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PACKAGES

Qualification and Validation: modular packages of
documentation

Enflex has a specific team dedicated to the
creation of validation documentation and
the qualification of equipment for GMP
environments

We can also count on the support of external
consulting firms with extensive experience in
the pharmaceutical sector

We have designed our Validation & Qualification
documents in modular packages, to meet the
simplest to the most complex needs
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Qualification
Plan (QP)

The purpose of the Qualification Plan (QP)
is to provide and define the qualification
activities that will be performed during
project execution, the responsibilities that
correspond to the staff involved and the
procedures that must be carried out.

The following information is detailed in the QP:

« Project qualification strategy

« Project qualification documentation structure

« List of qualification tests.

« Methodology (management of deviations and
change controls)

« Responsibilities matrix
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Pharma Risk
Analysis (RA)

Risk analysis methodology enables
assessment of equipment features from
the perspective of GMP compliance.
Assessment is carried out on all aspects
that may affect product quality, patient
safety and/or data integrity.

The FMEA (Failure Mode and Effects Analysis) method is used
to classify the various parts of the machine, analyse potential
failures and their consequences, assess the likelihood and

detectability of the failure and the severity of the consequence.

These three assessments reveal a risk rate which, if properly
tabulated, can indicate the qualification actions required to
mitigate the risk.
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Functional and Design
Specifications (FDS)

This document is prepared during the
design phase and approved by the
customer once the phase has been
completed.

The FDS are set forth in two documents:

« FS: Functional Specifications —This document
describes the functional design of the equipment.

« DS: Design Specifications —This document
describes the mechanical, electric and programming
design of the equipment.
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FUNCTIONAL DESIGN SPECIFICATIONS (FDS)

Equipment: | Horizontal Form Fill Seal Machine o
Type of equipment: | PH- 20 DX
Serial Numiber | S02204EF00
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6.- FUNCTIONAL SPECIFICATION

6.1.- General Description
The horizontal form fill seal machine HFFS PH-28 DX is a machine 4-side seal flat pouches, operating from a

single reel of flexible thermo-sealable material, forming the pouch, filling it with product according to the provided
dosing system, and sealing the pouch at the top. The i is asa unit, ing the
area it occupies in the room.

The ine is built

ies, which have been developed through VOLPAK's experience,
using materials and components of high quality, that cannot interact with, react with, or absorb the pharmaceutical
product being packed, and, neither can release any substances or particles that can affect this phamaceutical
product.

The machine frame and covers are made of carbon steel with special paint (steelit) and the other parts and
external mechanism of the filling station are made of nickel coated carbon steel and aluminium hard chromium
coating.
6.1.1.- Machine structure
The machine structure can be divided in different modules or stations (see Fiaure 31
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Figure 3. Machine structure

1. Machine Unite (UN):
a. Film line: The front part of the machine where all the operations to form and fill the pouches are
carried out.
b. Main shaft: At the rear part of the machine are the mechanisms that make the machine work, the
main shaft.
2. Unwinder
It is designed to support reels with a maximum diameter of 600 mm and mechanically unrolled reel.

3. Forming

Area where the sachet is made, making the vertical seals and bottom seal_
4. Filling
Area through which the sachet passes. Itis 5P by the trolley i by the different stations,

top opening, dossing and upper sealing.

FK2 03.01 - Functional Design Specifications ed.01 Page 10.0f 23



Hardware Design Specifications
(HDS) & Software
Design Specifications (SDS)

The HDS and SDS are the documents
that detail the design of the equipment’s
computer and control system.

These documents serve to complement the FDS by including
specific details of automation design, such as:

« Arquitecture

« Userinterface (HMI, SCADA, pushbuttons, printers)
. PLC

« Inputs and outputs

« Sensors and instruments

« Safety devices

« Power supply systems

« Communications (network)

« Operation, shut down and emergency modes

« Servomotor controls

« Alarms

« Access levels

« Critical parameters and configurable parameters (setpoints)
« Electronic records and Audit Trail
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Design Qualification
(DQ) Protocol ——

Serial Number | #02204EF001
Customer: | Customer Name
Dscumnent Relerence: | D0 GO0 017493
Version: | 1.0

The purpose of DQ is to verify that poges: 21
the points described in the design

documentation (FDS, SDS, HDS) comply

with the requirements set out in the URS

and/or offer.
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Pharma Factory Acceptance
Test (FAT) Protocol

FACTORY ACCEPTANCE TEST (FAT)

The purpose of the Pharma FAT protocol is to verify that the machine has FACToRY scerTANGE ST T

been installed and is operating according to the customer’s requirements —

(URS) and/or the design parameters set out in the offer or order. These = T et o o S— —
verifications are carried out in the Volpak plant with the aim of accepting | :.!.w:“ L ————— e —
the equipment before it is delivered to the customer’s facilities. The ; | conaemn | ey 3,
documentation includes an explanatory summary of each significant part of ' : |ououmomem | mestmomam | sucone s ar,

the machine and highlighting its function within the machine as a whole. s |z | R e, 3¢
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The following tests are included in the FAT protocol: G| rm—— | e . A
o . . o . PH-IH 0. Cutomer Mams mmr_m:-l;m P 31 a0 212
« Document verification (Draft version) o |/O Verification o wasaza | 1o
« Conformity of the plans (Draft version) » Start-up, shut down and communication failures 8.3, TEST FAT -01: DOCUMENTATION VERIFICATION ] —]
« Conformity of the components « Screens verification i

