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1- GRUPD DE MATERIAL ABRANGIDO PELO EDITAL
Este TRQ trata dos Temmos e Requisitos da Qualidade aplicaveis ajo)s:

- Senvicos de terceirizagdo de transporte e distribuigio.

2- ESCOPO

O presente TRQ visa definir as condigdes gerais que serdo aplicadas pela CONTRATADA nas suas respectivas
instalagies autorizadas a conduzir um Servige de Terceirizagdo de Transporte e Distribuigio, a fim de satisfazer as
Exigéncias das BFx.

3- TERMOS E REGUISITOS DA QUALIDADE

1] PREAMBLILD
Pelo presente instrumento particular e na melhor forma de
direito, a5 partes abaive qualficadas:

De um lado, @ CONTRATAMTE, Bio-Manguinhos, uma
empresa constituida nos termos das leis do Brasil.

E

De outro lzdo, COMTRATADA, uma empresa organizada e
exiztente nos termes das leis do Brasil para prestagio de
senvigo de transporte e distribuigdo,

Estes Termos & Requisitos de Qualidade (TRQ) entra em
vigor na data da Gltima assinatura e &5 responssbilidades
zqui descritas se iniciam na efetive contratagdc da emprasa
coma provedora de Bio-Manguinhos.

2] OUTROS ACORDOS
Considerando o presente edital de servigo:

A} Este TRO deve ser incorporado e constituira parte deste
edital.

B] Em case de conflites entre quaisquer das dispasigbes do
Edital & este acordo, as disposighes destes termos e
requisitos da gualidade prevalecerdo.

3] ESCOPD

O pressnte TRO visa definir as condigles gerais que serio
gplicadas  pela CONTRATADA nas  sSu3s  respectivas
instalagbes autorizadas a conduzir um Fomecimento
completo a fim de satisfazer as Exigéncias das BOx.

4) PRODUTO ABRANGIDO PELD ACORDO

Este TRO se refere ao senvigo de transporte/distribuigSo de
produtos  farmacduticos,  insumos,  equipamentos,
magquinas, & qualguer outro que constintuemn escopo do
edital considerands todas &= modalidades  [adres,
rodovigria), doravante denominzdo SERVIGO.

5] COMUNICAGAD
A COMTRATANTE e a(s) COMTRATADA[S] devem se
comunicar por ascrito, inclusive por meio

1} PREAMBLE
By this private instrument and in the best form of law, the
parties below:

on the one hand, the COMTRACTING PARTY, Bio-
Manguinhes, 3 company incorporated under the laws of
Brazil.

AND

Oon the other hand, COMTRACTOR, & company organized
and existing wunder the laws of Brazl for
transport/distribution service provider,

This Terms and Quality Requirements (TGR) enters into
force on the date of the last signature and the
responsibilites described herein begin with the effective
hiring of the company as a provider of Bio-Manguinhos.

2} OTHER AGREEMEMNTS
Considering the service notice:

A) This TQR must be incorporated and will form part of this
notice.

B) In case of conflicts between any of the provisions of the
Notice and this agreement, the provisions of these terms
and quality reguirements shall prevail.

3) SCOPE

This TQR aims to define the general conditions that will be
applied by the COMTRACTOR in their respective facilities
authorized to conduct @ complete Supply in order to meet
the GxP's Regquirements.

4] PRODUCT COVERED BY THE AGREEMENT

This TOR refers to the transpory/distribution service of
pharmaceutical products, inputs, equipment, machines,
and any other service that constitutes the scope of the
public notice considering all modalities [(gir. road),
hersinzfter refarred to 25 SERVICE.

5) COMMUMICATION
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The CONTRACTING PARTY and the CONTRACTOR[S] must
communicate in writing, including through

eletronice. com relagdo a questdes relacionadaz a estes
Termos & Requisttcs de Qualidade, ver Anexo 2 - Lista de
contatos.

&) DEFINIGOES

- = AgE0 corretiva: medidas sdotadas para trater e eliminar 3
causa raiz de desvio ou nSo conformidade j& coorrida. Ma
sua eszéncia, 3 2030 CoMmetiva remets & UME COntEngEo
reativa.

- Agdo preventiva: medidas adotadas para e evim@r gue um
desvio ocu ndo conformidade wenha a coorrer. Ma sua
psséncia, & agdo preventiva remete 3 mitigagio proativa de
riscos. Em itima instancia, a8 agio preventiva busca
glminar a causa de um potencial desvic ou n3o
conformidade.

- BPx: Conjunto de boas praticas, podendo ser de fabricacSo
[BFF). distribuigdo (BPD), clinica [BRC), de laboratrio (BRL),
de registro (BPR). entre outras.

- Calibragdo: conjunto de operagdes gue estabelece, sob
condigdes especificadas, & relagdo entre o5 wvalores
indicados por um instrumento ou sistema de medigio, ou
valores representados por uma medida materializada, e os
valores correspondentes conhecido:s de um padrao de
referénciz.

- Controle de mudanga: procedimento que wisa 3ssegurar
que todas as mudangas s3o0 controladas, incluindo a3
propesta, avzliacie, classificagio, aprovacio,
implementagic e pos-implementagio. A intengo @
determinar a necessidade de medidas gue assegurem que o
sistema & mantide num estado validada.

- Desvios de gualidade: n@o cumprimento de reguisitos
determinados pelo sistema de gestdo da  qualidade
farmacéutica ou necessarios para @ manutengdo da
gualidade.

- Agordo de Qualidade: Acordo de gualidade: documento
que define responsabilidades. atribuigbes, direitos e
deverss de/fentre contratante e contratado em relacdo 3s
atividades,/servigos prestades.

