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1. ¥9 Tdnsesonma vinm 0.2 luasou Arwem 5 i
2. dnwugialy Juldnseson s AldiU Stainless Steel Housing #alddmsy

duwesiuuwes sawE-dnweluladdSuyids
3. ANWMULIANIL
3.1 Tagiliildnses

Filter media : Polyvinyliciene fluoride (PVDF) %38 Polypropylene %138 Glass fiber

V30 Polytetrafluoroethylene (PTFE) wie filter media %il¢ hydrophobic
Upsteam and downs*eam supports : Polypropylene

Core and outer cage : Pr> ypropylene

O-ring : Silicone %38 Viton A

3.2 Manusoulunisusenouldnsas (Thermal sealed)

3.3 AU pore size 0.2 micron (Rated)

3.4 WAAETIVIEIN 5

35 fwilumsnsedlitosnii 34 ns e

3.6 annsoiwidedolovhld n lina steaming) lﬂ‘mmaﬂsa
3.7 3% Pharmaceutical grade

o)

3.8 awnsnauldiv fitter housing "lsmmummﬂu‘[aamnmmamﬂlﬂwaﬂ TavlsifaednulamSoudlogiy
ﬂuqmu‘lmoa‘hﬂsmmau
4. Somviunty

4.1 mauai"mmamw Certn“cote o Quality ¥ Quality Assurance Certﬁcate(‘lmusmﬂmmw VD)
luiudsefuenunin fuatuniediunanmuisnguas wmuawau,avﬂiwwumswiwmauaiwmm
wionlulauesaluiuausyim

4.1 yedweuranluyanisnds (Bach 3o Lot) Hieaiy

4.2 wuaussy 1 Ou lugewanadnlardesnseany wienuuy Certificate of analysis uagswaziien
ARz vesHdni lundeinsemy anlssouian
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1. 9o l&nsesoniesiin PVA-Filter Cartridge CF-50
2, fnwaenaly Huldnsosemaildfusame (Fermentor) 2ua 2,500 8m5 300 Ans

100 303 waz 30 Ans MlunsweEsaadiiendslhdalsauinuasisndey
3. ANWAULIANIE '

3.1 Wuldnsesemieuuy Cartridge membrane filter

3.2 ¢ Filter media 1lu¥anfin Poly alcohol (poly urethane acrylate) waziduwiia Hydrophobic

33 dved Cartridge-supporting wire netting \u Stainless SUS 304 uag end cap and base Ju
Aluminium 88136 ' |
3.4 vuaUel Cartridge

C - AU AudnaeuendveslauazguTes 40.  fadluns
C - AT IUTRIMALHN TR 62 ladwns
- BRSNS ivar U N ' 50  Ansmoudi
- gvesldnsas (Pore Size) fvunm 02 lumsou

3.5 Micron rating: 0.2 micron liquid 0.01 micron air
36 “Léi’ﬂsaaﬁmminﬁwhL%aﬁaalaﬁwﬁqmuqﬁl;jﬁaamﬁ 121°C fiewsilaitiosnd 1.2 und
u 60 Wit $1ldmanaads
4. Horvundug
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oG- TssrudalASunts iU e WARTEAILISO 9004 2000-GulY - -
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4.3 ldnsesvzfosanlatu Filter housing vesdamsidsuvaduesdsinmeluladifusidn Tldwes
4.4 Juvedlmiliieldauanneu

4.5 uslumyueussgnlssuinde (Original packing)
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SPAsIRYARMANBUIANTE
o &nseseniaviin PVA-Filter Cartridge CF-250
é’nvmzﬁ'ﬂﬂ Juldnsesomniafildiudamy (Fermentor) auin 2,500 305 2,000 8s

Aglunswisdussadionanlsalsauinuazwinides

. ANYULIANAE

3.1 uldnseseneiiuu Cartridge membrane filter

3.2 # Filter media 1Wu¥anvdin Poly alcohol (poly urethane acrylate) uazifiueiin Hydrophobic
33

duved Cartridge-supporting wire netting \u Stainless SUS 304 uas end cap and base Wu
Aluminium 9819 |

3.4 vunYes Cartridge

- ﬂuwﬁtﬁumuquéﬂmqmﬂuandawaqmﬂmazgwusm 67  fadums

- ANUgITITDUTBwasiile | 95  fshwms
- STIMIIaN eI N | 250  Ansseund
- svasldnsos (Pore Size) flvunn 02 lupsau

