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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-SIMCO02-HTL-VD-DQ-R00

Centre, Subang Jaya, Selangor Darul Ehsan.

Design Qualification, New Hotlab at Subang Jaya Medical

2.0  VERSION HISTORY

Revision No.

Date Revised By

Reason for Revision

00

F I NOV 2022 | Peng Peng

New

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

Subang Jaya, Selangor Darul Ehsan. Dynamic 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 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 IQ 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. | ASHRAE American Society of Heating, Refrigerating, and Air-Conditioning Engineers
4, | Cert Certificate

5 | CW Come With

6. D Depth

7. | DPB Dynamic Passbox

B 1.DQ Design Qualification

9. |H Height

10. | HEPA High-Efficiency Particulate Air

19 119 Installation Qualification

12. | NC Not Controlled

13. | No Number

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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70  SYSTEM DESCRIPTION

7.1 Dynamic Passbox

Three (3) units of dynamic passbox are installed to protect the controlled environment from being polluted while the
transfer of a material take place. The dynamic passbox is fitted with primary G2 filters (washable) at the side return
and bottom return, whereas one (1) unit of fan filter unit is fitted with HEPA filter grade H13 to prevent cross
contamination.

In addition, the dynamic 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 dynamic
passbox to indicate if any door is open. When the dynamic 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 dynamic passbox also
equipped with electrical buzzer for communication purposes in between two areas. The external casing of dynamic
passbox is constructed of electrogavanised come with epoxy powder coated.

Dynamic passbox located at Radioiodine adjacent to NM-202 Inject 1 equipped with additional 2mm(t) lead sheet
laminated at one side of the dynamic passbox.

7.2 Dynamic Passhox Specification

Description Specification

DPB1: Radioiodine adjacent to Decay Room

Location DPB2: Clean Corridor adjacent Component Prep. Room

DPB3: Radioicdine adjacent to NM-202 Inject 1

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

1. Internal size: 350mm(W) x 700mm(D) x 450mm(H)

Material of Construction

Binapsk 2. External size: 650mm(W) x 790mm(D) x 1250mm(H)

Color White SG

Window 5mm(t) Clear Acrylic Sheet

Filtration 1.G2 Primary Eiller (Washab!e) - 2 pieces (Side Return & Bottom Return)
2. Fan Filter Unit (H13) - 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 Dynamic Passbox

Indicating Light
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8.0 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 Dynamic 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 — Dynamic Passbox Installation 1Q-07
8 Support - Change Control Record 1Q-08

9.0 SYSTEM BOUNDARIES

The installation qualification covers at the minimum the following equipment/components:

a)

