REQUEST FOR QUOTATION (RfQ)
Purified Water (PW) Production and Distribution System
1. Purpose of the Request

The purpose of this Request for Quotation is the turnkey supply of a system for the
production, storage, and distribution of Purified Water (PW), including design,
manufacturing, installation, testing, qualification, and start-up support, in compliance with
current GMP regulations.

2. General Description of the Supply
The system shall include at least the following subsystems:
* PW production system
* PW storage system
* PW distribution pumping group
* PW distribution loop with approximately 10—15 user points
* Control and supervision system
* Mechanical and electrical installations
* Engineering, commissioning, and qualification services
3. PW Performance Requirements
The system shall guarantee the following minimum performance:
* Total flow rate: 600 L/h (0.6 m3/h)
*  Conductivity: < 1.0 yS/cm
* TOC: <500 ppb
* Nitrates (NO,): < 0.2 ppm
* Microbial count: <10 CFU /100 ml
4. PW Production System
The production system shall consist primarily of:
* City water storage and recirculation tank
* Primary booster pump
* Scale reduction skid
* Dechlorination skid

* Multistage high and very-high-pressure pump



Double-stage reverse osmosis skid

EDI system

The system shall be sanitizable with hot water (T > 80°C).
If applicable, it shall be predisposed for future upgrade to cold WFI production.

5. PW Storage System

PW tank: usable volume 5,000 L
Design: Horizontal, tank-in-tank configuration
Materials:
o Product contact parts: AlISI 316L
o Other parts: AlSI 304
Internal surface finish: Ra < 0.5 ym + passivation
Design temperature: 0 + 90 °C
Design pressure: 0.49 barg
Seals: PTFE FDA

Equipment: CIP spray ball, temperature, pressure, and level sensors

The tank shall be inertized with pharmaceutical-grade nitrogen at approximately 0.2 bar.

6. PW Pumping Group

No. 2 pumps (1 in operation + 1 standby) mounted on a skid
Flow rate: 10 mé/h
Operating pressure: 4 bar
Product contact surface roughness: Ra < 0.5 ym
Mechanical seals: Tungsten carbide / silicon carbide
Gaskets: EPDM FDA — USP Class VI
Connections: Clamp OD
Certifications:

o Materials EN 10204 — 3.1

o Gaskets EN 10204 — 2.1

o Surface roughness certificate

Instrumentation included:

Conductivity



Temperature

Pressure

7. PW Distribution Loop

Main loop: DN40, AISI 316L ASME BPE SF1
Maximum length: 250 m
Welding: Orbital TIG (manual only if strictly necessary)
User points: No. 12

o Pneumatic diaphragm valve

o Tandem sampling valve for critical POU
Insulation:

o Pipe-in-pipe for POU

o Armaflex for other sections
Heat exchangers:

o Cooling (AISI 316L)

o Electric heating for sanitization

Instrumentation:

Conductivity
Temperature
Pressure
Flow

TOC analyzer

8. Control System

Hardware:

Power and control panel
Siemens PLC

12" HMI

Emergency stop buttons
Inverters

Communication protocols (Modbus / Profinet / Profibus)



Software:

* Compliance with 21 CFR Part 11

* System Start/Stop

* Monitoring of critical parameters

* Alarm management

* Access control and user profiles

* Process parameter modification capability
9. Required Services
9.1 Engineering and Documentation

* Mechanical and electrical manuals

* Construction drawings

* P&ID

* Datasheets

* Material and weld certificates

* Boroscopies

* Test reports and inspection results
9.2 Project Management

* Dedicated Project Manager

* Coordination of activities and reporting to the Client
9.3 Commissioning and Qualification

* FAT (with protocol)

* SAT (optional)

* 1Q/0Q

* Final qualification reports
10. Applicable Standards and References
The system shall comply with, among others, the following standards and guidelines:

* EUGMP -Vol. 4 — Annex 1

* WHO QAS/10.379

* ISPE — Water & Steam Systems



* European Pharmacopoeia (latest edition)

* ASME BPE

* Applicable ISO standards

* 21 CFR Part 11, 210-211

* ATEX Directive 2014/34/EU (if applicable)
11. Warranties
The supplier shall guarantee:

*  Compliance with GMP requirements

* Execution by qualified personnel

* Free correction of any supplier-attributable non-conformities within 12 months from
final delivery.
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