PRIMER CONVENIO MODIFICATORIO AL
CONVENIO DE CONCERTACION
NUMERO INCMN/107/8/P1/080/2022 DE
FECHA 15 DE DECIEMBRE DE 2022, QUE
CELEBRAN, POR UNA PARTE, EL
INSTITUTO NACIONAL DE CIENCIAS
MEDICAS VY NUTRICION SALVADOR
ZUBIRAN, EN ADELANTE “EL
INSTITUTO”, REPRESENTADO EN ESTE
ACTO POR SU DIRECTOR GENERAL DR.
JOSE SIFUENTES OSORNIO, QUIEN ES
ASISTIDO POR EL DR. CARLOS ARTURO
HINOJOSA BECERRIL SUBDIRECTOR DE
INVESTIGACION Y ENCARGADO DE LA
ATENCION Y DESPACHO DE LOS
ASUNTOS DE LA DIRECCION DE
INVESTIGACION: POR UNA SEGUNDA
PARTE PFIZER S.A. DE C.V. EN ADELANTE
“EL PATROCINADOR”, REPRESENTADO

POR CONDUCTO DE SU
REPRESENTANTE LEGAL GABRIELA
DAVILA LOAIZA, REPRESENTANTE

LEGAL POR UNA TERCERA PARTE:
PAREXEL INTERNATIONAL MEXICO S.A.
DE C.V. EN ADELANTE “LA CRO", QUIEN
ACTUA POR CONDUCTO DE SU
REPRESENTANTE LEGAL CLAUDIA
VERONICA SOTO LOPEZ, CUYO CARGO
ES DIRECTORA, FINALMENTE CON LA
INTERVENCION DE UNA CUARTA
PARTE, REPRESENTADA POR EL DR.
BERNARDO ALFONSO MARTINEZ
GUERRA, ADSCRITO AL
DEPARTAMENTO DE INFECTOLOGIA, EN
SU CALIDAD DE COORDINADOR DEL
PROYECTO E INVESTIGADOR
PRINCIPAL, EN  ADELANTE  “EL
INVESTIGADOR”, A QUIENES
ACTUANDO DE MANERA CONJUNTA SE
LES DENOMINARA “LAS PARTES",
MISMAS QUE SE SUJETAN AL TENOR DE
LOS  SIGUIENTES ANTECEDENTES,
DECLARACIONES Y CLAUSULAS:
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FIRST AMENDMENT AGREEMENT TO
THE COLLABORATION AGREEMENT
NUMBER INCMN/107/8/P1/080/2022
DATED DECEMBER 15, 2022, EXECUTED,
ON THE ONE HAND, BY THE INSTITUTO
NACIONAL DE CIENCIAS MEDICAS VY
NUTRICION SALVADOR ZUBIRAN
[NATIONAL INSTITUTE OF MEDICAL
SCIENCES AND NUTRITION SALVADOR
ZUBIRAN], HEREINAFTER “THE
INSTITUTE"”, REPRESENTED IN THIS ACT
BY ITS CHIEF EXECUTIVE OFFICER, DR.
DR. JOSE SIFUENTES OSORNIO,
GENERAL DIRECTOR, WHO IS ASSISTED
BY DR. CARLOS ARTURO HINOJOSA
BECERRIL DEPUTY DIRECTOR OF
RESEARCH AND IN CHARGE OF THE
ATTENTION AND DISPATCH OF THE
AFFAIRS OF THE RESEARCH
DEPARTMENT, ON SECOND PARTY
PFIZER S.A. DE C.V. HEREINAFTER "THE
SPONSOR', REPRESENTED THROUGH
ITS LEGAL REPRESENTATIVE GABRIELA
DAVILA LOAIZA, LEGAL
REPRESENTATIVE FOR A THIRD PARTY:
PAREXEL INTERNATIONAL MEXICO SA.
DE C.V. HEREINAFTER "LA CRO", ACTING
THROUGH ITS LEGAL REPRESENTATIVE
CLAUDIA VERONICA SOTO LOPEZ
WHOSE POSITION IS DIRECTOR, FINALLY
WITH THE INTERVENTION OF A FOURTH

PARTY, REPRESENTED BY DR.
BERNARDO ALFONSO  MARTINEZ
GUERRA, ATTACHED TO THE
DEPARTMENT OF INFECTIOUS

DISEASES, AS PROJECT COORDINATOR

AND PRINCIPAL INVESTIGATOR,
HEREINAFTER THE “INVESTIGATOR”,
WHO WILL COLLECTIVELY BE
REFERRED TO AS “THE PARTIES,”
WHICH ARE  SUBJECT TO THE .
FOLLOWING BACKGROUND,

STATEMENTS AND CLAUSES:
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ANTECEDENTES.