- Qualificagio: agio de provar que guaisquer instalagbes,
equipamentos, uilidades e  sistemas  funcionam
corretamente & realmente levam aos resultados esperados.
- validagso: agio de provar, de acordo com o= principios
das Boas Praticas de Fabricagdo (BPF), que qualguer
procedimento, processo, metodologia, atividade ou
sistemnas realmente & consistentemente leva aos resultados
esperados.

electronically, with regard to matters relating to these
Terms and Quality Requirements, see Annex Z - List of
Contacts.

5} DEFINITIONS

- Corrective action: measures taken to address and
eliminate the root cause of deviation or non-compliance
that has already ococurred. I essence, commective action
refers to reactive containment.

- Preventive action: measures taken to prevent 3 deviation
or non-compliance from oocurring. In essence, preventive
action refers to proactive risk mitigation. Ultimately,
prevendve action seeks 1o eliminate the cause of =
potential deviation or non-complance.

- GXP: Set of pood practices, which can be manufacturing
[&MP), distribution [BPD). clinical [BPC), laboratory [BPL),
registration [BPR), among others.

- Calibration: zet of operstions that esteblish, under
specified conditions, the relationship between the values
indicated by a measuring instrument or system, or valuas
represented by 3 materialized measure, and the
correspanding known values of a reference standard.

- change control procedure that aims to ensure that all
changes are controlled, including proposal, evaluation,
classification, approval, implementation amd post-
implementaticn. The intent is to determine the need for
measures to ensure that the system is maintained in a
validated state.

- Quality deviabons: non-compliance with requirements
determined by the pharmaceutical guality management
systemn or necessary for the maintenance of quality.

- Ouality Agreement: Quality Agreement: document that
defines responsibilities, attributions, rights and duties
offbetween the contracting party and the contracted party
in relation to the activities/services provided.

- Oualification: action to prove that any installations,
equipment, utilities and systems waork correctly and really
lead to the expected results.

- validatien: acdon to prove, in accordance with the
principles of Good Manufacturing Practices [GMP), that any
procedure, process, methodology, activity or systems
actually and consistently leads to the expected results.
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7] TERMO DE ACORDD DE QUALIDADE

Este TR entrara em vigor na dstz da Ultima assinstura &
permanecara em vigor pelo pericdo de vigéncia do edital
de formecimentc em guestio. junto 3 empresa
COMTRATADA, & valerd zinds pelo periodo de 06 meses
apts 3 data de vencimento do Ultimo servigo prestado pela
COMNTRATADA, pelo periodo necessario para cobrir todas as
atividades de gualidade para o suporte dos servigos
forneddos. Quaisguer guestbes nac tratadas neste Termaos
e Requisitos da Qualidade serdo determinadas nos termos
do Contrato de Servigo. Todas as obrigagbes regulatdrias
ora contidas exigidas pela CONTRATANTE cu por uma
Autcridade Reguladora competente subsistirdo apds o
vencimento ou resciz3o a ntecipada deste TRO.

E] DOCUMENTOS R ESULATORIOS

A COMTRATADA deve registrar e manter as documentagdas
regulatorias apropriadas para o SERVIGO, comprometendo-
se 3 fornecer em tempo habil 3 CONTRATANTE suporte
refacionados & licencas e outras obrigaghes regulatorias
que s= fagam necessarias.

& licznga pars atuagdo da CONTRATADA devera estar
stuzlizada & qualguer modificagie na licenga para atuagio
da CONTRATADA deve serinformada 3 CONTRATANTE.

9] DOCUMENTOS DE QUALIDADE

A COMTRATADA deve presncher & encaminhar as
decumentagbes de qualidade apropriadas para o SERVIGO,
comprometendo-sa a fornecer em até 20 dias Uteis
COMTRATAMTE tods documentagdo que se faga necessaria
[questionaric de informagdc complamentar, roteire de
zwditoriz de auto-aveliagde, documentacdes legais).

10) DEFINIGAD DOS CRITERIOS DE QUALIDADE
A COMTRATADA fabricard, testars e liberara o SERVICO de

#cordo Com os critérios de gualidade estabelecidos para o
escopo deste Acordo e especificagtes do Edigl.

7} TERM OF QALITY AGREEMENT

This TROQ will enter into force on the date of the last
signature and will remain in force for the period of validity
of the service notice in guesticn, with the CONTRACTOR,
and will still be valid for & period of 08 months after the
expiration date of the last service provided by the
CONTRACTOR, for the period necassary to cover all quality
activities to support the service provided. Any issues not
addressed in this Terms and Quality Requirements will be
determined under the Service Agreement. All regulatory
obligations contained herein reguired by the CONTRACTING
PARTY or by @ competent Regulatory Authority shall survive
the expiration or early termination of this TQR.

B) REGULATORY DOCUMENTS

The COMTRACTOR must register and maintain  the
appropriate regulatory documentation for the SERVICE,
committing to provide the CONTRACTING PARTY with
timely support related to licenses and other regulatory
obligations that may be necessary.

The COMTRACTOR's operating license must be up-to-date
and any modification to the CONTRACTOR's operating
licenze must be informed to the CONTRACTING PARTY.

9} QUALITY DOCUMENTS

The CONTRACTOR must complete and forward the
appropriate quality documentation for the SERVICE,
pledging to provide, within 200 working days. the
CONTRACTING PARTY with all necessary documentation
[complementary  information  guestionnaire, salf-
assessment audit script, legal decumentation ).

10} DEFINITION OF QUALITY CRITERIA

The COMNTRACTOR will manufacture, test and release the
SERVICE in accordance with the quality criteria established
for the scope of this Agreement and specifications of the
Notice.

ACGQDOOT_000MAN
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11) CLAUSULA DE SOBREVIVENCIA

Todas as obrigagBes regulamentres agui contidas gue
sejam exigidas pela COMTRATANTE 3 Contratada ou por
uma sutcridade reguladora devemn sobreviver 3 rescisio
deste TROL

12) ATRIBUIGAD

A CONTRATADA nio poderd ceder nenhum dos seus
direitas ou obrigagies nz abrangénciz deste TROQ sem o
prévio conzentimento por escritoc da CONTRATANTE. Mo
caso de uma operacio de cessdo, 3 CONTRATADA devera
fornecer notificagdo por escrito @ CONTRATANTE para a3
pessoa de contato apropriada.