Dynamic Passbox
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10.0 TESTING RATIONALE
Ref. Acceptance Criteria Rationale
; o To provide documented evidence that all required design
1 Approved st desigrapeumaniafion is documentation(s) are available and has been approved by the
available. :
relevant parties.
) The data on all features of dynamic passbox is To provide documented evidence that the data on features
consistent with the design specification. requirements conforms to the design specification.
A .v.ahd‘cahbranon certificate is available for all To provide documented evidence that all critical instruments
3 | critical instruments to prove that these hataibean Eaiiriad
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 up to | 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.
The installation of all mechanical work is as per | To provide documented evidence that the mechanical work
6 | the approved design layout, has been installed according to the approved design layout.
7 The construction of dynamic passbox installation | To provide documented evidence to proof the safety of
complies with the safety standard. dynamic passbox installation.
Records for all changes made to the system
throughout the execution of this checking .
8 | procedure are available and further tests gosfg?nvﬁjeoiﬂiggﬁgtt;i iegards otsll ehapges madeta fhe
required after the changes made have been y P '
conducted.
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bndtalslie Gnslifcalian Doc. No. L-SIMCO2-HTL-VD-IQ-DPB-01 Effecive Date & 1 NOV 7oz
: Rev. No. 00 Total Page(s) 27 of 33
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 S A/C Met? Deviation Initial &
Ref. Acceptance Criteria (A/C) (Yes/No) Ref. Date
1 Approved system design documentation is available. Yeg N %F@- widi
o | The dataon all features of dynamic passbox is consistent with the
design specification. Yeo N/A 13- feb -7y
3 | Avalid calibration certificate is available for all critical instruments ) _
to prove that these instruments have been calibrated. Jes n/A 13- feb-m27Y
Documentation
AIC AIC Met? Deviation Initial &
iteria (AIC
Ref. Acceptance Criteria (A/C) (Yes/No) Ref. Date
4 Flltgr eflflt?:en(?y certification is ava|.|able for.all HEPA filters to prove i N/A jﬁ/
their efficiencies are up to the design requirements. by
5 HEPA filters of the correct grade have been installed and are their N
=7 : . ; 3 { \,55 /A
efficiencies are not compromised during the installation process. 13- Feb- 2ot
Installation
AlC ) AIC Met? Deviation Initial &
Ref. Acceptance Criteria (A/C) (Yes/No) Ref. Date
6 The installation of all mechanical work is as per the approved N/p
design layout. Yes Vb b= 07y
The construction of dynamic passbox installation complies with the
4 safety standard Ves N/ A
y standard. B-fb- 1}
Additional
AlC S AIC Met? Deviation Initial &
Ref. Acceptance Criteria (A/C) (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 Yee u/;:,
required after the changes made have been conducted. (1 ¥ - 30
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Eias e Rev. No. 00 Total Page(s) 280f 33 |
120 TEST INSTRUMENT RECORD
A record of all test instruments used during Installation Qualification, ensuring all instruments have valid calibration
certificates.
e i o Calibration e
e Instrument | Calibration | Calibration | Calibration Initial &
Test Instrument Description < Cert.
Serial No. Date Frequency | Cert. No. ; Date
Location
/
‘jd(rivkb-ww,
-
///
13.0 SIGNATURE RECORD
A record of all key personnel(s) involved in the completion of the Installation Qualification.
Name Company Signature Dete
(dd-mmm-yyyy)
Worni fay, fors, Luffr Cdn ghd &/ 10~ feb - 1034

/

silA
LB A

10 - fb =D ¢
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Effective Date 2 1 MOH .30 |

Installation Qualification Rev. No. 0

Total Page(s) 290f 33

14.0  INTERIM APPROVAL

been suitably resolved, may proceed for Post-Execution 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

Name Job Title or Role Signature Date
(dd-mmm-yyyy)
Reviewed by: /
— '/
Reviewed by: A =
Approved by: T
7{_)/'///
//
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Effective Date

Rev. No. 00

Total Page(s)

Z 1 NQV 2027

30 of 33

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 Date
(dd-mmm-yyyy)
Reviewed by: /
Np
Reviewed by:
_Aaproved by: ‘ b=
m @ _— 13- Feb- 2027
S ‘kvm W“‘)&f y

(‘\\t
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16.0 DEVIATION LIST
Summary of all the deviations documented throughout the execution of the Installation Qualification.
Deviation T v URS Date Resolved Initial &
No- SETRer Deviation Description Section no. | (dd-mmm-yyyy) Date

I=F—zos
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: Y Doc. No. L-SIMCO2-HTL-VD-IQ-DPB-01 Effective Date &
Installation Qualification e No. 0 Total Page(s) 30 3

DEVIATION REPORT Report no.:

A. Description of Deviation:

#

/

Documented By: Date:

RESPONSE o

A. Reason of Deviation:

B. Correction/preventive action to be taken: Wh

g

2.

/

Evaluation by: Signature Date (dd-mmm-yyyy)

Reviewed By:

ACCEPTANCE

C. Corrective/preventive action taken:

P
Perftyned by: Signature Date (dd-mmm-yyyy)

Performed By:

Reviewed,Byi

Approved 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
L |

P W CL’S}M(,Q!R’IL!DIT!IH/B[/LED )

i




