CERTIFICATE OF ANALYSIS

Tacroliums
Batch No.: DR20140611 Quantity:1000g
Manufacture Date: 2014.06.11 Expiry Date: 2018.06.10
TESTS:
Items Specification Results
Description A white or off-white crystalline powder Conforms
1. IR (USP <197K>) Conforms
Identification
2. HPLC retention times Conforms
Water aqe o
(USP <921> Method ) 1.6~3.0% 2.1%
Residue on ignition - o o

(USP <281>) < 0.2% 0.1%

Heavy metals < 0.002% < 0.002%
(USP <231>10) ) ’
Ascomycin < 1.0% 0.7%
Rel In-h . .

¢ ate%?ﬁgiﬁgfﬁo( dl)l ouse Dihydrotacrolimus <0.8% 0.5%

Total impurities < 1.5% 1.3%

Residual solvents Acetone <2000 ppm Sppm

(In-house method)
Ethanol <2000 ppm 2ppm
o/ 0
Assay (on anhydrous basis) 98.0% ~102.0% 99.3%
Conclusion: The results conform in-house standazd:

~
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Analyst: Joe Yu Checker:__Agnes Zhong QA.Manag , ;
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