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1. %o wHunseavhanududultalsalinuasindes dmsuiadsvhanududu
CrossFlow Filtration §u Sartoflow Beta |
2. dnwasiild  1Juuiunses (Ultrafiltration Cassettes) @ wsuvanududulisalunssuiunis
nantadulsavinuaziind es TWiuias esvianuidudu CrossFlow Filtration
U Sartoflow Beta Si%e Sartorius
3. ANWYAUZIANILG
3.1, wrunsewimnanndae Stabilized cellulose base flanantd Non - protein binding
3.2, fifuilumsnsedlidtiosnin 0.6 maawunsausy
3.3. flvuansas Molecular Weight Cut Off (MWCF) 100 kD
3.4, ansoldeuiiannzgungligwaaliiu 50°C wazuswiugegalsiiu 4 vid
3.5, §aINNNSILEINIT0819 (Cleaning) sheansiadl NaOH 1 M LAuuKy (Storage) Tuansiadl
NaOH 0.1 M wazjanlddnle (re-use)
36, wHunsoaRaasaldulduiad eanses CrossFlow Filtration $u Sartoflow Beta 8o
Sartorius vesdinmaluladfasusidnslanedlng Widesdnutamieudludnladiuvi e
wkunsesivay Tnsanunsonadosiulugadufauiunsediilaglideddusiuses vieusufule

4. Forvuau 9
4.1, Yanihinunyiusunsessihunmsgiu USP Biological Test
4.2. NARANAIATUNSTUTEIRN FDA waskAnauteniviun GMP
4.3, FsiTlu Quality Assurance Certificate WhunnsaufiuuiunsaanusTainei
4.4 Juussyininnlssnuguiin (Original packaging) wihidu
4.5. dewevitdninnaluladth fusidad o dndes 9.uassedn
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. ¥ &nsesansazarasiiouia aun 0.2 lueseu o1 10 i
2. fnwazialy Huldnsesilauvis Wnsesemnsidsade amdlawosuasiheuad A4l

YuIuNMsHanuUATEe gy
3. AnwMTaNTY
3.1 Huldnseseanm wiauvisemdszann 10 i
3.2 UM pore size 0.2 - 0.22 luAsoY
3.3 Yaniild
- Filter media : Hydrophilic Polyethersulfone. Polyvinylidene fluoride (PVDF) #3®
Hydrophili polysulfone 9um 0.2 - 0.22 micron 2 Hu
- Supporting material : Polypropylene
- Oring : Silicone %38 Ethylene propylene
- Close top, double o-ring adapter bottom
3.4 Huilldlumsnseshiterd 0.5 32
3.5 gunsaileifedgleviuuy in-line steaming waranunsa Autoclave S-lsmane o ass
3.6 N3 Pharmaceutical grade
3.7 U Housing %ilm 3 W 8% Sartorius Ju SM 340011
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a. Hafmundu q
4.1 :Lauaswmé’amuu Certificate of Quality #3® Quality Assurance Certificate (lususes
aanwielusulsefunnnin fuatiuniednanuisninan nievadeuasyseviuns
vItndiawesiamiwianluiauealuiuaue e
4.2 godweuesduganmsndn Batch wie Lot) ifefusianun
4.3 deouiidinmaluladtasneidnd a.thnges auasswdn
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