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1. INTRODUCAO

Este procedimento de qualificacdo operacional especifico do analisador de TOC Fusion, foi
desenvolvido especificamente para o uso de especialistas treinados e qualificados para executar e
revisar o contetdo descrito nesta documentagao, que verificara se o equipamento opera segundo suas
especificagdes.

Muitos equipamentos de laboratérios, instrumentos e sistemas analiticos computadorizados, séo
utilizados dentro da industria farmacéutica, alimenticia, laboratérios de prestagdo de servigos, entre
outros. Estes sistemas sao utilizados para a aquisi¢cédo de dados e com isso assegurar que os produtos
estdo adequados para os seus propésitos. Com o crescimento, a sofisticacdo e a automatizacao de
instrumentos analiticos, ha uma crescente demanda para qualificar esses sistemas a fim de assegurar
a confiabilidade dos seus dados.

Quando todos os procedimentos sdo executados e todos os itens sdo aprovados na inspegao, isto
garante que o sistema vai operar de acordo com as condi¢des para a qual foi designado.

Esta documentacao exige trés tipos de pessoas:

. O Executor - que é a pessoa treinada e qualificada (como definido pelo BPL, BPF e 6rgaos
reguladores) para executar os procedimentos de qualificagdo desta documentacao.

. O Revisor - que é a pessoa treinada e qualificada (como definido pelo BPL, BPF e érgaos
reguladores) para revisar e aprovar os testes realizados pelo Executor.

. O Cliente - que é a pessoa treinada e qualificada (como definido pelo BPL, BPF e 6rgaos
reguladores) para conferir e aprovar todos os testes realizados nesta documentagéo.

2. SIGLAS E DEFINICOES

Abreviacao Descricao

ASTM American Society for Testing and Materials
BPF Boas Praticas de Fabricacao
BPL Boas Praticas de Laboratério
EP European Pharmacopeia

JP Japanese Pharmacopeia

F Formulario

N/A Nao Aplicavel

P/N Part Number - Numero do Artigo
Ql Qualificacao de Instalacao

QO Qualificacdo de Operacao

USP United States Pharmacopeia
TOC Carbono Organico Total

QD Qualificacdo de Desempenho
KHP Biftalato de Potassio

3. OBJETIVO

O objetivo deste documento € orientar sobre a estrutura, conceito e procedimento do protocolo de
qualificacao para um analisador de TOC Fusion seguindo os procedimentos de qualidade da QPack.
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3.1. Modelo de Qualificacao

A documentacdo de qualificacdo da QPack baseia-se no modelo indicado na tabela abaixo. Os
principios basicos de recomendagbes para qualificagio estdo de acordo com as diretrizes BPF e BPL
atualmente aplicaveis. E recomendado ao cliente realizar estas atividades de qualificacdo para todas
as unidades instaladas no laboratério.

Requerimentos

Verificacao

O sistema deve ser instalado de acordo com as
especificagdes do fabricante.

Qualificagdo de Instalagdo - Prestador de
Servicos

Versao de firmware, ajustes e configuragdes sao
documentadas.

Logbook de registro de atividades - Cliente /
Prestador de Servigos

O sistema cumpre os critérios de aceitacao
especificados.

QO (Qualificagao Operacional) - Prestador de
Servicos

Documentacdo de Treinamento - Prestador

O usuario devera ser treinado. .
de Servicos

Documentos escritos para o bom funcionamento

Instruco racao - Clien
devem estar presentes. strugdes de Operagdo - Cliente

Execugao de uma leitura de padrdo de Sacarose e 1,4
benzoquinona conforme o procedimento da USP
<643>, para avaliacdo dos parametros de System
Suitability.

QD (Qualificagao de Desempenho) - Cliente.

3.2.  Critério de Aceitacao

Os parametros estabelecidos neste protocolo sdo com base nas edi¢des atuais da USP, EP, JP e
ASTM, que formam a base para a aceitacdo da qualificacdo. Para os parametros que nao estao
especificados na USP, EP, JP e ASTM, foram seguidos os limites propostos pelos fabricantes do
analisador de TOC Fusion

Caso haja necessidade de mudanca na documentagdo para qualquer teste ou limite diferente dos
propostos neste protocolo, a alteragdo devera ser solicitada ao técnico antes do inicio do servigo. A
QPack reserva-se o direito de garantir a conformidade apenas com a variancia originalmente proposta
nos testes. As personalizac6es de limites dos testes podem sujeitar o sistema a limites que excedem
o intervalo operacional tipico. Estas alteragbes serdo aplicadas ao protocolo, porém, com uma
notificagcao que ird refletir esta situacao.

Obs.: A QPack nao sera responsavel por falhas de teste para limites com faixa mais estreita (mais
exigentes ou desafiadores) do que os valores recomendados.

3.3. Testes Adicionais
Testes adicionais que nao sao considerados parte da programacao necessaria para a conclusédo do

servigo contratado, deverdo ser avaliados, e se for compativel com os padrées e documentos, serdao
cobrados 0s custos adicionais ao servico incialmente contratado.
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4. DIREITOS RESERVADOS

Este documento foi desenvolvido pela equipe de documentacao da QPack Solugdes Analiticas, e todo
0 seu conteudo € de direito reservado, nao podendo, portanto, ser usado ou reproduzido sem acordo
e autorizacao prévia dos proprietarios dos direitos.

As informagdes e procedimentos contidos neste documento estéo sujeitas a mudangas sem notificagao
prévia, estando relacionadas especialmente com as definicdes dos 6rgaos competentes, ndo cabendo
assim, nenhum tipo de responsabilidade para a QPack Solugdes Analiticas.

5. RESPONSABILIDADES

A qualificagéo deste equipamento sera realizada levando-se em consideragao as condi¢des externas
(fatores como posigao do instrumento, temperatura ambiente, umidade relativa, rede elétrica, nivel de
bancada, entre outros), as quais podem afetar o desempenho do equipamento. Assim sendo, ndo nos
responsabilizamos por eventuais mudangas que venham a ocorrer nestas condigdes de instalagao
apds a execugao do servigo.

5.1. Cliente

Aprovar os parametros e limites estipulados neste protocolo de qualificacdo antes da execugao da
qualificacao do instrumento;

O cliente se responsabiliza em prover boas condigées para a realizagdo do servigo, tais como
temperatura controlada, rede elétrica estabilizada, espaco fisico suficiente para realizar o servigo,
vidrarias, solventes diversos, reagentes, assim como local apropriado para o descarte dos mesmos;

Conferir a etiqueta de qualificacdo do equipamento que sera entregue no dia do encerramento do
servigo de qualificacéao;

Conferir e assinar a ordem de servico do trabalho realizado;

O cliente se responsabiliza por conferir e aprovar toda a documentagao entregue, aceitando assim, a
qualificagado do equipamento fornecido pela QPack.

5.2. QPack
Enviar um técnico treinado e qualificado para executar todos os procedimentos de qualificagcéo;

Prover a cada técnico, um kit de qualificagdo adequado para execugao do servigo, compativel com
qualquer configuragado do TOC disponivel;

Realizar a manutencao preventiva do instrumento antes da qualificacdo do mesmo, quando contratada;
Preencher o relatério de desvios e recomendacgdes para resolucao de problemas quando aplicavel;

Fornecer o certificado de calibracdo ou de andlise comprovando que os padrdées e solugdes de
referéncia estdo dentro da validade;

Entregar para o cliente toda a documentagéo pertinente a execugao do servico, e relatério final de
qualificacao.
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6. EQUIPAMENTOS E MATERIAIS NECESSARIOS
Kit de padrdes abaixo descritos:

e Solucdes Rastreaveis nas respectivas concentragdes:
o 500 ppb de Sacarose.

500 ppb de 1,4 Benzoquinona.

