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3. 29Uy sTanailesudnass 5,810,100.00 v i unlnuauniiwiiunisdesuméng
3.1 yansasfiuanduduliiaueufiouuis Hollow Fiber - $1uau 2 §u
AT 1,990,200.00 UM 531 995,100.00 UW/8U
3.2 LLsiuﬂs-awhmmLﬁu%uh%:aiiﬂmml,as whidos dwiuirsosiinududu
CrossFlow Filtration qu Sartoflow Beta 373 20 Wiy
WuRu 3,819,906.00 UM 5101 190,995.00 . UNN/WK1

C 4. 5uﬁﬁmum’mnmq o Jui 29 WeAINYY 2567

Wusunudu 6,070,300.00 vm (ndudemiiuanudesuménn)

4.1 yenseuiuanududulidateufiausia Hollow Fiber © $1u7u 2 §u
Judu 2,250,400.00 U™ 51A1 1,125,200.00 UW/8U

4.2 uunsashanududulsalsauinuas Winles dmsuedeshanududy
CrossFlow Filtration §u Sartoflow Beta 37u7u 20 Wiy
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138 ‘qﬂﬂiauﬁmmmL‘?J':J%'uh%'al,t,auawu ¥1ia Hollow Fiber

2. &nwnzialy L‘Tju‘qmﬂiaaLﬁaﬁﬂa%’aisﬂmﬂuasLﬁjﬁﬁaefl,ﬁvﬁ'm‘z'iuﬁ'mLwﬂﬁﬂmiﬂsamwlwamw
(Cross Flow Filtration) #ifluunngwsu 500,000 NMWC

3. ANWUZIANIE

3.1 u@nandan Polysulfone (Ps) & maaﬂﬂammummmu USP class XXIV biological test for Plastics
Class Vi tested

3.2 flnadurugudnavesyanses lideund 9.1 wuRns warlln1ue11vee Nominal flow path
length laifoandn 110 wufuns wazlinuenlagsiy 120 wuduns mau‘lamwmﬂ 1 edlung
Waidudemsnsinavesanslifesnin 2,600 1y LLakuﬁ‘Lun'ﬁﬂsmmsluuaarm 8.8 A3

3.3 @UNSANULTIAULDS Transmembrane Pressure Igigeanlaifonnda 2.3 U3 (35 psi) 'wazuvmu
JEWIN 25 §9 50 ssralded

3.4 fitsguvniiluseninamsldouligean 80 ssmiwaldea
3.5 ssumsiliusirnn@emenis SIP 7 121 ssrwaidud wieganiuas CIP 1a
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1. % wiunsesiaududulifalsadinuazinlos dniuassvianududu
CrossFlow Filtration ':ju Sartoflow Beta
2. dnwauenall  Wuusunses (Ultrafiltration  Cassettes) dwsuvinannudiuduliSalunseuaunis

nandndulsaunuaziiles TiduiATeaina Lyt CrossFlow  Filtration
U Sartoflow Beta %8 Sartorius
3. ANWAZIANIL.

3.1. LLNuniawnmmmaﬂ Stabilized cellulose base uﬂmamum Non - protein binding

3.2. uwuﬁlumsﬂsaa‘lmuaﬂmﬂ 0.6 MSIUUATADUNY

3.3, u‘umﬂgﬂim Molecular Weight Cut Off (MWCF) 100 kD

34. mmin'l,%'mw?iamavamwnimaﬂimﬁu 50°C wazwsadiugeanliiiu 4 s

3.5. wmmﬂmﬂmwummmmq (Cleaning) Meansiall NaOH 1 M LAuWwsY (Storage) Tuansiadl
NaOH 0.1 M wazthurldenlg (re-use)

3.6. uHunsessannsoldnuldfuirienses CrossFlow  Filtration U Sartoflow Beta B¥e
Sartorius maqmunLwﬂiu‘laamnmﬁmamﬁﬂwaﬂiﬂeﬂmmmﬂmu:dawsaLLﬁlmmulﬂmwuwaq
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4. datuaiy o

4.1 Fagimduvhusunsesiuansgiu USP Biological Test

4.2. uanfaslasunsiusesan FDA wasnanmudarviug GMP

4.3. fieafilu Quality Assurance Certificate Ihrmieufuusiunsesnussqius
4.4. \Yuursydaeiainlssnududa (Original packaging) Wity

4.5, daouiidinineluladthAusidns o Uintes 9. upssedun
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