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OPERATIONAL QUALIFICATION

FOR ACTIVE PASSBOX

PROJECT: NEW HOTLAB AT SUBANG JAYA MEDICAL CENTRE,
SUBANG JAYA, SELANGOR DARUL EHSAN.

APPROVAL OF PROTOCOL
Signatures below signify that both vendor and client have read, understand, and agree with the content of this document.
Approval of protocol must be granted by both parties before its execution.

Operational Qualification

This document was prepared and approved by the below representatives from Lufter Sdn. Bhd.

Name Job Title or Role Signature Date (dd-mmm-yyyy)
Authored by: Validation Executive &J( 1= ik
Wong Peng Peng Ja
Reviewed by: !
Ahimiad Asfan Assistant Manager a_, T e
Reviewed by: . i =
Koh Soon Yong Project Manager % 17-auf 0>

By signing below, Subang Jaya Medical Centre confirms that all their requirements for this project have been reflected in
this document.

Name Job Title or Role Signature Date (dd-mmm-yyyy)
Reviewed by: e %
Quek et Hoe. Ocp'dj waf qu(WDt " tH—ASOV - 252
Reviewed by: EETE S T B P Pe—
— e = Y n
Approved by: > R
S‘l('?\leﬂ MA"% /

This information contained herein this document is confidential & property of LUFTER SDN. !HD. and SUBANG JAYA MEDICAL CENTRE. No part of this
documentation may be reproduced, transmitted in any forms or means, electronically or mechanically, including, without limitation, copying, photocopying
and recording, for any purpose without the express written permission of LUFTER SDN. BHD. or SUBANG JAYA MEDICAL CENTRE. Violation of this
prohibition shall be subjected to legal enforcement.
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1.0  REFERENCE DOCUMENTS
No. Document No. Document Title

1. | L-SIMCO2-HTL-VD-URS-R00

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

2. | L-SIMCO2-HTL-VD-DQ-R00

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

3. |L-SIMCO2-HTL-VD-IQ-APB-01-R00

Installation Qualification for Active Passbox, New Hotlab at Subang
Jaya Medical Centre, Subang Jaya, Selangor Darul Ehsan.

2.0  VERSION HISTORY

Revision No.

Date

Revised By

Reason for Revision

00

2 1 NOV 20

| Peng Peng

New

3.0  INTRODUCTION AND SCOPE

This document qualifies the active passbox operation at 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 verify the ability of all the critical components in the active passbox system to operate as

per the measures in the approved design and specifications.
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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
Medical Centre

Client Representative

To provide approval to the submitted protocol/ report.

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

To review the validation protocol/ report.

Lufter Sdn. Project Manager To evaluate vendor's design against the URS.
Bhd. Project Engineer Validation To execute the approved validation protocaol.
Executive To prepare and ensure the validation protacol is reviewed and
approved before execution,
TecnicAire 3 Party NEBB Tester To conduct cleanroom performance testing in accordance to NEBB
Services Sdn. standards.
Bhd. To provide cleanroom performance testing report and certification.
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6.0 ABBREVIATIONS

No. Term/Abbreviation Definition

1= LAIG 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. | CFU Colony-Forming Unit

7. |clw Come With

8 |D Depth

9. | DQ Design Qualification

10. | H Height

11. | HEPA High-Efficiency Particulate Air

12. {1Q Installation Qualification

13. | 1SO International Standardization for Organization

14. | m/s Meter Per Second

15. | NC Not Controlled

16. | NEBB National Environmental Balancing Bureau

17. | No Number

18. | OQ Operational Qualification

20. | PIC/S Pharmaceutical Inspection Co-Operation Scheme

21. | Ref Reference

22. | RH Relative Humidity

230 (4 Thickness

24. | URS User Requirement Specification

2. | 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 Passbox (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

DAengin 2. External size: 850mm(W) x 590mm(D) x 1250mm(H)
Color White SG
Window 5mm(t) Clear Acrylic Sheet

1. G2 Primary Filter (Washable) - 2 pieces (Side Return & Bottom Return)

Ll iy 2. H13 HEPA Filter ciw 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

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).

