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4. ST UARMANEULIANITUASTBUIYATDNT
4.1 AuiBens
4.1.1 fesmatiedesdmivuimndnladin 910 3 1edes
4.1.2 Feamsyaziuindsladin dwiuedssdmiuiineandaladin
4.2 YBUYEYBNNU
wiedsdmiuuineandslain Wslfluuinandslain nfougmanfuindslaiin gunsal
asuyauaztheniflddmiunisuivimndaladnedafisme laefinuar@uaenisuasswivees
gy Fail

G FWNTYRAIUAY iz 1w
1 gaeiiuindalain (SDP) Y 2,250
2 gowiuindaladin (SOP) luthendnw o 300

antwndnden (Platelet Addictive
Solution) dmsumsviilvindaden
Usiaenide (Pathogen Inactivation)

4.2.1 fiidsdamymamiuindalain (SOP) InefinnuasiRssd

4.2.1.1 Juymazfuindalafinszuule (Closed System) Mtlumsiansifiu
indeladin aunsoldiuirdousnlainuazdussnovvedainuuusnlui
il Bacterial filter fiawasrfugmanzifiv wisdnin

4.2.1.2 Miawladinanuauguinaiiestnudes (One-Arm Procedure)
Tneldidumunn 17 gauge (176) flusiunanadnguiinfide WelMduuuuatiniy
wruRUIA Miednd

