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1 Introduction

y

1.2

13

Purpose

This URS defines the minimum technical, quality, safety, performance, and regulatory
requirements for procurement, installation, qualification, and operation of one (1)
Pressure Leak Check Machine for Large Volume Parenteral (LVP) Softbag products
in sterile manufacturing area.

secondary packaging.

The system shall ensure reliable detection of leakage def i
I UNCONTROLLED COPY

Scope

| PT. MERSIFARMA
This URS covers design, fabrication, testing, delivery, instaliation, quaniication

support, and training for Pressure Leak Check Machine to be installed in sterile
production area for LVP Softbag (Unit 8B — PT Mersifarma TM).

Definitions and abbreviations

The list given below includes definitions of specific technical and functional terms
which may be used in this document.

Term Definition

Must / Mandatory The requirement is mandatory and compliance with it is

™ non-negotiable.Essential to meet GMP or business critical
requirements.

Should /Desirable | Optional requirement.

/D The requirement is not mandatory, but any departure from
compliance with it is subject to Mersifarma’s prior written
approval.

Not Applicable /NA | Where a section is not applicable

URS User Requirements Specification

2. General Description
Scope of Supply (Delivery Scope)

Supplier shall provide a complete Pressure Leak Check Machine for LVP Softbag
including but not limited to:

» Compression conveyor system (top & bottom)

2.1

Pressure application system

Digital pressure control

Adjustable guide rail

Control panel with digital display
Emergency stop system

Stainless steel structure

Operation & Maintenance Manual
Electrical drawing & mechanical drawing
FAT & SAT support

IQ & OQ documentation support

The machine shall be delivered fully assembled and ready for qualification.
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2.2

2.3

Machine

The Leak Check Machine unit shall meet the following minimum requirements:
o Type : Pressure Leak Check Machine (for IV Softbag)
e Application : Leak detection for LVP Softbag (100-1000 mL)

¢ Testing Method : Pressure compression method
Installation Area : Secondary packaging / controlled area

Service

The the supplier shall provide following services:
» FAT at vendor site

SAT at PT Mersifarma TM

Installation supervision

1Q/0Q protocol support

Operator & maintenance training
Minimum 12 months warranty

3. General Requirements

UNCONTROLLED COPY

PT. MERSIFARMA

1 a, Pa

No. Parameters Description Requirement " ADHI
311 Application Suitable for |V Softbag and bottle 100-1000 mL LVP bag M
3.1.2 | Testing Method Leak detection principle Pressure compression M
3.1.3 | Test Pressure Adjustable pressure range 0.2 -0.6 bar M
3.14 | Throughput Production capacity 2 50 bags/min M
3.1.5 | Adjustable Setting | Pressure & speed adjustable Digital setting M
3.16 | Reject System Leak rejection Easy to detect D
316 | Detection Leak detection capability Detect micro leakage M

Sensitivity .
in softbag
3.2 M. Cc
No. Parameters Description Requirement wgm
3.2.1 | Frame Material External structure Stainless steel SS304 M
322 | Finish Surface finish Stainless steel SS304 M
3.2.3 | Contact Area Conveyor compression surface Non-damaging M
_ . material

3.2.4 | Cleanability Design Hygienic design M
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3.3 UNCONTROLLED COPY
No. Parameters Description Requingnret AR M A A
331 | Display HMI Background classification Touch screen M
332 | Speed Control Conveyor speed control Adjustable M
333 | Emergency Stop | Safety feature Provided M
334 | Alarm Over & under pressure alarm Visual/audible M
3.3.5 | Data Logging Batch recording Stored M
335 |21CFRPart11 Compliance If digital record used M
3.4 Operating Environment
No. Parameters Description Requiremeit o Anm
341 Installation Area Operation interface Installed in secondary M
SR packaging area
Environmental Machine robustness Suitable for clean M
342 Protection production
environment
3.5 Safety G & omics
No. Parameters Description Requirement s Am"
351 | Electrical Safety Protection against electrical hazards | Grounding and M
overload protection
352 | Mechanical Guard | Protection of moving parts Guarding system M
installed
3.5.3 | Emergency Stop | Emergency shutdown system Easily accessible E- M
stop
3.54 | Stability Equipment stability during operation | Anti-vibration & stable M
base
- Ergonomic Design | Operator interaction & working height | Comfortable M
e loading/unloading
position
3. il irem
No. Parameters Description Requirement wgm
36.1 | Electricity Electrical power supply for machine | 220V £10%, 50 Hz, M
operation Single Phase
36.2 | Power Total electrical load Vendor to specify D
Consumption
3.6.3 | Utility Connection | Utility interface point Clearly defined in M
layout
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4. Other Requirements UNCONTROLLED COPY
4.1 Supplier Requi | PT. MERSIFARMA

This section defines any requirements made of the Supplier that are necessary only for the introduction
of the system.

No. Requirement M/D/NA
411 Supplier shall design and manufacture the equipment in accordance with GMP M
principles
412 Supplier shall have proven experience in pharmaceutical packaging equipment M
413 Supplier shall provide at least one pharmaceutical reference for similar machine M
414 Factory Acceptance Test (FAT) shall be performed and documented M
4.1.5 FAT protocol and FAT report shall be provided M
416 Operation & Maintenance Manual shall be provided in English M
417 Electrical drawing and mechanical drawing shall be provided M
418 Recommended spare parts list with part number and lead time shall be provided M
419 Preventive maintenance schedule shall be provided M
4.1.10 | Calibration certificate for pressure gauge / pressure sensor shall be provided M
4.1.11 | Material certificate for stainless steel parts (minimum SS304) shall be provided M
4112 | Risk assessment document (FMEA or equivalent) shall be provided M
4.1.13 | Supplier shall notify and obtain approval for any design or component changes M
4.1.14 | Minimum warranty period shall be 12 months after SAT or 18 months after M
shipment (whichever comes first)

2 Validation -

This section defines any documentation that must be produced to ensure the system has been
validated in accordance with site procedures. |

i Requirement

421 Design Qualification (DQ) support

422 Installation Qualification (IQ) protocol and report

423 Operational Qualification (OQ) protocol and report

424 FAT report shall be attached to qualification package

425 Calibration certificate for pressure measurement instruments

426 Electrical safety test report

427 Functional testing during OQ shall include pressure setting verification

gggggggg§
B

428 All qualification documents shall be provided in editable format (softcopy)
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5. Training

UNCONTROLLED COPY

5.1 Trainir PT MERSIFARMA
51.1 | Operator training before routine use M
5.1.2 | Maintenance training for engineering personnel M
51.3 | Start-up and shutdown procedures training M
5.1.4 | Pressure setting adjustment training M
5.1.5 | Alarm handling and troubleshooting training M
516 | Safety and emergency procedures training M
517 | Training materials provided in English M
51.8 | Training records and certificates provided M

6. References

21CFR Part 11 - Electronic Records and Electronic Signatures, FDA Federal

Register, 20" March 1997
CPOB Aneks 1 2025
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