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CERTXF'IC,ATE GF ANALYSTS

Drug Name: Neomycin sulphate w:$ #
ReportNo. 214 MFG Date 4ug.07,2411

Batch No. sc-NM -2A110807 Date of Release 4ug.16,2017

Batch Size 1i 00 Kilos Base Ex^piration Date Feb.2015

Test Specification R"esull

Characters
Appearance:white or yellowish-white powder,hygroscopic.
Solubilify: very soluble in water,very slightly soluble in
alcohol.practicaliy insoluble in acetone.

Slightly yellow white powder
SolLrbility:Complies

Identification
,4.(1)The retention tirne of a m{or peak meels the requirements.
(2)LnpurityC: meets the requirements
B.Positive

.(1)Cornplies
(2) Complies
Positive

pH 5.0 - 7.s 5.9

Specific optical rotation +53.5" - +59.0' +56.9o

Related substances

tmpurityA:NMT2.0 % a3%

Impurity C: 3 - 15 % i0.0 %

Any other impurify: NMT 5 % NMTl.9 %

Total of other impurities:NMT l5 Yo a10/,

Suiphate(anhydrous) 27.0 -31.}Yo 29.3 %

Loss on drying NMT 8.0 % 6.2%

Sulphated ash NMT I.O % 4.4 %

Foteucy
NLT 680 IU/mg
(dried substance)

691 IUhg
(dried substance)

648 IUlmg(as is)

Conciusion; Coinplies with EP7.0

Reerark: Sodium Metabisulfite limit NMT 0.4%(internal) 0.1 %
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