Equipment Equipment Room ISO Pressurs (Pa) Rela_tn:re Temperature
L Description No Classification o HUTdity (c)
: atmosphere) (RH) (%)
Active Passbox 1 APB1 I1SO7 35 50-60 18- 22
AHU-1 Active Passbox 2 APB2 ISO 8 25 50 -60 18- 22
Active Passbox 3 APB3 ISO7 35 50-60 18- 22
8.0 SYSTEM BOUNDARIES
The operational qualification covers at the minimum the following equipment/components:
a) Air Parameter for the Active Passbox
9.0 TEST SHEETS
This section details the checks to be carried out in support of the system.
MG Test Sheet Title Test No.
Ref.
1 Documentation Verification— Protocol Review 0Q-01
2 Device Functionality — Filter Integrity Verification (HEPA Filter) 0Q-02
3 Performance Verification — Air Velocity Test 0Q-03
4 Performance Verification — Particle Count Verification 0Q-04
5 Performance Verification — Total Microbial Count Test 0Q-05
6 Support ~ Procedure Verification 0Q-06
7 Support - Change Control Record 0Q-07
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10.0 TESTING RATIONALE
Ref. Acceptance Criteria Rationale
URBHRalSs0s e TS oTINg s quallfrca.tm.n To provide documented evidence that all necessary
have been completed; any unresolved snags/deviations e el ; ;
1 , , commissioning/qualification required prior to the
must be documented and have no impact on the tests in 3 :
: operation of this system have been completed.
this protocol.
The HEPA filter system is properly installed with no To provide documented evidence that the HEPA
2 | bypass leakage and the installed filters are free of filters have pass the leak test and meet the design
defects and pinhole leaks. requirements.
; el pes To provi ted evidence that the air veloci
The air velocity is within the acceptable range specified | . p .wde dpumented ev @ : 1y
3 | ; ; is within the acceptable range and meets the design
in the design requirements. f
requirements.
; : . , ey To provide d [ that the ai icl
Air particle count in active passbox is within the 2R .VI ) U mented .er.ence L e arfaice
4 e ; o count in active passbox is within acceptable range
acceptable range specified in the design specification. : ;
and meets the design requirements.
Total microbial count (cfu/m?) in active passbox are : ;
i o el To provide documented evidence that the total
within the recommended limits for microbiological g ; : e
5 iR of desrmeme i A A PECSAE microbial count in active passbox is within limits
g 9 . according to PIC/S_PE 009-16 Annexes 1 standards.
Annexes 1.
; ; . . To provide documented evidence that all
Operation, maintenance and cleaning documentations : . ; .
; ; documentations required for operation, maintenance
6 | have been completed and available. Equipment :
; and cleaning of the system are complete and
loghooks are also available. -
available.
Records are available for all changes made to the system
- throughout the execution of this checking procedure and | To provide documented records of all changes made
further tests required after the changes made have been | to the system upon installation.
conducted.
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11.0  ACCEPTANCE CRITERIA SUMMARY

This section, detailing system specific Acceptance Criteria (A/C), should be completed following a review of the test

sheets, within Section 8, and supporting data, contained within the referenced project files.

Pre-requisite

AlC A5 A/C Met? i Initial &
Ref. Acceptance Criteria (A/C) Yes/No Deviation Ref. Date
The previous stages of commissioning & qualification have been
1 | completed; any unresolved snags/deviations must be Neg NJA
documented and have no impact on the tests in this protocol. i sy
Operational
AlC er AIC Met? 5] Initial &
Ref. Acceptance Criteria (A/C) Yes/No Deviation Ref. Date
The HEPA filter system is properly installed with no bypass
2 | leakage and the installed filters are free of defects and pinhole Nes N/
leaks. 13-me oS
The air velocity is within the acceptable range specified in the
7 design requirements. es W % !
4 Air particle count in active passbox is within the acceptable range
specified in the design specification. Meg NA s,
Total microbial count (cfu/m?) in active passbox are within the
5 | recommended limits for microbiological monitoring of cleanrooms Nes N[ jé/
according to PIC/S_PE 009-16 Annexes 1. 13-Mwe Y
Support
AIC ST AIC Met? A Initial &
Ref. Acceptance Criteria (A/C) Yes/No Deviation Ref. Date
Operation, maintenance and cleaning documentations have M
6 | been completed and available. Equipment logbooks are also Mes N/n
available. 13-mer- 203y
Additional
AIC iy AIC Met? e Initial &
Ref. Acceptance Criteria (A/C) Yes/No Deviation Ref. Date
Records are available for all changes made to the system
7| throughout the execution of this checking procedure, further Ve N /pr /b/
tests required after the changes made have been conducted. 13-mere 30D
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12.0  TRAINING VERIFICATION
Training attendance record of end-user and/or other relevant personnel(s) who underwent training by Lufter Sdn. Bhd.
on the system operations, maintenance and brief troubleshooting methods.
Name of Trainee Description of Training Provided Date of Training | Training Cert. Ref.
- '//-‘
B T R T '
et
13.0 TEST INSTRUMENT RECORD
A record of all test instruments used during Operational Qualification, ensuring all instruments have valid
calibration certificates.
Calibration
S50 i3 T i g ey i
Test Instrument Description S:tr:: r::t Calg)ar::on g:llb;::on Cg:?tra;:n Cert. m;:::;&
g Rquensy 5 Location
D'W Mervss) Fhofl?mo}(_( ok )t’ﬂP{r'K"ﬂ- \jﬂ/‘u\ G;g‘:’l‘::!" A= %.‘h sl rkkaf.’» ﬁ/l-;AW- x93,
U ) T =
Bale et Te3tm ol i-bec- Yo ‘1’LM.1 Psiu-spotists | Refir b cpy porf é\/\:-mw»m
=7 T
Balomk Teiw1z150Y 13- Jan- 7923 ety [y - 3300338 | Befe o [ peppect fﬁ\/.i.aw.;m
= |
Bats mefe- T8 2101 0} bec-w31 qmﬁ psp- 220¥b53< lkftr:fe 1 rgod] ﬁfu.m’-m;
J T
Balomcty Ts%v 12150y $0-Jun- >33 \hmj Poip-23v0z3yo | Pefir fo cpi fth- ﬁfus.num
hdeny Pockicle ot 120% b0y - bono 7030 M ety CR330t1-0633mp| Eefrh prveped| AT ma s
I v 7 T
Prowgadfe— 220213 vy . mer - 222 Meeddy hutygaeaizeon) | Eefofo Cpr gorH _’fdf.;_,,.,,_ oy
J S, ] EE—
Nnd, £
— f el
13- HYS
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14.0 SIGNATURE RECORD
A record of all key personnel(s) involved in the completion of the Operational Qualification.
§ Date
Name Company Signature (dd-mmm-yyyy)
Now ot ent, Laff Sda 8hd & 13- ar <20
N