5 ppm de KHP.

10 ppm de KHP.

7. PRE-REQUISITOS PARA A QUALIFICACAO

O O O

Para completar o procedimento de qualificagdo operacional mencionados nesta documentagao, é
necessario certificar-se de ter os itens abaixo disponiveis para consulta:

e A especificagao completa do instrumento a ser qualificado;
e Configuracao do software de controle e aquisicao de dados;
e (Os manuais de operagao do instrumento.

8. PREENCHIMENTO DOS FORMULARIOS

O Executor e o Revisor devem usar as seguintes diretrizes para o preenchimento dos formularios desta
documentagao:

Todos os itens dos formularios devem ser preenchidos (exceto o campo comentarios que € opcional,
e deve se tragar uma linha diagonal da esquerda superior para a direita inferior caso este campo nao
seja utilizado).

Todas as datas deverédo ser preenchidas no formato DD/MM/AAAA.

Qualquer desvio a partir de um procedimento definido no protocolo e/ou resultados obtidos onde
medidas corretivas forem necessarias, estas devem ser documentados no formulario “Lista de
Desvios”, contida neste documento. O responsavel pelo instrumento tem que dar aprovacao
documentada com seu aceite para qualquer adequacdo ou divergéncia no protocolo antes das
assinaturas de aprovacdes finais. O teste em questao devera ser novamente executado e anexado ao
protocolo numerando a pagina conforme a pagina do teste que falhou, seguido de letras em ordem
alfabética (ex.: Pagina 12A, Pagina 12B, etc.).

Quando o valor ou campo nao for aplicavel ao modelo do equipamento, ou a fungao testada for
inexistente, 0 mesmo devera ser riscado com uma linha diagonal da esquerda superior para a direita
inferior.

Todos os espectros, relatérios, anexos, certificados de treinamento e dos padrées devem ser anexos
ao final deste documento, e entregues ao cliente.

9. MANUTENCAO PREVENTIVA

Tem como objetivo assegurar que o equipamento esteja em boas condi¢des e que possa ser operado
com seguranca dentro da rotina do laboratério. Este procedimento torna-se de vital importancia no
processo de qualificacao operacional, pois o sistema sera verificado em seus pontos criticos, sofrendo
ajustes quando necessario, e/ou substituicao de pecas de desgaste natural.
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10. QUALIFICACAO OPERACIONAL

Seguindo corretamente os procedimentos de qualificagéo do analisador de TOC Fusion descritos nesta
documentacgdo, os resultados obtidos assegurardo propriamente a qualificacdo e manutengéao deste
equipamento.

Informagdes coletadas durante o processo de qualificacdo deverao ser escritas nos formularios que
oferecerdo evidéncias para os oOrgaos regulatérios de que o equipamento qualificado opera
adequadamente.

11. DIRETRIZES DA REQUALIFICACAO

E sugerido que o proprietério ou responsavel do analisador de TOC Fusion siga estas diretrizes para
determinar quando é necessario realizar a requalificagéo:

* A periodicidade da requalificacao devera ser definida pelo cliente, baseando-se na frequéncia do uso,
desgaste de lampadas, unidade o6ptica, e/ou procedimentos internos.

» Quando o equipamento for transferido do local onde foi qualificado.

« E importante requalificar sempre que adicionar um acessério ou realizar alguma modificacdo ou
atualizacao do hardware ou software.

12. PROCEDIMENTO INICIAL DA QUALIFICACAO

Antes de iniciar a qualificagdo operacional, certifique-se de que o Executor e o Revisor tenham lido e
entendido todas as partes deste documento de qualificagdo. As paginas anteriores detalham os
procedimentos de preenchimentos dos formularios.

Apb6s completar cada procedimento de qualificagdo, o Executor deve registrar todos os resultados
obtidos no formulario correspondente.

Se o Executor ndo completar corretamente um procedimento desta documentacéo de qualificagéo, ele
nao devera continuar os testes até que o problema seja resolvido. O Executor devera documentar que
acao foi tomada para corrigir o problema na seg¢ao de comentarios do formulario correspondente.

Quando for executar os testes de qualificacao, o técnico deve seguir as boas praticas de laboratério
todo o tempo. Sempre usar éculos de seguranga e roupas adequadas e tomar cuidado quando for
manipular solventes.
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13. IDENTIFICAGCAO DO SOLICITANTE

Preencher o formulério 1 para identificar os dados da empresa solicitante.

Nome da Empresa: FUNDACAO PARA O REMEDIO POPULAR FURP

Endereco: RUA ENDRES N°: 35
Bairro: ITAPEGICA Cidade: GUARULHOS
Estado: SP CEP: 07043-902

Responsavel: FLAVIA OLIVEIRA TEIXEIRA DA SILVA
Cargo: CHEFE

Departamento: CONTROLE DE QUALIDADE FiSICO-QUIMICO

Formulario 1 - Identificacao do Solicitante.

14. IDENTIFICACAO DO EXECUTOR E DO REVISOR

Preencher o formulario 2 para identificar o Executor e o Revisor que executara e aprovara os
procedimentos desta documentagéao de qualificagao.

Executor: MICHAEL FERNANDO CARELI DA SILVA

Cargo: ENGENHEIRO DE MANUTENCAO
Data: 08/10/2024

Revisor:

Cargo:

Assinatura Digital:

Formulario 2 - Identificacdo do Executor e do Revisor.
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15. INFORMACOES DE EQUIPAMENTOS E MATERIAIS UTILIZADOS
NOS PROCEDIMENTOS DE QUALIFICACAO

Preencher o formulario 3 e 4 para registrar as informagdes de calibragdo dos equipamentos e solugdes
rastreaveis utilizados nos procedimentos de qualificagéo.

Insira os certificados de calibragao no final desta pasta identificados como anexos A1, A2 etc.

EQUIPAMENTO | TAGOU ID OU DATA DA DATA DA
OU MATERIAL NUMERO DE ULTIMA PROXIMA | ANEXO
UTILIZADO SERIE CALIBRACAO | CALIBRACAO
N/A N/A N/A N/A A1
N/A N/A N/A N/A A2
Executor:  MICHAEL FERNANDO CARELI DA SILVA
Data: 08/10/2024

Formulario 3 - Informagdes de Equipamentos e Materiais Utilizados.

SUBSTANCIA CONCENTRAGAO LOTE VALIDADE ANEXO
SACAROSE 500 ppb A3
1,4 BENZOQUINONA 500 ppb A4
KHP 5 ppm A5
KHP 10 ppm A6
Executor: MICHAEL FERNANDO CARELI DA SILVA
Data: 08/10/2024

Formulario 4 - Informagdes das Solu¢des Rastreaveis Utlizadas.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



QPack Certificado de Qualificacdo

Certificado N°:  444/24 Pagina: 9de 17
Documento: PQO.FUS.01 Revisao: 01

16. PROCEDIMENTO DE QUALIFICACAO DO TOC

16.1. Autoteste - Benchmark:

e Método de teste:
O autoteste de referéncia é acessivel clicando em Ferramentas | Diagnéstico | Guia de
Benchmark. Este teste € executado conforme o descritivo abaixo:

e Procedimento do teste:
1. Clicar no botédo Start Benchmark.
2. Ler o conteudo da caixa de texto de instru¢cdes e responder em conformidade,
através do botdo Sim ou Nao para os ensaios manuais.

Nota: Certificar que o instrumento possua o0 tempo necesséario para completar a tarefa
conforme indicado pelo autoteste de referéncia. As verificacbes de vazamento e
performance do equipamento leva cerca de 5 minutos.

