§20.91

5150.18 covering the discontinuance and
marked ‘‘Final Report.”

(Approved by the Office of Management and
Budget under control number 1512-0336)

[T.D. ATF-199, 50 FR 9162, Mar. 6, 1985, as
amended at T.D. ATF-476, 67 FR 17939, Apr.
12, 2002]

Subpart E [Reserved]

Subpart F—Formulas and
Statements of Process

§20.91 Formula.

(a) Each article made with specially
denatured spirits shall be made in ac-
cordance with (1) an approved formula,
Form 5150.19, or (2) an approved gen-
eral-use formula prescribed in this sub-
part, approved by the appropriate TTB
officer as an alternate method, or pub-
lished as a TTB ruling in the TTB Bul-
letin. The manufacturer shall file
Form 5150.19, along with the sample(s)
required by §20.92, and obtain an ap-
proved formula before manufacturing
the article.

(b) An article made in accordance
with a formula on Form 1479-A ap-
proved under previous regulations in
part 211 of this chapter will be consid-
ered to comply with the requirements
of this subpart.

(c) Any person who has approved for-
mulas or statements of process, Form
1479-A or Form 5150.19, which have been
discontinued or have become obsolete,
may submit these formulas or state-
ments of process to the appropriate
TTB officer for cancellation.

§20.92 Samples.

(a) For each formula submitted in ac-
cordance with §20.91 covering a toilet
preparation made with S.D.A. Formula
No. 39-C and containing an essential
oil, the manufacturer shall submit a
0.5-ounce sample of the essential oil
used in the article. The appropriate
TTB officer may also require the man-
ufacturer to submit a sample of any in-
gredient which is not adequately de-
scribed in the formula.

(b) For each formula submitted in ac-
cordance with §20.91, the appropriate
TTB officer may require the manufac-
turer to submit a 4-ounce sample of the
finished article.
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(c) The appropriate TTB officer may,
at any time, require submission of
samples of:

(1) Any ingredient used in the manu-
facture of an article, or;

(2) Any article.

[T.D. ATF- 199, 50 FR 1962, Mar. 6, 1985, as
amended by T.D. ATF-435, 66 FR 5474, Jan.
19, 2001]

§20.93 Changes to formulas.

(a) General. Except as provided in
paragraph (b) of this section, any
change of ingredients or quantities of
ingredients listed in an appoved for-
mula shall constitute a different arti-
cle for which a different approved for-
mula is required by §20.91.

(b) Exceptions. A different approved
formula is not required for the fol-
lowing—

(1) A change from an ingredient iden-
tified in the formula by a brand name
to the same quantity of a chemically
identical ingredient acquired under a
different brand name, or

(2) A change of an ingredient which is
a coloring material.

§20.94 Statement of process.

(a) Manufacturers shall submit a
statement of process on Form 5150.19,
in accordance with paragraph (b) of
this section, covering the following ac-
tivities:

(1) If specially denatured spirits are
used for laboratory or mechanical pur-
poses, other than use of S.D.A. For-
mula No. 3-A, 3-C, or 30 for laboratory
or mechanical purposes not in the de-
velopment of a product;

(2) If specially denatured spirits are
used in a manufacturing process in
which none of the specially denatured
spirits remains in the finished product;

(3) If specially denatured spirits,
completely denatured alcohol, or arti-
cles are used in a manufacturing proc-
ess and are to be recovered; or

(4) If recovered denatured spirits are
to be redenatured.

(b) The manufacturer shall submit a
separate Form 5150.19 for each activity
described in paragraph (a) of this sec-
tion describing the process completely.

(1) If specially denatured spirits are
used for laboratory or mechanical pur-
poses, other than use of S.D.A. For-
mula No. 3-A, 3-C, or 30 for laboratory
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or mechanical purposes not in the de-
velopment of a product, the Form
5150.19 shall identify the formula num-
ber of specially denatured spirits, a de-
scription of the laboratory or mechan-
ical use, and the approximate annual
quantity to be used.

(2) If the Form 5150.19 is submitted
covering activities described in para-
graphs (a)(2), (a)(3), or (a)(4) of this sec-
tion, the Form 5150.19 shall also con-
tain the following information:

(i) Flow diagrams shall be submitted
with the Form 5150.19 clearly depicting
the equipment in its relative operating
sequence, with essential connecting
pipelines and valves. All major equip-
ment shall be identified as to its use.
The direction of flow through the pipe-
lines shall be indicated in the flow dia-
gram. The flow diagram, shall be ac-
companied by a written description of
the flow of materials through the sys-
tem.

(ii) The statement of process shall
describe the chemical composition of
the recovered spirits. The statement of
process shall be accompanied by a
statement of the intended use of the re-
covered spirits.

§20.95 Developmental samples of arti-
cles.

(a) A user may use limited quantities
of specially denatured spirits in the
manufacture of samples of articles for
submission in accordance with §20.92.

(b) A user may prepare develop-
mental samples of articles, of limited
sizes and quantities, for one-time ship-
ment to prospective customers. The
user shall maintain records showing—

(1) The types of product samples pre-
pared,

(2) The size and number of samples
sent, on a one-time basis, to each pro-
spective customer, and

(3) The names and addresses of the
prospective customers.

(Approved by the Office of Management and
Budget under control number 1512-0337)

[T.D. ATF- 199, 50 FR 1962, Mar. 6, 1985, as
amended by T.D. ATF-435, 66 FR 5474, Jan.
19, 2001]

§20.101
APPROVAL POLICIES

§20.100 General.

(a) In addiition to the limitations in
this part, and if necessary to protect
the revenue or public safety, the appro-
priate TTB officer, when approving
Form 5150.19 may:

(1) Specify on the Form 5150.19 the
size of containers in which any article
may be sold;

(2) Specify the maximum quantity
that may be sold to any person at one
time; or

(3) Restrict the sale of an article to a
specific class of vendee and for a spe-
cific use.

(b) Approval by the appropriate TTB
officer of formulas, samples, or state-
ments of process means only that they
meet the standards of the Alcohol and
Tobacco Tax and Trade Bureau. The
approval does not require the issuance
of a permit under subpart D of this
part to withdraw and use specially de-
natured spirits in those formulas, arti-
cles, or statements of process.

[T.D. ATF- 199, 50 FR 1962, Mar. 6, 1985, as
amended by T.D. ATF-435, 66 FR 5474, Jan.
19, 2001]

§20.101 Drafting formulas.

(@) In preparing Form 5150.19, the
manufacturer shall, for each ingredient
containing ethyl alcohol, identify—

(1) The percent alcohol by volume of
the ingredient, if known, and

(2) The supplier’'s name and serial
number or approval date of the sup-
plier’s approved formula covering the
manufacture of the ingredient.

(b) In preparing Form 5150.19, manu-
facturers may—

(1) lIdentify ingredients by generic
names rather than brand names, and

(2) ldentify quantities of ingredients
used in ranges rather than in finite
quantities.

(c) If ranges of ingredients are used,
as authorized by paragraph (b)(2) of
this section—

(1) The lower range shall not be zero
for any ingredient, and

(2) The range for usage of specially
denatured spirits shall not exceed +5%.
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