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CERTIFICATE OF ANALYSISCERTIFICATE OF ANALYSISCERTIFICATE OF ANALYSISCERTIFICATE OF ANALYSIS    

NO: DYC041703212 

Product nameProduct nameProduct nameProduct name    StreptomycinStreptomycinStreptomycinStreptomycin Sulphate Sulphate Sulphate Sulphate，，，，EP8EP8EP8EP8    

CAS NumberCAS NumberCAS NumberCAS Number    3810381038103810----74747474----0000    

Molecule StructureMolecule StructureMolecule StructureMolecule Structure    

    

Molecule FormulaMolecule FormulaMolecule FormulaMolecule Formula    C42H84N14O36S3    

Batch numberBatch numberBatch numberBatch number    20120120120166660000624624624624    

Manuf&Exp. DateManuf&Exp. DateManuf&Exp. DateManuf&Exp. Date    2012012012016666----06060606----24;202024;202024;202024;2020----06060606----23232323    

Testing dateTesting dateTesting dateTesting date    2012012012016666----06060606----30303030    

    

ItemsItemsItemsItems    Standard ResultResultResultResult    

AppearanceAppearanceAppearanceAppearance    A wA wA wA white hite hite hite or or or or aaaalmostlmostlmostlmost    wwwwhithithithiteeee    powderpowderpowderpowder    A A A A wwwwhithithithiteeee    ppppowdeowdeowdeowderrrr    

TLCTLCTLCTLC,complies,complies,complies,complies    CCCCompliesompliesompliesomplies    

Reaction Reaction Reaction Reaction with fwith fwith fwith ferric chloride erric chloride erric chloride erric chloride solution,solution,solution,solution,    comcomcomcompppplieslieslieslies    CCCCompliesompliesompliesomplies    

Reaction Reaction Reaction Reaction withwithwithwith    αααα----naphthnaphthnaphthnaphthol ol ol ol solution,solution,solution,solution,and and and and 

strong sostrong sostrong sostrong sodium hypodium hypodium hypodium hypochloritechloritechloritechlorite solution solution solution solution,,,,comcomcomcompppplieslieslieslies 

CCCCompliesompliesompliesomplies    

Reaction Reaction Reaction Reaction withwithwithwith    αααα----naphthnaphthnaphthnaphthol ol ol ol solutionsolutionsolutionsolution,,,,    comcomcomcompppplielielieliessss    CCCCompliesompliesompliesomplies    

IIIIdentifictiondentifictiondentifictiondentifiction    

ReactionReactionReactionReactions of s of s of s of sulfatessulfatessulfatessulfates,,,,comcomcomcompppplielielieliessss    CCCCompliesompliesompliesomplies    

ClarityClarityClarityClarity::::2222
#

##

# 

  

 

maxmaxmaxmax    1111
#

##

# 

  

 

mamamamaxxxx    AppeAppeAppeAppeaaaarrrraaaancencencence of  of  of  of solutionsolutionsolutionsolution    

CCCColourolourolourolour ：：：： NNNNoooo    moremoremoremore intense  intense  intense  intense than referthan referthan referthan referenceenceenceence    

solution 3.solution 3.solution 3.solution 3.    

5555
#

##

#

    

PHPHPHPH    4.54.54.54.5----7.07.07.07.0    6.26.26.26.2    

StreptomycinStreptomycinStreptomycinStreptomycin B B B B    3.03.03.03.0%%%%    maxmaxmaxmax    3.03.03.03.0%%%%    maxmaxmaxmax    

LLLLossossossoss    onononon    ddddryingryingryingrying    7777.0.0.0.0%%%%    mamamamaxxxx    4.84.84.84.8%%%%    

SSSSulfatedulfatedulfatedulfated    ashashashash    1111.0.0.0.0%%%%    mamamamaxxxx    0.40.40.40.4%%%%    

SSSSulfateulfateulfateulfate    18.018.018.018.0%%%%----21.521.521.521.5%%%%    19.719.719.719.7%%%%    
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CCCColorolorolorolorimeimeimeimetrictrictrictric test test test test    90.0%min90.0%min90.0%min90.0%min    99.5%99.5%99.5%99.5%    

Assay(Assay(Assay(Assay(dried dried dried dried subsubsubsubstancestancestancestance))))    720720720720    IU/mg minIU/mg minIU/mg minIU/mg min    777761 61 61 61 IU/mgIU/mgIU/mgIU/mg    

SteriliSteriliSteriliSterilitytytyty    SteriliSteriliSteriliSterilittttyyyy    SteriliSteriliSteriliSterilittttyyyy    

BacterBacterBacterBacterial ial ial ial endotoendotoendotoendotoxinsxinsxinsxins    0.250.250.250.25    IU/mgIU/mgIU/mgIU/mg max max max max,,,,comcomcomcompppplielielieliessss    CCCComomomompppplielielieliessss    

AAAAbnbnbnbnormal ormal ormal ormal toxicitytoxicitytoxicitytoxicity    1mg/0.5ml1mg/0.5ml1mg/0.5ml1mg/0.5ml,,,,comcomcomcompppplielielieliessss    CCCComomomompppplielielieliessss    

Sodium Sodium Sodium Sodium metametametametabisubisubisubisulfilfilfilfitetetete    0.3% max0.3% max0.3% max0.3% max    0.012%0.012%0.012%0.012%    

Conclusion:Conclusion:Conclusion:Conclusion:    Complies with Complies with Complies with Complies with PhPhPhPh.Eur.Eur.Eur.Eur.8.0.8.0.8.0.8.0    

 

 


