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%o wisslumlomaonlulasiind

Snwaizialy Juntesdusismasnlilasing dmiutuuenseneuveiasiogs

AnunzaNIy

31 wnSesdivuiameusnliinnnt 370 x 490 x 310 fiadums (14 x An x 49) n3didasuAdoens
fienuaslinnnndy 660 Dadums

3.2 asupunsvhauiieszuululasiuswaes 5suuaiuqun1syinetu Spin control Basic
annsassiusunsumsyhanldlidesnd 10 Wsunsy

33 wieannsauansnivnesineg Iheeradended
331 anusisey (Speed) M%@ﬁhtmm%wﬁ@uéﬂaw (RCF)

3.3.2 L1381 (Time field/ runtime)

333 veavlusunsufildeu

3.3.4  Soft start %38 Soft stop

335 wuwma%aaﬁaﬁum‘imﬁﬁmu (Rotor code/ Number of rotor)

3.4 @15amnuanusaseu (Speed) ’Lumaﬁum?miéﬂmj’m 300 919 15,000 saUsiouIyl 156
e TneU$usensaas 100 rom LLa“’ﬂ’]LLiGLWJENMuﬂuEJﬂaN (RCF) g9gmbiiioendn 20,620 x g
(mumuﬂwumaqm{]uﬁi‘u)

35  SzuuduLAA auLﬁ UYL A maintenance free brushless drive motor %59 Direct brushless
induction drive

36 ansasenailunistiusdedddaus 10 3uft 59 99 wiTl wiedni Tneusunsnfiaglsiznnni
10 Fui

37 awsadentusuuseies (Continuous) waguuushvas (Short run/ Short term) d115unns
valussesnatdus

38 dlssuuauvasadslumsvinm fail
381  wsesazawnsavheuldidenUnain uay mmsmﬂﬂmLﬂsaﬂmuam{]wawmu
3.8.2 ﬂimm@mmiaqmuﬁuwamammwmimmaa‘mmu mﬁawvwa@mmu uazan

AASIAY
383  dszuulsdnsallwdu (Power failure)
39

mwumnmummmmﬂﬂmauman Imammmm@ﬂﬂwLﬂmumuﬁ‘ma (error codes) 1Ty
amquaamu

39.1°  syuuMSNaOURaUNR (System error)

392  AanuSiseuliaung (Speedometer error/ Rotation speed error)
3.9.3  wawesiaund (Motor error)

3.9.4  AsasdRnUnG (Communication error)
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4.1.1 ‘W’Jﬁ‘L&LL‘UU Biosafe 1@ Fixed angle rotor mmsmhﬂwaamluimmﬁ YUm 2
fadans lilidesndn 24 vaan mmﬁaamuauwsammm mmm‘i’julwmmmsau
imuaamw 15,000 sou/undi shuay 1 o ,

412 themihauas mmuﬂLauimwammm%wzjanqw%riumiﬁ'l%’m%mmﬂﬁﬁ'a lagil
mumamaulsau 3 WUA MUASEIU ENI3624 Ay 14561 Svuau 2 U9
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Sitver &4ly]
eliiAinnsuiuaslifufiv ”metmﬂmau,awaaaamaiﬂ (Biodegradable) udnsny

WNTFIU 15013485 1131 2 999
Lﬂusuaﬂmlmﬂaiﬂmummu
ldiiulaith 220 - 240 Thag 50 |80
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31 awnsedunauldlitesnitlugag 0.25 - 30 Ens

3.2 fnudlumstuldgeanlitiosndt 10,000 seu sl wfl

33 amnsadiussiiureannudiseuld Tnglduuumsu (Knob) viatuna

3.4 9sudnsmatlunuy LED w3e LCD digital display Tddmsunmagsuauifineiuazainy
Wi weImEI93e

35 amnsaldiuveavaniifianumiagegaliidesndt 5,000 mpas

3.6 uama%ﬁﬁzum’]aﬂf"‘fumiﬁﬂmmﬁu (Overload)

3.7 msdswihdudivsunsiudunuy Quick connect %38 Quick coupling Wlmuaeulddne
wavaBAINTY

