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GOBIERNO DE PUERTO RICO

Departamento de Salud
Secretaria Auxiliar para Reglamentaciény
Acreditacién de Facilidades de Salud (SARAFS)

GMP CERTIFICATE

To be use in: CHILE

VERONICA I. NUNEZ MARRERO, ESQ. Assistant Secretary for the Regulation and Accreditation of Health Facilities
of the Department of Health (SARAFS), whose department enforces the laws of the Commonwealth of Puerto Rico,
pertaining to the sale and distribution of medicinal products, certifies that:

MSD INTERNATIONAL GMBH (PUERTO RICO BRANCH) LLC
STATE ROAD 183, PRIDCO ZONA INDUSTRIAL PARK,
LAS PIEDRAS, PUERTO RICO 00771
LICENSE NUMBER: 1-000264
FACILITY ESTABLISHMENT 2650155
GOOD THROUGH: AUGUST 8, 2021

O0From the documents presented by the firm to SARAFS, and which form part of the record, it is disclosed that the
facility MSD INTERNATIONAL GMBH (PUERTO RICO BRANCH) LLC, is organized and operates in compliance with
the standards set by the World Health Organization for Good Manufacturing Practices and Quality Control of Drugs,
and that its products are registered and distributed in the United States of America and other Countries.

All pharmaceutical preparation and control facilities in the USA including those of MSD INTERNATIONAL GMBH
(PUERTO RICO BRANCH) LLC are required by law to operate in conformance with Good Manufacturing Practice
requlations for drug products. The United States Food and Drug Administration upholds this requirement through
frequent inspections of such facilities.

At the request of the interested party, this certificate is issued in the City of Bayamon, Puerto Rico.

& VERONICA I. NUNEZ MARRERO, ESQ.
o)

Assistant Secretary

Affidavit No. 5 thS

Signed before me by VERONICA I. NUNEZ MARRERO, ESQ. Assistant Secrefary for the Regulation and Accreditation
of Health Faciltties, known personal by me on this ‘ ﬂ‘b day of Zlruar . 2020.
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