YLAS PARTES” formalizaron el
Convenio de Concertacion ndmero
INCMN/107/8/P1/080/2022 DE
FECHA 15 DE DECIEMBRE DE 2022
en adelante “EL CONVENIO
PRINCIPAL", cuyo objeto es el
desarrollo del estudio de
investigacion clinica (Protocolo)
titulado “Estudio intervencional
de eficacia y seguridad, de fase 2,
aleatorizado, doble ciego, de tres

grupos para investigar
Nirmatrelvir/Ritonavir en
participantes

inmunocomprometidos, no

hospitalizados, de al menos 12
anos de edad con Covid-19
sintomatico”, que se lleva a cabo
bajo la supervision de “EL
INVESTIGADOR PRINCIPAL”".

De conformidad con la Clausula
Trigésima Sexta de “EL CONVENIO
PRINCIPAL", éste se encuentra
vigente, pues se pactdo alanoy 3
meses contados a partir de |a fecha
de su firma.

DECLARACIONES.

DECLARA “EL INSTITUTO” A
TRAVES DE SU DIRECTOR
GENERAL:

Que a la fecha en que se actua, las
facultades con las que suscribid “EL
CONVENIO PRINCIPAL" y suscribira
el presente convenio modificatorio,
son las ‘mismas y no le han sido
revocadas ni modificadas.

1.

1.1.
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BACKGROUND.

“THE PARTIES” entered into
Collaboration Agreement number
INCMN/107/8/P1/080/2022 DATED
DECEMBER 15, 2022, hereinafter
“THE MAIN AGREEMENT,” for the
purpose of conducting the clinical
research study (Protocol) entitled
“Interventional Efficacy and Safety
Phase 2, randomized, double-blind
Study, of three groups to
investigate Nirmatrelvir/Ritonavir
in immunocompromised
participants, not hospitalized, at
least 12 years of age with
symptomatic CovVID-19,”
conducted under the supervision of
"THE PRINCIPAL INVESTIGATOR."

In accordance with Clause Thirty-
sixth Clause of "THE MAIN
AGREEMENT,” it is in force, as it was
agreed to 1year and 3 months from
the date of its signature.

REPRESENTATIONS.

“THE INSTITUTE” HEREBY
DECLARES, THROUGH ITS CHIEF
EXECUTIVE OFFICER:

That on the present date, the
powers with which “THE MAIN
AGREEMENT"” was signed and this
amendment agreement will be
signed are the same and have not
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Que ratifica en todas y cada una de
las declaraciones de “EL CONVENIO
PRINCIPAL".

II. DECLARA “EL PATROCINADOR" A
TRAVES DE SUS APODERADOS
LEGALES:

1.1 Que ratifica en todas y cada una de

sus partes el capitulo de
declaraciones de “EL CONVENIO
PRINCIPAL"

1. DECLARA “EL INVESTIGADOR"

POR SU PROPIO DERECHO LO
SIGUIENTE:

.1
sus declaraciones de
PRINCIPAL”.

Que ratifica en todasy cada una de
“EL CONVENIO

IV. “LAS PARTES"” CONIJUNTAMENTE

DECLARAN:

IV.1 Que, con excepcion de lo sefalado
en el presente convenio
modificatorio, se conocen y ratifican
expresamente lo acordado en los
capitulos de "Declaraciones" 'y
"Clausulas" que conforman "EL
CONVENIO PRINCIPAL".

IV.2 El presente convenio se suscribe
con fundamento en la Clausula
Tercera de "EL CONVENIO
PRINCIPAL", en esta clausula “LAS

PARTES"” estipularon que “EL

CM1- INCMN/107/8/P1/080/2022

.2 That it ratifies each and every one of
the statements of “THE MAIN

AGREEMENT".

. “THE SPONSOR” HEREBY
DECLARES THROUGH ITS LEGAL
REPRESENTATIVES:

1.1 Tharitratifiesin each and every part
the declaration chapter of “THE

MAIN AGREEMENT"

. “THE INVESTIGATOR"” HEREBY
DECLARES ON ITS OWN BEHALF
AS FOLLOWS:

Hi1 That it ratifies each and every one
of the statements of “THE MAIN
AGREEMENT".

IV. "THE PARTIES” JOINTLY DECLARE:

IV.1 That, with the exception of the
provisions  contained in  this
amending agreement, the
provisions of the "Statements" and
"Clauses" that make up “THE MAIN
AGREEMENT" are expressly known

and ratified.