38 fszuunsrvdsusnuiinunivenniedaessyanuiinunfidatwdusie eror code) vie
Laaa (Message or Detail description)

39 gaunutilushuidudatunandusivhanaunuaaaiiownss 3161 uay PTFE Tnsanunsalddu
19uting 0.5 - 20 Gns yuansiedlen pH Ialugag 2 - 13 uasnumamgligeaalite 180 sswnwaldes

Formuadun

4.1 gunInilsenau

4.1.1 s (Plate Stand) 913 1 99
4.1.2  Clamp wilndenfaunuldliussiursansesiulunuds S 1 49
4.1.3  dewhenuavetesdaeulednauinsndwdefignslunsiidadeuwuaisulaed

drunasieulel 3 lin amuesgIu EN 13624 uas 14561 $1uau 2 990
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WINTFIU 1SO 13485 U 2 UIn

Tl 220 Taad 50 lofia

Tdmdalwladdaanin 1,100 And
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\Duvedvallieeldaunnou

Lﬂum‘émﬁmémlﬁmmgm CE %139 EC ¢nu Electromagnetic compatibility
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o Lﬂﬁaqm@mmaaﬂum "UU’]@ﬂ’JWﬁJR)lZJH’E)EJﬂ’J’] 90 an5
Lﬂumaauemmjamalamivwamium malmmﬂmulamua SRUNNU QG

g aﬂwﬁuym‘mv

31 L‘Uumiamwwmwmmm mLmaamauaﬂmm@lmuaamﬁ 500 x 500 x 1,080 Hadiuns
(n313 x &N x g9) :

32 ffdudwiumnda-Dasiaies fiugfusin Silicone gasket

33 pdludiesdivhanausuaaaiiansa 304 ﬁmﬁmﬁgwmlﬁﬁaaﬂfh 90 ang .~

3.4 mummwwmmai YU Microcomputer Automatic Control

35 intnasuansrtgungil szovatlunisande szoziailunseuni wasdl Pressure gauge
WERIAIANIAL

36 aunsanerngamgilunisiendeldlurag 109 - 136 esmwadsaniontieni

37 gunsassrnszesailunsiieinde (Sterlization time) Tl 4 - 120 wiveninendi uaz
syagaalunspulielalurig 30 - 240 wiivseniienia

38 awnsanuussiuligagalivesndt 0.22 wngUiaana

2.9  dsvuudestudussislitdesnin 2 ssuu fe
3.9.1 Hszvudesiugumgiganuimun
3.9.2  JSTUUTEUNEANUAULUUEA LU LﬁamméfumstuLﬂ’%aaqaLﬁuﬁ'mum

310 dmadeurefussuurossunetieanuuialidfiosnda v 41 ¥iainTanindiwesfaunsany
gaumniigal A

311 flsvvuaniedeussiuuSinani Iﬂmﬁaﬂ%mmﬁﬁmaium%aﬁaaﬂdwﬁﬁmuﬂ FEUUNISTINAINY

‘ Souagneanisinuleednludfvas Lﬂsawvwmmw’mu Lwaﬂmnuaumw

312 §daralv LED dmiuvendanusdumeunisyhiuveaeies il
3121 msede (Sterilization)
3,122 ms3ssunee7nd (Exhaust)
3123 mevilAudis (Drying)

313 dszuudyananiswdaieulusiuuusasandes

314 Hnsyaviudwlueies Wedisdesiunisnizasanuieuanaglugniouen Tavauiy
ansanuauieula litesndn 250 ssawalfed WagH1unIINAEIUNITRALNATLNIATEIU
DIN 4102 classified B1 uaganasgIumanadeunIsthauiou DIN 52612 auniiidussans
mMsdiAnNseuliiiunii 0.3 nd
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41 faenSawnunaanse 308 dwsuldnusursesds s1wu 3 Ty

4.2 lalanuludn 220 1ras 50 F5ed
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TUasfInUaN BTN

%0 wspanTRsEsTIANivunAugalivieania 30 I
2. anvuzyly uganseeiilddmiunsesastifusivesindulsaunuazinles Tnegansasi

Tfvisnzdwsuau Biopharma %38 Pharmaceutical
3. ANWMLLIANIE '

