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Shanghai Aladdin Biochemical Technology Co., LTD
809 Chuhua Branch Road, Fengxian District, Shanghai 201400, China

Certificate of Analysis

Date of Testing: 2025-12-1011:24:33

Date of Next Testing: 2028-12-09 11:24:33

Product Name: L-Asparagine monohydrate

CAS Number: 5794-13-8

Specifications & Purity: PharmPure™,ChP,Ph.Eur.

Lot #: GML2503003

SKU # L432978

Version 2

Analysis #: 623077

Storage Temperature: Protected from light,Room temperature

Parameter Limit Values Result
Assay(Perchloric acid titration, calc. on anhydrous 99-101 (%) 99.99000 %
substance)

Specific Rotation [a]20/D(C=2 in 3mol/L HCI) 31-35 (°) 33.90000°
pH (20 g/I, carbon dioxide-free water) 4-6 4.60000

Loss ondrying (130°C, 3 h) 10.5-12.5 (%) 11.80000 %
loss on drying(105°C,3 h) 11.5-12.5 (%) 11.60000 %
Transmittance of solution (20 g/I, water) 98-100 (%) 100.00000 %
Related substances (HPLC) (impurity A) <0.5 (%) 0.47000 %
Related substances (HPLC) (impurity C) <0.1 (%) 0.08000 %
Related substances (HPLC) (Any unspecified impurity) < 0.05 (%) 0.00000 %
Related Substances Total impurity 0-0.8 (%) 0.62000 %
Chloride(Cl) 0-50 (ppm) 0.00000 ppm
Sulfate(SOa) 0-50 (ppm) 0.00000 ppm
Ammonium(NH4) 0-0.1 (%) 0.00000 %
Other amino acids(TLC) 0-0.5 (%) 0.00000 %
Fe(lron) 0-10 (ppm) 1.02870 ppm
Heavy metals (as Pb) 0-10 (ppm) 0.00010 ppm
Arsenic(As) 0-1 (ppm) 0.00010 ppm
Sulfated Ash 0-0.1 (%) 0.02900 %
Assay(HPLC)(calc.on dried substance) 95.5-102 (%) 99.53000 %
Specific Rotation [a]20/D(C=1in 6mol/LHCl,calc.on 33-36.5 (°) 34.78000°
dried substance)

Organic Impurities (HPLC)(Asparagine related 0-1 (%) 0.08000 %

compound A(2,2'-(3,6-Dioxopiperazine-2,5-

diyl)diacetamide))
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Parameter Limit Values
Organic Impurities (HPLC) (Aspartic acid) 0-1 (%)

Organic Impurities (HPLC)(any unspecified impurity) 0-0.5 (%)
Organic impurities(HPLC) (total impurities) 0-3 (%)
Ethanol(HS-GC) 0-5000 (ppm)
Sulfated ash(600 °C) 0-0.1 (%)
Bacterial endotoxins 0-3 (IU/gORu/g)
Microbiological test(total aerobic microbial 0-100 (CFU/g)
count(TAMCQC))

Microbiological test (Total yeast and mould count <100 (CFU/g)

(TYMQ))
Specific Rotation [a]20/D(C=10in 309.0 g/L HCl, calc. 33.7-36 (°)
ondried substance)

white or almost white,

Result

0.47000 %

0.00000 %

0.62000 %

0.00000 ppm
0.02900 %
0.000001U/g OR u/g
0.00000 cfu/g

0.00000 cfu/g

34.96000°

White or almost white,

crystalline powder or colourless crystalline powder or colourless

Appearance(L432978)

crystals
Identity (IR-spectrum) conforms
Identity(TLC) Passes test
Identity(Color development test) passes test

Appearance of solution (20 g/l, carbon dioxide-free pass
water)clear and colourless

Other residual solvents(ICH Q3C) excluded by passes test
manufactoring process

John gl ==
QA & QC M{ngidr

crystals
Conforms
Passes test
Passes test
Pass

Passes test
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