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Observations
Tests

DescriPtion

Identification

Specifications
S. No. A white dry Powder frlled

in clear glass vial.A white dry powder filled in clear gtass

vial.

A--. rn tn t.st for vancomYcin R' the

r.i."iion time of the principle peak in the

.hro*utog.* obtained with the test

solution corresponds to that in the

.t to-u,ogtu* 
-obtained with refsrence

solution.
D Tr airres reaction (A) of chloride'

1

Complies

Complies

2.

T Wmk solution of VancomYcin

hvd..hlotide is clear and the absorbance
-J' '50 nm is not more thanof the solutton at +:

0.1.

Awerase weisht + l0 oh

Complies

Appearance of solution

s.eg"h & +4.08%

4. UniformitY of weight
Tnformative

1099.4 mg
Average weight5.

2.5 to 4.5 (s%w/v solution of Vancomycn

HCD.

Shnrrld he comPlies.

2.68
pH

f

Vancomycin B

6.

Complies
'7

Related substances (BY

HPLC)

Any imPuritY

8.

Not detected
NMT- 4.0%

NMT- r2.0%
Not detected

Total imPurttY 2.25Yowlw
Water NMT- 5ohwlw

9.

16T lvial
llvial

Complies

/aNTa\

10. Particulate Matter

(at Sub$Gible Particle
count
(1.) Particles >1OPm

(2.) Particles Z25Pm

(b.) Visual

NMT-600O/vial
NMT-600/vial
Constitute the injection as directed on the

f"U"i; The solution is essentially free from

pu.,itt.t of foreign matter that can be seen

bn visual InsPection' 3hii)
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VANCAI\ 1000 Injection
Vancomycin Hydrochloride fo@
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11. Sterility No microbial growth should be
observed.

Complies

t2. Bacterial Endotoxins NMT- 2.5 EUlml of Vancomvcin. Less than- 2.5 EU/ml of
Vancomycin.

13. Assay: (By Microbiology)
Each glass vial Contains :

Ingredients Labeled
Claim

Found % of labeled
amount

Limits % of
labeled amount

vancomyctn Hydrochloride
(Sterile) Ip
Eq. to Vancomycin

1000 mg 1008.317 mg r00.83% 90.0%to 115.0%o

Remarks: In the opinion of the u
quatity as The Drug & cosmetic Act 1920 and the.iles made there under. bo-ffi*lilri., 

".per IPIBP/USP/IHS.

ffIR}
Analysis by

NAME: SUFIYAN NAME: NEHA

ormat No:


