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S8azIBYnAMENYMZIANE
1. %9 Membrane valve Ju DN 8 Diaphragm tdurugudnans % 13
2. anwauznall Wulgifudwmduunwusundmidlunstatasdaviafiusiegne waznsasenme
Turuaunsudniady

3. ANWUZIANIY

3.1 Julsfundnaingnseiia EthyLene Propylene Diene rubber (EPDM)den muamﬂuuu Ny
Huwsuguasdifignan 2 3 fusnauais 2 vesdugsdmiuldfanguasion tofausiuens
sumthusiugnensanenslidnuazyundie nipple drufumdsnsinansdindnmungugiiuoonin
T dusBaduunudmudmiulauazland

3.2 U Membrane valve Ju DN 8 Diaphragm tdusugudnan ripple % ih

3.3 NuUNI9- mammsmuamwﬂwwo parnimalaunug0 it finrmiu 4 vif waflgumnd 140
aerLaaldyd uIu60 Wil Ainudu 4 vid 1§

4. Fan1uundy 9
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Fouazusziiumsussmiiauesimunluiuauesian nandaeidomanlinunmenuminsgu FOA
v3e EP

4.3 warnlsauilinaggu ISO 9001:2000 vislminilnsuuundngraniuiuauesim

4.4 faveradesindsegaiovhnmassuqamnlitesndt 2 §u mnelussesnadidmus
Tagldanlunsnageu 7 "‘a’u/cdamiﬁmswLﬂuLaﬂaméwaqﬂiﬂUQé’mi Fefiauesimasilosios

Sendndemevielauddlen 86 mnfidnldirelunimeasy favesadeuludeenarlidned

Vavian
4.5 yadwsussaduradnildingldnuuiney uanidugamsndnierfusiegefidmessy wasld

Nulsneffuindivessuuanurdniadulsaurnuaswinitlsevesdrinmelulad Tisuadn)
4.6 damauﬁéwﬁmylﬂlula?x%aﬁm%ﬁmi 2.U1N%89 .UASIVEIN

74

(W nindiey)

ik



-~

syl niulaudssanu 2569

| 10--00-69
FIURDYARMENYUNANE

1. o 1dnsesemedmiudumedoaraduasdehia
2. dnwazialy Huldnsesenmarlldiu Stainless steel Housing aelddm3udaumeades
waduaziiolisa
3. ANYUZIANIY
3.1 Yanildvildnses

3.1.1 Filter media: Hydrophobic, Polyvinyldene difluoride (PVDF) 30
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 ldanudeulunisusenauldnses (Thermal sealed)

33
34
3.5
3.6
37
3.8
39

wun pore size 0.2 luAsou

unAueMvesidnsaslszunn 5 3/8‘51
Hulumsnsedhitfesndt 0.215 - 0.28 As1eiRs

Juldnseswiln Sterilizing Grade

anunsaaldiu Filter Housing vasdrininaluladtsiasidnlanaf
anansonuLIIugegn 4.1 113 gamgl 80°C

il Clean Pressure Drop Hesni 180 fiaduns fidhsnsluavesarnia 30 Wa/ui
Frusuvn 2 uns

3.10 nARAuAlASUNNT3 U899 FDA waelsesnuiinlasuninsgiu GMP

4. daf1nundu 9

4.1

a2

FraussiAfeuu Certificate of Quality %39 Quality Assurance Certificate (lususes

Aammwseluuysziugunm) duaturiediunanuivngduin nfeuastauazlsziuns

Uiniauesainwdenlulauenanluiuaussim

Ao nadasdndwheteadisatuiuluiusesmunmvielufudsedunuammaiude 4.1
devhmsnaaeuaualitosndt 2 8u Taldnalumsveseu 15 fu kan1sfinrsanidy
wndnsvaansudadad defiauesianasiosisuiondndemevieldudelag Tla vnd
ﬁiﬂ%’d’\EﬂumsmaauQmuaswmﬁaqLﬁuﬂaaﬂﬁﬂ%wﬁﬁgﬁwm
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4.4 ypdssoudonduyaniandn (Batch v3o Lot) Redusionun
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| TyazidynaManBMZIaNIY
1. %8 l&nsesensazary aune 0.2 TuaTou ANe1 30 07
2. anwaenaly Wuldnsesansasansvasned miumnzidsayas wasidelidalsatn
gagiies

3. ANUUZIANIY
3.1 Yanildvinldnses
- Filter media : Polyvinylidene fluoride (PVDF) %38 Cellulose acetate %39
Mixed esters of Cellulose %38 Nylon 50 Polyethersulfone
Upstream and downstream supports : Polyester 38 PoLypropyLéne
Core, end caps and outer cage : Polyester #38 Polypropylene
O-rings : Silicone (double o-rings)
3.2 Tnwdaulunisusenauldnses (Thermal sealed)
3.3 WA pore size VBWHUNTDANITU 0.2 luATBU (Absolute rated)
3.4 yupanuevesidnseariiu 30 i
35 fuilumsnsadhifesndn 1.8 manaums
3.6 aunsaiadediolom (in-line steaming) lémanenss
3.7 03w Sterilizing Grade

