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TOTAL 106 KG BASE SPEUHCAI ICONS Ph.Eur.8.0

PACKING AND QUANTITY

5 KG BASE/TIN = 21 TINS, 1KG BASE/TIN » 1 TIN

TESTS

SPECIFICATIONS

RESULTS

CHARACTERS

IBENTIFICATION B

DENTIFICATION C

Wiite or almost while, hygroscopic
powder,freely soluble in water,practically
insoluble In ethanol.

The chromatogram obtained with test

solutlon (b} shows 5 principal peaks having
the same retention times as lhe § principal

peeks In the chromategram obtained with
refarerce solution (g).

It gives reaction (a) of sulfates.

While

Passes tes!

Passes tast

APPEARANGE OF SOLUTION Solution § Is clear and not mors intexsely Passes test
coloursd than Intensity 6 of the referance
solution.
pH 3.5 10 5.5 (40mg/ml salution) 4.5
SPECIFIC OPTICAL ROTATICN +107° 10 +121° (anhydrous substance) + 119°
COMPOSITION:
GENTAMICIN C1 26.0% to 45,0% 28.8 %
GENTAMICIN Cia 10.0% 10 30.0% 218 %
GENTAMICIN C2+C2a+C2h 35.0% 10 55.0% 49.3%
RELATED SUBSTANCES:
IMPURITY A {SISOMICIN) Not mare than 3.0% Lass than disregard fimit
IMPURITY B (GARAMINE) fot more than 3.0% 0.8 %
ANY OTHIER IMPURITY Not more than 3.0% 1.0%
TOTAL ot more than 10.0% 5.7 %
METHANOL* Nat more than 1.0% Not lested
SULFATE 32,0 %to 35,0% (anhydrous substance) 34.0 %
WATER Not more than 16,0% 7.5%
SULFATED ASH Not morg than 1.0% 0.1 %
BACTERIAL ENDOTOXINS Less than 0.71 1U/my <0.08 }/mg
ASSAY Not less than 590 [U/mg 671 1U/mg
{anhydrous substance)
MIGROBIAL LIMIT:
TOTAL AEROBIC MICROBIAL COUNT Mot more than 100 GFU/g 0 0Flrg
TOTAL YEAST ANO MOLD COUNT Not mora than 10 CFU/g 0 CFUSg

Remark: #*No methanol is used during the produciion.
CONCLUSION: THR SUBYECT BATCH COMPLIES WITH Ph, Bur, 8, 40,
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