Package leaflet: Information for the user

Comirnaty Omicron XBB.1.5 30 micrograms/dose dispersion for injection
Adults and adolescents from 12 years
COVID-19 mRNA Vaccine
raxtozinameran

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 Omicron XBB.1.5 is and what it is used for

2. What you need to know before you receive Comirnaty Omicron XBB.1.5
3. How Comirnaty Omicron XBB.1.5 is given

4. Possible side effects

5. How to store Comirnaty Omicron XBB.1.5

6. Contents of the pack and other information

1. What Comirnaty Omicron XBB.1.5 is and what it is used for
Comirnaty Omicron XBB.1.5 is a vaccine used for preventing COVID-19 caused by SARS-CoV-2.

Comirnaty Omicron XBB.1.5 30 micrograms/dose dispersion for injection is given to adults and
adolescents from 12 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 Omicron XBB.1.5 does not contain the virus to produce immunity, it cannot give you
COVID-19.

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

2. What you need to know before you receive Comirnaty Omicron XBB.1.5

Comirnaty Omicron XBB.1.5 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 this vaccine in the past.

. you are feeling nervous about the vaccination process or 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.

. 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.

There is an increased risk of myocarditis (inflammation of the heart muscle) and pericarditis
(inflammation of the lining outside the heart) after vaccination with Comirnaty (see section 4). These
conditions can develop within just a few days after vaccination and have primarily occurred within

14 days. They have been observed more often after the second vaccination, and more often in younger
males. The risk of myocarditis and pericarditis seems lower in children ages 5 to 11 years compared with
ages 12 to 17 years. Most cases of myocarditis and pericarditis recover. Some cases required intensive
care support and fatal cases have been seen. Following vaccination, you should be alert to signs of
myocarditis and pericarditis, such as breathlessness, palpitations and chest pain, and seek immediate
medical attention should these occur.

As with any vaccine, Comirnaty Omicron XBB.1.5 may not fully protect all those who receive it and it is
not known how long you will be protected.

The efficacy of Comirnaty Omicron XBB.1.5 may be lower in people who are immunocompromised. If
you are immunocompromised, you may receive additional doses of Comirnaty Omicron XBB.1.5. In
these cases, you should continue to maintain physical precautions to help prevent COVID-19. In addition,
your close contacts should be vaccinated as appropriate. Discuss appropriate individual recommendations
with your doctor.

Children
Comirnaty Omicron XBB.1.5 30 micrograms/dose dispersion for injection is not recommended for
children aged under 12 years.

There are paediatric formulations available for infants aged 6 months and above and children below
12 years of age. For details, please refer to the Package Leaflet for other formulations.

The vaccine is not recommended for infants aged under 6 months.

Other medicines and Comirnaty Omicron XBB.1.5
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 think you may be pregnant, tell your doctor, nurse or pharmacist before you receive
this vaccine.

No data are available yet regarding the use of Comirnaty Omicron XBB.1.5 during pregnancy. However,
a large amount of information from pregnant women vaccinated with the initially approved Comirnaty



vaccine during the second and third trimester have not shown negative effects on the pregnancy or the
newborn baby. While information on effects on pregnancy or the newborn baby after vaccination during
the first trimester is limited, no change to the risk for miscarriage has been seen. Comirnaty Omicron
XBB.1.5 can be used during pregnancy.

No data are available yet regarding the use of Comirnaty Omicron XBB.1.5 during breast-feeding.
However, no effects on the breastfed newborn/infant are anticipated. Data from women who were
breast-feeding after vaccination with the initially approved Comirnaty vaccine have not shown a risk for
adverse effects in breastfed newborns/infants. Comirnaty Omicron XBB.1.5 can be used while
breast-feeding.

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.

3. How Comirnaty Omicron XBB.1.5 is given
Comirnaty Omicron XBB.1.5 is given as an injection of 0.3 mL into a muscle of your upper arm.

You will receive 1 injection, regardless whether you have received a COVID-19 vaccine before.

If you were previously vaccinated with a COVID-19 vaccine, you should not receive a dose of Comirnaty
Omicron XBB.1.5 until at least 3 months after the most recent dose.

If you are immunocompromised, you may receive additional doses of Comirnaty Omicron XBB.1.5.

If you have any further questions on the use of Comirnaty Omicron XBB.1.5, ask your doctor, pharmacist
or nurse.

4. Possible side effects
Like all vaccines, Comirnaty Omicron XBB.1.5 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

diarrhoea

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.

Common side effects: may affect up to 1 in 10 people

. injection site redness

. nausea, vomiting

. enlarged lymph nodes (more frequently observed after a booster dose)



Uncommon side effects: may affect up to 1 in 100 people
feeling unwell, feeling weak or lack of energy/sleepy
arm pain

insomnia

injection site itching

allergic reactions such as rash or itching

decreased appetite

dizziness

excessive sweating, night sweats

Rare side effects: may affect up to 1 in 1 000 people
J temporary one sided facial drooping
o allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10 000 people
o inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart

(pericarditis) which can result in breathlessness, palpitations or chest pain

Not known (cannot be estimated from the available data)

o severe allergic reaction

o extensive swelling of the vaccinated limb

o swelling of the face (swelling of the face may occur in patients who have had facial dermatological
fillers)

o a skin reaction that causes red spots or patches on the skin, that may look like a target or
“bulls-eye” with a dark red centre surrounded by paler red rings (erythema multiforme)

o unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia)
decreased feeling or sensitivity, especially in the skin (hypoaesthesia)

. heavy menstrual bleeding (most cases appeared to be non-serious and temporary in nature)

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 ADR Reporting Website:
www.medicinesauthority.gov.mt/adrportal 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 Omicron XBB.1.5

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.


http://www.medicinesauthority.gov.mt/adrportal

The vaccine will be received frozen at -90 °C to -60 °C. Frozen vaccine can be stored either at -90 °C to -
60 °C or 2 °C to 8 °C upon receipt.

