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1.0 REFERENCE DOCUMENTS
No. Document No. Document Title

User Requirement Specification - New Hotlab at Subang Jaya
Medical Centre, Subang Jaya, Selangor Darul Ehsan.

Design Qualification - New Hotlab at Subang Jaya Medical
Centre, Subang Jaya, Selangor Darul Ehsan.

1. L-SIMC02-HTL-VD-URS-R00

2 L-SIMC02-HTL-VD-DQ-R00

2.0  VERSION HISTORY

Revision No. | Date Revised By Reason for Revision

00 <1 Nov 2022 | Peng Peng New

3.0 INTRODUCTION AND SCOPE
This document qualifies the active passbox installation for the New Hotlab within the Subang Jaya Medical Centre,

Subang Jaya, Selangor Darul Ehsan. Active passbox to be in compliance with the principle of American Society of
Heating, Refrigerating and Air-Conditioning Engineers (ASHRAE), PIC/S Guide to Good Manufacturing Practice for
Medicinal Products, PIC/S Guide to Good Practices for the Preparation of Medicinal Products in Healthcare

Establishments. The system has been assessed and categorized as “Direct Impact’.

4.0 PURPOSE
This document is created to justify that the critical components in the active passbox have been installed as per the

requirements in the design qualification and all necessary supporting documents are in place.
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5.0 ROLES & RESPONSIBILITY
The following personnel have been designated to prepare, execute, review and approve the protocol.

Company Job Title Responsibility
Subang Jaya Client To review the 1Q protocol/report.
Medical Centre Representative To provide approval to the submitted 1Q protocol/ report.

To review vendor's specification against the approved quotation.

To provide approval to the submitted documents.

To ensure all relevant technical specifications in vendor's documents are
correct.

To verify and approve all results of the I1Q report.

Lufter Sdn. Bhd.

Validation Executive
Project Manager
Project Engineer

To prepare the 1Q protocol.
To execute qualification according to approved protocol.

6.0  ABBREVIATIONS

No. Term/Abbreviation Definition

1. | AC Acceptance Criteria

2. AHU Air Handling Unit

3. | APB Active Passbox

4. | ASHRAE American Society of Heating, Refrigerating, and Air-Conditioning Engineers
5. | Cert Certificate

6. | CW Come With

T D Depth

8 | DQ Design Qualification

9. H Height

10. | HEPA High-Efficiency Particulate Air

1. 11Q Installation Qualification

12. | 18O International Standardization for Organization

13. | NC Not Controlled

14, | PIC/S Pharmaceutical Inspection Co-Operation Scheme
15. | Ref Reference

16. |t Thickness

17. | URS User Requirement Specification

18 | W Width
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7.0  SYSTEM DESCRIPTION

7.1 Active Passbox

Three (3) units of active passbox are installed between two different classified areas for material pass through. This
function is to protect the controlled environment from being polluted while the transfer of a material is taking place.
The active passbox is fitted with primary G2 filters (washable) at the side return and bottom return, whereas HEPA

filter grade H13 come with housing are to prevent cross contamination.

In addition, the active passbox has an electromagnetic interlocking system to prevent both doors to be opened at the
same time and also to prevent the cross contamination. Indicator lamp is installed at both side of the active passbox
to indicate if any door is open. When the active passbox is locked, the red color indicator lamp will appear. In another
condition, the green color indicator lamp will appear while the door is opened. The active passbox also equipped with
electrical buzzer for communication purposes in between two areas. The external casing of active passbox is

constructed of electrogavanised come with epoxy powder coated.

7.2 Active Passhox (APB) Specification

Description Specification

APB1: Clean Corridor adjacent to Decay Room

Location APB2: Component Prep. Room adjacent to Med Prep Area
APB3: Clean Corridor adjacent to QC Room

1. External casing: Electrogavanised c/w Epoxy Powder Coated
2. Internal casing: Stainless Steel 304 — 4B Finished

1. Internal size: 400mm(W) x 500mm(D) x 450mm(H)

Material of Construction

RAMEISIOD 2. External size: 850mm(W) x 590mm(D) x 1250mm(H)

Color White SG

Window 5mm(t) Clear Acrylic Sheet

Eiltration 1. G2 Primary F_ilter (Washapfe) -2 piepes (Side Return & Bottom Return)
2. H13 HEPA Filter c/w housing - 1 unit

Locking System Electromagnetic Interlocking System

Release Button LED ring flat type push button (release door)

Communication Electric buzzer c/w flat type stainless steel button

Red — Locked Condition

Green — Opened Condition
Table 1: Specification for Active Passbox

Indicating Light
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7.3 Active Passbox (APB) Operating Conditions

Installation Qualification

Table Error! Reference source not found. below shows the active passbox parameters designed to meet the design
parameters required as stated in the URS document (L-SIMC02-HTL-VD-URS-R00; under section 8.2).

AHU Equipment Equipment Room ISO Pressure (Pa) (ref. ::r;altc:l‘:t; Temperature
Description No. Classification atmosphere) (%) (°C)
Active Passbox 1 APB1 1SO7 29 50 -60 18- 22
AHU-1 Active Passbox 2 APB2 ISO 8 25 50-60 18-22
Active Passbox 3 APB3 1SO 7 35 50 -60 18- 22

8.0  SYSTEM BOUNDARIES

The installation qualification covers at the minimum the following equipment/components:
a) Active Passbox
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9.0  TEST SHEETS

This section details the checks to be carried out in support of the system.

