
504 Lactitol
17 Related Substances
Aliphatic polyesters; sodium lactate.

18 Comments
Therapeutically, lactic acid is used in injections, in the form of 
lactate, as a source of bicarbonate for the treatment of metabolic 
acidosis; as a spermicidal agent; in pessaries for the treatment of 
leukorrhea; in infant feeds; and in topical formulations for the 
treatment of warts.

A specification for lactic acid is contained in the Food Chemicals 
Codex (FCC)/4 * 6)

4 Empirical Formula and Molecular Weight
344.32 (anhydrous)
362.34 (monohydrate)
380.35 (dihydrate)

The EINECS number for lactic acid is 200-018-0. The PubChem 
Compound ID (CID) for lactic acid includes 612, 107689 and 
61503.
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Lactitol

1 Nonproprietary Names
BP: Lactitol Monohydrate
PhEur: Lactitol Monohydrate
USP-NF: Lactitol

Structural Formula

2 Synonyms
E966; Finlac DC; p-galactosido-sorbitol; lactil; lactite; lactitolum 
monohydricum; lactobiosit; lactosit; Lacty.

3 Chemical Name and CAS Registry Number
4-O-(p-D-Galactopyranosyl)-D-glucitol [585-86-4]
4-O-(p-D-Galactopyranosyl)-D-glucitol monohydrate 

[81025-04-9]
4-O-(P~D-Galactopyranosyl)-D-glucitol dihydrate [81025-03-8]

C12H24O11
C12FI24O11 'H2O
C12H24OH2H2O

6 Functional Category
Direct compression excipient; sweetening agent; tablet and capsule 
diluent.

7 Applications in Pharmaceutical Formulation or 
Technology

Lactitol is used as a noncariogenic replacement for sucrose. It is also 
used in tablet formulations as a diluent in direct-compression 
____________ (1-4)processes? ’

8 Description
Lactitol occurs as white orthorhombic crystals. It is odorless with a 
sweet taste that imparts a cooling sensation. It is available in 
powdered form and in a range of crystal sizes. The directly 
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