Single dose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of single dose vials of the
vaccine can be thawed at 2 °C to 8 °C for 2 hours or individual vials can be thawed at room temperature
(up to 30 °C) for 30 minutes.

Multidose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of the vaccine can be thawed at
2 °C to 8 °C for 6 hours or individual vials can be thawed at room temperature (up to 30 °C) for
30 minutes.

Thawed vials: Once removed from the freezer, the unopened vial may be stored and transported
refrigerated at 2 °C to 8 °C for up to 10 weeks; not exceeding the printed expiry date (EXP). The outer
carton should be marked with the new discard date at 2 °C to 8 °C. Once thawed, the vaccine cannot be
re-frozen.

Prior to use, the unopened vials can be stored for up to 12 hours at temperatures between 8 °C and 30 °C.
Thawed vials can be handled in room light conditions.

Opened vials: After first puncture, store the vaccine at 2 °C to 30 °C and use within 12 hours, which
includes up to 6 hours transportation time. Discard any unused vaccine.

Do not use this vaccine if you notice particulates 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.

6. Contents of the pack and other information

What Comirnaty Omicron XBB.1.5 contains
. The active substance of COVID-19 mRNA Vaccine (nucleoside modified) is called
raxtozinameran.
— A single dose vial contains 1 dose of 0.3 mL with 30 micrograms raxtozinameran each.
— A multidose vial contains 6 doses of 0.3 mL with 30 micrograms raxtozinameran 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
— trometamol
— trometamol hydrochloride
—  sucrose
— water for injections



What Comirnaty Omicron XBB.1.5 looks like and contents of the pack

The vaccine is a white to off-white dispersion (pH: 6.9 - 7.9) provided in either:

. A single dose vial of 1 dose in a 2 mL clear vial (type I glass), with a rubber stopper and a grey
flip-off plastic cap with aluminium seal; or

. A multidose vial of 6 doses in a 2 mL clear vial (type I glass), with a rubber stopper and a grey flip-
off plastic cap with aluminium seal.

Single dose vial pack size: 10 vials
Multidose vial pack sizes: 10 vials or 195 vials
Not all pack sizes may be marketed.

Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121
service(@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
Belgium

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

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A.//N.V., Tél/Tel: +32 (0)2 554 62
11

Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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 EAAGG ALE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EAAGg A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

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



Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, 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 podroc¢ja farmacevtske
dejavnosti, Ljubljana, Tel.: +386 (0) 1 52 11 400

Slovenska republika: Pfizer Luxembourg SARL, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

This leaflet was last revised in 12/2023.

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 website:
http://www.ema.europa.cu.

The following information is intended for healthcare professionals only:
Administer Comirnaty Omicron XBB.1.5 intramuscularly as a single dose of 0.3 mL regardless of prior
COVID-19 vaccination status.

For individuals who have previously been vaccinated with a COVID-19 vaccine, Comirnaty Omicron
XBB.1.5 should be administered at least 3 months after the most recent dose of a COVID-19 vaccine.

Additional doses may be given to individuals who are severely immunocompromised.

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 prior to use

Comirnaty Omicron XBB.1.5 should be prepared by a healthcare professional using aseptic technique to

ensure the sterility of the prepared dispersion.

. Verify that the vial has a grey plastic cap and the product name is Comirnaty Omicron XBB.1.5
(30 micrograms)/dose dispersion for injection (12 years and older).


http://www.comirnatyglobal.com/

If the vial has another product name on the label, please make reference to the Summary of Product
Characteristics for that formulation.

If the vial is stored frozen it must be thawed prior to use. Frozen vials should be transferred to an
environment of 2 °C to 8 °C to thaw. Ensure vials are completely thawed prior to use.

- Single dose vials: A 10-vial pack of single dose vials may take 2 hours to thaw.

- Multidose vials: A 10-vial pack of multidose vials may take 6 hours to thaw.

Upon moving vials to 2 °C to 8 °C storage, update the expiry date on the carton.

Unopened vials can be stored for up to 10 weeks at 2 °C to 8 °C; not exceeding the printed expiry
date (EXP).

Alternatively, individual frozen vials may be thawed for 30 minutes at temperatures up to 30 °C.
Prior to use, the unopened vial can be stored for up to 12 hours at temperatures up to 30 °C.
Thawed vials can be handled in room light conditions.

Preparation of 0.3 mL doses

Gently mix by inverting vials 10 times prior to use. Do not shake.
Prior to mixing, the thawed dispersion may contain white to off-white opaque amorphous particles.
After mixing, the vaccine should present as a white to off-white dispersion with no particulates
visible. Do not use the vaccine if particulates or discolouration are present.
Check whether the vial is a single dose vial or a multidose vial and follow the applicable handling
instructions below:
—  Single dose vials

= Withdraw a single 0.3 mL dose of vaccine.