A/C Ref. Test Sheet Title Test No.
1 Design - Design Documentation Record (General) 1Q-01
2 Active Passbox Features Verification 1Q-02
3 Documentation Verification - Calibration Verification Record 1Q-03
4 Documentation Verification - Filter Grade Certification 1Q-04
5 Installation Verification - HEPA Filter Installation 1Q-05
6 Installation Verification (System) - Installation Against Drawing 1Q-06
7 Installation Verification — Active Passbox Installation 1Q-07
8 Support - Change Control Record 1Q-08
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10.0 TESTING RATIONALE
Ref. Acceptance Criteria Rationale
; s To provide documented evidence that all required design
1 Approved system design documentation is documentation(s) is complete and has been approved by the
available. i
relevant parties.
) The data on all features of active passbox is To provide documented evidence that the data on features
consistent with the design specification. requirements conforms to the design specification.
A valid calibration certificate is available for all ; . o
3 | critical instruments to prove that these ggvzrg\ggs g;)fi:tl)gzgted evidence that all critical instruments
instruments have been calibrated. '
Filter efficiency certification is available for all To provide documented evidence that all HEPA filters
4 | HEPAfilters to prove their efficiencies are upto | conforms to their target efficiency and are able to satisfy the
the design requirements. design requirements.
HEPA filters of the correct grade have been To provide documented evidence that all HEPA filters are
5 | installed and are their efficiencies are not able to perform as per the design requirement upon
compromised during the installation process. installation.
5 The installation of all mechanical work is as per | To provide documented evidence that the mechanical work
the approved design layout. has been installed according to the approved design layout.
2 The construction of active passbox installation To provide documented evidence to proof the safety of active
complies with the safety standard. passbox installation.
Records for all changes made to the system
throughout the execution of this checking ,
8 | procedure are available and further tests To provide dqcument_ed records of all changes made to the
h system upon installation.
required after the changes made have been
conducted.




‘Ster -9+ - G|

:2)eq

(vSSVd)/awoanQ isa| |[esanQ

e

Wy

:uonejuawindoq Buipoddng/suopeirag/sjuawiwos
Mﬂa\ax\.\wi&w e T -
| 1 in
[l ;
€toc -0l \3\\ tac by e ?55. 00 vapn Xy :@._ma 0 -0A = UH- WIS -7 voyrp v\
(e32@ 8 1BRIUY) 9jeq snjejs uojsiap
: dA

Ag payuap [eAosddy | juswnsog | juswinaog 9L juswinaoq 19y Juswnsog adf} juswnooq
:s)nsay
‘8|qe|ieAe s| uonelusunoop ubisep waysAs panoiddy
‘BLI3JUY ddueydasoy
"8jep [eAoidde pue snjels pue ‘UoiSian ‘ajyl) ‘8ausIa)al JUSLUNOOP BU) SPN|OU] LONBIUSWNIOP UBISSP au) JO S|IE}ap PI09aY
‘POUISIN
‘panoidde pue pamalrsl 8q PINOYS SIUBWINIOP ||y
:sa)isinbal-ald
'sal)ied Juens|al 8y} Aq panoidde usaq sey pue s|ge|ieAe aie (s)uoijejuswnaop ubisep paunbal e 1By} 80UapIAS pajuawnoop apiroid o)
:aA303[q0
 loditoNIseL [ P . (1esouag) piods - ubisag S

GEJ06 (s)ebed [ejo] 00 'ON "AsY
220 AON 1 7 380 B33 |0-8dvV-OFOA1LH-200NrS T oN 300 I s s

« SWEI YU SI22U1BUT « UONIJIag UlIA, UOISSE] «

(e=1am)




‘uonealioads ubisap ayj Yim JusisIsuod si xogssed SAIjI. JO SaINjes) [|B UO ejep ay |

‘el3)IY 9oueydanay

uonealyioads ubisap ay) isurebe aiedwos pue xogssed aAnoe ay) ¥98y9

{LINELT

‘uonealyjoads ubisep 8y 0} SULOJUOD SjusLAIINbaI SaINjes) UO BIED BU) Jey) 80USPIAS PajuswnIop apiroid 0]

19AI393[q0

_ 20DIiONIseL [ e
mamm Mmz | Z mmwmwmmf_mm E.m%.o_-o%mz-moozag Nn _”MM e

= SRR YA SI22U1EUT - UOND212d UiIM, UOISSRY =

(e=1am)




Z

fs;&-:\ﬁ ON ?mﬁ W QS ww 05z} = JuBieH
- i-m_\,\m N \@ wu 05 wu 0gg = Yidag leusa)xg
wst - 44 - 1L b = yipl
| onfsy) 33 Wil 058 = WPiM uoisusWIq
Qe < ~EL \% oN/6aA W alﬁﬂ ww oGy = Em_m_.._
A ) oL \,&\ oN /68 Qs wuw 0os = yidag leusaju|
et ¢\ \&\ ON /&5 ww 0y WW 0% = YipIp
st g [ oy \3@ as[1]osT 05/1/062 (4d/n) 921n0S Jemod
weni-t @[ oy \ﬁw\b P4 vy pay ‘Usalg) Joyeaipu] Wb : v
Lgdv
el g ) abneg X0QsSed aAljay
x&\ A .xme@ sz Pupantld Wb 3INssald [elualsliq oljsysubeyy | Joj [9pOJ BInssald [enusiayig | HOASRE BARY
k-4 - 1l abneg 1314 Vd3H
\&\ ON IR .:ozé Swd  pupwiathy URPeW 8INSSald [BhUBIBLIQ JNBYIUI 10} |3pOJ BINssald [enuaiagiq
4ot -7 - <\ P oN (58 ] s|qe|leny Hod }sel Ovd
Ul - - 4, ON /S8 (4’ 79 apels) J8y|i4 Alewid
-l A | ON IS8 ZiH ELH apelg Jal| 4 Yd3IH
wt-?U g | oNTse el Sh P S Ssyeings paysiuy gy 10g 1991 ssajulels (Jeussyuy) [eLisiepy
flee 901 () pajeo) Japmod
\Jx ON AS9A Sl mak_u ST I e e 7D Axod3 m/o pazjueajebonos|g (lewsapa) feusien
(3@ 3 [epju) (oN/saA) :
") el49jj4) aaueydesa uoneayioads ubise awep juawdinb
Ag patuaA Aywioguos [enoy W80 jda22y fjedlosdg unjsag N3 inb3
's)nsay
20Dl ON3se e e b
7705 0 LI (s)abed [ejo) 00 ON Aoy
e TUNTZ ajeq aAoey3 10-8dV-DI-GA-1LH-Z0OWI'S-T 'ON 900 N

