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FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

EMERGENCY USE AUTHORIZATION (EUA) OF
THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS
DISEASE 2019 (COVID-19)

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use
Authorization (EUA) to permit the emergency use of the unapproved product,
Pfizer-BioNTech COVID-19 Vaccine, for active immunization to prevent
COVID-19 in individuals 16 years of age and older.

SUMMARY OF INSTRUCTIONS FOR COVID-19 VACCINATION PROVIDERS

Vaccination providers enrolled in the federal COVID-19 Vaccination Program must
report all vaccine administration errors, all serious adverse events, cases of
Multisystem Inflammatory Syndrome (MIS) in adults and children, and cases of
COVID-19 that result in hospitalization or death following administration of
Pfizer-BioNTech COVID-19 Vaccine. See “MANDATORY REQUIREMENTS FOR
PFIZER-BIONTECH COVID-19 VACCINE ADMINISTRATION UNDER
EMERGENCY USE AUTHORIZATION?” for reporting requirements.

The Pfizer-BioNTech COVID-19 Vaccine is a suspension forintramuscular injection
administered as a series of two doses (0.3 mL each) 3 weeks apart.

See this Fact Sheet for instructions for preparation and administration. This Fact
Sheet may have been updated. For the most recent Fact Sheet, please see
www.cvdvaccine.com.

For information on clinical trials that are testing the use of the Pfizer-BioNTech
COVID-19 Vaccine for active immunization against COVID-19, please see
www.clinicaltrials.gov.

DESCRIPTION OF COVID-19

Coronavirus disease 2019 (COVID-19) is an infectious disease caused by the
novel coronavirus, SARS-CoV-2, that appeared in late 2019. It is predominantly a
respiratory illness that can affect other organs. People with COVID-19 have
reported a wide range of symptoms, ranging from mild symptoms to severe iliness.
Symptoms may appear 2 to 14 days after exposure to the virus. Symptoms may
include: fever or chills; cough; shortness of breath; fatigue; muscle or body aches;
headache; new loss of taste or smell; sore throat; congestion or runny nose;
nausea or vomiting; diarrhea.

Revised: 12/2020 1



DOSAGE AND ADMINISTRATION
Storage and Handling

During storage, minimize exposure to room light, and avoid exposure to direct
sunlight and ultraviolet light.

Do not refreeze thawed vials.

Frozen Vials Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in
thermal containers with dry ice. Once received, remove the vial cartons
immediately from the thermal container and store in an ultra-low temperature
freezer between -80°C to -60°C (-112°F to -76°F). Vials must be kept frozen
between -80°C to -60°C (-112°F to -76°F) and protected from light until ready to
use.

If an ultra-low temperature freezer is not available, the thermal container in which
the Pfizer-BioNTech COVID-19 Vaccine arrives may be used as temporary storage
when consistently re-filled to the top of the container with dry ice. Refer to the
re-icing guidelines packed in the original thermal container for instructions
regarding the use of the thermal container for temporary storage. The thermal
container maintains a temperature range of -90°C to -60°C (-130°F to -76°F).
Storage within this temperature range is not considered an excursion from the
recommended storage condition.

Thawed Vials Before Dilution

Thawed Under Refrigeration

Thaw and then store undiluted vials in the refrigerator [2°C to 8°C (35°F to 46°F)]
for up to 5 days (120 hours). A carton of 25 vials or 195 vials may take up to 2 or
3 hours, respectively, to thaw in the refrigerator, whereas a fewer number of vials
will thaw in less time.

Thawed at Room Temperature

For immediate use, thaw undiluted vials at room temperature [up to 25°C (77°F)] for
30 minutes. Thawed vials can be handled in room light conditions. Vials must reach
room temperature before dilution.

Undiluted vials may be stored at room temperature for no more than 2 hours.
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Vials After Dilution

e After dilution, store vials between 2°C to 25°C (35°F to 77°F) and use within
6 hours from the time of dilution.

e During storage, minimize exposure to room light, and avoid exposure to
direct sunlight and ultraviolet light.

e Any vaccine remaining in vials must be discarded after 6 hours.

e Do not refreeze.

Dosing and Schedule

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a
series of two doses (0.3 mL each) 3 weeks apart.

There are no data available on the interchangeability of the Pfizer-BioNTech
COVID-19 Vaccine with other COVID-19 vaccines to complete the vaccination
series. Individuals who have received one dose of Pfizer-BioNTech COVID-19
Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 Vaccine to
complete the vaccination series.

Dose Preparation

Prior to Dilution
e The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a
volume of 0.45 mL, supplied as a frozen suspension that does not contain
preservative. Each vial must be thawed and diluted prior to administration.
e Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or at room
temperature [up to 25°C (77°F)] (see Storage and Handling).
¢ Refer to thawing instructions in the panels below.

Dilution

Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not
provided) to form the Pfizer-BioNTech COVID-19 Vaccine. ONLY use 0.9% Sodium
Chloride Injection, USP as the diluent. This diluent is not packaged with the vaccine
and must be sourced separately. Do not use bacteriostatic 0.9% Sodium Chloride
Injection or any other diluent. Do not add more than 1.8 mL of diluent.

After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may
state that after dilution, a vial contains 5 doses of 0.3 mL. The information in this
Fact Sheet regarding the number of doses per vial after dilution supersedes the
number of doses stated on vial labels and cartons.

e Refer to dilution and dose preparation instructions in the panels below.
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THAWING PRIOR TO DILUTION

No more than

temperature

\

2 hours atroom

(upto 25°C/77 °F)

J

Thaw vial(s) of Pfizer-BioNTech
COVID-19 Vaccine before use either
by:

o Allowing vial(s) to thaw in the
refrigerator [2°C to 8°C (35°F to
46°F)]. A carton of vials may take up
to 3 hours to thaw, and thawed vials
can be stored in the refrigerator for
up to five days (120 hours).

o Allowing vial(s) to sit at room
temperature [up to 25°C (77°F)] for
30 minutes.

Using either thawing method, vials

must reach room temperature before

dilution and must be diluted within 2

hours.

Before dilution invert vaccine vial
gently 10 times.

Do not shake.

Inspect the liquid in the vial prior to
dilution. The liquid is a white to off-
white suspension and may contain
white to off-white opaque amorphous
particles.

Do not use if liquid is discolored or if
other particles are observed.

1.8 mL of 0.9% sodium

chloride injection
|

Obtain sterile 0.9% Sodium Chloride
Injection, USP. Use only this as the
diluent.

Using aseptic technique, withdraw

1.8 mL of diluent into a transfer syringe
(21-gauge or narrower needle).
Cleanse the vaccine vial stopper with a
single-use antiseptic swab.

Add 1.8 mL of 0.9% Sodium Chloride
Injection, USP into the vaccine vial.
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Equalize vial pressure before removing
the needle from the vial by withdrawing
1.8 mL air into the empty diluent
syringe.

Gently invert the vial containing the
Pfizer-BioNTech COVID-19 Vaccine
10 times to mix.

Do not shake.

Inspect the vaccine in the vial.

The vaccine will be an off-white
suspension. Do not use if vaccine is
discolored or contains particulate
matter.

Record the date and time of dilution on
the Pfizer-BioNTech COVID-19
Vaccine vial label.

Store between 2°C to 25°C (35°F to
77°F).

Discard any unused vaccine 6 hours
after dilution.
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PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF PFIZER-BIONTECH
COVID-19 VACCINE

e Using aseptic technique, cleanse the
vial stopper with a single-use antiseptic
swab, and withdraw 0.3 mL of the
Pfizer-BioNTech COVID-19 Vaccine
preferentially using a low dead-volume
syringe and/or needle.

e Each dose must contain 0.3 mL of
vaccine.

o If the amount of vaccine remaining in
the vial cannot provide a full dose of
0.3 mL, discard the vial and any
excess volume.

o Administer immediately.

Administration

Visually inspect each dose in the dosing syringe prior to administration. The
vaccine will be an off-white suspension. During the visual inspection,
¢ verify the final dosing volume of 0.3 mL.
e confirm there are no particulates and that no discoloration is observed.
e do not administer if vaccine is discolored or contains particulate matter.

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine contain six doses of
0.3mL of vaccine. Low dead-volume syringes and/or needles can be used to
extract six doses from a single vial. If standard syringes and needles are used,
there may not be sufficient volume to extract a sixth dose from a single vial.
Irrespective of the type of syringe and needle:

e Each dose must contain 0.3 mL of vaccine.

e If the amount of vaccine remaining in the vial cannot provide a full dose of
0.3 mL, discard the vial and content.

e Do not pool excess vaccine from multiple vials.

Contraindications
Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known
history of a severe allergic reaction (e.g., anaphylaxis) to any component of the

Pfizer-BioNTech COVID-19 Vaccine (see Full EUA Prescribing Information).

Warnings

Appropriate medical treatment used to manage immediate allergic reactions must
be immediately available in the event an acute anaphylactic reaction occurs
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following administration of Pfizer-BioNTech COVID-19 Vaccine.

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients forthe occurrence of
immediate adverse reactions according to the Centers for Disease Control and
Prevention guidelines (https://www.cdc.gov/vaccines/covid-19/).

Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Pfizer-BioNTech
COVID-19 Vaccine.

Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.

Adverse Reactions

Adverse reactions following the Pfizer-BioNTech COVID-19 Vaccine that have
been reported in clinical trials include injection site pain, fatigue, headache, muscle
pain, chills, joint pain, fever, injection site swelling, injection site redness, nausea,
malaise, and lymphadenopathy (see Full EUA Prescribing Information).

Severe allergic reactions have been reported following the Pfizer-BioNTech
COVID-19 Vaccine during mass vaccination outside of clinical trials.

Additional adverse reactions, some of which may be serious, may become
apparent with more widespread use of the Pfizer-BioNTech COVID-19 Vaccine.

Use with Other Vaccines

There is no information on the co-administration of the Pfizer-BioNTech COVID-19
Vaccine with other vaccines.

INFORMATION TO PROVIDE TO VACCINE RECIPIENTS/CAREGIVERS

As the vaccination provider, you must communicate to the recipient or their
caregiver, information consistent with the “Fact Sheet for Recipients and
Caregivers” (and provide a copy or direct the individual to the website
www.cvdvaccine.com to obtain the Fact Sheet) prior to the individual receiving
Pfizer-BioNTech COVID-19 Vaccine, including:

e FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19
Vaccine, which is not an FDA-approved vaccine.

e The recipient or their caregiver has the option to accept or refuse
Pfizer-BioNTech COVID-19 Vaccine.

e The significant known and potential risks and benefits of Pfizer-BioNTech
COVID-19 Vaccine, and the extent to which such risks and benefits are
unknown.

e Information about available alternative vaccines and the risks and benefits of
those alternatives.
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For information on clinical trials that are testing the use of the Pfizer-BioNTech
COVID-19 Vaccine to prevent COVID-19, please see www.clinicaltrials.gov.

Provide a vaccination card to the recipient or their caregiver with the date when the
recipient needs to return for the second dose of Pfizer-BioNTech COVID-19
Vaccine.

Provide the v-safe information sheet to vaccine recipients/caregivers and
encourage vaccine recipients to participate in v-safe. V-safe is a new voluntary
smartphone-based tool that uses text messaging and web surveys to check in with
people who have been vaccinated to identify potential side effects after COVID-19
vaccination. V-safe asks questions that help CDC monitor the safety of COVID-19
vaccines. V-safe also provides second-dose reminders if needed and live
telephone follow-up by CDC if participants report a significant health impact
following COVID-19 vaccination. For more information, visit: www.cdc.gov/vsafe.

MANDATORY REQUIREMENTS FOR PFIZER-BIONTECH COVID-19 VACCINE
ADMINISTRATION UNDER EMERGENCY USE AUTHORIZATION

In order to mitigate the risks of using this unapproved product under EUA and to
optimize the potential benefit of Pfizer-BioNTech COVID-19 Vaccine, the following
items are required. Use of unapproved Pfizer-BioNTech COVID-19 Vaccine for
active immunization to prevent COVID-19 under this EUA is limited to the following
(all requirements must be met):

1. Pfizer-BioNTech COVID-19 Vaccine is authorized for use in individuals
16 years of age and older.

2. The vaccination provider must communicate to the individual receiving the
Pfizer-BioNTech COVID-19 Vaccine or their caregiver, information
consistent with the “Fact Sheet for Recipients and Caregivers” prior to the
individual receiving Pfizer-BioNTech COVID-19 Vaccine.

3. The vaccination provider must include vaccination information in the
state/local jurisdiction’s Immunization Information System (11S) or other
designated system.

4. The vaccination provider is responsible for mandatory reporting of the
following to the Vaccine Adverse Event Reporting System (VAERS):

e vaccine administration errors whether or not associated with an
adverse event,

e serious adverse events* (irrespective of attribution to vaccination),

e cases of Multisystem Inflammatory Syndrome (MIS) in adults and
children, and

e cases of COVID-19 that result in hospitalization or death.

Complete and submit reports to VAERS online at
https://vaers.hhs.gov/reportevent.html. For further assistance with reporting
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to VAERS call 1-800-822-7967. The reports should include the words
“Pfizer-BioNTech COVID-19 Vaccine EUA” in the description section of the
report.

5. The vaccination provider is responsible for responding to FDA requests for
information about vaccine administration errors, adverse events, cases of
MIS in adults and children, and cases of COVID-19 that result in
hospitalization or death following administration of Pfizer-BioNTech
COVID-19 Vaccine to recipients.

* Serious adverse events are defined as:

e Death;

e Alife-threatening adverse event;

e Inpatient hospitalization or prolongation of existing hospitalization;

e A persistent or significant incapacity or substantial disruption of the ability to
conduct normal life functions;

e A congenital anomaly/birth defect;

¢ An important medical event that based on appropriate medical judgement
may jeopardize the individual and may require medical or surgical
intervention to prevent one of the outcomes listed above.

OTHER ADVERSE EVENT REPORTING TO VAERS AND PFIZER INC.

Vaccination providers may report to VAERS other adverse events that are not
required to be reported using the contact information above.

To the extent feasible, report adverse events to Pfizer Inc. using the contact
information below or by providing a copy of the VAERS form to Pfizer Inc.

Website Fax number Telephone number

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985
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ADDITIONAL INFORMATION

For general questions, visit the website or call the telephone number provided
below.

To access the most recent Pfizer-BioNTech COVID-19 Vaccine Fact Sheets,
please scan the QR code provided below.

Global website Telephone number

www.cvdvaccine.com

[m] 55> =]
; -

1-877-829-2619
(1-877-VAX-CO19)

[=]

AVAILABLE ALTERNATIVES

There is no approved alternative vaccine to prevent COVID-19. There may be
clinical trials or availability under EUA of other COVID-19 vaccines.

AUTHORITY FOR ISSUANCE OF THE EUA

The Secretary of Health and Human Services (HHS) has declared a public health
emergency that justifies the emergency use of drugs and biological products during
the COVID-19 pandemic. In response, FDA has issued an EUA for the unapproved
product, Pfizer-BioNTech COVID-19 Vaccine, for active immunization against
COVID-19in individuals 16 years of age and older.

FDA issued this EUA, based on Pfizer-BioNTech’s request and submitted data.

Although limited scientific information is available, based on the totality of the
scientific evidence available to date, it is reasonable to believe that the
Pfizer-BioNTech COVID-19 Vaccine may be effective for the prevention of
COVID-19 in individuals as specified in the Full EUA Prescribing Information.

This EUA for the Pfizer-BioNTech COVID-19 Vaccine will end when the Secretary
of HHS determines that the circumstances justifying the EUA no longer exist or
when there is a change in the approval status of the product such that an EUA is
no longer needed.

For additional information about Emergency Use Authorization visit FDA at:
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-
and-policy-framework/emergency-use-authorization.
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The Countermeasures Injury Compensation Program

The Countermeasures Injury Compensation Program (CICP) is a federal program
that has been created to help pay for related costs of medical care and other
specific expenses to compensate people injured after use of certain medical
countermeasures. Medical countermeasures are specific vaccines, medications,
devices, or other items used to prevent, diagnose, or treat the public during a public
health emergency or a security threat. For more information about CICP regarding
the Pfizer-BioNTech COVID-19 Vaccine used to prevent COVID-19, visit
www.hrsa.gov/cicp, email cicp@hrsa.gov, or call: 1-855-266-2427.

>

Manufactured by
Pfizer Inc., New York, NY 10017

SIONT=CH

Manufactured for

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

LAB-1450-4.0
Revised: January 2021

END SHORT VERSION FACT SHEET
Long Version (Full EUA Prescribing Information) Begins On Next Page
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FULL EMERGENCY USE
AUTHORIZATION (EUA) PRESCRIBING
INFORMATION

PFIZER-BIONTECH COVID-19 VACCINE

FULL EMERGENCY USE AUTHORIZATION
PRESCRIBING INFORMATION: CONTENTS*
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CONTRAINDICATIONS
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11.2  Lactation

11.3 Pediatric Use

11.4 Geriatric Use

DESCRIPTION

CLINICAL PHARMACOLOGY
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FULL EMERGENCY USE AUTHORIZATION (EUA) PRESCRIBING INFORMATION
1 AUTHORIZED USE
Pfizer-BioNTech COVID-19 Vaccine is authorized for use under an Emergency Use Authorization (EUA) for

active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) in individuals 16 years of age and older.

2 DOSAGE AND ADMINISTRATION
For intramuscular injection only.
2.1 Preparation for Administration

Prior to Dilution

e The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a volume of 0.45 mL, supplied
as a frozen suspension that does not contain preservative. Each vial must be thawed and diluted prior to
administration.

e Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or at room temperature [up to 25°C
(77°F)] [see How Supplied/Storage and Handling (19)].

e Referto thawing instructions in the panels below.
Dilution

¢ Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not provided) to form
the Pfizer-BioNTech COVID-19 Vaccine. Do not add more than 1.8 mL of diluent.

e ONLY use 0.9% Sodium Chloride Injection, USP as the diluent. This diluent is not packaged with the
vaccine and must be sourced separately. Do not use bacteriostatic 0.9% Sodium Chloride Injection or
any other diluent.

e After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may state that after dilution,
a vial contains 5 doses of 0.3 mL. The information in this Full EUA Prescribing Information regarding
the number of doses per vial after dilution supersedes the number of doses stated on vial labels and
cartons.

e Refer to dilution and dose preparation instructions in the panels below.
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THAWING PRIOR TO DILUTION

~

No more than
2 hours atroom

temperature
(upto25°C/77 °F)

4

Thaw vial(s) of Pfizer-BioNTech COVID-19

Vaccine before use either by:

o Allowing vial(s) to thaw in the refrigerator [2°C
to 8°C (35°F to 46°F)]. A carton of vials may take
up to 3 hours to thaw, and thawed vials can be
stored in the refrigerator for up to five days
(120 hours).

o Allowing vial(s) to sit at room temperature [up to
25°C (77°F)] for 30 minutes.

Using either thawing method, vials must reach room

temperature before dilution and must be diluted

within 2 hours.

Before dilution invert vaccine vial gently 10 times.
Do not shake.

Inspect the liquid in the vial prior to dilution. The
liquid is a white to off-white suspension and may
contain white to off-white opaque amorphous
particles.

Do notuse if liquid is discolored or if other particles
are observed.

1.8 mL of 0.9% sodium

chloride injection

Obtain sterile 0.9% Sodium Chloride Injection,
USP. Use only this as the diluent.

Using aseptic technique, withdraw 1.8 mL of diluent
into a transfer syringe (2 1-gauge or narrower
needle).

Cleanse the vaccine vial stopper with a single-use
antiseptic swab.

Add 1.8 mL of 0.9% Sodium Chloride Injection,
USP into the vaccine vial.

Revised: 1/2021
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Pull back plunger to 1.8 mL
to remove air from vial

Equalize vial pressure before removing the needle
from the vial by withdrawing 1.8 mL air into the
empty diluent syringe.

Gently invert the vial containing the
Pfizer-BioNTech COVID-19 Vaccine 10 times to
mix.

Do not shake.

Inspect the vaccine in the vial.

The vaccine will be an off-white suspension. Do not
use if vaccine is discolored or contains particulate
matter.

Record date and time of dilution.
Discard 6 hours after dilution.

Dilution date and time:

Record the date and time of dilution on the
Pfizer-BioNTech COVID-19 Vaccine vial label.

Store between 2°C to 25°C (35°F to 77°F).
Discard any unused vaccine 6 hours after dilution.

Revised: 1/2021
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PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF PFIZER-BIONTECH COVID-19
VACCINE

e Using aseptic technique, cleanse the vial stopper
with a single-use antiseptic swab, and withdraw
0.3 mL of the Pfizer-BioNTech COVID-19 Vaccine
preferentially using low dead-volume syringes
and/or needles.

e FEach dose must contain 0.3 mL of vaccine.

e [fthe amount of vaccine remaining in the vial
cannot provide a full dose of 0.3 mL, discard the
vial and any excess volume.

e Administer immediately.

0.3 mL diluted vaccine
; D
a ke

2.2 Administration Information

Visually inspect each dose in the dosing syringe prior to administration. The vaccine will be an off-white
suspension. During the visual inspection,

e verify the final dosing volume of 0.3 mL.

e confirm there are no particulates and that no discoloration is observed.

e donotadminister if vaccine is discolored or contains particulate matter.

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine contain six doses of 0.3 mL of vaccine. Low
dead-volume syringes and/or needles can be used to extract six doses from a single vial. If standard syringes
and needles are used, there may not be sufficient volume to extract a sixth dose from a single vial. Irrespective
of the type of syringe and needle:

e Fach dose must contain 0.3 mL of vaccine.

e Ifthe amount of vaccine remaining in the vial cannot provide a full dose of 0.3 mL, discard the vial and
any excess volume.
e Do notpool excess vaccine from multiple vials.