= Discard vial and any excess volume.
—  Multidose vials

=  Multidose vials contain 6 doses of 0.3 mL each.

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

=  Withdraw 0.3 mL of Comirnaty Omicron XBB.1.5.
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. If 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.
Record the appropriate date/time on the vial. Discard any unused vaccine 12 hours after first
puncture.

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



Fuljett ta’ taghrif: Informazzjoni ghall-utent

Comirnaty Omicron XBB.1.5 30 mikrogramma/doza dispersjoni ghall-injezzjoni
Adulti u adolexxenti minn 12-il sena ’l fuq
Vaééin tal-mRNA tal-COVID-19
raxtozinameran

vDan il-prodott medicinali huwa suggett ghal monitoragg addizzjonali. Dan ser jippermetti
identifikazzjoni ta’ malajr ta’ informazzjoni gdida dwar is-sigurta. Inti tista’ tghin billi tirrapporta
kwalunkwe effett sekondarju li jista’ jkollok. Ara t-tmiem ta’ sezzjoni 4 biex tara kif ghandek tirrapporta
effetti sekondarji.

Aqra sew dan il-fuljett kollu qabel tiréievi dan il-vaé¢éin peress li fih informazzjoni importanti

ghalik.

. Zomm dan il-fuljett. Jista’ jkollok bzonn terga’ taqrah.

. Jekk ikollok aktar mistogsijiet, stagsi lit-tabib, lill-ispizjar jew lill-infermier tieghek.

. Jekk ikollok xi effett sekondarju kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan
jinkludi xi effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Ara sezzjoni 4.

F’dan il-fuljett

X’inhu Comirnaty Omicron XBB.1.5 u ghalxiex jintuza
X’ghandek tkun taf qabel ma tir¢ievi Comirnaty Omicron XBB.1.5
Kif jinghata Comirnaty Omicron XBB.1.5

Effetti sekondarji possibbli

Kif tahzen Comirnaty Omicron XBB.1.5

Kontenut tal-pakkett u informazzjoni ohra

AN o e

1. X’inhu Comirnaty Omicron XBB.1.5 u ghalxiex jintuza

Comirnaty Omicron XBB.1.5 huwa vac¢¢in uzat ghall-prevenzjoni tal-COVID-19 ikkawzata minn SARS-
CoV-2.

Comirnaty Omicron XBB.1.5 30 mikrogramma/doza dispersjoni ghall-injezzjoni jinghata lil adulti u
adolexxenti b’eta minn 12-il sena ’l fuq.

[l-va¢¢in jikkawza s-sistema immuni (id-difizi naturali tal-gisem) biex tipproduci antikorpi u celluli tad-
demm li jahdmu kontra 1-virus, u b’hekk taghti protezzjoni kontra 1-COVID-19.

Peress li Comirnaty Omicron XBB.1.5 ma fihx il-virus biex jipprodu¢i l-immunita, ma jistax jaghtik
COVID-109.

L-uzu ta’ dan il-vac¢in ghandu jkun skont ir-rakkomandazzjonijiet ufficjali.

2. X’ghandek tkun taf qabel ma tir¢ievi Comirnaty Omicron XBB.1.5

Comirnaty Omicron XBB.1.5 m’ghandux jinghata
. jekk inti allergiku ghas-sustanza attiva jew ghal xi sustanza ohra ta’ din il-medi¢ina (imnizzla fis-
sezzjoni 6)



Twissijiet u prekawzjonijiet
Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek qabel ma tinghata dan il-vac¢in jekk:

. qatt kellek reazzjoni allergika severa jew problemi bin-nifs wara l-injezzjoni ta’ kwalunkwe vac¢in
iehor jew wara li nghatajt dan il-vac¢¢in fil-passat.

. ged thossok nervuz dwar il-process tat-tilgim jew jekk xi darba intlift minn sensik wara kwalunkwe
injezzjoni b’labra.

. ghandek marda severa jew infezzjoni b’deni gholi. Madankollu, tista’ tichu t-tilqima tieghek jekk
ikollok deni hafif jew infezzjoni hafifa tal-parti ta’ fuq tal-passagg tan-nifs bhal rih.

J ghandek problema ta’ hrug ta’ demm, titbengel malajr jew tuza medi¢ina biex tipprevjeni emboli
tad-demm.

. ghandek sistema immuni mdghajfa, minhabba marda bhal infezzjoni bl-HIV jew medic¢ina bhal

kortikosterojdi li taffettwa s-sistema immuni tieghek.

Hemm zieda fir-riskju ta’ mijokardite (infjammazzjoni tal-muskolu tal-qalb) u perikardite
(infjammazzjoni tar-rita barra mill-qalb) wara tilqgim b’Comirnaty (ara sezzjoni 4). Dawn il-
kundizzjonijiet jistghu jizviluppaw fi zmien ftit jiem biss wara t-tilgim u sehhew primarjament fi zmien
14-il jum. Dawn gew osservati aktar spiss wara t-tieni tilqima, u aktar spiss f’irgiel izghar fl-eta. Ir-riskju
ta’ mijokardite u perikardite jidher li huwa aktar baxx fi tfal b’eta minn 5 snin sa 11-il sena meta mgabbla
mal-etajiet ta’ 12-il sena sa 17-il sena. Il-bi¢¢a I-kbira tal-kazijiet ta’ mijokardite u perikardite jirkupraw.
Xi kazijiet kienu jehtiegu appogg ta’ kura intensiva u gew osservati kazijiet fatali. Wara t-tilqim, ghandek
toqghod attent ghal sinjali ta’ mijokardite u perikardite, bhal qtugh ta’ nifs, palpitazzjonijiet u wgigh fis-
sider, u tfittex attenzjoni medika immedjata jekk dawn isehhu.

