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Labeling. Labeling shall be in accordance with the requiremenis of
- the Federal Food; Drug, and Cosmetic Act, and shall include the
information reo\ured bclow:

Immediate containers. Fach immediate container label shall
bear. the following information. However, the information is not required
to appear in the sequence indicated: .

(a) the item name desirnated as
"MEPROBAMATE TABLETS, U.S.P."

(b) the quantity of active ingredient designated as
"0.l Gran"

Note: The official abbreviation "g." may be
used in lieu of "gram."

(¢) the phrase "S00 tablets" or a similar phrase

(d) the Federal Stock No.

(e) the lot or control number

(f) the name and address of the manufacturer. Whén |
the manufacturer is not the contractor, the nam

and address of the contractor shal'l also apnear,

When both names are placed on the label, the
folloiring designations shall precede tbe naiess

MEFR" for the mamufacturer and
"CON1TR" for the contractor.
(‘g) the date of manufacture
(h) the recomiended dosage

(1) the statement "Caution: Federal imw prohibits
dispensing without prescription,t

Unit packages. Fach unit package label shall bear the sanc

informztion as yequired .f'or the label of the immedsate container.

A circulsr, bruc'ur‘c, or other printed matter shall be packaged wnnin
each unit packaze sctbing forth as a minimum: .Tndical Jdons; Reco a
dosage; Cortraindications; Sice Peactions, and Toxicsiiy.




