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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

OISTRICT ADORESS AND PHOME NUMSER DATE(S) OF NSPECTION
Peter Zhihao Qiu, Division Director
WO Building 22, Rm 5112 04/14/2021-04/21/2021
10903 New Hampshire Avenue PEMARER
Silver Spring, MD 20993
(301) 796-6655 3000718852
Email: OPFBLAInspection483Responses @fda.hhs.gov
SSUED

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT

Mark J. Kuenzi, Vice President, Quality Operations

F o NAME STREET ADDRESS

Fujifilm Diosynth Biotechnologies USA, Inc. 101 J Morris Commons Ln

CATY, STATE, ZIP CODE, COUNTRY TYPE ESTABUSHMENT INSPECTED
Morrisville, NC 27560 | Drug Substance Manufacturer
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OBSERVATION 2

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile did not
include adequate validation of the aseptic process.
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