= SWEIQ YU SI22UIEUT - UOND2112d UM, UOISSRY =

(g=1am)




i

elI9)l1 adueydasoy

uopeayjioedg ubisag

e, e - AR PR

tex - &;_\Jﬂ oN (S8 wWw Qs ww 06z | = ybley
Tra- 9%2\& ON /58 ww oﬁ ww 0ss = yidaq [eula)x3
AN 0y rr HO uoisuawiq
TR | o ww s h W 0gp = JUBeH o
WS S A /5 ww Q0§ ww 00§ = yidag [euJaiu|
m?ﬁi.mhﬂw\ ON /58 we ity WW 00y = UIPIM
re,.&-w\%\ ON (SO pi |asC 05/L/082 (yd/n) 21n0g Jemod
STV A yd ' vwg pay ‘Usalo) Jojeaipu) ybin (z8dY)
ra-ﬁrm_\&\ ON /(S8 A Qm..é | spaniiy gi.?oé aInssald _mzwm.mgwﬂ_oa Jljsysubeny | Joj _muow,_ow_mwmmmﬂ _mecohmt_o A L
PEECRE afineg J9)14 Vd3H
| ONfsay ba& rassu] Pupanghy g 8Inssald [eUBIAYI] JBUIUIN | 10} PO BINSSaI4 [eRuBIaKQg
Lo - o -m_\ﬁ\ ON /GoR Ny 8|gejieny Hod 1s8] Ovd
Ceoe -i.ﬂ\,% ON ,m> 1Y 79 8pel) Jay|i4 Aewd
f-ié\{w ON /53 <'H ELH 8pet9 Jajli4 YdIH
i-wv% ON /65X PH™Y F hog prs symwrds | paysiuy gp p0g 991 SSOUIBIS (lewssyu) [eusyep
Seorad 51
" M\.&v N @ L%:L _UL.w e ,.F_Exm_ﬂwm Axod3 ”,m_,wmmwmﬁmwh._fmmgom_m_ (Ieuiap) feuaren
(e32q 3 [epiu) (oN/sap) enjoy awep juswdjnbg

Geogl

(s)abed [ejo 00

"ON ‘hay

102 AQN | 7

ECREDIEETE]

10-8dV-DI-dA-1LH-Z0DINIrS-T

"ON "20Q

uoledyleny uore|elsu

B A~ B ]

A

= SLWRIQ Ul SI22UIEUT « UOND2LI3d UiIA, UOISSRY »

(e=1am)




e~ g m_\ﬂw\ oN @mb Wyl Qs ww 05z} = ybieH

T . | v wwgl s Ww 065 = YideQ CURNE
Seot - apd - , gl

e g on 6 ity Wu 0S5 = yBIeH
et x| oN/G s Ww 00§ = yideg euwaj|
f&-ax\m_\.ﬁ ON (53 Www ey ww Q0 = YIpipn
{awt Li-:\&\ oN (52 as1f ezz 0S/1/082 (d/n) @21n03 Jamod

ST | onie 7 ' vy pay UaaI9 Jojealpu 14617 (e8dv)

Breg X0qssed Aoy
Leoc-ang - ° £ X0qsseqd sy
M_\&v ONAS8A Q@ae s upangg e«%:fs 8Insseld [elualeyiq dljeyaubeyy | 1o} [Bpop aInssald [BRUBISKI]
06 - g5 abneg Bll4 Vd3H
A | oNfse, q@é s Pupthy e ainssald [eNuaIayIq JlYILI | 10} PO 2INSSald [eljuaIaRI]

st LE,:\% oN(sa N Py a|qe|leny HOd 1s8] Ovd

et -E\m\ﬂ“ oN / M> 14 79 apels) a4 Alewd

Gxoe -i»z\.ﬂﬂ oN mm;v 2 H CIH BpPEID I3l Y43IH

e - g1 | oN/(seR e b og | 2f5 SAUS | paysiuy gp p0g 9915 SSAIUIRIS (leusapu|) [eusjely

Ster- g 51 i [He") Pale0?) JapMOd

\mm e o) ﬁa& Mp PRwmaphan) Axod3 m/2 paziueaeboloalg (lewiapa) lewsien
(e32q 3 [emu) (on/sa) [enjoy BlS)U 9oue)desdy uopeayjoedg ubjsag awep juswdjnbg
| Ayuuiojuon _

R T ) T B

2540 €

(s)abed [ejoL

00

WS NON [ 7

EERENEETE]

10-8dV-0I-QA-TLH-20DNIS1

LoljeaeNE) Uone|elsu|

* SWEAIQ YU SI22UIBUT » UOND2LI4 NAL UOISSR »

(e=1am)




1% -G -

:9%eq

payaA

(TIV41SSVd))awoanQ jsa] [[eianQ
L

N
:uoljejuswnaoq Buipoddng/suonieira g sjuswiwion
__20DIioNIsaL| I3\ s2.njee Xogsse e ey
T (sJabeg [0 00 ON "Asy uol
1eSlI[END) UONE|RIsU|
i NN 17 ] 10-8dv-DFOA-TIHZ00ATS ] N 900 A e

