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CERTIFICATE OF CONFORMANCE 
MES MONO HYDRA TE 

Bro EXCIPIENT GRADE / MESM-3250-92 
LOT: MESM-01 21-00121 

C6l-l 1,NO1S· H2O-'- f.W.213.3g/mol. .i.. CAS# 145224-94-8 
Manufacturing Date: 6/ 19/21 Retest Date: 6/30/23 

Manufacturing Site: 100 Majestic Way, Bangor PA, 18013 
Packaging Date: 7/12/21 Packaging Site: 100 Majestic Way, Bangor PA, I 80 13 

A NALYSIS SPECIFICATION TEST RESULT 

260 nm 0. 1000 a.u. max. 0.0018 a.u. 
Absorbance (1 M) 

280 nm 0.1000 a.u. max. 0.0013 a.u. 

Appearance and Color White I Crystals White / Crystals 

Assay 99.0% min. 99.9% 

Chloride 0.005% max. <0.005% 

Color (1 M, Alkaline) Colorless Colorless 

Endotoxin < 50 EU/g Conforms 1 

DNase None Detected None Detected 

Enzymes RNase None Detected None Detected 

Protease None Detected None Detected 

Heavy Metals (as Pb) 2 ppm max. < 2ppm 

Identification (IR) Passes Test Passes Test 

Loss on Drying @ 130°C 7 - 10% 9% 

pH (5% Solution) 3.1 - 3.5 3.4 

pH (0.5M) 2.5 - 4.5 3.2 

pK. 5.9 - 6.3 6. 1 

Residue on Ignition 0.05% max. <0.01% 

Solubility (5%) Passes Test Passes Test 

Sulfate 0.005% max. <0.005% 

TAMC ~ 100 CFU/g Conforms 1 

TYMC ~ 100 CFU/g Conforms 1 

Arsenic (As) 2 ppm max. < 2 ppm 

Trace Elements 
Copper (Cu) 2 ppm max. < 2 ppm 

Iron (Fe) 2 ppm max. < 2 ppm 

Lead (Pb) 2 ppm max. < 2ppm 

Till' i11frmna1io11 co11/11i11ed hffei11 is 1/,e proper1,, o.f HioSpecrra. The recipic,11 is respo11sible.fc1r irs safe-keeping. and rhe prevc>111io11 o/111u1111hori:ed 
appropria1io11. use. disclosure and copying. 
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DCN : 21-004054 v.1.0 
COUNTRY OF O RIGIN: U.S.A. 

T EST M ETHOD R EFERENCE: DCN: 16-001016 
1Confom1s based on the product properties and historical infom1ation of previously tested lots manufactured using the MES, 
Monohydrate Bio Excipient Process. 
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