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ORGANON - ECUADOR S.A.

General Conditions Applicable to Purchase Orders (POs)

The provisions indicated below shall apply to the Purchase Orders (POs) of goods and
services that will govern the commercial relationship between ORGANON - ECUADOR
S.A. ("ORGANON") and the Supplier.

1.

Delivery date: The indicated delivery
date must be considered as a

maximum. After this date,
ORGANON reserves the right to
cancel the order. Deliveries or

execution of services in places other
than those listed in the PO will not be
accepted.

Specs: ORCANON reserves the right
to reject the goods and/or services
that are the subject of this order
when they do not comply with all the
conditions and specifications
contained therein, which are
understood to be accepted by the
Supplier. In this case, there will be no
compensation or payment in favor of
the Provider. In the event of
rejection, products bearing
ORGANON trademarks shall remain
in custody until such time as their
destruction is agreed; the remainder
will be returned at the Supplier's cost
and risk.

No Exclusivity and Minimum
Volumes: The issuance of a PO does
not generate exclusivity rights in
favor of the Supplier, nor does it
oblige ORGANON to request the
services, or to acquire the goods
exclusively from the Supplier, or to
request a minimum volume of goods
or services included in the Services.

Prices: This order may not be
invoiced at prices higher than those
agreed or quoted for the same good
and/or service, without due
notification and acceptance of the
new prices by ORCANON.

Advances: When due to the nature
of the order it is necessary to
advance any money to the Supplier,
the Supplier undertakes to
guarantee its use and compliance
with the order backed by a policy of
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good management of advance
payment and compliance or, failing
that, by a legally issued bank bond or
guarantee.

Warranty: The Supplier guarantees
the goods purchased against
evictions and defects that may make
them unsuitable for their intended
use and undertakes to indemnify
ORGANON for any damages caused.
It also guarantees that such goods
are of good quality, free of defects,
whether patent or latent, both in
material and workmanship.

Risk of the goods: The Supplier
assumes the risks of damage that
may occur to the goods purchased
prior to delivery and will cover them
with insurance policies at its own
expense.

Fortuitous event or force majeure:
Any of the parties that is unable to
comply with the commitments
acquired in this order due to
fortuitous event or force majeure
duly verified, must notify the other
party within three (3) business days
following the date on which the
cause of non-compliance arises. In
this case, the deadlines of the order
will be suspended until the cause
ceases or the order will be canceled
without compensation, in the
opinion of the parties. The affected
party shall make its best efforts to
eliminate, remedy or overcome such
causes and to resume compliance
with the CO as soon as possible.

Document for payment: Any
purchase of goods, equipment or
services must be supported by the
corresponding sales invoice, which
must be sent separately in original to
ORGANON. The invoice must be
issued in the name of ORGANON -
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ECUADOR S.A. (RUC 1790163466001),
indicating the PO number and the
delivery delivery remittance number,
ifany. In order for a sales invoice to be
processed, it must comply with the
full tax requirements in accordance
with  current legislation. Sales
invoices that do not comply with
such requirements may not be
processed. The seller's acceptance of
this PO is a requirement to process
the payment and will be accepted if
it is not rejected within two (2)
business days of its shipment. Any
modification must be accepted in
writing by both parties. To register
the invoices, they must be sent to
vendor_invoicing@organon.com.

ORGANON will make payment of
invoices within 90 days of receipt of
the invoices duly prepared. However,
where other payment terms are
indicated on the front of any PO,
payment will be made in accordance
with those payment terms. If the
Supplier's invoice is subject to
payment of any discount, the
discount period will be calculated
from the date on which the invoice is
received by ORGANON.

Trademark Indemnity: This PO does
not constitute the grant to the
Provider of any ownership rights or
interest in the trademarks or trade
names on any of ORGANON's
products, nor in any information
owned by ORGANON. The Supplier
shall promptly notify ORGANON of
all instances of infringement of
ORGCANON's intellectual property
rights of which the Supplier
becomes aware.

Intellectual Property of Third
Parties: The Provider undertakes not
to violate the intellectual property
rights of third parties, and in the
event that this occurs, it undertakes
to defend and hold harmless
ORGANON against any claim,
damage, injury, action, demand, trial,
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judgment or award, agreement,
settlement or settlement, or
proceeding brought against

ORGANON that arises as a result of
the violation by the Provider of such
rights. rights, including, but not
limited to, the use by ORGANON of
materials, projects, drawings,
diagrams, designs, photographs,
texts, software, programs or graphics
supplied by the Provider.