2.3  Vaccination Schedule for Individuals 16 Years of Age and Older

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a series of two doses (0.3 mL
each) three weeks apart.

There are no data available on the interchangeability of the Pfizer-BioNTech COVID-19 Vaccine with other
COVID-19 vaccines to complete the vaccination series. Individuals who have received one dose of
Pfizer-BioNTech COVID-19 Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 Vaccine to
complete the vaccination series.

3 DOSAGE FORMS AND STRENGTHS

Pfizer-BioNTech COVID-19 Vaccine is a suspension for injection. After preparation, a single dose is 0.3 mL.
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4 CONTRAINDICATIONS

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine [see Description

(13)].
5 WARNINGS AND PRECAUTIONS
5.1 Management of Acute Allergic Reactions

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in

the event an acute anaphylactic reaction occurs following administration of Pfizer-BioNTech COVID-19
Vaccine.

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of immediate adverse reactions

according to the Centers for Disease Control and Prevention guidelines (https://www.cdc.gov/vaccines/covid-
19/).

5.2  Altered Immunocompetence

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a
diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine.

5.3 Limitation of Effectiveness
The Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.
6 OVERALL SAFETY SUMMARY

It is MANDATORY for vaccination providers to report to the Vaccine Adverse Event Reporting System
(VAERS) all vaccine administration errors, all serious adverse events, cases of Multisystem
Inflammatory Syndrome (MIS) in adults and children, and hospitalized or fatal cases of COVID-19
following vaccination with the Pfizer-BioNTech COVID-19 Vaccine. To the extent feasible, provide a
copy of the VAERS form to Pfizer Inc. Please see the REQUIREMENTS AND INSTRUCTIONS FOR
REPORTING ADVERSE EVENTS AND VACCINE ADMINISTRATION ERRORS section for details
on reporting to VAERS and Pfizer Inc.

In clinical studies, adverse reactions in participants 16 years of age and older included pain at the injection site
(84.1%), fatigue (62.9%), headache (55.1%), muscle pain (38.3%), chills (31.9%), joint pain (23.6%),

fever (14.2%), injection site swelling (10.5%), injection site redness (9.5%), nausea (1.1%), malaise (0.5%), and
lymphadenopathy (0.3%).

Severe allergic reactions have been reported following the Pfizer-BioNTech COVID-19 Vaccine during mass
vaccination outside of clinical trials.

6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the

clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may not
reflect the rates observed in practice.
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The safety of Pfizer-BioNTech COVID-19 Vaccine was evaluated in participants 16 years of age and older in
two clinical studies conducted in the United States, Europe, Turkey, South Africa, and South America.

Study BNT162-01 (Study 1) was a Phase 1/2, two-part, dose-escalation trial that enrolled 60 participants,

18 through 55 years of age. Study C4591001 (Study 2) is a Phase 1/2/3, multicenter, multinational, randomized,
saline placebo-controlled, observer-blind, dose-finding, vaccine candidate-selection (Phase 1) and efficacy
(Phase 2/3) study that has enrolled approximately 44,000 participants, 12 years of age or older. Of these,
approximately 43,448 participants (21,720 Pfizer-BioNTech COVID-19 Vaccine; 21,728 placebo) in Phase 2/3
are 16 years of age or older (including 138 and 145 adolescents 16 and 17 years of age in the vaccineand
placebo groups, respectively).

At the time of the analysis of Study 2 for the EUA, 37,586 (18,801 Pfizer-BioNTech COVID-19 Vaccine and
18,785 placebo) participants 16 years of age or older have been followed for a median of 2 months after the
second dose of Pfizer-BioNTech COVID-19 Vaccine.

The safety evaluation in Study 2 is ongoing. The safety population includes participants enrolled by

October 9, 2020, and includes safety data accrued through November 14, 2020. Participants 18 years and older
in the reactogenicity subset are monitored for solicited local and systemic reactions and use of antipyretic
medication after each vaccination in an electronic diary. Participants are being monitored for unsolicited
adverse events, including serious adverse events, throughout the study [from Dose 1 through 1 month (all
unsolicited adverse events) or 6 months (serious adverse events) after the last vaccination].

Demographic characteristics in Study 2 were generally similar with regard to age, gender, race, and ethnicity
among participants who received Pfizer-BioNTech COVID-19 Vaccine and those who received placebo.
Overall, among the total participants who received either the Pfizer-BioNTech COVID-19 Vaccine or placebo,
50.6% were male and 49.4% were female, 83.1% were White, 9.1% were Black or African American, 28.0%
were Hispanic/Latino, 4.3% were Asian, and 0.5% were American Indian/Alaska Native.

Local and Systemic Adverse Reactions Solicited in the Study 2

Table 1 and Table 2 present the frequency and severity of solicited local and systemic reactions, respectively,
within 7 days following each dose of Pfizer-BioNTech COVID-19 Vaccine and placebo in the subset of
participants 18 to 55 years of age included in the EUA safety population who were monitored for reactogenicity
with an electronic diary.

Table 3 and Table 4 present the frequency and severity of reported solicited local and systemic reactions,
respectively, within 7 days of each dose of Pfizer-BioNTech COVID-19 Vaccine and placebo for participants
56 years of age and older.

Across both age groups, the mean duration of pain at the injection site after Dose 2 was 2.5 days (range 1 to
36 days), for redness 2.6 days (range 1 to 34 days), and for swelling 2.3 days (range 1 to 34 days) for
participants in the Pfizer-BioNTech COVID-19 Vaccine group.

Solicited reactogenicity data in 16 and 17 year-old participants are limited.
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Table 1:

Study 2 — Frequency and Percentages of Participants with Solicited Local Reactions, by

Maximum Severity, Within 7 Days After Each Dose — Participants 18-55 Years of Age* —
Reactogenicity Subset of the Safety Population*

Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=2291 N?2=2298 N2=2098 2=2103
n® (%) n® (%) n® (%) n® (%)
Rednesse®
Any (>2 cm) 104 (4.5) 26 (1.1) 123 (5.9) 14 (0.7)
Mild 70 (3.1) 16 (0.7) 73 (3.5) 8(0.4)
Moderate 28 (1.2) 6 (0.3) 40 (1.9) 6 (0.3)
Severe 6(0.3) 4(0.2) 10 (0.5) 0 (0.0)
Swelling®
Any (>2 cm) 132 (5.8) 11(0.5) 132 (6.3) 5(0.2)
Mild 88 (3.8) 3(0.1) 80 (3.8) 3(0.1)
Moderate 39 (1.7) 5(0.2) 45(2.1) 2(0.1)
Severe 5(0.2) 3(0.1) 7(0.3) 0 (0.0)
Pain at the injection sited
Any 1904 (83.1) 322 (14.0) 1632 (77.8) 245 (11.7)
Mild 1170 (51.1) 308 (13.4) 1039 (49.5) 225(10.7)
Moderate 710 (31.0) 12 (0.5) 568 (27.1) 20 (1.0)
Severe 24 (1.0) 2(0.1) 25(1.2) 0(0.0)

Note: Reactions were collected in the electronic diary (e-diary) from Day 1 to Day 7 after vaccination.

¥+ 00 O

. N=Number of participants reporting atleast 1 yes orno response for the specified reactionafter the specified dose.

. n= Number of participants with the specified reaction.

. Mild: >2.0to0 <5.0 cm; Moderate: >5.0to <10.0cm; Severe: >10.0 cm.

. Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.
Eight participants were between 16and 17 years ofage.

Randomized participants in the safety analysis population who receivedatleast 1 dose ofthe study intervention.

Table 2: Study 2 — Frequency and Percentages of Participants with Solicited Systemic Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 18-55 Years of Age* —
Safety Population*
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=2291 N?=2298 N?=2098 N2=2103
n® (%) n® (%) n® (%) n® (%)
Fever
>38.0°C 85(3.7) 20(0.9) 331 (15.8) 10 (0.5)
>38.0°Cto 38.4°C 64 (2.8) 10 (0.4) 194 (9.2) 5(0.2)
>38.4°Cto 38.9°C 15(0.7) 5(0.2) 110 (5.2) 3(0.1)
>38.9°C to0 40.0°C 6 (0.3) 3(0.1) 26 (1.2) 2(0.1)
>4(.0°C 0 (0.0) 2(0.1) 1(0.0) 0(0.0)
Fatigue®©
Any 1085 (47.4) 767 (33.4) 1247 (59.4) 479 (22.8)
Mild 597 (26.1) 467 (20.3) 442 (21.1) 248 (11.8)
Moderate 455 (19.9) 289 (12.6) 708 (33.7) 217 (10.3)
Severe 331.4) 11(0.5) 97 (4.6) 14 (0.7)
Headache®
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Pfizer-BioNTech

Pfizer-BioNTech

COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
2=2291 1=2298 2=2098 2=2103
n® (%) n® (%) n® (%) n® (%)
Any 959 (41.9) 775 (33.7) 1085 (51.7) 506 (24.1)
Mild 628 (27.4) 505 (22.0) 538 (25.6) 321 (15.3)
Moderate 308 (13.4) 251(10.9) 480 (22.9) 170 (8.1)
Severe 23 (1.0) 19 (0.8) 67 (3.2) 15(0.7)
Chillse
Any 321(14.0) 146 (6.4) 737 (35.1) 79 (3.8)
Mild 230 (10.0) 111 (4.8) 359(17.1) 65(3.1)
Moderate 82 (3.6) 33(1.4) 333(15.9) 14 (0.7)
Severe 9(0.4) 2(0.1) 45 (2.1) 0(0.0)
Vomitingd
Any 28 (1.2) 28 (1.2) 40 (1.9) 25(1.2)
Mild 24 (1.0) 22 (1.0) 28 (1.3) 16 (0.8)
Moderate 4(0.2) 5(0.2) 8(0.4) 9(0.4)
Severe 0(0.0) 1(0.0) 4(0.2) 0(0.0)
Diarrheac
Any 255(11.1) 270 (11.7) 219(10.4) 177 (8.4)
Mild 206 (9.0) 217 (9.4) 179 (8.5) 144 (6.8)
Moderate 46 (2.0) 52(2.3) 36 (1.7) 32(1.5)
Severe 3(0.1) 1(0.0) 4(0.2) 1(0.0)
New or worsened
muscle pain®
Any 487 (21.3) 249 (10.8) 783 (37.3) 173 (8.2)
Mild 256 (11.2) 175 (7.6) 326 (15.5) 111(5.3)
Moderate 218 (9.5) 72 (3.1) 410 (19.5) 59 (2.8)
Severe 13 (0.6) 2(0.1) 47 (2.2) 3(0.1)
New or worsened
joint pain®
Any 251(11.0) 138 (6.0) 459 (21.9) 109 (5.2)
Mild 147 (6.4) 95 (4.1) 205 (9.8) 54 (2.6)
Moderate 99 (4.3) 43 (1.9) 234 (11.2) 51(2.4)
Severe 5(0.2) 0(0.0) 20 (1.0) 4(0.2)
Use of antipyretic or
pain medicationf 638 (27.8) 332 (14.4) 945 (45.0) 266 (12.6)

Note: Events and use of antipyretic or pain medication were collected in the electronic diary (e-diary) from Day 1 to Day 7 after

eachdose.

¥4+ Hh O OO0 OO

Revised: 1/2021

. N=Number of participants reportingatleast 1 yes orno response forthe specified eventa fter the specified dose.
. n= Number of participants with the specified reaction.

Mild: does not interfere with activity; Moderate: some interference with activity; Severe: prevents daily activity.
. Mild: 1 to 2 times in 24 hours; Moderate: >2 times in 24 hours; Severe: requires intravenous hydmtion.
. Mild: 2 to 3 loose stools in 24 hours; Moderate: 4 to 5 loose stools in 24 hours; Severe: 6 ormore loose stools in 24 hours.
Severity was notcollected foruse of antipyretic or painmedication.
Eight participants were between 16and 17 years ofage.
Randomized participants in the safety analysis population who received atleast 1 dose ofthe study intervention.
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Table 3: Study 2 — Frequency and Percentages of Participants with Solicited Local Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 56 Years of Age and
Older — Safety Population®
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N*=1802 N2=1792 N*=1660 N?=1646
n® (%) n® (%) n® (%) n® (%)
Redness®
Any (>2 cm) 85(4.7) 19 (1.1) 120 (7.2) 12 (0.7)
Mild 55(.1) 12 (0.7) 59 (3.6) 8 (0.5)
Moderate 27(1.5) 5(0.3) 53(3.2) 3(0.2)
Severe 3(0.2) 2(0.1) 8(0.5) 1(0.1)
Swelling®
Any (>2 cm) 118 (6.5) 21(1.2) 124 (7.5) 11(0.7)
Mild 71(3.9) 10 (0.6) 68 (4.1) 5(0.3)
Moderate 45 (2.5) 11(0.6) 53(3.2) 5(0.3)
Severe 2(0.1) 0(0.0) 3(0.2) 1(0.1)
Pain at the injection
sited
Any (>2 cm) 1282 (71.1) 166 (9.3) 1098 (66.1) 127 (7.7)
Mild 1008 (55.9) 160 (8.9) 792 (47.7) 125 (7.6)
Moderate 270 (15.0) 6(0.3) 298 (18.0) 2(0.1)
Severe 4(0.2) 0(0.0) 8(0.5) 0(0.0)

Note: Reactions were collected in the electronic diary (e-diary) from Day 1 to Day 7 after vaccination.
a. N=Number of participants reportingatleast 1 yes orno response for the specified reactionafter the specified dose.

b. n= Number of participants with the specified reaction.

c. Mild: >2.0to <5.0 cm; Moderate: >5.0to <10.0cm; Severe: >10.0 cm.
d. Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.
* Randomizedparticipants in the safety analysis population who receivedatleast 1 dose ofthe study intervention.

Table 4: Study 2 — Frequency and Percentages of Participants with Solicited Systemic Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 56 Years of Age and
Older — Reactogenicity Subset of the Safety Population*
Pfizer-BioNTech
Pfizer-BioNTech COVID-19
COVID-19 Vaccine Placebo Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=1802 N2=1792 N2=1660 N2=1646
n® (%) n® (%) n® (%) n® (%)
Fever
>38.0°C 26 (1.4) 7(0.4) 181 (10.9) 4(0.2)
>38.0°Cto 38.4°C 23 (1.3) 2(0.1) 131(7.9) 2(0.1)
>38.4°Cto 38.9°C 1(0.1) 3(0.2) 45 (2.7) 1(0.1)
>38.9°C to 40.0°C 1(0.1) 2(0.1) 5(0.3) 1(0.1)
>40.0°C 1(0.1) 0(0.0) 0 (0.0) 0(0.0)
Fatigue©
Any 615 (34.1) 405 (22.6) 839 (50.5) 277 (16.8)
Mild 373 (20.7) 252 (14.1) 351 (21.1) 161 (9.8)
Moderate 240 (13.3) 150 (8.4) 442 (26.6) 114 (6.9)
Severe 2(0.1) 3(0.2) 46 (2.8) 2(0.1)
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Pfizer-BioNTech

Pfizer-BioNTech COVID-19
COVID-19 Vaccine Placebo Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=1802 1=1792 1=1660 2=1646
n® (%) n® (%) n® (%) n® (%)
Headachee
Any 454 (25.2) 325 (18.1) 647 (39.0) 229 (13.9)
Mild 348 (19.3) 242 (13.5) 422 (25.4) 165 (10.0)
Moderate 104 (5.8) 80 (4.5) 216 (13.0) 60 (3.6)
Severe 2(0.1) 3(0.2) 9(0.5) 4(0.2)
Chillse
Any 113(6.3) 57 (3.2) 377 (22.7) 46 (2.8)
Mild 87 (4.8) 40 (2.2) 199 (12.0) 35(2.1)
Moderate 26 (1.4) 16(0.9) 161 (9.7) 11(0.7)
Severe 0(0.0) 1(0.1) 17 (1.0) 0(0.0)
Vomitingd
Any 9(0.5) 9(0.5) 11(0.7) 5(0.3)
Mild 8(0.4) 9(0.5) 9(0.5) 5(0.3)
Moderate 1(0.1) 0(0.0) 1(0.1) 0(0.0)
Severe 0(0.0) 0(0.0) 1(0.1) 0(0.0)
Diarrhea®
Any 147 (8.2) 118 (6.6) 137 (8.3) 99 (6.0)
Mild 118 (6.5) 100 (5.6) 114 (6.9) 73 (4.4)
Moderate 26 (1.4) 17 (0.9) 21(1.3) 22 (1.3)
Severe 3(0.2) 1(0.1) 2(0.1) 4(0.2)
New or worsened
muscle pain®
Any 251(13.9) 149 (8.3) 477 (28.7) 87(5.3)
Mild 168 (9.3) 100 (5.6) 202 (12.2) 57 (3.5)
Moderate 82 (4.6) 46 (2.6) 259 (15.6) 29 (1.8)
Severe 1(0.1) 3(0.2) 16 (1.0) 1(0.1)
New or worsened joint
pain®
Any 155 (8.6) 109 (6.1) 313(18.9) 61 (3.7)
Mild 101 (5.6) 68 (3.8) 161 (9.7) 35(2.1)
Moderate 52(2.9) 40 (2.2) 145 (8.7) 25(1.5)
Severe 2(0.1) 1(0.1) 7(0.4) 1(0.1)
Use of antipyretic or
pain medication 358(19.9) 213 (11.9) 625 (37.7) 161 (9.8)
Note: Events anduse of antipyretic or pain medication were collected in the electronic diary (e-diary) from Day 1 to Day 7 after
each dose.
a. N=Numberof participants reportingatleast 1 yes orno response forthe specified eventafter the specified dose.
b. n= Number of participants with the specified reaction.
c. Mild: does not interfere with activity; Moderate: some interference with activity; Severe: prevents daily activity.
d. Mild: 1 to 2 times in 24 hours; Moderate: >2 times in 24 hours; Severe: requires intravenous hydration.
e. Mild: 2 to 3 loose stools in 24 hours; Moderate: 4 to 5 loose stools in 24 hours; Severe: 6 ormore loose stools in 24 hours.
%
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Randomized participants in the safety analysis population who received atleast 1 dose ofthe study intervention.
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Unsolicited Adverse Events

Serious Adverse Events

In Study 2, among participants 16 to 55 years of age who had received at least 1 dose of vaccine or placebo
(Pfizer-BioNTech COVID-19 Vaccine=10,841; placebo=10,851), serious adverse events from Dose 1
through up to 30 days after Dose 2 in ongoing follow-up were reported by 0.4% of Pfizer-BioNTech COVID-19
Vaccine recipients and by 0.3% of placebo recipients. In a similar analysis, in participants 56 years of age and
older (Pfizer-BioNTech COVID-19 Vaccine = 7960, placebo =7934), serious adverse events were reported by
0.8% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 0.6% of placebo recipients who received at
least 1 dose of Pfizer-BioNTech COVID-19 Vaccine or placebo, respectively. In these analyses, 91.6% of study
participants had at least 30 days of follow-up after Dose 2. Appendicitis was reported as a serious adverse event
for 12 participants, and numerically higher in the vaccine group, 8 vaccine participants and 4 placebo
participants. Currently available information is insufficient to determine a causal relationship with the vaccine.
There were no other notable patterns or numerical imbalances between treatment groups for specific categories
of serious adverse events (including neurologic, neuro-inflammatory, and thrombotic events) that would suggest
a causal relationship to Pfizer-BioNTech COVID-19 Vaccine.

Non-Serious Adverse Events

Overall in Study 2 in which 10,841 participants 16 to 55 years of age received Pfizer-BioNTech COVID-19
Vaccine and 10,851 participants received placebo, non-serious adverse events from Dose 1 through up to

30 days after Dose 2 in ongoing follow-up were reported in 29.3% of participants who received
Pfizer-BioNTech COVID-19 Vaccine and 13.2% of participants in the placebo group, for participants who
received at least 1 dose. Overall in a similar analysis in which 7960 participants 56 years of age and older
received Pfizer-BioNTech COVID-19 Vaccine, non-serious adverse events within 30 days were reported in
23.8% of participants who received Pfizer-BioNTech COVID-19 Vaccine and 11.7% of participants in the
placebo group, for participants who received at least 1 dose. In these analyses, 91.6% of study participants had
at least 30 days of follow-up after Dose 2. The higher frequency of reported unsolicited non-serious adverse
events among Pfizer BioNTech COVID-19 Vaccine recipients compared to placebo recipients was primarily
attributed to local and systemic adverse events reported during the first 7 days following vaccination that are
consistent with adverse reactions solicited among participants in the reactogenicity subset and presented in
Tables 3 and 4. From Dose 1 through 30 days after Dose 2, reports of lymphadenopathy were imbalanced with
notably more cases in the Pfizer-BioNTech COVID-19 Vaccine group (64) vs. the placebo group (6), which is
plausibly related to vaccination. Throughout the safety follow-up period to date, Bell’s palsy (facial paralysis)
was reported by four participants in the Pfizer-BioNTech COVID-19 Vaccine group. Onset of facial paralysis
was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of
Bell’s palsy were reported in the placebo group. Currently available information is insufficient to determine a
causal relationship with the vaccine. There were no other notable patterns or numerical imbalances between
treatment groups for specific categories of non-serious adverse events (including other neurologic or neuro-
inflammatory, and thrombotic events) that would suggest a causal relationship to Pfizer-BioNTech COVID-19
Vaccine.

8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND
VACCINE ADMINISTRATION ERRORS

See Overall Safety Summary (Section 6) for additional information.

