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

1. NAME OF THE MEDICINAL PRODUCT

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

2. QUALITATIVE AND QUANTITATIVE COMPOSI

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

One vial (0.45 mL) contains 5 doses of 0.3 mL after dilfftion.

1 dose (0.3 mL) contains 30 micrograms of COVID
nanoparticles).

19

NA Vaccine (embedded in lipid

Single-stranded, 5’-capped messenger RNA (mRNA)
from the corresponding DNA templates, engoding the vira

uced using a cell-free in vitro transcription
ke (S) protein of SARS-CoV-2.

For the full list of excipients, see sectig

3. PHARMACEUTICAL FO

Concentrate for dispersion fg
The vaccine is a white to of]

(P (st oncentrate).
effrozen dispersion (pH: 6.9 - 7.9).

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

Pacediatric 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.
The preferred site is the deltoid muscle of the upper arm. A 4

Do not inject the vaccine intravascularly, subcutaneously or intrade

The vaccine should not be mixed in the same syringe with anyfothet vaccines or medicinal products.

For precautions to be taken before administering the vaccin

For instructions regarding thawing, handling and dispodal of the va see section 6.6.
4.3 Contraindications
Hypersensitivity to the active substance or to any of tigxcipietfts listed in section 6.1.
4.4 Special warnings and precaution

Traceability

In order to improve the traceability §f bi dicinal products, the name and the batch number
of the administered product should be Clearly recgfded.

General recommendations

Hypersensitivity and anaphy’

Events of anaphylayfis have b®
always be readily dvailable in cah
Vaccing

reported. Appropriate medical treatment and supervision should
e of an anaphylactic reaction following the administration of the

Vaccifdtion 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.

rombocytopenia 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 i
individuals, including those receiving immunosuppressant therapy. The efficacy of
lower in immunosuppressed individuals.

unocompromised
irnaty may be

Duration of protection

A

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

Limitations of vaccine effectiveness

As with any vaccine, vaccination with Comirnaty may not piecjll vaccifpe recipients. Individuals
may not be fully protected until 7 days after their secong dose of vaccine,

Excipients:

This vaccine contains less than 1 mmol potassi
‘potassium-free’.

¢, that is to say essentially

This vaccine contains less than 1 mmol s
‘sodium-free’.

(23 mg) pef dose, that is to say essentially

4.5 Interaction with other meditinal pr, and other forms of interaction

No interaction studies have been performed.

€ with respect to pregnancy, embryo/foetal development, parturition or
agction 5.3). Administration of Comirnaty in pregnancy should only be

imal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity
on 5.3)

7  Effects on ability to drive and use machines

omirnaty 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 inical 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 receivgdsmlgast 1 dose of Comirnaty

participants 16 years of age or older were evaluated for safe months after the second

dose of Comirnaty. This included a total of 10,727 (5,350 C&i and 5377 placebo) participants
16 to 55 years of age and a total of 8,340 (4,181 Comi
and older.

The most frequent adverse reactions in participants 16 years\gf age and older were injection site pain
(> 80%), fatigue (> 60%), headache (> 50%), ja and chil 30%), arthralgia (> 20%), pyrexia
and injection site swelling (> 10%) and were usually M&d or mdderate in intensity and resolved within
a few days after vaccination. A slightly lower frequency ofsgfctogenicity events was associated with
greater age.

Tabulated list of adverse reactions frmical studi
Adverse reactions observed during dlinical sggsdieg are listed below according to the following
frequency categories:

Very common (> 1/10),

Common (> 1/100 to < 1/1()
Uncommon (> 1/1,000 to < ),
Rare (> 1/10,000 to < 1/1,008
Very rare (< 1/10,004

Not known
Very Common Uncommon Rare (cannot be
common Y (= 1/100 to (=1/1,000 to (=1/10,000 | estimated from
yllﬂ) <1/10) <1/100) to < 1/1,000) the available
data)
Lymphadenopathy
Anaphylaxis;
hypersensitivity
Insomnia




Not known

System Organ Very Common Uncommon Rare
Class common | (=1/100 to (=1/1,000 to (=1/10,00 esti
=1/10) <1/10) <1/100) to<1/1 the available
N, data)
Nervous system Acute
disorders peripheral
Headache IS
Gastrointestinal
. Nausea
disorders A~
Musculoske?etal Arthralgia; . (/
and connective . Pain in extfemity
tissue disorders myalgia » )
General Injection
disorders and site pain;
administration fatigue;
site conditions chills; Injection
pyrexia*; site redness
injection
site
swelling N

*A higher frequency of pyrexia was g

(participant did not receive Dose 2)
facial paralysis (or palsy) werg

adverse readfions after authorisation of the medicinal product is important. It
aoring of ghe benefit/risk balance of the medicinal product. Healthcare

any suspected adverse reactions via the national reporting system
tch/Lot number if available.