Advertising: The Supplier may not
publish or disseminate information
related to ORGANON, its name, or
any of its products, in brochures,
magazines, newspapers or any
written media, radio or television, or
make use of or references to the
name, trademarks and logos of
ORGANON for any purpose,
especially advertising, without the

prior written authorization of
ORGANON that specifically
contemplates this type of
communication.

Confidentiality: The Supplier

undertakes and agrees to keep
secret and confidential all
information disclosed by ORCGANON
to the Supplier, any subsidiary or
company related to the latter, and
not to disclose such information to
any third party other than a
governmental entity with which it
contacts in order to obtain approvals
or registrations of products subject

to this Purchase Order. The
obligations under this Purchase
Order shall not apply to any

information that, as of the date of
disclosure, is in the public domain or
that, as of the date of disclosure, is
already in the possession of the
receiving party (except through prior
disclosure by a non-disclosing party
or any of its affiliates) and such
possession may  be properly
documented by the disclosing party
in its written records, and has not
been made available to the receiving
party by any person who has an
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obligation of confidentiality to the
disclosing party or any of its affiliates.
The confidentiality obligations set
forth in this Purchase Order shall
survive the termination, expiration or
cancellation by any means of this
Purchase Order, for a minimum
period of five (5) years from the
effective date of termination or
cancellation of this Purchase Order.

Privacy and protection of
information: The Provider
authorizes ORGANON to incorporate
your personal data and contact data
into its databases and for ORGANON,
or whoever it designates, to process
them, in accordance with the
provisions of the national and
Corporate Protection and Privacy
(Habeas Data) laws. The Provider will
comply with all applicable
information protection and privacy
laws, regulations and rules. Likewise,
it will process the data in accordance
with ORGANON's Corporate Policy
on Transparency and Privacy and
Data Processing, which may be
consulted by the Provider at any
time through the link
https://www.organon.com/wp-
content/uploads/sites/2/2021/05/Cod
e-Of-Conduct_v2.pdf

In the event that the Provider
provides Personal Information to
ORGANON, the Provider represents
and warrants that it is not violating
any applicable law, regulation or rule,
or the rights of any individual or
entity, by providing such Personal
Information to ORCANON. In the
event that the provision of Personal
Information by the Provider to
ORGANON implies a violation and
generates damages to ORGANON or
third parties, the Provider
undertakes to hold ORGANON
harmless for all concepts and data
processing and will guarantee the
confidentiality and privacy of the
data collected. Likewise, the Provider
will be obliged to attend within the
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terms established in the data
protection regulations, any request,
request, complaint or claim
presented by a holder of personal
data, and to report such occurrence
to ORGANON. Likewise, the Supplier
ensures and is responsible for
ensuring that its employees and/or
collaborators receive the data only to
the extent that their knowledge is
necessary for the execution of the
object of the Purchase Order and
provided that they undertake to
guarantee the use of the information
under the same terms established
herein.

Ethical Business Practices: Both
ORGANON and the Supplier are
committed to the highest ethical
and compliance standards,
including basic human rights,
promoting fair and equitable
treatment for all people, the
provision of safe and healthy working
conditions, respect for the
environment, the adoption of
appropriate management systems
and the ethical conduct of business.
Without prejudice to Supplier's
obligations under this PO and
without conflicting with or limiting
any warranties, obligations or other
provisions expressly set forth in this
PO, Supplier agrees that it will
comply with the letter and spirit of
the ORGCANON Business Partner
Code of Conduct (the "Code"), which
will be updated from time to time
and a copy of which is available at
https://www.organon.com/wp-
content/uploads/sites/2/2021/05/Busi
ness-Partner-Code-Of-
Conduct_vl.pdf

Supplier agrees to provide all
documentation reasonably
requested by ORGANON to

demonstrate compliance with the
Code. In the event of a conflict
between the obligations set out in
this clause and the Code, on the one
hand, and any other provision in this
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PO, on the other, the provisions of
the PO shall prevail (solely in relation
to the conflict).

ORGANON reserves the right, in its
sole discretion, to audit the Supplier's
operations, books and archives to
ensure compliance with the Code.
ORGANON will give prior notice to

perform such audits, and may
conduct these audits directly or
through a third-party auditor

selected by ORGANON. The Supplier
shall acknowledge receipt of the
notice sent by ORGANON as soon as
practicable after receipt of such
notice and shall confirm the date on
which the audit will be carried out
within 14 days of receipt of the notice.
ORGANON or the third-party auditor
selected by ORGANON may
interview Supplier's employees as
part of or in connection with the
audit. This audit right shall be in
addition to any other audit rights
granted under this PO.