Mo cazo de uma cessdo, 3 parte cedente continuard & estar
vinculeda por todas as cbrigaghes pré-esistentes na
sbrangéncia deste TR, incluindo todas as cbrigagdes de
confidencialidede e ndo divulgagia.

13] CONFORMIDADE

A COMNTRATANTE dewe definir as especificagoes para o
SERVICD fornecido pela CONTRATADA, o gual pode ser
feito de warias formas, tzis come desenhos, referéncias a
especificagbes comerciais, identificagic de marcas e
normas. As especificagbes e reguisitos para o servigo
podermn ser documentos em papel, documentes eletronicos
Ou Qutros meics apropriados.

Az especificagies para o SERVIGO estio descritas nests
Edital.

A CONTRATADA se compromete a prestar o SERVIGD em
plena conformidade com os requisitos acordados de acordo
com as BPF.

A4 CONTRATANTE fornecers a COMTRATADA tods 3
decumentagio necessaria para que o SERVICO fornecido
pela COMTRATADA esteja de acordo com os reguisitos
especificos do Edial.

14) INSF‘EII;E}E DE BPF POR AUTORIDADES REGULADDRAS

A COMTRATAMTE podera solicizar, por escrito, informagas
sobre gualguer inspegdo programada @ CONTRATADA, 3 ser
realizada por

11] SURVIVAL CLALUSE

All regulatory obligations contained herein that are
required by the CONTRACTING PARTY to the Contractor or
by 3 repulatory autherity shall survive the termination of
this TOR.

12) ASSIGHMENT

The COMTRACTOR may not assign any of s rights or
obligations under this TOR without the pricr written
consent of the CONTRACTING PARTY. In the case of an
assignment operation, the COMTRACTOR shall provide
written notice to the COMTRACTING PARTY o the
appropriate contact person.

In the event of an assignment. the assigning party will
continue te be bound by all pre-existing chligations under
this TOR. including all confidentiality and non-disclosure
obligations.

13} COMPLIANCE

The CONTRACTING PARTY must define the specifications for
the SERVICE provided by the CONTRACTOR, which can be
done in varicus ways, such as drawings, references to
commercial specifications. identification of brands and
standards. Specifications and service requirements can be
paper documents, electronic doouments or  other
appropriate madia.

Specifications for the SERVICE are described in this Motice.

The CONTRACTOR undertakes to provide the SERVICE in full
compliance with the agreed reguirements in accordance
with the GMP.

The CONTRACTING PARTY will provide the CONTRACTOR
with all the necessary documentation so that the SERWICE
provided by the CONTRACTOR is in accordance with the
specific requirements of the Notica.

14} GMIP INSPECTIONS BY REGULATORY ALUTHORITIES

The COMTRACTING PARTY may reguest, in writing
information about any scheduled inspection of the
COMNTRACTOR, to be carried ot by

ACGODOT_000MAN 415
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zutoridade reguladora nas suas dependéncias, relacionadas
0 SERVICO da COMTRATAMNTE.A pedido excepcional da
COMTRATAMNTE, 3 CONTRATADA deve formecer por escrito o
resultade da inspagiio com 2= obssrvagdes partinentes.

A CONTRATADA deve notificar  prontamente 3
CONTRATAMTE de quaisquer constatagies de inspagio que
afetem & seguranga, sficacim,  conformidade  ou
disponibilidade do SERVICD fomecide pela CONTRATADA a
COMNTRATAMNTE.

15) DIREITD A AUDITORIA

A COMTRATADA devera permitin, que = CONTRATANTE
realize audnorias no lecal mediante agendamento.
Poderd ser solicitada, por escribo, 3 CONTRATAMTE
azzinatura de um acordo especial de confidencialidade.
confidencizlidade gue trata esse item ze define pela
empresa COMTRATAMNTE e as unidades pertencentes
Fundacdo O=walkdo Cruz.

A COMNTRATADA dewe permitr o acesso 3 gQuaisquer
instalagiies relacionadas com a prestagdo do SERVIGO,
incluinde decumentagic pertinente. Cualquer auditeria
durante o horario normal de expediente ndo dave interfarir
com &= operagies da COMTRATADA. A quantidade de Dias
de auditoria & nimere de auditoras deve ser determinada
pelo COMTRATAMTE e acordada previament2 com o
CONTRATADO, nioc sendo de duracio menor que 2 dias
Uteis.

0 resultado da auditoria deve ser enviado a CONTRATADA
por meio de um relatdro escrito em até 30 dias eis.

A CONTRATADA devera dar um seguimento as chservaglaes
feitas durante & auwditoria realizada pela CONTRATANTE e
tomar agies corretivas e  preventivas  mutuamente
acordadas entre as partes. Um planc de agdo para as
suditorias  reslizadas  deverd ser encaminhado &
CONTRATAMTE em um periode de até 20 dias Otels apds o
recebimenta do relatario de auditoria.

A frequénca da auditoria dependera dos resulmdos da
guditoria anterior & do desempenho de gqualidade do
prestador de servigo.

[TTRN TR ]

15) AUDITORIA DA QUALIDWDE E AUTD INSFEI;JEE

A CONTRATADA devera possuir um programa de auditorias
da qualidade interna)/ auto inspegies

regulatory authority on its premises, related to the
COMTRACTING PARTY'S SERVICE.

Upon exceptional request of the CONTRACTING PARTY, the
CONTRACTOR shall provide in writing the result of the
inspection with the relevant chservations.