Critério de aceitacao para Resultado
todos os itens Pass Obtido APROVADO
Comentarios: N/A
Executor: MICHAEL FERNANDO CARELI DA SILVA
Data: 08/10/2024

Formulario 5 - Autoteste - Benchmark.
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Benchmark Test Result Printout Pagina 1 de 1

Instrument/User Details A A
Instrument: Fusion
User: QPackSA
Date: 2024-10-08 09:36
Benchmark Tests A A
Display Colors Status Result
Yellow Completed Pass
Blue Completed Pass
Green Completed Pass
Cyan Completed Pass
Red Completed Pass
Violet Completed Pass
White Completed Pass
Clear(off) Completed Pass
Beeper Status Result
beeper(on) Completed Pass
Motors Status Result
Home Motors Completed Pass
Needle Down Completed Pass
Needle Up Completed Pass
Arm Position A Completed Pass
Arm Position 30 Completed Pass
Carrousel Move Position 5 Completed Pass
Carrousel Move Position 12 Completed Pass
Carrousel Move Position 8 Completed Pass
Solenoid Valves Status Result
Valve no. A Completed Pass
Valve no. B Completed Pass
Valve no. C Completed Pass
Valve no. D Completed Pass
Valve no. E Completed Pass
Valve no. F Completed Pass
Valve no. G Completed Pass
Valve no. H Completed Pass
Detector Status Result
Detector Readings Completed Pass
Door Sensor Status Result
Door(Open/Close) Completed Pass
Mass Flow Status Result
Pressure Reading Completed Pass
Flow Reading Completed Pass
Pumper Status Result
Pumper Valve Pos A Completed Pass
Pumper Valve Pos B Completed Pass
Pumper Valve Pos C Completed Pass
Pumper Valve Pos D Completed Pass
Pumper Valve Pos F Completed Pass
Pumper Valve Pos G Completed Pass
Pumper Valve Pos H Completed Pass
Syringe Midrange(12ml) Completed Pass
Syringe Max(25ml) Completed Pass
Syringe Min(Oml) Completed Pass
LeakCheck Status Result
UV LeakCheck Completed Pass
IC LeakCheck Completed Pass

about:blank 08-Oct-24
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16.2. Analise do Branco dos Reagentes:

* Meétodo de teste:
E fundamental realizar a leitura dos brancos dos reagentes utilizados pelo equipamento, a fim
de obter um resultado preciso, real e satisfatorio para a leitura das amostras, na rotina de
analise do equipamento.

e Procedimento do teste:
3. Iniciar uma nova sequéncia;
4. Preencher os campos relacionado a sequéncia, selecionando a funcao “Blank’;
5. Adicionar uma linha a sequéncia, com a fungéo “Sample”, para a leitura da amosta
de “Agua Reagente”;
6. Salvar a sequencia preenchida;

7. Posicionar o vial com a amostra “Agua Reagente”;

8. Clicar em “Start’ para a execugao das leituras do equipamento.

Analise Critério de Aceitacdao | Valor Obtido | Resultado Obtido
Reagente < 7.000 ABS/mL 1.3693 APROVADO

Acido < 5.000 ABS/mL 1.698 APROVADO

Agua <100 ppb 86.1 APROVADO

Comentarios: N/A

Data:

Executor:

MICHAEL FERNANDO CARELI DA SILVA

08/10/2024

Formulario 6 - Analise do Branco dos Reagentes.
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Blanks

Version: 3

Instrument: Fusion

Last Saved by: QPack Solu¢des Analiticas Ltda (QPackSA)
Last Saved on: 2024-10-08 11:04 - Tuesday

Acid Count: 1.698
Reagent Count: 1.3693
DIIC Count: 0

DI OC Count: 0

DITC Count: 0
Comment:



Fusion Report: Blank - 08.10.2024 - Tuesday, October 08, 2024 10:33 AM Pagina 1 de 2

Fusion Report - Blank - 08.10.2024 e e, Signature, ity
Tuesday, October 08, 2024 10:33 AM Printed on 2024-10-08 | ;Sggy

Report Summary Information

Company Location:

Schedule Name: Blank - 08.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version: 1 0f1 Connection: RS232 COM1

Report Creation by QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Operators (schedule

version):

Comment:

Report Results

Sample Type: Blank (Creating v3) From Schedule Version 1
Analysis .
Pos Type Sample ID Start Time
¢ | (blank) Reagent/Acid Blank 2024-10-08 10:33
Rep Base Adjusted
# Analysis (}\bs) NDIR (Abs) Baseline (Abs) | Pressure (psig) Run Time
Type
1 | IC Clean 0.51 9.46 8.95 51.25 05:32
TC Clean 10.77 19.61 8.84 50.84 03:37
3 | TC Clean 1.40 11.47 10.07 50.68 03:21
TC Clean 1.50 11.34 9.84 51.10 03:21
5 | Reagent 4.11 13.55 9.44 52.71 03:49
Blank
6 Acid 1.70 11.41 9.71 50.82 05:08
Blank

Meta Data Used in this Report

Blanks

.| Reagent| Acid DIIC | DITC | DITOC
Version| “Abs) | (Abs) | (Abs) | (Abs) | (Abs)

v2 | 1.1663 | -0.1820 | 0.0000 | 0.0000 | 0.0000 | 2024-10-08 10:32 |QPack Solugdes Analiticas Ltda
(QPackSA)

Save Time Operator

about:blank 08-Oct-24



Fusion Report: Blank - 08.10.2024 - Tuesday, October 08, 2024 10:33 AM Péagina 2 de 2

H v3 ‘ 1.3693 | 1.6980 ‘ 0.0000 ‘ 0.0000 | 0.0000 ‘ 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda

(QPackSA)
’ Calibrations
‘ Methods
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-08 11:04
Analiticas Ltda
(QPackSA)

about:blank 08-Oct-24
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Fusion Report - Agua Reagente - 08.10.2024 e ot istors)
Tuesday, October 08, 2024 11:31 AM Printed on 2024-10-08 1 ;Sg;y

Report Summary Information

Company Location:

Schedule Name: Agua Reagente - 08.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version: 1 0f1 Connection: RS232 COM1

Report Creation by QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Operators (schedule

version):

Comment:

Report Results

Sample Type: Sample From Schedule Version 1
Pos Ar_}e;,lgzis Sample ID Result (ppmC) s}g‘pgg\)’ RSD Start Time
el 1 TOC Agua Reagente 0.0861 ppm 0.0000 ppm | 0.0000% 2024-10-08 11:31
Rep Base Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.0861 0.7746 6.16 15.63 9.47 54.54|05:17
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) TOC TOC
(v3) Pharmaceutical Pharmaceutical
Water (v5) Water (v2)

Meta Data Used in this Report

Blanks

Reagent | Acid DIIC DITC DI TOC
(Abs) (Abs) (Abs) (Abs) (Abs)

v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda

Version Save Time Operator

(QPackSA)
Calibrations
Name: TOC Pharmaceutical Water (TOC)
Version: v2 Calibration curve  TOC:y =58.798x + 1.545

about:blank 08-Oct-24
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formula:
Ver Creation: 2007-05-17 03:29 r2 value: TOC: 12 = 0.99998
Comment:
Operator: steve
Basic Analysis TOC
Type
Basic Analysis Type: TOC
Sample ID Y Raw Value | X Expected Message End Time
0.050 ppm 4.4120 0.0500 2007-05-16 22:12
0.100 ppm 7.0520 0.1000 2007-05-16 22:26
0.250 ppm 16.2020 0.2500 2007-05-16 22:40
0.500 ppm 30.6920 0.5000 2007-05-16 22:54
1.000 ppm 61.2220 1.0000 2007-05-16 23:08
5.000 ppm 295.3920 5.0000 2007-05-16 23:22
Methods
Name: TOC Pharmaceutical Water (TOC)
Version: v5 Operator: Tekmar (Tekmar)
Ver Creation: 2014-09-10 11:17
Comment: This method is designed to use the
Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off
SampleMixingCycles 1
SampleMixingVolume 10.0
about:blank 08-Oct-24
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off |‘

LowLevelFilterNDIR
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-08 11:39
Analiticas Ltda
(QPackSA)

about:blank

08-Oct-24
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16.3. Calibracao:

o Método de teste:

E essencial a criagdo de uma curva de calibragao, seguindo os critérios pré-estabelecidos, para
a utilizagao do equipamento e confiabilidade dos resultados, a mesma deve ser criada conforme
diretrizes do cliente ou conforme a qualificacao periédica do equipamento.

e Procedimento do teste:

1. Iniciar uma nova sequéncia;
2. Preencher o campo relacionado a sequéncia, selecionando a funcao “Cal Standard’;
3. Seguir os procedimentos guiados para a criagdo de um método de calibragao

conforme o assistente para a curvas de calibracao;
4. Salvar a sequéncia preenchida;
5. Posicionar o vial com o padréo;
6. Clicar em “Start’ para a execugao das leituras do equipamento.

