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3. BNWMZIANIE

3.1

Faniltiludrusznaues

- Filter media : Polytetrafluoroethylene (PTFE) %iis Hydroghobic
- Upstream and downstream Supports @ Polypropytene

- Core and outer cage : Polypropylene

- O-ring : Silicone %3 Viton A

3.2 l¥msvasrazaislunisussnavtdnges (Melt-Sealed Construction)

33
34
3.5
3.6
3.7
38

YR pore size 0.2 micron (Rated)

MNARIHETIUTENN 10 i

aunsailngledfigamgl 121 ° C iy 1.0 113w 60 Wi
fufllunisnasslitiesnth 8.6 TN

Wuwila Pharmaceutical grade
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1. 98 Wnsenth vun 1 luaseu wua 20 i
2. dnuasnialy  uldnsesweneuvia Thermally bonds pure polypropylene microfiber into a
complex filter matrix wipiuwiniidlunisnsenit Deionized water fis@ald nouse
Deionized water 1ngssuun1suinindu
3. AMGNWMSIANIY
3.1 Filter media : Pure polypropylene microfiber
3.2 Dimension;1D. = 1inch. (25 mm.)
0.D. =2%inch. (64 mm.)
3.3 Micron rating = 1 micron
34 WIAAINETI 20

3.5 ¢ipalaifl Additive, Resin Binders, Lubricants, Antistatic ¥3e Release agent Ail4lunswdn
Cartridee filters

. 3.6 HWNWIFIU United Stated Food and Drug Administration (FDA) &3U Food wag

Beverage contact

3.7 gunsnaauldiu Fitter housing vesdrtnimalulad¥ifurdnilaned lavlifewnulas
vieudlvdumildnilnvesidnsasisdu
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1. %2 énsawh v 1 luasey wue 40
2. dnwmsiall  Juldnsewenauvils Thermally bonds pure polypropylene microfiber into a

complex filter matrix vEaeuwihildluntsnseai Deionized water Gl fou
$ei Deionized water Lhgszuumsndnindu
3. ANANUSIANTE
3.1 Filter media : Pure polypropylene microfiber
3.2 Dimension;L.D. = 1inch. (25 mm.)
0D. =2%inch. (64 mm.)
3.3 Micron rating = 1 micron
3.4 MARNET 40 T

3.5 Roshid Additive, Resin Binders, Lubricants, Antistatic #30 Release agent alunnsaan
Cartridee filters

3.6 R United Stated Food and Drug Administration (FDA) §1%3u Food uae
Beverage contact

3.7 aansaauldnu Filter housing wawdininaluladinneidailaned Tnelddasdnulas
vidauAladuviisanlaveddnsosisdy

4. datvuadu

4.1 favemendasindwhesaiohmveaeunuamwlitesndt 1 gn mandlussasnaniidinun
Taelfinalumanageu 15 Su mamsfosunduendvivesnsautadnd fslauaseasilasias
GenAndemevseldudilan 818 wneldsnelunevesey auesmdadufosndlésed
iy

0.2 yawoudaaiuradmivavidugenisdn Batch vie Lot) iWeniuivn

4.3 wausey 1 sulugenanafnuieninseay

1 n=l o oS =t ey ot ot I3 ] -
4.4 geupuidrinmelulaiiiduads) o.Undod 2.UATIVEN
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1. 49 nseah wunm 5 luaseu mawen 20
2. dnweioly WuldnTeensnausiin Thermally bonds pure polypropylene microfiber into a
complex filter matrix wiaifeuwiiildlunisnsanh Deionized water fin@als Aause
1} Deionized water ifgssuunisniinindy
3. AnYAILANIE
3.1 Filter media : Pure polypropylene microfiber
3.2 Dimension: LD =1inch. (25 mm.)
' OD.  =2%inch. (64 mm) -~ -
3.3 Micron rating = 5 micron
34 WAATINET 20 i
3.5 fndifl Additive, Resin Binders, Lubricants, Antistatic 38 Release agent fil#lun1in@n Cartridge fitters
3.6 ciﬁumw‘imu United States Food and Drug Administration (FDA) #1130 Food way Beverage contract
3.7 annsnandldiu Filter housing vasdinvaluladifriuednilowed 'Eﬂa‘lumaqmﬂuﬂaq
visudlvdunisdulavasidnsaatadu
4. fafivuniu q
- 4.1 flausafeanuy Quality Assurance Certificate Auatunsdunanudminan wianasiauas
Ussiiunnuisndiauarmimiastuauesmiviuduses
42 favermiarindietaievhnmedeuaunmlidesndt 1 (8 Sv) wluiuiifmua Taeld
walumsnageu 15 Fu nansiinsanduendnivensuuadng dufiauasmasiiosiauien
Andamevieliuddag A wnfialddwlunmsmeaeu dauemmieatiudaanailisroifmun
4.3 gadwsussaduvedimivasiuyanisudn (Batch via Lot) Weafukavun
4.4 wumusiy 1 du/ndes lugamanadnldnasenssane mnlsanuin
4.5 dusuiidninmaluladd:iustdng ontes v.uaTsein

