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3. ANWMUZEANIY

3.1

Yanildvinldnses

3.1.1 Filter media: Hydrophobic, Polyvinyldene difluoride (PVDF) 39
Polytetrafluoroethylene (PTFE), double layer

3.1.2 Upstream and downstream supports: Polyester #39 Polypropylene

3.1.3 Core, end caps and outer cage: Polypropylene

3.1.4 O-rings: Silicone

3.2 lganudeulunisuszneuld@nsee (Thermal sealed)

33
3.4
3.5
3.6
37
3.8
39

WU pore size 0.2 luAsau

duwANeMTeskdnTeaUsTan 5 3/8 i

Fuilunsnsedlitiesndt 0.215 - 0.28 AN519AT

Juldnseedla Sterilizing Grade

annsaanldfiu Filter Housing vasdiinumalulad@fusidnilaned
ANNTONULIIIUEIER 4.1 U1S figaumndl 80°C

{l Clean Pressure Drop Yesnin 180 fadund Mnsmsivavesenmia 30 Wa/unil
Farusurndn 2 vd

3.10 nARAueilaTun1IUe991n FDA waglssnuianlafunsgiu GMP

4. dan1vundu 9

4.1

4.2

mauaswmmamuu Certificate of Quality %39 Quality Assurance Certificate (lususes
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Wevhnsnaaeurmnwlifesnda 2 du lagldhalunsvaaey 15 Tu pan1sAasudy
wnansvsansuuadnd ézmmauaswmﬂvﬁmsmLsanmmamamaimwﬂm alé wnd
ﬂ'ﬂﬂmeﬂumswmaauNLauaiwmmaqLﬂumaaﬂﬂﬂmmaummm
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10-¢1-25-04
YavduaRuanYMzIaNE
1. ¥ l&nsesansazaty aurm 0.2 luAseu miue 30 99
2. anwznaly Juldnsesansaranevasnwed viumnzidsuyas wazieladalsatin
gavwindey

3. AnWEIANIY
3.1 Yanildvirldnsas

Filter media : Polyvinylidene fluoride (PVDF) %38 Cellulose acetate %159
Mixed esters of Cellulose %39 Nylon %38 Polyethersulfone
Upstream and downstream supports : Polyester %38 Polypropylene

Core, end caps and outer cage : Polyester 138 Polypropylene
O-rings : Silicone (double o-rings)

3.2 Tarudoulumsuszneuldnses (Thermal sealed)

3.3 WA pore size VBWHUNTOUWAU 0.2 luaseu (Absolute rated)
3.4 yanuemvesldnsoavindu 30 th

35 Muiflumsnsedhitfesndn 1.8 msawns

36 annsensededeleth (n-line steaming) Wvaneads

3.7 3w Sterilizing Grade

3.8 eusaanlddu filter housing sasdrinmaluladdfoeidasldned ngludosraulamde
whlvarundsaulavesldnsasisdu

39 YanTiwwinusiunsowinumInsgu USP plastic Test Class Vi
3.10 #WTOVINMTNAADU Integrity test 16 muda 3.3
3.11 U Non - Fiber Releasing AusmsgIuves CFR
4. Yafvundy 9
4.1 sdnfusilaiiunsiusesnin FDA warlsanurdnldsumnnsgiu GMP
42  flaueTIAIABILUY Certificate of Quality %38 Quality Assurance Certificate (lususes
Aunmvisaluudszdugmnin duatunieduuainuisnduin wiouasdouasyseiiuns
uidndlauenaaniealuauenaiuiueauesan
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graneTadesindwitognsymifeatuiu Certificate of Quality 138 Quality Assurance
Certificate (luSusasnmamwialufudseiunainm) mude 4.2 tievhnismaaounmanlyl
weundn 2 @4 nmelusgeznandiimun Inglinarlumsvaaeu 30 Yu wansRisrsanduien
AvBvansiUadnd dafiaussianasiosioaienaudemeviolfudiln q 218 mafdaildangly
msnagou faveredaududeandlddreiiomn

defuelsvihnsdesureida menugnTIMInTaTuarliEldauinisguiisgnaanyads
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é’zyiywﬁuﬁua3@%18%5@&%’@%%6{@&4@Lﬁama'ﬁ%Lﬁm%ul,ﬁawmﬁﬂﬁmiwéwqmzé’ﬂ 1ny
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andinsdeuioulaepiedy

Aaaillu Quality Assurance Certificate Wm1W%@uﬁu15ms@ﬁﬂﬂu3iqﬁm‘ﬁ
yodweudsnduyanisnan (Batch n3a Lot) ieafuvimun

\uussyiaeianlssududa (original packing) Wiy
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10-8-25-05
SUazBYARMEnYMZANIZ

ldnseeasazae vue 0.45 ATy ANE1) 30 1

2.8nwaziall uldnsesususunldnsemeuvherfivasdfudwiume dsaad

wazi¥alhdalsaurnuaswinlesnsunsesmeldnsouuuusy vun 0.2 luaseu

3. ANWUZLANIL

3.1

3.2
3.3
3.4
35
3.6
3.7
3.8

3.9

Tannldvildnses

1

Filter media : Polyvinylidene fluoride (PVDF) 38 Cellulose acetate #50

Mixed esters of Cellulose %58 Nylon %38 Polyethersulfone

1

Upstream and downstream supports : Polyester %38 Polypropylene

i

Core, end caps and outer cage : Polyester %138 Polypropylene
- O-rings : Silicone (double o-rings)
Tfmusoulunisusznouldnses (Thermal sealed)
U pore size YasusUNTaNIIAY 0.45 TuAsouy
gunaAUEvedkdnsaarihiu 30 47
Huilumsnsedldtfosndn 1.8 ms1auns
annsodssidaseledn (n-ine steaming) lévanaads
\n5A Sterilizing Grade 138 Pharmaceutical Grade
annseanldnu filter housing vesdtnmaluladfidusidnildwed lnglifesdinuuamss
wilvdunilidnlnvedidnsonioay

Fanfihaviusun e unnsg I USP plastic Test Class VI

3.10 1lu Non - Fiber Releasing mumnnsguves CFR

4. 43MAUADU S

4.1
4.2

a3

winsnulaTun13uTenn FDA uaglsenudndnldiuunsgi GMP

cgt,auaswméfamuu Certificate of Quality %39 Quality Assurance Certificate (lususes

auamvielufuuseiuqauam) duatundediuranuismindn nieuasdeuazuseviuna

uTtngiauanaunievlutauesanluiuaussia

grauesimsadadeiiegeyaiedtiuiu Certificate of Quality 3o Quality Assurance
Certificate  (luFusasnmnrnwvsaluiudseiuamunin) aude 4.2 Lﬁaﬁwmsmawﬂmmw

litpanin 2 a}J mmaiusuaunmwm‘wuﬁ Tagldiarlunisnagou 30 fu nan1siiansun
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Lifanifasteadevlasiedu

4.5 faafilu Quality Assurance Certificate TinnSeuduldnsamnussqsiue

1.6 yradmouisuduganndn (Batch vide Lot) Werrustenun

4.7 Juussiaeinnnlssnududn (original packing) Wit

4.8 vuauTIRiAY 25 Su/ussyine

4.9 dweviidinmaluladfiasidnd o.uindes s.unsswdn
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