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3.1.1.3 dm3n1snses 8 gnunaiiumssedalae
3.1.2 ganseshidarmunsedarenin (Softener)
3.1.2.1 a1339uUseq (Resin) 1Wuwlia CAT-lon Resin
3.1.2.2 dUUTIYENT MIINAUNUEA adia tnsa 304
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3.1.24 @w1snaamunTEineseanidy (Hardness removal) launnnidn 8
Nadniuredng
32 4ANTENMILIEUY Reverse Osmosis (RO) uay druusndaudioudeyszqlwin
(Electro  De-ionization, EDI)
321 Lﬂuqﬂnsaaﬁ['ﬁ‘luqmamnsmm (Pharmaceutical) auunsgU USP purified

water

3.2.2 annsordmiazamidlivenndy 450 Anseietalua

3.2.3 nMsmuauminume PLC lagvhauliussuudnlui@

3.2.4 auamhitldldnmiavivanildnng 16 wnelovin @uagfunmunmues
1)

3.2.5 awnsmbhndauulgladn (Recovery) 16t 95%
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3.58 fidauAuuiu (condenser) wammwnmaa‘lauwiawﬁ‘lnnaumn}umnau
Uiqws Tavfinsuanudsumudoutuiuiy uay nmsmm-qmﬂsaqmmﬂnmmmgnsm‘lumu 0.2
luﬂsau I 1 g

3.5.9 fuFurnniriie (Blowdown) atluta1 12 - 15 % wiaudesedufuthisvualy
UaenIn 5,000 Ans

3.5.10 mmsawmsaanLmu'lwuﬂsmmm'i'l'nmmu (Cooling water) voslnanisan
amwnwzxaamm’tmau‘lmamu Heat Exchanger

3511 wiewdmindudou (Wr) & sampling valve Yhaeausu@ainia 3161 ¥iln
sanitary type

3512 n3pdmindudou (WFI) usvuumﬁaaa‘uLLaviuuuumatyrymmau (Alarm)
Wouse e mﬂﬂ:u.n'm*uaomnausau‘[u‘lﬂmmsmus UU'\]umnﬁﬂaumnaumuaqq storage tank
wavamsavufinguviiuazansiilwi (conductivity) 14

3.6 ﬁ'ﬂlﬁuﬁl’mé;u%‘i]u (Storage Tank)

3.6.1 fufuiindudou (Storage Tank) wuamunumnmauuavUﬂmummamaumu
Wansn 304 wiednan frnglitiosnin 1,900 dxs drwuiidudaduihndudou (WH) vhenausuiaa
in3m 316L TnedidAadsuiiin Ra < 0.6 pm wie < 25 pinch

3.6.2 ﬁ’atﬁuﬁmﬁu%’aumuquqquﬁwaaﬁnné’u%’auﬁlu’lﬁﬁwnh 80 pmwaldua
a@ALaN fMuszUL Double Tube Sheet fiernndurndunoudduiu

3.6.3 fiszuuinuazeuausesuiludaniindalusi (High & Low Level Control)

/3.6.4 faAULINaLY...