The COMTRACTOR shall promptly notify the CONTRACTING
PARTY of any inspection findings that affect the safety.
effectivenass, compliance or availability of the SERVICE
provided by the CONTRACTOR to the CONTRACTIMNG PARTY.

15) RIGHT TD AUDIT

The CONTRACTOR shall allow the CONTRACTING PARTY to
carry out on-site audits by appointment.

The COMTRACTING PARTY may be asked, in writing, to sign
a special confidentiality agreement. The confidentiality that
this em deals with is defined by the CONTRACTING
company and the units belonging to Fundagde Oswaldo
cruz.

The CONTRACTOR must allow access to any facilities
related to the SERVICE provided, including relevant
documentation. Any audit during mormal business hours
must not interfere with the CONTRACTOR's cperations. The
number of audit days and number of auditocrs must be
determined by the CONTRACTIMG PARTY and zgreed in
advance with the CONTRACTOR, with mot less than 2
business days of durantion.

The audit result must be sent to the CONTRACTOR through
a written report within 30 business days.

The CONTRACTOR shall follow up on the observations made
during the audit carried out by the CONTRACTING PARTY
and take comrective and preventive actions mutuzlly agreed
between the parties. An action plan for the audits carried
out must be forwarded to the CONTRACTING PARTY within
a period of up to 20 business days after receipt of the audit
reporc

The frequency of the audit will depend on the results of the
previous audit and the guality performance of the service
provider.

16) QUALITY AUDIT AND SELF INSPECTIONS

The CONTRACTOR shall have a program of internal quality
audits/self inspections
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regulares a fim de monitorar a conformidade com as BPx,
com a autorizagdo de comercializagio e qualguer outra
legislzgic aplicaval.

17] RETENGAD DE REGISTROS/DOCUMENTACAD

A CONTRATADA devera ter implementado e mantide um
programa de reteng3o de registro, em gualquer farmato no
gual s encontrarem.

A COMTRATADA armazenara todos o= documentos originais
relacionados com @ presagio do  SERVICO. Tais
documentos =3¢ obrigedos & ser mantides em condigdes de
BPF. protegidos de destruigio e do acesso ndo autorizado.
Deverao estar acessiveis a COMTRATAMTE durants uma
guditoria no lecal.

A CONTRATADA devera disponibilizar o5 documentos
solicitados pela COMNTRATAMTE, relacionados ao seu
SERVIGD em um pericdo estabelecido & acordado entre
ambas.

18] CONTROLE DE MUDAMGA

A CONTRATADA deve implementar um sistema de controle
de alteragfes/mudancas documentade e eficaz & deve
notificar a CONTRATANTE gquaisquer mudangas no
processo, ras instalagbes, nos equipamentos, Mo Servics,
gue possam ter impacto na gualidade, seguramga e f ou
eficacia do SERVICD da CONTRATANTE &/ ou em gualguer
pedido regulamentar relacionado com o SERVICO, se
possivel pelo menos UM més antes, para permitr que o
COMTRATAMNTE avelie o impacto da mudanga em seus
processos internos.

Caso haja algum impacto no registro sanitéric da
COMTRATAMTE, @ mudanga s& podera ser efetuadas pels
CONTRATADA apd: aprovecio pel:  autoridades
competentes.

to monitor compliance with the GxP the marketing
authorization and any other applicable legislation.

17} RECORDYDOCUMENTATION RETENTION

The COMTRACTOR shall have implemented and maintzined
a record retention program, in any format in which they are
found.

The COMTRACTOR will store all original doouments related
to the SERVICE provided. Such documents are required to
be kept in GMP conditions, protected from destruction and
unauthorized access. They must be accessible to the
CONTRACTING PARTY during an on-site audit

The COMNTRACTOR shall make available the documents
requested by the CONTRACTING PARTY, related to its
SERVICE within a3 period established and agreed between
them

1B} CHANGE CONTROL

The CONTRACTOR shall implement @ decumented and
effective change/change control system and shall notify the
CONTRACTING PARTY of any changes in the process,
facilities, equipment, and service that may impact the
quality, safety andfor effectiveness of the CONTRACTING
PARTY'S SERVICE and/or any regulatory request related to
the SERVICE, i possible at least OME month in advance, to
allow the CONTRACTING PARTY to assess the impact of the
change on its intermal processes.

If there is any impact on the COMTRACTING PARTY's health
record, the change may only be made by the CONTRACTOR
after approval by the competent authorities.
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Principios:

- Az solicitagdes de mudsnga devem ser bessadas em
decumentos técnicos apropriados para fundamentar a
mudanga & para confirmar que o desempenho técnico ndo
foi zlterado;

- As modificagbes relativas acs reguerimentos do SERVICO
s0 devem se efetuar por mintuc acordo entre as duas
partes;

- A CONTRATANTE dewe avaliar gualguer zolicitagdo de
alteragio recebida da COWTRATADA em tempe habi, a
mencs que haja razdes cientificas justificadas parz rejeitara
solicitagio de mudanga, ou implicagbes regulatdrizs gue
justifiquemn a COMTRATANTE ndo Querer prosseguir com a
alteragio proposts;

- A CONTRATANTE ndoc negara injustificadaments sua
aprovagas a solicitacdo de mudanga.

19) DESVIOS E CAPA

A CONTRATADA dewe estabelecer e manzer procedimentos
para identificar, investigar, relatar & gerenciar desvios, ndo
conformidades, resultados fors de especificagio, em
gualquer atividade com impacto nas BPF.

Em cazo de incidentes graves de gualidade observados
apenas apos 3 prestago do SEAVICD, = COMTRATADA
deverda notificar prontamente & sdegquadamentz 3
CONTRATAMNTE.

A COMTRATADA informara e providenciara detzlhes para a
COMTRATAMTE a respeitc de gquaisguer cbservagies
incomuns durante o processo de prestagic do SERVIGO.
Incluinde incidentes gue possam levar a interrupgio do
SEMVigD.

