14 Safety

Monothioglycerol is generally regarded as a relatively nontoxic and
nonirritant material at the concentrations used as a pharmaceutical
excipient. It 1s used in topical and injectable preparations.

Undiluted monothioglycerol Is considered a poison by the IP and
IV routes; It has also been reported to be mutagenic?5)

LD50 (cat, 1V): 0.229/kg(5)
LD50 (mouse, IP): 0.34 g/kg
LD50 (rabbit, 1V): 0.25 g/kg
LD50 (rat, IP): 0.39 g/kg

15 Handling Precautions

Observe normal precautions appropriate to the circumstances and
quantity of material handled. Monothioglycerol is flammable when
exposed to heat or flame; when heated to decomposition it emits
toxic fumes of SOX.

16 Regulatory Status

Included In the FDA Inactive Ingredients Database (IM, IV and
other injections). Included in the Canadian Natural Health Products
Ingredients Database.

17 Related Substances

18 Comments

Therapeutically, monothioglycerol has been used in a 0.02% w/w
agueous solution to stimulate wound healing, and as a 0.1% w/w
Jelly In atrophic rhinitis.

Myristic Acid

1 Nonproprietary Names
USP-NF: Myristic Acid

2  Synonyms

Edenor C14 98-100; n-tetradecanoic acid; 1-tridecanecarboxylic
acid.

3 Chemical Name and CAS Registry Number
Tetradecanoic acid [544-63-8]

4  Empirical Formula and Molecular Weight
C14H2802 228.37

5 Structural Formula

6  Functional Category

Emulsifying agent; penetration enhancer; tablet and capsule lubri-
cant.

Myristic Acid 621

The EINECS number for monothioglycerol i1s 202-495-0. The
PubChem Compound ID (CID) for monothioglycerol includes 7291
and 447638.
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/  Applications In Pharmaceutical Formulation or
Technology

Myristic acid Is used In oral and topical pharmaceutical formula-
tions as an emulsifying agent, penetration enhancer, and tablet and
capsule lubricant.

Myristic acid has been evaluated as a penetration enhancer In
melatonin transdermal patches Iin rats'l and bupropion formula-
tions on human cadaver skin?2) Further studies have assessed the
suitability of muyristic acid In oxymorphone formulations/3
clobetasol 17-propionate topical applications/4 and diltiazem
hydrochloride hydroxypropyl methylcellulose gel formulations.'5
Furthermore, polyvinyl alcohol substituted with myristic acid (as
well as other fatty acids) at different substitution degrees has been
studied for the preparation of biodegradable microspheres contain-
Ing progesterone or indomethacin.'6*Myristic acid has also been
Investigated for use In solid lipid nanoparticles for enhanced oral
bioavailability of low molecular weight heparins/ ' and for colon-
specific delivery of peptide drugs?8

38 Description

Myristic acid occurs as an oily white crystalline solid with a faint
odor.