Ly 3

3.8 awnsaadldnu filter housing apsdinmaluladffudidnslaned Tneldfossnulamie
uhlvdrunilsdrulavesldnsewisdu

3.9 ’?ﬁqﬁﬁnmﬁwLwiumaachuu'mgm USP plastic Test Class VI
3.10 @NSVINNIINAEDY Integrity test 16 mnud 3.3
3.11 181 Non - Fiber Releasing musnnsguwes CFR
4. Yarvundy o
4.1 whndusilaFunnsiusesan FDA warlssnudnanldSumasgiu GMP
42 fiauesimfeduuy Certificate of Quality %39 Quality Assurance Certificate (lu$usos
AauammIoluudseiununin) fuaduniediuianuisndudn wienastouazyseiuns
vidndiaueanndenluawesmluiuaussm

/4.3 faus...

-l

..)
£
s,



4.3

4.4

4.5
4.6
a7
4.8
a.9

D)

auliRlddmiuteulssanm 2569

-2

HiaueTInesdnassivegagafeatuiu Certificate of Quality %3 Quality Assurance
Certificate  (lufusasqunmudelusudseiunainiw smude 4.2 ievhnsnaasunmainl
Woenii 2 E’J/‘L.l nmelusseznanfiimun Tagldatlumsmageu 30 u wamsResanduen
Ansveansiuadnd Ssiauermasiiastesunddemevioliuddn q S8 mndaldanely
mInagou flauesmisudufeendlésreiomn
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wou ieneaounmanlunslinusts lunsdilirhumanasoununin naudedniazenian
é{’mmﬁuﬁLLasﬁmEquzﬁaa%’uﬁma‘um’amaLﬁamaﬁ'avLﬁmfﬁuLﬁaamﬂﬁﬂﬁmiméwamﬂﬂ 1ng
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Avdinefeaseulagindy
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Yndanaunouluganisndna (Batch visa Lot) Feafuriamn

uussyinsiainlseanuidn (original packing) iy
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TYALBYAAMENYUZANIZ

1.89 - 1énsesansazaty aum 0.45 luAsaU AN 30 5’1
2. &neausialy Lﬂulﬁﬂsaat,mLmuﬁ‘l‘imawamfwmmﬁua3%%&?‘1"1‘1/1%megsmmaa‘
wandolialsaunuasiidesreunsesineldnseuuiusy 111n 0.2 iAoy
3. ANWUZLANTE
3.1 Sagldvhldnses
- Filter media : Polyvinylidene fluoride (PVDF) %38 Cellulose acetate w30
Mixed esters of Cellulose %38 Nylon %38 Polyethersulfone
- Upstream and downstream supports : Polyester %38 Polypropylene
- Core, end caps and outer cage : Polyester w38 Polypropylene
- O-rings : Silicone (double o-rings)
3.2 Tgmndeulunisusenauldnses (Thermal sealed)
3.3 UIn pore size YosuKLNTBWINAY 0.45 lunsou
3.4 guinmuemvedldnseaviiu 30 i
35 fuilunsnsaslifosndn 1.8 msams
3.6 aunsatenderelem (inline steaming) lémanans
3.7 134 Sterilizing Grade %38 Pharmaceutical Grade
3.8 annsaaiulddu filter housing wesdrtnmaluladiifausidnildwed Inslidasdaulawse
wilvdhunilsdnlavesidnsontedu
3.9 JanithaniusunsesuIATEIL USP plastic Test Class VI
3.10 \{u Non - Fiber Releasing mummsg1uves CFR

a.dormundus

4.1 wandneilaunisiusesnn FDA waslsenuduanldsuinasgiu GMP

4.2 cgmuammmamuu Certificate of Quality %39 Quality Assurance Certificate (lususes
A mvselufuuseiugaunm) duatunsednuinnuisngudn nisuasdouasussiuns
vitnglauesiaunnionluausanlutuaussia

4.3 faueimdesindaiiedayaieifiuiy Certificate of Quality %38 Quality Assurance
Certificate (lu%’usaaﬂmmwﬁdﬁuﬂsxﬁ’uﬂmmw) pute 4.2 eviinisvnasunmATN
Laitieanin 2 a}t manglussgiaariidun Tagldanlunsveasy 30 Ju kanisfansan
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4.5 fosdilu Quality Assurance Certificate ThunwSaurfuldnsemnussgiom

1.6 yodwauFoniuganiswdn (Batch vio Lot) ieaustaun

a.7 Juvssysariannlsanudnds (original packing) Wit

4.8 wunusIgliiu 25 Su/ussyiom

a9 dwouiidninmaluladiiosidnd o Uindes s uasswdn
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