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CERTIFICATE OF ANALYSIS
UREA

B10 EXCIPIENT GRADE / NEW CODE UREA-3220-93
(HiSTORICAL CODE UR3220-G500)
LOT: UREA-0121-00022

NH-CONH: A F.W. 60.06 g/mol. + CAS# 57-13-6
Manufacturing Date: 07/25/21 Retest Date: 07/31/23
Manufacturing Site: 1474 Rockdale Lane, Stroudsburg, PA 18360
Packaging Date: 10/08/21 Packaging Site: 100 Majestic Way, Bangor PA, 18013
Meets or Exceeds USP Specifications

ANALYSIS SPECIFICATION TEST RESULT
Alcohol Insoluble Matter 0.04% max. <0.04%
Appearance and Color White / Crystals White / Crystals
Assay 98.0-102.0% 100.3%
DNase None Detected None Detected
Enzymes Protease None Detected None Detected
RNase None Detected None Detected
Heavy Metals 10 ppm max. <10 ppm
Identification A(IR) Passes Test Passes Test
Identification B Passes Test Passes Test
Urea RCA <0.1% <0.1%
Impurities Total <2.0% 0.1%
Unspecified <0.1% 0.1%
Insoluble Matter 0.010% max. <0.001%
Loss on Drying 1.0% max. 0.1%
Melting Range 132-135 °C 132 -134°C
Residue on Ignition 0.010% max. <0.005%
Arsenic (As) 5 ppm max. <5 ppm
Trace Metals Copper (Cu) 5 ppm max. <5 ppm
Iron (Fe) 5 ppm max. <5 ppm
Lead (Pb) 5 ppm max. <5 ppm
COUNTRY OF ORIGIN: U.S.A.
TEST METHOD REFERENCE: DCN: 16-000495
The informution contained herein is the property of BioSpectra. The recipient is responsible for its safe-keeping, and the prevention of unauthorized

appropriation, use, disclosure and copying.
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