3.5 Mitron rating: 0.2 micron liquid 0.01 micron air
3.6 ldnsesiausafiidedelevfigumgiihitiosnin 121°C fiausilifosndt 1.2 vid
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4.3 ldnsessdonuldiv Filter housing vesfumzidsagaduosdrinmaluladinfasidndwes
4.4 Yuvesdyilirgldanannou

4.5 U3TlUMTULAIUTIRINLINUEKER (Original packing)
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INYAZIDUARNANBULIAWY

lénsesermeaviia Over Flow vefamizaua 5,000 3ns

2. anwaewaly \Huldnsesenmedildiudanesimmes vuia 5,000 Ans

ypenunandptulsalnwasvinles

3. ANWUSLANIE

31

3.2
33
34
3.5
3.6
37
3.8

i’aqﬁlﬁﬂudauﬁsxnaﬁ%q

- Filter media : Polytetrafluoroethylene (PTFE) ¥iin Hydroghobic
- Upstream and downstream Supports : Polypropylene

- Core and outer cage : Polypropylene

- O-ring : Silicone 38 Viton A
Tdnmeenaranglunmsussnauldnses (Melt-Sealed Construction)
YUA pore size 0.2 micron (Rated)

FuIRAMIETIUTEIR 10 7 _
annsafiseledfigumgf 121 ° C owdu 1.0 vi§ w60 W
fuilunsnsedaiesnth 8.6 AT

sl Pharmaceutical grade

ansnsaaildriy Fitter Housing vesdinmaliladffnsidnlimed Tnglifeswaulamio
uwilvdunilsdiulavesddnseisiu

4. dofmiundy 9

45
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4.4 ydweureadugamsudn (Batch wia Lot) isafurivun
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(O -€-2% 08 aulRlddwiuleudseunm 2567

S18AzIBYARMANYMZIaNL

l&nsesansazany aum 0.45 lelﬂiau ANEN73 30 92

28wzl Lﬂulﬁﬂsaamemumﬂ?ﬂiawm‘uﬁw'lmﬁuaz%%’mﬁm%’mwwsLﬁmmaé

LLam%a"L'a%’a’IiﬂmﬂLLasLﬁwL{‘Jasdauﬂsaﬂﬁaa‘l.a*niaamumsu Ju1a 0.2 lumsou

3. AN¥aIaNIG

31

3.2
33
34
35
3.6
37
38

39

Sanildvildnses
- Filter media : Polyvinylidene fluoride (PVDF) %58 Cellulose acetate vsg
Mixed esters of Cellulose #38 Nylon v38 Polyethersulfone

Upstream and downstream supports Polyester v38 Polypropylene
- Core, end caps and outer cage Polyester %38 Polypropylene
- O-ings : Silicone (double o-rings)
Tanufeulunsuszneuldnses (Thermal sealed)
TUIA pore size YoMHLNTBWYIT 0.45 laAsey
ynnugnvesldnseaviniu 30 9
ﬁumumiﬂsaﬂzjﬁaan’h 1.8 M15UAS
ausndeshidednglenh (n-ine steaming) ‘lﬁmawm%”’a
in3A Sterilizing Grade w38 Pharmaceutical Grade
anunsnanldiv filter housing vesdnnalulattnsidaslenss lnglidosnulamse
wilvdunisaulavaslénsosiaiy

TagianyiulungewuaAsgIu USP plastic Test Class Vi

3.10 1Ju Non - Fiber Releasing mumsgiuves CFR

4 farvundue

4.1
4.2

4.3

wanfailsfunisiusesan FDA waelssnudidnldfunnssiu Gup

HIaU931A1A DU UY Certificate of Quality %3 Quality Assurance Certificate AUSU58
e mwselusudseiununiw) Auatuniediunannudninan wionasdeuarussituns
vidndlauenieumdenluauesialufuauesien
c:g'muaﬁmﬁmﬁ’méaﬁaaEjlq‘qmﬁmﬁuﬁ’u Certificate of Quality #38 Quality Assurance
Certificate (luSusasnmunmudelusuusefuamaim aude 4.2 Wevnsmaasunmaw
laileundn 2 8u mnslusgezianfitwun Tngldnanlunsnageu 30 Yy Han1TRAITUN
Juiendndvesnsuadns Fefiauenimaziiodoaiundndevisndelfudiln 9 §ila
mndielddelumsagey favenadeadudoendrldsnadnmme
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4.6 waﬂuaummmu‘mﬂ'ﬁwam (Batch w38 Lot) Lﬂmnwwm

