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10-H-04-02
YL TYARMENYNTIANTZ
1. 8 WHUN383 Depth filter 2uA 40 x 40 93l.
2. fnwaeily uuunseweuildlunsnssshenadidwmiumnedsasedianioihia
3. ANYNZLANTY
3.1 wHunIBvinnan Cellutose fiber (non-asbestos fiber)
3.2 Wuwdunseswdn Depth filter
3.3 uun 40 x 40 .
3.4 thonin / AT = 1,300 03 ( £ 50 n3u)
3.5 w1 3.7 un (0.1 uu)
3.6 Ui / gnuieriauiiuns = 035 nu
3.7 Ash content gugrlaiifiu 50%
3.8 Bursting strength > 2.0 x 10° Kpa
3.9 Permeability luitioundt 65 L.m?2 min’
3.10 Bacteria retention capacity (E. coli in 0.9% NaCl Solution) = 107 CFU/cm?
3.11 Cations soluble in 0.05 N H,504-Solution %358 CHsCOOH Solution
3111 C" < 1,500 mg/m? 3112 Mg < 400 mg/m?
31L3Fe®™ < 75 mg/m? 3114 A < 400 mg/m?
3.12 Tssnugnanldfunasg DIN EN 15O 9001

3.13 ununIosiAfuINmsE U Drug Master File No, DMF 9926, Biological Master File No.BB-
MFA797, Device Master File No.MAF 427

a &
4., daivusly
4.1 fevenmiasindsihothaiernimeseunuamlidtosnd 100 iy inmelusgesinand
fiviue ngldnanlumswasey 15 fu nansfismuniduenaniveansudednd Seflavasan

3 s I = o3 av = 0 3| 1Y 2 T
sitadiesSandnduvnevialdndala q D8 vondeldielunavageu fiavesiarfondug
panflaneilviviun

/6.2 ussqlu..



DAL mIUTsuUssnN 2565-2567

-
4.2 UTTIUNADINTLATY TUINUTTY 100 w1/nADS

] e a el w o dw ¥ ! o
4.3 dewepuichimnalulad@rfusidnd a.ndes Lumsmadiun

. {
USETIUNTIUNMT  BTD v, d’““‘ .................... N391N13

ATD  on T
el adnselaw) (Weunae yadu)
A% (}* ..................... NSNS a4t AndVV] NTTUNTHABLATIYNT
(e wWwslme) (UNETIWIUAT Yanang)
o
o S "
BWD  corennressDrrmnccnens ITUNTTUASHTINAVTYNS

(wwamnd vindiadn)



ayifRltdwiuleudseunn 2565-2567

TURLIBYARMAN LN

1. ¥ wunssaviarududulidalsavinuasyidos dmsued seiarmududy
CrossFtow Filtration $u Sartoflow Beta
2. dnwauzialy  uusunses (Uitrafiltration Cassettes) dgmsuanududubyalunssuiums
nEndadulsavnuasindes TWiuaTeerinaruidusy CrossFlow Filtration
Ju Sartoflow Beta 8t Sartorius
3. AnwZaNIL
31 Lmun‘immmmmﬁﬂ Stabilized cellulose base & finuaAaR Non - protein binding
3.2, uwuﬁ'tuminsm‘iuuaam'\ 0.6 MINUATHDUKY
3.3. fnuAgnTes Molecular Weight Cut OFf (MWCF) 100 kD
3.4. ﬁ'nm'm'l‘%'q'mﬁan'nsamwnﬁaaaﬂ‘lﬁtﬁu 50°C uazussiugegabitiv 4 vid
3.5. waamnmﬂ-muam*rmaw (Cleaning) shwansimil NaOH 1 M ifiuusiy (Storage) luansiail
NaOH 0.1 M uazldenld (re-use)
3.6. wiunsosd v salduldfuing sanses CrossFlow Filtration U Sartoflow Beta §¥e
Sartorius ‘uaaei’ﬂﬁ’nmﬂ‘iﬂﬂﬁ%’:ﬁmﬁﬁm"lﬁwaﬁ‘imU‘l:u'ﬁaqm”mwaqw‘%‘auﬁlma'm‘lﬂa'mwﬁwm

Lmuniaqmau Taoamnsonadesiulugndudauiunsasiiflaglidoddusiusns wiswifila q
4. fortvwuadu 1

4.1. 'Jaﬁ;wmmmLtdun'saqmummiﬁﬂu USP Biological Test

4.2. udnAnlazunssuseaann FDA wazrdanutor s GMP

4.3. #9afllu Quality Assurance Certificate 'lﬂmw'iaun'uLmuniamnm"i%nm-ﬁ
4.4. Whussyiusienlsamugida (Original packaging) wimfu
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