A CONTRATADA devera segragar, investigar 2 s for o caso,
descartar todo o materizl ndc-conforme.

Az disposigbes de concess3c ou retrabalho  exigem
autorizagic por escritc da CONTRATANTE. O pedido de
disposicie devera ser documentado e nele ser incluida a
inspegdo ou teste conduzido, os resultados reak, e sa
aplicavel, 2 reparagic propostz.

Principles:

- Change requests must be based on appropriate technical
documents to substantiate the change and to confirm that
the technical perfarmance has not changed;

- Modifications to the requirements of the SERVICE must
only be made by muwal agreement between the twao
parties;

- The CONTRACTIMG PARTY must evaluste any changs
request received from the COMNTRACTOR in a timely
manner, unless there are justified scientific reasons to
reject the change reguest, or regulatory implications that
justify the CONTRACTIMG PARTY not wanting to procsed
with the propesed change;

- The CONTRACTING PARTY will not unreasonably deny its
approval to the change reguest.

15] DEVIATIONS AND CAPA

The CONTRACTOR shall establish and maintain procedures
to identify, inwestigate, report and manage deviations, non-
conformities, out of specification results, in amy activity
with an impact on GMP.

In case of serious quality incidents observed only after the
SERVICE has been provided, the COMTRACTOR shall
promptly and appropriately notify the CONTRACTING
PARTY.

The CONTRACTOR will inform and provide detzils to the
CONTRACTING PARTY regarding any unusuzl cbservations
during the SERVICE providing process. Including incidents
that could lead to interruption of the service.

The COMTRACTOR shall segregate, investigate and.
applicable, discard all non-conforming material.

The concession or rework provisions require written
authorization from the CONTRACTING PARTY. The
disposition request must be decumented and include the
inspecticn or test conducted, the actual results, and, i
applicable, the proposed repair.
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A CONTRATADA deve iniciar agbes corretivas pars todas as
ndg-conformidedes detectadas, independentemente da

disposigie.

A COMNTRATAMTE pode iniciar agdes corretivas para a
COMTRATADA, guando a COMTRATAMNTE identificar uma
nag-conformidede apés o recebimento do SERVIGD da
CONTRATADA.

A CONTRATADA deve iniciar uma agao corretive apos o
recebimento da iniciagic da CONTRATANTE.

AgEo Corretiva deve incluir 25 seguintes e=pas:
- Determinar 3 [s) causa (=) da ndo-conformidade:

- Avaliar 3 necessidade de agdo para assegurar que ndo haja
recorrénciz da ndo-conformidade:
- Dieterminar @ aga0 NECEssaria para evitar recormendia;

- Implementar a5 medidas necessarias para prevenic 3
reconméncia;

- Rever a eficacia da agdo cometiva.

A COMTRATADA comunicara os resultzdos da agdo corretiva
& COMTRATANTE jurtamente com envio de evidéncias
adequadas nos prazos acordades entre ambes.

A COMTRATADA mantera registros dessas atividades e as
disponibilizard a CONTRATANTE, a pedida.

20] RECLAMAGOES

A CONTRATANTE serd responsawel por responder as
reclamagbes envolvendo o SERVICO. A CONTRATANTE
informara a COMNTRATADA de qualguer recdamagdc do
SERVIGD no prazo de 5 dias Uteis & partir da data da
identificagio & a CONTRATADA completara sua investigagio
e respondera por escritc @ COMTRATAMTE todas as
reclamagbes dentro de 20 dias Oteis apos a recepgio.

The COMNTRACTOR must initiate corrective actions for all
non-conformities detected, regardless of the provision.

The COMNTRACTING PARTY may initiate corrective actions
for the CONTRACTOR, when the COMTRACTING PARTY
identifies @ non-conformity afer receiving the SERVICE
from the CONTRACTOR.

The CONTRACTOR shall initiate corrective action upon
recaipt of the CONTRACTING PARTY's initiation.

Corrective Action should include the following steps:
- Determine the cause(s) of the non-compliance;

- Assess the need for action te ensure that there is no
recurrence of non-compliance;

- Determine the action needed to prevent recurrence;

- Implemant the necessary measures to prEvent
TECUTTENCE;

- Review the effectiveness of corrective action.

The CONTRACTOR will communicate the results of the
corrective action to the COMTRACTING PARTY along with
sending adeguate evidence within the deadlines agreed
between them.

The COMTRACTOR will keep records of these activities and
will make them avzilzble to the CONTRACTING PARTY, upon
request.

20} COMPLAINTS

The CONTRACTING PARTY will be responsible for
responding to complaints involving the SERVICE. The
CONTRACTING PARTY will inform the COMTRACTOR of any
SERVICE complaint withim 5 working days from the date of
receipt and the CONTRACTOR will complete its
investigation and respend in writing to the COMTRACTING
PARTY for all claims within 20 working days of receipt.
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Um relatorio escrito sobre a reclamagio detslhando as
tausas raiz identificiveis & agles corretivas & preventivas,
quands aplicavel, deve ser preparade pela CONTRATADA &
enviado 3 CONTRATAMTE.

Todas as reclamacbes relaconadas a0 SERVIGO,
independentemente da fonte serdo  tretedas  pela
COMTRATAMTE e comunicadas a CONTRATADA.

A CONTRATADA & responsavel por registrar & inwestigar
todas a5 reclamagdes relacionadas 3 qualidade no SERVICO
& manterd um banco de dadas de reclamagbes completa &
o0s arquives de reclamagies.

Caiso a investigagso ndo possa ser concluida no prazo de 20
dias Oteis, a CONTRATADA fomecerda um  relatdrio
pronisorio 3 CONTRATANTE.

A COMTRATADA & responsavel pela implementacdo de um
plano de agio corretiva para corrigic quaisquer deficiéncias
identificadas durante uma investigagio.

