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WeiShi Reagent Hubei Weishi Reagent Group Co.,Ltd

JEtE i & B.——CERTIFICATE OF ANALYSIS
FE AR FRER (4T3 C44H69NO12.H20 7 FE 822.03)
Product Name Tacrolimus
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CAS NO. 109581-93-3 RS I R A VRS
Batch No.
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Test Items Standard Test Results
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Characteristics White or off-white crystalline powder Complies
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Identification Complies Complies
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Specific rotation Complies
i e A o
TR ‘ <4.0% o %JL/—\E
Loss on drying Complies
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Residue on ignition Complies
HE R Fra e
<20ppm )
Heavy metals Complies
FEEEER Ascomycin<0.5%
FRERZT T Ascomycin 19-Epimer<<0.1%
. 2% H 3eAth 57 %2 F] Desmethyl Tacrolimus<<0.1% ‘
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Ml 76 25 5] Z34LI4) Tacrolimus 8-Propyl analog <<0.15% P
H BRI Any other unknown impurity<<0.1%
S 2% 5T Total impurities<<2.0%
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WeiShi Reagent
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Al Acetone<<5000ppm
W57 GC 5+ Nk Isopropyl ether<<500ppm FFEHE
Residual solvent L% .8 Ethyl acetate<<5000ppm Complies
.1 Ethanol<<5000ppm
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Solubility Complies
cent), %ally insofuble in %ptan .
48 HPLC W)ﬁl % b
98.5~101.0% 99.9%
Assay
ZEig A B FFA USP-NF2021/EP10 Ji EbnvE
Conclusion Complies with USP-NF2021/EP10 standard
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