s e t u m@ Specification for EDTA di-Sodium Salt, Dihydrate, USP, EP,
i G BP, JP, FCC, ACS, bioCERTIFIED (TM) (E9100)

EMICAL MFG CORP

E9100

EDTA di-Sodium Salt, Dihydrate, USP, EP, BP, JP, FCC, ACS, bioCERTIFIED (TM)

6381-92-6

ASSAY (DRIED BASIS, USP) 99.0 101.0 %
Assay (as Dihydrate, FCC, ACS) 99.0 101.0 %
Assay (as Dihydrate, EP) 98.5 101.0%
Assay (as Dihydrate, JP) 99.0 %

APPEARANCE OF SOLUTION (EP) TO PASSTEST

CLARITY AND COLOR OF SOLUTION (JP) TO PASSTEST

pH of a5% Solution @ 25°C (USP, ACS) 4.0 6.0

pH OF A 5% SOLUTION @ 20°C (EP) 4.0 55

pH of a 1% Solution @ 25°C (JP, FCC) 4.3 4.7
LOSS ON DRYING (USP) 8.7 11.4%
RESIDUE ON IGNITION (JP) 37.0 39.0%
Calcium (USP, FCC) TO PASSTEST
CYANIDE (JP) TO PASSTEST
INSOLUBLE MATTER (ACS) 0.005 %
IRON (EP) 80 ppm
Iron (ACYS) 0.01 %
HEAVY METALS (JP) 10 ppm
HEAVY METALS (ACS) 0.005 %
LEAD (FCC) 10 ppm
ARSENIC (JP) 2 ppm
ELEMENTAL IMPURITIES AS REPORTED
Nitrilotriacetic Acid (USP, ACS) 0.1%
IMPURITY A (EP) 0.1%

BACTERIAL ENDOTOXINS

30 1U/g




MICROBIAL LIMITS:

TAMC 100 CFU/g
TYMC 10 CFU/g
BILE TOLERANT GRAM NEGATIVE BACTERIA Absent/g
CANDIDA ALBICANS Absent/g
ESCHERICHIA COLI Absent/g
PSEUDOMONAS AERUGINOSA Absent/10g
SALMONELLA Absent/g
Staphlococcus aureus Absent/g
CERTIFIED KOSHER

CERTIFIED HALAL

EXPIRATION DATE

DATE OF MANUFACTURE

APPEARANCE

RESIDUAL SOLVENTS AS REPORTED

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