Bhal kull va¢¢in, Comirnaty Omicron XBB.1.5 jista’ ma jipprotegix b’mod shih lil dawk kollha li
jircevuh u mhux maghruf kemm ser iddum protett.

L-effikacja ta’ Comirnaty Omicron XBB.1.5 tista’ tkun inqas f’nies 1i huma immunokompromessi. Jekk
inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty Omicron XBB.1.5. F’dawn il-
kazijiet, ghandek tkompli tiechu prekawzjonijiet fizic¢i biex tghin tipprevjeni -COVID-19. Barra minn
hekk, persuni vicin tieghek ghandhom jigu mlaqqma kif xieraq. Iddiskuti rakkomandazzjonijiet
individwali xierqa mat-tabib tieghek.

Tfal
Comirnaty Omicron XBB.1.5 30 mikrogramma/doza konc¢entrat ghal dispersjoni ghall-injezzjoni mhux
rakkomandat ghal tfal b’eta ta’ inqas minn 12-il sena.

Hemm formulazzjonijiet pedjatric¢i disponibbli ghal trabi b’eta minn 6 xhur ’il fuq u tfal b’eta ta’ inqas
minn 12-il sena. Ghad-dettalji, jekk joghgbok irreferi ghall-Fuljett ta’ Taghrif ghal formulazzjonijiet ohra.

Il-va¢¢in mhux rakkomandat ghal trabi b’eta ta’ inqas minn 6 xhur.

Medicini ohra u Comirnaty Omicron XBB.1.5
Ghid lit-tabib jew lill-ispizjar tieghek jekk ged tuza, uzajt dan I-ahhar jew tista’ tuza xi medicini ohra jew
jekk ricentement iréevejt xi vac¢in iehor.

Tqala u treddigh
Jekk inti tqila jew tahseb li tista’ tkun tqila ghid lit-tabib, lill-infermier jew lill-ispizjar tieghek qabel
tir¢ievi dan il-vaccin.



S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Omicron XBB.1.5 waqt it-tqala. Madankollu,
ammont kbir ta’ informazzjoni minn nisa tqal imlagqma bil-vac¢¢in ta’ Comirnaty approvat inizjalment
matul it-tieni u t-tielet trimestru ma wrietx effetti negattivi fuq it-tqala jew fuq it-tarbija tat-twelid.
Filwagqt li l-informazzjoni dwar l-effetti fuq it-tqala jew fuq it-tarbija tat-twelid wara tilgim matul I-ewwel
trimestru hija limitata, ma dehret 1-ebda bidla fir-riskju ta’ korriment. Comirnaty Omicron XBB.1.5 jista’
jintuza wagqt it-tqala.

S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Omicron XBB.1.5 waqt it-treddigh.
Madankollu, mhux mistennija effetti fuq it-tarbija tat-twelid/tarbija li qed tigi mreddgha. Data minn nisa
li kienu ged ireddghu wara li kienu mlaggma bil-vac¢in ta” Comirnaty approvat inizjalment ma wrietx
riskju ta’ effetti avversi fi trabi tat-twelid/trabi mredda’. Comirnaty Omicron XBB.1.5 jista’ jintuza waqt
it-treddigh.

Sewqan u thaddim ta’ magni

Uhud mill-effetti tat-tilgima msemmija fis-sezzjoni 4 (Effetti sekondarji possibbli) jistghu jaffettwaw
b’mod temporanju l-hila tieghek li ssuq jew thaddem magni. Stenna sakemm dawn l-effetti jghaddu qabel
ma ssuq jew thaddem magni.

3. Kif jinghata Comirnaty Omicron XBB.1.5

Comirnaty Omicron XBB.1.5 jinghata bhala injezzjoni ta’ 0.3 mL go muskolu fin-naha ta’ fuq tad-driegh
tieghek.

Inti ser tir¢ievi injezzjoni wahda, irrispettivament jekk ircevejtx vaccin tal-COVID-19 qabel.

Jekk kont imlaggam qabel b’vaccin tal-COVID-19, m’ghandekx tir¢ievi doza ta’ Comirnaty Omicron
XBB.1.5 gabel mill-inqas 3 xhur wara I-aktar doza ric¢enti.

Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty Omicron XBB.1.5.

Jekk ghandek aktar mistogsijiet dwar l-uzu ta’ Comirnaty Omicron XBB.1.5, stagsi lit-tabib, lill-ispizjar
jew lill-infermier tieghek.

4. Effetti sekondarji possibbli

Bhal kull va¢é¢in iehor, Comirnaty Omicron XBB.1.5 jista’ jikkawza effetti sekondarji, ghalkemm ma
jidhrux f’kulhadd.

