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Gentamicin sulfate salt potency: ≥590 I.U. Gentamicin base per mgProduct Name :
G3632-5GProduct Number :
0000458077Batch Number :
FG2403064Source Batch :
1405-41-0CAS Number :
MFCD00270181MDL Number :
+2°C to +8°CStorage Temperature :
Mar 2028Expiry Date :
25 Dec 2024Quality Release Date :

Test Specification Result

Appearance (Form) Powder Powder

Appearance (Color) White to Off-White White

Identification Complies Complies

Water ≤ 15.0 % 8.3 %

Assay ≥ 590 679

(anhydrous substance)IU/mg

pH 3.5 - 5.5 4.6

(40 mg/ml solution)

Specific Rotation 107 - 121 ° 120 °

(anhydrous substance)

Content of Gentamicins 25.0 - 50.0 % 29.0 %

C1

Content of Gentamicins 10.0 - 35.0 % 21.2 %

C1a

Content of Gentamicins 25.0 - 55.0 % 49.8 %

C2+C2a+C2b

Related Substances ≤ 3.0 % < 3.0 %

Impurity A (Sisomicin)

Related Substances ≤ 3.0 % 0.8 %

Impurity B(Garamine)

Related Substances ≤ 3.0 % 0.9 %

Any other impurity

Related Substances ≤ 10.0 % 3.0 %
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Total impurities

Managed by Expiration Date Expiration Date

Results Provided by Supplier ----------- ----------------------------------------

Shelf Life Defined by Supplier ----------- ----------------------------------------

Handled & Packed Under ISO9001 ----------- ----------------------------------------

Anna Bendersky, Quality Control Manager
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