31 wseensasEnstitusinangsliitisandy 30 th Usenaudoe

301 YensedaunuadaRa YuInAIET 30 7 Amiunsewmeu S 1 4 logldnses
dmfunsesveuiinoazBendall
3111 yhaindan Cellulose Acetate fiufilunisnsas 1.8 maums uiesnnndn

fyungnses 0.65+0.45 luaveu

3112 awnsosdelnenislilohiouldfigumgiliiiu 134 ssmiwaidea
3.1.13  a@nnsonulssiuvaiensadlats 5 ung
3114 Fagildussnoufuldnseaimualdiunissusesann FDA Hun1snadey

Biosafety testing #nuunasgIu USP 23 #38 Non pyrogenic according to
USP Bacterial Endotoxin

312 ensesaLAUAAaRE YLIRATIET 30 11 dwunsasanden S1uau 1 4a Taeldnses
dmunsesasifen Tseandundil
3121 handan Cellulose Acetate fuiflunisnses 1.8 maans wSesnnda
flyungnses 0.45+0.2 luasauy

3122 awnsasnwelagnsidleirieulangumgiiliiiu 134 ssrneades
3.1.2.3  @wnsonuussiuuiensadlans 5 uis

3.1.24 Jagilddszneuduldnsesiomualdiunisiusesann FOA drunsvagoy

Biosafety testing anuunsgiu USP 23 #38 Non pyrogenic according to
USP Bacterial Endotoxin

3.2 yansed (Housing) diundudanindnsiinanaunuassaia (Stainless steel) alia 3161 a1glu
Ppsiulainnnnitszdu Ra <0.8 lupseu

33 gensesenunsaldaungumaiads 150 ssrniwaded wasaunsaldaulugieenuiy -1

10 Un3
34 gansesEnunsaiiniseige (Sterle) lngldlaunTaulaglisowmenyansewialdnses (Steam
in Place, SIP)

35 aunsanedeumsivedldnseslaslidesnsayansowseldneseen annsavnaeulagld
LA DINAFBUNITTALUUD LU

36 forouasviensmunfusiin Sanitary annsonandaslénndn
37 Sgunsaifiinsarmdandmiunisine

3.7.1 Pressure Gauge 31U3U 2 90

3.7.2 Drain Valve $7uu 4 39

4/ /4. Gormundus...



4. dafnuadue

adiRltdmsuteuseann 2569

41 fsaduausuagdmsundouirisnso Sy 1 fu

42 Sudszuaunn 1Y duaniuasasu

43 lswnuiidaldfunsiuseannsgiu 15O 9001 uasHARAMANATEIL GMP

4.4 Huveslmilbiweldnunneu

45 digfensldnunasmsirgesinu atunwilneuasnndangy atsas 2 90

4.6  dIuDU A9 w%fam‘v"faaaumﬂ%muuasmiﬂm%’ﬂmLLﬁL%ﬁMﬁﬂﬂﬁ%ﬂﬁmau UANMNTO LY
IBusthedndwinmeluladtiiamidnd 8. Uintes 9 .uassadun

a3

a%%e ﬂ Q L AITUMS

A3IUNIT

(Wefd UseiaSgasse)

.................................................. UILEIUNSTUANS

A9 L—»————I v AU

WD e ASSUNTS

Qe T e ASSUANT
Wgeea W1917)

................. NITUNTLALLAVIYNTS
(ee13¥el  galn)



ANTISLENIIRUIUUTEHUN LAS U RasTHAaLs1gazDuna ldT1e
nM3andadndnendilaunaaine

HUU UN.ob

(%
&

. Folasens e ﬁ’m U & TS

3

. MEWTeaAsIns  aninmaluladdnnueidnd nsuUadn?

