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“White to off-white opaque amorphous particle” in vials of "COMIRNATY ®"

Pfizer and BioNTech have received reports that white to off-white opaque amorphous particles
have been found in vials of "Comirnaty" [Coronavirus-modified uridine RNA (SARS-CoV-2)]
manufactured by BioNTech. We have conducted a full investigation and the result of the

investigation is in our statement below.

® We have conducted a full investigation of the reports from Kamakura-city,
Sagamihara-city and Sakai-city related to white / off-white opaque amorphous
particles found in vials. We confirm that there is no safety issue regarding the
presence of these particles found in these vials (Lot #. FF5357). These particles have
been determined to be an intrinsic component of the vaccine and are not attributable

to a product quality issue.

® Pfizer places the utmost emphasis on patient safety and product quality at every step in

the manufacturing and supply chain process.

¢ Reference
COVID-19vaccine" COMIRNATY " Package Insert
https://www.pmda.go.jp/PmdaSearch/ivakuDetail/Generallist/631341D

Vaccine Instruction Material.

https://www.pfizer-covid19-
vaccine.jp/%E3%83%AF%E3%82%AF%E3%83%81%E3%83%B3%E3%81%AE%E5%8F%96%E3%
82%8A%K6%89%B1%E3%81%84 %E5%B8%8C%K9%87%88.pdf

Pfizer Japan obtained the marketing approval of COMIRNATY on 14 February 2021 based on Article 14-3 of

the Pharmaceutical and Medical Device Act.

COMIRNATY, which is based on BioNTech’s proprietary mRNA technology, was developed by both BioNTech
and Pfizer. BioNTech is the Marketing Authorization Holder in the United States, the European Union and
the United Kingdom, and the holder of emergency use authorizations or equivalents in the United States
(jointly with Pfizer), Canada and other countries. Submissions to pursue regulatory approvals in those

countries where emergency use authorizations or equivalent were initially granted are planned.
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