5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: vaccines, ATC code: JO7BX

Mechanism of action

The nucleoside-modified messenger RNA in Comirnaty is formulated
enable delivery of the non replicating RNA into host cells to direct tr expression of the
SARS-CoV-2 S antigen. The mRNA codes for membrane-anchored, ‘
mutations within the central helix. Mutation of these two amino ggi
antigenically preferred prefusion conformation. The vaccine gficits both neutralizing antibody and
cellular immune responses to the spike (S) antigen, which miy contrj 0 protection against

COVID-19.

Efficacy

spitalization for worsening disease during the
6 weeks before enrolment, were incjuded as articipants with known stable infection with human
CV) or hepatitis B virus (HBV). At the time of the

analysis of Study 2, information presented is basefl on participants 16 years and older.

Efficacy in participants 16 @qe and older

In the Phase 2/3 portion, app€ggimately 44,000 participants were randomised equally and were to
receive 2 doses of CQMMRL19 ccine or placebo separated by 21 days. The efficacy analyses
included participa Nyed their second vaccination within 19 to 42 days after their first
vaccination. Partjc

of safefy and effica

ficacy against COVID-19

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 diseasd diabetes
mellitus, hypertension).

The vaccine efficacy information is presented in Table 2.

Table 2:  Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2,
subgroup — participants without evidence of infection prior to 7 days afterdose 2 —
evaluable efficacy (7 days) population

First COVID-19 occurrence from 7 days after Dose 2 in particiffants wifhout evi(?ence of prior
SARS-CoV-2 infection* )
COVID-19 mRNA Placebo\k /
Vaccine
Subgrou N z:sfi,sl o8 Vaccine efficacy
BrOup nl® % (95% CI)f
Surveillance time®
(n2°)
All subjects® 8 v
2214 (17,41 Dne 95.0 (90.0, 97.9)
16 to 64 years 7 7 N
1.706 (13,549) 710 (13,618) 95.1(89.6,98.1)
65 years and older 1 19
0.508 (38 0.511 (3880) 94.7 (66.7, 99.9)
65 to 74 years NS 14
%06 (3074 0.406 (3095) 92.9 (53.1, 99.8)
75 years and older 0 5
\ (774) 0.106 (785) 100.0 (-13.1, 100.0)

Note: Confirmed cases were detesguined by Rgierse Transcription-Polymerase Chain Reaction
(RT-PCR) and at least 1 syhptomgonsisterit with COVID-19 [*Case definition: (at least 1 of)
fever, new or increased cofigh, or ingreased shortness of breath, chills, new or increased muscle
pain, new loss of taste or st\e¢llf’sore thrght, diarrhoea or vomiting.]

s in the specified group.
peeting the endpoint definition.

he secpnd primary analysis, compared to placebo, efficacy of COVID-19 mRNA Vaccine in
parti®ehts 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%
tQ97.3%) in participants 16 years of age and older.

dditionally, subgroup analyses of the primary efficacy endpoint showed similar efficacy point
estimates across genders, racial and 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 pf studies
Comirnaty in the paediatric population in prevention of COVID-19 (see sectio or information on
paediatric use).

This medicinal product has been authorised under a so-called ‘conditional approval’ schemg’!
means that further evidence on this medicinal product is awaited. The agn Medicines Agency
will review new information on this medicinal product at least every is 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 humails ba%d on conventional studies of repeat dose
toxicity and reproductive and developmental toxigity.

