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

T

This amendment, which forms a 3 pa *t o
Standard Fed. Std. No. 140A, dated O -tobe
was approved by the Commissioner, Federal Supply
Service, General Services Administration, for the

use of all Federal agencies.
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S4.1. 4 Tvne IV, ophthalmic. At the end of the first sentence delete
.) and substitute "and are placed directly on the eye."
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. e end of this paragraph add the following new sentence,
ertification shall be not later thar 6 months after the date of

S4.4.1 For those tablets that are submitted
i [y

12 -

tion prior to release, the explrauon a: urg perio
be based upon the first or or:gma.l. F. D, A. certification.
cation shall be not later than 8 months after the a of
S4. 4.2 Tor those tablets that are manufactured under N. L H ucense,
the expiration dating period (potency reriod) shall be as established by

the N, L H., and shall be as specified in tre procurcment document.
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S5.1 After the first sentence add the following new sentence: "The
'Descriptions' included in 7J, S. P. and N. F. monographs that pertain
to appearance or other attributes which can be specifically determined,
by organoleptic examination or simple manipulations, shall be con-
sidered part of the requirements for the item." At the 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 formulation or 8s a vehicle for adding other ingredients,
Furified Water, U.S P. shall be required.

S5.2 After the first sentence sdd the fpllowing new sentence:

" Nokwithstanding delebion from U, S, P. and N, F. fmonographs, the
Weight Vanahon requirement of S6.4.10 1s applieable to m.cnographed
tablets "

PAGE 5

6.4.1.2 Coated tablets. Line 7, after "splitting,* add the following

S6.4.1.3 Film coated tablets. Ling 8§, aftér the word "stickiness,”
insert "flaking, local erosion of coaling”.

PAGE €
S6. 4.6 Hardness. Delete the second sentence in its entirety and sub-
— S R _ PRGBSI S . D DU JAp A APy ~ M1V r 3
stitute: "If not Specit i -.h nrocurement document the hardness of
the tablets shall be in accordance with marnufacturer’s specified in-

ternal requl*ements and shall be suc I as to prevent breakage, c*umbhng,
or powdering of the tablets in the ccurse of ordinary hancling and
storage. Sampling shzil be as specified in §6. 8. 2%.

(¢4]

PAGE
Add the following new subparagraph:

S6.4.14.2 For tablets packaged in blister packets the number of
tablets in each immediate container shall be 1C0. 0 percent of the number
of taplets specified in the procurement documeat. No tolerances
shall be allowed.
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(a) Method I. Place one (1) tablet o
clean metal Spatula. on t‘ne tabler. ( 0riZO]

~ o~ Lt

powder. Examine the fragments for iorelgn material, and record the
number of tablets found to contain such matema..

(b) Method II. Place one (1) tablet in each depressmn of a clean,
white, glazed porcelain spot plate.* Cover the tablets with a clean sheet
of whlte paper to prevent dispersion of fragments. Gently tap each
tablet with a suifable device (e. g. small pestle) until each tablet is frag-
mented into two or more pieces. Examine each tablet for foreign ma-
terial and record the numbver of tablets found to contain such material.

*Srot plates are avilable with up to 30 depressions rer plate.

NOTE: Nethod(s) other than the two specified shall be submitted for
approval and accep e by the Government prior to use. If the method(s)
ed by the Government such metfr‘od(S) shall be employed in

rOov
tés ing of the i-able to determine foreign material inside the tablet(s).
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QR A 9 Innrnceass testing ine B after the first sentence. insert
ANW/eo Vo &d e e N/ Nt o bt N vvuun&\dn whvsadiade & &b Nf v, N oy o e VAL mfman T W ~v.--'--‘-\i’ e e
+he follawings "Samnles shall be obtained from each nlatform ot

[N ¥ L= J.UJ—I-UVV-LLJ.”. u“my‘vu S Liidededs Wt SN A hd IS A dode S hdA SRS bdh DI b\ dn bdeds S e
mnltictacce machinee Tn addition the weicht test shall be rerformed
LLLH-&I..I.DI.GIA\"V Al ilhii oD e il AL Wiy LILT VW odYiib VWO L Hiitlid Mo pMuvd dVd ddlb
2mrrandiantaly FATTAUuISNAY any manhina aAdingtmant whisrh will affanrnt
AULIUTULIGLSLY LUVLAUWLLLY Qll ALIGLILILLIT QU JWOLLLITILIL WILLWIL W idd QiU
tatalAad vl ~lad 1t

LLiVLCL ClyliL,

S6:6.2.2 All coated tablets shall be subjected to 100 percent visual
inspection for defects prior to packaging in the immediate container.

