odorous. Tablets shall have no for-
eign odor or odor resulting from decf)m;x)-
sition or deterioration. The term 4’odorless”

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
H room free from drafts) for the period
specified herein, the contents (If ii f’resh -

)

ly-opened imme~itite containei. ghall have
nO odor. For containers labeled to m;~tain

4 ;
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‘ 100 @blc& or )~. exposwe to air shall h

S minu+=; fol” cont:lil;ors labeled to contain
bet\+ een 101 aJ~d .500 tablets, exposure to
air shiill be 10 rnin~]tes; containers labeled
ICIcontain bet]~”e~n 501 and 1000 tablets,
exposure to air shall be 15 minutes; and
containers labeled to contain more than
1000 tablets, exposli re to air shall be 25
minutes. The cotton or other filler shall be
removed from the immediate container dur-
ing the exposure to air.

S6.4.9 Disintegration and volubility.

$6.4.9.1 T)Jpc 1, a))d T.tjpes V throl(g}) .l-/.
L’nlcss othe~wise specified, disintegration of
!ab]ets that are classified as type I and types
\’ through XI shall be determined by U.S.P.
or N.F. method. Disintegration time for
such tablets shall be in accordance with the

.-f
U. S.?’., N. F., t~r the procurement document.
Tablets that are intended to be chewed pri-
or to swallowing shall be of appropriate
hnrdness. Types XII and XIII shall be test-

-

w.1for disintegration, as specified in the pr-
ocurement document.

S6.4.9.2 Types 11, 1/1, and {V. %lubility of
tablets of types 11, 111, and IV shall comply
\vith the follou’ing requirements, unless oth -
er~”ise specified in the procurement doc-
ument.

Tjjpe il. ~ass 1. tabl~ sbxdl completely
~i~ve in tht! ratio 1 tabl~’t to 10 cc. of
d]dil(edwabr~+ 25 f’. uithin ~ minutes
+0 -forma ~eu s(~lutio~lofree from sed-
jmM- The s(}lution shiill be colorless.
unless &her\\ ”ist’ slwcified. Moderat~

ta~~k~ion m’ shakin~ m:~j’ be wnp]oyed
+0 &KiIh-#U* solution.

Type 11. cJw 2 +Aleis sh;ili eff~rvesce
4nJ sh:lll (“ornpletely dissolve uit}lin
the period designated in the procure-
n)(’1)1 (hw rrwrat ~~”h(m W&# CASstdd
th(’rein.

Tjlpe ]] 1 +blel-s All CO*~c~# di~iv~
in +/m ro+m ~ I -+abJ~ +0 I CC. ~ ~is-
+i{~~ wok?’ ~ 25 C. \sithin 2 minWcs.
roles Aerwise Specified. M3ck.vlk

Fed. Std. No. 140a

10 facilitate solliti(~n. .S() effervescence

shall occur during or :Lfter solution. The
reSu~ting solutio)~ shall be clwiJ. a]ld free
(1t’ undisso]l”ed or particulate matter

\\”hen exam, ined ~vitho~lt accessory mag-
nification.

Type I\’ tablets shall ronlplctely dissolt.e
in the r;itio of 1 tablet to 0.5 rc. of dis-
tilled \\ater at 25 C. \vithin 15 seconds.
Moderate agitation or shaking may be
employed to facilitate solution. INo ef-

fervescence shall occur during or after
so]ution. ‘I’he rcsu!ting solution shall ]Jt’

clear and free of undissolved or piir-
ticutate matter \\”hen examined \\.ith-
out ;iceessory m:i~?nificatinn.

For t).pes 11, 111, and IV tablets. Tablets
shall be free of undissol~ted or particu-
late miitter when examined ~~”ithout ac-
cessory magnification, within the lim-
its permitted in the classification t~f d~-
fwts, Hnd tho applicable AQL. No tol-
erance on the .+olu})ility time sh~l~~be
permitted (see sfl.8.2).

S6.4.1O t~ei~hf variatio?~.

s6,4. l;.] [’ncoatrd tohlcts. The wwight
varifition of uncoated tablets shall fall ~vithin
the limits allowed in the U.S. P. or N. F., or w
specified in the procurement document.

