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VIULURVI9U (Terms of Reference : TOR)
wudlududaiia  {Gentamicin sulphate)

1. aunduan

wumluBudamia (Gentamicin sulphate) WuasufFurrianaildlunisinioaneed]
dwiumeidsaead Mdlunisudnirdulsainuasinton

2. Tngussaed
Weldlumsudatrdutlostulsavinuazwindestula-nsede uas qns

3. AuauvAdiauasian

31 fusadanmeraieniufiodwnenaniivsmanaisfeismamddnmseiind

3.2 fuszasdasauemmdeshidudiignsn@slilutnisedediisouvemenyns
uazldudadoudouds vislidudildsunavomsdilitifyana viioyanadududisnuasado
YDINNITIYANT

3.3 fuszasdaviauesimdeslifudiinaustlomisaiufudiausaedunas/vie
edhiudfinausrlenisauiusewindlauesimiugiiuimseaatnnaredidnmsetind . Tuuszme
Uszmnsaderedinsmadidnnseting wisliludnssviinsdudunisdrvanamisudedusinn
sghalusssu

3.4 mﬂ'svmmvmuainmmaaluLﬂuﬁlms'uwnawﬁmamwmmu FonueshivaBuma
e Yuwsidguiavesfiausmliicnddinasaviuaseuduiuguindy

3.5 qﬂﬂawsaumqﬂﬂamsw'\Lﬂuqamsg'wmaqluaq'lugwusm‘lﬂumsszq%aﬁluﬁmﬁ
sefeiWugdyanibiansinfneiunese iaumanineiunedehigniermudmiluassd vy

3.6 yaravdelayananvziddugdyyniumisruweigadldmiliunsindedadie
musruudiannseiing (e-Government : e-GP) fissamuiloulusyuudidnnsetindveinsudydnas
fiduleiquideyadntodadnanialy uudmunnluiubuges)

3.7 gdyandesiuToduiulydiuhnnssuaseiu duwiniuinofuurazasdad
yabifumuviiuvumgdyaeesuioiutuasiiduuudiuniyddudng inluiuduses)

4. AUENYMTIANIE
1. %9 wuimlududan  (Gentamicin sulphate)
2. anvauzialy  HuansufTauseiion

3. anyiUElanIe
3.1 1nse : USP ,BP ,Ph. Eur.

b

3.2 Potency : not less than 590 Llg gentamicin per mg
3.3 pH : 35to55

3.4 Specific optical rotation : +107° to +121°

3.5 Methanol : < 1.0% m/m (BP, Ph. Eur.)

3.6 Composition C1 : 25.0 to 50.0%

3.7 Composition Cla : 10.0 to 35.0%

3.8 Composition C2 plus C2a : 25.0 to 55.0%

3.9 Water © < 15.0% (BP, Ph. Eur.)

/ 3.10 Residue...
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3.10 Residue on Ignition or Sulphated ash : < 1.0%

: 3.11 Sulphate : 32.0 to 35.0% (BP, Ph. Eur.)

3.12 Sterility : Approved

[ 3.13 Bacterial Endotoxins : < 1.67 IU/mg{BP, Ph. Eur.)

< 0.71 USP Endotoxin Unit per mg of Gentamicin (USP)

3.14 Assay under microbiological assay of antibiotics.

! 4. fafvundu q

4.1 duesimdsanuuneazdeanudnvazaude 3 :inudengnan vie  certificate of
Analysis AuatuvIadinanuisnduanussivasudsndlauesiaumiosaunndasily
aesaluuuges

4.2 davesinazeniviediunueulirasnssumsivsedduiubures Tneussyarnisanu

| iréin (original packaging) FpuansyansAnLAL TuvLABNETwIR ST 20-25 N3 1ie

| vmsvaaeumslimuidoavad (Toxicity test siowwad) Inodasliifusunsesosadildly

’ MsHanIAdu LasvagaURMANEUYATH (Microbiological assay) ltvianlumsveasy 30 Ju

43 msinsaniegiiude 4.2 Wlumsmnsdoavadldaviol LUuLanawsmaqnquﬂam
mmauaswmauﬁaasoqLsanmLaama'lm aley 'mnum‘hma'lumswmaaumwLauos'nm
mmaaLUumaanm'l‘dm&mvnwum

a4 ynilundasusifinananiaszne desiienansiaese vie dun QC-Certificate e
certificate of analysxs‘lumamauuu q uaztenatsnIsuutn (Air way bill / Bnll of lading)
se5e viednlunsdfilunmstdefudefuiuilddaeulund wieuasiouay
Usziiunsgany

4.5 Juussafsininlssnududn (original packaging) Wit finanszy FoAudn Lot number
USEndnan Ussnaudn Junde uaz/mioTununeny

4.6 yadweufenduvetimivazfuyansndn (Batch vi3o Lot) Weafuiemun

4.7 fwuaiuvueenglidesnii 2 U Wuanudwey

4.8 YUINUTIY 20-25 NS/ UTIYTUSH

4.9 dweuidninmaluladdiusidnd o.undes 2.uasswdn

5. sTgzianautunig 60 Ju
6. szeziaandiey  dweunilu 60 Ju vuieviniuasunuludygyrdeiy

a o v . - 1% v a
7. wdulunsdann 7,657,250.00 v (SedumnuauiviiudawuassSesviduumaan)
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301 O nsu
NARAUNUTEN e
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