Usssmunesums  a¥e ... ' \L .................... RTINS
| (nsunAn yadu)
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(wegann Wnbme) (U¥aTINTUAN Yanaw) -
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FEaBYnAMANYLLANIY

1. o Tnseni v 5 luasou vuaa 40 i
2. dnunealy duldnsemeznoutiin Thermally bonds pure polypropylene microfiber into a
complex filter matrix visaifisuwhiflflunisnsesih Deionized water dnlé nousne
1} Deionized water Whgsruunsnaniadu
3. AUENHMZIANIE
3.1 Filter media : Pure polypropylene microfiber
3.2 Dimension;LD. = 1inch. (25 mm.)
0D. =2%inch. (64 mm.)
3.3 Micron rating = 5 micron

3.4 YUIRANET 40 10

AN

3.5 diachill Additive, Resin Binders, Lubricants, Antistatic %38 Release agent #ldlunsuan
Cartridee fitters

3.6 WMAIETY United Stated Food and Drug Administration (FDA) @3y Food way
Beverage contact
3.7 ensnailadu Filter housing vasdiinmeluladffusidailoned nulidasnuas
vioudludunilsdnilavodidnsosisy
4. Fetmundu 9
6.1 favenendedndihegaiievinvnasuannwlitesnit 1 9a naneluszesianfidmus oy
nailunsveaeu 15 fu sansiosadhuendvivesnsaednd Jufiauesmaziosionon
edemnevselsndidag S8 wnfldnlddrdlunmsmeaey favermdeadufesndildineiivioms
42 spdwsuianduvedlmivasuganisda (Batch via Lot) ieafuivun
( 4.3 wuaussy 1 dulugwanafnviiensnsvae -
a4 dwoviidinmeliletiingidnd oo suassedn

e
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neloe ainszlaw)
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seazidunnnanYMsanTg

1. %o Tdnseannusudmiunsasmnwaduaniilada suna 2.0 luasey awem 30 S
2. dnwausialy  uldnsesmiusuilddmiunsesmnisaduasiib¥alilausannasney
naumsynlsadadu (Concentration)
3. ANWNYLANIE
3.1 Fagildvinliildnses

- Fitter media : Borosilicate glass microfiber
- Upsteam and downsteam supports : Polypropylene
- Core, end caps and outer cage : Rigid Polypropylene

, - O-rings : Silicone (double o-rings)

3.2 YU pore size TBIMRUNTBINAY 2.0 luaseu (Nominal)

3.3 quanenmemvesldnseaintu 30 i

34 fuilumsnseshitioundn 1.38 sns1amns

35 annsomussiunaElFruldinnndt 30 11§ feamall 25 owneaBea

3.6 awnsaieindeselath (n line Steaming) WWhitaundn 10 afs

3.7 annsnawldiu fitter housing vasdininaliuladffuside? ldwadlnvlidoswnivamde
utledndlavesldnsenisdu

3.8 Japinhswhuwiunseshusnasg e USPSS Reactivity test for Class VI plastics

3.9 Bacterial Endotoxin < 1.0 EU/mL ns7asulasivaiin Limulus Amebocyte Lysate
(LAL) Test

NI

4. Farmundu o

4.1 whafusilaun1siuseann FDA uarlssnugndnlafunmsiusewnmsgty GMP

4.2 feveramrsauuluiusesnuniw Certificate of Quality w3e Tuduusefiuaniaw (Quality
Assurance Certificate) fiuatiuvoduunanuidvdudn wieuasieussuseiunsuisndiaue
menwieuluevesluiumiem