S6,4. 10.2 Coated tablets. The requirement
of weight vi~riatio~l for coated tablets sh:ill

tJe the ~iL]n~ as that described in S6.4,1 {).1.
except that the weight vari;ltion shall be
(determined on the uncoated or base tablets.

S6. 1.11 Moist//re c(jntcnt. The moisturp
{water) content shall not exceed that \vhich
is specified in the procuremetlt document.

1f the moisture content is not specified, the
tablets shall contain a minimum amount of
moisture so as to insure maximum stiibility
of the tablets.

S6.
be:tr

l-id

S6

7.
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pounded as k+ provide p&nA sbbili~

of tab!ets and chemical d-abi Iil# d’+& in-
fjredients. Tabkfs that are d=iy~ as
having a potencl period Shall comply with
all applicable requirements t’or the -f$..d~@-
tency period under nor-mitl km~e and hmn-
dling.

S6.4.1.4 ti~ C!Odtn+ ancl kzlriakvn in
COQn#. The number of tablets (count) in

the immediate containers sh~ill a~wrage not
le~-bhan that qu~fiik.. ~~iw in the itcnl
i&er@icdlion o~~e procurement document
The figure (’r)um~~ reWtS~@l ~@ ~V-
aa~f? ~umt sbdJ be cdj tided h +k ~ar~~

~~e fIum&K In addition. the follo~ving
Shfdl qlply :

(a) No immediate cwnttiiner sh;~ll ron-
tain less than 97 percent of the re-
quired amount of ttiblets when the
specified number of tablets pe2. in~-

mediate container is 100 or more.

(b) No immediate contxiner shall be
more than 2 tablets short of the
~quired amount w’hen the speci-
fied number of tablets per imme-
diate container is between 50 and
99.

(c) 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
the average count shall be not less than 99.8
percent and not more than 100.5 percent @
the number of tablets specified in the item
identification of the procurement document.

S6.4,15 Foluw( occupied b~ tablets, When

specified, the tablets shall meet the test re-
quirement. in the procurement document for
volume occupied by tablets.

.,
S(i. I. Iii ~imw~ab of &b/cIs. wti di- ~ v \

memwnd requircwd.s fw t;~blets are spe(”-
i%d in +-hepr-omremem Awument. the tat~-
Ick &a.Jj com@~ tii+h the spwoit’ivd din~en-
Siomj.

S(i.; lkli M?~~&ckdul~

~(i..>. I #&r~~ ~ti~ kdle~ r~oiri~
~rhfi~iw bg F.D.A. or OWIL#CU!k@@’@n-

dcr W.1.ti. ~ice~% Delivery schedule fir PO
-Lfncy ckdd ~blek tkd rayuina wrtl!]ca-
-hon b# F.DA. w We mnu+ac+tweA under

hl.].~. ]iuwn&? s~] be in mmrdance with
-k~e 1. h)unan No. f represents the spec-
#Yec! 4tpidion dating period (potency pe-
riod), anti column No. 2 represents the al-
b)w~ble minimum expiration dating period
remaining at the time that the material is
delivered to the Government.

TABLE 1. Delivery schedule
—..- . ——

Column No. 1
I

Column No. 2
(months) : (months)

-..
3 ! 2-1 /2 $)

G s ‘1
9 8

12 10

18 16
24 \ 21
30 27
36 # 331
48 i 44
60 I 56

——— ..—.-—

S6.5.2 Potency dated tablets other than
those complying with S6.5.1. Delivery sche-
dule for potency dated tablet.., other than
those complying with S6.5.1 shall be in ac-
cordance \vith table II. 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 elapse from the date of manufac-
ture (defined in S4.3) of the tablets to the
date that the material is delivered to the
Government.
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(Mumn No. 1 , ~o]umn NFL ‘—

(months) ~ (months)
_____ ___ —.----- 1 ----- - _—-— ---- —-

12 ( 1
I

18 2

24 I 2

30 :{

36 I 3
48 4

60 i 4
— .— .—. ——

S6.5.3 Nowpotencv dated tablets. Unless
otherwise specified. not more than 6 months
shall elapse from the date of manl]facture
/defined-in S4.3) of nonpotency dated tab-.
lets to the date of delivery to the Govern-

S6.6 Tests.