+ SWEI YU, SI22UIELT » UORI21134 Yl UOISSR »

(e=13m)




£20¢ - Gaf ~§] ¥d00$-0005-Z :18POI
[ (e9dv)

\&\ eC-hs< dp ,rmoo- w2 - H Seoc - P L MK Bd 00G-0 :86neg ainsseld | £0-gdv-94q

€ XOUSSEd OMRY | jenuaisyq aypyuN JaAmg

¥d005-0005-Z :IBPOW

Ctt - e -5 e (z8dv) :

A o = o= - 3 Bd 005-0 :9bneg anssald | z0-gdv-9da

A T s g B e i ¢ XOUSSEd SMIY | jequasapi ey JeAmg

$aas-epd-5| i . ) <%8%8m-m ‘ISPON
X ) co¢ - vIP- [y Stag -l - £ N Bd 00S-0 -e0ne9 ainssald | |0-8dv¥-9da

| eetsm | X0SSed O | epuaiayiq afeyun Jemg

(5320 8 femui) oN sipaena 9120 Aoupnbend UO|}e207/Wooy uopdiasaq Juswiniysu) o
Ag payuapn | |eliagrjey uoneiqie) | uopesqied uopelqiied uopeiqijed juswinisu
's)nsay
‘PajelqI[eD USBq BARY SJUBWNASUI 8S3U} JEU} 8A01d 0} SJUSLUNIISUI 2D || 10} B|GEJIEAR S| BJedlliLiad UOIIqIED PifeA ¥
‘B3I 93ue)dadoy
"Sjep enp uoleiqiiea pue Agusnbaiy uoieIqied ‘sausialal SJedljilad UolRIqIe sy} sjou -SjusLUNASUI [BILI 8U) JO YOBS 10} B|dE(leAR UOIRINILSI UOIRIGIED M3IASY
‘PoyIdN
‘uonaes Juswydele ayj Je papinoid ag pinoys sanbojejen aaineQg
:saysinbal-alg
‘Peleiql|ed ussq sAey sjuswnuisul (oL [|e Jey) 82UspIAS pajuawnaop apiaoid 0|
_ S0-DI:ONjsaL S Th A, | __ Pdoday uopealjiap uojel HRERERA RO o
GEJOG (s)ebed [ejo 00 'ON A8y
U AON T 7 EEEINEETE] L0-8dV-DIFGA-1LH-Z0OWr'S-T ON 90(] i,

* SLEIQ I, S122U15UT = UOND21134 YIA, UOISSRY »

(e=1am)




T ——

e =

$toc- -5l ﬁku vd09-000¢ - _Muos_
: (cadv) ed 09-0:9bneg |
&ﬁ ¢ -lwepdiy | - Rere il e X ¢ X0QSSed BN ainssald %:cw_wt_o 60-8dv-0dd
ojeyaubey Jakmq
“ Yd09-000¢ ‘1ePoW
o - - -0
i n\.@ Wi b T hm&_r 4 xopﬁmmmmmnn_w\,_?. msmmMmmwmmcMwﬂw BEey
. Jljeyaube)y Jokmg
S i . V03 0002 12PN
. €Al - ¢) S % - opd » s (18dV) ed 09-0:9bneg |
\& St-1su Jn € §ils | X0QSSed SAjaY aInssald [enualayiqg £0-8dv-0dd
aljayaubepy jafmg
¥d09-0002 ‘12PON
Qe -t i
\&n STy e e m”&_ﬁ £ xgﬁwmwm“qwag msmmmmn_#wm_,mwr._w(_h_um Had v
. aljayaubeyy jakmg
$exe-03- 4 v¥d09-0002 __mgs_
G (¢gdv) Bd 090 :9bneg |
% Se-osc/ [y | M mwd-bl Seoc MLl il 7 X0gsSe4 BAIOY ainssald [epuaisyg | 50°8dV-Odd
allsysubep Jekmg
i o ¥d09-000Z ‘19POW
\«w\ £¢ ~309) dlo o< 924 - o T8 -tnj- |0 VI (18dv) Edogge0nes | oo
| X0QSSed BALOY ainssald [enualayIq
Jllsysubeyy jehmg
(93eq '8 [emu)) ‘ON ajeq ang ajeQ fauenbaig Joy
(5] 0 uopdiiasaq Juswinysu
Ag poyuep | [euasyjey uopeiqie | uopeiqyed uogeiqied |  uoyeiqed s e e

GE10 9]

| ZWAON 7

(s)abed g0

00

BEREREEE]

10-8dV-DI-GA-TLH-Z00NIS-1

uolieaylieny uonejieisul

* SWEAIQ Yl SI22U1BUT » UOND24I2g LM, UOISSR] «

(e=13am)




N\

Eto¢ 34 - |

:ajeq

PalIIRA (v4(SsVd) awoanQ 3sa] ||essnQ

N

(smag 2opwl ) Foili®) wgupn) o Ay

:uojejuswnaoq Burpoddng/suoijeirag/sjuawiwo?
__E0°DIiON3S B NS _Pioday UojeayiaA UOEIGI[E ~ UOEIIFA UofejuaWNI0g .
GEJO /L (s)abed [ejo | 00 ON "9y
7 AON | 7 3120 B3] 10-8dV-OFOA 1 IH-Z0ONIS ] ON 90 b

* SWRUQ Yl SI22UIBUT « UONIDLA YIIA UOISSRY »