The vaccination provider enrolled in the federal COVID-19 Vaccination Program is responsible for
MANDATORY reporting of the listed events following Pfizer-BioNTech COVID-19 Vaccine to the Vaccine
Adverse Event Reporting System (VAERS):
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Vaccine administration errors whether or not associated with an adverse event
Serious adverse events* (irrespective of attribution to vaccination)

Cases of Multisystem Inflammatory Syndrome (MIS) in children and adults
Cases of COVID-19 that result in hospitalization or death

*Serious adverse events are defined as:

Death

A life-threatening adverse event

Inpatient hospitalization or prolongation of existing hospitalization

A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions

A congenital anomaly/birth defect

An important medical event that based on appropriate medical judgement may jeopardize the individual
and may require medical or surgical intervention to prevent one of the outcomes listed above

Instructions for Reporting to VAERS

The vaccination provider enrolled in the federal COVID-19 Vaccination Program should complete and submit a
VAERS form to FDA using one of the following methods:

Complete and submit the report online: https://vaers.hhs.gov/reportevent.html, or

If you are unable to submit this form electronically, you may fax itto VAERS at 1-877-721-0366. If
you need additional help submitting a report you may call the VAERS toll-free information line at
1-800-822-7967 or send an email to info@yvaers.org.

IMPORTANT: When reporting adverse events or vaccine administration errors to VAERS, please
complete the entire form with detailed information. It is important that the information reported to FDA
be as detailed and complete as possible. Information to include:

Patient demographics (e.g., patient name, date of birth)

Pertinent medical history

Pertinent details regarding admission and course of illness

Concomitant medications

Timing of adverse event(s) in relationship to administration of the Pfizer-BioNTech COVID-19
Vaccine

Pertinent laboratory and virology information

Outcome of the event and any additional follow-up information if it is available at the time of the
VAERS report. Subsequent reporting of follow-up information should be completed if additional
details become available.

The following steps are highlighted to provide the necessary information for safety tracking:

1.

2.

In Box 17, provide information on Pfizer-BioNTech COVID-19 Vaccine and any other vaccines
administered on the same day; and in Box 22, provide information on any other vaccines received within
one month prior.

In Box 18, description of the event:

a. Write “Pfizer-BioNTech COVID-19 Vaccine EUA” as the first line.

b. Provide a detailed report of vaccine administration error and/or adverse event. It is important to
provide detailed information regarding the patient and adverse event/medication error for
ongoing safety evaluation of this unapproved vaccine. Please see information to include listed
above.
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3. Contactinformation:
a. In Box 13, provide the name and contact information of the prescribing healthcare provider or
institutional designee who is responsible for the report.
b. In Box 14, provide the name and contact information of the best doctor/healthcare professional
to contact about the adverse event.
c. InBox 15, provide the address of the facility where vaccine was given (NOT the healthcare
provider’s office address).

Other Reporting Instructions

Vaccination providers may report to VAERS other adverse events that are not required to be reported using the
contact information above.

To the extent feasible, report adverse events to Pfizer Inc. using the contact information below or by providing a
copy of the VAERS form to Pfizer Inc.

Website Fax number Telephone number

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985

10 DRUG INTERACTIONS

There are no data to assess the concomitant administration of the Pfizer-BioNTech COVID-19 Vaccine with
other vaccines.

11 USE IN SPECIFIC POPULATIONS
11.1 Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general population, the
estimated background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2% to

4% and 15% to 20%, respectively. Available data on Pfizer-BioNTech COVID-19 Vaccine administered to
pregnant women are insufficient to inform vaccine-associated risks in pregnancy.

11.2 Lactation

Risk Summary

Data are not available to assess the effects of Pfizer-BioNTech COVID-19 Vaccine on the breastfed infant or on
milk production/excretion.

11.3 Pediatric Use

Emergency Use Authorization of Pfizer-BioNTech COVID-19 Vaccine in adolescents 16 and 17 years of age is
based on extrapolation of safety and effectiveness from adults 18 years of age and older. Emergency Use
Authorization of Pfizer BioNTech COVID-19 Vaccine does not include use in individuals younger than

16 years of age.

Revised: 1/2021 25



11.4 Geriatric Use

Clinical studies of Pfizer-BioNTech COVID-19 Vaccine include participants 65 years of age and older and their
data contributes to the overall assessment of safety and efficacy [see Overall Safety Summary (6.1) and Clinical
Trial Results and Supporting Data for EUA (18.1)]. Of the total number of Pfizer-BioNTech COVID-19
Vaccine recipients in Study 2 (N=20,033), 21.4% (n=4,294) were 65 years of age and older and 4.3% (n=860)
were 75 years of age and older.

13 DESCRIPTION

The Pfizer-BioNTech COVID-19 Vaccine is supplied as a frozen suspension in multiple dose vials; each vial
must be diluted with 1.8 mL of sterile 0.9% Sodium Chloride Injection, USP prior to use to form the vaccine.
Each dose of the Pfizer-BioNTech COVID-19 Vaccine contains 30 mcg of a nucleoside-modified messenger
RNA (modRNA) encoding the viral spike (S) glycoprotein of SARS-CoV-2.

Each dose of the Pfizer-BioNTech COVID-19 Vaccine also includes the following ingredients: lipids (0.43 mg
(4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 0.05 mg 2[(polyethylene glycol)-2000]-
N,N-ditetradecylacetamide, 0.09 mg 1,2-distearoyl-sn-glycero-3-phosphocholine, and 0.2 mg cholesterol),

0.01 mgpotassium chloride, 0.01 mg monobasic potassium phosphate, 0.36 mg sodium chloride, 0.07 mg
dibasic sodium phosphate dihydrate, and 6 mg sucrose. The diluent (0.9% Sodium Chloride Injection, USP)
contributes an additional 2.16 mg sodium chloride per dose.

The Pfizer-BioNTech COVID-19 Vaccine does not contain preservative. The vial stoppers are not made with
natural rubber latex.

14 CLINICAL PHARMACOLOGY
14.1 Mechanism of Action

The modRNA in the Pfizer-BioNTech COVID-19 Vaccine is formulated in lipid particles, which enable
delivery of the RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The vaccine elicits an
immune response to the S antigen, which protects against COVID-19.

18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA

18.1 Efficacy in Participants 16 Years of Age and Older

Study 2 is a multicenter, multinational, Phase 1/2/3, randomized, placebo-controlled, observer-blind,
dose-finding, vaccine candidate—selection, and efficacy study in participants 12 years of age and older.
Randomization was stratified by age: 12 through 15 years of age, 16 through 55 yearsof age, or 56 years of age
and older, with a minimum of 40% of participants in the >56-year stratum. The study excluded participants who
were immunocompromised and those who had previous clinical or microbiological diagnosis of COVID-19.
Participants with preexisting stable disease, defined as disease not requiring significant change in therapy or
hospitalization for worsening disease during the 6 weeks before enrollment, were included as were participants
with known stable infection with human immunodeficiency virus (HIV), hepatitis C virus (HCV), or hepatitis B
virus (HBV).

In the Phase 2/3 portion approximately 44,000 participants 12 years of age and older were randomized equally

and received 2 doses of Pfizer-BioNTech COVID-19 Vaccine or placebo separated by 21 days. Participants are
planned to be followed for up to 24 months, for assessments of safety and efficacy against COVID-19.
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The population for the analysis of the primary efficacy endpoint included, 36,621 participants 12 years of age
and older (18,242 in the Pfizer-BioNTech COVID-19 Vaccine group and 18,379 in the placebo group) who did
not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose. Table 5 presents
the specific demographic characteristics in the studied population.

Table 5: Demographics (population for the primary efficacy endpoint)?

Pfizer-BioNTech
COVID-19 Vaccine Placebo
(N=18,242) (N=18,379)
n (%) n (%)
Sex
Male 9318 (51.1) 9225 (50.2)
Female 8924 (48.9) 9154 (49.8)
Age (years)
Mean (SD) 50.6 (15.70) 50.4 (15.81)
Median 52.0 52.0
Min, max (12, 89) (12,91)
Age group
>12 through 15 years 46 (0.3) 42 (0.2)
>16 through 17 years 66 (0.4) 68 (0.4)
>16 through 64 years 14,216 (77.9) 14,299 (77.8)
>65 through 74 years 3176 (17.4) 3226 (17.6)
>75 years 804 (4.4) 812 (4.4)
Race
White 15,110 (82.8) 15,301 (83.3)
Black or African American 1617 (8.9) 1617 (8.8)
American Indian or Alaska Native 118 (0.6) 106 (0.6)
Asian 815 (4.5) 810 (4.4)
Native Hawaiian or other Pacific Islander 48 (0.3) 29(0.2)
Other® 534 (2.9) 516 (2.8)
Ethnicity
Hispanic or Latino 4886 (26.8) 4857 (26.4)
Not Hispanic or Latino 13,253 (72.7) 13,412 (73.0)
Not reported 103 (0.6) 110 (0.6)
Comorbidities®
Yes 8432 (46.2) 8450 (46.0)
No 9810 (53.8) 9929 (54.0)

a. All eligible randomized participants who receive all vaccination(s) as randomized within the predefined window, have no other
important protocol deviations as determined by the clinician, andhave no evidenceof SARS-CoV-2 infection priorto 7 days
after Dose 2.

b. Includes multiracialandnot reported.

c. Numberof participants who have 1 ormore comorbidities that increase therisk of severe COVID-19 disease
e Chronic lungdisease (e.g., emphysemaand chronic bronchitis, idiopathic pulmonary fibrosis, and cystic fibrosis) or

moderate to severe asthma
e Significant cardiacdisease(e.g., heart failure, coronary artery disease, congenital heart disease, cardiomyopathies, and
pulmonary hypertension)

Obesity (body massindex>30 kg/m?)

Diabetes (Type 1, Type 2 or gestational)

Liverdisease

Human Immunodeficiency Virus (HIV) infection (not included in the efficacy evaluation)
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Efficacy Against COVID-19

The population in the primary efficacy analysis included all participants 12 years of age and older who had been
enrolled from July 27,2020, and followed for the development of COVID-19 through November 14,2020.
Participants 18 to 55 years of age and 56 years of age and older began enrollment from July 27,2020, 16 to

17 years of age began enrollment from September 16, 2020 and 12 to 15 years of age began enrollment from
October 15, 2020.

The vaccine efficacy information is presented in Table 6.

Table 6: Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Age
Subgroup — Participants Without Evidence of Infection and Participants With or Without
Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior
SARS-CoV-2 infection*

Pfizer-BioNTech Placebo
COVID-19 Vaccine
N?=18,198 N?=18,325
Cases Cases
nl® nl® Vaccine Efficacy %
Subgroup Surveillance Time® (n29) | Surveillance Time® (n29) 95% CI)
All subjects® 8 162 95.0(90.3,97.6)f
2.214(17,411) 2.222(17,511)
16 to 64 years 7 143 95.1(89.6,98.1)2
1.706 (13,549) 1.710 (13,618)
65 years and older 1 19 94.7 (66.7,99.9)¢
0.508 (3848) 0.511(3880)

First COVID-19 occurrence from 7 days after Dose 2 in participants with or without evidence of prior
SARS-CoV-2 infection

Pfizer-BioNTech Placebo
COVID-19 Vaccine
N?=19,965 2=20,172
Cases Cases
n1P nl’ Vaccine Efficacy %
Subgroup Surveillance Time® (n29) | Surveillance Time® (n2%) (95% CI)
All subjectse 9 169 94.6 (89.9,97.3)f
2.332 (18,559) 2.345 (18,708)
16 to 64 years 8 150 94.6 (89.1,97.7)¢
1.802 (14,501) 1.814 (14,627)
65 years and older 1 19 94.7 (66.8,99.9)¢
0.530 (4044) 0.532 (4067)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR)andatleast1 symptom
consistent with COVID-19 (symptoms included: fever; new orincreased cough; new or increased shortness of breath; chills; new or
increased muscle pain; new loss of taste or smell; sore throat; diarrhea; vomiting).

*  Participants who had noevidence of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Visit 1 and
SARS-CoV-2 not detected by NAAT [nasalswab] at Visits 1 and2),andhadnegative NAAT (nasal swab) at any unscheduled
visit priorto 7 days after Dose 2 were included in the analysis.

a. N=numberofparticipants in the specified group.

b. nl=Numberofparticipants meeting the endpoint definition.

c. Totalsurveillance time in 1000 person-years for the given endpoint across all participants withineach group atrisk forthe
endpoint. Time period for COVID-19 case accrualis from 7 days after Dose 2 to the end ofthe surveillanceperiod.

d. n2=Numberofparticipants atrisk fortheendpoint.
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e. No confirmed cases were identified in participants 12to 15years of age.

f. Credible interval for VE was calculated using a beta-binomial model with a beta (0.700102, 1) prior for 6=r(1-VE)/(1+1(1-VE)),
whereris the ratio of surveillance time in theactive vaccine group over thatin the placebo group.

g. Confidenceinterval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method adjusted to the surveillance
time.

19 HOW SUPPLIED/STORAGE AND HANDLING

Pfizer-BioNTech COVID-19 Vaccine Suspension for Intramuscular Injection, Multiple Dose Vials are supplied
in a carton containing 25 multiple dose vials (NDC 59267-1000-3) or 195 multiple dose vials

(NDC 59267-1000-2). After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may state that
after dilution, a vial contains 5 doses of 0.3 mL. The information in this Full EUA Prescribing Information
regarding the number of doses per vial after dilution supersedes the number of doses stated on vial labels and
cartons.

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.
Do notrefreeze thawed vials.

Frozen Vials Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in thermal containers with dry ice.
Once received, remove the vial cartons immediately from the thermal container and store in an ultra-low
temperature freezer between -80°C to -60°C (-112°F to -76°F). Vials must be kept frozen between -80°C

to -60°C (-112°F to -76°F) and protected from light, in the original cartons, until ready to use.

If an ultra-low temperature freezer is not available, the thermal container in which the Pfizer-BioNTech
COVID-19 Vaccine arrives may be used as temporary storage when consistently re-filled to the top of the
container with dry ice. Refer to the re-icing guidelines packed in the original thermal container for instructions
regarding the use of the thermal container for temporary storage. The thermal container maintains a temperature
range of -90°C to -60°C (-130°F to -76°F). Storage within this temperature range is not considered an excursion
from the recommended storage condition.

Thawed Vials Before Dilution

Thawed Under Refrigeration

Thaw and then store undiluted vials in the refrigerator [2°C to 8°C (35°F to 46°F)] for up to 5 days (120 hours).
A carton of 25 vials or 195 vials may take up to 2 or 3 hours, respectively, to thaw in the refrigerator, whereas a
fewer number of vials will thaw in less time.

Thawed at Room Temperature
For immediate use, thaw undiluted vials at room temperature [up to 25°C (77°F)] for 30 minutes. Thawed vials
can be handled in room light conditions.

Vials must reach room temperature before dilution.

Undiluted vials may be stored at room temperature for no more than 2 hours.
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Vials After Dilution

After dilution, store vials between 2°C to 25°C (35°F to 77°F) and use within 6 hours from the time of dilution.
During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.
Any vaccine remaining in vials must be discarded after 6 hours. Do not refreeze.

20 PATIENT COUNSELING INFORMATION
Advise the recipient or caregiver to read the Fact Sheet for Recipients and Caregivers.
The vaccination provider must include vaccination information in the state/local jurisdiction’s Immunization

Information System (IIS) or other designated system. Advise recipient or caregiver that more information about
IISs can be found at: https://www.cdc.gov/vaccines/programs/iis/about.html.

21 CONTACT INFORMATION

For general questions, visit the website or call the telephone number provided below.

Website Telephone number
www.cvdvaccine.com

[m] %% m]
i L

1-877-829-2619
(1-877-VAX-CO19)

[=]

This Full EUA Prescribing Information may have been updated. For the most recent Full EUA Prescribing
Information, please see www.cvdvaccine.com.

>

Manufactured by
Pfizer Inc., New York, NY 10017

SIONT=CH

Manufactured for

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

LAB-1457-4.0

Revised: January 2021
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ANNEX

SUMMARY OF PRODUCT CHARACTERISTICS



vThis medicinal product is subject to additional monitoring. This will allow quick identification of
new safety information. Healthcare professionals are asked to report any suspected adverse reactions.
See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

Comirnaty concentrate for dispersion for injection

COVID-19 mRNA Vaccine (nucleoside modified)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

This is a multidose vial and must be diluted before use.

One vial (0.45 mL) contains 6 doses of 0.3 mL after dilution, see sections 4.2 and 6.6.

1 dose (0.3 mL) contains 30 micrograms of COVID-19 mRNA Vaccine (embedded in lipid
nanoparticles).

Single-stranded, 5’-capped messenger RNA (mRNA) produced using a cell-free in vitro transcription
from the corresponding DNA templates, encoding the viral spike (S) protein of SARS-CoV-2.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Concentrate for dispersion for injection (sterile concentrate).

The vaccine is a white to off-white frozen dispersion (pH: 6.9 - 7.9).
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Comirnaty is indicated for active immunisation to prevent COVID-19 caused by SARS-CoV-2 virus,
in individuals 16 years of age and older.

The use of this vaccine should be in accordance with official recommendations.

4.2 Posology and method of administration

Posology

Individuals 16 years of age and older
Comirnaty is administered intramuscularly after dilution as a course of 2 doses (0.3 mL each) at least
21 days apart (see sections 4.4 and 5.1).

There are no data available on the interchangeability of Comirnaty with other COVID-19 vaccines to
complete the vaccination course. Individuals who have received 1 dose of Comirnaty should receive a
second dose of Comirnaty to complete the vaccination course.

Paediatric population
The safety and efficacy of Comirnaty in children and adolescents aged less than 16 years of age have
not yet been established. Limited data are available.



Elderly population
No dosage adjustment is required in elderly individuals > 65 years of age.

Method of administration

Comirnaty should be administered intramuscularly after dilution (see section 6.6).

After dilution, vials of Comirnaty contain six doses of 0.3 mL of vaccine. In order to extract six doses
from a single vial, low dead-volume syringes and/or needles should be used. The low dead-volume
syringe and needle combination should have a dead volume of no more than 35 microlitres. If standard
syringes and needles are used, there may not be sufficient volume to extract a sixth dose from a single
vial. Irrespective of the type of syringe and needle:

. Each dose must contain 0.3 mL of vaccine.

. If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3 mL, discard the
vial and any excess volume.

. Do not pool excess vaccine from multiple vials.

The preferred site is the deltoid muscle of the upper arm.

Do not inject the vaccine intravascularly, subcutaneously or intradermally.

The vaccine should not be mixed in the same syringe with any other vaccines or medicinal products.
For precautions to be taken before administering the vaccine, see section 4.4.

For instructions regarding thawing, handling and disposal of the vaccine, see section 6.6.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

4.4 Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number
of the administered product should be clearly recorded.

General recommendations

Hypersensitivity and anaphylaxis

Events of anaphylaxis have been reported. Appropriate medical treatment and supervision should
always be readily available in case of an anaphylactic reaction following the administration of the
vaccine.

Close observation for at least 15 minutes is recommended following vaccination. A second dose of the
vaccine should not be given to those who have experienced anaphylaxis to the first dose of Comirnaty.

Anxiety-related reactions
Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related

reactions may occur in association with vaccination as a psychogenic response to the needle injection.
It is important that precautions are in place to avoid injury from fainting.



Concurrent illness

Vaccination should be postponed in individuals suffering from acute severe febrile illness or acute
infection. The presence of a minor infection and/or low-grade fever should not delay vaccination.

Thrombocytopenia and coagulation disorders

As with other intramuscular injections, the vaccine should be given with caution in individuals
receiving anticoagulant therapy or those with thrombocytopenia or any coagulation disorder (such as
haemophilia) because bleeding or bruising may occur following an intramuscular administration in
these individuals.

Immunocompromised individuals

The efficacy, safety and immunogenicity of the vaccine has not been assessed in immunocompromised
individuals, including those receiving immunosuppressant therapy. The efficacy of Comimaty may be

lower in immunosuppressed individuals.

Duration of protection

The duration of protection afforded by the vaccine is unknown as it is still being determined by
ongoing clinical trials.

Limitations of vaccine effectiveness

As with any vaccine, vaccination with Comirnaty may not protect all vaccine recipients. Individuals
may not be fully protected until 7 days after their second dose of vaccine.

Excipients

This vaccine contains less than 1 mmol potassium (39 mg) per dose, that is to say essentially
‘potassium-free’.

This vaccine contains less than 1 mmol sodium (23 mg) per dose, that is to say essentially
‘sodium-free’.

4.5 Interaction with other medicinal products and other forms of interaction
No interaction studies have been performed.

Concomitant administration of Comirnaty with other vaccines has not been studied.
4.6 Fertility, pregnancy and lactation

Pregnancy

There is limited experience with use of Comirnaty in pregnant women. Animal studies do not indicate
direct or indirect harmful effects with respect to pregnancy, embryo/foetal development, parturition or
post-natal development (see section 5.3). Administration of Comimaty in pregnancy should only be
considered when the potential benefits outweigh any potential risks for the mother and foetus.

Breast-feeding

It is unknown whether Comirnaty is excreted in human milk.



Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity
(see section 5.3)

4.7 Effects on ability to drive and use machines

Comirnaty has no or negligible influence on the ability to drive and use machines. However, some of
the effects mentioned under section 4.8 may temporarily affect the ability to drive or use machines.

4.8 Undesirable effects

Summary of safety profile

The safety of Comirnaty was evaluated in participants 16 years of age and older in 2 clinical studies
that included 21,744 participants that have received at least one dose of Comirnaty.

In Study 2, a total of 21,720 participants 16 years of age or older received at least 1 dose of Comirnaty
and a total of 21,728 participants 16 years of age or older received placebo (including 138 and

145 adolescents 16 and 17 years of age in the vaccine and placebo groups, respectively). A total of
20,519 participants 16 years of age or older received 2 doses of Comirnaty.

