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3.13 Q’Lauaiwm%nlé’%’uﬁ’mﬁaﬂLﬂufjé’zyzywﬁaﬁmmxﬁhaﬁushuﬁzg%ﬁmmi LVIULA N139780EY

I
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wiazaSsFadlyadliivaamiiuumgdyaronatodutuanldeuiinuznisunis

4. JULUUTIENTUTIAUANEIZIANTY
4.1 uinuziialy
4.1.1 L‘TJuLﬂ%‘laqﬁqﬁﬂﬁﬂswmnnL"ﬁ”aé’aalaifwmGﬂ,mjLLUUé’quﬂ'ﬁmaIéfLmﬁuqa finseeniuy
waznAnmumnsguanaliitosndt EN 285 + A2 (Sterilization-Steam Sterilizers-Large Sterilizer)
4.1.2 Wathanedesiudeiifaseniusiaies
0.1.3 wilvaunuaasuuiiaiecds wiauynruaunsieuieseneudie Pressure Gauge
Steam Inlet , Pressure Gauge Chamber uag Printer \aganliwuuuiuads iianuazanlunistes
U139
4.2 auanwaznunaia
4.2.1 weails
4211 aeluesdedvunlitosndt 660 x 700 x 1700 fadwms (1519 x g4 x &n)
vizadinnugriulitesnin 700 dns
4.2.1.2 el (Chamber) 1 usUd 1 surdantsaest udarnunuiliTeanda
5 fladng wistuly vanaunuasafanuutaiuin(Polished) a1mnsanudenisinndaurasnse
wara1e inse lddasnd1EN1.4404 / ASTM 316 L awsavunseulauilelisindt 3 Bar wia 40
Uousnon1519i7 winn18ldiunsgIu PED (Pressure Equipment Directive) figaideusiaifaldd iy

11 Validation Connection



4213 ufeduuen (Jacket) finrumuladosnda 4 Sadiuns vanauauiaaada
nusisnsiansauveInTauazasilinsalitoand 316 L wusfusuuen Jacket mgloufmunlitdesnda
50 fiafiuns aviudaeuruegdideuuds (Mineral wool + Aluminum sheet) iiiofunnufounszane
ponuuendlasYagiuiusuuenuuueiinaanans CFC

1214 Tassaiwasiaaiasis (Frame Work) sanaunuaansnlidesndh 304

4.2.2 Uszp

4221  msilaUszg (Open Door) wazn15dauses (Close Door) #9n13daeniinee
JEUUANEE (Touch Screen)

1222 Uszgla - Undumduassiundsiuay 1 Usspiiusuudoutuaduuunis
ouszgideusulaain unlszgasisuianeluiuaiostunmiaunues ieanUdnaazaryau
aveel wazdasmindenshanuazetn winuluvhieauauaa finsalidesndn 316 L

4.223  szuuduidoulssglasliuseiuan

4.2.2.4 Uixqﬁ'muﬁ'uﬂmaq5‘ﬂ6’1’1uwlu'mmsmﬂm16’i' (Door Interlock) 1t nA71x
Uasadt
4.2.2.5 waugdmiulsen (Door Gasket) ¥i1638814 Silicone Rubber Wudnwg
La’l’mqﬂauﬁwmLLasﬁmﬁalﬁwaﬁﬁwauﬁadﬁwﬂL%‘ya%‘q‘uau&mﬁ'vﬁwé'mﬁ'wauﬂ'iz@laa'mt,ﬁuum
Woiduedosienlagldauniolethsuseninanmelureseddmsiliuaziiondowhuadany
T,Uil,miuﬁsigﬁiua”waumwisqﬁ'ﬁlxgﬂamné’uﬁwﬁﬁulﬂ‘luiawauﬂis@ A1838UU Vacuum U5z
warausaideudasenldlaglifiusmiia
4.2.3 w3narndinleth
1.2.3.1 wiosininlotdeliiinglusueias Sunalidesnit 50 Alatas WHlady
szuulWinszuaadu 380 - 400 Taavi 50 185 3 a 4 ane
4.2.3.2 fyAU5aU (Heating Element) ¥nannawuiaaaia
4.2.3.3 AIUANNITVINNIUAIY pressure transducer
4.23.4 flszuu Automatic Blowdown n&3a1nLaSatsuvineu
4.2.3.5 a4 (Sight Glass) dmsunsiaaauszauily Boiler
4.3.4 STUULERINAUATAIUANNITIINUY
4.3.4.1 wHeAIUAN Operating Panel fruminaIestandusyuududa Color Touch
Screen ﬁﬁm’ma’mqq qualaifesndn 10 92
4.3.4.2 syuumuuedeaiiuszuy PLC
4.3.4.3 wilouuadlwiiduwuu 24 VDC w38 24 VAC dm3umuau Solenoid Valves