AGE 10

S6.8.1 Examination. At top of page, in the table, under "Inspection
Level" - for "Major A" add " after "II."

In paragraph "Note" - Line 10, after "5 bottles" - Delete the period (.)
and insert", except where the immediate container is a transparent
blister packet. The sample size shall then be based on the lot size

of the tablets. After the tablets are placed in the packets, oniy a

visual (physical) examination of the tablets (without destruction cf the
blister) shall be required, using three (3) times the sample size of
each lot of tablets. "

A+ hattom of neae 24843 the fallawinoe
L3b NMULWILLL Vi W\dc’ Cldd WLV LU LI VWY LL&\d.

*kTwvrnarnt 1NQ {(+ahla TN 107 (+ahla TN and 100 (+ahle UT whare insnep-

LLACTPL LVU \LQWLIT L V/y LV \LAULIT VJy QU LVU (WKW Vi/ WiILd © v

13 mm Tarral Q4 ahall ko 1ol

LLOIL ICVECL O=4 ollall VT UWotu.

~1 A X TR SRR I A md L THRY 2X VL WS NI IPNINSRRINS SISO SR SN2\ VLY
Cnange tne paragrapn wiill one aSTierlsK (7)) L0 tWO aSiellsLisS (77],

$6. 8.2 Testing. Under the table, preceding subparagraph "{c)"
insert the following: "Note: Unless otherwise specified 2C tablets
shall be tested for hardness. "

e

) |
—

®



¢

)‘\} '

Downloaded from http://www.everyspec.com

-

PAGE 11

r.[-ev‘bl" - v T

In column "Type X, " "Class 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
Aafant 1E2 $m ite antivety and suhstitute: "#153 Immediate container
UCLCOUL luw 1l LD TliWL TLy Qi Dl vdvwv . LR ——aa
mmd Laamn Af Avimanasntia matarial N + +he hnttom "F fhg na_f'fe a'.d_d t‘he
NIOT 1re Ol CALL allCUWS 1liQLTd 4cd. £iL WIT DUV UL VLT Sy
fellowing:

Note: Tablets obtained from the bottles used for Examination of
Major B defects may be used for examination of Major A and Minor
Defects annotated "#". Thus, no additional tablets need be
selected. .

PAGE 12
Table V.

After Major A defect 108 add the following "#109 Coating not free
from local erosion". Delete Major B defect 153 in its entirety and
substitute:

#153 Immediate container not free from extraneous material.”
Under Table V add the following Note:

Note: Tablets obtained from the bottles used for Examination
~Ff Mainr R dafarcte mav he need for examination of Ma_.'i@r A
Vs .LVJ.Q:JUL dd UG LA L L.LJJ—O‘J AN bl " wd B\ de DA L dddn b SN ke St - '
and \Minar DNeferte annntated WH#N 15 o additional ta.bl@t..s
QLiNAd 1VILIIU L LJ/vivww Ll Cullili\y WL i . ke & d AR g SdN AV RA WA W W AV -
mand ha anlarpt+and
IITCU VT OTLTLULTU
MmMa11~ Trr
Table VI.
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 following:
#111 Coating not free from local erosion.
2
J
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Delete Major B defect 153 in its entirety and substitute: #153
Immediate container not free from.extraneous material. -

At the bottom of the page, under Table VI add the following note:

Note: Tablets obtained from the bottles used for examination - .

of Major B defects may be used for examination of Major A
and Minor Defects annotated "#". Thus, no additional tablets

need be selected.

PAGE 13

S6.9.1.1 Add the following definitions:

Terminology Definition Unit of Product
Flaking A peeling or separa- Tablet

tion of coating from :

any area of the tablet

Stripping away or dis- Tablet
solving of the film

coating or layers of the

sugar coating resulting

in a loss of the coating
integrity.

Erosion