A COMTRATANTE podera disponibilizar informagDas
relevantes para auxiliar na investigacdo ds CONTRATADA.

21) UTILIZAGAD DE TERCEIRIZACAD

Mic & permitide gue 3 CONTRATADA s& utilize de terceiros
para prestagio do SERVICO, @ Menos que 3 CONTRATANTE
tenha autorizado por escritc & que o terceiro tenha sido
gualificado por meic de um processo de gualificagdo de
fornecedor.

52 um terceiro for utilizade pela CONTRATADA, a
COMTRATAMTE pode, mediantz solicitagao,

A written report on the complaint detailing the identifiable
roct causes and comrective and preventive actions, where
applicable, must be prepared by the CONTRACTOR and sent
1o the CONTRACTING PARTY.

All complaint=s related to the SERVICE. regardless of the
source, will be handled by the CONTRACTING PARTY and
communicated to the CONTRACTOR.

The CONTRACTOR is responsible for recording and
investigating all guality-related complaints in the SERVICE
and will maintain a complete complaints database and
complaint filas.

If the investigation cannct be completed within 20 working
days, the CONTRACTOR will provide a provisional report to
the CONTRACTING PARTY.

The COMTRACTOR is responzible for implementing a
corrective action plan to correct any defidencies identifiad
during an investigation.

The COMNTRACTING PARTY may provide relevant
information to assist in the CONTRACTOR's investigation.

21} USE OF OUTSOURCING

The CONTRACTOR is not allowed to use third parties to
provide the SERVICE, unless the CONTRACTING PARTY has
autharized in writing and the third party has been qualifiad
through a supplier qualtfication proecess.

f a third party is used by the CONTRACTOR, the
CONTRACTING PARTY Mgy, upen reguest,
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revisar a lista de tais terceirizades durante uma visita no
local e f ou aud iboria.

A CONTRATADA Cconcorda em tratar as informagdes como
confidenciais da COMTRATAMTE e concorda ainda, em ndo
ENLrar em Contato com estas partes. Sem o consantimento
prévio da COMTRATANTE. A CONTRATADA permanecs
totalmente responsavel perante 3 COMTRATANTE pala
supervisdo & adeguacdo das obrigegies nos termos deste
TRO por seuls] subcontratado(s) em todos os seus
BEPECTOS.

22 QUALIFICACAD DE FORNECEDOR

0= insumos/materiais e  servigos  ulilizados  pela
COMTRATADA devern ser somente de fornecedores cuja
qualidade & azzegurada.

A CONTRATADA garantira a CONTRATANTE a conformidade
de recebimento, identificagic, quarentens, armazenagem,
manejo, amostragem, calibragio. quelificagio, teste de
acorde cem & metodologia definida e aprovacdo ou rejeigio
baseads nas especificagies & requerimentos esmEbelecidas.
A COMNTRATADA ira investigar, registrar e notificar 3
COMTRATAMTE qualguer guestSio gue possa afetar
adversamente o SERWIGO.

A CONTRATADA devera possuir um planc de amostragem
documentado gue atends 3s legislagdes vigentes.

23] INFMLN;E}E E EQUIPAMENTOS

A COMNTRATADA deve possuir insw=lagdes adeguadas que
stendam = todos os critérios das BPX para a prestacio do
SERVICO.

A CONTRATADA deve garantir os equipamentos utilizados
no processo de prestagio do SERVICO, de acordo com sua
aplicabilidade, s=ja devidemente projetado. construido,
coloc@do, instalado e qualificade.

A CONTRATADA estabelecera e mantsra um Cronmograma
para o ajuste, limpeza e ocutras manutengles do
equipements para garantic gue a: especificagles de
fabricagdo sejam stendidas.

A CONTRATADA garantira que todos o5 equipamentos de
monitoramento & medigSe utilizados no processo de
fabricagdo & controle do SERVICD s3o adequados para os
fins

review the list of such third parties during an on-site visit
and/for audit.

The COMTRACTOR agrees to treat the information as
confidentizl to the CONTRACTIMNG PARTY and further agrees
not to contact these parties without the prior consent of
the CONTRACTING PARTY. The CONTRACTOR remains Fully
respansible to the CONTRACTING PARTY for the supervision
and adequacy of the obligations under this TRQ by it
subcontractor{s) in all its aspecs.

22)} SUPPLIER CIUALIFICATION

The inputs and services used by the CONTRACTOR must
only be from suppliers whose quality is assured.

The CONTRACTOR will guarantee the CONTRACTIMG PARTY
the compliance of receipt, identification. guarantine,
storage, handling, sampling. calibration, qualification,
testing in accordance with the defined methodology and
approval or rejection based on  the established
specifications and requirements.

The CONTRACTOR will inwestigate, register and notify the
CONTRACTING PARTY of any matter that may adversely
affiect the SERVICE.

The CONTRACTOR must have a decumented sampling plan
that complies with current legislation.

23} FACILITIES AND EQUIPMENT

The COMTRACTOR must have adequate facilities that meet
all GxP criteria for the SERVICE provided.

The CONTRACTOR must guarantee the eguipment used in
the SERVICE providing process, according to its applicability,
iz properly designed, built, placed, installed and qualified.
The CONTRACTOR will establish and mainwin & schedule for
the adjustnent, cleaning and other maintenance of the
equipment to ensure that manufacturing specifications are
met.

The COMTRACTOR shall ensure that all monitoring and
measuring equipment used in the SERVICE manufacturing
and control process are adequate for the purposes
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pretendides e s5o capazes de produzir resultades wilides. A
adequacdo inclui limites de exatidio & precis3o.

& CONTRATADA estabelecers e mantera um cronograma
para a calibragdo, ajuste, limpeza & outros tipos de
manutengdc do eguipamento para Earantir gque as
especificagoes de fabricagao sejam astendidas.

