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Product: N-ACETYL-L-CYSTEINE (NON-ANIMAL SOURCE/VEGAN)
tt & Quantity: 1000KGS

CAS No: (616-91-1)
& HHES Report Date: FEB 17, 2023

RN B Test Item

far#57E Specification (EP10.3&USP39)

il 45 B Result

HEZSIEM RETERLE, BIET /KM 96%EE, LFAET

AR ZH®F k. A almost Wl_lite crystalline. powder or Colourless 8 Condmes
Characters crystals, freely soluble in water and in alcohol(96 percent),
practically insoluble in methylene chloride
5] Test A 54 LLIE R MIFREZE 5K It complies with the test for specific -
s SR ; . & Conforms
Identification | (Specific Optical rotation) optical rotation.
Test (IR) A RBIL I EEE R S 7 B E iR AL 2 _— .
& Conforms
It complies with the spectrum obtained with acetylcysteine CRS.

B Appearance of solution | ¥ Clear and colourless Conforms
FLIERE Specific optical rotation[ @ ]p® +21.0 to +27.0° (dried substance) +22.9°
#%J% B ImpurityB L- ¥t L-Cysteine <0.2% <0.05%
ZJ5i C ImpurityC N, N-Diacetyl-L-Cystine <0.3% <0.10%
xR 44)5 D ImpurityD N S-Diacetyl-L-Cysteine <0.15% <0.05%
related substances Hih AR 7% Almpurity A L-Cystine <0.10% <0.05%
Unspecified impurities | F{th 7 51455 Any other impurity =0.10% <0.05%
BIER Total <0.5% 0.09%
& pH 20t02.8 2.2
# Zinc /8K F Not more than 5ppm <5 ppm
E % & Heavy metals(Pb) ANF AT Not more than 10ppm <10 ppm
* Lead B KT Notmore than  2ppm <2 ppm
8 Arsenic A8 KT Notmore than  1ppm <1 ppm
# Cadmium A8 KTF Notmore than  1ppm <1 ppm
7K Mercury B KT Not more than  0.1ppm <0.1 ppm
F1%% E Loss on Drying A8 KT Not more than 0.5% 0.09%
R HIFRVE Residue on ignition 748 X F Not more than 0.2% 0.10%
& & Assay 98.5 ~ 101.0 % (dried substance) 99.5%
AL Particle Size 100% pass 20Mesh Conforms

%k B AT Residual Solvents

Meet the requirements

Meet the requirements

Tapped Density ZE 0.75-0.85g/ml 0.85g/ml
Total Plate Count < 1000cfu/g Conforms
Yeast & molds < 100cfu/g Conforms
Salmonella Negative/25g Conforms
E Coli Negative/25g Conforms
Staphylon.occus Negative/25g Conforms

4510 : A fL % EP10.3&USP39 Ji SRR, 45 R & #7E - Conclusion: Agree with the specification of EP10.3&USP39.

%E. Remarks: Vegan/Non Animal Source.

Origin: D.L-2-amino- A 2-thiazoline-4-carboxylic acid (ATC)

STORAGE CONDITIONS: PRESERVE IN TIGHT CONTAINERS AT CONTROLLED ROOM TEMPERATURE
Expire Date: JAN 18, 2026

Manu. Date' FEB 12, 2023
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