Parametro Critério de Aceitacdo | Valor Obtido | Resultado Obtido
Fator de Calibracdo (m) >10.000 23.123 APROVADO
Y intercepto (b) < 10,00 9.142 APROVADO
Coeficiente de Determinacgéao (R2) > 0,995 0.99902 APROVADO
Comentarios: N/A
Executor: MICHAEL FERNANDO CARELI DA SILVA
Data: 08/10/2024

QPack Solugoes Analiticas Ltda

Formulario 7 - Calibracao.

Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



Name: TOC Pharmaceutical Water
Analysis Type: TOC

Version: 5
Instrument: Fusion

Last Saved by: QPack Solugdes Analiticas Ltda (QPackSA)
Last Saved on: 2024-10-08 14:33 - Tuesday

Basic analysis type: TOC

Calibration Graph

200,000
# Calibration Points
Linear: y=mx) + b
y=23123(x)
+9.142
@ 1300007 Where: m= 23123
L and b=9142
_fE Coefficient of Correlation (i) =
g 100.000- 0.98902
fin|
=)
o
=]
=
= 50.000
04— T L — | T
0 3.000 6.000
1.500 4,500
X - ppm Expected
Data Points

Sample ID |Y Raw Value
DI Water |11.4020
0.100 ppm(11.8100
0.500 ppm (19.2900
1.000 ppm 30.8690
2.500 ppm (66.5120
5.000 ppm (125.3910

X Expected Message [End Time

0.0000 2024-10-08 12:17
0.1000 2024-10-08 12:25
0.5000 2024-10-08 12:33
1.0000 2024-10-08 12:41
2.5000 2024-10-08 12:49
5.0000 2024-10-08 12:57

Printed on: October 8, 2024 14:33:48

Calibration TOC Pharmaceutical Water Page 1
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16.4. Validacao do TOC Teledyne Tekmar:

e Método de teste:

Apoés a criagdo de uma nova curva de calibragao, precisamos confirmar a sua eficiéncia para
diferentes amostras ou concentrac¢oes de padrdes. Nesse caso, ultilizamos um padréo de maior
concentracao e verificamos a precisao da curva de calibragédo, selecionando pontos que nao
foram selecionando para a criagéo da curva de calibragao, mas que esta dentro da margem de
leitura da curva.

e Procedimento do teste:

1.
2.

3.

Iniciar uma nova sequéncia;

Preencher o campo relacionado a sequéncia, selecionando a fungdo “Check
Standard’;

Seguir os procedimentos guiados para a criagdo de um método de checagem do
padréo conforme o assistente;

Salvar a sequéncia preenchida;

Posicionar o vial com o padrao;

Clicar em “Start’ para a execug¢ao das leituras do equipamento.

Parametro Critério de Aceitacdo | Valor Obtido | Resultado Obtido

0.6670 ppm £15 % 0.5689 APROVADO

2.0000 ppm £15 % 2.2970 APROVADO

Comentarios: N/A

Executor: MICHAEL FERNANDO CARELI DA SILVA

Data: 09/10/2024

Formulario 8 - Validagcao do TOC Teledyne Tekmar.

QPack Solugoes Analiticas Ltda

Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630

Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br
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Fusion Report - Check 0.667 ppm - 09.10.2024
Wednesday, October 09, 2024 08:38 AM

Report Summary Information

(View - Reps, Unused Reps, Meta-
Data, Signature, History)

Printed on 2024-10-09 08:47 -
Wednesday

Company Location:

Schedule Name: Check 0.667 ppm - 09.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version:

Report Creation by
Operators (schedule
version):

Comment:

1 0of 1
QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Report Results

Connection: RS232 COM1

Sample Type: Check Standard --> Check Standard - 0.667 ppm From Schedule Version 1
Pos | BAT | Concentration| ) | oo i p | Min/Max | oo it | Std. Dev. |RSD|  Start Time
(ppm) (% dev)
¢ 1 |TOC 0.6670[1:15| [TOC] Check 0.5667 / 0.5689 0.0000| 0%| 2024-10-09
Standard - 0.7667 ppm ppm 08:38
0.667 ppm (85% / (PASS)
[0.667 ppm] 115% )
Base Re Run
Pos | Analysis ID P ppm Hg Adjusted NDIR Baseline | Pressure | ..
# Time
Type
1 TOC 0.667 ppm 1 0.5689 | 5.1205 22.30 28.87 6.57 56.97 | 05:11
Completion State Success Action Method Calibration STD Conc - Pos 1
Success - Criteria Do Nothing Método 2024 (v2) Calibragéo 2024 10 ppmC
met. (v1)
Meta Data Used in this Report
Blanks
. Reagent | Acid DIIC DITC | DITOC .
Version (Abs) (Abs) (Abs) (Abs) (Abs) Save Time Operator
v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugbes Analiticas Ltda
(QPackSA)
Calibrations
Name: Calibragao 2024 (TOC)
about:blank 09-Oct-24
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Version: vi Calibration curve TOC:y =23.123x + 9.142
formula:
Ver Creation: 2024-10-08 14:34 r2 value: TOC: r2 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type

Basic Analysis Type: TOC

Sample ID Y Raw Value | X Expected Message End Time

DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57

Methods

Name: Método 2024 (TOC)

Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)

Ver Creation: 2024-10-08 14:36

Comment: This method is designed to use the

Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0 ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off

about:blank 09-Oct-24
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SampleMixingCycles 1
SampleMixingVolume 10.0
LowLevelFilterNDIR Off
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 08:47
Analiticas Ltda
(QPackSA)

about:blank

09-Oct-24
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Fusion Report - Check 2.000 ppm - 09.10.2024
Wednesday, October 09, 2024 08:50 AM

Report Summary Information

Company Location:

(View - Reps, Unused Reps, Meta-

Data, Signature, History)

Printed on 2024-10-09 08:59 -

Wednesday

5.2

.0696

Schedule Name: Check 2.000 ppm - 09.10.2024 Engine 1.1
Version:
Instrument Name: Fusion Firmware 1.2
Version:
Report Version: 10f1 Connection: RS232 COM1

Report Creation by
Operators (schedule
version):

Comment:

QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Report Results

Sample Type: Check Standard --> Check Standard - 2.000 ppm From Schedule Version 1
Pos | BAT |Concentration | oy, | oo jep [ Min/Max | pocult | Std.Dev. |RSD|  Start Time
(ppm) (% dev)
¢ 1 |TOC 2.0000|1:5| [TOC] Check 1.7000/ 2.2970 0.0000| 0% 2024-10-09
Standard - 2.3000 ppm ppm 08:50
2.000 ppm (85% / (PASS)
[2.000 ppm] 115% )
Base Re Run
Pos | Analysis ID P ppm Hg Adjusted NDIR Baseline | Pressure | ..
# Time
Type
1 TOC 2.000 ppm 1 2.2970|20.6729 62.26 69.32 7.06 57.07 | 05:14
Completion State Success Action Method Calibration STD Conc - Pos 1
Success - Criteria Do Nothing Método 2024 (v2) Calibragéo 2024 10 ppmC
met. (v1)
Meta Data Used in this Report
Blanks
. Reagent | Acid DIIC DITC | DITOC .
Version (Abs) (Abs) (Abs) (Abs) (Abs) Save Time Operator
v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugbes Analiticas Ltda
(QPackSA)
Calibrations
Name: Calibragao 2024 (TOC)
about:blank 09-Oct-24
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Version: vi Calibration curve TOC:y =23.123x + 9.142
formula:
Ver Creation: 2024-10-08 14:34 r2 value: TOC: r2 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type

Basic Analysis Type: TOC

Sample ID Y Raw Value | X Expected Message End Time

DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57

Methods

Name: Método 2024 (TOC)

Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)

Ver Creation: 2024-10-08 14:36

Comment: This method is designed to use the

Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0 ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off

about:blank 09-Oct-24
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SampleMixingCycles 1
SampleMixingVolume 10.0
LowLevelFilterNDIR Off
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 08:59
Analiticas Ltda
(QPackSA)

about:blank

09-Oct-24
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16.5. Teste de Diluicao Inteligente:

e Método de teste:

Apoés a criagdo de um curva de calibragédo, precisamos confirmar eficiéncia e precisdo da
diluicdo automatica do equipamento. Nesse caso, ultiizamos um padrdao de maior concentragao
e verificamos a precisédo da diluicdo do equipamento para o ponto da curva de calibragao.

e Procedimento do teste:

1. Iniciar uma nova sequéncia;

2. Preencher o campo relacionado a sequéncia, selecionando a funcdo “Check
Standard’;

3. Seguir os procedimentos guiados para a criagdo de um método de diluigao
inteligente conforme o assistente;

4. Salvar a sequéncia preenchida;

5. Posicionar o vial com o padréo;

6. Clicar em “Start’ para a execugao da leitura do equipamento.

Parametro Critério de Aceitacdo | Valor Obtido | Resultado Obtido

1.000 ppm +15 % 1.0116 APROVADO

Comentarios: N/A

Executor: MICHAEL FERNANDO CARELI DA SILVA

Data: 09/10/2024

Formulario 9 - Teste de Diluigao Inteligente.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br
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Fusion Report - Intellidilution - 09.10.2024
Wednesday, October 09, 2024 09:13 AM

Report Summary Information

(View - Reps, Unused Reps, Meta-
Data, Signature, History)

Printed on 2024-10-09 09:22 -
Wednesday

Company Location:

Schedule Name: Intellidilution - 09.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version: 1 0f1 Connection: RS232 COM1

Report Creation by
Operators (schedule
version):

Comment:

QPack Solugées Analiticas Ltda (QPackSA) (v1)

Report Results

Sample Type: Check Standard --> Intellidilution From Schedule Version 1
Pos | BAT | Concentration| ) | oo i p | Min/Max | oo it | Std. Dev. |RSD|  Start Time
(ppm) (% dev)
¢ 1 |TOC 1.0000 | 1:10 [TOC] 0.8500 / 1.0116 0.0000| 0%| 2024-10-09
Intellidilution 1.1500 ppm ppm 09:13
[1.000 ppm] (85% / (PASS)
115% )
Base Re Run
Pos | Analysis ID P ppm Hg Adjusted NDIR Baseline | Pressure | ..
# Time
Type
1 TOC 1.000 ppm 1 1.0116 | 9.1042 32.53 40.40 7.87 56.83 | 05:17
Completion State Success Action Method Calibration STD Conc - Pos 1
Success - Criteria Do Nothing Método 2024 (v2) Calibragéo 2024 10 ppmC
met. (v1)
Meta Data Used in this Report
Blanks
. Reagent | Acid DIIC DITC | DITOC .
Version (Abs) (Abs) (Abs) (Abs) (Abs) Save Time Operator
v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugbes Analiticas Ltda
(QPackSA)
Calibrations
Name: Calibragao 2024 (TOC)
about:blank 09-Oct-24
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Version: vi Calibration curve TOC:y =23.123x + 9.142
formula:
Ver Creation: 2024-10-08 14:34 r2 value: TOC: r2 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type

Basic Analysis Type: TOC

Sample ID Y Raw Value | X Expected Message End Time

DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57

Methods

Name: Método 2024 (TOC)

Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)

Ver Creation: 2024-10-08 14:36

Comment: This method is designed to use the

Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0 ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off

about:blank 09-Oct-24
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SampleMixingCycles 1
SampleMixingVolume 10.0
LowLevelFilterNDIR Off
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 09:22
Analiticas Ltda
(QPackSA)

about:blank

09-Oct-24
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16.6. Teste de Contaminacao Cruzada:

e Método de teste:

O objetivo do teste de contaminagao cruzada do sistema é garantir que ndo haja interferéncia
de uma amostra ou padrdo nos préximos resultados da sequéncia. Garante a limpeza eficiente
do préprio equipamento e garante a eficiéncia e robustez do equipamento e a confiabilidade
dos resultados.

e Calculo:
A porcentagem da contaminacgao é calculada com base na seguinte formula:

% Contaminacao = [(C-B)/A] x 100

A: Abs do Padrao de 5 ppm da curva de calibragéo.
B: Abs da amostra de 4gua da primeira leitura.
C: Abs da amostra de agua da segunda leitura.

e Procedimento do teste:
1. Iniciar uma nova sequéncia;
2. Preencher o campo relacionado a sequéncia, selecionando a fungao “Sample”;
3. Preencher o campo relacionado a linha da sequéncia, para a execucao de duas
amostras de agua;
4. Salvar a sequéncia preenchida;
5. Posicionar os vial’'s com as amostras nas posigdes relacionadas;
6. Clicar em “Start’ para a execug¢ao da leitura do equipamento.

Parametro Valor Obtido
Abs do Padrao de 5 ppm da
curva de calibracao (A) 125.3910
Abs da amostra de agua da 4.98
primeira leitura (B) '
Abs da amostra de agua da 4.27
segunda leitura (C) ’
Resultado Obtido APROVADO

Comentarios:
% Contaminacéo = [(4.27-4.98)/125.3910] x 100
% Contaminagao = 0.5662

Critérios de aceitacdo para o teste de contaminacdo cruzada:
A % de contaminacgdo deve ser inferior a 1% na segunda amostra.

Executor: MICHAEL FERNANDO CARELI DA SILVA

Data: 09/10/2024

Formulario 10 - Teste de Contaminacao Cruzada.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



Name: TOC Pharmaceutical Water
Analysis Type: TOC

Version: 5
Instrument: Fusion

Last Saved by: QPack Solugdes Analiticas Ltda (QPackSA)
Last Saved on: 2024-10-08 14:33 - Tuesday

Basic analysis type: TOC

Calibration Graph

200,000
# Calibration Points
Linear: y=mx) + b
y=23123(x)
+9.142
@ 1300007 Where: m= 23123
L and b=9142
_fE Coefficient of Correlation (i) =
g 100.000- 0.98902
fin|
=)
o
=]
=
= 50.000
04— T L — | T
0 3.000 6.000
1.500 4,500
X - ppm Expected
Data Points

Sample ID |Y Raw Value
DI Water |11.4020
0.100 ppm(11.8100
0.500 ppm (19.2900
1.000 ppm 30.8690
2.500 ppm (66.5120
5.000 ppm (125.3910

X Expected Message [End Time

0.0000 2024-10-08 12:17
0.1000 2024-10-08 12:25
0.5000 2024-10-08 12:33
1.0000 2024-10-08 12:41
2.5000 2024-10-08 12:49
5.0000 2024-10-08 12:57

Printed on: October 8, 2024 14:33:48

Calibration TOC Pharmaceutical Water Page 1



Fusion Report: Contamination - 09.10.2024 - Wednesday, October 09, 2024 09:57 ...

