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FEDERAL STAl@~

TABLETS (FOR M3DIC~L

Fed. Std. No. 140A
Amendment -1
Mar& 25, 1970

This amendmen~ which forms a part of Federal
Stan&d Fed. Std. No. 140A, dated October 30, 1966,
was appraved by the Comfissione% Fede~ ~PPIY
Service, General Services Adminis~tion, for the
use of all Federal agencies.
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S4. L 4 ~ N, ophthalmic. At the
the period (.) and substitu~ “and are

PAGE

2

end of the first sentence delete
placed directly on the eye. ”

3

Q“
S4. 3.1 At the end of this paragraph add the following new sentence,
“Z!MS certification shall be not later than,6 mofiths tier the date of
tabletixq. ‘t

Under “S4.
Pgapk

4

S4. 4.1 For

Expiration dding period”, add the

those tablets that are submitted to

following neti sub-

F. D. A. for certiEca- --
tion prior to release, the expiration dating period (potency period) shall
be based upon the first or original I?, D. A. certification. This ce:M-
cation shall be not later than 6 months after the date of tableting.

S4. 4.2 For those tablets that are mantictured under N. L IL license,
the expiration dating period (potency Ferio~) shall be as established by
the N. L H., and shall be as specified in the procurement document.
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Fed. Std. No. 140A

S5. 1 Mter the first sestence add
*Descriptions’ included in TJ.S’.P.
to ap~earance or other attributes

th” followirlg new sentence: ‘tThe
and N. F. monographs that pertain

which can be specifically determined,
by organoleptic examination or simple manimd.dions, SW be con- ..
sidered part of tk require~ments for the item. ” At tke end of this
paragraph add-the following new sentence: “Whenever water is re-
quired to be used in a step of the manufacturing process, either as
part of the formulations or as a vehick for tiding other ingredients,
Purified water, U. &P, skd be reqtird. 11

S5. 2 Mter the firs+ sen&mCe3mid* Mbwing n@ sentence:

------ --.*1 ●

weight

tablets .

ddekim fmm IL S. P. and K R wnographs, the
re~tiremmt of S6. 4.10 M a@ieable to mclnographed

PAGE 5

S6. 4. i. 2 Ccated tahkts. Line 7. after “splitting,” add the
“local erosion of coakiYXJ“, ●

S6. 4. L 3 Film coaked -tablets. Lix 8, after the ~7:oru‘*stickiness,’:
Lnsert “flaking? bud. emsiofi d coding~f

P.AGE @

S6. 4.6
stitute:

Hardness. Delete the second sentence in it3 enti~eb~ and sub-
‘tIf not specified j.nthe procurement document the Imxhess of

the tablets shall & in accordance with “mm-itiacturer:s scecified Ln-
ternal requirements zlnd shall be such as to prevent lkkage, crumbling,
or Wwdering of the _& b&s in ‘&e course of ordir=~y handling and—
stora;e. Sa-mplir.g sM1 be as specitied in S6. 8. 2“.

PAGE Z

Add the folknv’ing new =bpraarq%:
w

S6 4. M. 2 For tablets packaged in bkkr●

tablets in each immediate
of tableks specified in +k
shall be &wed.

~ckek k number d
(kdairwr shall be ICI).O pxced of the number
prom.remeddmmed. No -tolerances

Downloaded from http://www.everyspec.com



●✎

t
.b

.

Fed. Std. No. 14(IA

?!)F

[L ‘- Add new ‘paragraph:

S6. 4.17 Foreign material inside the tablet. ~blets shall be free of
foreign ●aterial inside the tablet and not ‘tisible from the surface when
examined, using either method described below, without accessory
magnification (except for such optical correction as may be required

defects (S6. 9. 1),

tablet on a clean

and the

surface

applicable

and @ace a

to &tablish normal-vision). The tablets shall comply with the limits
permitted in the classification of
AQL.

(a) Method 1. Place one (1)
clean metal spatula on the tablet (horizontal surfaces parallel =d” touch-
ing). Using a suitable instrument (e.g. mallet), hit the spatula with
sufficient force to fragment the tablet into two or more pieces. Do not
powder. Examine the fragments for foreign material, and record tlhe
number of tablets found to contain such material.