The present agreementissignedon -

the basis of Clause Three of "THE
MAIN AGREEMENT", in this clause
"THE PARTIES" stipulated that "THE
SPONSOR" will deliver to ",_TH'E

\
\}
\\/
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- Pagina 3 de 10

e




PATROCINADOR"” entregara a “EL
INSTITUTO” los recursos para llevar
a cabo “EL PROTOCOLO" conforme
a los montos y plazos establecidos
en el uso de recursos estipulados en
el ANEXO C, que forma parte
integrante de “EL CONVENIO
PRINCIPAL” mismos que se
modificaran mediante en los
términos que se describen a
continuacion.

CLAUSULAS.

PRIMERA. MODIFICACION DEL ANEXO
C “LAS PARTES” convienen en realizar la
modificacion en su totalidad de todo el
Anexo C, del “CONVENIO PRINCIPAL",
se adjunta a la presente enmienda como
parte integrante de la misma.

Se adjunta a este Convenio modificatorio
el ANEXO C con las adiciones sefialadas,
mismo que sustituye al inserto en “EL
CONVENIO PRINCIPAL".

SEGUNDA. VIGENCIA. Este documento
tendra vigencia en los términos descritos
en la Clausula Quinta del presente
Convenio modificatorio, asi como las
firmas de “LAS PARTES" involucradas.

Las modificaciones acordadas en este
convenio modificatorio entrardn en
vigor a partir de su fecha de firma hasta
la conclusidn de la vigencia de "EL

. CONVENIO PRINCIPAL".

contenido
documento,

Salvo lo
este

TERCERA.
expresamente en
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INSTITUTE" the resources to carry
out "THE PROTOCOL" in accordance
with the amounts and terms
established in the use of resources
stipulated in ANNEX C, which forms

an integral part of "THE MAIN
AGREEMENT",  which will be
modified in the terms described
below.

CLAUSES.

FIRST: AMENDMENT TO ANNEX C "THE
PARTIES" agree to amend the entire
ANNEX C of the "MAIN AGREEMENT",
which is attached hereto as an integral
part of this amendment.

ANNEX C with the above-mentioned
additions is attached to this Amendment
Agreement and replaces the one inserted
in "THE MAIN AGREEMENT".

SECOND. VALIDITY. This document shall
be valid under the terms described in
Clause Five of this Amendment
Agreement, as well as the signatures of
"THE PARTIES" involved.

The amendments agreed upon in this
amendment agreement shall come into
effect as from its signature date until
the end of the term of “THE MAIN
AGREEMENT.”

THREE. Except as expressly contained

herein, they continue to govern "THE\
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contindan rigiendo para “LAS PARTES",
todas y cada una de las condiciones
originales establecidas en “EL
CONVENIO PRINCIPAL" y sus anexos
que no fueron objeto de modificacion por
el presente convenio modificatorio.

CUARTA. “LAS PARTES" reconocen que
el presente convenio modificatorio, no
constituye novacion de las obligaciones
contenidas en “EL CONVENIO
PRINCIPAL", y gue no existe dolo, error ni
violencia o] algun vacio del
consentimiento en la solucion del
presente instrumento, por lo que estan
de acuerdo en todos y cada una de sus
antecedentes, declaraciones y clausulas
gue lo integran.

QUINTA. En el caso de que alguna de las
obligaciones de este convenio
modificatorio no pueda ser ejecutada o
sea invalidada por cualquier tribunal de
jurisdiccion competente, la ejecucion y
validez de las obligaciones restantes no
se vera afectada.

El presente convenio modificatorio forma
parte integrante de “EL CONVENIO
PRINCIPAL" y se firma por triplicadoen |a
Ciudad de México, a los 28 dias del mes
de abril del 2023.
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PARTIES,” any and all original conditions
set forth in “THE MAIN AGREEMENT" and
its annexes that were not hereby subject
to modification.

FOURTH: "THE PARTIES" acknowledge
that this amending agreement does not
constitute a novation of the obligations
contained in "THE MAIN AGREEMENT",
and that there is no fraud, error or
violence or any void of consent in the
solution of the present instrument, for
which reason they agree in each and
every one of its background, declarations
and clauses that comprise it.

FIVE. In the event that any of the
obligations of this amendment
agreement cannot be executed or

declared void by any court of competent
authority, the performance and validity of
the remaining obligations shall not be
affected.

This amending agreement is an integral
part of "THE MAIN AGREEMENT" and is
signed in triplicate in Mexico City, on the
28th day of April, 2023.

