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Product Name/GI* : Amikacin Sulfate / SALT)

Produced In/F Jinxi Workshop No. 3 /
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Report Date/ Dec. 15, 2024

MFG. Date/±FEÆ: Dec. 25, 2024

Characters/f*
Appearance/ hxy

Solubil i

Identification /

Batch No. /%te: H122412025

Expiry Dec. 24, 2028

Specifications/*'NÉ

White crystalline powder

Freely soluble in water/"Ff-7k

Packing/@ä: 25KG/Drum

Batch 900KG

USP

USP

A.

B.

C.

The IR absorption spectrum conforms to
that of reference

The retention time of the peak for
Amikacin in the chromatogram of the
sample solution corresponds to that in

the chromatogram of the standard
solution, as obtained in the assay. / ft

Chemical It gives reaction of

Tests/+H
Optical Rotation/ Etiü

pH

Loss on

Residue on Ignition/"R'ßJßü
Residual Solvents/ft

Ethanol/ZM
Acetone/ fifi

Acetonitri le/

+760

It Shows birefringence and extinction

Results/%*

Conforms/6+9 Z

Conforms/GÉHÆÉ

Conforms/Geggæ

Conforms/t$enæ

+800

Undetectable/*htffi
33EU/mgBacterial Endotoxins < 0. 33EU/mg

Manufacturing Site: 333 Wuxi Road, Tangxi Town, Jinhua, Zhejiang, China.
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Product Name/h%: Amikacin Sulfate /

Produced In/ Jinxi Workshop No. 3 /

Report Date/ffÉßÆ: Dec. 15, 2024 Batch No. /}ttg: H122412025

MFG. Dec. 25, 2024 Expiry Date/üm;æ: Dec. 24, 2028
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25KG/Drum

Batch Size/}ttÆ: 900KG

Tests/ftüljq

Assay (dried substance) /#m

Additional Tests/ " fin*mQlÄ

Microbial

Escherichia Col i/iMJ±k6E

Methods/Yi*

674

Specifi cations/

—786gg/mg of C H NO22 43 5 13

103cfu/g

Results/tåk

725gg/mg

<10cfu/g

<lcfu/g< 102cfu/g

Absence/T" HJ

Conclusion/Gié: Conforming to current USP requirements/ ($094iLJSP*'iiåE

Released by Checker:QC Manager: Operator.
mti-#:
2024. 10. 16 2024. 10. 15

Manufacturing Site: 333 Wuxi Road, Tangxi Town, Jinhua, Zhejiang, China.