(e=1anm)




m\ﬁbﬁlhhoubou M_r .Jéeif@ m”:I_ mbmn_o <
-t - bastasye s509bsof wabg X 34z xSbe | WWEYXSBEXSEZ |  £0-adv-dH ms%mm“ M;_E
- SHY =-val Linl 4vr '
UH WHy £LH epei9
Y- g0l | 1d -ze - s
PN -bisbishe hs19sol by X 5bexshe | WWEIXGBEXS6Z | Z0-Bdy-dH \eadv)
~S HY ~TNAL Z X0qssed SAloy
§e7 e
G -G -1 e €LH 8pei9 (Ladv)
4 -t fasTanLe 9S19Lsal ww |9 X SLE X She | WWEIXSEEXSEZ |  L0-AdV-4H .
J4C !
yﬁﬂ - THY -TnnpL 2
(23e@ 2 [enu)) "oy "Ha) "ON [BLag adf] g apein adf g apeip ioNbe; awey juswdinb3
Ag payuap puno4 sy BLIRJY ddueydasoy | I J9YId VdIH
:s)|nsay
"Sjuswainbal ubisap ay) 0} dn ale saoUBIDIYS 1By} A0 O] SI8)|ly Yd3H |[e 10} 8|qejieAe SI uonealyitad Aousiolye Joyl4
‘BLIRJLIY 3oue)danay
S|qeliene si sjeayuad Aousios Jall pieA Ajinj e ansus ‘Mojaq padualael Jayl Loea 104
‘poyso

"peja|dwiod ussq eney smalnal UBISep Wa)sAg
:sayIsinbal-aig

‘Sjuswaunbai ubisap ay} Ajsiies o} ejqe ase pue fousiouye 1ebie) Jiay) 0) SULOJU0D SIAYY Vd3H I[e Jey} 82UspiAS pajuswnaop apiaoid 0]

:asoding/aanoalqQ
dheide i D Jo)ji4 —uoyeoua UoeuBWwNd0g | el
GeJ0g) (s)ebed [ejo 00 ON"ABY LoNEaEND) UoelElsy|
ET ajeq anjpaya 10-8dV-DIFQA-1LH-Z0OWIS-T ON "20Q
\ £
M—ﬁaﬁ >C_f‘ * SWEIJ Ui S122UIBU3 « UONDIDLI L) LOISSR] «

(e=1am)




LTe- 9 - €)

:aje( {(ainjeubig) Ag paiuap (Nv4/sSVd) swoang 3sa] ||lessng
RS

ﬁw._‘aiéuo Sropvayf \_.\L.J S.cb.Laim Ny o L.&J_
:uopjejuawnaoq buioddng/suoneirag/sjuawLIo?)

_emL

ERBL CEZFTaT 00 ON' Uonealileny) uone|esu)
it C 8jeq ansy3 10-8dY-DI-AA-1LH-Z0DIWrS-1 "ON 207 e 5

+SWEAIQ YU SI22UIEUT « UORDIDLDG LI, UOISSRY »

(e=1am)




'$$9001d UONe|[}sU| 8Y) Bulinp pasiwo.dwos Jou aIe S3I0UBIDIYS 1By} PUB Paj[eIsul Uaaq AeY apelb 1981109 au) Jo s1a)ll Yd3H
'BlI9JI) 92ueldadoy

'(panalyoe usaq sey ubissp moy) Jie

8U} 43} SIy} Op) UoNewIoju! Joj sdoup Binssaid Ja)y Ues|o piodal pue WajsAs dn-Liejs ‘palelsul Usaq sy Sisll) YdIH |fe 30UQ Siall YgIH Juenbasans 10} § pue ¢ sdajs jeaday g

‘Buises

8y} abewep i }i se ma10s 1o 0} ploAe ‘Buised yd3H By} uo Buimaios ueyp) “soe(d ol uajybiy pue Buisnoy ol pasul ‘pelinbel I1BA8UBYM BULelj Jo Jaxseb uo ssald Jo pjoy Ajuo
‘BIpalu Ja}ll BY} YyaNo} 0} Jou 8Jed Buiye| "UoBsUI jsisse 0} ) punole asealb o Jakel uly) e eaws Alinjelea pue Beq wouy anowe ‘Buisnoy o} ayy axe | "Lodai 0} SIy} YIeNe ‘papnioul
$1 9Jeal90 153} e | "abewiep Aue Joj s}y Joadsul Ajlensin pue Jsquinu sausiajel aNnbiun piossy Joejuoo [eaisAUd BUIZILIUIW ‘XOG WL} S|je} J3}) OS XOQ HaAul ‘19)|l} MBU B ||BISul 0] '§

*Aip 0} MOJlY "LIP PUE JSNP ||B SAOWSI 0} 8IED

Bunyey joyoaje yym Buisnoy Jayy pue ajejd eseq ‘Buises ‘a||ub ues?) pajielsul aq 0} (S)ia)l) YdTH AJIusp| ‘Uoje[os! [EOL}O3]8 WLIUOI pUB 8INPad0id UMOPINYS WaJSAS ay) ajeiiu] ‘¢

1300 $80ys pue ‘Jauliey ‘Insdwin| ‘o) ssy-1epmod o'l ‘uiom aq Jsnw 3dd Jadoid uonejelsul yd3H buung z
‘uolie|[esul Yd3H 84048q pajonpuod aq pjnoys bujues|o [ealuyods] ‘|
‘POUIBIN

‘uofealjioads ubissp yiim souel|dwod ajealpul SIS}l YdIH 40} AILLIOJUOD JO SB)RIIE)
:sayisinbal-ald

‘uoijeyjelsul uodn juswalinbas ubisep sy} Jad se wiopad o) sjqe a1e SIBY YJTH |€ 1By} 80UBPIAS pajuswnIop apinoid o]