. 29duuYssaiildSudaass 1Duty b,eee,mooo.00 UM
(@osdnALau A miudiuaSosumEI)
.0 wiostumismasslulasing 110U o tAsey
5101 b&o,;000:00 U'Wl/l:ﬂ%ﬁ]ﬂ Hudu w&o,000.00 UM ,
mlo iestiunauiafuruialug dwiurusasiadulsanuanriides $1u o eaee
TN &t ooo.06 UM/A38e LURY e bos.co UM
an.en Lﬂ%@ﬁﬁﬁﬂ%%@ﬁﬂuﬂa JuInANRlaiiennil wo dns 91U o AT
TN DE0;000.00 ‘L;J'WI/L:F]%;EN Lﬂuﬁu DE0,000: oo ‘U’Wl
n.& mmﬂiaqmimﬂmm‘fummmmaﬂlmuaamw mo 17§10 b 10389
PRl @:c;\’cfﬂ @E&0.00 ‘U”l‘VI/Lﬂiaﬂ LU‘UN‘LA ddc&’ ®00.00- UM

: '?uﬁﬁmumwmﬂma (5781989) & Tuil ob AR oo
o, 5o, o UM (@sdumnuaunnuiiugs i s undUMAUIIAG UnnaRaA)
<o ininsdunismanalilasfing S o 1A309
3171 bbe,8o00.00 UWV]/LF}%EN Wby o, o000 U
<o indastunaninfurielvg dmsununaniadulsavinuasinitos S o 1t
91A1 ban@,mco.00 ‘U'Wl/Lﬂ%i’e]\i Lﬂuﬁu Dme,moe.00 YN k
<. in3asiesniFodnludd suaaruglifasndt o Aas SwU o 1wl
M) ¢woo,000.00 U’Wl/Lﬂ%;’eN Lﬂulﬁ‘u 000,000.00 qu/Lﬂ%‘l@\ﬁ
<.« Wwipansesasttsivunneugaldtesntt mo i $1u9n o 1ATed
97 €ane,enen.nen UIN/4A584 LU o, 00l0,0%. 5 UM

. LMAINILIY8951AIAANY (51A191999)

@

18NN @ , b WAL & AUTIANAINNOIRAIA e T8 A9t
o.0 USHW 19d W T mAdAaa 9100
®.0 USEN 1oad el 91119

Y

o.a U3 s legdu 1iim




LWUU Un.ob

ANSILENINSUIUUTENNUN LASUIRETT AT S8azBuaAT 1dRe
s é’ Qs IQ 1 1
N5 0FINI9NT MU DES1S

$18M37t e AusIAN9INYiDIRaTR @ 31 Kl
a0 MUEIUTR Metosuladlydien
m o V3TN dns-werd 1BuAdede S
m.o USEN andululeoud $1iin
. sedodmihiigimuasamnan (31en81989) ynau
b.e WHBYSNY ATEN133eE Wgdnwnmdtung ey
blo UWUWAM Yadu wigdnunmgdngynisiivee

£}

o YNNI VARTINENa WEdRMNvdTIuIYNIg




k74 o a ¢ L's = oS = dy ¥
dofmualunisIasaluseiduauus TOR HaSBNTTURNANTITNINTUIAALADNLUBINUY

ynfinnsiansaivielausuus TOR nienisguesainanisinnsandnidendosiuli
Un//Au wiediauesie dusesdindnlaasyyieuisnineydw ey weslnsdwi Jo-anaf
Fansal wienaviiussnevnedidnnsetindves drinimaluladitasidn? nauadng wevsiwandoni
Fnsal/grssallvidaudsda drdnmalula8dadoueidn nsudaded oy

o. Mlumisdedimeluszaviiafivsznia Tuil oo fanL baos 59507 be HatAL
b&os lWIMNTIUNT ok.mo — eo.mo U. tag drlinmaluladifinsidninsuuadniazioiun wagian
Ussiupslundedadudeny

b, MINTESTMNBLEY o-demo-gaama daneluszeznafiuszna Uil oo natau
o@os 117U be HA1AN b&bs WUNAITITNT od.mo — ep.mo U. Ty drinmaluladTafusidn]
nsulAdnd asfiotuil waznanveueiedlysasiiusnguuniidefuddn uiasdosduatunlsde
AU

a. M9 E-mail : biologic@dld.go.th  Aeluszegiafiusena Tui ed Aa1AL bbb
197U be 7HAAY bEoe TUNAITIINIT os.mo — eo.mo U. tng dninnaluladTfoeidnd nsudadng
9

]
o =

= o . [~4 o e
£00TUN uazIaUTINgUU E-mail WudAgy