4.7 Lﬂuussa}nmmmiimugwam (original packing) il

4.8 wnevsTliiiu 25 Suussydiu
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1. %o Wnsosemeadwiufansdsuraduasiieolha
2. Snuaisialy uldnsesonafildify Stainless steet Housing dsldidmsufamzides
\waduasitelta
3. ANVAIZIANIE
3.1 Yanildvildnsas

3.1.1 Filter media: -Hydrophobic, Polyvinyldene difluoride (PVDF) v138
Polytetrafluoroethylene (PTFE), double layer

3.1.2 Upstream and downstream supports: Polyester %58 Polypropylene

3.1.3 Core, end caps and outer cage: Polypropylene

3.1.4 O-rings: Silicone

3.2 Menudeulunsuseneuldnses (Thermal sealed)

33
3.4
35
3.6
3.7
3.8
3.9

WA pore size 0.2 lupsau

vunALeIveslANTaITENIN 5 3/8 i
fuilumsnsestitiosnin 0.215 - 0.28 ASUAT

Juldnseswila Sterilizing Grade »

annsoauldnu Filter Housing vesdinmaluladTsueidnlames
ABNIOMUILSIEER 4.1 U5 Tigamgd 80°C

u Clean Pressure Drop fasnin 180 Jaduns wamwmﬂwammmmm 30 Wm/u’m
Vlﬂ‘]’]ﬂJﬂu‘U’\L‘U’l 2 U3

3.10 Nﬁﬁﬂm%ﬂlﬂiUﬂﬂiiUiﬁﬂﬂﬂﬂ FDA Lta“‘liqmuwwam"lmumms%'m GMP
4, ﬂﬂﬂﬁﬂuﬂﬂu 9

a1

4.2

HlAUBIIATRBuUY Certificate of Quality W38 Quality Assurance Certificate (luSuses
ﬂmﬂ']WWﬁ@lUiUUi”ﬂUﬂfuﬂqW) ﬂuQUUMiaﬂﬂmeﬂinvmwaﬁl Wialla\'isﬂaua”ﬂﬁ 'VI'UG\T\
‘Ui'i?WlNLﬁuai']ﬂ’lﬂqwsaul‘\.lLaua'ﬁ'\ﬂ'ﬂUQULauasqﬂ'}

NLﬂU@i']ﬂ']ma\‘l’ﬂﬂﬂQ WI'JBEJN‘UWLW 81 ﬂ‘uﬂ‘lﬂ.‘Ui‘Uiﬂﬂﬂmﬂ'\W‘MiEﬂU‘é‘Uﬂi“ﬂ‘LlﬂﬂJﬂ’\W Anade 4.1

: Lwammimawﬂmmwluuasm'\ 2 $u Teeldanluntsvaaoy 15 Yu nanisRarsadiy

Lanam‘ummwﬂam szwLauaﬁma"ﬂa\ﬁaaLsanﬂ'naamsmsaiml,aﬂmq e wnd
m’l*uma‘lumsmaauwLﬂuaswmmmLﬂumaaﬂﬂﬂmmaumwm
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wyavsin Tnensudadnfanduditesiesdoniesrndsmesuonsssiinduiy sailimeiivh
dryariiunsum 1ﬁﬁ§w‘§ﬁas§aqﬁsu’tm WAy

4.0 yadweufeaduyaniswdn (Batch vde Lot) iuafuitmun

4.5 wuInussy 1 Sw/naes uasdeaduussafasionlsanuianvindu

4.6 fiodilufusespunmvisluiudseiunumnlinmieuiuldnsesmndy
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. Wp Tdnseeennne v 0.2 luaseu anueny 20 7
. anwmzyiall \uldnsese mafldiy Stainless Steet Housing Selddmu

fuesiuumes vehawaieiaty dinmelulaitSoride s

. ANWUZIRNNY

3.1 Yanfilivildnse '

- Filter media Polyvinylidene fluoride (PVDF) vﬁa Polypropylene 38 Glass fiber
vi3e Polyzatrafluoroethylene (PTFE) w3a filter media ¥iia hydrophobic