S6.6.1 I’es!ing o! i~tgredients. ingredients
that are official in tj]e ‘LJ.S.F’. or N.F. shall
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
S5.1. Ingredients that are not official in the
LI.S, P+ or N.F, sha]] be tested by the methods

specified in the procurement document or,
if not specified therein, the nonofficial in-
gredients shail be tested by suitable meth-
ods to determine their identity and compli-
ance with S5.1.

S6.6.2 lnprocess testing. During the tab-
let.ing operation, not less thun 10 tablet~
from each lot shall be drawn from each tab-
leting machine at regular intervals of 30
minutes, or less, and tested for ~*eight. The
disintegration time shall be verified at least
during the beginning of the tableting (com-
pression) op~r:ltion. For soluble tablets

(types 11, 111, and 11:), the volubility time
shall be verified at least during thf’ begin-
]]inx, middle, and end of the t~bieting op-
eration. The h:trdness of tablets shalt be
determined at least during the beginning,
middle. and end of the compression of the
lot, using 6 tablets (’:~(”htime. Th~* disinte-
gration time, solubiiity time, aRd hardrwss
shut] be within the required Iimi&. The in-
prpcess testing shall b~ applic;~blv to t:ib-

]e& from each tab)eting machine. The test
results shall be recorded for each tableting
machine used for each lot to confirm uni-
formity of compression.

S6.6.2.1 Tablets which are to be coated
in subsequent manufacturing operation shall
be subject to the inprocess testing required
by S6.6.2, prior to coating.

S6.6.3 Testing O! finished tablets.

96.6,3.1 T~~~ets Officia[ in the U.S.P, or

,k’.~’, Each lot of tablets that am official in
the U.S. P. or X. I?. shall be testid by the
method:> described in the T.J.S.P. or N.F., and
the procurement document to determine
compliance with S5.2.

S6.6.3.2 Tab[cts not ojficial in the L’.S.P.
or .V.F. Each lotof 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 docume!~t or, if not described therein,
the nonofficial tablets shall be tested by
suitable methods, to determine compliance
with S5.3.

s6.7 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
ma(:hine number or the permanent tablet-
ing station number, lot number, and test
findings. For tablets that bear an expira-
tion date, the records shall be maintained
and shalt be tivailable during the full po-
tency period and for 6 rnnnths after the ex-
piration date.

S6.8 .!S[1)npli)(fj. Un]ess otherwise speci-
fied in the procurement document, sampling
sh:~ll be in accordance v’ith M1L-STW105.

S6.8.1 lj.)<~~~l~i?f(ltioli.Examination shall I.x’
conducted in w’~wrdance with the following
inspection level :

f’)

● “----

— -- . . uAT173tl r,l. . ~wu” . . .
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For ; Inspedw +L
qllercd unit of

cx:tmination , [Wei
dckclk) prndzic+

.—-.—.. —.
‘-Major A ~ 11

-. —.-
-k.ti - - Tablet “

Major B I S-t F’i]lcd bottle
Minor I JA L: Tablet- ——— .-. —. ‘— --. .—.—

Note, When the ~iilnil)a~io?) af! major A and
minor charnctcristi~ is not Per furnlc ~ prior to fill-
ing of final (immedla@ containers, tin[i such ex-

amination is necessa~ em the fil)ed, final (im-
mediate) containers, the sample size for tablets shall
rernnin the same. The required number of tablets
tor exwninntlon shall then hc selected at random
from filled. find {immediake] containers sampled
in acror{knce ti’ith MILsTL!os, level S-2, mini-
mum sample of 5 bdb. If thu number of bottles
seleckd does not &“yd +hc rquired number of tab-
lets for examination, ~t fcmc.fcwn, Seied additional
bottles to give the requwe~ mrnbu of tahlck. Those
defects that. are annotaw “z” in the classification
Of defects, must be dctermine(i on tablc~ from
filled, final (immedmtc I co)ltainet-s. Rewlts of
examination for thosu defects, obtained prior to
filling of final (immwiiate] contain~’rs, shall not be
acceptable.

