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33laﬂsaammﬂmmumwavmmmaa LLauL%aiﬁiﬁ mmu 1208
A1 12, 626.00 U/Su 1Bty 1515, 120 00-UM -

4. Jufifnuuasiannans ('5'1ma'ma<1) o Tuil oo mamau 2568
Dl 2,067,111.60.u1m (ammuviﬂwmumwwmsaamLammwnauamﬂﬂ)

4.1 "Laﬂsaqmmﬂmmﬂ 0.2 hmiau mmma 20. u’g mmu 10 oU
$1A1 44, 405.00 mm/au LUUNU 444 050.00 Y1M- e g "

4.2 ”Laﬂiaqmmﬂﬁzmm Air Fllter Cartndge for Fermentor 5 OOO am mmu 8 du 5
1A 13 492.70 vav/ou Wuily 107,941.60 UM

431aﬂsaammﬂa’mwmLWW”Lawwaa wasidelda swnu 120 8y
3101 12,626.00 v/ou Wuku 1,515,120.00 Uy i ‘

5. Lmawmmaas']mﬂma (i']ﬂ'l‘e‘ﬂxiil\‘l)
57801591 1 3’1mszjaﬂsqammmw 2 fiugneu 2567 mmmmmw 53/2567 (a'mi)
aciufl 9 WA 2567 e 44,405. OO YIN/DU LUuLau 444,050.00 um.
'iwmsw 2 suaiwmﬂsqammmuw 15 NNTIAN 2567 mmammmw 52/2566 (ami)
arfufi 12 uamau 2566 A7 13,492. 70 U'm/au LUuNu 107,941, 60 mm
9857 3 iwm%aﬂsqammmum 2 fueneu 2567 muamm'u,aﬁuw 53/2567 (av1%.)
actufl 9 qumﬂu 2567 577 12,626.00 Uw/du 18uidu  1,515,120. 00 Um
6. '5'1asualmwu'mwﬂfmuﬂ'a"m'maw ('i'm']mam) NNAY

6.1 ma‘twvaa Tanwma maamuwmmmmmswmw
6.2 UEINWNT mmmmusm meuﬂmuﬁimsmmmmu
6.3 uwarianted yyndes i sian
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1. %8 ‘ T&nsagenie vum 0.2 luasau Anue 20 97
2. dnweznaly Wuldnsesenaidiu Stainless Steel Housing Fdlddwsu

favasuwas vewuhewuaiSeindu dinmelulattisusidns
3. ANWAIZIANNZ '

3.1 Fandlivildnses
- Filter media : Polyvinylidene fluoride (PVDF) %38 Polypropylene %38 Glass fiber
| %30 Polytetrafluoroethylene (PTFE) #30 fitter media %fla hydrophobic
- Upsteam and downsteam supporfs : Polypropylene
- Core and outer cage : Polypropylene
- O-ring : Silicone %358 Viton A
3.2 Tganudaulunisuszneuldnses (Thermal sealed)
3.3 29U pore size 0.2 micron (Rated)
3.4 YUIAATNETIYSTINN 20 1
3.5 Muiflunsnsedlsitdesndt 1.6 msawms
36 aunsafeindeigledild (in-line steaming) lévansns
3.7 n9m Pharmaceutical grade

3.8 awnsaalanu filter housing vesdtinmaluladifusdnilonen Inglifaasinulawde

uhlvguniladnlaveddnsasidu
4. derviunu 9

4.1 JleueTImfBaLuy Certificate of Quality w3e Quality Assurance Certificate(luSusesnmnm
vielufulsziugainin) fuatiuredunmnuismduan wienastauasussiunsuiondiaue
Mammedluawesaluiuduesm

4.2 ypdaaudealuganismdn (Batch vie Lot) e

4.3 vunaussy 1 ou lugananadnldndesnsyaiy wdeuuuu Certificate of analysis uagseazidun
AruANYMBIAMEsIRINTRTUTUNFBINTEANY NLTUGHER

4.4 dweuiidhinmaluladdafasidnd a.dintes a.unssmdn

UTEFWNTTUNT DD oo (waqﬂ ...................... n3IUNT
(UnBUNAN Lad)
NI R Q\ ...................... NITNMT aade 7V/ ............ NITUNITUBZAYIYNNS
(Weann Wnlslame) (UIETINTUNY YanaN)
4 ’L& [
MUD s O NTTUNTTUASHUIVAVIYATS
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IUALIDUARMANBAUIANZ

1. %9 lﬁﬂiaqmmmﬁ@ Air filter cartridge for fermentor 5,000 a5
2. fnvaisiialy Huldnsesiilddmsunsasenmedmduss fermentor 5,000 3ns
3. ANWUZIANIE

3.1 Janilivildnses

3.2
3.3
3.4
35
3.6
3.7

3.1.1 Membrane u@na1n Hydrophobic PTFE
3.1.2 Support and Drainage layers %1370 polypropylene

13.1.3 End Cap, Core and Cage %1327 polypropylene

3.1.4 O-ring AN silicone elastomer
3.1.5 Internal Adapter Support Ring ﬁmmiﬂL%amiaf‘ﬁ’wiaaumul,aaaﬁalﬁ

ﬁ’]@ﬂiﬂﬂ’]ﬁ]ﬂ@ﬂﬂ'\ﬂ‘ﬂaﬂﬁ]ﬁ‘UW‘U‘u’]ﬂ 0.2 1Nﬂ38ﬁ1ﬂ%80LWﬁ’) LLa“"Vl‘U‘LJW\ 0.003 ll.lﬂi@‘lﬂ.uw’l‘?j
MWUﬂUﬂTﬁﬂSE}Q\LNUBUﬂ’J”I 0.14 g1313un3 %39 1.5 mmw\lm