In the event that the audit identifies
breaches of the Code by the Supplier,
the Supplier will promptly take
corrective actions to remedy those
breaches. ORGANON reserves the
right to approve these corrective
actions. Corrective actions will be
implemented at the Supplier's
expense. ORGANON will endeavour,
whenever possible, to work with the
Supplier to remedy the non-
compliance and implement the
corrective action plan.

In the event that Supplier refuses to
perform the audit, or fails or refuses
to take corrective action, then in
addition to any other remedies
provided in this PO, at law or in
equity, ORCANON reserves the right
to terminate this PO agreement
within 90 days of notice by
ORGANON.

ORGANON that the  Supplier
complies with the expectations of
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ORGANON's suppliers which will be
updated from time to time and a
copy of which is also available at
https://www.organon.com/wp-

content/uploads/sites/2/2021/04/Org

anon-Supplier-Performance-

Expectations.pdf

Restrictive Lists: On the date of each

Purchase Order and during the
business relationship, Supplier, its
shareholders, directors, officers,
employees, or other officers,
represent and certify that they are
not included on any of the following
Denied Parties lists or Restrictive
Lists in the United States or the
European Union, or any other
country or region including but not
limited to:

i) United Nations Security
Council List:
https://www.un.org/security
council/content/un-sc-
consolidated-list

ii) The U.S. Treasury
Department's List of
Nationals Especially

Designated and
People Bloquedas
(U.S. Treasury Department's
List of Specially Designated
Nationals and Blocked
Persons), the "SDN List":
https://www.treasury.gov/of
ac/downloads/sdnlist.pdf

iii) The U.S. Department of the
Treasury's Office of Control
List of Assets Foreign

(U.S. Treasury
Department's Office of
Foreign AssetControls

"OFAC" Consolidated
Sanctions List):
https://www.treasury.gov/re
source-
center/sanctions/SDN-
List/Pages/consolidated.asp
X;

iv) The U.S. Commerce
Department's Denied List

PersonsList):
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http://www.bis.doc.gov/dpl/
thedeniallist.asp

V) The U.S. Commerce
Department's Denied Entity
List:
http://www.bis.doc.gov/enti
ties/default.htm , and

vi) The Consolidated List of
Persons, Groups and
Entities Subject to EU
Financial Sanctions:
http://eeas.europa.eu/cfsp/s
anctions/consol-
list_ en.htm

Likewise, you authorize ORGANON
to verify such information in the
Restrictive Lists.

Provider represents and warrants
that it is not 50% or more owned by
any person named on the SDN or
similar list and shall notify ORGANON
in writing immediately if it or its legal
representatives are included in the
list or if it becomes 50% or more
owned by any person or entity
named therein. In the event of
inaccuracy or non-compliance with
the provisions of this Clause,
ORGANON may terminate the
business relationship immediately
without penalty.

Certification of origin of income:
With the acceptance of the PO, the
Provider certifies under oath that its
resources do not come from or are
used to carry out any illicit activity or
activities related to the laundering of
assets derived from them or from
activities related to the financing of
terrorism. The Supplier undertakes
to carry out all activities aimed at
ensuring that all its partners,
administrators, customers, Suppliers,
employees, etc, and their resources
are not related to or come from illicit
activities, particularly money
laundering or terrorist financing.

Conflict of Interest: The Supplier
accepts that the commercial

19.

20.

Page 5 of 7

relationship with  ORGANON does
not represent any type of conflict of
interest or legal limitation; likewise, if
it has any observation about a
possible conflict of interest or
limitation of any kind, it will notify
ORGANON immediately in order to
carry out the necessary internal
evaluations.

The Supplier shall inforrm ORGANON
if during the term of the PO, its
partners or any of its employees,
agents and/or subcontractors, who
are responsible for the fulfillment
thereof, it is appointed and/or
accepts the appointment as a public
official in Ecuador, including on any
situation of potential conflict of
interest, whether it originates from
the contractual relationship,
corporate, family, social or of any
other nature.

Audit: Supplier agrees that all
transactions relating to the PO shall
be reflected in detail and accurately
in its books and records. ORGANON
may request access to and audit the
books and records to ensure the
accuracy of the records. Such books
and records shall be kept for five (5)
years.