43 fraueranesindeiediegaliediufiu Certificate of Quatity w3e Quality Assurance
Certificate (lufusasnmuamuieluiudssiugmam) mude 4.2 Wevinmsvmeasugunwlsl
Zoundt 3 Fu maelusseznatiirovun Teglfnarlunisveaey 30 Yu wansRnsandu
nanivesnsuladnd feflaussimaresiaadondndemeviolfudda q Jl¢ vnd
frlddelunsvaaeud taussemdeadufesndidieiiioun
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4.4 Lﬁaﬁ‘mlﬁﬁﬁnmimawmLLé"mwﬂmznsimmmma%’uas’lﬁ@%’muv’hmszﬁuﬁ’aﬂ&hqmnﬁﬂﬁq
sy ennaougainlunslinuede lunsdlifbiiunsvaaouganim nsanednsazanian
é’fusg'aﬁuﬁLLazcj'maazéx’aaé’uﬁmaudawaiﬁamﬂﬁ%Lﬁm’ﬁmﬁaqmnv‘iﬂﬁmmﬁwqmzé’n Tn
murdnfasduiiedeidentosddoneduenasintuiy  Feilfneivduntunse
1ifAvisTasdaadoilag fedu

4.5 sosllu Quality Assurance Certificate Tumiouiuldnsas

4.6 yodweudouduyamandn (Batch ve Lot) Weatuiomn

4.7 Whuusssasinnlsulign (original packaging) ity

4.8 YUIRUTITININANT 3 S UTTsioe

49 deouidminmaluladffnsidng o.inmes 3.unsrmdin
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Tgad ﬂﬂqmﬁnﬁmsmww

1. %a &nsesansazans wwm 0.2 luasau anuem 30 i
2. &nwasnaly Duldnsssensazanevaon@edwmduiwizidnugad uazivelrddlsaiin
sasinlos

3. ANWMIANIY
3.1 Jagildvhldnsas

Filter media : Polyvinylidene fluoride (PVDF) %38 Cellulose acetate wip
Mixed esters of Cellulose %150 Nylon %38 Polyethersulfone
Upstream and downstream supports : Polyester %3® Polypropylene
Core, end caps and outer cage : Polyester %39 Polypropytene
- O-rings : Silicone (double o-rings)
3.2 Mamfaulunsuszneuldnses (Thermal sealed)
3.3 U pore size UDUNUNTDUNIAU 0.2 lursou (Absolute rated)
3.4 wnamnusTvesldnseauviniu 30 ih
35 fudlunsnsedlsiforndt 1.8 msnaams
3.6 awnaniuhdefeleth (indine steaming) WWnanunds
3.7 i@ Sterilizing Grade

3.8 aansamuladu filter housing vesdinmelulaiduusdnildned lnelifowinudawie
ulvdrmmiselavedidnsoniody
3.9 faafinmyinusiunsesiumasgiu USP plastic Test Class Vi
3.10 ASOVNNIVIAGEU Integrity test 14 aade 3.3
3.11 1{lu Non - Fiber Releasing MNNRSgIUYes CFR
4. fafmuniy q
4.1 windsildsunisiusesann FDA uaslssudninlaiuinasgu GMP
42 flauesianfeskuy Certificate of Quality %38 Quality Assurance Certificate (lususas
annmrssluiutsziugunm) fuadurdediunanuivniuin wieuadouasuseituns
Uienglauenmnndaluavesieiluiuauasm

e
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4.3 flaueafiesdadefiradreyaifieniuiy Certificate of Quality nFe Quality Assurance
Certificate (lufuseasmammielufudssfiuannin mute 4.2 Wevimmaaauamnmlyl
oeni 2 du sneluszaznaiiimun Tagldnalunisvnaey 30 u kansRarsanfuen
avdveansuadnd Safauesaasiadaadsnademevieliutila 4 il wnddildswl
managey flauemimdoatugeenailizheiinmn