- Upsteam and downsteam supoorts : Polypropylene
- Core and outer cage : ‘*olypropylene
- O-ring : Silicone %38 Vizon A

3.2 Maufoulumsuszneuldnias (Thermal sealed)

3.3 U@ pore size 0.2 micron (Rated)

3.4 wwwemueTUsEne 20

35 Huilunsnsediifosni 16 sr9cmns

3.6 awnsoiie@emelauild (i--line steaming) lovanensa

3.7 in3A Pharmaceutical grade
3.8 aunsnandldiu filter housing vosdininaluladfrfusidnildwed Tnglifewnulawie
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- G aueTrns oy Certificate of Quatity 30 Quality Assurarice Certificate(losuse AR

vsslufulsyiupunm) sustiuufediunnuidndidn wionasdouasssiiunsnuisviiaus
aumesluanesailiiuauesin |
4.2 ypaweudpatuganisudn (Eztch w3o Lot) iy

4.3 yunaussy 1 8u lugawanaiinldnaaanseans wiouuuu Certificate of analysis waseaziden
AanwzaWIsTRHER LT undBINTEAY TNLSsuNGs -
4.4 geuauidninmaluladtfusidnd o dnees 2.uassvdin
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1. ¥a Enseterna vnm 1.2 luaseu dwiueioanasiuunes Biofio 610
2. dnwasvialt uldnseswiinuvie YaneUaduidien
3. ANUASLANIE
3.1 Juldnsesuvie vuieen 66 wa. Yanedaduidien
3.2 Janiiliviildnses
3.2.1 Membrane: Hydrophobic PTFE
3.2.2 Support and Drainage Layers: Polypropylene -
3.2.3 End Cap, Core and Cage: Silicone elastomer
3.3 fildnsesdiln 4 Un dwivieadriusiiaionses
3.4 wun pore size 1.2 lupseu
3.5 Filter media Wuriinlsigadui
3.6 AWNSOMULTITUGIER 4.1 bar figumgdl 80 sseniwaLded
3.7 @l Clean Pressure Drop 1eunin 180 mbar f#isanisinaveseine 50 Nma/h (30
fi/min) fiausuedn 2 bar (29psig)
38 fuilumsnsadliidosndt 15 msan
3.9 amnnanaldiiu Filter Housing vaddinvalulag@asiugidndldwed
3.10 1Wuldnses Pharmaceutical Grade Yaanans pyrogens (LAL Test)
3.11 anunsaigudiodleth autoclave Tnaundy
3,12 HIUNNSYIAEDY integrity Test #38 Water Intrusion test

4. Jorvundus
4.1 windnueilasunsiusesn FDA uaslseugninlasuanasgiu GMP -
4.2 HLau9sIAIRB LY Certificate of Quality w3 Quelity Assurance Certificate (lu§uses
- aunmvdsluiulssiugua) duatuvdeduuainuidnguan wieuasdenasyseiuns

vitnglaueraumisuluaueraniuiuiauesian |

4.3 gauearesindsinegnyainniuiuluiusesnnnmwisluiudssiuauniwenude 4.1
wevihnsmeaeiunwlitosndt 2 $u Tasldnalumeeaey 15 fu wanishesanduen
avSvoanauadnd Faflausnmasiiosioadunddomevioliusilan 318 wndaidstelu
msvnaeufiaueseiouiuoenaildieiiioun
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4.4 dlegnelsvinisdaeuredd neangnssunensaiuariglieuimsgusiedisnings

dweu Wemnaeuauamlunislinusds lunsdilisunmeasunmua nauladniay
anidndgyeyviui LLastmsté’aa%’uﬁwaum'awaLﬁamsﬁ%Lﬁﬂ%uuﬁmmﬂvi’w'lﬁﬂ'ﬁwam
ngavedn Taonsuladnianduiflesiosdundasdudomesuovaniaduly Failansiivh
dynniunsus Lifavdfesteadeulag sy |

4.5 sesilluiusesnunmwiteluiudseiugunwlinmieuiuldnsemnsu

4.6 yadweusouiiugansdn (Batch v Lot) ieafurinn

6.7 wwaussy 1 Swndes uasfuussyiusionlsseududn (original packaging) iviiiu
4.8 dweuidinmaluladfausidnd o.Undes Lunsswiin
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