1 e

4344 ﬁLLm%”U-mazyzym (Digital Inputs—Outputs)

@

4.3.4.5 Tuesudyaie Analog Inputs

[ ]



4.3.4.6 svuumuAul Battery backup dwiuirglnliyaeuaulunsdilviihsiy
4.3.4.7 fsyuuiufinean1svieunduuuu (Thermal Printer) 9zudnnanisyeuasuy
nawnmsinigamgilusenitensileinge narlunissinide varluniseuuts annsefuidelusunsy
$uil nanSudunardugamavieu suauseulunsldeu
4.3.4.8 {983 USB Port dmiuidiey Flash Drive laifiudufinnisvieuueaados
uazannsatheanufuvindoyaiidesnisdeundals
4.3.4.9 yaveuana vnuziliATasinulansaldlidosninfsil
43491 uaRNAARILEATYNIUYBLATEILUUNNAY (Circle View)
03492  UARIHAADTUZANTYNIUYELASBILUUTIEAZLEEA ( Details View)
43493 uansdydnuninisiauazlauszs (Open / Close Door)
43494 uansddnualifiedusuntsyineu (Start Program)
43495 wamszeznmivisludunaunsiey (Remaining time)
43496 uwandydnwal Tenu wioutudygrauduioudiferviniiee
Lﬁaéu@m%umaumiﬁwqwuimﬂaugizﬁ wazuioazideududuas iaisdetadodussninsiuneu

a

M3 IneinTesazvrgan1svinau Mdmniazgnle Wuluaudervusvesaudasasy

u

4.3.4.9.7 aunsoenglayadanaianiousizazifun (Alarm & Messages
History) flAnAnTudaumaslfuuniheuanualdliffoanda 20 Jaya
43498 fszvuwdaioulunsdifisvuvanuarsyuutndnoedes Htlgyn
4.4 TWsunsuldau
0.4.1 Wsunsudt 1 dwiuiseindotan 1wy i viawdesdoiiviedigamgd 134 ssrnivaidea
4.4.2 Wsunsuit 2 dwivdeindetag e udou wu sawasnanaiin Hgamgil 121
BIFTALT YA
4.4.3 Waunsuit 3 dwiuiehidardedioldinaiswiu Rapid process 134 ssrniwaidya
4.4.4 Tsunsuil 4 w3 Bowie - Dick Test lilansiasunazaIuANAStaINIERENI N
wesiluuazasieaeumsnszaeiiveslodluiestdiigamgd 121 - 134 ewnwaided
4.4.5 Tsunsufl 5 Leak Test dmiunsraseumsiaszuuietuiesimeneiontisyuy
4.4.6 Wsunsufl 6 Start up dmSunedueiedalu® neunsldiniasie Tuusasiy
4.5 TsunsuiiAe
4.5.1 Wsunsy dwiuilshdetaniidanuendenisuis fleumgd 134 svtizaidea
4.5.2 Wsunsu dmiudasindor dnsuwdeude c.0 (CreutzfeldtJakob Disease)
flgamgll 134 peruwaifua

=Y

4.5.3 1Wunsu dwivilaindegunsainarafinuaziadodlesrdan Mgumgd 134 aem

U

WAL ea



454 aunsauduienaeunndlunisaidold  Tssuudmdudssianiu Password
dlafainisautasadeluntsufudoulusunsy viawasuuawiauianain

