Ak B 72 F 1€ == 1K 571 5 R 2 Al

-
‘ ‘ y ' EkEF
- idely

Hubei Widely Chemical Reagent Co., Ltd
ik 5 88— CERTIFICATE OF ANALYSIS
7= Eh AR FHBE BIESNE (5FR: C4THTINOLT 44 FE: 924.08)
Product Name Amphotericin B injection grade
) 1
CAS NO. 1397-89-3 A HBW230701-2
Batch’ No.,
AL : A= H 3
0.5KG/Wr/T 2023-07-06
Packaging G/Yr /Tin Man. Date
ARH i H
2026-07- 2023072
Expiry Date 026-07-05 Report Date 02384,
_ 0 4
R Rt iR
est
Test Items Standard
Results
PR WO ER O R Fra#lE
Characteristics Yellow to orange powder Complies
R R L R L
Solubility Complies Complies
el IR. HPLC FF&#lE FEERLE
Identification Complies Complies
TRRE <5.0% 2.2%
loss on drying
i DI N > “
woRkis <0.5% 0.04%
Residue on ignition
241 A (303nm) | Impurity A at 303nm <2.0% ND
. HAPATAA 4% 5 (303nm) Any other impurity at 303nm <1.0% | ND
R i | ! 0
Related substances Z&J51 B/(383nm)  Impurity B at 383nm <4.0% 0.2%
HARAE 2% (383nm)  Any other impurity at 383nm <2.0% | 1.6%
R (303nm&383nm)  Total Impurities at 303nm and 383nm <15.0% | 4.6%
A P&, 2% Total Aerobic count < 100CFU/g 0CFU/g
l\r;[icrobial fimits WG Salmonella Species /54 ) Negative ND
RJV$% 458 Escherichia Coli ANf34% Hi Negative ND
AP N R Fra e
. ) <1.0IU/ i
Bacterial endotoxins U/mg Complies
£, Ethanol < 5000ppm 1651ppm
Bk B 5 7 DMF<4000ppm 2340ppm
Residual solvents B Acetone<5000ppm 1722ppm
— LJ% Triethylamine<<2000ppm 97ppm
I CTn) =7501U/mg(F i 1h,on dried basis) 1069IU/m
Assay (On dried) - gt &
2 & RFE EP11.0 R ERHE
Conclusion Complies with EP11.0 standard

Tester(ft.36): Zhangmin

Phone: +86-18602735115

Re-tester(&21%): Wanghong

TEL: +86-27-83778895

Director(F=%): Liliang

QQ: 1656649179

E-mail:

18602735115@163.com

Address: No.160, QOiaokou Avenue, Wuhan city
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