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1. %o wunsas Depth filter 319 40 x 40 @1,
2. dnvneiald Suudunsemeuldlumsnsenhoueiidwiumsdnvadiandohda
3. ANWUSIANIY
3.1 wdunsawiwan Cellutose fiber (non-asbestos fiber)
3.2 \uukunseswin Depth filter
3.3 U 40 x 40 .
3.4 shwilh / maauns = 1,300 ndu (+ 50 nd)
3.5 wu 37 wn (£01uu)
3.6 i / gnuasiauiims = 0.35 N3y
3.7 Ash content aegalaifiu 50%
3.8 Bursting strength > 2.0 x 10? Kpa
3.9 Permeability ltioundn 65 L.m?min?
3.10 Bacteria retention capacity (E. coli in 0.9% NaCl Solution) = 107 CFU/em?
3.11 Cations soluble in 0,05 N H;50q-Solution %38 CH;COOH Solution
3111 C% < 1,500 mg/m? 3112 Mg® < 400 mg/ m?
3113 Fe®™ < 75  mg/m? 3114 A < 400 mg/ m?
3.12 Tssugnnlasumesgiu DIN EN 1O 9001
3.13 ununToslAsuIAsgU Drug Master File No. DMF 9926, Biological Master File No.BB-
MFAT797, Device Master File No.MAF 427
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1. 8o wiunsasvAududulfalsavannazeinles dwmsuiadowiarududy
CrossFlow Filtration ju Sartoflow Beta
2. dnwaueiidll  Juuriunses (Ultrafilration Cassettes) dwduiaududulidalunssuiums
nEntadulsatinuasiind es WAuiaTeeiaududy CrossFlow Fittration
{u Sartoflow Beta 8% Sartorius
3. AWz
3.1 LLNUﬂ‘SENmmmmam Stabilized cellulose base 3 linpueaidA Non - protein binding
3.2. uwuﬁ{umsmmiuuaamﬂ 0.6 MTNNRTADEY
3.3 JJ‘?J‘H"]WEH‘SEN Molecular Weight Cut Off (MWCF) 100 kD
3.4, mu'ﬁn'l:ifmuﬁan'nsamwnﬁaqaﬂiﬁmu 50°C wazusediugagaliiu 4 ung
3.5. waqmnn'ﬁ‘lmwumuﬁﬂaw {Cleaning) mgasiall NaOH 1 M tivusiu (Storage) Tugsiadi
~ NaOH 0.1 M uasrurlenld (re-use)
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4.4. \Wuussadusiantssaududn (Original packaging) ity
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