4.2.1.3 Wuussyfasiarew Unennds lasannsaiuimnindsladisldlidondt 5 fu

4.2.1.6 WumawSomndalaimlaeds Apheresis noguion 1 578 annsedaiu
\ndelafinuuy Single Dose w38 Double Dose I Fuagfurindadonssiu
Y9I uUIAA (Pre-count platelet)
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4.2.1.5 Wuyeddaguilflumaniuindsladislaedaiuindalainldndas
Lidndn 3 x10" Fasens warammoidadadesymivuiteuls
Toodladonymitiudouliosniw@owindu 1 x 10° Fegs
4.2.1.6 gawfuindalaiin Usenousie
4.2.1.6.1 gadusegvusanvunlivioundt 50 ml (Sample pouch)
Beudafuerualimesdmiunmsifudethaudeauuuasyg nia
dwiuideansudiu (Whole Blood)
4.2.1.6.2 gedwiuitudundesidasnia 1 qe sumlaivasnda 1,000 ml
4.2.1.6.3 edwiufiuindaladinbitosnin 2 guuweliidesndt 1,000 mt
wiougensszrumdndmiuiiuiietng
4.2.1.6.4 gedwiuiniivennea sunelidosni 600 ml
4.2.1.6.5 guiundadesdounsaddsitosndt 1 ge vuwliviesnda 600 mt
wiouiidanseusindenvniideudne
4.2.1.6.6 gedmiulasinimduiiu sumbidesnit 90 mi
4.2.1.7 Smefldsefueriudonudaniousnsesgain
4.2.1.8 Wuymnwifuindaladinfienansolildfududonvesfudnelivnuune
guvaunsavhanldeides wisnsnslvaveudensi
4.2.1.9 awnsafmusUBinauremanainviieindadeniiveansle wemiuazenn
lumsdsundadenliifisawesonuion1seeunng
4.2.1.10 wimsewmiundslaiin decbiituneunsinioniigeddauiiuiu
waznandueiiladeadundalafinfinionldan (Ready to use)
4.2.1.11 yurwsiuindaladeiiongmsldaulidesnit 1 Dudusuiinsedy
4.2.1.12 wdnsusildunstunsdousndninnuanenssunsovnsuasen
wazndnildfunsiuseanmIgusTUUAMATIN ISO 13485
4.2.2 i dosdamymamdundaladshnhendnnanmindaden (Platelet Addictive
Solution) nefiRniastRgsil
4.2.2.1 Juganziuindalafinsyuula (Closed System) 3 Bacterial filter fonaafiu
yaiuglainanueuduineiiissthaidies (One-Arm Procedure)
v3efnd
4.2.2.2 Wuussydusiazoin Unannde awnsaiuinvindsladsldlidesndn 5 Yu
4.2.23 Bugeddeguililumsinsdundalanlasdaiuindalainldnia
laidhndn 3 x10'! fadeqs uarauseidadiadenyrfivudiould
Tnaudimdeaynitludiouliosnimdewindu 1 x 10° fsegs
4.2.2.4 Huymzifuindadentil Bacterial fitter Wasdnfuysifuindnidon
Wetosiumstuidiouveadolsn
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4.2.2.5 guiuisgradeanioudy (Diversion Pouch) ianansaldfuunssiuiden
wuusruugemeald wieulfomilashisenindundendsindngs
iy
4.2.2.6 Jugmawiuindalain Ysenaudie
4.2.2.6.1 quiusegsrundn (Pre-donation pouch)
4.2.2.6.2 qudwuiduiundediitiesnd 1 qa
4.2.2.6.3 gedmiuiiuindaladinlitiosndn 2 g
4.2.2.6.4 guiuindmienamnndidugs (PRP) biteundt 1 gy wieuiidnses
Wedionuna
4.2.2.7 Wineladnnuouguinaiesdiafios (One-Arm Procedure) Tngldidy
R 16 gauge (16G) ﬁu&iuwa'\aﬁnguﬁnﬁda wWeliduuuvatinduwaug
uine wiednin
4.2.2.8 sy Smeiieansadeusotuiheld Wy therfudesude dien Pas
(Platelet additive solution) #anTBagatn
4.2.2.9 flawillderunhefudenudiowiondnsosgain
1.2.2.10 yawiuindadesuanivinuluhewdeidsundadonanguine
i dedhhemeaidsandadon (Platelet Additive Solution)
umdeufugmansity ieanu3inw Plasma
4.2.2.11 Hundafaueinusemuaimanasgiu 1SO 9000 uay ISO 13485 uay EC
4.2.2.12 ymiundsladisiiongnsldnulidesnda 1 Diudwsiuiinseiu
4.2.3 fl¥iddesdamadmiunisiliindadenusmeinide (Pathogen Inactivation)
ToeiinauamniFcad
4.23.1 Wuyaussyndaden wiln Dual Storage gnussgegluussyineivsdnisune
(tamper-evident package) warusznauludae
4.2.3.1.1 aUIIYENIATaIL amotosalen hydrochloride Andiudulitiosnia
3 mM Yineshidesndn 17.5 ua. Snaubiviesndn 1 g isuni
wioAnin
4.2.3.1.2 quussuindadend miuaisuas UVA (illumination container)
dnnulsitiesnin 1 g
4.2.3.1.3 gaussyindadendmiunsruunigadu (Compound Absorption
Device) $1wbitioanin 1 g
4.2.3.1.4 padwiuifiuinwundaden (platelet storage container)
fruubidesnii 2 g
4.2.3.2 yeussyindadenineindan PL2410 Wisuwimiedindn mnsdmiunsaeuas
uwarusInanden yaufaimuansegilunsuandsuuiauazimny
dwiunsifivinwundeden (optimal preservation of platelet integrity)
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4.2.33 qauswmémﬁmag‘luanwwaam‘tfa (Sterilized)
4.2.3.4 annsoliveaununsnisuas Gamma Radiation indaden iellastu
TA-GVHD
4.2.3.5 aunsolavaununismaasu CMV serology testing
4.2.3.6 indnidoniiwion ndwntunsruIuMsYh Pathogen Inactivate U
awsaiiegnsldenldalidesndn 7 Ju durintuivies Tnsaunsodadiuld
wiloudutuindadesitliiléiinunssurunisy Pathogen Inactivate
4.2.4 i wesdaniaisameuas Welidwivgmaaiulafinsienisi 2 S 1 wles
Toofiqnuaniadsi
4.2.4.1 {lidrerdesfaduedosanouas (Luminaton) elddmiunmsldnugaussy
indndendmiunisvih Pathogen Inactivation
4.2.4.2 WurdnoléuUTeInmnMIBITTUUNMSKER 1SO9000 Wie 1SO13485
wie EC wieldfuseunmpuilifieuivdednin
4.2.4.3 \Hundafausiileiuseinunimessdud Feiumsvinsidenematnlduses
Mg U EC Medical Device Class Il v38 1¢5unsfusessin USA FDA e
I#Fusennmsgiifisuinviefnii
4.2.4.4 Dundefueiniiniaduseniszneunmidiaiosdiouwnd
dMINUANENTINNITEMITUAZEN NTENTNATISUEY Usenelny
4.4 qusnlRveunIosdmivuivmindalain (ndesdunendiuusznoulafiouuudalud®
19#38 Centrifugal Separation)
4.4.1 Hudasthuusndutsznauladiawuudnlui® weldlunsiusiuindaladin
MNguinalaiauuuuden
4.4.2 i3nsdunendruusenauladinuuudnlu® Mdwmiunmtuindaladauuuusuies
(Single Needle)
4.4.3 wissilvumdn aummblusenmieduuinmdsauazindmdoausnaniudls
(mobile unit)
4.4.4 ywmiuldnuswiueisdussndiutszneulafinuuudalul@ Alwnadn
wngfumsesnmine Juudnaindadesuenanuit Tnewdesihdwinliiu
28 flandu uaziivwn i x 81 x g9 Lifiu 57.0 x 57.0 x 69.0 oufims
a.4.5 wandusindeladiedléivinadindenynuutioulssnimidewintu 1 x 106 F/ge
4.4.6 wissthuwendruuszneulainuuudelu® awnsodaiuindalafnmuanasgiu
fvun Platelet yield bivssndt 3.0 x 10" d/ge
4.4.7 winstluusndrutsznevlainuuudelui®sdesiiuuna Extracorporeal Blood
Volume (ECV) hitiuinausiunmsgruiiiavun desndn 15% Total Blood Volume
(nevune bowl fivumvindu 225 mi)
4.4.8 \insthuuenduusenevlainuuusalui@dosdisruumsvhnuseaedsadiuuuy
Intermittent Flow