S6.8.2 Tcsti?/fl. Sh{tll be condtlctml ~s fol-
lows :

For end item testing {unit of product-
filled bottle) *

(a) Sampling of with lot for the tests re-
quired in table 111 shall be in ac-
cordance tvith level S-1. Minimum
sumple size is three (3 ) bottles. The

-’ acceptance number for each test
shall be zero (0).

(b) As an alternate to the above proce-
dure, each lot shal I bv +usted HS re-
quired in tnble 111, on tab!ets tak-
en from bulk stock ~)lrior w pack-
aging of tablets). A minimum of
300 tablets ~h:~ll be utilized, The
ticceptanue number shall be zero (0).
In addition, ~ mil~iml~m of one (1)
identification test s}I:{ll be ]Jcrform-
ed on each \c)t of filled bottles. The
identity test shall be specific for
the Inv3dIIc4.. For ])]”(J(]l]~tS contain-

ing more than one active ingredi-
ent, a minimum of t~}”oof the in-
gredients shall be ide])tified b~”
specific tests.

TABLE 111.
_--- _- ——. . - ——

F!4quirement
Cha]ncteristic

paragraph
—---- .-

‘;LV+Iin~ of finished tablets (assays, --ljKE
identities, and other tests appli-
cable for the item).

Flavor S6.4.3
J!nrdneas S6.4.6
.Scoring W.4.7
Disi]]tugration (types I, and V S6.4.9.1

thr(;ugh XI)
s~]ulli]ity (ty])es 11, 111, Zilld IV) sf).4.92
\Yui~tlt variation SG.4.1O
lloist,yre S6,4.11
VOIUIIW occupied hy tablets ( when SG.4.15

specified)
l)imensions of tablets (when speci- sc.4.ltl

ficd )
.-. —.— —— -— —-. ————

(c) The net content and variation in count

S6.8.3

(S6.4.14 and S6.4.14.1) shall be
sampled in accordance with inspec-
tion level S-2. Acceptance number
shall be zero (0).

Base tablets prior to coating shall
be sampled in accordance with MIL-STD-
105, level I, unit of product—tablet, \vith

an AQL (percent defective) of 1.5 for ma-
jor clcfect.s and 4.0 for minor defects. All
major A categories under “Uncoated Tab-
lets,” except numbers 106 and 111, shall up-
ply. Minor categories numbers 203 and 205
sh:dl 1a so apply. Notwithstanding the
omission of examination for certain minor
defects for the tablets prior to coating, fi-
Y]i]lco:ited tnblets shall comply with all re-
quirements,

~,[~o~ ~X~m in~ltilj)l . The tablets shall IXI
w+wmincd to determine compliance with all
requirements of this document. Nonconform -
:Lnce with these requirements will be per-
mitted to the extent indicated in St; .8.

S6.9.1 (~lussijicntio)~ of defccls. Examinti-

tion shall be condllctecl in itc(*~]*dtin~{~ with
the following classification of defects:

Tnble i V— L.hm)titd tablets.
Table V—@;It.ctI tablv[s.
Table V1-- ~i~m (@d ~bleb.

--!

_-‘
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Major

101
102

$103
104

#lo5
# 106

.107

108

I fr~pe
CifM’

A:
—..-.

Base tablet n{~t fully covered.
Coating not unifurm in color (mottled).
Tabiet not free of breaks.
Tablet not uniform in shape and size.
Tablet not free of cracks. .

J VII X
1 ..-. --- . . . .

XII : X111
.-—. —. —.- .-

? I 2 ! 2 1-–2 ‘ 2I - .-.— -— ------ --. —. . . -— —..—
I

Tablet not free of embedded surface spots ~-––- ‘—’

+ “ ‘

-+--.. ~——------

and contamination (definition a,
!