Effetti sekondarji komuni hafna: jistghu jaffettwaw aktar minn persuna wahda minn kull 10

sit tal-injezzjoni: ugigh, netha

gheja, ugigh ta’ ras

ugigh fil-muskoli, ugigh fil-gogi

tkexkix ta’ bard, deni

dijarea

Uhud minn dawn l-effetti sekondarji kienu kemmxejn aktar frekwenti f’adolexxenti b’eta minn 12 sa 15-il
sena milli fl-adulti.



Effetti sekondarji komuni: jistghu jaffettwaw sa persuna wahda minn kull 10

. hmura fis-sit tal-injezzjoni
. dardir, rimettar
° glandoli limfati¢i minfuha (osservati b’mod aktar frekwenti wara d-doza booster)

Effetti sekondarji mhux komuni: jistghu jaffettwaw sa persuna wahda minn kull 100
thossok ma’ tiflahx, thossok dghajjef jew b’nuqqas ta’ energija/bi nghas

ugigh fid-dirghajn

insomnja

hakk fis-sit tal-injezzjoni

reazzjonijiet allergici bhal raxx jew hakk

tnaqqis fl-aptit

sturdament

gharaq ec¢essiv, gharaq matul il-lejl

Effetti sekondarji rari: jistghu jaffettwaw sa persuna wahda minn kull 1 000
o naha wahda tal-wic¢ tiddendel b’mod temporanju
. reazzjonijiet allergici bhal horriqija jew nefha fil-wic¢

Effetti sekondarji rari hafna: jistghu jaffettwaw sa persuna wahda minn kull 10 000
o infjammazzjoni tal-muskolu tal-qalb (mijokardite) jew infjammazzjoni tar-rita barra mill-qalb
(perikardite) i tista’ tirrizulta fi qtugh ta’ nifs, palpitazzjonijiet jew ugigh fis-sider

Mhux maghruf (ma tistax tittiched stima mid-data disponibbli)

reazzjoni allergika severa

nefha estensiva fid-driegh li fih inghata l-vac¢in

nefha fil-wic¢ (netha fil-wicc tista’ ssehh f’pazjenti li kellhom fillers dermali tal-wicc)

reazzjoni tal-gilda li tikkawza tikek jew rqajja’ homor fuq il-gilda, li jistghu jidhru bhal targit jew

“bulls-eye” b’centru ahmar skur imdawwar bi ¢rieki homor c¢ari (eritema multiforme)

o sensazzjoni mhux tas-soltu fil-gilda, bhal tnemnim jew sensazzjoni ta’ xi haga miexja fuq il-gilda
(parestesija)

o tnaqqis fis-sensazzjoni jew fis-sensittivita, specjalment fil-gilda (ipoestesija)

o emorragija mestrwali qawwija (il-parti 1-kbira tal-kazijiet dehru li ma kinux serji u kienu ta’ natura
temporanja)

Rappurtar tal-effetti sekondarji

Jekk ikollok xi effett sekondarju, kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan jinkludi xi
effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Tista’ wkoll tirrapporta effetti sekondarji
direttament permezz tas-sit elettroniku tar-rapportar tar-reazzjonijiet avversi suspettati:
www.medicinesauthority.gov.mt/adrportal u nkludi n-numru tal-lott/Lot jekk disponibbli. Billi tirrapporta
1-effetti sekondarji tista’ tghin biex tigi pprovduta aktar informazzjoni dwar is-sigurta ta’ din il-medié¢ina.

5. Kif tahzen Comirnaty Omicron XBB.1.5

Zomm din il-medi¢ina fejn ma tidhirx u ma tintlahagx mit-tfal.


http://www.medicinesauthority.gov.mt/adrportal

It-taghrif 1i gej dwar il-hazna, d-data ta’ meta tiskadi u l-uzu u l-immaniggar huwa mahsub ghall-
professjonisti tal-kura tas-sahha.

Tuzax din il-medi¢ina wara d-data ta’ meta tiskadi li tidher fuq il-kartuna u t-tikketta wara JIS. Id-data ta’
meta tiskadi tirreferi ghall-ahhar gurnata ta’ dak ix-xahar.

Ahzen fil-friza f"temperatura ta’ -90 °C sa -60 °C.

Ahzen fil-pakkett originali sabiex tilqga’ mid-dawl.

jista’ jinhazen f’temperatura ta’ -90 °C sa -60 °C jew f’temperatura ta’ 2 °C sa 8 °C.

Kunjetti b’doza wahda: Meta jinhaznu ffrizati f’temperatura ta’ -90 °C sa -60 °C, pakketti b’10 kunjetti
b’doza wahda tal-vacéin jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal saghtejn jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti b’aktar minn doza wahda: Meta jinhaznu ffrizati f’temperatura ta’ -90 °C sa -60 °C, pakketti
b’10 kunjetti tal-vac¢in jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal 6 sighat jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti li nhallu mis-silg: Ladarba jitnehha mill-friza, il-kunjett mhux miftuh jista’ jinhazen u jigi
ttrasportat fil-frigg f’temperatura ta’ 2 °C sa 8 °C ghal perjodu massimu ta’ 10 gimghat; dan m’ghandux
jagbez id-data ta’ meta jiskadi stampata (JIS). Il-kartuna ta’ barra ghandha tigi mmarkata bid-data I-gdida
li fiha ghandu jintrema jekk jinhazen f’temperatura ta’ 2 °C sa 8 °C. Ladarba jinhall mis-silg, il-va¢¢in ma
jistax jerga’ jigi ffrizat.