.,

(b) Method ~. Place one (1) tablet in each depression of a clean.
white, glazed porcelain spot plate. * Cover the tablets with a clean sheet
of white paper to prevent dispersion of fr~gments. Gently tap each
tablet with a suibble device (e. g. small pestle) until each ‘bbkt is frag-
mented into Wo or more $ieces. E~mmine each tablet for foreign ma-
terial and record tie number of tablets found to contain such material.i

*Spot plates are atilable with up to
i

30 depressions per plate.

NOTE: Method(s) other than the two specified shall be submitted for
approval and acceptance by the Gowxnment prior to use. B the me”tiod( S)
are approved by the Government, such method(s) shall be employed in
testing of the tablets to determine foreign material inside the tablet(s).

.
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PAGE 9 .9

S6. 6.2 Inprocess testing. Line 5, after the first sentence, insert ‘
the following: “Samples shall be obtained from each platform ot ~
multistage machines. h addition, the weight test shall be performed
immediately following any machine adjustment which will tiect
tablet weight. ”

Insert the fallowing new sv.bpara~aph:

S6; 6.2.2
inspection

All coated
for defects

tablets shall be subjected to 100 percent visual
prior to packaging in the immediate container.

.

II

PAGE 10

S6. 8.1 Examination. At top of page, in the table, under “Inspection
Leveltt - for “Major A“ add !!*1!after “IL”

In paragraph ‘tNote” - Line 10, after “5 bottles” - Delete the period (. )
and insert”, except where the immediate container is a transparent
blistez’ packet. The sample size shall then be based on the let size
of the tablets. After the tablets are placed in the p.ckets, oniy a
visual (physical) examination of the tiblets (without destruction cf the
Mister) shall be requizzed,
each lot of tablets. ” o

At bottom of page, add the

using wee (3) times ‘&e sample size of

following:

*Except 109 (table ~; 107 (table V); and 109 (table VI) where inspec-
tion level S-4 shall be used.

Change the para~aph with one asterisk (*) to two asterisks (**).

S6. 8.2 Testing. Under ‘As table, preceding subpaz”agraph ‘f(c)’7
insert the following: “DTite: Unless otkerwise specified 2C tablets
shall be tested for hardness. ‘1

4
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PAGE 11

~ble IV. “

In column “Type X,” ‘rClass 1“, delete the “X” for Major A,
defect 102. Delete Major A defect 103 in its entirety. No substitution
is necessary. Preceding defect 109, delete the “#!’. Delete Major B
defect 153 in its entirety and substitute: %H53 Immediate container
not free of extraneous material.” At the bottom of the page add the
following:

Note: Tablets obtained
Major B defects may be

from the bottles used for Examination of
used for examination of Major A and Minor

Defects annotated “#”. Thus, no
selected.

Table V.

After

PAGE

.

.

additional tablets need be

12

Major A defect 108 add the following “#109 Coating
from local erosion!’. Delete Major B defect
substitute:

#153 Immediate container not free from
Under Table V add the followlng Note:

not free
153 in its entirety and

:

material.’1

Note: Tablets obtained iro~. the bottles used for Examination
of Major B defects inay be used for examination of Major A
and Minor Eefects annotated ‘%”. Thus, no additional
need be selected.

Table VI.

tablets

Under Major A, delete defect “#107!’ in its entirety and substitute:

#107 Coated tablet not free of flaking.

,

After Major A defect 110 add the followi~g:

#ill Coating not free from loc~l erosian,
.

5
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Delete Major B defect 153 in its entirety ~d smstitute: #153 .
Immediate container not hee from.extrmeous

At the bottom of the.

material.” I’
..

wge, under ~ble VI add the following note:

d

Note: ~blets obtained from the botties used for examimtion - . ‘. . .
of Major B defects may be used for examination of Major A
and Minor Defects annotated ‘t#~’. Thus, no additional tablets
need be selected.

PAGE 13 0 :

S6. 9. L 1 Add the following definitions:
..”’

Terminology Definition Unit of Product
Flaking A peeling or separa- T!ablet

tion of coating from
any area of the tablet

Erosion Stripping away or dis- Tablet
solving of the film
coating or layers of the “
sugar coating resulting
in a 10ss of the coating
integri~.
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