I
i

S6.9.1 .1).
Tablet not free of foreign particulate –—

contamination (foreign matter).
Tablets not uniformly polished

(if polished ).
B: ki:~l E?L?+-
Tabl~ not free of foreign odor.
Color of tablets in bottle not uniform.
Bottle not free of extraneous matirial. ., I-W-W- :

Major

# 151
#.152
#163
Minor:
# 201 Coated tablet not smooth. x
#202 Coating not free of surface blemishes ‘-”~+ 2----

(i.e., pita, pimple8, etxo). x x x

t

x:x

#203 Coated tablet not free of adhering surface – -.—— —— —— .— ~--- –— —

apota (definition b, S6.9.1.1). x x x x(x

204 Coated tablets not free of chips. ‘-x .X1X1X --t
.-——

x

● * .Examination jg not restricted tQ the c~lfication given 21hOVe.

# Applies to examination of table~ in filled, final ( immediate) containers,

TABLE W. Film coated tablets classification of defects**
●ajor 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.
# 105 Tablet not free of cracks.
. 106 Tablet not free of embedded surface spots and contamination (definition a, S6.9.1,1 ).
# 107 Co~ted tablet not free of cracks,

108 Tablet not free from splitting.
. 109 Coated tablet not free of foreign particulate contamination ( foreign matter).
# 110 TabIeW not free of stickiness.
Major B:
# 151 Tablets” not fr= of foreign odor.
# 162 Color of tablets in bottle not uniform.
# 153 BotfJe not free of extranwus materiaI.
Minor:

201 Coated tablet not frcw of overturned (projocted ) edge.
202 Coated tiblet not free of feathered edge.
203 Coatid tablet not free of die spots.

#204 Coated tiblet not free of adhering surface spots idcfinit ion b, S6.!),1.1 ).
206. Coated tablet not free of pftting.

# 206 Coated tablet not free of chips.
#207 Coated tablet not smooth. ~
# 208 Coating not free of surface blemishes (i.e., pits, “pimples.” etc.).

● * Examination is not restricted to the cla~fication given nbovc.

# Applies to examination of tablets in filled, final ( immkdiate) containers.

12
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S6.9.1.1 Definition of terms t’or classification of defects:
—— — —.— -.-—-————-.- -—--—-—----—---— --- -—— .— .-—.—. .--—— ——-.---

Tc~mi~olog! Dctiniti~n

~nlfor-mit~ -of sha~e -
—.- --.— ..—.—

.<~jlf.zxplan;{tory,

Uniformity of size Self -explnnatol y.

Surface spots (a) (’lcarly defined particles which are embedded in or on
the surface of the la bleL~.

(h) Clcariy defined particles whioh adhere to the surface !
but cnn be ~vipwl or blown off of the surface. t

“l-hu purtlcles (spots) are foreign, t?xtrancous, or COf’IhU’nin8nt ~

to the tablets. Examination is con(jucted without accessory I

magnification.
I

Small iderltatinns il~ the surface of the tablet such as that ‘
exhlbitml tJJ porous tabl(’ts.

‘1’hc ~ei)al ati{)n (or trnd~ncy t.o~~ard st’p:lrali(~ll) of a wrtion
of thr Upfwt {,) Io\t’t*?’Surfuce of the tllblvt.

, An intlcntdlior~ IJT; t!;L’ e(iuc’ of the tablet ‘rho truss sect~on
( largest (ilmensi(;rl I of the chip in the tablet is more than !I
1(I p(.r(.vnt (Jr thv (ilalll(tter of the tablet, but ltIw than 10
~)Pr-CC,Ill(;: t}w ti!bl(’t }vci~ht. I

unit ox
product

. .— -.
Tablet
Tablet
Tablet

Tablet

Tablet

Tablet

Excess powder ‘1’hat anwunt 01 JJIIMder an(l tablet chips which is equivalent
I to more thull [).5 IJcrcent of the total \vcight of tablets ‘I

in thv i]]ln~ediate container.

Fc)rei~ll matter Foreign I]latvlial ron[aincd in the tablet ni)t visible from

Le.) Dw spot

‘L a!!!.
)

D@color I

Cfeawl ge. , An inl]cntii Liol] or “~veuk point” on
Lhe vertlval ( perpendicular) sur-
face uf the tablet whic!l may
rtwu]t in bIeak:JK[’ (,f the txiblet.

