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Comirnaty and Pfizer-BioNTech COVID-19 Vaccine

August 23, 2021: FDA approves Comirnaty (COVID-19 Vaccine, mRNA), which was previously known as Pfizer-
BioNTech COVID-19 Vaccine, for the prevention of COVID-19 disease in individuals 16 years of age and older.
View Comirnaty information (https://www.fda.gov/vaccines-blood-biologics/comirnaty), press release (/news-
events/press-announcements/fda-approves-first-covid-19-vaccine) and frequently asked questions
(https://www.fda.gov/vaccines-blood-biologics/qa-comirnaty-covid-19-vaccine-mrna).

Comirnaty Information

Pfizer-BioNTech Fact Sheets

Pfizer-BioNTech Fact Sheet Translations

On August 23, 2021, the FDA approved the first COVID-19 vaccine. The vaccine has been
known as the Pfizer-BioNTech COVID-19 Vaccine, and will now be marketed as Comirnaty
(/vaccines-blood-biologics/comirnaty), for the prevention of COVID-19 disease in

individuals 16 years of age and older. The vaccine also continues to be available under
emergency use authorization (EUA), including for individuals 12 through 15 years of age and
for the administration of a third dose in certain immunocompromised individuals.

Comirnaty (/vaccines-blood-
biologics/comirnaty) Information

Information Last Updated
Package Insert (/media/151707/download) August 23, 2021
Summary Basis for Regulatory Action August 23, 2021

(https://www.fda.gov/media/151733/download)

Approval Letter (https://www.fda.gov/media/151710/download), August 23, 2021

FAQ for Comirnaty (COVID-19 Vaccine mRNA) (/vaccines-blood-biologics/qa- August 23, 2021
comirnaty-covid-19-vaccine-mrna) (Espafiol (/vaccines-blood-
biologics/preguntas-y-respuestas-sobre-comirnaty-vacuna-de-arnm-contra-el-

covid-19))

Pfizer-BioNTech Fact Sheets (English) and FAQs

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine...
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Information

Fact Sheet for Healthcare Providers Administering Vaccine
(/media/144413/download),

Fact Sheet for Recipients and Caregivers (/media/144414/download)

Frequently Asked Questions on the Pfizer-BioNTech COVID-19 Vaccine
(/emergency-preparedness-and-response/coronavirus-disease-2019-covid-
19/pfizer-biontech-covid-19-vaccine-frequently-asked-questions)

Pfizer-BioNTech Regulatory Information

Information

Letter of Authorization (Reissued) (/media/150386/download)

Concurrence Letter (/media/151731/download)

Decision Memorandum (https:/www.fda.gov/media/151613/download)

Letter Granting EUA Amendment
(https://www.fda.gov/media/148877/download)

FDA Decision Memorandum (/media/148542/download)

Letter Granting EUA Amendment (/media/147390/download)

Letter Granting EUA Amendment (/media/145493/download)

Letter Granting EUA Amendment (/media/144955/download)

FDA Decision Memorandum (/media/144416/download)

Advisory Committee Meeting_Information (/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-
committee-december-10-2020-meeting-announcement)

Media Materials and Webcasts

Information

Press Release (/news-events/press-announcements/fda-approves-first-covid-19-

vaccine)

Press Release (/news-events/press-announcements/coronavirus-covid-19-
update-fda-authorizes-additional-vaccine-dose-certain-immunocompromised),

FDA In Brief (/news-events/press-announcements/fda-brief-fda-authorizes-
longer-time-refrigerator-storage-thawed-pfizer-biontech-covid-19-vaccine)

Comirnaty and Pfizer-BioNTech COVID-19 Vaccine | FDA

Last Updated

August 23, 2021

August 23, 2021

August 23, 2021

Date

August 23, 2021
August 22, 2021
August 12, 2021

May 19, 2021

May 10, 2021

April 6, 2021
January 22, 2021
January 6, 2021
December 11, 2020

December 10, 2020

Date

August 23, 2021

August 12, 2021

May 19, 2021
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Comirnaty and Pfizer-BioNTech COVID-19 Vaccine | FDA
Information Date
Press Release (/news-events/press-announcements/coronavirus-covid-19- May 10, 2021
update-fda-authorizes-pfizer-biontech-covid-19-vaccine-emergency-use)
Press Conference (https://youtu.be/npjhwpConSw) (%' May 10, 2021

(http://www.fda.gov/about-fda/website-policies/website-disclaimer)

Press Release (/news-events/press-announcements/coronavirus-covid-19-
update-fda-allows-more-flexible-storage-transportation-conditions-pfizer),

Press Release (/news-events/press-announcements/fda-takes-key-action-fight-
against-covid-19-issuing-emergency-use-authorization-first-covid-19)

Press Conference (https://youtu.be/LOK3RsIZIP0) (%"
(http://www.fda.gov/about-fda/website-policies/website-disclaimer),

Advisory Committee Webcast (https:/youtu.be/owveMJBTc2l) &'
(http://www.fda.gov/about-fda/website-policies/website-disclaimer),