At the time of the analysis of Study 2, a total of 19,067 (9,531 Comirnaty and 9,536 placebo)
participants 16 years of age or older were evaluated for safety for at least 2 months after the second
dose of Comirnaty. This included a total of 10,727 (5,350 Comirnaty and 5,377 placebo) participants
16 to 55 years of age and a total of 8,340 (4,181 Comirnaty and 4,159 placebo) participants 56 years
and older.

The most frequent adverse reactions in participants 16 years of age and older were injection site pain
(> 80%), fatigue (> 60%), headache (> 50%), myalgia and chills (> 30%), arthralgia (> 20%), pyrexia
and injection site swelling (> 10%) and were usually mild or moderate in intensity and resolved within
a few days after vaccination. A slightly lower frequency of reactogenicity events was associated with
greater age.

Tabulated list of adverse reactions from clinical studies

Adverse reactions observed during clinical studies are listed below according to the following
frequency categories:

Very common (> 1/10),

Common (> 1/100 to < 1/10),

Uncommon (> 1/1,000 to < 1/100),

Rare (> 1/10,000 to < 1/1,000),

Very rare (< 1/10,000),

Not known (cannot be estimated from the available data).



Table1:  Adverse reactions from Comirnaty clinical trials

Not known
System Organ Very Common Uncommon Rare (.cannot be
Class common | (=1/100 to (=1/1,000 to (=1/10,000 | estimated from
=1/10) <1/10) <1/100) to <1/1,000) | the available
data)
Blood and Lymphadenopathy
lymphatic
system disorders
Immune system Anaphylaxis;
disorders hypersensitivity
Psychiatric Insomnia
disorders
Nervous system | Headache Acute
disorders peripheral
facial
paralysis’

Gastrointestinal Nausea
disorders
Musculoskeletal | Arthralgia; Pain in extremity
and connective | myalgia
tissue disorders
General Injection Injection Malaise; injection
disorders and site pain; site redness | site pruritus
administration fatigue;
site conditions chills;

pyrexia*;

injection

site

swelling

* A higher frequency of pyrexia was observeda fter the 2™ dose.

¥ Throughoutthe safety follow-upperiodto date, acute peripheral facial paralysis (or palsy) was reported by
fourparticipants in the COVID-19mRNA Vaccine group. Onset was Day 37 after Dose 1 (participant did not
receive Dose 2) and Days 3,9,and 48 after Dose 2. No cases ofacute peripheral facial paralysis (or palsy)
were reported in the placebo group.

The safety profile in 545 subjects receiving Comirnaty, that were seropositive for SARS-CoV-2 at
baseline, was similar to that seen in the general population.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V and include batch/Lot number if available.

4.9 Overdose

Overdose data is available from 52 study participants included in the clinical trial that due to an error
in dilution received 58 micrograms of Comirnaty. The vaccine recipients did not report an increase in
reactogenicity or adverse reactions.

In the event of overdose, monitoring of vital functions and possible symptomatic treatment is
recommended.



5.  PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: vaccines, other viral vaccines, ATC code: J07BX03

Mechanism of action

The nucleoside-modified messenger RNA in Comirnaty is formulated in lipid nanoparticles, which
enable delivery of the non replicating RNA into host cells to direct transient expression of the
SARS-CoV-2 S antigen. The mRNA codes for membrane-anchored, full-length S with two point
mutations within the central helix. Mutation of these two amino acids to proline locks S in an
antigenically preferred prefusion conformation. The vaccine elicits both neutralizing antibody and
cellular immune responses to the spike (S) antigen, which may contribute to protection against
COVID-19.

Efficacy

Study 2 is a multicentre, multinational, Phase 1/2/3 randomised, placebo-controlled, observer-blind
dose-finding, vaccine candidate selection and efficacy study in participants 12 years of age and older.
Randomisation was stratified by age: 12 through 15 years of age, 16 through 55 years of age, or

56 years of age and older, with a minimum of 40% of participants in the > 56-year stratum. The study
excluded participants who were immunocompromised and those who had previous clinical or
microbiological diagnosis of COVID-19. Participants with pre-existing stable disease, defined as
disease not requiring significant change in therapy or hospitalization for worsening disease during the
6 weeks before enrolment, were included as were participants with known stable infection with human
immunodeficiency virus (HIV), hepatitis C virus (HCV) or hepatitis B virus (HBV). At the time of the
analysis of Study 2, information presented is based on participants 16 years and older.

Efficacy in participants 16 years of age and older

In the Phase 2/3 portion, approximately 44,000 participants were randomised equally and were to
receive 2 doses of COVID-19 mRNA Vaccine or placebo separated by 21 days. The efficacy analyses
included participants that received their second vaccination within 19 to 42 days after their first
vaccination. Participants are planned to be followed for up to 24 months after Dose 2, for assessments
of safety and efficacy against COVID-19. In the clinical study, participants were required to observe a
minimum interval of 14 days before and after administration of an influenza vaccine in order to
receive either placebo or COVID-19 mRNA Vaccine. In the clinical study, participants were required
to observe a minimum interval of 60 days before or after receipt of blood/plasma products or
immunoglobulins within through conclusion of the study in order to receive either placebo or
COVID-19 mRNA Vaccine.

The population for the analysis of the primary efficacy endpoint included, 36,621 participants 12 years
of age and older (18,242 in the COVID-19 mRNA Vaccine group and 18,379 in the placebo group)
who did not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose.
In addition, 134 participants were between the ages of 16 to 17 years of age (66 in the COVID-19
mRNA Vaccine group and 68 in the placebo group) and 1616 participants 75 years of age and older
(804 in the COVID-19 mRNA Vaccine group and 812 in the placebo group).

Efficacy against COVID-19

At the time of the primary efficacy analysis, participants had been followed for symptomatic
COVID-19 for in total 2,214 person-years for the COVID-19 mRNA Vaccine and in total
2,222 person-years in the placebo group.

There were no meaningful clinical differences in overall vaccine efficacy in participants who were at
risk of severe COVID-19 including those with 1 or more comorbidities that increase the risk of severe
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COVID-19 (e.g. asthma, body mass index (BMI) > 30 kg/m?, chronic pulmonary disease, diabetes
mellitus, hypertension).

The vaccine efficacy information is presented in Table 2.
Table2: Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2, by age

subgroup — participants without evidence of infection prior to 7 days after Dose 2 —
evaluable efficacy (7 days) population

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior
SARS-CoV-2 infection*

COVID-19 mRNA Placebo
Vaccine
Subgroup Z;fésl o8 ;;SSe’S 25 V%ccineoefficafcy
nlb alb % (95% CI)
Surveillance time® Surveillance time®
(n2) (n29)
All subjects® 8 162
2.214 (17,411) 2.222 (17,511) 95.0(90.0,97.9)
16 to 64 years 7 143
1.706 (13,549) 1.710 (13,618) 95.1(89.6, 98.1)
65 years and older 1 19
0.508 (3848) 0.511 (3880) 94.7 (66.7, 99.9)
65 to 74 years 1 14
0.406 (3074) 0.406 (3095) 92.9(53.1,99.8)
75 years and older 0 5
0.102 (774) 0.106 (785) 100.0 (-13.1, 100.0)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR)and
atleast 1 symptom consistentwith COVID-19[*Case definition: (atleast 1 of) fever,new orincreased cough,
new orincreased shortness of breath, chills, new orincreased muscle pain, new loss of taste orsmell, sore
throat, diarrhoea or vomiting,. ]

*  Participants who had no serological or virological evidence (priorto 7 days afterreceiptof the last dose) of

past SARS-Co V-2 infection (i.e., N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not

detected by nucleic acid amplificationtests (NAAT) [nasalswab]at Visits 1 and2),andhadnegative

NAAT (nasalswab)at any unscheduled visit prior to 7 daysafter Dose 2 were included in the analysis.

N =numberofparticipants in the specified group.

nl =Number ofparticipants meeting the endpointdefinition.

c. Totalsurveillance time in 1000 person-years for the given endpoint across all subjects within each groupat
risk forthe endpoint. Time period for COVID-19 case accrualis from 7 days after Dose 2 to theend ofthe
surveillance period.

d. n2=Numberofsubjects atrisk fortheendpoint.

No confirmed cases were identified in participants 12to 15 years ofage.

Confidenceinterval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method adjusted

to the surveillance time. CI notadjusted for multiplicity.

e

o

In the second primary analysis, compared to placebo, efficacy of COVID-19 mRNA Vaccine in
participants from first COVID-19 occurrence from 7 days after Dose 2 compared to participants with
or without evidence of prior infection with SARS-CoV-2 was 94.6% (95% credible interval of 89.9%
to 97.3%) in participants 16 years of age and older.

Additionally, subgroup analyses of the primary efficacy endpoint showed similar efficacy point
estimates across genders, ethnic groups, and participants with medical comorbidities associated with
high risk of severe COVID-19.



Paediatric population

The European Medicines Agency has deferred the obligation to submit the results of studies with
Comirnaty in the paediatric population in prevention of COVID-19 (see section 4.2 for information on
paediatric use).

This medicinal product has been authorised under a so-called ‘conditional approval’ scheme. This
means that further evidence on this medicinal product is awaited. The European Medicines Agency
will review new information on this medicinal product at least every year and this SmPC will be
updated as necessary.

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Non-clinical data reveal no special hazard for humans based on conventional studies of repeat dose
toxicity and reproductive and developmental toxicity.

General toxicity

Rats intramuscularly administered Comirnaty (receiving 3 full human doses once weekly, generating
relatively higher levels in rats due to body weight differences) demonstrated some injection site
oedema and erythema and increases in white blood cells (including basophils and eosinophils)
consistent with an inflammatory response as well as vacuolation of portal hepatocytes without
evidence of liver injury. All effects were reversible.

Genotoxicity/Carcinogenicity

Neither genotoxicity nor carcinogenicity studies were performed. The components of the vaccine (lipids
and mRNA) are not expected to have genotoxic potential.

Reproductive toxicity

Reproductive and developmental toxicity were investigated in rats in a combined fertility and
developmental toxicity study where female rats were intramuscularly administered Comirnaty prior to
mating and during gestation (receiving 4 full human doses that generate relatively higher levels in rat
due to body weight differences, spanning between pre-mating day 21 and gestational day 20).
SARS-CoV-2 neutralizing antibody responses were present in maternal animals from prior to mating
to the end of the study on postnatal day 21 as well as in foetuses and offspring. There were no
vaccine-related effects on female fertility, pregnancy, or embryo-foetal or offspring development. No
Comirnaty data are available on vaccine placental transfer or excretion in milk.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

((4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate) (ALC-0315)
2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide (ALC-0159)
1,2-Distearoyl-sn-glycero-3-phosphocholine (DSPC)

Cholesterol

Potassium chloride

Potassium dihydrogen phosphate

Sodium chloride



Disodium phosphate dihydrate
Sucrose
Water for injections

6.2 Incompatibilities

This medicinal product must not be mixed with other medicinal products except those mentioned in
section 6.6.

6.3 Shelflife
Unopened vial
6 months at -90 °C to -60 °C.

Once removed from the freezer, the unopened vaccine can be stored for up to 5 days at 2 °Cto 8 °C,
and up to 2 hours at temperatures up to 30 °C, prior to use.

Once thawed, the vaccine should not be re-frozen.

Closed-lid vial trays containing 195 vials removed from frozen storage (< -60 °C) may be at room
temperature (<25 °C) for up to 5 minutes for transfer between ultra-low-temperature environments.
After vial trays are returned to frozen storage following room temperature exposure, they must remain

in frozen storage for at least 2 hours before they can be removed again.

Diluted medicinal product

Chemical and physical in-use stability has been demonstrated for 6 hours at 2 °C to 30 °C after dilution
in sodium chloride 9 mg/mL (0.9%) solution for injection. From a microbiological point of view, the
product should be used immediately. If not used immediately, in-use storage times and conditions are
the responsibility of the user.

6.4 Special precautions for storage

Store in a freezer at -90 °C to -60 °C.

Store in the original package in order to protect from light.

During storage, minimise exposure to room light, and avoid exposure to direct sunlight and ultraviolet
light.

Thawed vials can be handled in room light conditions.

When you are ready to thaw or use the vaccine

. Open-lid vial trays, or vial trays containing less than 195 vials removed from frozen storage
(<-60 °C) may be at room temperature (< 25 °C) for up to 3 minutes to remove vials or for
transfer between ultra-low-temperature environments.

. Once a vial is removed from the vial tray, it should be thawed for use.

. After vial trays are returned to frozen storage following room temperature exposure, they must

remain in frozen storage for at least 2 hours before they can be removed again.
For storage conditions after thawing and dilution of the medicinal product, see section 6.3.

6.5 Nature and contents of container

2 mL clear multidose vial (type I glass) with a stopper (synthetic bromobutyl rubber) and a flip-off
plastic cap with aluminium seal. Each vial contains 6 doses, see section 6.6.

Pack size: 195 vials
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6.6 Special precautions for disposal and other handling

Handling instructions

Comirnaty should be prepared by a healthcare professional using aseptic technique to ensure the

sterility of the prepared dispersion.

THAWING PRIOR TO DILUTION

No more than
2 hours at
room

temperature
(up to 30°C)

\\

J

The multidose vial is stored frozen and
must be thawed prior to dilution.
Frozen vials should be transferred to an
environment of 2 °C to 8 °C to thaw; a
195 vial pack may take 3 hours to thaw.
Alternatively, frozen vials may also be
thawed for 30 minutes at temperatures
up to 30 °C for immediate use.

Allow the thawed vial to come to room
temperature and gently invert it

10 times prior to dilution. Do not shake.
Prior to dilution, the thawed dispersion
may contain white to off-white opaque
amorphous particles.

DILUTION

1.8 mL 0of 0.9% sodium chloride
injection

The thawed vaccine must be diluted in
its original vial with 1.8 mL sodium
chloride 9 mg/mL (0.9%) solution for
injection, using a 21 gauge or narrower
needle and aseptic techniques.
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Pull back plunger to 1.8 mL to
remove air from vial

Equalise vial pressure before removing
the needle from the vial stopper by
withdrawing 1.8 mL air into the empty
diluent syringe.

Gently x 10

Gently invert the diluted dispersion

10 times. Do not shake.

The diluted vaccine should present as
an off-white dispersion with no
particulates visible. Discard the diluted
vaccine if particulates or discolouration
are present.

12




e The diluted vials should be marked
with the appropriate date and time.

¢ Do not freeze or shake the diluted
dispersion. If refrigerated, allow the
diluted dispersion to come to room
temperature prior to use.

Record appropriate date and time.
Use within 6 hours after dilution

PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF COMIRNATY

e After dilution, the vial contains

0.3 mL diluted 2.25 mL from which 6 doses of 0.3 mL
can be extracted.

e Using aseptic technique, cleanse the
vial stopper with a single-use antiseptic
swab.

e  Withdraw 0.3 mL of Comirnaty.

vaccine

Low dead-volume syringes and/or
needles should be used in order to
extract 6 doses from a single vial. The
low dead-volume syringe and needle
combination should have a dead
volume of no more than 35 microlitres.

[f standard syringes and needles are
used, there may not be sufficient
volume to extract a sixth dose from a
single vial.

e Each dose must contain 0.3 mL of
vaccine.

e [fthe amount of vaccine remaining in
the vial cannot provide a full dose of
0.3 mL, discard the vial and any excess
volume.

e Discard any unused vaccine within
6 hours after dilution.

Disposal

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.
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7. MARKETING AUTHORISATION HOLDER
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 90840

Fax: +49 6131 9084390

info@biontech.de

8. MARKETING AUTHORISATION NUMBER(S)

EU/1/20/1528

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 21 December 2020

10. DATE OF REVISION OF THE TEXT

{DD Month YYYY}

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.eu.
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ANNEX I

MANUFACTURERS OF THE BIOLOGICAL ACTIVE
SUBSTANCES AND MANUFACTURERS RESPONSIBLE
FOR BATCH RELEASE

CONDITIONS OR RESTRICTIONS REGARDING SUPPLY
AND USE

OTHER CONDITIONS AND REQUIREMENTS OF THE
MARKETING AUTHORISATION

CONDITIONS OR RESTRICTIONS WITH REGARD TO
THE SAFE AND EFFECTIVE USE OF THE MEDICINAL
PRODUCT

SPECIFIC OBLIGATION TO COMPLETE

POST-AUTHORISATION MEASURES FOR THE
CONDITIONAL MARKETING AUTHORISATION
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A. MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCES AND
MANUFACTURERS RESPONSIBLE FOR BATCH RELEASE

Name and address of the manufacturers of the biological active substance(s)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

Germany

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

USA

Name and address of the manufacturers responsible for batch release

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Belgium

The printed package leaflet of the medicinal product must state the name and address of the
manufacturer responsible for the release of the concerned batch.

In view of the declared Public Health Emergency of International Concern and in order to ensure early
supply this medicinal product is subject to a time-limited exemption allowing reliance on batch control
testing conducted in the registered site(s) that are located in a third country. This exemption ceases to
be valid on 31 August 2021. Implementation of EU based batch control arrangements, including the
necessary variations to the terms of the marketing authorisation, has to be completed by

31 August 2021 at the latest, in line with the agreed plan for this transfer of testing. Progress reports
have to be submitted on 31 March 2021 and included in the annual renewal application.

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE
Medicinal product subject to medical prescription.
. Official batch release

In accordance with Article 114 of Directive 2001/83/EC, the official batch release will be undertaken
by a state laboratory or a laboratory designated for that purpose.

16



C. OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING

AUTHORISATION

. Periodic safety update reports (PSURs)

The requirements for submission of PSURSs for this medicinal product are set out in the list of
Union reference dates (EURD list) provided for under Article 107¢(7) of Directive 2001/83/EC

and any subsequent updates published on the European medicines web-portal.

The marketing authorisation holder (MAH) shall submit the first PSUR for this product within

6 months following authorisation.

D. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND

EFFECTIVE USE OF THE MEDICINAL PRODUCT

. Risk management plan (RMP)

The marketing authorisation holder (MAH) shall perform the required pharmacovigilance
activities and interventions detailed in the agreed RMP presented in Module 1.8.2 of the

marketing authorisation and any agreed subsequent updates of the RMP.

An updated RMP should be submitted:
. At the request of the European Medicines Agency;

. Whenever the risk management system is modified, especially as the result of new information
being received that may lead to a significant change to the benefit/risk profile or as the result of
an important (pharmacovigilance or risk minimisation) milestone being reached.

E. SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION MEASURES

FOR THE CONDITIONAL MARKETING AUTHORISATION

This being a conditional marketing authorisation and pursuant to Article 14-a of Regulation (EC) No
726/2004, the MAH shall complete, within the stated timeframe, the following measures:

Description Due date

In order to complete the characterisation of the active substance and finished July 2021.

product, the MAH should provide additional data. Interim reports:
31 March 2021

In order to ensure consistent product quality, the MAH should provide July 2021.

additional information to enhance the control strategy, including the active Interim reports:

substance and finished product specifications. March 2021

In order to confirm the consistency of the finished product manufacturing March 2021

process, the MAH should provide additional validation data.

In order to confirm the purity profile and ensure comprehensive quality control | July 2021.

and batch-to-batch consistency throughout the lifecycle of the finished product, | Interim reports:

the MAH should provide additional information about the synthetic process and | January 2021,

control strategy for the excipient ALC-0315. April 2021

In order to confirm the purity profile and ensure comprehensive quality control | July 2021.

and batch-to-batch consistency throughout the lifecycle of the finished product, | Interim reports:

the MAH should provide additional information about the synthetic process and | January 2021,

control strategy for the excipient ALC-0159. April 2021

17




Description Due date

In order to confirm the efficacy and safety of Comirnaty, the MAH should December 2023
submit the final Clinical Study Report for the randomized, placebo-controlled,
observer-blind study C4591001.
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ANNEX III

LABELLING AND PACKAGE LEAFLET
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A. LABELLING
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PARTICULARS TO APPEAR ON THE OUTER PACKAGING

CARTON BOX LABEL

| 1. NAME OF THE MEDICINAL PRODUCT

COMIRNATY concentrate for dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)

2. STATEMENT OF ACTIVE SUBSTANCE(S)

After dilution each vial contains 6 doses of 0.3 mL.

3.  LIST OF EXCIPIENTS

Excipients: ALC-0315, ALC-0159, DSPC, cholesterol, potassium chloride, potassium dihydrogen
phosphate, sodium chloride, disodium phosphate dihydrate, sucrose, water for injections

| 4. PHARMACEUTICAL FORM AND CONTENTS

Concentrate for dispersion for injection
195 multidose vials

5. METHOD AND ROUTE(S) OF ADMINISTRATION

Intramuscular use after dilution.
Read the package leaflet before use.

Scan QR code for more information.

Dilute before use: Dilute each vial with 1.8 mL sodium chloride 9 mg/mL (0.9%) solution for
injection.

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OF THE SIGHT AND REACH OF CHILDREN

Keep out of the sight and reach of children.

| 7. OTHER SPECIAL WARNING(S), IF NECESSARY

| 8. EXPIRY DATE

EXP
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9. SPECIAL STORAGE CONDITIONS

Storage:
Prior to dilution, store at -90 °C to -60 °C in the original package in order to protect from light.
After dilution, store the vaccine at 2 °C to 30 °C and use within 6 hours. Discard any unused vaccine.

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, Germany

| 12. MARKETING AUTHORISATION NUMBER(S)

EU/1/20/1528

| 13. BATCH NUMBER

LOT

| 14. GENERAL CLASSIFICATION FOR SUPPLY

| 15. INSTRUCTIONS ON USE

| 16. INFORMATION IN BRAILLE

Justification for not including Braille accepted.

