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Specifications
Observations

S. No. Tests

DescriPtion

Identification

Appearance of solution

A white drY Powder filled
in clear glass vial.1

A white dry powder tilled tn clear glass

vial.
Complies

Complies

2.
A. In the test for Vancomycm lJ' rne

retention time of the principle peak in the

chromatogram obtained with the test

solution corresponds to that in the

chromatogram obtained with reference

solution.
R It qives reaction (A) of chloride'

Complies

3.
A 10%w/v solution oI vanoolrlY(

hydrochloride is clear and the absorbance

oi,ft" solution at 450 nm is not more than

o1

Averase weisht + I0 o/o -2.47% &. +3.62Vo

AT. UniformitY of weight

Informative.
1122.9 mg

5. Average weight
2.89

6. pH
I

2.5 to 4.5 (5% w/v solution of Vancomyctn

HCI).

Should be comPlies'

NM]:43%
NMT- T2.O%

Complies
7. VancomYcin B

8. Related substances (BY

HPLC)
Complies

Any impuritY
9geqtr'-
2.06ohwlw

Tbtal impuritY :

9. Water NMT- 5o/owlw

I Nir,tr-oooo/vial
I NMT-6oolviat
I

I Constitute the iniection as directed on tt
I tuU.t, The sohrtion is essentially free fror

i particles of foreign matter that can be see

I on visual InsPectton.

10. Particulate Matter

(a.) Sub-Visible Parttcle
count
(1.) Particles >10Pm

(2.) Particles >25Pm

(b.) Visual TI

if.

1050/vial
llvftI

Complies

4rrn-}
F*=A{.J4\
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No microUial growth should be
SterilitY

Less than- 2.5 EU/m1 of
VancomYcin.NMT- 2.5 ErJ I ml of VancomYcm'

Bacterial Endotoxins

Assay: (BY MicrobioiogY)

Each glass vial Contatns :

Limits % of
labeled amountIngredients

90.0%to 115.0%t}r.45%1014.457 mgila"*m-y"nnYdrochloride
(Sterile)

andard

Remarks: In the op

qualpzs Tl.^?:yg 
& cosmetic Act iq?o uno the rules ;;;" there under' coil6ti6l ne*+empt*es as

p.r tFlnnrus+nns.-
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