Fusion Report - Contamination - 09.10.2024
Wednesday, October 09, 2024 09:57 AM

Company Location:
Schedule Name:

Instrument Name:

Report Version:

Report Creation by
Operators (schedule
version):

Comment:

Report Summary Information

Contamination - 09.10.2024

Fusion

1of 1

Engine
Version:

Firmware
Version:

(View -

Pagina 1 de 3

1.1.5.2

1.2.0696

Connection: RS232 COM1

QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Report Results

Sample Type: Sample From Schedule Version 1
Pos Ar_}e;,lgzis Sample ID Result (ppmC) s}g‘pgg\)’ RSD Start Time
el 1 TOC Agua Reagente 1 0.1681 ppm 0.0000 ppm | 0.0000% 2024-10-09 09:57
Rep Base Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.1681 1.5131 4.98 13.79 8.80 56.08 | 05:11
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) Método 2024 (v2) Calibragéo 2024
(v3) (v1)
Pos Ar}i‘;’:is Sample ID Result (ppmC) s(:f'r;rgg‘)" RSD Start Time
el 2 TOC Agua Reagente 2 0.1375 ppm 0.0000 ppm | 0.0000% 2024-10-09 10:05
Rep Base Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.1375 1.2371 4.27 13.36 9.09 54.81|05:08
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) Método 2024 (v2) Calibragédo 2024
(v3) (v1)
Meta Data Used in this Report
Blanks
[ T T T T T
about:blank 09-Oct-24

Reps, Unused Reps, Meta-

Data, Signature, History)
Printed on 2024-10-09 10:14 -
Wednesday




Fusion Report: Contamination - 09.10.2024 - Wednesday, October 09, 2024 09:57 ...

Péagina 2 de 3

. Reagent | Acid DIIC DITC | DITOC .
Version (Abs) (Abs) (Abs) (Abs) (Abs) Save Time Operator
v3 1.3693 | 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda
(QPackSA)
Calibrations
Name: Calibragéo 2024 (TOC)
Version: v1 Calibration curve  TOC:y =23.123x + 9.142
formula:
Ver Creation: 2024-10-08 14:34 r2 value: TOC: 12 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type
Basic Analysis Type: TOC
Sample ID Y Raw Value | X Expected Message End Time
DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57
Methods
Name: Método 2024 (TOC)
Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)
Ver Creation: 2024-10-08 14:36
Comment: This method is designed to use the
Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.
Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig
about:blank 09-Oct-24




Fusion Report: Contamination - 09.10.2024 - Wednesday, October 09, 2024 09:57 ... Pagina 3 de 3

SyringeSpeedSampleDispense

SyringeSpeedSampleAspirate

SyringeSpeedUVDispense

SyringeSpeedUVAspirate

SyringeSpeedICDispense

SyringeSpeedICAspirate

NDIRPressureStabilize

.75 min

SampleMixing

SampleMixingCycles

SampleMixingVolume

10.0

LowLevelFilterNDIR

Off

Acceptance / Approval

Electronic Signatures

Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 10:14
Analiticas Ltda
(QPackSA)
about:blank 09-Oct-24
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Certificado N°:  444/24 Pagina: 15 de 17
Documento: PQO.FUS.01 Revisao: 01

16.7. Teste de Mudanca de Especificacao:

e Método de teste:
O objetivo do teste de mudanca de especificagao do sistema é garantir que haja a mudaga dos
parametros, porém o mesmo deve ser salvo na trilha de auditoria do sistema.

e Procedimento do teste:
1. Abra um método pré-salvo do sistema;
2. Realizar a alteracao de quaisquer parametros e salvar o método;
3. Verifique a versao que foi salva;
4. Verifique a trilha de auditoria do método.

Trilha de
Critério de aceitacao Auditoria Resul_tado APROVADO
; Obtido
registrada
Comentarios: N/A
Executor: MICHAEL FERNANDO CARELI DA SILVA
Data: 09/10/2024

Formulario 11 - Teste de Mudancga de Especificacao.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



E[] File View Instrument Tools Window Help

i@Huld Step @Ready @Ahurt @Carmusel | Ljhlew - B‘Dpen - | H & | |®|

© Método 2024 Version:

-

History...

Delete this file after next Archive - Mo

Analysis Type (Complex): TOC

Calibration: TOC Pharmaceutical Water
Optimal Sample Range: 0.0027 to 15.0 {ppm)

General | Advanced | Comments

Variables TOC
» 9.0
| Dilution dada -
Acid Volume (ml) 0.5
Reagent Volume (ml) 0.8
UV Reactor Prerinse off |‘r
UV Reactor Prerinse Volume 0.0
Mumber of UV Reactor Prerinses 1
IC Sparge Time (mins) 0.30
Detector Sweep Flow (mlfmin) 500
PreSparge Time (mins) 0.20
System Flow (ml/min) 500

Sample Volume (mL)

The amount of volume to be analyzed per replicate. This sample volume
along with the dilution factor affects the optimal sample range.

Units: mL

Minimum = 2.0
Maximum = 10,0

Sample ID: Repetibilidade

Calibration: Calibragdo
2024

Method: Método 2024

Schedule: Repetibilidade -
09.10.2024

Replicate: 10of3

Schedule Line: 1 of 1

Vial Pos: 1

Mode: Baseline Stabilization
(rep)

Time: 1.34 —=1.60
Status: Running

Allow time for Detector to
stabilize.

IC Volume=12500

UV volume=0

Set
Hame Actual Point

Mass Flow 4999 500
{milfmin)
Pressure 35 0
(psig)
Detector (Abs) 894
Syringe (ml) 0 0

-

Baseline Stabilization (rep] / Allow time for Detector to stabilize. IC Volume=12500 UV volume=

0

QPack Solugdes Analiticas Ltda[QPackSA] & Repetibilidade - 09102024 | |



E[] File View Instrument Tools Window Help

@ Hold Step @ Ready @Ahurt @ Carrousel

Metodo 2024 Version:

4

History...

Delete this file after next Archive - Mo

EJNEW*EJDPE“"| = & | |@|

Analysis Type (Complex): TOC
Optimal Sample Range: 0.0027 to 15.0 {ppm)

Calibration: Calibracdao 2024

General | Advanced | Comments

Sample Volume (mL)

The amount of volume to be analyzed per replicate. This sample volume
along with the dilution factor affects the optimal sample range.

Units: mL

Minimum = 2.0
Maximum = 10,0

Variables TOC
» 9.0
| Dilution dada -
Acid Volume (ml) 0.5
Reagent Volume (ml) 0.8
UV Reactor Prerinse off |‘r
UV Reactor Prerinse Volume 0.0
Mumber of UV Reactor Prerinses 1
IC Sparge Time (mins) 0.30
Detector Sweep Flow (mlfmin) 500
PreSparge Time (mins) 0.20
System Flow (ml/min) 500

Mode: Baseline Aquisition (rep)

Time: [0.17]
Status: Running

Acquiring Baseline: Waiting for
Baseline complete signal.