17. UNIQUE IDENTIFIER - 2D BARCODE

2D barcode carrying the unique identifier included.

| 18. UNIQUE IDENTIFIER - HUMAN READABLE DATA

PC
SN
NN
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

VIAL LABEL

| 1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION

COMIRNATY sterile concentrate
COVID-19 mRNA Vaccine
IM

| 2.  METHOD OF ADMINISTRATION

|3. EXPIRY DATE

EXP

4. BATCH NUMBER

LOT

| 5. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

6 doses after dilution

6. OTHER

Discard date/time:
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B. PACKAGE LEAFLET
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Package leaflet: Information for the user

Comirnaty concentrate for dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)

vThis medicine is subject to additional monitoring. This will allow quick identification of new
safety information. You can help by reporting any side effects you may get. See the end of section 4
for how to report side effects.

Read all of this leaflet carefully before you receive this vaccine because it contains important
information for you.

. Keep this leaflet. You may need to read it again.
. If you have any further questions, ask your doctor, pharmacist or nurse.
. If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible

side effects not listed in this leaflet. See section 4.

What is in this leaflet

1. What Comirnaty is and what it is used for

2. What you need to know before you receive Comirnaty
3.  How Comirnaty is given

4. Possible side effects

5. How to store Comirnaty

6. Contents of the pack and other information

1.  What Comirnaty is and what it is used for
Comirnaty is a vaccine used for preventing COVID-19 caused by SARS-CoV-2 virus.
Comirnaty is given to adults and adolescents from 16 years of age and older.

The vaccine causes the immune system (the body’s natural defences) to produce antibodies and blood
cells that work against the virus, so giving protection against COVID-19.

As Comirnaty does not contain the virus to produce immunity, it cannot give you COVID-19.

2.  What you need to know before you receive Comirnaty

Comirnaty should not be given

. if you are allergic to the active substance or any of the other ingredients of this medicine (listed
in section 6)

Warnings and precautions
Talk to your doctor, pharmacist or nurse before you are given the vaccine if:

. you have ever had a severe allergic reaction or breathing problems after any other vaccine
injection or after you were given Comirnaty in the past.

o you have ever fainted following any needle injection.

o you have a severe illness or infection with high fever. However, you can have your vaccination
if you have a mild fever or upper airway infection like a cold.

o you have a bleeding problem, you bruise easily or you use a medicine to prevent blood-clots.

o you have a weakened immune system, because of a disease such as HIV infection or a medicine

such as corticosteroid that affects your immune system

As with any vaccine, the 2-dose vaccination course of Comirnaty may not fully protect all those who
receive it and it is not known how long you will be protected.
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Children and adolescents
Comirnaty is not recommended for children aged under 16 years.

Other medicines and Comirnaty
Tell your doctor or pharmacist if you are using, have recently used or might use any other medicines
or have recently received any other vaccine.

Pregnancy and breast-feeding
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor or pharmacist for advice before you receive this vaccine.

Driving and using machines

Some of the effects of vaccination mentioned in section 4 (Possible side effects) may temporarily
affect your ability to drive or use machines. Wait until these effects have worn off before you drive or
use machines.

Comirnaty contains potassium and sodium
This vaccine contains less than 1 mmol potassium (39 mg) per dose, that is to say essentially
‘potassium-free’.

This vaccine contains less than 1 mmol sodium (23 mg) per dose, that is to say essentially
‘sodium-free’.

3. How Comirnaty is given

Comirnaty is given after dilution as an injection of 0.3 mL into a muscle of your upper arm.
You will receive 2 injections, given at least 21 days apart.

After the first dose of Comirnaty, you should receive a second dose of the same vaccine after 21 days
to complete the vaccination course.

If you have any further questions on the use of Comirnaty, ask your doctor, pharmacist or nurse.

4. Possible side effects
Like all vaccines, Comirnaty can cause side effects, although not everybody gets them.

Very common side effects: may affect more than 1 in 10 people
injection site: pain, swelling

tiredness

headache

muscle pain

joint pain

chills, fever

Common side effects: may affect up to 1 in 10 people
. injection site redness
o nausea
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Uncommon side effects: may affect up to 1 in 100 people
. enlarged lymph nodes

feeling unwell

pain in limb

insomnia

injection site itching

Rare side effects: may affect up to 1 in 1,000 people
. temporary one sided facial drooping

Not known (cannot be estimated from the available data)
. severe allergic reaction

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the national reporting
system listed in Appendix V and include batch/Lot number if available. By reporting side effects you
can help provide more information on the safety of this medicine.

5. How to store Comirnaty

Keep this medicine out of the sight and reach of children.

The following information about storage, expiry and use and handling is intended for healthcare
professionals.

Do not use this medicine after the expiry date which is stated on the carton and label after EXP. The
expiry date refers to the last day of that month.

Store in freezer at -90 °C to -60 °C.

Store in the original package in order to protect from light.

After thawing, the vaccine should be diluted and used immediately. However, in-use stability data
have demonstrated that once removed from freezer, the undiluted vaccine can be stored for up to
Sdays at2 °Cto 8 °C, or up to 2 hours at temperatures up to 30 °C, prior to use.

After dilution, store the vaccine at 2 °C to 30 °C and use within 6 hours. Discard any unused vaccine.

Once removed from the freezer and diluted, the vials should be marked with the new discard date and
time. Once thawed, the vaccine cannot be re-frozen.

Do not use this vaccine if you notice particulates in the dilution or discolouration.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.
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6.  Contents of the pack and other information

What Comirnaty contains
° The active substance is COVID-19 mRNA Vaccine. After dilution, the vial contains 6 doses
of 0.3 mL with 30 micrograms mRNA each.
. The other ingredients are:
—  ((4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate) (ALC-0315)
—  2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide (ALC-0159)
— 1,2-Distearoyl-sn-glycero-3-phosphocholine (DSPC)
— cholesterol
— potassium chloride
— potassium dihydrogen phosphate
— sodium chloride
— disodium phosphate dihydrate
—  sucrose
— water for injections

What Comirnaty looks like and contents of the pack
The vaccine is a white to off-white dispersion (pH: 6.9 - 7.9) provided in a multidose vial of 6 doses in
a 2 mL clear vial (type I glass), with a rubber stopper and a flip-off plastic cap with aluminium seal.

Pack size: 195 vials

Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 90840

Fax: +49 6131 9084390
info@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Belgium

For any information about this medicine, please contact the local representative of the Marketing
Authorisation Holder:

Belgié/Belgique/Belgien Lietuva

Luxembourg/Luxemburg Pfizer Luxembourg SARL filialas Lietuvoje
Pfizer S.A./N.V. Tel. +370 52 51 4000

Tél/Tel: +32 (0)2 55462 11

Bbobiarapus Magyarorszag

[aiizep JTrokcemoOypr CAPJI, Kiton Pfizer Kft

Bwnrapus Tel: +36 1488 3700

Ten: +3592 9704333
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Ceska republika
Pfizer, spol. st.o0.
Tel: +420283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EALGda
Pfizer EALGC ALE.
TnA.: +30210 6785 800

Espaiia
Pfizer, S.L.
Telf:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 13908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161

island
Icepharma hf
Simi: +354 540 8000

Italia
Pfizer S.r.1.
Tel: 4390633 18 21

Kvrpog
Pfizer EALGG A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel.: +371 670 35775

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich

Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.o0.
Tel.: +48 22 335 61 00

Portugal

Pfizer Biofarmacéutica, Sociedade Unipessoal
Lda

Tel: +351 21 423 5500

Roménia
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 33555500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom (Northern Ireland)
Pfizer Limited
Tel: +44 (0) 1304 616161



This leaflet was last revised in {MM/YYYY}
This medicine has been given ‘conditional approval’. This means that there is more evidence to come
about this medicine. The European Medicines Agency will review new information on this medicine

at least every year and this leaflet will be updated as necessary.

Scan the code with a mobile device to get the package leaflet in different languages.

URL: www.comirnatyglobal.com

Detailed information on this medicine is available on the European Medicines Agency web site:
http://www.ema.europa.eu.

This package leaflet is available in all EU/EEA languages on the European Medicines Agency
website.

The following information is intended for healthcare professionals only:

Administer Comirnaty intramuscularly after dilution as a course of 2 doses (0.3 mL each) at least
21 days apart.

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number
of the administered product should be clearly recorded.

Handling instructions
Comirnaty should be prepared by a healthcare professional using aseptic technique to ensure the
sterility of the prepared dispersion.

THAWING PRIOR TO DILUTION

| e The multidose vial is stored frozen and

must be thawed prior to dilution.
No more than Frozen vials should be transferred to an
2 hours at environment of 2 °C to 8 °C to thaw; a
room 195 vial .pack may take_3 hours to thaw.
Alternatively, frozen vials may also be
temperature thawed for 30 minutes at temperatures
(llp to 30°C) up to 30 °C for immediate use.
e Allow the thawed vial to come to room
J temperature and gently invert it

10 times prior to dilution. Do not shake.

e Prior to dilution, the thawed dispersion
may contain white to off-white opaque
amorphous particles.
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DILUTION

e The thawed vaccine must be diluted in
its original vial with 1.8 mL sodium
chloride 9 mg/mL (0.9%) solution for
injection, using a 21 gauge or narrower
needle and aseptic techniques.

1.8 mL 0f 0.9% sodium chloride
injection

e Equalise vial pressure before removing
the needle from the vial stopper by
withdrawing 1.8 mL air into the empty
diluent syringe.

Pull back plunger to 1.8 mL to
remove air from vial
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Gently x 10

Gently invert the diluted dispersion

10 times. Do not shake.

The diluted vaccine should present as
an off-white dispersion with no
particulates visible. Discard the diluted
vaccine if particulates or discolouration
are present.

Bate / Time:

Record appropriate date and time.
Use within 6 hours after dilution

The diluted vials should be marked
with the appropriate date and time.
Do not freeze or shake the diluted
dispersion. If refrigerated, allow the
diluted dispersion to come to room
temperature prior to use.
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PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF COMIRNATY

0.3 mL diluted
vaccine

After dilution, the vial contains

2.25 mL from which 6 doses of 0.3 mL
can be extracted.

Using aseptic technique, cleanse the
vial stopper with a single-use antiseptic
swab.

Withdraw 0.3 mL of Comirnaty.

Low dead-volume syringes and/or
needles should be used in order to
extract 6 doses from a single vial. The
low dead-volume syringe and needle
combination should have a dead
volume of no more than 35 microlitres.

[f standard syringes and needles are
used, there may not be sufficient
volume to extract a sixth dose from a
single vial.

Each dose must contain 0.3 mL of
vaccine.

If the amount of vaccine remaining in
the vial cannot provide a full dose of
0.3 mL, discard the vial and any excess
volume.

Discard any unused vaccine within

6 hours after dilution.

Disposal

Any unused medicinal product or waste material should be disposed of in accordance with local

requirements.
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ANNEX 1V

CONCLUSIONS ON THE GRANTING OF THE CONDITIONAL MARKETING
AUTHORISATION PRESENTED BY THE EUROPEAN MEDICINES AGENCY
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Conclusions presented by the European Medicines Agency on:

e Conditional marketing authorisation

The CHMP having considered the application is of the opinion that the risk-benefit balance is
favourable to recommend the granting of the conditional marketing authorisation as further
explained in the European Public Assessment Report.

35



U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

U FoERCBTOIEREEE (V7 F U EENREEE) MiJ 772 h—F

aaF A )V RRKLE 2019 (COVID-19) FEED7=8HD
PFIZER-BIONTECH COVID-19 V 7 F . OB E2H R (EUA)

KEESMERKNE (FDA) 1347&Z D Pfizer-BioNTech COVID-19 UV 7 F L OB A H A2 FF A L
77 ZOUIZF T 16U, EaxigE & L, COVID-19 DFFia By & Li-fedhsns 2t 54
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COVID-19 UV 7 F  BEfaREEE [TX 3 BB DO ER
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Pfizer-BioNTech COVID-19 V 7 F 1%, fiANEHNHBER CHY, 1003 mL 2E&5 210, 3
T I e CHEfE 4 5,

AR LOEREICBE T 2RI VW TiE, A7 77 by —baZROZE, ATV 7 27 hy—F
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M- HE
RER LB F
TRE I, BPDEA~ORE L R/RICL, EH REREINREET D Z &,

R U723 A TV FERE L2 &
fEABIDOEE A T IV

Pfizer-BioNTech COVID-19 U 27 F » OEIEIEFEH A T A DT — b lE, RIATA A% AN
NT-WEAREICASTIRRE TG & D, U7 F U %L, EDICKBARR O I— %
BOHL, -80°C~-60°C (-112°F~-76°F) OBIKIE 7 UV —HF —ICTHRET D5, A T, A
9% F T-80°C~-60°C (-112°F~-76°F) T#HifEL, #¥ L THRET D,

FBAKIR 7 U — =R X RW0GE, SHEFICHE S TO T BIEVESRO EIICERE R A
TA AL TIUE, YsFems —BEREHE L HERT s EnTE s, —HREHAL LT
WA AT 25 501F, USARSBICFAMMESN O LHBATA RIA 2B Z L,
BURERT, (REIRFE 2-90°C~-60°C (-130°F~-76°F) CHERFT 25, Z OIRFEFPHN TOMHRE X,
HELLLRAE SR & DML & 1T A 70 S 720,

FREID A T IV OIRIR
I T CORERR

INA T NV EGEEN [2°C~8°C (35°F~46°F) | TR L, MRANCEE 5 B (120 FFRE) R
BEAHZENTE D, 2534 TFERIT 195 XA TIAAD D 1 H— b o ZEBTEREN TR 5%
BA, TNENRE 2B EIL3RMZET D, A TIAOREN D 72T E iR RN N &
fasns,

SRR T ORI

T AT 25A1E, AIRETONAL TR [25°C (77°F) LAF] T30 5 RfRRd 5, i
LN T L, BERXOT TRV ZENTE D, FRATONA TIVIRIRIC /> TW
AHZ &,

TRFTO/SA T IV ORIBARTET 2 LN &35,
FRB DAL TV

o FRIZITIANA TV E 2°C~25°C (35°F~77°F) TIR&E L, #R% 6 BELAINICHEf+ 5 =
E

o [REWIL, BPOLA~OEHZR/NRICL, EH RIS ERT D Z L,
o NATIWIIFEASTZU 7 F % 6 Bl il LI bFETET D52 &,
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BEEBIVORFrVa—

Pfizer-BioNTech COVID-19 U 7 F 1%, 1[0 03 mL 2532 [E, 3 BERE CHRNERET S,
—HDOU 7 F AEFEIZIIT D Pfizer-BioNTech COVID-19 7 7 F o L > COVID-19 U 7 F - &
DO HBNEIZR G BT — #1372, Pfizer-BioNTech COVID-19 U 7 F L O#FE % 1 Bl5 7= A

WX, —HOU I TFUEREAESE T T 572912 2[5 H @ Pfizer-BioNTech COVID-19 UV 7 F L HfE &
2T OMEND D,

FERR
AR
e Pfizer-BioNTech COVID-19 ¥ 7 F > OEEAIEEREH N1 7 /11X 045 mL OFET, BHEH|
o E IRV NG N TN D, BERERNCE AL TV EfRE LAIRT 5 2 &,

o NATIUL, HEE [2°C~8°C (35°F~46°F) ] F7-1X=IR [25°C (77°F) LATF] Cfifs
528 (19, a2 - SREB IO K] DIESH) |

o TTEOMRETIELZZDZ L,
FifR

KEFEF T (USP) 0.9%HE LT N U ¥ AERHR 1.8 mL &2 H W TS TIVNDIR Z AR L
Pfizer-BioNTech COVID-19 U 7 F » Z{#d4 %, AifR#AlE LT USP 0.9%%E kT h U & AR
DHEHEHTHZ L, ZOFRRANIV 7 F o LRSI TR W, BlEHEL 2T ud7ze
B, FREMED 0.9%HE T b U U AEFROZ OMOERANEZFEH LW &, F, AR
FNE1.8mL #2202 &,

TR %, 13470 6ES (1E03mL) DU ZFUngEnbs, A TILDOT~YLE LN
H— b AT TERE, 134 72 5ES (1FE03mL) OUZFUongEns, | L
TWAEAIEL, K777 Fyr—FDEBY 1 XA TILHT-0 ORI EZETT 5,

o TROMRBLIOMEFARFIEZZMOZ &,

WET 2021 4E 1 H 3



U FUoERRICEAT A EEEEE (VY FUoBEREES) W77y — b

FRANOMFR

=R (25°C/77°FLLT)
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fEHRNZEL T OWT D J5 15T Plizer-

BioNTech COVID-19 U 7 F > D/3A 7 )L % fFH

T 5,

o  WIHEN [2°C~8°C (35°F~46°F) ] T/
AT NERERT 5, 11— F A2k > T
HICER 3 A2 HT 2560880, MR
L7z 3 Tovids 5 A (120 BEE)
BRI D LM TED,

o ANATNEER [25°C (77°F) LLT] T30
Sy T %,

WP ORR G EEZ TS, FRENI A T

NEBERICEL, 2 ReBENIZAR L2 T e

B,

FRAGNS, VI F oA TNEDP-L Y 10 Bl
BRFNT 5,

TEH5LnZ b,

FIRBNC A TANOTRE ST 5, HIRIEAE
~F 7RV A FNOREKRTHY, Afa~F7
RIA NORERBR T EELZ ERH D,
RN L TV AEGERMORI T ARBD b D
LEIEERA LN &,

AR

0.9%HE{kF hU U &
FESHK1.8 mL

R D USP 0.9% (k) b U o AyERKZ AFT
Do FBAIE LTCZRBSMNIBERH L2 &y

NI 1.8mL OARFE FTF AT 77—

VoY Q1 7A=Y, E7T X0V ERE)
w5135,

HEERHEERTY 7 F o T A O EIER
T %,

USP 0.9% b7 b U 7 ZEFK 1.8 mL % U 7

F LN T IIINZ D,
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77 P x—%18mLAKY
ETBIEXRL, M 7LD
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INA TN BEEHR L END, 227> =/ RAl
U UPIT 1.8 mL DZEREW S| L TNA TIVE
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Pfizer-BioNTech COVID-19 U 7 F > D /3 A T )b
o< Y 10 BEEERFIT 5,

BEH LT b,
NATIVNDYT 7 F 2% mRmT 5,

U7 FNIATRUA SOBEIRIZ D, U
FUBEAL TV DHEGERRTIRWENE £h
TWAEGEIIER L2 &,

FREREERT 5,
IR olRs FREIR L7 DBESET B,

TR H I

B H ¢ % Pfizer-BioNTech COVID-19 7 7 5>
DAL T NG U EERT D,

2°C~25°C (35°F~77°F) THETHZ &,
KEADODT 7 F AXARE 6 FEfERRE L7 &
ESDHZ L,
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PFIZER-BIONTECH COVID-19 U 7 5 OfERI & 0.3 mL O¥E(i

o IERAYIZ, H[EIEHEFER T T OREN
BL, Ty RRY a2—20bn ) vroBk
ORI LT, 0.3 mL @ Pfizer-
BioNTech COVID-19 U 7 F > Z /XA T Linb v
U kBT %,

o 1FEO¥EMEIINVNT 03mL £952 &,

o NATNZFEHSTWDLEND 0.3 mL OFEMES
I TERWEAIL, TORAL TN EFERSTEN
BOIEFEST D L,

o HELICEMTLZ L,

03mLFERT 7 F

;.
e

HRERNCV Y Y VNDOU 7 F o2 B CHERT 5, VI F U3 7R T A N OBREIRIZTE 5,
HAR COMERF,

o  FHKHIRBEERERN 03 mL ThDHZ & EHHERT 5,
o MRRITDNenNZ &, BEANRNI L EMERT D,
o UIFUNEOLTWVOLGEESR TIRMENEENTWVDLEAITER LWV &,

Pfizer-BioNTech COVID-19 UV 7 F > Z i N#EFET 5,

FRE TR, 1A T2 61814r (11503 mL) @ Pfizer-BioNTech COVID-19 U 7 F L 4 ff &)
GEND, Ty RRY 22— ) U UBIOWERSAEHT LI ZET, 1 XL TIN5
6 [l DB EAZTRINT 2 Z &N TE L0, EHENRT ) OB X OERE AR LEGAE,
6 BINZHITEXRNWZ ERH 5, V) o IBIOEREIOEEA DT, UTOFHEICHE
AHZ &,

o 1 [FOPEMHEIINT 03mL 552 &,

o NATIMIIESTNDEND 03 mL DEFEREZ RN TERVEEE, TONATLE

o T-NAWIIFRETHZ &,
o BEDONRATNANERST-TIIF U EHRELAEDERNT L,

[=

Pfizer-BioNTech COVID-19 U 7 F > ORI KTTAHAEEDOT VILX—Kin (TF7 4 7% —
72 8) DBEENRSH HEITIL, Pfizer-BioNTech COVID-19 UV 7 F o M L2 W2 & GEfZ
EUA O EHRE SR

B
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Pfizer-BioNTech COVID-19 U 7 F UHEFIL \ZANMET T 7 4 T X 2 — UGB L7356, R
T LV —BO T 5 720 O B A B HICEMTE 2 L o L TR Tiidi
SYAJAN

KERWFER « TPt % — (CDC) OHA K74 (https://www.cde.gov/vaccines/covid-19/)
\ZfE > T, Pfizer-BioNTech COVID-19 U 7 F L Bl O BRI RIS S DR B Blg2 95 2 &

I INHIRIE 22 T TV A B G R4 1L, Pfizer-BioNTech COVID-19 7 7 F 1254
AHEIEREIMET L CWA RTEEME N 8 5.