4.5.5 I Vacuum Pump WHussuu Liquid Ring Vacuum Pump ‘i‘J’ULﬂgauﬁ’muameLLUU
Two Stage Type %aﬁmﬁwﬁgmmmmaanmnﬁmﬁqLLaz‘lumiaULLﬁaLﬂ%"mﬁa nsUdeslotanniasils
gdaiusavaadusyuuiihunsauwiledh

4.5.6 yAnsa99IN1A Bacteria Filter nauudesainiadiesdsfivuinlaiAiund 0.3
Micron Tnsanansanandieenviawdeulsie

4.6 aunsaiusznauldau

2 '
[ a

I3 Q @ 1 v v = [ = o @
4.6.1 SOUAINSUAITUUTIAEUDIUVIANU LU UALAULAZARS U 2 AU

9

v v o

4.6.2 Fudwiuussgdwesdiesiohanaunuaaafataduadmeliin - duu 1 e

4.6.3 g19vaulsey U 4 1Y
4.6.4 YANTBIDINIAETOI U3 Air filter 1309 U 4 Ju
4.6.5 nszareduiinmviieIurewnses 743U 100 ¥y

4.6.6 qmmnaaum:mumiﬂwL%"aﬁaalaﬁﬂ Emulating IndicatorType 6 7 lfu1A5g1u
EN SO 11140 S1an 1,000 Fu
4.6.7 yansr9deUMIuTonadesileinga Bowie-dick Class 2iilduasgiu EN
SO 11140 $1wu 300 Fu
4.6.8 gunsninsraianma U 190
4.6.9 yaUasiunszudlwian/nszualwi iy (Phase Protection) U 1 Yo
2610 msdsugaansnsasszuui
46101 Fuewdsumsaiveuruialitdesnd 50 Aas w1 1a
4.6.10.2 fuiedsumssiuaualitesndt 50 dns WU 1 Y
4.6.10.3 funewAsuansussniavuialitosndt 50 dns  $1uu 1 40
16104 U3 durndameldnsesdmiuaiomdnti RO S1uu 4 Tu

4.7 [auluawie

¥
= s

471  UINULATIIREIEILNSORAAI LA NdawTauld 1.9 WnT x 3.6 AT x 2.45

wAs( ANNNT19 x AWEN x ATE) uaduiduiaates Raitamedmiunsdiigedne
472 Ui¥nm uedeuiviededusesninsgiu ALanadld sy Certificate of
Authorization $U58411ATFIUEIMTUNITNULTIAY PEDI7/23/EC (Pressure Equipment Directive)
foanlitulssuguanaiasdadelnesrydoiimg uazanuilumidesuses

a w

473 ui¥na guriedivdngrusansindudunudmitendadusinanailaense

=i s

wagazrasiniideiusesdeentilaalssnududaniovezluadises uazuanmdnguituien gy

flyra1ns MiAuFiauasad gy Tumsdentiseinyndndueid Suaulidesndt 1 ay



Tunanduiutiuges wazazdasuuzinnisldautazaaunisualadewulvaunsaldaula v

Wvthigsuiaveuluniieanu Yudesieedtes 3 Ju

474  wdndwsinausnedendundndunisuluiaiaafgndnidmirgludagdu

!
v

selngudndununisasndniulvlud fuisassouddinaznssunmauduaiednualdnys
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475  uIwnY Q’mas’faqﬁ"umﬁfaaaul,ﬂ%‘aat,rhaaﬂmnv"(i”uﬁ wagihludaiu a aanud
finnugs fowdenly elniitusidmiunseunisiafuniadlul

476 U frieszdameuiudtimiliasldoundeu axdedinsiinsaaisadniy
svuuth szuuauvadsmenua uavdumalwihwdouviefevansl svuuaeiu vievudn viedfauuy
LiBuady ngeiimeanisnuldfmuely wasdenduluaunasgiusdasasisusismiasady
anunsaldendldd Wudanasanelu 120 Ju lunsfiadamnidarudenefuanuiiandsezdeg
Foungulvieg luaniwiay w¥aurtsnavg ffantsldauiuniwilng Operating Manual, Wring
Diagram andsnguagaslitfosndn 1 ga iiulsmeuianiemieny