POR EL PATROCINADOR / BY THE SPONSOR

N\

GABRIELA DAVILA LOAIZA
REPRESENTANTE LEGAL / LEGAL REPRESENTATIVE
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POR LA CRO/BY THE CRO

A oy~

CLAUDIA VERONICA SOTO LOPEZ
REPRESENTANTE LEGAL / LEGAL REPRESENTATIVE

DR. JOSE SIFUENTES OSORNIO
DIRECTOR GENERAL / GENERAL DIRECTOR

ASISTE / ASSISTED BY

DR. CARLOS ARTURO HINOJOSA BECERRIL, SUBDIRECTOR DE INVESTIGACION Y

ENCARGADO DE LA ATENCION Y DESPACHO DE LOS ASUNTOS DE LA DIRECCION

DE INVESTIGACION/ RESPONSIBLE FOR THE ATTENTION AND DISPATCH OF THE
AFFAIRS OF THE RESEARCH DEPARTMENT.

U

DR. BERNARDO ALFONSO MARTINEZ GUERRA,
INVESTIGADOR RESPONSABLE DEL PROYECTO DE INVESTIGACION

A

V4\ A

DR. LUIS ALFRED® PONCE DE LEON GARDURNO
JEFE DEL DEPARTAMENTO DE INFECTOLOGIA / PRINCIPAL INVESTIGATOR OF
THE RESEARCH PROJECT HEAD OF THE DEPARTMENT OF INFECTOLOGY

/

~

G-
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VO BO. ADMINISTRATIVO/

i FINANCIERO
REVISION JURIDICA ADMINISTRATIVE/FINANCIAL
LEGAL HEMIEW APPROVAL

-

(( |

LCDA. CLAUDIA HUERTA L.C. CARLOS ANDRES OSORIO
GUERRERO, ENCARGADA DE PINEDA, DIRECTOR DE
LA ATENCION Y DESPACHO DE ADMTNISTRACION /
LOS ASUNTOS DE LA ADMINISTRATION DIRECTOR

JEFATURA DEL DEPARTAMENTO
DE ASESORIA JURIDICA

LAS FIRMAS QUE ANTECEDEN AL PRESENTE DOCUMENTO CORRESPONDEN AL CONVENIO DE CONCERTACION PARA LLEVAR A
CABO UN PROYECTO, O PROTOCOLO DE INVESTIGACION CIENTIFICA EN EL CAMPO DE LA SALUD QUE CELEBRAN, POR UNA PARTE,
PFIZER DE MEXICO S.A. DE C.V. Y POR LA OTRA EL INSTITUTO NACIONAL DE CIENCIAS MEDICAS Y NUTRICION SALVADOR ZUBIRAN.
/THE SIGNATURES THAT PRECEDE THIS DOCUMENT CORRESPOND TO THE COLLABORATION AGREEMENT TO CARRY OUT A PROJECT,
OR SCIENTIFIC RESEARCH PROTOCOL IN THE HEALTH FIELD ENTERED INTO ON ONE SIDE BY PFIZER DE MEXICO S.A DE C.V. AND
ON THE OTHER BY THE INSTITUTO NACIONAL DE CIENCIAS MEDICAS Y NUTRICION SALVADOR ZUBIRAN.

_VALIDADO
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Anexo C: Uso de los Recursos
Exhibit C: Use of Funds
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Additional Procedures Not included in the Per Subject Cost (Procedures not tied to a specific visit) -
All Fees Inclusive of Overhead
Procedure Comments Cost

Central IRB Fees To be paid directly

Local IRB/EC Fees - Initial Review To be invoiced once at start-up 2.444 00

Local IRB/EC Fees - Amendment To be invoiced as incurred 609,00

Local IRB/EC Fees - Annual Review To be invoied as incurred 390,00

Pharmacy start-up fee To be paid once at start-up 442 00

Admin start-up fee To be paid once at start-up 1.763,00

Record Archiving To be paid once at close out 518,00
Applicable to subjects who SF at Visit 1.
Cost reflects V1 with 25% reduction, no

Screen Fails overhead paid. Max 2 SFs per site. 356,25

Pharmacy close-out fee To be paid once at close out 267,00

SAE Reporting To be invoiced as incurred 111,00
To be invoiced as incurred. Includes 1

Unscheduled visit hour SC time. 4320
To be invoiced as incurred per Chart,
up to 50 charts per site - log of charts

Chart Review (Pre-screening) required with invoice 51,60
To be invoiced as incurred - If additional

Urine pregnancy test testing required. 16,80
To be invoiced as incurred - If additional