Personnel / Labor Obligations: The
provision of services must be carried
out: (a) if the Provider is a natural
person, by the same Provider; (b) if
the Supplier is a legal entity,
regardless of the legal form under
which it is incorporated, by the
partners of the same or by its
employees in a relationship of
dependence with it. In accordance
with the civil nature of the services,

the CO will be subject to the
applicable civil and marketable
provisions; therefore, in the

development of its services, neither
the Provider nor its personnel
assigned to the development of the
services,  will be subject to
subordination, fixed or mMinimum
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hours, or daily or mandatory
attendance that could result in the
recognition of social benefits or labor

rights. The Provider will be
responsible for all labor, tax, social
security and social security

of the people who
and must

obligations
provide the Services,
comply with them in a timely
manner, and hold ORGANON
harmless in the event that it is the
subject of any claim, judicial or
extrajudicial, by third parties based
on the breach of said obligations.

Neither the Supplier nor its
dependents, contractors, agents,
subcontractors and/or

representatives will be under a
relationship of subordination and/or
dependence of ORGANON. The
Provider assumes exclusively all
labor, tax, commercial and other
responsibilities towards the
assistants or personnel that it may
hire for the development of its
services.

Prohibition of Assignment: This PO
may be assigned in whole or in part
by ORGANON, without the consent
of the Supplier. In all other cases, it
may not be transferred or assigned
by the Supplier without the prior
written consent of ORGANON.
ORGCANON reserves the right to
assign all or part of this PO to any
subsidiary, subsidiary or related
company in the country or abroad,
for which written notice to the
Supplier will suffice.

Liability for Damages: The Supplier
will be liable to ORGANON and to any
third party for any damages that,
directly or indirectly, it may cause as
a result of its errors, omissions,
misconduct, negligence, culpable or
intentional acts, or any other derived
from the provision of services in
favour of ORGANON and undertakes
to defend and financially
compensate it in the event that it is
harmed by its fault.
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Information integrity: Any relevant
documentation or information of the
activities performed, including, but
not limited to, any Good
Manufacturing Practice (GMP)
documentation, must be
attributable, original, truthful,
legible, complete, controlled,
accessible, and secure from any
intentional or unintentional
tampering or loss. These conditions
are required during the period of

documentary retention of such
information.
Human Material: Any human-

derived material ("Human Material")
shall be appropriately collected with
all necessary approvals, consents,
and/or authorizations for collection,
use, or transfer as set forth in this PO,
without any obligation to ORGANON
to those who contributed the
Human Material. Supplier shall
provide documentation of such
approvals, consents and/or
authorizations upon request by
ORGANON.

Severability: If any provision of this
PO is invalidated or otherwise
deemed severable from this PO, all
other provisions of this PO shall
nevertheless continue in full force
and effect.

Governing Law: This PO shall be
governed by and construed in
accordance with the laws of the
Republic of Ecuador.

Reporting Adverse Events and
Quality Complaints.

Where applicable, vendor will
transmit any Adverse Events (AEs),
Product Quality Complaints (PQCs),
and other reportable information
(including without limitation, local
law reporting requirements, health
authority reporting guidance etc)
related to an Organon medicinal
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product or medical device within
one (1) business day or three (3)
calendar days, whichever is shorter,
upon receipt from any source.

Where reporting of AEs or PQCs are
contemplated as part of the
provisions of the services, then the
Vendor and Organon will agree on
the mode of transmission for safety
information, which will be
documented in a mutually agreed
upon agreement (ie: PV plan, PV
agreement, protocol, safety
management plan) prior to the
commencement of activities.

Where collection of adverse events
are outside the scope of the services
but the Vendor learns of any Adverse
Event or Product Quality Complaint
related to Organon product, the
Vendor agrees to report the Adverse
Event to Organon’s local Designated
Point of Contact (DPOC) 1800222230;
Email: Dpoc.ecuador@organon.com

An adverse event (AE) is untoward
medical occurrence in a patient or
clinical trial subject administered a
medicinal product and which does
not necessarily have a causal
relationship with this treatment. An
adverse event can therefore be any
unfavourable and unintended sign
(e.g.an abnormal laboratory finding),
symptom, or disease temporally
associated with the wuse of a
medicinal product or medical device,
whether or not considered related to
the medicinal product or medical
device.

A Product Quality Complaint (PQC) is
any communication that describes a
potential defect related to the
identity, strength, quality, purity, or
performance of a product identified
by an external customer. This
includes potential device or device
component malfunctions.
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Other reportable information
includes but not Ilimited to
worsening of existing symptoms,
new disease, abuse, misuse,
overdose, accidental exposure,
medication errors, off label use and
drug exposure during pregnancy.
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