1I#1 Differential Pressure Wity 200 mbrad %38 2.9 psid Tae¥afiused 50 Nm >/h vide 301t

aunsoaduldnu Filter Housing waqmuﬂLWﬂIuIaﬁmﬂmmamﬂﬂwam
anansanuLseiugedn 4.1 uns figamgil 80°C

wansausilATunn33UTeaIn FDA uaslsenuduanladfusinnsgiu GMP

4. Yanvundu o

4.1

4.2

4.3

Q”Lauaiﬂmﬁamuu Certificate of Quality %39 Quality Assurance Certificate (ususes
Ao msaluiulseiuamnm) fuaturSedunanuieninan ndouadauazusesiuns
Uisniauasiannwianluiauesanluiulauesim
mLauas'mmawmaamamwﬂmEnﬂuﬂ‘uluiU'sENﬂﬂ.mwwwsa“lusuﬂsvﬂuﬂmmwmma 4.1
Lwamaammmwhuaamw 2 8u neldnanlumamaasy 15 Yu wanisinsaduonans
VoINTUUAFH smng,l,auaiwm%ﬁmiaqLismml,aamamaimLwﬂm file mndenldanelunis
Ao B’J'LauamméfaeLﬁuﬁaaﬂﬁﬂ%ﬁhaﬁﬂz\mm

Luawmaimmmsamawaaum mennznssuNMInTIugvgldanurinisduiediain
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4.4 yadweusipulugnansuda (Batch vi3e Lot) ieniusiaun
4.5 quiausy 1 u/nde uagfouduussgiaurianlsanuduaaniny

4.6 sesillufusospunmieluiulssiunanimliumndeusuldnsemndu
4.7 daeundninnalulag¥ifnsidnd o.0ndes 9.uasswiin
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FIURLIDYARMENWULLANTE

l&nspsenmadmdudamsiasusasuazizelada

2. dnwaizinld \Hhildnsesenmeildiu Stainless steel Housing Faldidmiudamieidas

Wwaawaziatiya

3. ANWUSLANIL

3.1

3.2
33
3.4
3.5
3.6
3.7
3.8
39

Famildvinldnsg

3.1.1 Filter media: Hydrophobic, Polyvinytdene difluoride (PVDF) %59
Polytetrafluoroethytlene (PTFE), double layer

3.1.2 Upstream ard downstream supports: Polyester #3a Polypropylene

3.1.3 Core, end caps and outer cage: Polypropylene

3.1.4 Q-rings: Silicone

Teanusaulumsusenauldnses (Thermal sealed)

YU pore size 0.2 Aoy

gumsemvedld@nsesszana 5 3/8 2

Huiflumsnsedhitiaendn 0.215 - 0.28 msewms

Juldnsoswiia Sterilizing Grade |

anansnsauldfiu Fitter Housing vasdsinnalulad@fusidnilined

ananFanuLIeiugeEn 4.1 Und figaimgl 80°C

il Clean Pressure Drop fesndn 180 fiaduns Mdnmimslvaseseinia 30 Wa/und

firndurdn 2 v

3.10 wdnfueildfunisfusesann FDA uaglssnududnlasusnmsgiy GMP

a1

4.2

4. danwun3U 9

Q’Lauammeﬁ’amuu Certificate of Quality %38 Quality Assurance Certificate (luSuses
annmwvieluiudisiuaunm fuatuveduunanuismduan niouasisuasdseiuam
Uitndiauasaunwionluauemaluiueuesan

ArauanadissindeinetsyaietuiviuiusesnunmieluSulseiuquamanude 4.1

Wievhnanageunannliitesndt 2 §u lagldnalummesau 15 Yu wannsRarsandu

wwndnivensugdnd Jefiauesinivzfiosioaionandomenseldudslag 318 wndl
anldiglummageudiauesavendufeonaildinsiivionus
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4.3 Lﬁ@ﬁ"ﬂ'}ﬂlﬁﬁﬁﬂﬁﬁmawmLLé"; N9ALY ﬂiiumimmi‘umﬂw’flﬂmummiaumam\‘mmjﬂ
daou Lwawmaauﬂmmwlumﬂ‘zmumq ‘Luﬂsmwlumumsmaammmw nsuuAdniag
saLand ey iuiuazguie 9z maai‘uwmaumawaLaamamummmuaqmnwﬂwmsmam
neavedn Iﬂansmﬂﬂam%muwﬁaasaaLiaﬂiaaml,aamaaum%uan‘uuuu muwmwm

Fyanfunsun LifaviTezdeaiola q sdu
4.4 yedaausieaduyanisndn (Batch vide Lot) Fetusavun
4.5 Yunaussy 1 9u/naed LLavé’fmL"L‘Jumﬁﬁmfflﬁr\ﬂ‘lsmuc’mamLﬁwﬁu
4.6 cﬂanﬁ’luiUsaqﬂmnwwma‘luauﬂivnuﬂmmwlwmwsauﬂulaniaq‘wﬂau
4.7 deeufidrtinnaluladtafnsidnd 8. Uanves 2.unssvdin

B30 Usgsunssung NG R (UJ\N(Y ...............
(wiehid Useialganssny aneuwAn yadu
SRR S /&'\ .................... N3IUNS R C R Q{V\/ ...........
(We g Whunlang) (UEINIUNT Yanae)
7
o n\ v
NG R beomesssmrsssssonns NTIUMTUASHILAUIYNIT

o g a

L (Weays viwdasa)
AN
\\4
)

A7IUNT

AFFUNTILASLAVIYNT