« Verification of the parts in contact with the « Access levels test (if required) T —— e —————
product (the material certificates of the « \Verification of safety systems =
&l B deacrigli o = rfentom, ratala d corfiguents by ol fion manuals, for the Bardy i
components that are in contact with the product « Alarms and interlocks e e ke
. . . Fuar muacch o the o s, rrirs e i, reh e
are delivered with the machine) « Parameter management oty o s

= Clear and concse: R comples with dOCumantaban sLandands and it @ saly 1o Unasntand.
»  fompirin non-amisguns and welldeined informaton

« Verification of calibration process instruments

Audit trail verification (if required)

(the calibration certificates of the temperature . Data backup and retrieval (if required) e e e e o e e 13 et o e e s e
probes supplied with the machine are delivered « Rejections M T
with the machine) « Operation test for each format i —
L . . . i i L 3 The documentation is ceay idenified and vensonsd.
« \Verification of Installation and Software Version « Dosing capacity/precision 4 The donumentston i somey wemwes,
of the HMI and PLC « Verification of report generation (if required)

O] 0RO - Fasbory dsopoanss Tam d 04 P 86 of 193



SAT (Site Acceptance
Test) Protocol

The purpose of the SAT protocol is to provide
documentary evidence that the equipment
has been delivered, installed and operates in
compliance with its design specifications.

The following tests are included in the SAT protocol:

« Document verification (Final version)
« Operation test for each format
« Dosing capacity/precision

Each FAT and SAT test must include the following:

« Purpose of the test;

« Methodology for test performance;

« Acceptance criteria: minimum parameter values required to accept the test;

« Comments section to describe failures deviations or enter observations;

« Checkbox for the signature of the person responsible for performing the test;
« Approval checkbox to be signed when the test is accepted.

When the verifications performed during the Pharma FAT and SAT tests are satisfactory,
properly documented and not affected by machine transport or any changes made to
the machine, they can be referenced in subsequent qualification stages without having
to repeat the tests.

4 SITE ACCEPTANCE TEST (SAT)
VOLPAK 4 o -

2 coesla company

SITE ACCEPTANCE TEST (FAT)

Horizontal Form Fill Seal Machine

PH-28 DX

#02204EF001

| Customer Name

: | SAT_CO004.01793

ion: | 1.0

s | 212
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L INSTALLATION QUALIFICATION (IQ) 1a C004.01793
VOLPAK / [

PH-2& DX- Customer Name

2 coesla company

IQ (Installation
Quialification) Protocol [ p=—-

Serial Number | #02204EF001

Customer: | Customer Name

Document Reference: | 1Q_C004.01793

Version: | 1.0

The purpose of the IQ protocol is to verify that the machine pages: 120
has been installed according to the customer’s requirements
(URS) and/or the design parameters set out in the offer or order.
These checks are carried out without starting up the machine.

The documentation includes an explanatory summary of each
significant part of the machine and highlighting its function within
the machine as a whole.

l INSTALLATION QUALIFICATION (1Q) 1Q_C004.01793
VOLPAK o =

PH-28 DX- Customer Name
............ 23 April 2023 1.0

FK2 07.01 - installafion Qualification ed. 01

The following tests are included in the 1Q protocol:

TESTIQ - 06: HARDWARE AND SOFTWARE VERIFICATION

« Preliminary verification (FAT Approval)

« Document verification (Final version)

« Conformity of the plans (Final version)

« Conformity of the components

« Verification of the parts in contact with the product (the material
certificates of the components that are in contact with the product are
delivered with the machine)

« \Verification of calibration process instruments (the calibration certificates
of the temperature probes supplied with the machine are delivered with
the machine)

« Verification of Installation and Software Version of the HMI and PLC

« 1/O Verification

« \Verification of services (equipment supplies and connections)

Table 3. HMI

Checked by

It. Expected Results Result

Identification 19480 OF/OF/ONA

Brand / Manufacturer IRONTECH OF/OF/ONA

Model IRTWPC156KCWTVA-ZCDA OF/OF/ONA

Logical Name USUNXOSACHETFO1 QP/OF/QNA

8GB QP/OF/QNA

Partition C: 60 GB
HDD Partition D: 60 GB QF/QF/aMNA

OF/OF/ONA

Processor Intel® Tiger Lake i5-1135G7

FI2 071 — Installafion Quaifizafion ed. 01 Page 54 of 42



OQ (Operational
Qualification) Protocol

The purpose of this protocol is to verify that the machine operates
according to the customer’s requirements (URS) and/or the design
parameters set out in the offer or order. The documentation includes
an explanatory summary of each significant part of the machine and
highlighting its function within the machine as a whole.

The following tests are included in the OQ protocol:

« Preliminary verification « AuditTrail Verification (if required)

« Start-up, shut down and communication failures « Data backup and retrieval (if required)

« Screens verification « Rejections

« Access levels test (if required) « Operation test for each format

« Verification of Safety Systems « Dosing capacity/precision

« Alarms and interlocks « Verification of report generation (if required)

« Parameter Management

Each 1Q and OQ test must include the following:

« Purpose of the test;

« Methodology for test performance;

« Acceptance criteria: minimum parameter values required to accept the test;

« Comments section to describe failures deviations or enter observations;

« Checkbox for the signature of the person responsible for performing the test;
« Approval checkbox to be signed when the test is accepted.
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