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1 Nonproprietary Names

BP: Butyl Hydroxybenzoate
JP: Butyl Parahydroxybenzoate
PhEur: Butyl Parahydroxybenzoate

USP-NF: Butylparaben

2 Synonyms
Benzoic acid, 4-hydroxy-, butyl ester; Butoben; Butyl Chemosept',

butyl p-hydroxybenzoate; butyl parahydroxybenzoate; Butyl Para-
sept’, butylis parahydroxybenzoas; CoSept B; 4-hydroxybenzoic

acid butyl ester; Nipagin', Lexgard B; Nipabutyl, Tegosept B;
Trisept B; Uniphen P-23; Unisept B.

3 Chemical Name and CAS Registry Number
Butyl-4-hydroxybenzoate [94-26-8]

4 Empirical Formula and Molecular Weight
CnH1403 194.23

5 Structural Formula

6 Functional Category
Antimicrobial preservative.

7/  Applications in Pharmaceutical Formulation or
Technology

Butylparaben is widely used as an antimicrobial preservative In
cosmetics and pharmaceutical formulations; see Table I. It may be
used either alone or Iin combination with other paraben esters or

Penta Manufacturing Co. Material safety data sheet: 1,3-Butylene glycol
January 2015.
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with other antimicrobial agents. In cosmetics, It Is the fourth most

frequently used preservative?d

As a group, the parabens are effective over a wide pH range and
have a broad spectrum of antimicrobial activity, although they are
most effective against yeasts and molds; see Section 10.

Owing to the poor solubility of the parabens, paraben salts,
particularly the sodium salt, are frequently used Iin formulations.
However, this may raise the pH of poorly buffered formulations.

See Methylparaben for further information.

Table 1: Uses of butylparaben.

Use Concentration (%)

0.006-0.05
0.02-0.4

Oral suspensions
Topical preparations

38 Description

Butylparaben occurs as colorless crystals or a white, crystalline,
odorless or almost odorless, tasteless powder.

9 Pharmacopelal Specifications

The pharmacopelal specifications for butylparaben have undergone
harmonization of many attributes for JP, PhEur, and USP-NF.

See Table Il. See also Section 18.

Table Il: Pharmacopeial specifications for bulylparaben.

Test JP XVII PhEur 9.2 USP 40-NF 35 Sl
ldentification + + 4-
Characters 4- 4- —
Appearance of 4- 4- 4-
solution
Melting range 68-71 °C 68-71 °C 68-71 °C
Acidity + 4- 4-
Residue on ignition <0.1 % — <0.1 %
Sulfated ash - <0.1 % —

Related substances 4- 4- 4-
Heavy metals” <20 ppm — _

Assay (dried basis)  98.0-102.0% 98.0-102.0% 98.0-102.0%

(@) These tests have not been fully harmonized at the time of publication.