:asodind/aaaalqo
FESoDIONUseL e e : | = UOREIIHIDA Uoje|ieisu
GEJ0 0T (s)ebed [ejo] 00
Il AON 1 2 ajed enjsy3 10-8dV-DI-GA-T1H-Z00WS 1 S L

* SWRAIQ I SI2BUIBUT » UOD21I2G LA, UOISSRY «

(e=13m)




$eoc - 3 -1 Sh ey €1H 8pesg (egdv)
% ON fSaA o Fw XSbE Y S PN Www 69 X G6¢ Xmmmw €0-8dv-4H £ X0gssed annoy
e 8
$xoz — <y - g H Ty EIH 8pEIS (zadv)
&AW ON ('S8 A wwile x 5bSx ske W 69 X G6¢ xmm.w. ¢0-8dv-aH 7 X0gssed BA1Y
el
Soc -t -q) Ll e ELH 9pei9 (184V)
0 O~
\% N /(saA ww by ¥ s1,S M_“W wu 69 X G6¢ xw,mm L0-8d¥-d4H | X0gssed Aoy
(o3Q 9 [RIIU (oN/s2p) apels) JaYI 3 9y ’
Ag vac_._m>= fiojoeysieg uopsadsuj jensip PEID 1}l Vd3H PEID 483114 Vd3H E__me_ 43H aweN juswdinb3
5 }nsay [enjoy eLI9YI) doueydasay :
:s)nsay
_ SGO-DIONIsaL | uoye|lejsul 133114 VdIH — UOReIyLaA Uogelieisy) | PPl
G€40 17 (s)abed [ejo] 00 ON A9y
JI0ZAON' T ajeq aARey3 10-8dV-DI-GA-1LH-Z0OWS-T ON "20J PRI Rl

* SWe21q Uil SI22U1BU3 « UORIDLIDd Ui, LOISSR] »

(e=1am)




$tor -9 - gy
9)eqg :(a1njeubig) Ag panyuap (v4IsSyd) awonQ Jsa] |[elarQ
St
ﬂ Lpruma( .b‘.a__.SIv +§r_ é.._bxrcﬂ Ay o) b,Tu
:uopjejuswnooq Buipoddng/suoneiraq/siuawiwion
A S GORONISRIEl VgL S T _ oje . IOIjE31j1BA UopejIR)Su| SBIL
gz . (s)ebed [ejo 00 ON A8y
ZEEAONTZ e 10-8dv-OFOA-TLH-Z00NTS] oN 903 R

* SWRIQ YA, SI22UIBUT » UORI2}134 YIA UOISSRY »

(e=21am)




ON / S8A \\\\\\\\\\\\
\ bl
ON /S8
Gen- 4y -5
NN [ e A
| ONTSIR |
$tac-9d - A _
ta “_&wﬂﬂ stife) W . ?\QHTBTE\\QQE@: Ao rpow
(g remu) | (oNfseA) | | e

Ag popuep Ayuiojuos ON uojsiAay ON '}y 3L Bumeiqg

Sjinsay

inofe| ubisap panoidde ay) Jad se si }IOM [eIIURYIBW |2 JO UONE|[eISUl BY |
‘BlI9)IIY 9oueldadoy

‘ajep pue ubis uay} sausJsjel 18} pue [090joid Ay Yym Bumesp sy o Adoo dn-peyew sy fnusp| ¢
'Pel4SA 84 JOU PINOD Jeu sLUSY PUB J081100Ul 81 Jey) 1981100 e Jeu) Sway 10 seale ejedipul AlJea|o o) Buimelp ay) yJew pue uone|ielsul ay) jsulebe Buimelp ay) aledwo) 7

'8} S)Nsel 8U} Ul SIaqUINU UOISIABI 8Y) pJ0da) pue paljlian aq o} sBuimelp paiinbal ay) Jo Adoa e aye] |

:poyIal

"payoelEe ag pinoys Buimelp Jjing-se paaoiddy
:sayisinbai-ald

‘noAe ubisap panoidde sy} 0} Buipiaoe pajlelsul Uaag Sey %10m [e2IUBYIBWI BU) JBY) 8IUSPIAS PaJUBLINIOP opiAcid 0]

ETHEE] (e}
_90-DI :oh S E SR R R 4 IR
SE10 €7 (s)ebed [ejo 00 ‘ON A9y
[T AON [ 2 ENEEE [0-8avV-OF A1 IH-Z00NTS ] "ON 90 B e

* SWERIQ YU SI22UIEUT » UORI21I2d YIM UOISSR] =

(e=1am)




L10¢ -9 - ¢

:a)eQ

A

{(aunjeubig) Ag paylap

(NV4ISSVYd)PwWonQ 3sa] ||BIanQ

N

pupefpy o 5?_

g/siuawwon
_ 90-DIONJsL | : Bumeiq jsujedy uoje|jejsu] - (w ey
G2 J0 47 (sJeBed [e10 00 "ON A8y
JIIAON L C EENEEETE 10-8dV-DI-GA-1LH-Z00WrS-T "ON "0 S it

SWIRBI YMIA SI2UIBUT - UONDDJIad LA, UOISSR] «

(e=13am)




qeok -7~ \ﬂﬂ

ON fS9A

‘Bunyom Aiadoid aue JyBi| Jojeoipul pue Jazzng

b
J0Je2ipul pue J87zng 8y} JO UoRIPUOD Jeyl Ajllap

9.Lo¢ - apd-S) %

ON /S3A)

‘Bunyiom Apadoud si Joop jo Buoopsu|

J00p Bupjoopslul BY) JO UOHIPUOD BY) AjLISA

ot - A= \&u

"pasoya ale xoqssed aAlo. JO S100p 8y} Yloq
pue xogssed aAnIe sy} ul Juasald S| [eUa)ew ou Jey) ainsug