General toxicity
Rats intramuscularly administered Comirn

relatively higher levels in rats due to bod W
oedema and erythema and increases in
consistent with an inflammatory resp#nse as well as vacuolation of portal hepatocytes without
evidence of liver injury. All effects

(receiving human doses once weekly, generating
t differenges) demonstrated some_injection site

Genotoxicity/Carcinogenicity
Neither genotoxicity nor carg i € were performed. The components of the vaccine (lipids

Reproductive toxicity
Reproductive and de

#ody responses were present in maternal animals from prior to mating
natal day 21 as well as in foetuses and offspring. There were no

royl-sn- glycero 3 phosphochohne (DSPC)
Cholesterol
tassium chloride

Pptassium dihydrogen phosphate

odium chloride
Disodium phosphate dihydrate
Sucrose
Water for injections

10



6.2 Incompatibilities

This medicinal product must not be mixed with other medicinal products except thbse menti
section 6.6.

6.3  Shelf life

Unopened vial: 6 months at -90 °C to -60 °C”. o

Once removed from the freezer, the unopened vaccine can be stored fo o 5 daygat 2 °C to 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 fro ge (< 0 °C) may be at room
temperature (< 25 °C) for up to 5 minutes for transfer bgftween ultra-low-tgmperature environments.

Chemical and physical in-use stability has been demonstr; or 6 hours at 2 °C to 30 °C after dilution
in sodium chloride 9 mg/mL (0.9%) solut rom a microbiological point of view, the
product should be used immediately. If not used¥ igfly, in-use storage times and conditions are

the responsibility of the user.

6.4 Special precautions for storgge

to protect from light.

During storage, minimise eXp : light, and avoid exposure to direct sunlight and ultraviolet
light.
Thawed vials can be Ja in e #ht conditions.

When you are regd
* Open-1ft vidrays, or vifll trays containing less than 195 vials removed from frozen storage

e returhed to frozen storage following room temperature exposure, they must
storage for at least 2 hours before they can be removed again.

pons after thawing and dilution of the medicinal product, see section 6.3.
re,and contents of container

L clear multidose vial (type I glass) with a stopper (synthetic bromobutyl rubber) and a flip-off
plads with aluminium seal. Each vial contains 5 doses.

ck size: 195 vials

11



6.6  Special precautions for disposal and other handling

Handling instructions

Comirnaty should be prepared by a healthcare professional using aseptic technique tozusure the
sterility of the prepared dispersion.
THAWING PRIOR TO DILUTION
"\ | e Them al is stored frozen and
dilution.

2 hours at
room

No more than

temperature
(up to 30°C)

d for 3 minutes at temperatures
up to 30 °Cgor immediate use.

o Allow ¥€thawed vial to come to room

temperature and gently invert it

tignes prior to dilution. Do not shake.

to dilution, the thawed dispersion

ay contain white to off-white opaque
y‘morphous particles.

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.

12




e Equalise vial pressure befdge removing
the needle from the vipl stopger by
withdrawing 1.8 mL fir into th
diluent syringe.

Pull back plunger to 1.8 mL to
remove air from vial

ently 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.

13



N\

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

The diluted vials should bdmarked
with the appropriate date an§time.
Do not freeze or shalfe the dilu

dispersion. If refri
diluted dispersion to co
temperature prior to use.

PREPARATION OF INDIVIDUAL 0.3 mL

OSES O

0.3 mL diluted
vaccine

L S

L 4

.

r dilution, the vial contains
.25 mL corresponding to 5 doses of
.3 mL. Withdraw the required 0.3 mL
dose of diluted vaccine using a sterile
needle.
Discard any unused vaccine within
6 hours after dilution.

Disposal

nts.

Germany

one: +49 6131 90840
F¥x: +49 6131 9084390
iflfo@biontech.de

14

Any un| se@ﬁvaste material should be disposed of in accordance with local



8. MARKETING AUTHORISATION NUMBER(S) Q
EU/1/20/1528

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISA

Date of first authorisation:

A

10. DATE OF REVISION OF THE TEXT

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

S
CH
&
&
1
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E.
N CONDITIONAL MARKETING AUTHORISATION

16



A.  MANUFACTURERS OF THE BIOLOGICAL ACTIVE SUBSTANCES AN
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
A 4

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 respon or batch reNflse
BioNTech Manufacturing GmbH

Kupferbergterrasse 17 - 19

55116 Mainz

Germany

Pfizer Manufacturing Belgium NV

Rijksweg 12

2870 Puurs

Belgium

The printed package leaflet edicinhl product must state the name and address of the
manufacturer responsible fo release gf the concerned batch.