-q-
36.4 ﬁal.ﬁmf'mé"us"au il air vent filter vu" pore size Ly 0.2 luAseu wazinm
Air Filter Housmg fifszuy heat up Lwaﬁadﬂumimify‘umL‘Ua’\]au‘wiéuaz Toxic ‘Uﬂ%‘%ﬂﬁ%
aunsadanisiudiould
3.6.5 il Spray Ball vhdheaumuaainsa 316L viln sanitary type
36.6 dufuinduteud sampling valve ¥ivheaunuaainse 3161 wila sanitary
type
3.6.7 daufuthndudeud Rapture Disc Uoafiupruiuiuninfisanuuuuaesl sanitary
type Manhote cover Wurliniln -Un
3.6.8 u'na'mm'u sanitary type a'm'susvmammwmumaammm
3.7 Loop i.,UU'Vlamﬂa'usa'u WFi (Water for Injection) wsaui"UU{]umUiam
3.7.1 ssuuviehnduiou (Water for Injection) AIVBUATIEWINNALAULEA LNTA
316L L%amﬂ'anwﬂ'lmmmw adtdinwalulad i Susidndfun
3.7.2 {Jumusawﬁmmaaummaa LnS® 316L ¥iin sanitary type
3.7.3 {quutwumnausau (WFI) 1 Jurdin double seal flushing system vinsnug
WAULAEA LNSA 316L %in sanitary type u,a.,I'umsnaamnnﬂﬂwnunaumnausauu.a.muuwa 799
'lwm'mstmmsluamnausau'luwalumnﬂ 1.0 wesmeiud mwammaﬁluammmu
3.7.4 fign PLC iarmuaussuunMahauessdiafivhndudounarssuuosethndy
30U
3. 7 5 uaUnsmmiwaaUﬂmmwuma.,u,amwa'umﬂ'! Total Organic Carbon (TOC) 1ag
Andasaatfuviethnduteu
3.8 SLUUAIUANMSYINNUTE AT DY
3.8.1 sruumuRuAialiussuy PLC nandnst SIEMENS w3 Allen-Bradtey Gy
nanfusiana ﬁa‘hLqumLama'luUs"mmvmnm'amimua%’nmuauﬁauﬁﬂﬂ
3.8.2 unsmuAu (Operation Panel) wuwauamuamswﬂawuwaaaﬂmmmwuﬂ
ua.mmsnmﬂﬂmnsuu.avmummumaumiwNqu'lu-umun'ﬁﬂgum’mu.uuamTuum (Automatic
sequences) lnsilwenus (Software) '(.umsmuqnmiwmu-uaaLﬂsaa
3.8.3 figunsnidwiutuiinuanisieniusanies (chart recorder) letiufinannng
iwiuazgnmgdl
3.8.4 yamuesiumsAIuAEInsaRsTarlE devrlirusziesinindssuusia
{(Password Protection)
385 fiaosfuiflannsnfuiFianeg essrunansviuvenaiondunsna
fauLaLAIONYs
3.8.6 ﬁivuuﬁ'fytywmtﬁauua fiszuutioatu rildefinundifinty (wu amwnmmm
naugavSasiiAuly ﬂ’1mim‘lwﬁwaamnauaemuw ﬂummwummnumaavq
3.9 gunsalmudasasie
3.9.1 fifuvganisyinaanidy (Emergency stop)
3.9.2 figunsaimuauaudurededfiteudrszuuhngdudou wWri

/4. Yarivundur...
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4. Yefmunduq

4.1 Wuaydueinlsanudildiuumsgiu 150 9000 uarduissedldsunsiuseanasg
IS0 9001 : 2008 WalinsuImsshuerInduasnsguainuiedos

42  ATANNILFADIDBNLUULATNANINADAARBITUINATEIN CGMP  (current  Good
Manufacturing Practice)

43 Wunyfusiiidawiunsassasuguamlaeduiavey o anufindn  (Factory
‘Acceptance Test) Lag anniaassdinmalladfadusidnitwun (Site Acceptance Test)

a.4 Jungiusiiivadonieunsandgunsaiagfus szuuvie szuuindudou (W) e
mumisiidinnaluladfrsusidadsmun Tnsauswuuinluiuiuses

4.5 fuEILADINBY IQ/0Q (installation Qualification/Operation Qualification) 270
uitvendaumIauluiudaay

4.6 Q"U'}EJ%G']’E]\‘Jﬂ'man‘iﬁaﬂ’ﬁﬁTﬁ‘ﬁnw’uﬂéaa (Service Manual or Maintenance Manual)
S 2 g lududaey

4.7 §ueavdeadl Program Service Maintenance v 6 Weu 1uiat 3 U

4.8 Suusedu aunw 2 U 1w 240 Taas w3o 380 Taad 50 (B5ne

1.9 flauosmasiaaauauunsUiipiuiedntanies Tastausuuuinlufuiiuges

4.10 dewov Redmulienliindninmellaiifasusidnd o.undes v.unssedin

5. feozaduliums 180 Ju
6. sraziaday daeunglu 180 Ju Wudaaniuawuludggn

a o - v v v ad v e 1
7. 213ulumsdam 19,795,000.-um Guimaudauaudmivwuumaau)

GRL IO Ao USESMUNTIUMT B e NUNTT
(W Fudy Asovsrsin) (ueTsre Ygaiu)

ATIUMNT

(Ut ASuau)