"X0qssed 8A)Je Ay} JO UOIIPUOD By} AJlIBA

(zadv)

Z X0gssed aAljoy

st - g \x\y ON (SoA "P8}osuL00 ale xogssed aAoe ay) o saddns Jemod "xogssed aAnoe jo saljddns Jamod Ajluap
g1l ~mpf ¢ o ] m_
\.«m ON fSoA Buniom Apadod ase Jybi| Joyeaipul pue Jazzng B ——— e_“_m>_
“ut - i) \A\ ON /88 A ‘Bunyiom Auadod si Joop Jo Bupoopsy *100p BuyooBjUI B} O UONHIPUOI By} AJUBA (184v)
s 5| 'Pas0[a 8ie xoqssed aAljoe JO SI00p 8y} Ylog | X0Qssed sAloY
. A
A e pue xogssed aAljoe sy} Ul Jussald S| [eLB)eW OU Jey) aINsu3 XogsSed anoe a0 Uompuss BUEAeN
o G2l A ON [S9A "P8joauu0 ale x0gssed aAijoe sy} Jo saljddns Jemod "xoqssed aaljoe Jo saiddns Jemod Ajsp
(e32q %2 emiuy) (oN/sap)
ellayl40 soueydasa WINETTREE) awep juswdinb
Ag pelgueA fuuojuos Moy duejdeddy POUIBN 831 N juswdinb3

"piepuess Ajajes ay) yum saijdwod uole|ielsul Xogssed JO UoONASU0d 8y |
:S}|nsay/ela)g aoueydasay poyla

BUON
'saysinbal-ald

“uolje|ejsul xogssed aAjae Jo Ajojes sy} jooid 0} SOUBPIAS PAJUSLINIOP 3PIACId O

:aA303[q0

OBIL

§€40 6T

(s)ebed [ejo] 00

AON L ¢

—— 2700 A

8jed aAay3 10-8dV-DI-QA-TLH-Z0DNIS-T

uoliealyllent) uone(elsu|

* SR YA SI2UIBUT - UOND31I24 Ui, UOISSPY »

(e=1am)




§20C g - |

:2)eq

((aameubig) Ag payusp

(1IV4(SSVd)/swoaing 38 ||e12AQ

rd

N

:uonejuswinaoq Buipoddng/suoneirag/sjuswwos

secc-9d- g1 . Wb
\ﬂﬁ ON /0 Burtiom Ajiadoid ale Jybi| Joyeoipul pue Jazzng 10}e2IPU| PUB JBZZNG BU) JO UOI}IPUOD Jey) AjLIaA
Cie ﬁ&.\% ON /S8 A ‘Bunyiom Auadoud si Joop jo Bunjooyau *100p Buryaopsiul 8y} jo uonipuod ay) Ajsp (eady)
See-h-f| "P8s0j0 ale xoqssed aAloe JO S100p 8y} Ylog £ X0qssed anoy
. A
L“m ON /(94 pue xoqssed aAnoe ay) ul Jussald S| [elUs)ewW OU Jey) ainsug Xarssed B Sy dopipuon ST e,
S \&\ ON/SoA 'P8}o8uu00 ale x0gssed aAljoe sy} jo salddns Jamod "xogssed aAnae jo sajjddns Jamod Ajuuap
(e32q % [eu)) (oNysex]
Ag patuep Ajuuiojuos Bl49)149 @ouejdesdy poylay 3sa) aweN juswdinb3

— ooioNser]

GEJ0 92

(s)ebed eyo 00

ZICAON 1T

aled anloay3 10-8dV-DI-GA-1LH-200WIS-1

uoleayeny) uone|ielsu|

* SWE3IT I SI22UIBUT » UONDDHI2G YIIA, UOISSR] =

(g=1am)




\\\\\‘\\.\.\\\ ]
| 7
\\\\\\\\\\\\I\\ m
\\\\
(o383 lepiul) | (oN/saA) a3eidwog | (oN/seA) paunbay | (AAA-wiw-pp) :
Ag pajuap Bupsa] Jayung Bupsa) Jayung | abueys jo sjeq 9ELIEND JoMoRditeeg 1oy sbueyd

s)|nsay

'Pe1oNpuo2 Usaq dAeY apew sabueyd sy} Jaye paunbal sise) Jayund °z

‘dlqeiene ale ainpsaoid Buiyoayo siy} Jo uognoaxe sy} InoyBnoiy) wajsAs ay) o} spew sabueya (e Joj SpIoay ‘|

‘Bl daueydasoy

Auojoeysiies paja|duwiod usaq sey siy} Jaylaym suwisiep paiinbay si bupss) Jaypny | “pauinbai si Bunss) Jayun Jayleym suILLIB)ep pue Wa)SAS ay) 0} apew sabueyo sy mainey g
'azAleue pue mains) Ued seale pejoeduwil sy} os ‘pabueyd ag 0} Spasu Jeym aulino Ajesioucd pue

Aiea aBueyo sy jo sjep au) pue abueyo sy o uoidiosep J3uq e ‘aousiajal 8buBYD By} pI0day *020j0id 8y} Jo uons|dwod ay) Bunp wasAs ay) o) spew abueyo yoes pioosy |

POy

‘Payoeye 8q Isnw wioj abueys paroidde ||y

‘saysinbai-alg

‘uonejielsul uodn wisjsAs sy o} epew sebueyo |je Joj SPI0JBI PAUBWINIOP apiA0id O |

3A398lq0

_80-DI ‘0N .

