Specification for Gabapentin, USP (G1092)

Item Number G1092

Item Gabapentin, USP

CAS Number 60142-96-3

Molecular Formula CgH 17N O2

Molecular Weight 171.24

MDL Number

Synonyms Neurontin ; 1-(Aminomethyl)cyclohexaneacetic Acid

Test Specification

Min M ax
ASSAY (ANHYDROUSBASIS) 98.0 102.0%
pH OF A 2% SOLUTION 6.5 8.0
WATER DETERMINATION 05%
RESIDUE ON IGNITION 0.1%
ELEMENTAL IMPURITIES AS REPORTED
EARLY-ELUTING COMPOUNDS:
GABAPENTIN RELATED COMPOUND E 0.10%
GABAPENTIN RELATED COMPOUND A 0.1%
GABAPENTIN RELATED COMPOUND B 0.06 %
ANY OTHER INDIVIDUAL IMPURITY 0.10 %
LATE-ELUTING COMPOUNDS TO PASSTEST
IDENTIFICATION TO PASSTEST
EXPIRATION DATE
DATE OF MANUFACTURE
APPEARANCE
RESIDUAL SOLVENTS TO PASSTEST

Spectrum Chemical Mfg Corp

Corporate Headquarters:  West Coast Facility:
769 Jersey Ave. 14422 S. San Pedro St.
New Brunswick, NJ08901 Gardena, CA 90248
732.214.1300 310.516.8000