Qabel I-uzu, il-kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 12-il siegha f’temperaturi bejn
8 °Cu 30 °C.

Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Kunjetti miftuha: Wara li I-kunjett jittaqqab ghall-ewwel darba, ahzen il-vaccin f’temperatura ta’ 2 °C sa
30 °C u uzah fi zmien 12-il siegha, dan jinkludi sa 6 sighat 1i matulhom il-prodott jigi trasportat. Armi
kwalunkwe va¢¢in mhux uzat.

Tuzax dan il-vac¢in jekk tinnota particelli jew bidla fil-kulur.

Tarmix medic¢ini mal-ilma tad-dranagg jew mal-iskart domestiku. Staqgsi lill-ispizjar tieghek dwar kif
ghandek tarmi medicini li m’ghadekx tuza. Dawn il-mizuri jghinu ghall-protezzjoni tal-ambjent.

6. Kontenut tal-pakkett u informazzjoni ohra

X’fih Comirnaty Omicron XBB.1.5
e [s-sustanza attiva tal-Vac¢in tal-mRNA tal-COVID-19 (b’nucleoside modifikat) hija msejha
raxtozinameran.
— Kunjett b’doza wahda ikun fih doza wahda ta’ 0.3 mL bi 30 mikrogramma ta’ raxtozinameran
kull wiehed.
— Kunjett b’aktar minn doza wahda ikun fih 6 dozi ta’ 0.3 mL bi 30 mikrogramma ta’
raxtozinameran kull wiehed.



e [s-sustanzi mhux attivi l-ohra huma:
—  ((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)
- kolesterol
- trometamol
- trometamol hydrochloride
- sucrose
- ilma ghall-injezzjonijiet

Kif jidher Comirnaty Omicron XBB.1.5 u l-kontenut tal-pakkett

Il-vac¢in huwa dispersjoni ta’ lewn abjad sa abjad mahmug (pH: 6.9 - 7.9) ipprovdut f*:

. Kunjett b’doza wahda ta’ doza wahda f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp tal-
lastku u ghatu tal-plastik griz li jitnehha b’daqqa ta’ saba’ b’sigill tal-aluminju; jew

. Kunjett b’aktar minn doza wahda ta’ 6 dozi f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp
tal-lastku u ghatu tal-plastik griz li jitnehha b’daqqga ta’ saba’ b’sigill tal-aluminju.

Dags tal-pakkett ta’ kunjett b’doza wahda: 10 kunjetti
Dagsijiet tal-pakketti ta’ kunjett b’aktar minn doza wahda: 10 kunjetti jew 195 kunjett
Jista’ jkun li mhux il-pakketti tad-dagsijiet kollha jkunu fis-sugq.

Detentur tal-Awtorizzazzjoni ghat-Tqeghid fis-Suq
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

11-Germanja

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121

service@biontech.de

Manifatturi

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

1I-Germanja

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
I1-Belgju

Ghal kull taghrif dwar din il-medi¢ina, jekk joghgbok ikkuntattja lir-rapprezentant lokali tad-Detentur tal-
Awtorizzazzjoni ghat-Tqeghid fis-Suq:

o Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
11

buarapus: [paiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333

Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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



EALada: Pfizer EALGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EAAGg A.E. (Cyprus Branch), TnA: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

Lietuva: Pfizer Luxembourg SARL filialas Lietuvoje, Tel. +370 52 51 4000
Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

Romaénia: 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 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

Dan il-fuljett kien rivedut l-ahhar f> 12/2023.

Skennja 1-kowd b’mobile biex tikseb il-fuljett ta’ taghrif f’lingwi differenti.

URL: www.comirnatyglobal.com

Informazzjoni dettaljata dwar din il-medic¢ina tinsab fuq is-sit elettroniku tal-Agenzija Ewropea ghall-
Medic¢ini: http://www.ema.europa.eu.

It-taghrif li jmiss ged jinghata biss ghall-professjonisti tal-kura tas-sahha biss:
Aghti Comirnaty Omicron XBB.1.5 gol-muskoli bhala doza wahda ta’ 0.3 mL irrispettivament mill-istat
ta’ tilqim precedenti tal-COVID-19.

Ghal individwi li qabel kienu mlaggma b’vac¢in tal-COVID-19, Comirnaty Omicron XBB.1.5 ghandu
jinghata mill-inqas 3 xhur wara l-aktar doza recenti ta’ vac¢in tal-COVID-19.

Dozi addizzjonali jistghu jinghataw lil individwi li huma immunokompromessi b’mod sever.


http://www.comirnatyglobal.com/
http://www.ema.europa.eu/

Tracéabilita
Sabiex tittejjeb it-traccabilita tal-prodotti medic¢inali bijologici, 1-isem u n-numru tal-lott tal-prodott
amministrat ghandhom jigu rrekordjati b’mod car.

Istruzzjonijiet dwar l-immaniggar qabel 1-uzu
Comirnaty Omicron XBB.1.5 ghandu jigi ppreparat minn professjonist tal-kura tas-sahha permezz ta’
teknika asettika biex tigi zgurata l-isterilita tad-dispersjoni ppreparata.

Ivverifika li I-kunjett ghandu ghatu tal-plastik griz u li l-isem tal-prodott huwa Comirnaty

Omicron XBB.1.5 (30 mikrogramma)/doza dispersjoni ghall-injezzjoni (minn 12-il sena ’1 fuq).