IC Volume=12500

UV volume= 0

Sample ID: Repetibilidade

Calibration: Calibragdo
2024

Method: Método 2024

Schedule: Repetibilidade -
09.10.2024

Replicate: 10of3

Schedule Line: 1 of 1

Vial Pos: 1

Set
Hame Actual Point
Mass Flow 500.0 500
{milfmin)
Pressure 35 0
(p=ig)
Detector (Abs) 8.91
Syringe (ml) 0 0
Baseline Aquisition (rep) / Acquiring Baseline: Waiting for Baseline complete signal. IC Velurme=12500 UV volurme= 0 QPack Solugdes Analiticas Ltda[ QPackSA)] ’ Repetibilidade - 09102024 | |




“# Fusion Version: 1.1

] File View Instrument

2024 (latest version) (Active) *]
Tools Window  Help

Fusion - ndi)

i@Huld Step @Ready @Ahurt @Carmusel I L}New - BDpen - | H & | @ ||@|

© Método 2024 Version: |Latest (2) |-

History...

Delete this file after next Archive - Mo

Analysis Type (Complex): TOC
Optimal Sample Range: 0.0027 to 15.0 {ppm)

General | Advanced | Cnmments|

Variables

Dilution

Ol s vourre () |

Acid Volume (ml)

Reagent Volume (ml)

UV Reactor Prerinse

UV Reactor Prerinse Volume

Mumber of UV Reactor Prerinses

IC Sparge Time (mins)

Detector Sweep Flow (mlfmin)

PreSparge Time (mins)

System Flow (ml/min)

Calibration: Calibracdao 2024

From Version: - | towversion |2 Ii"[ Go ]

Name: Método 2024

Document type: Method

Analysis type: TOC

Delete this file after next Archive: Mo

Version: 2

|Creation Time: 2024-10-08 14:36 - Tuesday

Usemame: QPack Solugtes Analiticas Ltda (QPackSA)
[Change Justification: Method variable update :

Version: 1

|Creation Time: 2024-10-08 11:59 - Tuesday

Usemame: OPack Soluces Analiticas Ltda (QPackSA)
|Change Justification: New Method created -

|tobe analyzed per replicate. This sample volume

factor affects the optimal sample range.

=l | 8 |
S X
Unit Status 5
Sample ID: Repetibilidade
Calibration: Calibragdo
2024
Method: Método 2024
Schedule: Repetibilidade -
09.10.2024
Replicate: 10of3
Schedule Line: 1 of 1
Vial Pos: 1

Mode: UV Sample to UV
Reactor (rep)

Time: [0.02]
Status: Running

Dispensing UV Sample volume to
UV Reactor.

IC Volume= 1000

UV volume= 0

Set
Hame Actual Point

Mass Flow 4107 0
{milfmin)
Pressure 28 0
(psig)
Detector (Abs) 8.91
Syringe (ml) 95 0.5

-

——

. -

.

UV Sample to UV Reactor (rep) / Dispensing UV Sample velume to UV Reactor. IC Velume= 1000 UV volume= 0

3

QPack Solugdes Analiticas Ltda[ QPackSA] ’ Repetibilidade - 09.10.2024 |!—-!




QPack. Certificado de Qualificacdo

Certificado N°:  444/24 Pagina: 16 de 17
Documento: PQO.FUS.01 Revisao: 01

16.8. Adequabilidade do Sistema:

e Método de teste:

A adequabilidade do sistema é um teste regido pela USP <643>, para a avaliagao da eficiéncia
do equipamento em determinar o TOC de diferentes amostras com o mesmo grau de
confiabilidade. Utilizando padrdes de sacarose e 1,4 Benzoquinona, realizamos a leitura,
seguida para a avaligao da eficiéncia de oxidagao das amostras.

e Calculo:
A porcentagem da resposta de eficiéncia (RE) com base na razéo entre a diferenca Rs
para Rw e Rss para Rw.

(Rs - Rw
RSS—Rw

)*100 = Ry

RW: Medicéo do Branco (Agua).
RS: Medicao do Padrao de Sacarose.
RSS: Medicao do Padrao de 1,4 Benzoquinona.

e Procedimento do teste:

1. Iniciar uma nova sequéncia;

2. Preencher o campo relacionado a sequéncia, selecionando a fungao “System
Suitability”;

3. Seguir os procedimentos guiados para a criacao de um método de system suitability,
conforme o assistente;

4. Salvar a sequéncia preenchida;

5. Posicionar os vial’'s com os padrdes e a agua;

6. Clicar em “Start’ para a execugao das leituras do equipamento.

Parametro Valor Obtido
Agua (rw) 62.8 ppb
Sacarose 500 ppb (rs) 587.4 ppb
1,4 Benzoquinona 500 ppb (rss) 533.1 ppb

Comentarios:

Calculo da Resposta de Adequabilidade: (rss) 533.1 - (rw) 62.8 =470.3
Calculo do Limite de Resposta: (rs) 587.4 - (rw) 62.8 = 524.6

Resposta da Eficiéncia de Oxidag&o: (rss-rw)/(rs-rw) X 100 = 89.65 % RE

Critérios de aceitacdo para o teste de adequabilidade:
e A eficiéncia da resposta, RE , deve ser > 85% e <115%

Executor: MICHAEL FERNANDO CARELI DA SILVA

Data: 09/10/2024

Formulario 12 - Adequabilidade do Sistema.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



Fusion Report: System - Agua - 09.10.2024 - Wednesday, October 09, 2024 03:09 ...

Fusion Report - System - Agua - 09.10.2024

Wednesday, October 09, 2024 03:09 PM

Company Location:
Schedule Name:

Instrument Name:

Report Version:

Report Creation by
Operators (schedule
version):

Comment:

Report Summary Information

System - Agua - 09.10.2024

Fusion

1of 1

Engine
Version

Firmwa
Version

Pagina 1 de 3

(View - Reps, Unused Reps, Meta-

Data, Signature, History)
Printed on 2024-10-09 15:37 -

1.1

re 1.2

Wednesday

5.2

.0696

Connection: RS232 COM1

QPack Solugées Analiticas Ltda (QPackSA) (v1)

Report Results

Sample Type: Sample From Schedule Version 1
Pos Ar_}e;,lgzis Sample ID Result (ppmC) s}g‘pgg\)’ RSD Start Time
el 1 TOC System - Agua 0.0628 ppm 0.0000 ppm | 0.0000% 2024-10-09 15:09
Rep Base Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.0628 0.5652 1.87 6.05 417 55.33| 05:09
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) Método 2024 (v2) Calibragéo 2024
(v3) (v1)
Meta Data Used in this Report
Blanks
. Reagent | Acid DIIC DITC DI TOC .
Version (Abs) (Abs) (Abs) (Abs) (Abs) Save Time Operator
v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda
(QPackSA)

Calibrations

Version:

about:blank

Name: Calibracéo 2024 (TOC)

v1

Calibration curve

formula:

TOC:y =23.123x + 9.142

09-Oct-24




Fusion Report: System - Agua - 09.10.2024 - Wednesday, October 09, 2024 03:09 ... Pagina 2 de 3

Ver Creation: 2024-10-08 14:34 r2 value: TOC: 12 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type

Basic Analysis Type: TOC

Sample ID Y Raw Value | X Expected Message End Time

DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57

Methods

Name: Método 2024 (TOC)

Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)

Ver Creation: 2024-10-08 14:36

Comment: This method is designed to use the

Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0 ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off
SampleMixingCycles 1

about:blank 09-Oct-24
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SampleMixingVolume 10.0
LowLevelFilterNDIR Off
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 15:18
Analiticas Ltda
(QPackSA)

about:blank

09-Oct-24




Fusion Report: System - Sacarose - 09.10.2024 - Wednesday, October 09, 2024 03:... Pagina 1 de 3

i - - - (View - Reps, Unused Reps, Meta-
Fusion Report - System - Sacarose - 09.10.2024 P, Sianature, Histors

Wednesday, October 09, 2024 03:36 PM Printed on 2024-10-09 15:51 -

Wednesday

Report Summary Information

Company Location:

Schedule Name: System - Sacarose - 09.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version: 10f1 Connection: RS232 COM1

Report Creation by QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Operators (schedule

version):