February 25, 2021

December 11, 2020

December 11, 2020

December 10, 2020

Translations of the Pfizer-BioNTech Fact Sheet for Recipients and

Caregivers

Fact Sheet

Ale Hll evia g A8 aliall 3ls ol (/media/144651/download)
(June 25, 2021)

A5 8 ARG GT STV (/media/150079/download)
(June 25,2021)

C Co O C C C C C

ODDORUOGE0: QMGG GPISC GTDCEERADE GLIIQYPZDORDD DVODC:
UC c (.I.J IL X 17° o AU IL O

329|00320000 PO (/media/144613/download)

(June 25, 2021)

OVAG AQIWOr 850Y6 JhNRY DI OPOLS460Jd JOLDS DY
(/media/144614/download)
(June 25, 2021)

(June 25, 2021)

(/media/144615/download)

TAROPWEN AFFAT (IKA FACT SHEET) REN CHON ANGEI ME CHON TUMUN
(/media/144652/download)
(June 25, 2021)

Cadl ye GRS i) ) 5 RS il 51 () s il 4L 51 (/media/145608/download)
(June 25, 2021)

FICHE D'INFORMATION POUR LES BENEFICIAIRES ET LES AIDANTS
(/media/144819/download)
(June 25,2021)

Language

= (Arabic)
237G (Bengali)

@%eo (Burmese)

Yrb (Cherokee)

mr3Z (Chinese, Simplified)

Foosun Chuuk (Chuukese)

4 (Farsi)

Frangais (French)
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Fact Sheet Language

MERKBLATT FUR EMPFANGER UND BETREUER (/media/144617/download) Deutsch (German)
(June 25, 2021)

UIHSA ) 49 5101%) _AWLRLHIR k52 2012 (/media/144742/download) 31252l (Gujarati)
(June 25, 2021)

FEY ENFOMASYON POU MOUN K'AP RESEVWA AVEK MOUN K'AP BAY SWEN Kreyol Ayisyen (Haitian Creole)
(/media/144618/download)
(June 25, 2021)

T3t 3R SFHI Baisil & o a2 Uzi/thde e fg=at (Hindi)
(/media/144619/download)
(June 25,2021)

DAIM NTAWV QHIA TSEEB RAU COV NEEG TAU KEV PAB THIAB COV NEEG Z0OV Hmoob (Hmong)
TU (/media/144653/download)
(June 25, 2021)

SCHEDA INFORMATIVA PER RICEVENTI E ASSISTENTI ltaliano (ltalian)
(/media/145507/download),
(June 25, 2021)

T F RS T EIANENEBUREBZBO/I-ODT7 77 b — | H7 (Japanese)
(/media/145509/download),
(June 25,2021)

UM MIMENUHRS SUSHHMINIST (/media/144760/download) M an#18as (Khmer)
(June 25, 2021)

StAtet o| = TS 2|5t HE X| (/media/144620/download) St=0f (Korean)
(June 25, 2021)

PEPA IN MELElL_E KO REMOOL NAN RO REJ LOLOORJAKE Ajmuur IM Palle (Marshallese)
AENOMMAN (/media/144743/download)
(June 25,2021)

Bich'j’ azladgo Aa'ahél yéni Yaa' dhayanigii Yaa'dko nizin doo gi Bit lishjaén Bilagdanaa Bizaad ji (Navajo)
Alnééh (/media/144621/download)
(June 25, 2021)

ARKUSZ INFORMACYJNY DLA 0SOB SZCZEPIONYCH | ICH OPIEKUNOW Polski (Polish)
(/media/144622/download),
(June 25, 2021)

FICHA TECNICA PARA RECEPTORES E CUIDADORES (/media/144623/download)  Portugués (Portuguese)
(June 25, 2021)

NHOOPMALIMOHHbLIV BIONNETEHL ANA PELIMOWEHTOB U Pycckuit (Russian)
CMNEUMANNCTOB NO YXONOY (/media/144624/download)
(June 25, 2021)
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Fact Sheet Language

XAASHIDA MACLUUMAADKA EE LOOGU TALAGALAY TALLAAL QAATAYAASHA Soomaali (Somali)
IYO DARYEELAYAASHA (/media/144662/download)
(June 25,2021)

HOJA INFORMATIVA PARA RECEPTORES Y PROVEDORES DE CUIDADO Espafiol (Spanish)
(/media/144625/download)
(August 23, 2021)

FACT SHEET PARA SA MGA TATANGGAP AT TAGAPAG-ALAGA Tagalog (Tagalog)
(/media/144663/download)
(June 25, 2021)

TO THONG TIN CHO NGU'O'l NHAN VA NHOPNG NGU'O'l CHAM SOC Tiéng Viét (Vietnamese)
(/media/144626/download)
(June 25, 2021)

D'N22) V97N INO [IX [YNI7ZRA Y7V T IXD UK72 Y'¥NNIXDI'K) wrTN (Yiddish)
(/media/144627/download)
(June 25,2021)
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