4.7.7 UMY fuieasiuusziuaiesdan szeznatlitenndt 3 U (Wisaueslva
AuFes) Tngustmn flauewis WWusmatigaquasnunduu 2 Wou/ads TusseznifudseAud
wieadan Silaymn u3dny Auipvzdessudnandunsudleluldnnsled aelu 3 Ju SuRuaitlesy
WAIIINMLIEIU '

4.7.8 Qmuaswmﬁ_amuuLLﬂmméaﬂw%manmiﬁsxqiwaxLﬁammaquﬂiﬂis{Ns]
wionvuaIesmnuazamnaartaimuasessansiidaauynsenisiaUssnaunsfinnsan
mMaauanansiliasianufosniswagliiRausslovidasions augnssunise Smmuaioanediazlal
fuinsauazanudvilunsiansunnudnvasmanedafidniild eustlemigeandenisliauues
NNIIYNNT

479  U3gw duiedesditiandianiutizednu vn 4 weu winnsldanuiatgm
Fadassialaiunisaniiunsudluiurindainlasuuds '

4710 U funesadlifunuisdelidusaunudmignnguiavdessmningluy

= 1

Usezwelne Teglrdusazidauasian

4.8 wannmeinsRiatsan svusdadivanimidn nasisind | inuginmnIm (40 : 60)
e fvustwiindesar 40
- inausian Mvuatviindasar 60 Usznaudas
fowaueiumaia uindenaz 40

USN1SUAINISUNY Umtnsauag 20

481 Ya@usmumAle Untnssgay 40



1. 1ps9a31a Frame work ¥idigaunuaaaia  seeas 10

o

- AR ULAE 100 AZWUY

- yienelasiluy 50 AZLUY
o v [ =& =

- ivheianafeud 20 AYLUU

2- isuuﬂ'um?iamlix@ﬁmﬁa Tuseuanlunstuindou Seuay 10
Tduseuanlunstundou 100 ALY
- MuuunalnAulanuses 50  AYWUU
- Manewiusunewasini 20 ABUUU

3, QUIAMTIBMIUANNISINUITUUANEE uinndtvewiiu 10 i Sevay 10

- 3nNNIMTBMNAU 10 17 100 AYWUU
- 1NV aWINAU 8 17 50 ALUY
- YagnIvsawinau 7 17 20 AZLUY

6. gunsaldmiuinGes uuunan ( Mix load ) WUU 2 siou aunsakenayniuasdy
914 (Shelf rack) 1uuuu 2 meu  Seway 5
- bUUNEY ( Mix load ) LUU 2 »Bu ausaLenaTniaTTUINg (Shelf rack) vJu
LUV 2 Ao 100 AZLUU
- BuUNAN ( Mix load ) WUU 1 #au a'lmiml,aﬂmxﬂ%’maz%'umq 50 AZLLUY
_ wuuway ( Mix load ) wuu 1 meu awnsadenduidswuunznimiadung
(Shelf rack) B8 19LABY 20 AYULLU
5. mmmmmlumﬂ%auGfa‘ﬂ'a:ﬂa mmmL%‘la:um'a%’agaima’[ﬂ?uaﬂwﬁms&"u 38
Fuaundiady LLazL%awia%'agaImalif’ixuuwaim USB uazwein LAN Sewaz 5
- awnsadeudeteyalneliLoundinty vie tuusundiady uandeudedeya
Ineldszuunedn USB uagwasm LAN 100 AzluU

- annsoeusalasldseuuwasa USB wasnasa LAN 50 Azluu

0.8.2 Usmavdanmsung dtn¥esay 20
- szpzhiansiulsziuaudigaunnses 38 100 Azuuu
- szpzaInsiulssiuanudigaunnsas 28 50 Asuuu
5. STEzlAEeNaUYRIUIBNU
120 Fu

6. MsfiMmuAszEzaITulsziuAIdisauansaditesndt 3 U



7. 29kulunsaann
§1UU 4,900,000.00 U (B&1ULAILEUUMEIY)
8. Wiuiinvaulasens

NUIHIBNEN THNYIUIATUANTIY AMETUALINEAEARS

9. AMIZATIUNITIANITINVBULUARIU (Terms of Reference)
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