Serum pregnanct test testing required. 13,00
To be invoiced as incurred - If additional

Additional Central Lab Blood Draws testing required. 16,80

Additional Lab Handling/Shipping of To be invoiced as incurred - If additional

Speciments, Complex required. 2520
To be invoiced as incurred, if local

Hematology - local analysis analysis required. 38,40
To be invoiced as incurred, if local

Blood chemistry - local analysis analysis required. 82,80

SARS-CoV-2 Serology - local analysis (IgG, {To be invoiced as incurred, if local

IgM) analysis required. 70,80
To be invoiced as incurred, if local

Hepatitis A, B, C, D, E - local analysis analysis required. 128,40

Patient Travel and Meal Reimbursement

(Including Optional PK Sampling) Se—

(Additional expenses eligible for invoice with

prior approval from Pfizer) Based on receipts - up to 46,00

Reimbursement for additional hematology n

[ tube (per tube) To be invoiced as incurred as required 83,25
\ Cost reflects overtime difference.
\ -1 \ Pl - Overtime Efforts - per hour Maximum of 4 hours per patient. 168,00
\ T
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PRIMER CONVENIO MODIFICATORIO AL
CONVENIO DE CONCERTACION
NUMERO INCMN/107/8/P1/080/2022 DE
FECHA 15 DE DECIEMBRE DE 2022, QUE
CELEBRAN, POR UNA PARTE, EL
INSTITUTO NACIONAL DE CIENCIAS
MEDICAS Y NUTRICION SALVADOR
ZUBIRAN, EN ADELANTE “EL
INSTITUTO"”, REPRESENTADO EN ESTE
ACTO POR SU DIRECTOR GENERAL DR.
JOSE SIFUENTES OSORNIO, QUIEN ES
ASISTIDO POR EL DR. CARLOS ARTURO
HINOJOSA BECERRIL SUBDIRECTOR DE
INVESTIGACION Y ENCARGADO DE LA
ATENCION Y DESPACHO DE LOS
ASUNTOS DE LA DIRECCION DE
INVESTIGACION: POR UNA SEGUNDA
PARTE PFIZER S.A. DE C.V. EN ADELANTE
“EL PATROCINADOR”, REPRESENTADO
POR CONDUCTO DE SU
REPRESENTANTE LEGAL GABRIELA
DAVILA LOAIZA, REPRESENTANTE
LEGAL POR UNA TERCERA PARTE:
PAREXEL INTERNATIONAL MEXICO S.A.
DE C.V. EN ADELANTE “LA CRO", QUIEN
ACTUA POR CONDUCTO DE SuU
REPRESENTANTE  LEGAL  CLAUDIA
VERONICA SOTO LOPEZ, CUYO CARGO
ES DIRECTORA, FINALMENTE CON LA
INTERVENCION DE UNA CUARTA
PARTE, REPRESENTADA POR EL DR.
BERNARDO ALFONSO MARTINEZ
GUERRA, ADSCRITO AL
DEPARTAMENTO DE INFECTOLOGIA, EN
SU CALIDAD DE COORDINADOR DEL
PROYECTO E INVESTIGADOR
PRINCIPAL, EN ADELANTE “EL
INVESTIGADOR?”, A QUIENES
ACTUANDO DE MANERA CONJUNTA SE
LES DENOMINARA *“LAS PARTES",
MISMAS QUE SE SUJETAN AL TENOR DE
LOS  SIGUIENTES  ANTECEDENTES,
DECLARACIONES Y CLAUSULAS:
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FIRST AMENDMENT AGREEMENT TO
THE COLLABORATION AGREEMENT
NUMBER INCMN/107/8/P1/080/2022
DATED DECEMBER 15, 2022, EXECUTED,
ON THE ONE HAND, BY THE INSTITUTO
NACIONAL DE CIENCIAS MEDICAS Y
NUTRICION SALVADOR ZUBIRAN
[NATIONAL INSTITUTE OF MEDICAL
SCIENCES AND NUTRITION SALVADOR
ZUBIRAN], HEREINAFTER “THE
INSTITUTE", REPRESENTED IN THIS ACT
BY ITS CHIEF EXECUTIVE OFFICER, DR.
DR. JOSE SIFUENTES OSORNIO,
GENERAL DIRECTOR, WHO IS ASSISTED
BY DR. CARLOS ARTURO HINOJOSA
BECERRIL DEPUTY DIRECTOR OF
RESEARCH AND IN CHARGE OF THE
ATTENTION AND DISPATCH OF THE
AFFAIRS OF THE RESEARCH
DEPARTMENT, ON SECOND PARTY
PFIZER S.A. DE C.V. HEREINAFTER "THE
SPONSOR', REPRESENTED THROUGH
ITS LEGAL REPRESENTATIVE GABRIELA
DAVILA LOAIZA, LEGAL
REPRESENTATIVE FOR A THIRD PARTY:
PAREXEL INTERNATIONAL MEXICO S.A.
DE C.V. HEREINAFTER "LA CRO", ACTING
THROUGH ITS LEGAL REPRESENTATIVE
CLAUDIA VERONICA SOTO LOPEZ,
WHOSE POSITION IS DIRECTOR, FINALLY
WITH THE INTERVENTION OF A FOURTH

