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SPECIFICATION STANDARD RESULTS
PROPERTIES
White, almost white, or tan to| Almost white fiee-
Appearance (USP) brown free—flowing powder flowing powder
PR A, RAM, e EEn] JUTFe AR
BN R
The IR absorption spectrum
of .sample
recorded, as KBr pellet must
exhibit maxima at Conforms
Identification: IR (USP) the same wave numbers as &
%hle IR exhibited by the
Vancomycin hydrochloride
standard spectrum
FE it ZL A B 5 b i ]
—3
Identification:Chlorides ( Meets the requirements Conforms
USP) 5. 4L A RN SE e
Freely soluble in
Solubility (USP) water:;insoluble in ether and Conforms
T fAE chloroform v
ST K, ANET CREEA
pH (USP) 2.5~4.5 3.2
Water (USP)
Ky <5.0% 4. 2%
Residue on ignition (USP)
AL Ry <1.0% 0. 04%
Bacterialendotoxins (USP)
N R <0. 33EU/mg <0. 25EU/mg
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Vancomycin B(EP)
JitiEERB

=91. 0%

93. 9%

Assay (on the anhydrous
basis) (USP)
i (K YT)

=900 1 g/mg

1076 1 g/mg

Total Aerobic
Microbial Count
S AR AL

<100CFU/g

<10CFU/g

Total Combined
Yeast and Mould
Count

2 B TR P15 T L 3

<10CFU/g

<1CFU/g

ImpurityA
A

<3. 0%

0. 44%

ImpurityH
A JiH

<3. 0%

2. 15%

ImpurityB+E
Z4JFBHE

<2.0%

0.15%

Impurity]
a® BT

<1.6%

0. 41%

ImpurityD
% Jii D

<1. 5%

0. 10%

ImpurityF
FIRF

<1.5%

0. 30%

ImpurityM
ZRI5M

<1. 5%

0. 05%

ImpurityG
G

1. 2%

0. 42%

Impurity
AT

=<1.2%

0. 28%

ImpurityK
A K

<1.2%

0.47%

ImpurityC
F=JFC

<1.0%

0. 06%

Any other
impurity |eachimpurity
eluting R

0. 49%

before
Vancomycin B| o
F T B BRI impurities
ﬁﬁ'fi%ﬁ’fﬂj‘ eyceen 30%
2R >0. 30% 1) 2% i

RRTO. 96:0. 49%




Any other each
impurity impurity <0. 8% 0. 24%
eluting after| Z4i& =
VancomycinB |— o
Fi g Epy | (mpurities
%E{E%ﬁ’ﬂﬁ exceed30% <3/]\ Absent
R >0. 30%1) 24 i
Total impurity
SRR <9. 0% 5. 85%
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