- 29SS




(LUFTE=ER)

« Passion With Perfection « Engineers With Dreams »

e okt Doc.No_ | L-SIMCOZHTLVD.0QAPBOT | Efiecivenate [£ 1 NOV 7777
- e e Rev. No. 00 Total Page(s) 26 0f 29
15.0 POST-EXECUTION APPROVAL
CONDITIONAL ACCEPTANCE
The system operational checks have been reviewed. All testing associated during Operational 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 Date (dd-mmm-yyyy)
Reviewed by:
wa /
Reviewed by: i e
/ n n
Approved by:
13- MMy -
Shoven Mo/~ A\{’"/ :
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16.0 DEVIATION LIST
Summary of all the deviations documented throughout the execution of the Operational Qualification.
Deviation s R URS Date Resolved Initial &
No- " Ref. Devition Descripdon SectionNo. | (dd-mmm-yyyy) |  Date
NIA
13- Mg -2y
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Report no.:
DEVIATION REPORT i
A. Description of Deviation: /
Documented By: Date:
RESPONSE /
A. Reason of Deviation:
B. Correction/preventive action to be taken: o
T™NAH 7
= ol
13~ - T 5
Evaluation by: _~ Signature Date (dd-mmm-yyyy)
Reviewed By:
ACCEPTANCE
C. Corrective/preventive action taken:
Perforl/'neﬂ by: Signature Date (dd-mmm-yyyy)
Performed By:
Reviewe/d,Bf

Appﬁ)ved 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

,- ’Tm.‘.L} A‘“V\AGMA L.Tl- l

/
/
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N Rev. No. 01 Total Page(s) fof 1
TRAINING ATTENDANCE LIST
Training Title rentetin Bﬁl’ﬁfj} th  Ead- (kers
Training Location : Nugt < fatin _at Suth Tower
Trainer's Name Lec-g, We  Lels
Date 2% FEs -2 3
NO. NAME ROLE AND DEPARTMENT SIGNATURE
/ Hewv C'L’lc LA ﬂx:-t. nQ Mgod. .911;,;,(_', 5‘(—{/ cRkc —Q‘CL—(_,
2 Keb Wer' g Med. Pr:,c.'p.‘;.f ((ecC 3y
2° | APy OEIQAY P Rapmm | RAvloePpeiee /oo :
b g\*""?fu-\ e harmadst | (‘vmm\-,,,.} e S J
B Nowo (ex Phaemitar )
M Mo gl BT Lodtogr Phay A
] SABRIAIA  Ling fIMN& St Radisqrafher] cf¢ 2
D | AAR Ml B MONARAD  AMARAR Rapissrafrse /) cRe =
2) MNAWAT] mppp LA LL PARIfRAPHER [r joC O rsir n i
10 [ZHAM HAFQIZ BN MG HAMAD LUFTER. (g M Ty
il AMIRL N WFER_ S8 i
12 Lieae WAL Lek luFzen 59 [