4.4 dednelihmsduovvends memuenssunsenefussiildauimsduietrsmnyads
wov enadavgoinlunslinueie lunsdiflaiunmamasouamnn asedaiavonidn
ﬁ'rgfg'lﬁuﬁLLazriJu"mmsﬁm%’Uﬁﬂfuwcaiammﬁamaﬁwﬁm%uLﬁaamnﬁﬁ'{ﬁnﬁwéwqmzi‘n ne
naladnfenduitesieauntosrdmesuneasiintuiy iedfmeivindaantunsuslud
avdTesouteulanidy

4.5 ey Quality Assurance Certificate Wiwiaufuldnsamnussadngd

4.6 yrdweusionduyanisndn (Batch 3o Lot) Wefuviovum

4.7 Wuussyfudianlssnuduin (original packing) Wit

4.8 uausslliin 25 Su/ussqsing
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T18AZIBYARMANYMSIANE

t&nsesemeniin Air filtter'cartridge for fermentor 5,000 &ns

2. anwasviakl Wuldnsesiilddwiunsesenniadmsuda fermentor 5,000 8as
3. ANEUEANIZ

3.1

32
33
3.4
3.5
3.6
3.7

Saqiilivildnses

3.1.1 Membrane K8#31n Hydrophobic PTFE

3.1.2 Support and Drainage layers ¥1a1n polypropylene

3.1.3 End Cap, Core and Cage %1311 polypropylene

3.1.4 O-ring Y3 silicone elastomer

3.1.5 Intemal Adapter Support Ring flansnsaifeurefuvioaumuaaaials
aunsamineymenaainuung 0.2 luasouluwaanas uasiine 0,003 luaseulufine
mwuﬁlunwsmaﬂuuaaﬂm 0.14 FNILRS %58 1.5 mMTemm

fl#in Differential Pressure ihffu 200 mbrad w8 2.9 psid ne¥afiusesiu 50 Nm/h %o 301"t3
gansnarwianu Filter Housing wesdtinmaluladiffusiandlawon
ANNTONULTIAUGE® 4.1 Ung ﬁqquﬁ 80°C

wanfaelaTunsTuTemn FOA uaslssuinaaldsunnsgu GMP

4. danmundy o

4.1

42

- 4.3

HlaUDIIAADILUY Certificate of Quality ¥38 Quality Assurance Certificate (lu¥uses
aunmwieludutssiugunm) fuaturieduunanuisninin wieuadouaslsedunsy
Uitnglauenmumisdluawenanluiuauenan
Hlavenawioriediiegsyaiteriufiuluiusesgunmmvioluiudseiununmanude 4.1
wevmseunmnmliitiosndn 2 $u Tnglfnalunsmeasy 15 Su namsResanduendnd
vounsadni Sefiausneaeitesiosdonaudvnovioliuddlag s mndeldsreluns
weoy fauermdoadudpendiddeiivomn
Wefneldhnsdweurend memnznssinsnseiuselilfnuinsduiesian
yrdsey aveaeuammmlunsliouads Tunsdiflbiunismageunmnm naaeded
“snLﬁﬂé’mmfsﬁuﬁuﬂ“cﬁ"uwmvﬁaq%’Uﬁm’uauﬁawmﬁwﬂaﬁmLﬁﬂ%mﬁaamﬂﬁﬂﬁmiwﬁm
A IﬂanmﬂﬂﬁmauLﬂuwﬁmimL‘sansmmLawwaua’mvmmmuuu Failfned
Fdyaniunsus Liavifessosdeilay fdu
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4.4 ypdsweudeaduynmsnin (Batch v Lot) Wenfuiiavun

4.5 wuessq 1 Sw/ases uasdeaduussyfusionlamudnwiiy
4.6 neulluiusesnunmvioluiulssiuguamlinmiantuldnsemndu
4.7 dusviidninmelulabifneidn o.uintes .unssvdn
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l&nspsemadin Ar fitter cartridge for fermentor 50 uag 500 ans

anwuzll  Wuldnsesilddmiunsasenmedmsuds fermentor wineds 50 uas 500 s

ANWSIanIY

31

\hil&nss Cartridge iin EMFLON filter cartridge Tnedauma Cartridge WuTanwan
Polypropylene (PP) + polytetrafluoroethylene (PTFE)

