LD50 (rabbit, 1V): 0.33 g/kg
LD50 (rat, IP): 0.88 g/kg
LD50 (rat, oral): 3.0g/kg

LD50 (rat, SC). 5.5g/kg

Comments Anhydrous citric acid Is listed in the PhEur 9.2 and
USP 40-NF 35 SI. Anhydrous citric acid is one of the materials
that have been selected for harmonization by the Pharmacopeial
Discussion Group. For further information see the General
Information Chapter <1196> in the USP-NF, the General
Chapter 5.8 in PhEur, along with the ‘State of Work’ document

on the PhEur EDQM website, and also the General Information
Chapter GIO In the JP.

18 Comments

Citric acid monohydrate has undergone harmonization of many
attributes for JP, PhEur, and USP-NF by the Pharmacopeial
Discussion Group. For further information see the General Chapter
5.8 In PhEur, along with the ‘State of Work’ document on the PhEur
EDQM website, and also the General Information Chapter GIO In

the JP.
Citric acid monohydrate has been used experimentally to adjust

the pH of tablet matrices In enteric-coated formulations for colon-
specific drug delivery/§)

Therapeutically, preparations containing citric acid have been
used to dissolve renal calculi.

A specification for citric acid monohydrate Is contained in the
Food Chemicals Codex (FCC).(9)

The EINECS number for citric acid I1s 201-069-1. The PubChem
Compound ID (CID) for citric acid monohydrate 1s 22230.
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1 Nonproprietary Names

BP: Coconut Oll

JP: Coconut OIl

PhEur: Coconut Oil, Refined
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2 Synonyms

Aceite de coco; cocois oleum raffinatum; coconut butter; coconut
palm oil; copra oil; oleum cocois; Pureco 76; refined coconut oll.

3 Chemical Name and CAS Registry Number
Coconut oil [8001-31-8]

4 Empirical Formula and Molecular Weight

Coconut oil contains triglycerides, the fatty acid constituents of
which are mainly lauric and myristic acids with smaller proportions
of capric, caproic, caprylic, oleic, palmitic and stearic acids.
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The PhEur 9.2 and USP 40-NF 35 Sl state that the fatty acid
composition for coconut oil Is caproic acid (<1.5%), caprylic acid
(5.0-11.0%), capric acid (4.0-9.0%), lauric acid (40.0-50.0%),
myristic acid (15.0-20.0%), palmitic acid (7.0-12.0%), stearic acid
(1.5-5.0%), arachidic acid (<0.2%), palmitoleic acid (<1.0%),
oleic acid (4.0-10.0%), linoleic acid (1.0-3.0%), linolenic acid
(<0.2%), and eicosenoic acid (<0.2%).

5 Structural Formula
See Section 4.

6 Functional Category
Emollient; ointment base.

/7  Applications Iin Pharmaceutical Formulation or
Technology
Coconut oil has traditionally been used in ointments where it forms

a readily absorbable base. It has been used particularly In
preparations intended for application to the scalp, where it could
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http://www.edqm.eu/