aste C:‘:\’/ asie 99“ NW“”%/”“( Ao
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4.4.9 wissuusnaruvseneuladinuuuseluiFdeisuy puUMp AUANMITVINIUAY
iy AC pump 'lumsmuqué’uﬂd'mﬂanfwm ACD fuidenlvnauiulusnsdiui
wanyan warannsedusasdrenhenfudeslfimnzalusewinansldau
mafadgmseninimsuinaduguinelaianiontindui

4.4.10 in¥estiuusndrutsznevladisuuusrluiRdedisruutiosiunarnsiadueina
(Air Sensor) Liliidnlusguialadie

4.4.11 winstuuendruusznevladauuudalulddesdiszuy pump luns@aden
WiuaSosduusn (Draw) uarAuidenlifuguinalaiin (Return) uaranansauiu-an
Tamuaumnzaslusewinefuuiana

4.4.12 w3nsthuusndrutsenaulaiauuudalud@dosdisyuu Sensor Yeosfunioudadtounsed
dimdeaunsuidoulundadosiindalaie

4.4.13 \wissthuuendrulsvnevladiauuudilul® fwheermuaunisieuuwuy
4Aguesadula (Control Panel)

4.4.14 \winsluusndiuvseneuladinuuudnluiuasgasfundadenannsoldiu
fuineniiduladinldvnoue stuvamnsaviuldsoddes wismmsinavoadond,
Foiliannsafuindsladinldonduinane

4.4.15 Hundesthuwendruusenauladinsmlud® thiwinuuariivuadnvnsdmsu
Vosuiiiituiisidn uarasawdsutrerdouiolulifuduiam wie flhsuenituil
NusWIASESR Wy Msvihimanswasudie plasma (therapeutic plasma
exchange : TPE)

4.4.16 \winstuusndiuuseneuladinuuudnhuai@dealusunsumsdsnurounisauay
wihesuana aunsafmusswsfiweiseisudulunisiisnfuindslaiouar
uansrnUszInumMsveniimaindainsuinalifuiRnunsuneliense
Jafundaladinldednvasadelaeiliduduneseduinelain Wunideys
Faipluil
- Total Blood Volume
- Platelet yield (Estimated Product Count)