PARTY, REPRESENTED BY DR.
BERNARDO ALFONSO MARTINEZ
GUERRA, ATTACHED TO THE
DEPARTMENT OF INFECTIOUS

DISEASES, AS PROJECT COORDINATOR
AND PRINCIPAL INVESTIGATOR,
HEREINAFTER THE “INVESTIGATOR",
WHO WILL
REFERRED TO AS “THE PARTIES,”
WHICH ARE SUBJECT TO THE
FOLLOWING BACKGROUND,
STATEMENTS AND CLAUSES:

A
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ANTECEDENTES.

“LAS PARTES” formalizaron el
Convenio de Concertacion numero
INCMN/107/8/P1/080/2022 DE
FECHA 15 DE DECIEMBRE DE 2022
en adelante “EL CONVENIO

PRINCIPAL", cuyo objeto es el
desarrollo del estudio de
investigacion clinica  (Protocolo)
titulado “Estudio intervencional

de eficacia y seguridad, de fase 2,
aleatorizado, doble ciego, de tres

grupos para investigar
Nirmatrelvir/Ritonavir en
participantes

inmunocomprometidos, no

hospitalizados, de al menos 12
anhos de edad con Covid-19
sintomatico”, gue se lleva a cabo

bajo la supervision de “EL
INVESTIGADOR PRINCIPAL".
De conformidad con la Clausula

Trigésima Sexta de “EL CONVENIO
PRINCIPAL"”, éste se encuentra
vigente, pues se pactdé alafoy 3
meses contados a partir de la fecha
de su firma.

DECLARACIONES.

DECLARA “EL INSTITUTO"” A
TRAVES DE SU DIRECTOR
GENERAL:

Que a la fecha en gque se actua, las
facultades con las que suscribié “EL
CONVENIO PRINCIPAL" y suscribira
el presente convenio modificatorio,
son las mismas y no le han sido
revocadas ni modificadas.

1.

CM1- INCMN/107/8/P1/080/2022

BACKGROUND.

“THE PARTIES” entered into
Collaboration Agreement number
INCMN/107/8/P1/080/2022 DATED
DECEMBER 15, 2022, hereinafter
“THE MAIN AGREEMENT,” for the
purpose of conducting the clinical
research study (Protocol) entitled
‘Interventional Efficacy and Safety
Phase 2, randomized, double-blind
Study, of three groups to
investigate Nirmatrelvir/Ritonavir
in immunocompromised
participants, not hospitalized, at
least 12 years of age with
symptomatic COVID-19,”
conducted under the supervision of
"THE PRINCIPAL INVESTIGATOR."

In accordance with Clause Thirty-
sixth Clause of “THE MAIN
AGREEMENT,” it isin force, as it was
agreed to1year and 3 months from
the date of its signature.

REPRESENTATIONS.

“THE INSTITUTE" HEREBY
DECLARES, THROUGH ITS CHIEF
EXECUTIVE OFFICER:

That on the present date, the
powers with which “THE MAIN
AGREEMENT" was signed and this
amendment agreement will be
signed are the same and have not
been revoked or modified.
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Que ratifica en todas y cada una de
las declaraciones de “EL CONVENIO

_ PRINCIPAL".

IL1

m.a

sus declaraciones de

DECLARA “EL PATROCINADOR" A
TRAVES DE SUS APODERADOS
LEGALES:

Quie ratifica en todas y cada una de

sus partes el capitulo de
declaraciones de “EL CONVENIO
PRINCIPAL”

DECLARA “EL INVESTIGADOR"

POR SU PROPIO DERECHO LO
SIGUIENTE:

Que ratifica en todasy cada una de
“EL CONVENIO

PRINCIPAL".