Pfizer-BioNTech COVID-19 U 7 F 1%, T X_XTCDOU I F U REFEE IR LT TR R 2R 5
HO TR,
B

B R S BR TS U7~ Pfizer-BioNTech COVID-19 U 7 F U 888 1% ORI ST, TSR,
ey, SRR, FRIARE, TEIE, PBASR, RBE, HEHEAEIE, EEEAREOR, BELL, BREREB X
WU U AEHETH D GEM7e BUA O IE#R =2 )

EERSER LIS Cl, Pfizer-BioNTech COVID-19 U 7 F o OEM P ZICEE O T L L ¥ —
SOGRHE S TN D,

Pfizer-BioNTech COVID-19 UV 7 F U NIAKEH SN A L 91272 D &, S HRDEIRIGHE B D
WZR D AREMNH Y, TOFIITEER O LH DL EEZ NS,

oo 7 F L DEE

Pfizer-BioNTech COVID-19 U 7 F > Efhod U 7 F o L O RIFFEEREIC T 2 RIS ST
A

U7 F oA IS ER RS AR

Pfizer-BioNTech COVID-19 UV 7 F > 28R4 D RIS, V7 F U BEREEEIL, VI F o 8E
FRIXEONEE L TONKEED (DI F o AL L ON#EENT 777 bi— k] &
—HTAEREEZ TSR (EBI12, 7727 For— hoabv—Z#t3 450, =
7% A ; www.cvdvaccinecom ) HEZE T 77 F— N EREAFTAHLOIRESTS) |

o FDA IE, REFD Pfizer-BioNTech COVID-19 U 7 F o OBRAMH 237 LT,

o U UFUYMEFIIXF DN #ELIL, Pfizer-BioNTech COVID-19 UV 7 F L Z M4 570, #
FELRWWERINTE 5,

e Pfizer-BioNTech COVID-19 V7 F L OEEZFEHMO Y A7 B LR 7 ¢ v b, EEMNRY
ATBIORRT 4w, BROEWNNZEFNLOLOREIIRATHLZ L,

o FIHFEERRBU I F L FDY A7 X7 v MIET HIEH,
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Pfizer-BioNTech COVID-19 7 27 F @ COVID-19 (2% % REdhta)E 2 Mt L T 5 R BRI
WIZHOUWTIE, www.clinicaltrials.gov. 22RO Z &

Pfizer-BioNTech COVID-19 U 7 F > 2 M| BB 21T 5 Rt H #ftd L7V 7 F o — R
U F RS IIFONEE IR S,

T F U BEEE F I IINHEE I vosafe ICB T AEHR Y — P AL L, v-safe ~OZIMAEET Z
L, Vsafe (U 7 FUHEREENT XA M A vE—U L Web ffiEICHIZE T 5 Z & T, COVID-19
T 7 F U BEES OBENRBINIGERET 28 LWA ENRA~Y— N7 4 o _X—=ZADY — /LT
&%, V-safe TlZ CDC 78 COVID-19 U 7 F o DLW AR T 5 7- DI E MR ERM AT 5,
V-safe (21X 2 B HEEE O U~ A X —HKEES, SIIFE D COVID-19 U 7 F L HEflif% (2B K 7efdt
FE~DAB WL LI AICCDCIC L AEHRTOIA T 740 —T v T 2ZFHLNTED
HEEEN B 5, FEMIE www.cde.govivsafe ZZ RO Z L

BRAMAZFEICE-3< PFIZER-BIONTECH COVID-19 U 7 F #5808 Bk

BAEHFF IS &, RARKEMHT DY 27 8 L, Pfizer-BioNTech COVID-19 7
F o DEIEIRE T 4 v Mt 572012, DLTOEENMETH D, BalE AT T
BT, COVID-19 Oz B E L-gEEE D712, KIKFED Pfizer-BioNTech COVID-19
U7 FrOEMTLUTICRESND (TRTOEEEE I RITFIUIR 20

1. Pfizer-BioNTech COVID-19 U 7 F 1%, 16 &Ll E~DOEEENZRO HIL TV 5,

2. Pfizer-BioNTech COVID-19 UV 7 F > &4 AR, V7 FUHEMHMNEHEA L, VI F o8
FEEFIIZTONHEEIC TV F U EEEBION#EERNT 7727 by— b & —ET 5
HHR A2 TR B,

3. U FUERENEERL, N T EEREO PIAEERE W S AT A (IS) F72i3E OofEE
SNV AT DT 7 F UM REZBG L R T 5780,

4. U7 FUBREERY, V7 T UREFRRE VAT L (VAERS) ~OLLT O #H
HED
o UUTFUERER (AERREME I ENIZHDR)
o HEMAFTHEG* (V7 F U HHE L ORENMEIXM b
o MABIOVNRIZIT 5 ZIESIEAEGRE (MIS) DAEH]
ABEE T2 13T E 5 72 COVID-19 FEIEH]

7 #—ALIZFEA L, VAERS (https://vaers.hhs.gov/reporteventhtml) (24> T A > TieHT
%, VAERS ~DHEZ DN TH R — BB Z2E 11X 1-800-822-7967 (2 BT D,
[Pfizer-BioNTech COVID-19 Vaccine EUA] & W oOGEEZHREEDOHFALE Y v a L&D D
Z &,
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5. U FUBRMEEAL, U T UG, AEFESR, MABIOVNLIZEIT S MIS O
JEBF L U8 Pfizer-BioNTech COVID-19 U 7 F L 4 (2 ARt £ 72 13FETC 12 E - 72 COVID-
19 BIEBNZ BT 5 FDA 26 OF Mg OEZEIZRHST 2 ETLE A D,

CHERAEFRROERIIUTOED,

o FLIZEDHLOD
o EMEHENTHEFSR
o ABEETIIABHIMOERNLEL 2D D

o IKBIMIE T IXBAE el E - BEEER IS LD, HDHWITEE OLIEKEEZE L
SR ND)

o JEREFZKTHLOD

o HYIZREFLAVHIMNCE S EEREZNERT, VI F U BEREELGHEIZILT Y
DO, BIXOERIORLEZX D RERIFE 25700 K 5 IR F 72 134 VB AL E 2 38 b
T5HD

VAERS B X7 7 4 F—(E~DZF DM OB EERRE
T 7 F AL, Bl ORI S W TR W DDA EE SR & VAERS ICHE
THEEND D,

AT oY, £7-I1XVAERS 74+ —2Dabt™—% 7 7 A P —thIciE it 25 2 Ll kv, AJReER
FHET, AEERE 7 AVt L,

=791 b FAX &5 BREES
www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985
Z DL DOER

—RAIRBERINZOWTE, Ty =79 A 22T 50, EFETHWEDED Z L,

O Pfizer-BioNTech COVID-19 V2 F L D7 7 7 h— NMIT 7 & A$5121%, LIFICRT
QR I— R&EAXF YT 5HZ &,

Ja—SVy =7 A b BREES

www.cvdvaccine.com

1-877-829-2619
(1-877-VAX-CO19)
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MAFRERREY 7 F

COVID-19 % P T 272D KGR I NI T 7 F 13780, o COVID-19 U 7 F 122\ C
L, BB G STz, BEEHT N SWCRIHTE 2R H 5,

B SME A RF R SEAT DMERR

REEEAA RS (HHS) 1%, COVID-19 O/ 30F 2w 71281 5 EHK L E X OVEYF#R0 A0 B
S Z R4 LT 2 AREAE LORSFERELZES L, ZhE%F T, FDA L 16 Ll % x5
F L L, COVID-19 DT[hia By & LIZRBEIRE DT DT, KAKGEZE Pfizer-BioNTech COVID-19
T 0T OBRBERETA LT,

FDA %, Pfizer-BioNTech LD EiEB L OMEH SNz T — X IZHES &, BEMHZF T LT,

ANFARELRBZAERITIESN TWEHD0, BN TELN TV ARZENTET A E2RE
LI 5 &, 3672 BUA O IEHRICHTE S TS X 912, Pfizer-BioNTech COVID-19
T 7 F I E 2 \ZF1F D COVID-19 D FRHIICHE THDHEEZEZDDONEHETH D,

Pfizer-BioNTech COVID-19 UV 7 > OB 2 HFF AL, Tz IEXbT 2 RUBTFEL RN &
HHS 23 L7238, R4 Y 7 F okl sh, BABERHTFANDITRREL 2D L)
RO AL S > T3 IT T+ 5,

B TR AN B9 25OV TiE, FDA @7 = 71 b https://www.fda.gov/emergency-
preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization %
ZROZ L,

v - =T/ N

e~ 1 77 A (CICP) 1%, FFEDEFHIRIRIZE BRI EZZ T A2 L, ERICHE
HT 58 OMOREEDE M A2 MilET 2 KEELBIF O T 0 77 A Th D, EFHIXIE L
1%, AREE EORSGEEE T IXLLRE EOBBRORERNCERZ TR, W, F76%
THLEDITREDD 7 F o, EHES, ERES, EE32otmoMBZ2EHT5Z 2T,

COVID-19 % T P59 5 7= 415 Pfizer-BioNTech COVID-19 U 7 5 (ZB89 % CICP DFf
AZDOUNTIE, www.hrsa.gov/cicp (27 7 B AT 50, E A—/L (cicp@hrsa.gov) F7-13HEZE (1-
855-266-2427) 1T CEAKETH L,

>

RE¥E
Pfizer Inc., New York, NY 10017

SIONT=CH
RUERE
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BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, Germany

LAB-1450-4.0

oLET 2021 £ 1 H
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WET 2021 4E 1 H

11



U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

A BRAMFEHTF (EUA) DG ER
PFIZER-BIONTECH COVID-19 7 7 5
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MBI (EUA) O ER

1. A
Pfizer-BioNTech COVID-19 U 7 F 1%, 16 mlh Eaxf5#E & L, EIEQVEMRIMERTE=2 o
F AV A 2 (SARS-CoV-2) IZERT 25 2T v A )L ARKYYE 2019 (COVID-19) OFB5% H
M & LB E D=z, BAERFFRT (BEUA) IZHESEFEHANRO LTINS,
2. - A&
155 A N TS 0D
2.1. HEFE O HEE
A AR

e Pfizer-BioNTech COVID-19 U 7 F > O#EELAIBEFEFH /N4 7 /W1E 045 mL OEET, BHEHA

T F WSRO E I CW D, BRSNS T A ERR LAIRT 5 2 &,

o ANATNE, BEE [2°C~8°C (35°F~46°F) 1 F7-ix==iE [25°C (77°F) LLTF] TR
52 & (119 @ - REBIOED HFV ] DIEZH) |

o [ROMERFIEEZZHROZ L,

o KEHKFS (USP) 0.9%th b7 vV 7 LS 1.8 mL & W T3, T IVINDIR % FfR
L, Pfizer-BioNTech COVID-19 V7 > Z #8342, #HRANT 1.8 mL 227212 &,

o FIRHIL LTUSPO0.9%HEALT NV 7 AEFKO I AT 52, ZOFRRENLIY 7
F o LRSI TW R W=, BIEIAE L2 e 5720, BEED 0.9%HE kT U
T DEFHERCZ OO RAN ZEH L7222 &y

o FHEL, 1 347Nz 6lE4y (1E03mL) DU TFURngGEid, A TILDTLE
KOOI — FAz THRE, 134 7z 5Ey (1E03mL) OUZFUnagEnd, |
LEHEHINTWAEAIY, K777 b —bDEBY I XA TS ORI T
T 5,

o TROMMBLIUHEFARFIEZZMOZ &,
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FRBN DM

=R (25°C/77°FLLT)
T2RFREI AN

~

N T OWF D 75T Plizer-
BioNTech COVID-19 U 7 F > DA T )L % fifif
T %,

o WA [2°C~8°C (35°F~46°F) ] TN
AT INERRET D, I— Al ko> Tidfg
BUCHRER 3R Z BT 2560850, MRl
L7 TovidseE 5 B (120 BER)
WRFT D EMNTE D,

o ANATNEER [25°C (77°F) LLTF] T30
SRR T 5,

WO T EE2 AW TH, AR A T

NESRICE L, 2 FERUPNICHR L e iud7e

YRR

wo< Y 10[H

FIRAZ, VIF oA TIEDP->< Y 10 [Al#x
FERFIT 5,

REIH LN b,

FIRATNZ A TANOWKZ SR 5, HRiTE
tB~FTHRTA NOBEKRTHY, Ath~F7
RUA FORBHRPIF 2 EL T ERH D,
BERER L TV DHECMOR D7D Hivd
LEER L2z b,

AR

0.9%3HE(LF Y 7 A
VERK1.8 mL

EEH D USP 0.9%HH(k) b U U AR E AT
%o HFAIE LTZHRESMIER L2 &y
HEEAYIZ 1.8 mL DATRFE h T v AT 57—
VoY QLA—Y, FREX0HVERE) 12
Bl %,
HEFEHEBERTY 7 F o 1 7O 2 TER
T %,

USP 0.9%3E{bF F U U WS 1.8 mL &2V 7
F LN T INIINZ D,

WET : 2021 4E 1 H
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U FUoERRICEAT A EEEEE (VY FUoBEREES) W77y — b

773 Px—%1.8mLAKY
ETBIXRL, M 7LD
ZERERL

A TN BEE S HIZ, ZBIT5 - T2 AR
U U 1.8 mL DZEREW S L T/NA TIVE
E¥—IzT 5,

W< Y 10[H

Pfizer-BioNTech COVID-19 U 27 F > D /A T )L
Zpo < V10 [FHEEEFIT 5,

REIH LN b,
NRATNNDY 7 F % BT 5,

T 7 FAIATHRTA N OEBIRIZ D, T
FUNREEL T LHEEOR T RIE R EEN
TWAEEIEER L2nZ &y

FRARZEET 5,
TGO IR L7 HBEET 5.

78R H B % Pfizer-BioNTech COVID-19 U 7 5>/
DA T T JUIZFEERT D,

2°C~25°C (35°F~T77°F) THRET B &,
REHO DU 7 F 130 R% 6 RFRIRE L7z & B
FTDH L,

WET : 2021 4E 1 H
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U FUoERRICEAT A EEEEE (VY FUoBEREES) W77y — b

PFIZER-BIONTECH COVID-19 V 7 F . OfE R & 0.3 mL O#EE

o ERAYIZ, HAREMEAEERM T T AORETE
HU, v FRYa—20bnr ) v ok
O $H 2 BRI LT, 0.3 mL @ Pfizer-
BioNTech COVID-19 U 7 T2 &34 T )Link v
U roitksl 45,

o 1 [HOBEMEAEEINT 03mL T 52 L,

o NATMIFESTNDHEND 03 mL DR
B TEX2WGAIE, TORLMT L EKSTZHN
KONIBEFT 5 &,

o ELITHEMETLHI L,

03 mLFARY 7 7

;y
'l.:
/

2.2, TEREIF

BRIV Y VN U 7 F o2 BRI THRT 5, VI T3 A 7R T A N OBREIRIZ S,
HL oM F,

o FKMZREFEEN 03 mL THHZ L EHERT D,

o PRI FRNZ L, BENRNWI & EERT D,

o UUFUNEALTWVOLLAECRFIRMENGEN TV LHEIIHEE LRV &,
Pfizer-BioNTech COVID-19 U 7 F - % fl ANEERE T %,

TRIE TR, 1 34 72 6E4r (103 mL) @ Pfizer-BioNTech COVID-19 U 7 F > Hfl &3
GEND, Ty RRY 2a—20H0h0n ) v B IOV ZE T 528 T, 134 TAND
6 [ DERELAHIT 52 LN TE LD, BENLRT Y VB I OVERE A L2561,
6 3R CTERNZ ENHD, V) OB IOERSOREEZMDY, UTOHEEICEET
HZl,

o | [FOFEFEEIINT 03mL ET5Z L,

o NATIIFKSTWDHEND 0.3 mL OFEFEEZBRINTE 2WEAIE, TONLTLE
o T-NAEWIIRETHZ &,

o BEDONRATNANLERST-TIIF U EHRELAEDERNT L,

23. 16 R LA r Va2 —
Pfizer-BioNTech COVID-19 U 7 F 1%, 1[5 03 mL Z-&3F 2 [0, 3 AN CHRNERET S,

—EDO U 7 F U EEREICE T D Pfizer-BioNTech COVID-19 7 7 F > & fthod COVID-19 7 7 F o &
DO HEMEIZEET 5T —Z 1372\, Pfizer-BioNTech COVID-19 UV 7 F > O#fE 4 1 A5 1F 7= A

WET : 2021 4E 1 H 16



U FAERICET 2 EREEE (U FUBMERE) M7 7 F—Fh

WX, —EOU I FUREREAESE T T D702, 2\ H O Pfizer-BioNTech COVID-19 U 7 F L #:F&
BT HVEND D,

AR LOEE
Pfizer-BioNTech COVID-19 UV 7 F X EH @I ChH 5, dtk, HEEMEE&IZ 03 mL &3
%P

4. 25
Pfizer-BioNTech COVID-19 UV 7 F > DI KI T HEED T LLX—ts (7 FH7 4 7% —

72 8) OBEEEICIE, Pfizer-BioNTech COVID-19 U 7 F o 24 Lawnw 2 & (113, FHEk - 7
w1 OESMH) |

5. 25 R XOMEH EOEE
51. A7 LA —KInDEHE

Pfizer-BioNTech COVID-19 U 7 F U EFiL \Z2AMET T 7 4 T F O — UL L7256, RIEE
BT LV =SS T 5 720 O iR A BE HIZERTEX 52 X2 L TR Tiud
57200,

KEERER - PRk % — (CDC) ®AA K74 (https://www.cdc.gov/vaccines/covid-19/)
\ZfE > T, Pfizer-BioNTech COVID-19 U 7 F L B O BRI RIS S DR B Blg2 95 2 &

5.2. S pRE DAL

oI INHIRIE 22 T TV A E G R4 1L, Pfizer-BioNTech COVID-19 7 7 F 2%
A IEREIMET L CWA RIEEM N 8 5.

53. BRMEDIRRA

Pfizer-BioNTech COVID-19 7 7 F 1%, T _XTDO U 7 F o8 E 5 LT PR 254 %
HO TR,

6. 2R R DB

U7 FUoEBEREEX, TRTOUV I FUERERRE, TRXTOEERAEESR, RABLOV/N
IRZRT 2 LR RIEERERE (MIS) OIEH]E X O Plizer-BioNTech COVID-19 U 7 F U BfE %
WABEE I TICE 572 COVID-19 BIEFI 2 U 7 F o HEERREL X T A (VAERS) (T#
ETABBEYAD, 77, WEEREHT, VAERS 74+ —ADabt—% 77 A F—thicift4 2%
Z ¢, VAERS BI U7 7 A F—t~DHMEICHTHFMIZONVTIE, AEERBINV I F v
BEEBROREICETIEAR L UOBHEHEOEEZSROZ &,

FEIRFRBR IV T, 16 ML EOWERE TR L N-RINIE, EFAER (84.1%) , W57
(62.9%) , 5HJ@ (55.1%) , s (38.3%) , #JE (31.9%) , PIHiIm (23.6%) , FEL
(14.2%) , TEHEAAEE (10.5%) , EFFAEAR (9.5%) , i (1.1%) , B (0.5%)
BELOY U HIHE (03%) ThoTo,

WET 2021 4E 1 H 17



U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

EERERBR LIS Cl, Pfizer-BioNTech COVID-19 U 7 F o OEM PR fEZICEE DT L)L ¥ —
SRS SN TWD,

6.1. [RRREBRT —%

KRBTSRI FCER SN, LT, &% MR OBKRBCRYD b BIRIG DR
S5 & B O HEA DB AR TR U EBLR L BT 5 T LI TR AR, E7e, B
TR BN IEBER & R LT R TSR B B,

16 BELL EOWERE 2 3%t80s, KE, BN, vz, 77U BB IO A TER L 2 SOl
RaBRIZEB T, Pfizer-BioNTech COVID-19 U 7 F o D22 &M% 51l L 72, BNT162-01 X5k

FHBR 1) 1%, 2250 3— 05725, #1244, HEEHEEBRTHY, 18~55 i OHERE 60
Bl & A AN, C4591001 3BR GGRER 2) 1%, 26 1/2/3 #, ZhEsx3tlE, ERSILFE, H{EA1L,
7B RRR, BEEEH, HERE, U7 FUEMOBER (B 1FES) B L OE R
(%5 23 FHE5y) B CTH Y, 12 kL EOPERE K 44,000 Bl 2/ A AT, 2D 95, 5 2/3
FAHR 4y DF 43,448 1 (Pfizer-BioNTech COVID-19 U 7 F L8 21,720 #5il, 77 & REE 21,728 i)
X165 LA ETHD (16 B LN 1T O FVHEILT 7 F U138 651, 77 &AL 145 61)

B2 ClIE, BAMHFFRTREEDO D O T, 16 Ll EO#ERTE 37,586 51 (Pfizer-
BioNTech COVID-19 U 7 F L B¥ 18,801 f3l, 77 AR 18,785 fil) 1ZOW\WT, 2 Bl HEEFER 2 »
A (hofE) F CEBFEE L T,

Bk 2 DL RVERHIIIHETH TH 5, LRI GEERMIZIEX, 2020 410 A 9 H £ TICHAA
NIWBRENGEN, ZEMT—Z 1320204 11 H 14 BECIURES N =T — 20N EGEnT-,
O EAE D FENT X G D 18 3 LL_EORIBRE 2 Xt 512, U 7 F oA R O /G, 28
S L OMBIEOHEHICHOWT, BFAETE=ZY VLT, BELRAERES SR E
FRITOWT, BB (1 B ESEENS 1 5 A% (TXTOFEFRSR) FI3RKEREND
6 n Atk (EERAEHRS) £T], gErE=X0 7L,