G840 /2 (s)abed [e10] 00 'ON "ASY

A 31eQ N3 10-8dv-OFGA-1IHZ00ATS ON 900 e i
’Jﬂ@t |

* SLRIQ IA SI22UIBUT + UOND12 LA LUOISSRY »

(e=1am)




<29 -God - G|
-3jeg (aumeubig) Ag paiusp (v4/SSVd) dwoainQ 3s9] [[49A0
—
mN
:uonejuswnooq Buipoddng/suoneinag/sjusiuwo?)
_ 80DIONISAL| _ Pplossyjouog sbueyg-poddng | epiL

7. SEI082 ., |

(s)ebed [e10]

00

"ON Ay

UL NUN |

[y ]

EEREDIEETE]

10-8dV-0I-QA-TLH-Z0JWIS1

uolealient) uone|elsul

"ON 20Q

« SWEBI UMM SI2UIBUT = USHI2JI2d UMM, UOISSR] «

(e=13m)




(LUFT=ER )

« Passion With Perfection » Engineers With Dreams «

Doc. No.

L-SIMC02-HTL-VD-IQ-APB-01

Effective Date

T NOV 7022

Installation Qualification

Rev. No. 00

Total Page(s)

29 of 35

11.0 SUMMARY OF TEST
This section, detailing system specific Acceptance Criteria (A/C), should be completed following a review of the
test sheets, within Section 9, and supporting data, contained within the referenced project files.
Design
AIC e AIC Met? Deviation Initial &
Ref. Acceptance Criteria (A/C) (Yes/No) Ref. Date
1| Approved system design documentation is available. \fﬂ $ N/A Jﬂm -
The data on all features of active passbox is consistent with the él
2 design specification. Nes N/A Wb i
3 A valid calibration certificate is available for all critical instruments i k,
to prove that these instruments have been calibrated. Yes A T3 W)
Documentation
AIC b AIC Met? Deviation Initial &
Ref. gecoptance britena L1/0) (Yes/No) Ref. Date
Filter efficiency certification is available for all HEPA filters to prove
their efficiencies are up to the design requirements. 10- Feb - 20
5 | HEPAfilters of the correct grade have been installed and are their e NfA A
efficiencies are not compromised during the installation process. | o T
Installation
AIC o AIC Met? Deviation Initial &
Ref. ficcepeance Crittlia (VC) (Yes/No) Ref. Date
The installation of all mechanical work is as per the approved
6 = Nes N/A
esign layout. 10-Feb - 273
The construction of active passbox installation complies with the
! fety standard Nes M
safety s rd. B -F - 203
Additional
A/C e AIC Met? Deviation Initial &
Ref. Accipiance Gritera (V0) (Yes/No) Ref. Date
Records for all changes made to the system throughout the ( )
8 | execution of this checking procedure are available and further tests Neg N/A
- 13-~ 25
required after the changes made have been conducted.
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12.0 TESTINSTRUMENT RECORD
A record of all test instruments used during Installation Qualification, ensuring all instruments have valid calibration
certificates.
.| Instrument | Calibration | Calibration | Calibration | C2Pration | | ials
Test Instrument Description : Cert.
Serial No. Date Frequency | Cert. No. > Date
Location
wl A =
1 B
13.0 SIGNATURE RECORD
A record of all key personnel(s) involved in the completion of the Installation Qualification.
: Date
Name Company Signature (- YY)
Won, Pﬁuu )76\11 L ¢lp Bhd Jﬁ( 10- Beh. mo23
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Total Page(s)

14.0 INTERIM APPROVAL

This section is only required when all discrepancies in the deviation list have been considered, the pass box may proceed
for Operational Qualification pending resolution finalization. If there are no discrepancies or all discrepancies found have
been suitably resolved, may proceed for Post-Execution Approval.

Name Job Title or Role Signature Date
(dd-mmm-yyyy)
Reviewed by: /
Reviewed by: WA

Approved by:/




(LUFTE=ER)

« Passion With Perfection « Engineers With Dreams «

Installation Qualification

Doc. No.

L-SJMCO2-HTL-VD-IQ-APB-01

Effective Date

2T NOV 7077

Rev. No. 00

Total Page(s)

32 of 35

15.0 POST-EXECUTION APPROVAL

CONDITIONAL ACCEPTANCE

The system operational checks have been reviewed. All testing associated during Installation Qualification are completed
with all criteria being met. Any deviations that were noted (if any) have been resolved and closed out.

Name Job Title or Role Signature A
(dd-mmm-yyyy)
Reviewed by: j/
—
g
Reviewed by: .
_//.,/,_,
IS
Approved by: \ |
= mm&“ 13 - feb-223

-_—
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16.0 DEVIATION LIST
Summary of all the deviations documented throughout the execution of the Installation Qualification.
Deviation G i URS Date Resolved Initial &
No. Ref. Deviation Description Section No. | (dd-mmm-yyyy) Date
e
o EB( 13- Feb- 133
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Report no.:
DEVIATION REPORT s
A. Description of Deviation: ]
Documented By: Date:
RESPONSE
A. Reason of Deviation:
wip 4
B. Correction/preventive action to be taken: 11273
Evaluation by: Signature Date (dd-mmm-yyyy)
Reviewed By:
ACCEPTANCE
C. Corrective/preventive action taken:
Perfguﬁed by: Signature Date (dd-mmm-yyyy)

Performed By. '

/

4
Reviewed By:

A/pproved By:

Note: This page to be re-printed as required
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17.0  LIST OF ATTACHMENTS
List of attachments should include all the supporting evidence and deviation reports.
No. Attachment Title/Description No. of Pages
i 1

frondee Losorf (figmen e onfsps o fea)

wp N

-)J_‘d,—)m@
/ ¥