Comment:

Report Results

Sample Type: Sample From Schedule Version 1
Pos Ar_}e;,lgzis Sample ID Result (ppmC) s}g‘pgg\)’ RSD Start Time
@ 2 TOC System - Sacarose 0.5874 ppm 0.0000 ppm | 0.0000% 2024-10-09 15:36
Rep Base Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.5874 5.2866 14.68 25.64 10.96 55.96 | 05:10
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) Método 2024 (v2) Calibragéo 2024
(v3) (v1)

Meta Data Used in this Report

Blanks

Reagent | Acid DIIC DITC DI TOC
(Abs) (Abs) (Abs) (Abs) (Abs)

v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda

Version Save Time Operator

(QPackSA)
Calibrations
Name: Calibragao 2024 (TOC)
Version: vi Calibration curve TOC:y =23.123x + 9.142

formula:

about:blank 09-Oct-24
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Ver Creation: 2024-10-08 14:34 r2 value: TOC: 12 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type

Basic Analysis Type: TOC

Sample ID Y Raw Value | X Expected Message End Time

DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57

Methods

Name: Método 2024 (TOC)

Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)

Ver Creation: 2024-10-08 14:36

Comment: This method is designed to use the

Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0 ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off
SampleMixingCycles 1

about:blank 09-Oct-24
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SampleMixingVolume 10.0
LowLevelFilterNDIR Off
Acceptance / Approval
Electronic Signatures
Report
Version User Name Acceptance Reason Date
Report History
Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 15:45
Analiticas Ltda
(QPackSA)

about:blank

09-Oct-24




Fusion Report: System - Benzoqui - 09.10.2024 - Wednesday, October 09, 2024 04:... Pagina 1 de 3

i i View - Reps, U d Reps, Meta-
Fusion Report - System - Benzoqui - 09.10.2024 (i~ Reps. Undsed Repe. Hee:

Wednesday, October 09, 2024 04:33 PM Printed on 2024-10-09 16:42 -

Wednesday

Report Summary Information

Company Location:

Schedule Name: System - Benzoqui - 09.10.2024 Engine 1.1.5.2
Version:

Instrument Name: Fusion Firmware 1.2.0696
Version:

Report Version: 10f1 Connection: RS232 COM1

Report Creation by QPack Solugdes Analiticas Ltda (QPackSA) (v1)

Operators (schedule

version):

Comment:

Report Results

Sample Type: Sample From Schedule Version 1
Pos Ar_}e;,lgzis Sample ID Result (ppmC) s}g‘pgg\)’ RSD Start Time
¢l 3 TOC System - 1,4 0.5331 ppm 0.0000 ppm | 0.0000% 2024-10-09 16:33
Benzoquinona
Base . .
Rep . Adjusted Baseline | Pressure | Run
# Ar_:_aly5|s ppm Mg (Abs) NDIR (Abs) (Abs) (psig) | Time
ype
1 TOC 0.5331 4.7977 13.42 24.38 10.95 55.68 | 05:12
Dilution Blank Contribution Method Calibration
1:1 (TC) 1.0955 (IC) Método 2024 (v2) Calibragéo 2024
(v3) (v1)
Meta Data Used in this Report
Blanks

Version Reagent | Acid DIIC DITC | DITOC
(Abs) (Abs) (Abs) (Abs) (Abs)

v3 1.3693 1.6980 | 0.0000 | 0.0000 | 0.0000 2024-10-08 11:04 | QPack Solugdes Analiticas Ltda

Save Time Operator

(QPackSA)
Calibrations
Name: Calibragao 2024 (TOC)
Version: vi Calibration curve  TOC:y =23.123x + 9.142
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formula:
Ver Creation: 2024-10-08 14:34 r2 value: TOC: 12 = 0.99902
Comment:
Operator: QPack Solugbes Analiticas Ltda
(QPackSA)
Basic Analysis TOC
Type
Basic Analysis Type: TOC
Sample ID Y Raw Value | X Expected Message End Time
DI Water 11.4020 0.0000 2024-10-08 12:17
0.100 ppm 11.8100 0.1000 2024-10-08 12:25
0.500 ppm 19.2900 0.5000 2024-10-08 12:33
1.000 ppm 30.8690 1.0000 2024-10-08 12:41
2.500 ppm 66.5120 2.5000 2024-10-08 12:49
5.000 ppm 125.3910 5.0000 2024-10-08 12:57
Methods
Name: Método 2024 (TOC)
Version: v2 Operator: QPack Solugdes Analiticas Ltda
(QPackSA)
Ver Creation: 2024-10-08 14:36
Comment: This method is designed to use the
Non-Purgeable Organic Carbon
(NPOC) method for TOC analysis on
pharmaceutical type samples, such
as water for injection (WFI), purified
water and cleaning validation
samples. The Low Level Filter for the
NDIR setting may be set to On for
this method for higher carbon levels.

Parameter Value Advanced Parameter Value
SampleVolume 9.0 mL NeedleRinseVolume 5.0ml
Dilution 1:1 VialPrimeVolume 2.0 ml
AcidVolume 0.5ml ICSamplePrimeVolume 2.0ml
ReagentVolume 0.8 ml ICSpargeRinseVolume 5.0ml
UVReactorPrerinse Off BaselineStabilizeTime 1.60 min
UVReactorPrerinseVolume 0.0 DetectorPressureFlow 300 ml/min
NumberOfUVReactorPrerinses 1 SyringeSpeedWaste 10
ICSpargeTime 0.50 mins SyringeSpeedAcid 7
DetectorSweepFlow 500 ml/min SyringeSpeedReagent 7
PreSpargeTime 0.20 mins SyringeSpeedDIWater 7
SystemFlow 500 ml/min NDIRPressurization 50 psig

SyringeSpeedSampleDispense 7
SyringeSpeedSampleAspirate 4
SyringeSpeedUVDispense 7
SyringeSpeedUVAspirate 5
SyringeSpeedICDispense 7
SyringeSpeedICAspirate 5
NDIRPressureStabilize 1.75 min
SampleMixing Off
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SampleMixingCycles 1
SampleMixingVolume 10.0
LowLevelFilterNDIR Off

Acceptance / Approval

Electronic Signatures

Report

Version User Name Acceptance Reason Date

Report History

Report History
Report User Name System Reason User Reason Date
Version
1 QPack Solugdes Schedule completed Schedule completed 2024-10-09 16:41
Analiticas Ltda
(QPackSA)
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17. RESULTADOS DA QUALIFICAGAO DO TOC E ASSINATURAS DE
APROVACAO DESTE DOCUMENTO DE QUALIFICACAO

RESULTADO
TESTES REALIZADOS (Aprovado)

(Reprovado)
ltem 16.1 Autoteste - Benchmark APROVADO
Item 16.2 Analise do Branco dos Reagentes APROVADO
ltem 16.3 Calibracao APROVADO
ltem 16.4 Validacao do TOC Teledyne Tekmar APROVADO
Iltem 16.5 Teste de Diluicao Inteligente APROVADO
ltem 16.6 Teste de Contaminacao Cruzada APROVADO
ltem 16.7 Teste de Mudanca de Especificacao APROVADO
ltem 16.8 Adequabilidade do Sistema APROVADO
Executor: MICHAEL FERNANDO CARELI DA SILVA
Data: 09/10/2024
Revisor:

Assinatura Digital

Cliente:

Empresa:

Nome:

Departamento:

Assinatura: Data:

Formulario 13 - Resultados da Qualificagdo do TOC.

QPack Solugoes Analiticas Ltda
Rua Ema Gazzi Magnusson, 138 — Comercial Vitoria Martini — Indaiatuba / SP — CEP: 13347-630
Site: www.gpack.com.br - Fone: 55 (19) 2660-1110
E-mail: gpack@qpack.com.br



