314 Dibutyl Sebacate

16 Regulatory Status

Included in the FDA Inactive Ingredients Database (oral capsules
and tablets). Included in nonparenteral medicines licensed in the UK
(oral capsules; topical creams and solutions). Included in the
Canadian Natural Health Products Ingredients Database.

17 Related Substances
Diethyl phthalate; dimethyl phthalate; dioctyl phthalate.

Dioctyl phthalate
Empirical formula C24H3804

Molecular weight 390.55
CAS number Dioctyl phthalate occurs commercially In two

Isomeric forms: di-z7-octyl phthalate [117-84-0] and di(2-
ethylhexyl) phthalate [117-81-7].

Synonyms 1,2-Benzenedicarboxylic acid bis(2-ethylhexyl) ester;
bis(2-ethylhexyl) phthalate; di(2-ethyl-hexyl)phthalate; DEHP;
DOP; Octoll.

Description Clear, colorless, odorless, and anhydrous liquid.

Boiling point 384 cC

Flash point 206 c (closed cup)

Melting point —50 cC

Refractive index ni1? = 1.50

Solubility Soluble In conventional organic solvents; practically

Insoluble In water.
Comments The EINECS number for dioctyl phthalate is

204-214-1.

18 Comments

In addition to a number of industrial applications, dibutyl phthalate
IS used as an iInsect repellent, although it I1s not as effective as

dimethyl phthalate.
A specification for dibutyl phthalate is included in the Japanese

Pharmaceutical Excipients (JPE).(8)

Dibutyl Sebacate

1 Nonproprietary Names
USP-NF: Dibutyl Sebacate

2 Synonyms

Bis(w-butyl)sebacate; butyl sebacate; DBS; decanedioic acid, dibutyl
ester; dibutyl decanedioate; dibutyl 1,8-octanedicarboxylate; Koda-
flex DBS; Morflex DBS; Proviplast 1944, sebacic acid dibutyl ester;
Stelliesters DBS.

3 Chemical Name and CAS Registry Number
Decanedioic acid, di-w-butyl ester 1109-43-3]}

4 Empirical Formula and Molecular Weight

C18H3404 314.47

The USP 40-NF 35 S| describes dibutyl sebacate as consisting of
the esters of w-butyl alcohol and saturated dibasic acids, principally
sebacic acid.

The EINECS number for dibutyl phthalate 1s 201-557-4. The
PubChem Compound ID (CID) for dibutyl phthalate IS 3026.
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5 Structural Formula
0 0

h3G------ (CH2)3------ O———C---==- (CH2)8------- C——O------ (CH2)3-------ch?3

6 Functional Category
Plasticizing agent.

/  Applications Iin Pharmaceutical Formulation or
Technology

Dibutyl sebacate is used in oral pharmaceutical formulations as a
plasticizer for film coatings on tablets, beads, and granules, at
concentrations of 10-30% by weight of polymer?1 3) It is also used
as a plasticizer in controlled-release tablets and microcapsule
preparations.(4 7)

Dibutyl sebacate has been used in the preparation of controlled-
release buccal and trandermal patches as a component of the
adhesive.(8,9)
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