IV. “LAS PARTES” CONJUNTAMENTE
DECLARAN:
IV.1 Que, con excepcion de lo seflalado

V.2

en el presente convenio
modificatorio, se conocen y ratifican
expresamente lo acordado en los
capitulos de "Declaraciones" 'y
"Clausulas" que conforman "EL
CONVENIO PRINCIPAL"

El presente convenio se suscribe
con fundamento en la Clausula
Tercera de "EL CONVENIO
PRINCIPAL", en esta clausula “LAS
PARTES"” estipularon que “EL

1.2

1.1

.
of

the

CM1- INCMN/107/8/P1/080/2022

That it ratifies each and every one of
the statements of *“THE MAIN
AGREEMENT".

“THE SPONSOR" HEREBY
DECLARES THROUGH ITS LEGAL
REPRESENTATIVES:

Thar it ratifies in each and every part
the declaration chapter of “THE
MAIN AGREEMENT"”

“THE INVESTIGATOR” HEREBY
DECLARES ON ITS OWN BEHALF
AS FOLLOWS:

That it ratifies each and every one
statements of “THE MAIN

AGREEMENT".

IV. “THE PARTIES"” JOINTLY DECLARE:

V.1

v.2

That, with the exception of the
provisions contained in  this
amending agreement, the
provisions of the "Statements" and
"Clauses" that make up “THE MAIN
AGREEMENT" are expressly known
and ratified.

The present agreementissigned on
the basis of Clause Three of "THE
MAIN AGREEMENT", in this clause
"THE PARTIES" stipulated that "THE.
SPONSOR" will deliver to » "THE,

o g
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PATROCINADOR"” entregara a “EL
INSTITUTO" los recursos para llevar
a cabo “EL PROTOCOLO” conforme
a los montos y plazos establecidos
en el uso de recursos estipulados en
el ANEXO C, que forma parte
integrante de Y“EL CONVENIO

PRINCIPAL" mismos qgue se
modificaran  mediante en los
términos que se describen a

continuacion.

CLAUSULAS.

PRIMERA. MODIFICACION DEL ANEXO
C “LAS PARTES" convienen en realizar la
modificacion en su totalidad de todo el
Anexo C, del “CONVENIO PRINCIPAL”,
se adjunta a la presente enmienda como
parte integrante de la misma.

Se adjunta a este Convenio modificatorio
el ANEXO C con las adiciones sefialadas,
mismo gue sustituye al inserto en "EL
CONVENIO PRINCIPAL".

SEGUNDA. VIGENCIA. Este documento
tendra vigencia en los términos descritos
en la Clausula Quinta del presente
Convenio modificatorio, asi como las
firmas de “LAS PARTES"” involucradas.

Las modificaciones acordadas en este
convenio modificatorio entraran en
vigor a partir de su fecha de firma hasta
la conclusion de la vigencia de "EL
CONVENIO PRINCIPAL".

.Q%'

contenido
documento,

Salvo lo
este

TERCERA.
expresamente en

CM1- INCMN/107/8/P1/080/2022

INSTITUTE" the resources to carry
out "THE PROTOCOL" in accordance
with the amounts and terms
established in the use of resources
stipulated in ANNEX C, which forms

an integral part of "THE MAIN
AGREEMENT", which  will be
modified in the terms described
below.

CLAUSES.

FIRST: AMENDMENT TO ANNEX C "THE
PARTIES" agree to amend the entire
ANNEX C of the "MAIN AGREEMENT",
which is attached hereto as an integral
part of this amendment.

ANNEX C with the above-mentioned
additions is attached to this Amendment
Agreement and replaces the one inserted
in "THE MAIN AGREEMENT".

SECOND. VALIDITY. This document shall
be valid under the terms described in
Clause Five of this Amendment
Agreement, as well as the signatures of
"THE PARTIES" involved.

The amendments agreed upon in this
amendment agreement shall come into
effect as from its signature date until
the end of the term of "THE MAIN
AGREEMENT."

THREE. Except as expressly contained
herein, they continue to govern “THE
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continlian rigiendo para “LAS PARTES”,
todas y cada una de las condiciones
originales establecidas en “EL
CONVENIO PRINCIPAL" y sus anexos
gue no fueron objeto de modificacion por
el presente convenio modificatorio.

CUARTA. “LAS PARTES" reconocen gue
el presente convenio modificatorio, no
constituye novacion de las obligaciones
contenidas en “EL CONVENIO
PRINCIPAL", y gue no existe dolo, error ni
violencia o) algun vacio del
consentimiento en la solucion del
presente instrumento, por lo que estan
de acuerdo en todos y cada una de sus
antecedentes, declaraciones y clausulas
que lo integran.