0= padrdes de calibragio utilizados para os equipamentos
de meniteraments & medigio devem ser rastredweis de
scordo Com 35 NOFMEs NAConais ou internacionais.

& COMTRATADA mantera registros dessas atividades e as
disponibilizara & CONTRATANTE em auditoria.

24) COMDICEES AMBIENTAIS

S& as condicoes ambientak puderem oferecer algum efaito
adverse na gualidade do SERAVIGD, a3 CONTRATADA deve
estabelecer & manter procedimentos,  incluindo
manutengdc, ajuste e inspegdo  pares  controlar
zdequadaments esz3s condigdes ambientais.

A COMTRATADA mantera registros dessas atividades e as
disponibilizard 3 CONTRATANTE em auditeria_

25) PESSOAL

5z a mao de obra puder oferecer algum um efeito adverso
na gualidade do SERVIGO. 3 CONTRATADA deve estabelecer
& Maner exXigéncia: pEra @ salde, a3 limpeza, &5 pratices
pessoais & o westudric do pesscal para  controlar
zdequadamente as atividades.

A CONTRATADA deve contar com um nimere suficiente de
funciondrics com qualficagdo, experiéncia e competéncia
apropriadss & necessarias pare @ condugdc de todas as
operascies relacionadas a prestagao do SERVICO.

A COMTRATADSA mantera registros dessas atividades e as
disponibilizard 3 CONTRATANTE em auditoria_

26) QUALIFICAGAD E VALIDAGAD

A CONTRATADA & compromete a utilizar somente veiculos,
inztalagbes, sistemas, utilidades & equipamentos, de acordo
com sud aplicabilidade, adeguadamente projetados e
gualificados para a finalidade a que se destinam, incluindo
o5 sisternas informatizados, wtilizados na fabricagio & nos
testes, que tenham impacto na gualidade.

intended and are capable of producing valid results.
suitability includes limits on accuracy and precision.

The CONTRACTOR will establish and maintin a schedule for
the calibration, adjustment, cleaning and other types of
maintenance of the eguipment to ensure that
manufacturing specifications are mat.

Calibration standards used for monitoring and measuring
equipment must be traceable to national or internaticnal
standards.

The CONMTRACTOR will keep records of these activities and
make them available ©o the CONTRACTING PARTY for audit

24} ENVIRONMENTAL COMNDITIONS

If environmental conditions may have an adverse effect on
the quality of the SERVICE, the CONTRACTOR shall establizh
and maintain  procedures, including maintenance,
adjustment and inspection to properly control these
environmental conditions.

The CONMTRACTOR will keep records of these activities and
make them available o the CONTRACTING PARTY for audit

25) PERSOMMEL

If labor may have an adwerse effect on the quality of the
SERVICE, the CONTRACTOR shall establish and maintzin
requirements for health, cleanliness, personal practices and
persennel clothing to property control activities.

The COMTRACTOR must hawe a suffident number of
employees with appropriate and necessary gqualfication,
experience and competence to carry out all operations
related to the SERVICE provided.

The CONTRACTOR will keep records of these activities and
make them available to the CONTRACTING PARTY for audit.

26) QUALIFICATION AND VALIDATION

The COMTRACTOR undertakes to use only wehicles,
facilities, uwtiliies and eguipment, according to their
applicability, properly designed and qualified for the
purpase for which they are intended, including
computerized systems, used in manufacturing and testing,
that hawe an impact on quality.
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A walidagio dos processos, sistemas. gue  forem
neceszarios, devera ser apresentada pela CONTRATADA em
auditoria ou quando sclictada.

Oz processos de qualificacio e validagdo devem ser feitos
com base em um protecole de qualificagso / validacSo
[descrevendo as atividades plansjadasz] & ira gerar um
refatério de qualificagdo / walidagdo [documentande o
resultade das atividedes planejadas). Todas as alteragbes
em processo validados devem ser avaliadas para verificar a
necessidade de revalidar o processo.

A COMTRATADA manters registros dessas atividades e as
disponibilizara a CONTRATANTE em auditoria ou gquando
solicitada pelo corpe técnico da CONTRATADA.

A CONTRATADA reslizard  atividades pericdicas  de
revalidagio para confirmar s of processos e sistemas
continuam com o status validado / qualificado.

A COMTRATANTE podera reslizar & aprovagao final dos
protocolos e reletérics de gualificagio e validagdo
relacionadas  com El diferentes etapas de
gualificagdc/validacdo relacionadas ao servico prestada.

27] ARMAZENAMENTD E DISTRIBUICAD

Quandc o5 SERVIQDS Prestados pela COMNTRATADA
incluirem o armazenaments e transporte de propriedades
do COMTRATANTE, & de resporcabilidade da contratada
azzegurar gQue as condigbes de armazeramento e
transporte  garan@m @ =uséncia  de  deteriorimgEo,
contaminacdo, perda ou mistura.

28] CONTROLE DE QUALIDADE

A CONTRATADA realizara testes aplicaveis de acorda com
metodologia adequada e os reguerimentas definidas pela
COMTRATAMNTE, conforme a necessidade de usc de cada
uma, & conforme especificade no Edital do respectivo
SERVIGO.

The validation of processes and systems that are necessary,
must be presented by the OONTRACTOR in an audit or upon
request.
The gualification and walidaton processes must be done
ased on 3 qualification / validation protocol (describing
the plamned activities) and will generate a qualification /
validation report ([decumenting the result of the planned
activities). All validated process changes must be evaluated
to verify the need to revalidate the process.
The COMTRACTOR will keep records of these activities and
make them available 1o the CONTRACTIMNG PARTY for audit
or when reguested by the CONTRACTING PARTY technical
staff.
The CONTRACTOR will carry out periodic revalidation
activities to confirm that the processes and systems
continue with their validated / qualified status.
The COMTRACTING PARTY will be able to camy cut the final
approval of the protocels and gualification and validation
reporis related to the different gualification/validation
stages related to the service provided.