“’-’{a i

111’the tablet into two or more sub- ~

I
—.. —. —-- --.—-—— —-—-- .--_--

Tablet

Bottle

Tabiet

Tnblet

Tablet

Tub)et

Tablet

Tablet

‘1’abkt

Tablet

-. —-— —
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Ss, Conflict ~~ilh @drented specifica-
tions. Where the Kquirernti stated ill
this standard ccmflid wi-h :LTI!’ requirement
in a referenced s~i%~tion, the require-
ments of the stund~ir{l >hall i.ippt).. !iatllre
)f conflict betwee]] the st:inclfird and the

referenced specificatio]~ shrill be submitted
in duplicate to the General Sen”ices Adminis-
tration, Federal Supply Ser\”ice, Sttindardi-
zation Division, \t’ashington, 1).C., 20406.

1$ the use of this sttwxhrd, the procur-
ing activity shall clesign:ite, as a minimum,
the type and clhss of ttiblet required (see
S.2), the expiration dating period (potency
period), when applicable (see S4.-! ), and
the labeling, packaging, ilnd packing re-
quired (see S5.7).

[’opies of this standard required by u~)rltrtictnr

in connection with specific procurement functions
Hhould be obtained from the pmcurin~ artit’ity 01

as directed by the ton! ractinl! f~ffirei.

. .

.“.

i

~[’s’I’~l)lANS:

A rrny-M I)

N’aYy-BuNfed

.4 ir Force43

)?trirw uctii’ities.’

Army—MI’

Nnvy—BuMed

Air Force-03

~t’fI/Ml)’i)lfJ cctirit~.’

Defense Supply Agency—DM

Review information is current as of the date
of this document. For future coordination
of ch~lnges to this document, draft circu-
Iution should be based on the informi~tio~l

ill the current IXWISS.

‘..

_>

)

I1

i
!

A
6

‘. — ——4— -..
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STANDARD1ZA’TION DOCUMEN Is WRWEMENT PROPOSAL I Ohf B Approval
No. 22-R255

————.——--- — .—. ..—— -—*.—— — ---
INS7V?UCTIONS. The purpose of this form is to solicit beneficial comments which will help achieve txocure -

ment of suitable products nt reasonable cogt end minimum delay, or will ofherw!se enhance use of the documel
DoD contractors, government activltlcs. or manufocturersl vendors who ere prospective suppliers of the produc
are Invited to submitcomments to the government. Fold on Ilnes on reverse slcte, staple in comer, and send t
preparilig act~vlty. Comments submitted on this form do not constitute or lmpIy authorization to waive any
portion of the referenced document(s) or to amend contractual requirements. Attach any pertinent data which

may be of use in Improv; ng this document. lf there are add; ttonal papers, uttach to fomn and place both ;n an

envelope addressed to preparing activity.
— . . -.
DOCUMENT IDENTIFIER ANO TITLE

—.
NAME OF ORGANIZATION AND ADDRESS CONTRACT NUMBER

t
MATERIAL PROCURED UNfi~ A

~.!flEsTQ::E:mEu: ONTRAc’0‘“’’”N’”’(— --
1. HAS AF4Y PART OF THE DOCUMENT CREATED PR08LEMS OR REQUIRED INTERPRETATION IN PROCUREMENT

USE?

A GIVE PARAGRAPH NUMOER ANO WORDING.

8. R3COXMENDATIONS FOR Connecting THE DEFICIENCIES

2. COMf4ti N-iS ON ANY OOCUMENT REQUIREMENT CONSIDERED TOO RIGID

4. REMARKS

SUBMITTED BY (Prhtod or typed mm. md addrosa - optional) TELEPHONE NO.

‘d] .. DD ,;;:,1426)
S/N 0! 02-014-1602

REPLACES EOITION OF 1 JAN 08 WHICH MAY BE USED

. . ---- ---
---- _ -.. . . -.. . . .
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