Jekk il-kunjett ghandu isem tal-prodott ichor fuq it-tikketta, jekk joghgbok irreferi ghas-Sommarju

tal-Karatteristici tal-Prodott ta’ dik il-formulazzjoni.

Jekk il-kunjett jinhazen iffrizat dan ghandu jinhall mis-silg qabel 1-uzu. Kunjetti ffrizati ghandhom

jigu ttrasferiti ghal ambjent b’temperatura ta’ 2 °C sa 8 °C biex jinhallu mis-silg. Kun zgur li 1-

kunjetti nhallu kompletament mis-silg qabel 1-uzu.

- Kunjetti b’doza wahda: Pakkett ta’ 10 kunjetti b’doza wahda jista’ jichu saghtejn biex jinhall
mis-silg.

- Kunjetti b’aktar minn doza wahda: Pakkett ta’ 10 kunjetti b’aktar minn doza wahda jista’
jiehu 6 sighat biex jinhall mis-silg.

Meta ¢caqlaq il-kunjetti ghal hazna f’temperatura ta’ 2 °C sa 8 °C, aggorna d-data ta’ meta jiskadi

fuq il-kartuna.

Kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 10 gimghat f"temperatura ta’ 2 °C sa

8 °C; dan m’ghandux jagbez id-data ta’ meta jiskadi stampata (JIS).

Inkella, kunjetti individwali ffrizati jistghu jinhallu mis-silg ghal 30 minuta f’temperaturi sa 30 °C.

Qabel l-uzu, il-kunjett mhux miftuh jista’ jinhazen ghal perjodu sa 12-il siegha f’temperaturi sa

30 °C. Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Preparazzjoni ta’ dozi ta’ 0.3 mL

Qabel l-uzu hallat bil-mod billi taqgleb il-kunjetti ta’ taht fuq ghal 10 darbiet. Thawwadx.
Qabel thallat, id-dispersjoni li tkun inhallet mis-silg jista’ jkun fiha particelli amorfi opaki ta’ lewn
abjad sa abjad mahmug.
Wara li thallat il-va¢¢in ghandu jidher bhala dispersjoni ta’ lewn abjad sa abjad mahmug minghajr
1-ebda particelli vizibbli. Tuzax il-vac¢in jekk ikun hemm particelli jew tibdil fil-kulur.
Ieeekkja jekk il-kunjett huwiex kunjett b’doza wahda inkella kunjett b’aktar minn doza wahda u
segwi l-istruzzjonijiet applikabbli ghall-immaniggjar t’hawn taht:
- Kunjetti b’doza wahda

" Igbed doza wahda ta’ 0.3 mL tal-vaccin.

. Armi I-kunjett u kwalunkwe volum zejjed.
- Kunjetti b’aktar minn doza wahda

. Kunjetti b’aktar minn doza wahda fihom 6 dozi ta’ 0.3 mL kull wahda.

= Bl-uzu ta’ teknika asettika, naddaf it-tapp tal-kunjett b’imselha antisettika li tintuza

darba u tintrema.

" Igbed 0.3 mL ta’ Comirnaty Omicron XBB.1.5.
Sabiex jingibdu 6 dozi minn kunjett wiehed ghandhom jintuzaw siringi u/jew labar b’volum li ma
jistax jintuza zghir. Il-kombinazzjoni tas-siringa u tal-labra b’volum li ma jistax jintuza zghir
ghandu jkollha volum li ma jistax jintuza ta’ mhux aktar minn 35 mikrolitru. Jekk jintuzaw siringi u
labar standard, jista’ ma jkunx hemm volum suffi¢jenti biex tingibed is-sitt doza minn kunjett
wiehed.
Kull doza ghandu jkun fiha 0.3 mL ta’ vac¢in.



. Jekk l-ammont ta’ vacein li jifdal fil-kunjett ma jistax jipprovdi doza shiha ta’ 0.3 mL, armi I-
kunjett u kwalunkwe volum zejjed.

. Irregistra d-data/hin xierqa fuq il-kunjett. Armi kwalunkwe vac¢¢in mhux uzat 12-il siegha wara li 1-
kunjett ikun ittaqqab ghall-ewwel darba.

Rimi
Kull fdal tal-prodott medi¢inali li ma jkunx intuza jew skart li jibga’ wara 1-uzu tal-prodott ghandu
jintrema kif jitolbu I-ligijiet lokali.



Package leaflet: Information for the user

Comirnaty Original/Omicron BA.1 (15/15 micrograms)/dose dispersion for injection
Adults and adolescents from 12 years
COVID-19 mRNA Vaccine
tozinameran/riltozinameran

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 Original/Omicron BA.1 is and what it is used for

2. What you need to know before you receive Comirnaty Original/Omicron BA.1
3.  How Comirnaty Original/Omicron BA.1 is given

4. Possible side effects

5.  How to store Comirnaty Original/Omicron BA.1

6. Contents of the pack and other information

1. What Comirnaty Original/Omicron BA.1 is and what it is used for

Comirnaty Original/Omicron BA.1 is a vaccine used for preventing COVID-19 caused by SARS-CoV-2.
It is given to adults and adolescents from 12 years of age and older.

Comirnaty Original/Omicron BA.1 is only for individuals who have previously received at least a primary
vaccination course against COVID-19.

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 Original/Omicron BA.1 does not contain the virus to produce immunity, it cannot give you
COVID-19.