- Platelet Post Count
= Duration time
- Blood Volume process
- Platelet Volume (Product)
- Volume of AC in platelet product
- Total Ac use
4.4.17 wisstluusndruuszneuladeuuudnlud@asaldiuuseiuluni 220 v 50 Hz 16
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4.5 Feulviawnz
4.5.1 flvddesdinduniesiiuwenindslaiin uazehuﬂ'sznawmhﬁmuué’nimﬁ wioudy
\dosdsdlu (UPS) 2un 1 KAV §nunusgnaties 3 13 uasqﬂnmmmam'm
gandmiuguineinialadio
4.5.2 {lviindesiuuseiuguamessyanzfiuindaladin lunsdiifinisdige Wesan
nsndtuan msvudwioiineineulinfeuldveanios
4.5.3 gaunzfiuindaladisfisrdeweudodiongnisléoulinfesnit 1 9
454 {Widwadudaua avivanm drgsnwuadsdiuwenindsladin sgnmitaue
atatiow 6 iweudonts elvinTeslefiusvansnmwiouldrulddnaenm
voudygy Ingliideasilddnelag anlsmetuna
4.5.5 Q‘lvcc,'e;waaLﬂuumnmavmlmw‘lumwawm TIINIAIT mav‘hm VNG
MAnmnmsldausuund ;
456 Giirdesiaraeiomiouiiaisanisliou AnousuuasiusinsTdoulif
Wi isuannsaufuRanlé
457 gidwesguaesnsussndniuduasnsdamguisaindalaimusnaniui
sufaimsudnsdanslifindalafiafismeduuiinumsinweesfiaslulsmeuia
4.58 figilensliiedes msléymiuindslaiin wazglionsrgeineiaiestudiunwilne
unlsawenuta
4.5.9 é‘lmmneuﬂug‘mumaum'smLw.mwﬁ%’uﬂ‘;awumawmﬁw'smmnaﬂmaﬂmm
wipauendruUsenouladin (Apheresis) Wilmuwioudwiumsansuarldn
ANWABUMIZ AN
4.5.10 §lddasiavidmiiiguateissuszdilsmennalasiany uardoutudguaindos
nurldnunasaian
0.5.11 gliddesdndunmsdon wardadesruusineg Winfouldnumuilsmeunagly
fvundsil
4.5.11.1 aduilunsdeuse wieufindasruu BBIS (Blood Bank Information
System) masavuATingeine SwaneanwisyuL BBIS (Blood Bank
Information System) wag HIS (Hospital Information System) P
Tssneuragliimvun
4.5.11.2 Suewevail¥twnsiBeusesyuu BBIS (Blood Bank Information System)
uagszuu HIS (Hospital Information System) muﬁimmumr{ﬂ%’ﬁ’muﬂ
wiaumsthgednwlifulsimenuiadly lnsbifiayareasanisldeu
4.5.11.3 epgunsaireuinmeiuasiaiasdisedln visgunsaiduq Mierdeaiu
nMseuYeeszuY BBIS wisudnsinmadeusedeyn sewiedoniie
Apsediiuszuu BBIS uay HIS uagn1sseeuNe aaenluivinveunsteu
Urgeinweassegdygn
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4.7 53U
szgzen 3 Tudeusiginn Wuusueisatmisugunsaiasugmangliiduazldving
avnasuiAdBad A sandesldauld
4.8 Fortmunilodugadygyut
gisaniuadesdmivuinmndeladin $1uu 3 wies senueniufiveslsameuia
udruuu e iiiegluanmidusedldssvesliidnenisdu nelu 15 Su
5. iIMuALIAEINBUNES)
fvuanansduedesdmiviinandslaiandougunisiuasinsuedodiogluanmn
winulyaunelu 60 Ju dudeontuasunuludyegr

6. vANINUY luNsRIAEenYdaEue
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7. 2afusuvsrana/eluitléfudnass

7.1 2siutuUssnauiiantn 17,632,500.00 U'}ur(am%ﬂé’"zwguaua'zwﬂuamj’uﬁ'\%'aemvu’\"m)
Iagdrsduiiglsmeuianseleumsny Ussdlauussana wa. 2570 Sellsuusvanu
WA, 2572

7.2 swminanaiudu 17,632,500.00 Uy (ﬁm'a‘nf’hwnuauamwﬁuﬁmﬁuﬁﬁ%’awmﬁm}
Tneldsanitduaniesnane dail
7.2.1 U39 Juwiedd wianea drin i)
7.2.2 13 lud wirea wasne 100
7.2.3 vitw lulewdnea dulunty ﬁi'm:ﬂ

. %
8. 1amauuazdmuaatlunisdrszAnduadeawdoaniren
guinaetserndulunedeulasissestssanUBinugmesiuildeidunsiagdou

9. dnTANSY
o & v y ol us a o ‘e @ ®
sasnfeuay 0.20 (gudynangus) vesmdsvesidibilifuneu Tuudiudnaniuasuimun
o v oodw Yoo = ; s -
mudgeauieiuidunelsidwesndaweulungdosugnionsudiu

10. msfmuaszezatfulsEiuautgaunnias
H @ & J - - hd
glinardesiulsziunissdmivuinandaladin $1uu 3 wdes Wawsandeuldnunase
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