AR 2 TIE, ANOREHFRORE: (B, PR, AR X ONRME) 1%, Pfizer-BioNTech COVID-19
D7 F U UTWRE & 77 e R A L R E TRRBLREN L T, Bkl
L C, Pfizer-BioNTech COVID-19 V7 F L £72137 TR 2R LT-BRED > H, 50.6%H»1 5
M, 49.4%03 M, 83.1%NHEN, 91%NBEANELIZT 7V IRT AU TN, 280%03E A/ N=v
7/ TT %R, A3%IT TN, 05S%INT AV BA LT 4T/ T TABRERTH T,

FBR 2 (ICB T 5 RFTUEE L OEH RS

EHECMIGRIEEZ T =2 ) 7 Uln BT GAEN] (BRAME FHEF rTHIEERE) D 18~55
i DAERRB 123N T, Pfizer-BioNTech COVID-19 U 7 F L £ 771377 B RO [alEf#% 7 HLL
WIZERD BT RIFTROR 3 K OVE B G 0 BE FE R BB 2 Z 4L Table 1 35 X OF Table 2
IZ~7,

56 LA EOFEREIZIBUN T, Pfizer-BioNTech COVID-19 7 7 F U £ 72137 7 & AR D4 [al3:FE 1%
7 BUANIZERD b= /R L OV RGO BEAEE IR BME 2 Z 1 F 1 Table 3 B L
Table 4 |Z7~R7,
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U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

WAERNE 2K T, Pfizer-BioNTech COVID-19 U 7 F U BEIZ 31T 5 2 [0] B BEFE 1% O 1S
O R iiE 2.5 B (1~36 H) , RO VHFHeIfIL 26 H (1~34 H) , JEEDOVE

Fit X 23 8 (1~34 H) Tho7-,

16 7B L OV 17 B OWBRE BT 5 SOEET — 2 X R 5T\ 5,

Table 1. 3B 2— K EEERER 7 B LINIZER® DI BETR S O EAEE RIS EAEE — 18~55 %
DIRERE — R eI READOKISREY 7 v M
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 U 7 F 7R COVID-19 UV 7 F A4
1 B B #6E 1 B B #6E 2 |51 B 2 [B] B #5E
N*=2291 N*=2298 N*=2098 N2=2103
n® (%) n® (%) n® (%) n® (%)
Bk ©
¥3F (>2cm) 104 (4.5) 26 (1.1) 123 (5.9) 14 (0.7)
HEE i 70 (3.1) 16 (0.7) 73 (3.5) 8(0.4)
AL i 28 (1.2) 6(0.3) 40 (1.9) 6(0.3)
= 6(0.3) 4(0.2) 10 (0.5) 0(0.0)
JEENR ©
it (>2cm) 132 (5.8) 11 (0.5) 132 (6.3) 5(0.2)
R 88 (3.8) 3(0.1) 80 (3.8) 3(0.1)
A 39 (1.7) 5(0.2) 45 (2.1) 2(0.1)
= 5(0.2) 3(0.1) 7(0.3) 0(0.0)
B R ¢
aEt 1904 (83.1) 322 (14.0) 1632 (77.8) 245 (11.7)
HEE i 1170 (51.1) 308 (13.4) 1039 (49.5) 225 (10.7)
AL i 710 (31.0) 12 (0.5) 568 (27.1) 20 (1.0)
=i 24 (1.0) 2(0.1) 25(1.2) 0(0.0)

T BUSIZOWTCE, V7 F UM% 1 HE2D 7 HBECIZETHEE (ediary) IZFiEkSiz,

et o0 ow

WET 2021 4E 1 H

N=H§E DFERZ I EORIGIZHOWNWTAR &b TEEE NIV £720F Tz OREENRE S i-bis o K
=5 E D UG8 & N T R D3k
BEPE 0 2.0em A8 5.0cm PAF, PEEE :50em A8 10.0em BLF, @ : 10.0 cm iR
R IRENC K EA 2 LTV, SR  JRECKEEZ S LTV S, &E  BFEEAGIT O TV
WERE 8 BllL, 16~17 K CThH -7,
VIR R REE NI B W CTEELIZEID fH1T B, RBRY 7 F o OBfi% | BILLESZ T 7908,
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Table2.  3RBR2— KRR 7 B LANIZERY b =25 KIS O EEERIRBISEE —18~55 %
DHEBRFE T — LM REAT R G AL R
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 UV 7 F > TR COVID-19 U 7 F 7T R
16 B #2fE 16 B 2 2 |5 B ¥ 2 Bl B 5
N2=2291 N2=2298 N2=2098 N2=2103
n® (%) n® (%) nP (%) n® (%)
FEEN

>38.0°C 85 (3.7) 20 (0.9) 331 (15.8) 10 (0.5)

>38.0°C~38.4°C 64 (2.8) 10 (0.4) 194 (9.2) 5(0.2)

>38.4°C~38.9°C 15 (0.7) 5(0.2) 110 (5.2) 3(0.1)

>38.9°C~40.0°C 6(0.3) 3(0.1) 26(1.2) 2(0.1)

>40.0°C 0(0.0) 2(0.1) 1 (0.0 0(0.0)

PG

#E 1085 (47.4) 767 (33.4) 1247 (59.4) 479 (22.8)
B 597 (26.1) 467 (20.3) 442 (21.1) 248 (11.8)
AR 455 (19.9) 289 (12.6) 708 (33.7) 217 (10.3)
= 33 (1.4) 11 (0.5) 97 (4.6) 14 (0.7)

SRV

Et 959 (41.9) 775 (33.7) 1085 (51.7) 506 (24.1)
R 628 (27.4) 505 (22.0) 538 (25.6) 321 (15.3)
PR 308 (13.4) 251 (10.9) 480 (22.9) 170 (8.1)
& 23 (1.0) 19 (0.8) 67 (3.2) 15 (0.7)

EE

Gt 321 (14.0) 146 (6.4) 737 (35.1) 79 (3.8)
[3Ey 230 (10.0) 111 (4.8) 359 (17.1) 65 (3.1)
TR 82 (3.6) 33 (1.4) 333 (15.9) 14 (0.7)
i 9 (0.4) 2(0.1) 45 (2.1) 0(0.0)

g -

#E 28(1.2) 28(1.2) 40 (1.9 25 (1.2)
[958 24 (1.0) 22 (1.0) 28 (1.3) 16 (0.8)
AR 4(0.2) 5(0.2) 8 (0.4) 9 (0.4)
& 0 (0.0) 1(0.0) 4(0.2) 0 (0.0)

T

EE 255 (11.1) 270 (11.7) 219 (10.4) 177 (8.4)
B 206 (9.0) 217 (9.4) 179 (8.5) 144 (6.8)
PR 46 (2.0) 52(2.3) 36 (1.7) 32 (L.5)
= 3(0.1) 1(0.0) 4(0.2) 1(0.0)

T 72 AR 1Bk e

#E 487 (21.3) 249 (10.8) 783 (37.3) 173 (8.2)
3k s 256 (11.2) 175 (7.6) 326 (15.5) 111 (5.3)
WS 218 (9.5) 72 (3.1) 410 (19.5) 59 (2.8)
i 13 (0.6) 2(0.1) 47 (2.2) 3(0.1)

iz 7 AR £ 70Xk e

EE 251 (11.0) 138 (6.0) 459 (21.9) 109 (5.2)
[958 147 (6.4) 95 (4.1) 205 (9.8) 54 (2.6)
g 99 (4.3) 43 (1.9) 234 (11.2) 51(2.4)
= 5(0.2) 0(0.0) 20 (1.0) 4(0.2)

BN & 7 1 B R Ol 638 (27.8) 332 (14.4) 945 (45.0) 266 (12.6)

WET 2021 4E 1 H
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U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

Pfizer-BioNTech

Pfizer-BioNTech

COVID-19 U 7 F 77 eR COVID-19 UV 7 F 77 kR
1 [5] B 27 1 [5] B 27 2 [FI B #AE 2 [B] B 54
N*=2291 N*=2298 N*=2098 N*=2103

n° (%) n° (%) n® (%) n° (%)

I A EEGI JOMEE £ 12 138UR KO ARG OWTIE, AR | HE2 S 7 HA L CET HEE (ediary) T8k

L7,

Wl 8 BT,

xre o a0 g

N=EFE DRI EDOFERICHONTHRL &b LHEIE NIV F201F Tz ORENERE SN-wEE O A
n=FFE D SR DT BT R E D%k
W ERENC KA & 72 LTy, R IRENC S ATRE XA X2 LTS, & BEIEREAYIT b TnD
WERE © 24 MRS 1~2 [B], ThAEEE : 24 BEREIC 3 MILAE, S  BIRNKSHREZLELT5
HRPE © 24 W CHRAEDS 2~3 [B], FPAEE : 24 R CHREEAS 4~5 [A], & : 24 W) CHREEA 6 L L
FRENER & 7= 13RI O ISV TIE, BEREEEIINEE Lo T,
16~17 % Tdh -7z,
LM BN WO CIEMEAICEI Y (1T B, JBBRY 7 F o o8y | [P BT R,

Table3.  3RBR2—&EIEERERL 7 A LINICER® b BETRS O BIEERIFBEHE —56 il b
DIRERE — BT REM
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 U 7 F 7R COVID-19 UV 7 F A4
1 =] B ¥ 1 =] B ¥ 2 [B B #fE pACIREE 25
N*=1802 N*=1792 N*=1660 N*=1646
n® (%) n® (%) n® (%) n® (%)
FoR e
it (>2cm) 85 (4.7) 19 (1.1) 120 (7.2) 12 (0.7)
LT 55(@3.1) 12 (0.7) 59 (3.6) 8(0.5)
A i 27 (1.5) 5(0.3) 53(3.2) 3(0.2)
= 3(0.2) 2 (0.1) 8 (0.5) 1(0.1)
JEEAR ©
WEF (2 cm) 118 (6.5) 21(1.2) 124 (7.5) 11(0.7)
[958 71 (3.9) 10 (0.6) 68 (4.1) 5(0.3)
H A 45 (2.5) 11 (0.6) 53(3.2) 5(0.3)
= 2(0.1) 0 (0.0) 3(0.2) 1(0.1)
TS EBALA T ¢
WEE (>2 cm) 1282 (71.1) 166 (9.3) 1098 (66.1) 127 (7.7)
LT 1008 (55.9) 160 (8.9) 792 (47.7) 125 (7.6)
A 270 (15.0) 6(0.3) 298 (18.0) 2(0.1)
= 4(0.2) 0(0.0) 8 (0.5) 0(0.0)
o BUSIZOWTIE, V7 FUo#f% 1 HENS 7T HEETIZETHE (e-diary) IR ST,

roo0 ow

WET 2021 4E 1 H

N=H§E DHERZIHFEORIGIZHOWNTAR &b TEEE NIV 7203 Tz OEENRE S i-bis o K
n=HEE D RN FRD S L T- R E DX
B 20em B 5.0cm BLF, HAEE  5.0em 8 10.0cm LT, HE : 10.0 cm #3
BT RO EA &7 L CnRYy, PR EBCEA XL OV D, EE  AEEBAYITSRTWD
LM BN WO CIEMEAICE D £ B, JBBRY 7 F o o8z | [P BT =R,
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Tabled.  3RBR2—&ZREIEERER® 7 B LANIZERY b2 KGO EEERIRBISEE —56 Rl L
DIRRFE — BN RER O FULFEY 7 v h*
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 U 7 F TR COVID-19 V 7 F 7T R
1 B Bt 16 B 2 2 |5 B ¥ 2 Bl B 5
N2=1802 N2=1792 N2=1660 N2=1646
nP (%) n® (%) nP (%) n® (%)
FEEN

>38.0°C 26 (1.4) 7(0.4) 181 (10.9) 4(0.2)

>38.0°C~38.4°C 23 (1.3) 2(0.1) 131 (7.9) 2(0.1)

>38.4°C~38.9°C 1(0.1) 3(0.2) 45 (2.7) 1 (0.1)

>38.9°C~40.0°C 1(0.1) 2(0.1) 5(0.3) 1 (0.1)

>40.0°C 1(0.1) 0(0.0) 0 (0.0) 0(0.0)

PG

MEt 615 (34.1) 405 (22.6) 839 (50.5) 277 (16.8)
B 373 (20.7) 252 (14.1) 351 (21.1) 161 (9.8)
AR 240 (13.3) 150 (8.4) 442 (26.6) 114 (6.9)
= 2(0.1) 3(0.2) 46 (2.8) 2(0.1)

SRV

HaGT 454 (25.2) 325 (18.1) 647 (39.0) 229 (13.9)
R 348 (19.3) 242 (13.5) 422 (25.4) 165 (10.0)
PR 104 (5.8) 80 (4.5) 216 (13.0) 60 (3.6)
& 2 (0.1) 3(0.2) 9 (0.5) 4(0.2)

EE

Gt 113 (6.3) 57 (3.2) 377 (22.7) 46 (2.8)
B 87 (4.8) 40 (2.2) 199 (12.0) 35 (2.1)
TR 26 (1.4) 16 (0.9) 161 (9.7) 11 (0.7)
i 0 (0.0 1(0.1) 17 (1.0) 0(0.0)

g -

#E 9(0.5) 9(0.5) 11 (0.7) 5(0.3)
[958 8 (0.4) 9 (0.5) 9 (0.5) 5(0.3)
AR 1(0.1) 0(0.0) 1(0.1) 0(0.0)
& 0 (0.0) 0 (0.0) 1 (0.1) 0 (0.0)

T

Gt 147 (8.2) 118 (6.6) 137 (8.3) 99 (6.0)
[3Es 118 (6.5) 100 (5.6) 114 (6.9) 73 (4.4)
PR 26 (1.4) 17(0.9) 21(1.3) 22 (1.3)
= 3(0.2) 1(0.1) 2 (0.1) 4(0.2)

T 72 AR 1Bk e

#E 251 (13.9) 149 (8.3) 477 (28.7) 87 (5.3)
3k s 168 (9.3) 100 (5.6) 202 (12.2) 57 (3.5)
WS 82 (4.6) 46 (2.6) 259 (15.6) 29 (1.8)
i 1(0.1) 3(0.2) 16 (1.0) 1 (0.1)

iz 7 AR £ 70Xk e

it 155 (8.6) 109 (6.1) 313 (18.9) 61 (3.7)
[958 101 (5.6) 68 (3.8) 161 (9.7) 35(2.1)
g 52 (2.9) 40 (2.2) 145 (8.7) 25(1.5)
i 2(0.1) 1(0.1) 7(0.4) 1(0.1)

AR & 7o 1 3B ER O 358 (19.9) 213 (11.9) 625 (37.7) 161 (9.8)

I AEFRS L OMEGE E 72 (38R RO RIS DWW T, KM% L BRND 7 HAETET ARE (e-diary) 2508

L7,

a. N=FFEDBEMBICHEOERIZHONTAR DL 1ENE NFW) £720E Tz OERIZRHE S - W5RE o Ak

b. n=FFEDSIEAFRD b AT R DR

WET 2021 4E 1 H
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U FUoERRICEAT A EENEEE (U FUBRMEEE) W77 hy— b

Pfizer-BioNTech Pfizer-BioNTech
COVID-19 U 7 F v IR COVID-19 U 7 F v IR
1 EIE#E 1 BB #E 2 B B 2 [B] B #5E
N2=1802 N2=1792 N2=1660 N*=1646
n® (%) n® (%) n® (%) n® (%)

B EENCKEA S LTy, PEE  REBICHIBEXEA X LTS, @E  BEFEHAGTFShTn5
WEE 24 BERINC 1~2 (3], oS5« 24 RIS 3 ML L, & MURPOKS W 2 B L 45

WERE © 24 WRRE)CHREDS 2~3 [|], WPEERE © 24 BER CHEDS 4~5 [0, T : 24 B CHEEDS 6 [A1L2L 1

LRV REEFNC I W THIESICEI O 1) b, BRY 7 F o o8z 1 LS -9,

* 0 oo

HEER
HERAEHRS

HER2 T, VI/FUERIIT TR EZD/ LS 1 BRI 16~55 IO HERE X
Pfizer-BioNTech COVID-19 7 7 F > #f 10,841 5, 77 & HREE 10,851 il TH 7=, HkfcH OBH
FENSHESNT, | BEIHEE)D 2 [0 B % 30 H £ COERERAEFRORBIHEL T,
Pfizer-BioNTech COVID-19 7 7 F U #£T 0.4%, 77 B REET03% ThH 7=, RO T, 56
Ll EOWER#E  (Pfizer-BioNTech COVID-19 U 27 F LB 7960 i, 7 & AR 7934 i) Tid,

U F U ERIFIT T EREZDRL L b | BIEE SN HRE TR 2 EEARAHEFES O
1%, Pfizer-BioNTech COVID-19 V7 F U #T 0.8%, 77 BREET0.6% TH o7z, L Dfif
Hrcix, #RE D 91.6%7° 2 [Bl H #fdi 4 OBBGRA % 30 LA B2 Tz, EERAEFG L
LCHRIBRN 126 (D7 FURESH, 7T REEAF) ISBD BN, BHROEIIY 7 F D
FRTIFEREEL YL oT-, BUIEGOLNTWAIERIE, MFgES L U s F o8 L o R R
fRA2HET HITITI AR 14T 5, Pfizer-BioNTech COVID-19 U 7 F 457 & o [R BB 2 =i
TOEERAEFZOREDOH T A — (MRRFHIFES, MHREEICEREET 2 FR B LU
WZCEET 2 FREET) ITBWT, RIS 7232 — OB 72 R EE8 O B i
o,

HEELRAEFR

FRBR 2 BIKT, 16~55 %D 10,841 5] Pfizer-BioNTech COVID-19 U 7 F & HFE L, 10,851 i
\Z7 TR REBE LT, MR OBERREN OGO, 1l HEERNS 2 [0 HB2FE% 30 H £
TOIEELRHEEROREBMEL, Pfizer-BioNTech COVID-19 U 7 F U BET 29.3%, 77 &R
BT 13.2%Tdh o7, Pfizer-BioNTech COVID-19 U 7 F L Z8:E L 7= 56 LA D 7960 #1755 %
N5 RIREDFENT T, BEFE% 30 HUUNOIEEE LA EFLORBSEEIL, Pfizer-BioNTech
COVID-19 U 7 F BT 23.8%, 7T HREETI1.7% Thol=, T H DT TIL, #HERED
91.6%75 2 [0 A BEFE% O BWRA 2 30 UL EZ I Cniz, EEERAEERERORIMEE LT T
Y AREE L U Pfizer-BioNTech COVID-19 U 7 F U BETE NS 128, ZHITTICTU 7 F 85k i
FO 7 B TEE SNBSS E LOEF KGO EFRNERTH Y, T oIS ME
P 7y hOWREICB T HEEFEL L —~FHL TV (Table3 B LW Table 4 (ZoR~9) . 1[HA
BEREDD 2 [ B 30 HE Tl &, V7 F UL DB#EN DN FRDO O B, *
BB AR N O 5N DY U/ HIETH Y, Pfizer-BioNTech COVID-19 7 7 F %
64 B)) OFNTZTEREE (66]) L0 HILNTEN-To, B E TOBBREA M S
\Z, Pfizer-BioNTech COVID-19 7 7 F > &f 4 ffl TV (BEEE) N5 I Tnb, B
HFRE OFE BRI, 1B E#EM S 37 Bt Q RIBEREZZ - 7-9i%3) |, 2 [Bl B
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MNH3H, 9HBLIWN4S HIE Th o7, 77 BREECII LRI T HE S ey, B7ES
HBNTWAEWRIE, V7 F o8 E ORREMREZHET DI2FAR 14 TH 5D, Pfizer-BioNTech
COVID-19 U 7 F 8 & DR EBUR 2 RIB T HIEEELRAEFRORKFEO T IV — (ot
BRI ER E I RIEICEE T 2 FHS B L ORICEE T 2 FELR 25 T) ITBWT, B
FERN R 72 3 2 — OB 72 RIGWHHIRER D D72 o 7=,
8. AEELB I OU I F UEERBROBREICET IEHB X UOHHAEE
BAMERIZOWTIE T6. RIRM2ZEMEOER)] OEEZBOZ &,

KENEFREF O COVID-19 U7 F U7 1 7T ARG INT= U 7 F U BEREEH 1T,
Pfizer-BioNTech COVID-19 (ZB 3 2 LL FOHIHIZDWT, VI F U HEHRGRE AT A
(Vaccine Adverse Event Reporting System: VAERS) ~O#EFHE E+H 9,

o UJTFUEEEE (HEFREMEY LEMIMDRD)

o HERHEES (U F UL OBEMEIZR bR

o MABIONRIZEIT D Llgas RIEEMRE (MIS) DIEH]

o APBEEITFICIZE -7 COVID-19 FEIEH]