In view of the declgfed PublidNJealth Emergency of International Concern and in order to ensure early
supply this medigiffal product is§ubject to a time-limited exemption allowing reliance on batch control
testing conductéd e registerelll site(s) that are located in a third country. This exemption ceases to

Medict roduct subject to medical prescription.

Official batch release

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



C

C. OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING
AUTHORISATION

. Periodic safety update reports (PSURs)

The requirements for submission of PSURs for this medicinal product are set out in the
Union reference dates (EURD list) provided for under Article 107¢(7) of Directive 2001/8
and any subsequent updates published on the European medicines web-jerm

) 4
The marketing authorisation holder (MAH) shall submit the first PSUR is product within
6 months following authorisation.
D. CONDITIONS OR RESTRICTIONS WITH REGARD T SAFE AND

EFFECTIVE USE OF THE MEDICINAL PRODUCT

. Risk management plan (RMP)

The marketing authorisation holder (MAH) shallperform th&gquired pharmacovigilance

An updated RMP should be submitted:

. At the request of the European

o Whenever the risk managemepfl system is modified, especially as the result of new information
being received that may lead ffo a sigpa change to the benefit/risk profile or as the result of
an important (pharmacovigila risk miflimisation) milestone being reached.

E. SPECIFIC OBLIG/
FOR THE CONDITIONA

O COMPLETE POST-AUTHORISATION MEASURES
ARKETING AUTHORISATION

This being a conditi
726/2004, the MA

perthiorisation and pursuant to Article 14a of Regulation (EC) No
shall cont ete within the stated timeframe, the following measures:

Descrjption ’ Due date

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

product, %hould vide additional data. Interim reports:
Y 4 31 March 2021

In ord§r to ensure thent prf)duct quality, the MAH should provide July 2021.
| informatiofi to enhance the control strategy, including the active Interim reports:
d finished product specifications. March 2021

N

er to confirm the consistency of the finished product manufacturing March 2021

X AH should provide additional validation data

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

an -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,
yontrol 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

18



Description Duedate

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

0

2. STATEMENT OF ACTIVE SUBSTANCE(S) P

After dilution each vial contains 5 doses of 0.3 mL.

3. LIST OF EXCIPIENTS

Excipients: ALC-0315, ALC-0159, DSPC, cho 0l, potassi hloride, potassium dihydrogen
phosphate, sodium chloride, disodium phosphate dih te, suckOse, water for injections

N

4. PHARMACEUTICAL FORM QD CONTEN

Concentrate for dispersion for injecfion
195 multidose vials

7>

5.  METHOD AND RQUTE($f OF ADMINISTRATION

Dilute before use: Dilut®gg
injection.

(

fial with 1.8 mL sodium chloride 9 mg/mL (0.9%) solution for

CIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
E SIGHT AND REACH OF CHILDREN

OF

Keepwut of the €ight and reach of children.

OTHER SPECIAL WARNING(S), IF NECESSARY

EXPIRY DATE

22



9. SPECIAL STORAGE CONDITIONS

Storage:

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

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED NAL ERODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEIYICIN PRODUCTS, IF
APPROPRIATE )

A v
11. NAME AND ADDRESS OF THE MARKETING W THO TION HOLDER

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, Germany

AN

12. MARKETING AUTHORISATION NUM

EU/1/20/1528

13. BATCH NUMBER [

LOT VA
~

| 14.  GENERAL CLASS\NICATION JOR SUPPLY

| 15. INSTRUCTIONS ON BSE

~ /\ )

‘ 16. INF ATION RAILLE

¢

Justificgtion for not ing Bflille accepted.

UNI(WENTIFIER _ 2D BARCODE

¢ carrying the unique identifier included.

1SN UNIQUE IDENTIFIER - HUMAN READABLE DATA

23




MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

VIAL LABEL (

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

COMIRNATY sterile concentrate 7S
COVID-19 mRNA Vaccine
M
o
| 2. METHOD OF ADMINISTRATION V4 A)
| 3. EXPIRY DATE K 4
EXP
4.  BATCH NUMBER N
LOT \j
N

5. CONTENTS BY WEIGHTN\3Y,YOLUME OR BY UNIT

5 doses after dilution r 7 \/

6. OTHER

Discard date/time:

e
S

24






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
safety information. You can help by reporting any side effects you may get. See the end of dection 4
for how to report side effects.