27) STORAGE AND SHIPPING

‘when the SERVICE provided by the COMTRACTOR include
the storage and transport of CONTRACTING PARTY
properties, it is the contractor's responsibility to ensure
that the storage and transport conditions guarantee the
arzence of detericration, contamination, lass or mixing.

ZB) QUALITY CONTROL

The CONTRACTOR will carry out applicable tests in
accordance with the appropriste methodology and the
requiremants defined by the CONTRACTING PARTY.
according to the need to use each cne, and as specified in
the Motice of the respective SERVICE.
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29) LBERAGAD DO SERVIGD

A CONTRATADA realizard a liberagdo do SERVIGD pars 3
COMNTRATAMTE com base na werificagiie des decumentos
refacionados, & na execugio adeguada do mesmo.
Cuzlguer  divergénciz  deve ser  investigada pelz
CONTRATADA, conforme o caso, anteriormente a liberagio
do SERVIGD.

A CONTRATAMTE &, em ultima instincia, responsavel pala
aprovagac ou rejeigie do SERVICO sob contrato por outra
empresa. A liberagdo do SERVIGO deve ser reslizada pela
COMTRATAMTE & ndo pode ser delegada.

30) SERVIGOS DE ARMAZEMAMENTO, TRANSPORTE E
DISTRIBUIGAD

A CONTRATAMTE poders formecer 3 CONTRATADA
informagic sobre as  condigles de  armazenzgem,
transporte & distribuigo exigidas em relacdo & todos os
SERVIGOS.

A CONTRATADA armazenard o5 produtos/insumaos em areas
zdequadas e seguras, de acordo com as condigBes
especificadas pela CONTRATAMNTE, garantindo gue as
condiches ambientais destas @reas ssjam monitoradas e
registradas a fim de atender aos requisitos BPx.

A CONTRATADA devera transportar e distribuir o uzando
metodos de transporte acordados para evitar dancs ou
deterioragao.

A CONTRATADA devera notificar 3 CONTRATANTE, em
tempo habil, se encontrar algum problema de gualidade
#p0s 3 execugio do SERVICO.

31) INTEGRIDADE DE DADDS

A CONTRATADA garzntira 3 integridade de dados emitidos.
A CONTRATADA cumprira as exigencias de integridede de
dados & tomardo as medidss cabiveis para verfficar =& as
informagBes & dados forneddos & CONTRATANTE s3o
passiveis de atribuigdc, == 30 originais & se estio legiveis,
atualizados e corretas.

25) SERVICE RELEASE

The COMTRACTOR will release the SERVICE to the
CONTRACTING PARTY based on the wverification of the
related documents, and the proper execution thereof.

Any divergence shall be investigated by the CONTRACTOR,
as the case may be, prior to the release of the SERVICE.

The CONTRACTING PARTY is ultimately respensible for the
approval or rejection of the SERVICE under contract by
another company. The release of the SERVICE must be
carried out by the CONTRACTING PARTY and canmnot be
delegated.

30) STORAGE, TRANSPORT AND DISTRIBUTION SERVICES

The CONTRACTING PARTY may provide the CONTRACTOR
with information on the storage, transport and distribution
condrtions required in relation to all SERVICES.

The COMNTRACTOR will store the products/finputs in
adeguate and safe areas, in accordance with the conditions
specified by the CONTRACTING PARTY, ensuring that the
environmental conditions of these areas are monitored and
recorded in order to meet the GxP reguirements.

The COMTRACTOR shall transpert and distribute using
agreed methods of transport toe awoid damage or
deterigration.

The CONTRACTOR shall notify the CONTRACTING PARTY, in
a timely manner, if it encounters any guality problems after
providing the SERVICE.

31} DATA INTEGRITY

The CONTRACTOR will guarantee the integrity of the data
tEsued. The CONTRACTOR will comply with the data
integrity requirements and will take the appropriate
measures to verify that the information and data provided
to the CONTRACTING PARTY are capable of attribution, i
they are origingl and I they are legible, up-to-date and
carrect.
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32) AMENOS

Anexo 1 - Assinaturz
Anexo 2 - Lista de contato Bio-Manguinhos

Anexo 1 - Assinaturz

A0 menos um representante deve ser responsavel pela
unidade da gualidade da COMTRATADA. Ao assinar o
contrato de servigo @ COMNTRATADA S8 Ccompromets 3
Seguir @5 regras destes TERMOS E REQUISITOS DA
QUALIDADE, & aceitar as consequéncias juridicas =8 ndo o
fizer.

Anexo 2 - Lista de contatos Bic-Manguinhos
Dados de Contato (Bio-Manguinhas)

Depar@ments :mm E"_dm o &
I miail

Deparamenta

de Garantiz da 211

Qualidade 5 Eé- Far_net_edarbin

Formecedores cagT &bio fiocruz.br

do Programa de

qualificagio

FIOCRUZ/Bic-Manguinhos Av. Brasil, 4365, Manguinhos, Rio
de Ianeiro, RJ, CEP 21040-900, Brasi

32) ATTACHMEMNTS

Annex 1 - Signature
Anney 2 - Bio-Manguinhos contact list

Annex 1 - Signature

At least one representative must be responsible for the
COMTRACTOR'S quality unit. By signing the service contract,
the COMTRACTOR undertakes to follow the rules of these
QUALITY TERMS AND REQUIREMENTS, and accept the |E§E
consequences if it does not do so.

Annex 2 - Bic-Manguinhos contact list
Contact Details [Bio-Manguinhos)

Departament Phone E-mail

Quality

.:.ss_um":? _+55I': 2 fornecedorbio
Department - | 3582- .

cunoliar - @bio fiocruz br
qualification

FIOCRUZ/Bio-Manguinhos Av. Brasil, 4365, Manguinhos, Rio
de laneirg, R, CEP 21040-000, Brasil
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