CHERAEFRROERIIUTOED,

o WTILEAHD
o AEMmEHBNTHERS
o APEEIIABRMIMOIEENNE L7225 H O

o KA ETCIFBAERIEE - BRERRICKD b D, HDWITEHE OLETERELE L <R D
HD

o EREEZRKTLOD

o EUIREFHPHIMNCEE S BELREPNERT, VI FUEMAZGHRICSOTHO, B
FOLIR L2 X D RRIR & 72 B X O IR 72BN LE 2 LB L5 5 D

VAERS ~D#E 2B 3 BRI HIH

KEREFREFO COVID-19 U7 F U7 10 7T MIBRGKI =T 7 F ot EE1Y, UTF
DOWTINND 1T VAERS 7 +—AIZFEA L, FDA ICHEHT A &

o T4 —AIZFEAL, T A TEHT S : https://vaers.hhs.gov/reportevent.html, & 72 1%

o T r—ALEHE IR TERWEAIL VAERS (1-877-721-0366) (277 v 7 AL TH XL
WV, HREEORMIZY AN — M E AL VAERS O 7 U — XA Y I)UIFRT A
(1-800-822-7967) |ZHEAGET D 7>, info@vaers.org \ZFE 1 A — /L& EFET 5,
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BE  AEES IV 7 FUEEBREY VAERS ICHRETHEIL, SHFMRBHREET T +—
LICFEATHZ L, FDA CHETHERIT, TEXBHRYVFMIOEBLETHLZLNEETDH
5, RATNEIEH :

o MBEER (BEORA, HFEHRZRY)

o BT 2R

o BT D AR KUK BLIRE O 1F

o PR

o Pfizer-BioNTech COVID-19 U 7 F L I B3 2 47 H 52 0D 5 B4
B9~ 5 BRI AT 35 KOV A /L RSP HIRR A O 1 )

VAERS &R AFEARETHIUE, FROURIFE L OB MNOBEEIZEH, BN FEM
REWA SO HAE, BRBRAERESE T 5,

PRI 2B B O 72 DI RFR 27T 51203, ITORAT v 7NEHETH S ¢

R
g

1. Box 17 {Z1%, Pfizer-BioNTech COVID-19 UV 7 F o B X O\E R IZEfE L /-fhoESTH U o
VBT AIEHRAE AT D, 70, Box 221213, #@E 1 » AUNICEB I N T
DU I F AT DEREANTT D,

2. Box 18 21X, UEZFRIZOWTLU FTOHFEELZFTLAT SH:
a. 11T7BIZi% Pfizer-BioNTech COVID-19 Vaccine EUA] & i AT 5,

b. U&%y%@L%%;wﬁi$%iti%@wfnb%ﬁm’ﬁiﬁé YELATRR
T 7 F v DR N EHI T 5 720121, BEB LA EES £ - TG
K%?éﬁﬁ@h%%k@#ékkﬂiﬁf%éoLﬁ@hﬁﬂﬁﬂéﬂfwé;k
THERT DT L,

3. EEEJolEE

a. Box 13121%, A5 L7eEREMIE 2 3MEOBEELZA > EREEOHE4 & DK
AR LOEREZRLRAT D,

b. Box 14 (21, AEFLICE L CHEEZ D OIZiK b2 ER/EREMFE O KR4
F ORI ETEAT D,

c. Box 151Cl%, U F U0 SN EROERZHAT S (EEEEE OEBEFTO
FEFTTIERYY)

WA 5 F OMOFHHEIE

U F o BRENEEE 1T, R OIS AU TR WE OO A FEFS % VAERS ([
TLHEERH D,
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uT@ BAGAE, F7/7IL VAERS 7+ — LD ab—% 7 7 A F—4hicf2 22 Lick v, wfExR
T, AEFERLE 7 A PS5 L,

v=7¥A b FAX %5 BE s
www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985

10. W EEEH

Pfizer-BioNTech COVID-19 U 7 F > DU 7 F o & O RIFFREFREIC OWTRM L 727 — #1378
v,

11. B DL ~DHFE

11.1. 5557

U R 7 DEK

T RTOFIRIZIE, %fﬂﬁ WEE, £RIXZOMOFEEIFTOY A7 0355, KEO—IE
T, BERPICHER ST IERICBIT D ERR A REFE B LI OMEOYE U A7 OHEEH

m,%ﬂ%ﬂ%«%%%;ow%~m%f%5@mmmmmhmcmm}w97%y®ﬂ%«®
BRI L CIE, UV AZIERERMET D200+ T7 — 2 NELILTVDRN,

11.2. &3
U X7 DER

ZA A OFNIE F 71T DO FEA /BRI %95 Pfizer-BioNTech COVID-19 U 7 F o D8 % 5T
fli L7277 —Z 1345 50TV,

11.3. /hNR

16 BB L O 17 0 FADEITKT 5 Pfizer-BioNTech COVID-19 U 7 F o OB &AM A AL, 18
WA EDRR NS O L OHEIET — 5®%ﬁL%OwTVéOMmHMNmmaWD-
19 U7 F 2 OBRME AT, 16 AR OE ~OMEHIEE Tih7aw,

11.4. B#hE

Pfizer-BioNTech COVID-19 7 7 F > OFFRRERIZIL, 65 L EOANA BB LTEY, Zhb
DT —Z XML LOE IO REFHMICTFE LD (161, KRBT —4% ] BLO
8.1 FRAREBRORE R L ORBHEHTTOEMIT LT —% ] OHEMR) . R 2 o
Pfizer-BioNTech COVID-19 7 7 F > H:fiE (N=20,033) ® 55, 21.4% (n=4294) 73 65 5%k LA
b, 43% (n=860) 2375 LA ETH-T-,

13. #HER - PR

Pfizer-BioNTech COVID-19 U 7 F /1%, HEEHFEH O, HREREIKZ Zie 1 7 e LTt
WMEDd, U7 FUBERENC, 13 TVH72 0 BE O USP 0.9%HE(L 7 N U o AR 1.8 mL
THIRT2MERNHDH, KU F 2 1 EEEFESIZIE, SARS-CoV-2 D A/SA 7 (S) BEX X
Bha— KT HEMX 7 LAY RAYyELY v —RNA (modRNA) 30 ug N5 £ 5,
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KU 7 F o1 [BHEERESITIE, I E LT, JEE ((4-hydroxybutyl)azanediyl)bis(hexane-6,1-
diyl)bis(2-hexyldecanoate) 0.43 mg, 2[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide

0.05 mg, 1,2-distearoyl-sn-glycero-3-phosphocholine 0.09 mg, = L A7 12—/ 02 mg) , LIV
75 001mg, Vg TAKFENLITAL00lmg, HiLT MU A036mg, UUEEKFEST YDA
ZKF) 0.07 mg, A7 m—Z 6mg NEEND, USP0.9%IELT MY U AJEHNE CHRL255
&, 1EgHz0ifEibr Y 7 A2 16 mg BEIMNSND,

KU F 20, BRI G EN TV, NATIVA N wR—L, KRILTT v 7 ARE
AThHsb,

14. ERPR3EH
14.1. fEFIF

KT 7 F 2 0201F modRNA 2MEE T /R FIZEA SV THEEA &4, RNA 215 Ffila~ K 7 > &
7 =7 v a L SARS-CoV-2 S FURDIEH # A HEI2T D, AU 7 F 03 S HURIZ kT D08
I EFHEFE L, COVID-19 ¥4 5,

18. ERRBROERB X ORAFAFTOEMT L RET—¥
18.1. 16 LA EOXREF IR T D H M

ARER 21X, 1234, ZhuskdtRE, EESIEE, EELL, 7 BRMR, BlEEER, HER
E, U7 FAERMOBR, AR CTH Y, 22U LEOWREEZIRE LTS, BIE
2L UT- R 2 S IR (12~15 5%, 16~557%, 56 mLl k) TRERILL, #ER#E D 40%LL
FZ& 56 sl B Lz, RRBRTIE, A2 B X ORI E 7213 MAY 7/ COVID-19 O
PWrEZ T2 LD D E RN Uiz, BRI AIUET 6 IR BN ZE (1BED
BEEAEECERBOMBEIZ LA A2 LB L Lo Tz) LIZBE, WEOLELEE MMy
RETAA (HIV) , CHRIFFR T A /LA (HCV) £72I1XBAIATFR 7 A /LA (HBV) JEYE H
FITHAAAATRE & LT,

523 FHERBRTIE, 12 5L 0K 44,000 3T 7 FUEEE I EARBEC 1 1 OIS TEESIC
FOfHT o, VZ7Fo a2 ARRT2 REER L, #EREIX, V7 FroLZetERs i)
COVID-19 (239 D HIMEDOFHME D728, kK 24 » AREMAEIND TETH S,

2 [l H#EHE% 7 HIFE TIZ SARS-CoV-2 JEIEN I B AL 7e o T2 12 LA E D 36,621 i (T 7 5
FE 18,242 I LN T B ARRE 18,379 ) %, AZMETERHGIA B OfENT* G & Uiz, fENTRIE:
H DN O FERRE A Table 5 1277,
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Table 5.  AOFHZFHER (ARMEFZEFAMGEE OfITIRE) »

Pfizer-BioNTech

COVID-197 2 F > 77 ER
(N=18,242) (N;1(§}3)79)
n (%) °
ezl
5 9318 (51.1) 9225 (50.2)
S 8924 (48.9) 9154 (49.8)
Fln ()
%) (SD) 50.6 (15.70) 50.4 (15.81)
e 52.0 52.0
H/ME, RKRME (12, 89) (12, 91)
Ry —T
12~ 155% 46 (0.3) 42 (0.2)
16~ 17% 66 (0.4) 68 (0.4)
16~ 64/% 14,216 (77.9) 14,299 (77.8)
65~ 747 3176 (17.4) 3226 (17.6)
75mk LA b 804 (4.4) 812 (4.4)
N
BA 15,110 (82.8) 15,301 (83.3)
BANELIIT 7 INFRT AV AN 1617 (8.9) 1617 (8.8)
7{97&4"/?4’7‘/&721177'7;075'&1‘{ 118 (0.6) 106 (0.6)
593
TUT 815 (4.5) 810 (4.4)
NT A F T E QMK B Rk 48 (0.3) 29 (0.2)
Z DfhP 534 (2.9) 516 (2.8)
593
ANy I RERLIFTTT R 4886 (26.8) 4857 (26.4)
tAR= I RETZT T VRS 13,253 (72.7) 13,412 (73.0)
WERL 103 (0.6) 110 (0.6)
iR
HY 8432 (46.2) 8450 (46.0)
7L 9810 (53.8) 9929 (54.0)

a. WREEEVEZ T L CEEEA(L SN, FREOHIRINICT R TOU 7 F U 2% 2 X TOWERE T, IBBREEERD
HIWTZ B S X IR R E ) D O E KRNI/ <, 2 [B1 B /% 7 HRFE TIT SARS-CoV-2 Bt /Ry =BT A

DFRED B IR TR,
b. EEHRE B L ORER LE ST,

c. COVID-19 HJiEfk U X7 Zm o HOMFREZ A3 2 #RE 0%,
RPN (AU K OUMMEAE g, FRRVEITRMEE, FERatERHDES) E 72 3P S H & B O E

CERARLRE (DAL, WEIREE, SeRMERE, LFAE, i EiEsE)

- JE%% (BMI 30 kg/m2 2L 1)
< BERIE (1AL, 2 B F 7 (TR
- SR

- b MEERRTA LA (HIV) BEYE (GG Ox 544

COVID-19 IZx3 5 F 8

2020 4 7 H 27 HEABRISHA AN S, 2020 45 11 A 14 H F£ T COVID-19 FEAEIZ DV TEHH
AT 72 12 LA L ORYERE 2 B M DXt S & Uiz, Bl O/ A AR AR 1T
18~55 kB LN 56 me LA EOWEERE 1T 2020 427 A 27 AvD, 16~17 DR E 1L 2020 49 A

16 A6, 12~15 DR E 1L 2020 4 10 H 15 BB TH -7,
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T 7 F 2 OENMEIZEEIT 5 % Table 6 (2737,

Table 6. U7 FrOFEME—2 BIEERE® 7 B B LD COVID-19 #5461 (FEEER1) —

2 [B BB 7 AR E CIORBREBORWEERE, BREBOFEZMOROERE —
BRMERFE (7 BR) *HREH

SARS-CoV-2 DRYEFED 72\ VEBRF 123317 3 2 B HEER 7 B H LD COVID-19 #1354 *

Pfizer-BioNTech 7R
COVID-19 U 7 F
N*=18,198 1=18,325
e Bl e
n1® nl? U7 FUBHE (%)
YT IN—T FEHIE ¢ (n29) FEHIE ¢ (n29) (95% CI)
IR © 8 162 95.0 (90.3, 97.6)f
2.214 (17.411) 2222 (17,511)
16~64 7% 7 143 95.1 (89.6, 98.1)2
1.706 (13,549) 1.710 (13,618)
65 MLl b 1 19 94.7 (66.7, 99.9)¢
0.508 (3848) 0.511 (3880)
SARS-CoV-2 DRBRYBEDOH EAE bR WEBRE BT 5 2 M B 7 H B LD COVID-19 #13H4]
Pfizer-BioNTech 7R
COVID-19 U 7 F
N*=19,965 N*=20,172
e Bl el
n1® n1P U FUBHE (%)
YT ITN—F FEHIRE ¢ (n29) TAEHARE ¢ (n29) (95% CI)
LR 9 169 94.6 (89.9, 97.3)
2.332(18.,559) 2.345 (18,708)
16~64 7% 8 150 94.6 (89.1, 97.7)¢
1.802 (14,501) 1.814 (14,627)
65 mLl b 1 19 94.7 (66.8, 99.9)¢
0.530 (4044) 0.532 (4067)

o WEEER Y AT — PSS (RT-PCR) BE DRI LT COVID-19 & —Bd DMK G, Bz 72k % 72 1 3%k

OEAL, B BN E BN OE L, I B AR £ I AR OE(L, B R IR Ok,
WM, TR, WEA) 2% 1 oL ERRD SN AITHEER & LT,

SARS-CoV-2 JEYEZ R =7 o 22372 < [1 BIEKRBEREIC N S PUE () MAESRETHY, 1EEBLIU2
[5] B SRR NAAT (BIHIEA U 7)) #ifE T SARS-CoV-2 B &N »~72] , 2B BHHE% 7 B B £ TORES K
BERFIZ NAAT (&HIEAR U 7) fids TRk Ch o g 2 Tkt g & Lie,

N=R-FE DYBRE 5K

b. nl=FHlIE B O 2% 272 T HRE K
c. KT N—T"0 atrisk OWBRE EEOEFHHELM (1000 A4E) . COVID-19 OFEMMIL, 2 [FIBBAE% 7 BB OH

19

BHFKRTETET D,

. n2=at risk DYERFE X

12~ 15 B DO BERE (T EBNTER D B iLeh o7z,
U7 F A (VE) OERXEIZ, 0=r(1-VE)/(1+r(1-VE)DERT 4 (0700102, 1) Z~_—& 454G &5 ~_— & "IHFE
FNEHEHALCEE L, 22 Crix, V7 F Uit 77 e RBEORELM Ok 277,

L U F UM (VE) OFEERKM (CD 13X, fRAEHFICK L CHH% L7z Clopper-Pearson {EIZ S E R LT 5,

B - REB I UHRY HB

Pfizer-BioNTech COVID-19 U 7 F i RS MR (R N4 7 v) 1%, 1 h— b
25 34 7LD (NDC 59267-1000-3) E£721X 1 — b2 195 34 7 LAY (NDC 59267-1000-

2)

TR SN D, AL, 1 AL T 6Esy (1B03mL) OV FUNnNEgENnDd, A7

DT E IR — AT TF5HRE, 134 725645 (1E03mL) OU 7 FonagEzhn
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Lo | EEHEENTVWDAEAIL, K777 F— 1D LBV 13, T I)Lb1- 0 OFfEE A2
BT 5,

AT, BRN~ORELE F/NRIC L, EH BRI ERET D Z L,
R U723 TV FERE L2 &

{56 R Bl DA 2 A T IV

Pfizer-BioNTech COVID-19 U 27 F v OEEIEREHNA T A DT — b lE, RIATA A% AN
NT-WBRIRICASTIRRE TG &N D, U7 F U %L, EDICKHBARR O I— %
BYHL, -80°C~-60°C (-112°F~-76°F) OBIKIE 7 UV —WF—IZTRET D, A T /WT—
M AZ AN FE EHEHT D FE T-80°C~-60°C (-112°F~-76°F) TH#AE L, XL TRET 5,

ISR 7 U —V =R TE WS, SZHEFICHE S COEBEESRO EIICERE R A
TAABMAETIE, YFemcr BEREHE LRI enTE s, —HREHLLT
WK ZR 2 3 25 810F, URICFAM SN QO LELEINA RIA V25O L, K
BRI, IRAETRFE %2-90°C~-60°C (-130°F~-76°F) |\ZHERF T 5, Z OIREHRIPHN TOMRE I,
HELELRAE SR & DI & 1T 272 S 720,

FIREGD A T VORI

HE T COfRE

INA T NV EGEEN [2°C~8°C (35°F~46°F) | TR L, MlRANCEE 5 B (120 FFRE) R
BEAHZENTE D, 2534 TAVEIT 195 XA TAAAD D 1 H— ko ZEBTREN T 5
BA, TNENRE 2B EIL3RMEZET D, A TIAOREN D 72T Eips R 3 &
flesns,

ES QY AL

FTCIERT 2581, FRATO NS TAZER [25°C (77°F) LLF] T30 AT 5, fif
LT A T L, BNEOFTIROVED ZENRTE D,

FRATDONA T IVIRIRIZ > TND Z &y
FRBTONA TV OERRAFIL 2 FERILIN &35,
FWRBDINA T )V

FiRBIT A T IV % 2°C~25°C (35°F~T77°F) TR L, #WR% 6 BfLINICHE T 5 2 &, 1%
B, BERNNASOFE M ER/ARIZL, B HECEINRERET D &, A TS TZT
JF AT 6 RIS L2 HREETHZ &, FEHAE LN &,

20. BFAEFICET 2B

U0 F ARSI ESICH L (U F oA L O#EEmT 777 h— b &
el ofEETHZ L,
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U FoERICET 2 EREEE (VO FUBRERE) Mg 77 F—Fh

U 7 F oEREGEREL, N MO EEEO PRI S AT A (IS) iFFothofEE S
T2V AT DY 7 F UoBRERE B LR T UT RO, U7 FUEREE £ R O
L, ISIZET 2FEMIc >N TIE Y =71 |k
(https://www.cdc.gov/vaccines/programs/iis/about.html) =232 XK 5 BNTH Z &,

21. WS
—REIRVERNCOWTIE, =T YA FESBBTDH, FilOEFEEFICHVWEDbED Z &,

V=% A b EREE

www.cvdvaccine.com

Ofx:%40
: -

1-877-829-2619
(1-877-VAX-CO19)

[=]

ARBRMEHFF ST 2 8E, EHSNL2HE0H 5, KA OB IR 51 8

IZ2W T, www.cvdvaccine.com Z 2D Z &

>

RE¥E
Pfizer Inc., New York, NY 10017

SIONT=CH

BLE3EH

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

LAB-1457-4.0
ET 2021 41 H
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MED RSEREREE (1 TH~4.9 THOFIER)

VAANTBME=Z ) T OB THDH, ZITXY, Fil-e et Re g IiclEEdTs 2L
NTED, BILREONDES, EREFEEIITOEEMET L EnkObND, BN
DOEAETTEIZOWTIT48THASRD Z L,

|
Cormirnaty {7 5F H 43 BORAE IR
COVID-19 X vt ¥+ —RNA (mRNA) U7 F o (X7 LAY R)

2. FARR - ARy
KRN DR ENIEI BRI AL T A TH Y, HFHFNCART 2 2 &,

%, 13470 (045mL) (268 (10103 mL) DU ZFUNEgEnsd Q2B X
We6.6 HEZMR) |

1 E#fESy (0.3 mL) (230 pg @ COVID-19 mRNA UV 7 F > (J§EF ki FICEHAN) 28/
60

mRNA 1%, SARS-CoV-2 7 AINADAINA 7 (S) Zo /X7 Gk a— K425 DNAZHHEL LT
BEMII O in vitro BRESGIC L W IESND, 5 RIS cap HE & BT 25— A8 mRNA Th 5,

WIFIDO—BIZOWTIX 6.1 THESRBOZ &,

3. Al¥

5 o B i (BB IR AEIR)

AENIACE~F 7RI A FOWRE LT8R TH5H (pH6.9~7.9) .
4. ERARFRE

4.1. hEe - hFE
AFNE, 16 3% EDOFIZIB T, SARS-CoV2 VANV AL > CHl&EBZENDant AL
AJEGLE 2019 (COVID-19) % TR DHedh o E OEE LR & T 5,

ABNIRATSREIAENMER T 5 Z &
4.2. it - HE

Jiikis

16 5k LA £

#FR%, @, 1E03mL2AE2E, 21 B EOMEEZ 22T TRHRMNICERE T2 G4EB X
WS 1EBW) |

DT T F UBEREIZ BT AR LD SARS-CoV-2 IZkT 25U 7 F oo HHMEICET 5T —
30, ARANOEFEEY L2581, ARIO 2R HEEE CRTIEDL I L,



B D RSEREREE (1 TH~4.9 THOFIER)

/NAR

16 i AT D/ IS K OFDEITIIT AR O LM L OAMEITHZ S Ty, IR
2T =2 LEHIR TR,

b
65 Bl L Elih# 1K T MR E T 5,

EE i IRPS

AL, AW, BRAICERT S 2L (66TBH) |

HRL, 1347z 6m4r (118103 mL) OEFEENEEND, A TIAND 6By OHEfE
PRI T 5720127 v RARY 2a— 208D WERHB IOV VU ERT 52 &, HERNEHR
KOV Y07y FRY 2a—AFAbE T3S uL R TH 2 2 &, RN IO
Vo PO%E, NATNANG 6RIGEERRTERNWI ERH D, EHEBIOT Y oA
WL, UTEETFTHI L

o 1 HIOEEFEEIINT 03mL 952 &,

o NATIVOEIESS 03 mL ZERETE Z2WEEIX, T, TV EERIESITEET S 2
&
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