Read all of this leaflet carefully before you receive this vaccine bé

information for you.

o Keep this leaflet. You may need to read it again.

o If you have any further questions, ask your doctor, ph

o If you get any side effects, talk to your doctor, pharm
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
3.  How Comirnaty is given

4. Possible side effects

5. How to store Comirnaty

6. Contents of the pack and other informatio

1. What Comirnaty is and whit it is

The vaccine causes the immur
cells that work agaip N

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

° 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.

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.

26



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 othe icines
or have recently received any other vaccine.

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

phing to have a baby, ask

Driving and using machines
Some of the effects of vaccination mentioned in section 4 (Ppssible g ects) may temporarily

affect your ability to drive or use machines. Wait until t have wprn off before you drive or
use machines.

Comirnaty contains potassium and sodium
This vaccine contains less than 1 mmol potassium (39 mg) p¥gdos
‘potassium-free’.

, that is to say essentially

This vaccine contains less than 1 mmol sogium (23 mg) p se, that is to say essentially

‘sodium-free’.
3. How Comirnaty is given

Comirnaty is given after dilutiggas an injection g 0.3 mL into a muscle of your upper arm.

You will receive 2 injection at least 21 days apart.

After the first dose of Comi
to complete the vacg

side effects: may affect more than 1 in 10 people
£ pain, swelling

mmon side effects: may affect up to 1 in 10 people
o injection site redness
nausea

Uncommon side effects: may affect up to 1 in 100 people
o enlarged lymph nodes
. feeling unwell

27



. pain in limb
. insomnia
o 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) IS
. severe allergic reaction

Reporting of side effects
If you get any side effects, talk to your doctor, pharmacist or

system listed in Appendix V and include batch/Lot number ilgile. BEreporting side effects you
can help provide more information on the safety of this grediChwe®

5. How to store Comirnaty

The following information about storage,
professionals.

Coptents of the pack and other information

What Comirnaty contains
° The active substance is COVID-19 mRNA Vaccine. After dilution, the vial contains 5 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

28



— 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) provide
a2 mL clear vial (type I glass), with a rubber stopper and a flip-off plg

flltidose Vi,al of 5 doses in
gap with pluminium 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 Belgi

Rijksweg 12

2870 Puurs
Belgium

Q

For any informatioft about thisYgedicine, please contact the local representative of the Marketing

Authorisation Hg

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
.ST.0. Vivian Corporation Ltd.
Tel: +420 283 004 111 Tel: +35621 344610
anmark Norge
fizer ApS Pfizer AS
TIf: +45 44 201 100 TIf: +47 67 526 100
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Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

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

EA\Lada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
Telf:+34914909900

France
Pfizer
Tél+33 15807 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Tel: 1800 633 363 (toll fre
+44 (0)1304 616161

Island
Icepharma hf
Simi: +354 540 8(

Italia~
Pfizer S.r.
Tel: +3906 3

Kv
PfiZer
TnA: +357

4G A. E (Cyprus Branch)

Pfizer Lu ourg SARL filiale Latvija
Tel.: +371470 35 775

his leaflet was last revised in

Pfizer Healthcare Ireland @%

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

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

Polska
Pfizer Polska
Tel.:

r, podruznica za svetovanje s podroc¢ja
acevtske dejavnosti, Ljubljana
Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organizacna zlozka

Tel: +421 2 3355 5500

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

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

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

is medicine has been given ‘conditional approval’. This means that there is more evidence to come
bout 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.
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URL: www.comirnatyglobal.com Y
Detailed information on this medicine is available on the European Mg es Agenty web site:
http://www.ema.europa.eu.

This package leaflet is available in all EU/EEA languages oyf'the Eurg Medicines Agency
website.

Administer Comirnaty intramuscularly after dilution
21 days apart.

Traceability

In order to improve the traceability o i searfal products, the name and the batch number
of the administered product should

Handling instructions

e Comirnaty should be prep

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

Do not Treeze or shake the diluted dispersion. If refrigerated, allow the diluted dispersion to come

m temperature prior to use.

e After dilution, the vial contains 2.25 mL corresponding to 5 doses of 0.3 mL. Withdraw the
required 0.3 mL dose of diluted vaccine using a sterile needle.

o} 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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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-b&ne
favourable to recommend the granting of the conditional marketing authorisation as fi
explained in the European Public Assessment Report.
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