Product Name:

CERTIFICATE OF ANALYSIS

CHANGZHOU HANGYU PHARMACEUTICAL TECHNOLOGY CO., LTD.

Tacrolimus

Batch No.:
Manu. Date:

20130316
Mar, 16, 2013
Mar. 17, 2013 ‘ Package:

‘ Quantity:
Expiry Date:

1023g
Mar. 15, 2015

Date of Report: As required
“Testing _ S[;cciﬁcatiun Results
| Appearance White or almost white crystalline powder Conform
| Identification IR Conform
HPLC Conform
Water 1.6% to 3.0%Max | 2.3%
Residue on Ignition | 0.2% Max 0.01%
Heavy Metals | 20 PPM Max Conform
Related Substances | Ascomycin 0.8% Max | 0.050%
Dihydrotacrolimus 0.6% Max 0.30%
Total Impurities 1 5% Max 0.43%
Residual Solvents ' Acetone 2000PPM Max Not Detected
: . Ethanol 2000PPM Max Not Detected
Assay (dried basis) 98% to 102% 99.0%
 Conclusion: Up to Standard for Export
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