3.2. Envesliduriugudnanalssing 4.22 gu. AruenUssuna 6.135 .

3.3,

34
3.5

3.6.
3.7

4.1

4.2

a3

gl ivitdnsos

3.3.1 Membrane #&n31n Hydrophobic PTFE

3.3.2 Support and Drainage layers 1910 PP

3.3.3 End Cap, Core and Cage ¥1"137n PP

3.3.4 O-ring ¥11370 silicone elastomer’

3.3.5 Intemal Adapter Support Ring flanansoifondefuveausuiaasiald

Micron rating : 0.2 micron liquid, 0.01 micron air

aunsaauldiv Filter Housing vesdinumeluladfidoueid@nilawon
snnsofleindeselethfigamai 121°C ey 1.2 bar 60 influavouusidfunumaneads
HERAUAIATUNTITUTOIRN FDA uaslssnmudrdaléifuinnsgiu GMP

v oo =
. TRNTAUABUY €

RlAeTIAABILUY Certificate of Quality w3a Quality Assurance Certificate (luuses
munwmselufulssiugunm) suatuvledunanuitvingn wienadeuasuseiiunm
vitnilaueseinwiedlulauemanluiuiaueien
Havesimfesidsiodeaidvaiuiuluiusosunmvisluiudssiununmeaude 4.1
dovinsmeseuuawliivoendt 2 $u Tadldnantunswasey 15 $u mansRarsumdu
indvisresnsuuada’ Sefiauerenasfiasouionndevevielfuddlag 418 mnd
Aflielumavaaey feusmmdoadufeendlidoitomn
Wedunglévmsdsouresdy mensnsIIMIRT I Fuaididehntsdusihedneen
gdweu iavsseunaalumslinuede lunsdfilishunsvageusmam nsudeded
-'a:mnLﬁﬂﬁmmwﬁuﬁLLass}'ma%ﬁm%’uﬁﬂ'z;auc'fiamal,ﬁﬂmﬂﬁaz&ﬁﬂ%uﬁmmnﬁﬂﬁﬂﬁﬁﬁm
wgaedn Tnonsulafnienduiflesiosfontesindemesuonsssifotuiy i
Mindyandunsus biffavifesteaelag edu
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4.4 yadwaurpalugamsudn (Batch w3 Lot) Wenduramue

4.5 YuAUTTY 1 du/naes LLavmaswumwnmmmnismuwmammuu
4.6 Wmﬁ'lususENﬂmﬂ’nwma'lmuﬂi”ﬂuﬂmmw‘lwmwsamu‘laniaamau
0.7 deeuidwinmalulaidiiusidnd o0 ndes supssiein
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TWATIHAAMANYAIANIY

1. %8 1&nseeernmuiin PVA-Filter Cartridge CF-50
2. anweusialy HuldnsosemeRldiudamy (Fermentor) us 2,500 875 300 8w

100 8as wae 30 ans NidlunswzidoasadiftendnliSalsatnuazwniition
3. ANWMZIAWAY

3.1 Juldnsesenmuuy Cartridge membrane filter

3.2 # Filter media Lﬂﬂfﬁﬁ}‘dﬁﬂ Poly alcohol (poly urethane acrylate) wazilusiin Hydrophobic

3.3 @09 Cartridge-supporting wire netting 1Dy Stainless SUS 304 uay end cap and base W
Alurninium ag4f

3.4 UMDY Cartridee

- B ugunaeuendraw UALas§ U0 40 ilafweg

- ANEITIITeIgIUTBLayia 62 Ladums

- Tnsivaiuresena 50  Amsseud
- yvesldnsas (Pore Size) flvuna 02 lumseu

3.5 Micron rating: 0.2 micron liguid 0.01 micron air

3.6 ldnseatlaumsaiiendodelothiigumgiliitiesnd 121°C Aemusulitosnd 1.2 v
w60 uit Frlduanoade

Fafvundueg

b

4.1 TssnugrdaldSunsiusesnmsgiu 1SO 9001: 2000 Fuly
4.2 gavenimrsniwreganieynimegeunmelussssnaiiimn s 1 §u

4.3 lénsetwsmvamulatiu Filter housing veifaunizifenwaduasdwinmaluladiidnsidnsloned
4.4 \Wuredvalieeldouunnou

4.5 ussglumaueiiuesgnlsnugiugn (Original packing)
4.6 awpuidtinnaluladdifugidnd o dndes v.uass i
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