QUINTA. En el caso de que alguna de las
obligaciones de este convenio
modificatorio no pueda ser ejecutada o
sea invalidada por cualquier tribunal de
jurisdiccion competente, la ejecucion y
validez de las obligaciones restantes no
se verd afectada.

El presente convenio modificatorio forma
parte integrante de Y“EL CONVENIO
PRINCIPAL" y se firma por triplicado en la
Ciudad de México, a los 28 dias del mes
de abril det 2023.

CM1- INCNMN/107/8/P1/080/2022

PARTIES,” any and all original conditions
set forth in “THE MAIN AGREEMENT" and
its annexes that were not hereby subject
to modification.

FOURTH: "THE PARTIES" acknowledge
that this amending agreement does not
constitute a novation of the obligations
contained in "THE MAIN AGREEMENT",
and that there is no fraud, error or
violence or any void of consent in the
solution of the present instrument, for
which reason they agree in each and
every one of its background, declarations
and clauses that comprise it.

FIVE. In the event that any of the
obligations of this amendment
agreement cannot be executed or

declared void by any court of competent
authority, the performance and validity of
the remaining obligations shall not be
affected.

This amending agreement is an integral
part of "THE MAIN AGREEMENT" and is
signed in triplicate in Mexico City, on the
28th day of April, 2023.

POR EL PATROCINADOR / BY THE SPONSOR

GABRIELA DAVILA LOAIZA
REPRESENTANTE LEGAL / LEGAL REPRESENTATIVE
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POR LA CRO/BY THE CRO

%‘T—ME -

CLAUDIA VERONICA SOTO LOPEZ
REPRESENTANTE LEGAL / LEGAL REPRESENTATIVE

POR EL IﬁﬁTlTUjO / BY THE INSTITUTE

)

DR. JOSE SIFUENTES OSORNIO
DIRECTOR GENERAL / GENERAL DIRECTOR

ASISTE / ASSISTED BY

DR. CARLOS ARTURO HINOJOSA BECERRIL, SUBDIRECTOR DE INVESTIGACION Y

ENCARGADO DE LA ATENCION Y DESPACHO DE LOS ASUNTOS DE LA DIRECCION

DE INVESTIGACION/ RESPONSIBLE FOR THE ATTENTION AND DISPATCH OF THE
AFFAIRS OF THE RESEARCH DEPARTMENT.

M

DR. BERNARDO ALFONSO MARTINEZ GUERRA,
INVESTIGADOR RESPONSABLE DEL PROYECTO DE INVESTIGACION

DR. LUIS ALFREDO PONCE DE LEON GARDUNO
JEFE DEL DEPARTAMENTO DEINFECTOLOGIA / PRINCIPAL INVESTIGATOR OF
THE RESEARCH PROJECT HEAD OF THE DEPARTMENT OF INFECTOLOGY

\.' \ \
O\ &

A

\ Y
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VO BO. ADMINISTRATIVO/
FINANCIERO
REVISION JURIDICA ADMINISTRATIVE/FINANCIAL
LEGAL BEVIEW APPROVAL
]
I
e [——=
= —
Gl o
LCDA. CLAYDIA HUERTA L.C. CARLOS ANDRES OSORIO
GUERRERO, ENCARGADA DE PINEDA, CTOR DE
LA ATENCION Y DESPACHO DE ADMINISTRACION /
LOS ASUNTOS DE LA ADMINISTRATION DIRECTOR
JEFATURA DEL DEPARTAMENTO
DE ASESORIA JURIDICA

LAS FIRMAS QUE ANTECEDEN AL PRESENTE DOCUMENTO CORRESPONDEN AL CONVENIO DE CONCERTACION PARA LLEVAR A
CABO UN PROYECTO, O PROTOCOLO DE INVESTIGACION CIENTIFICA EN EL CAMPO DE LA SALUD QUE CELEBRAN, POR UNA PARTE,
PFIZER DE MEXICO S.A. DE C.V. Y POR LA OTRA EL INSTITUTO NACIONAL DE CIENCIAS MEDICAS Y NUTRICION SALVADOR ZUBIRAN.
/THE SIGNATURES THAT PRECEDE THIS DOCUMENT CORRESPOND TO THE COLLABORATION AGREEMENT TO CARRY OUT A PROJECT,
OR SCIENTIFIC RESEARCH PROTOCOL IN THE HEALTH FIELD ENTERED INTO ON ONE SIDE BY PFIZER DE MEXICO S.A DE C.V. AND
ON THE OTHER BY THE INSTITUTO NACIONAL DE CIENCIAS MEDICAS Y NUTRICION SALVADOR ZUBIRAN.
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