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

2. What you need to know before you receive Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 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 this vaccine in the past.

. you are feeling nervous about the vaccination process or 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.

. 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.

There is an increased risk of myocarditis (inflammation of the heart muscle) and pericarditis
(inflammation of the lining outside the heart) after vaccination with Comirnaty (see section 4). These
conditions can develop within just a few days after vaccination and have primarily occurred within

14 days. They have been observed more often after the second vaccination, and more often in younger
males. The risk of myocarditis and pericarditis seems lower in children ages 5 to 11 years compared with
ages 12 to 17 years. Most cases of myocarditis and pericarditis recover. Some cases required intensive
care support and fatal cases have been seen. Following vaccination, you should be alert to signs of
myocarditis and pericarditis, such as breathlessness, palpitations and chest pain, and seek immediate
medical attention should these occur.

As with any vaccine, Comirnaty Original/Omicron BA.1 may not fully protect all those who receive it
and it is not known how long you will be protected.

The efficacy of Comirnaty Original/Omicron BA.1 may be lower in people who are
immunocompromised. If you are immunocompromised, you may receive additional doses of Comirnaty
Original/Omicron BA.1. In these cases, you should continue to maintain physical precautions to help
prevent COVID-19. In addition, your close contacts should be vaccinated as appropriate. Discuss
appropriate individual recommendations with your doctor.

Children
Comirnaty Original/Omicron BA.1 (15/15 micrograms)/dose dispersion for injection is not recommended
for children aged under 12 years.

There are paediatric formulations available for infants aged 6 months and above and children below
12 years of age. For details, please refer to the Package Leaflet for other formulations.

The vaccine is not recommended for infants aged under 6 months.

Other medicines and Comirnaty Original/Omicron BA.1
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 think you may be pregnant, tell your doctor, nurse or pharmacist before you receive
this vaccine.

No data are available yet regarding the use of Comirnaty Original/Omicron BA.1 during pregnancy.
However, a large amount of information from pregnant women vaccinated with the initially approved



Comirnaty vaccine during the second and third trimester have not shown negative effects on the
pregnancy or the newborn baby. While information on effects on pregnancy or the newborn baby after
vaccination during the first trimester is limited, no change to the risk for miscarriage has been seen.
Comirnaty Original/Omicron BA.1 can be used during pregnancy.

No data are available yet regarding the use of Comirnaty Original/Omicron BA.1 during breast-feeding.
However, no effects on the breastfed newborn/infant are anticipated. Data from women who were
breast-feeding after vaccination with the initially approved Comirnaty vaccine have not shown a risk for
adverse effects in breastfed newborns/infants. Comirnaty Original/Omicron BA.1 can be used

while breast-feeding.

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.

3. How Comirnaty Original/Omicron BA.1 is given

Comirnaty Original/Omicron BA.1 is given as an injection of 0.3 mL into a muscle of your upper arm.

Comirnaty Original/Omicron BA.1 is only for individuals who have previously received at least a primary
vaccination course against COVID-19.

Comirnaty Original/Omicron BA.1 may be given at least 3 months after the most recent dose of a
COVID-19 vaccine.

Please check with your healthcare provider regarding eligibility for and timing of the booster dose.
If you are immunocompromised, you may receive additional doses of Comirnaty Original/Omicron BA.1.

For details on the primary vaccination course in individuals 12 years of age and older, please refer to the
Package Leaflet for those formulations.

If you have any further questions on the use of Comirnaty Original/Omicron BA.1, ask your doctor,
pharmacist or nurse.

4. Possible side effects

Like all vaccines, Comirnaty Original/Omicron BA.1 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

diarrhoea

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.



Common side effects: may affect up to 1 in 10 people

. injection site redness
. nausea, vomiting
. enlarged lymph nodes (more frequently observed after a booster dose)

Uncommon side effects: may affect up to 1 in 100 people
feeling unwell, feeling weak or lack of energy/sleepy
arm pain

insomnia

injection site itching

allergic reactions such as rash or itching

decreased appetite

dizziness

excessive sweating, night sweats

Rare side effects: may affect up to 1 in 1 000 people
o temporary one sided facial drooping
o allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10 000 people
o inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart

(pericarditis) which can result in breathlessness, palpitations or chest pain

Not known (cannot be estimated from the available data)

o severe allergic reaction

o extensive swelling of the vaccinated limb

o swelling of the face (swelling of the face may occur in patients who have had facial dermatological
fillers)

. a skin reaction that causes red spots or patches on the skin, that may look like a target or

“bulls-eye” with a dark red centre surrounded by paler red rings (erythema multiforme)
unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia)

. decreased feeling or sensitivity, especially in the skin (hypoaesthesia)
heavy menstrual bleeding (most cases appeared to be non-serious and temporary in nature)

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 ADR Reporting Website:
www.medicinesauthority.gov.mt/adrportal and include batch/Lot number if available. By reporting side
effects you can help provide more information on the safety of this medicine.


http://www.medicinesauthority.gov.mt/adrportal

5. How to store Comirnaty Original/Omicron BA.1
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.

The vaccine will be received frozen at -90 °C to -60 °C. Frozen vaccine can be stored either at -90 °C to -
60 °C or 2 °C to 8 °C upon receipt.

When stored frozen at -90 °C to -60 °C, 10-vial packs of the vaccine can be thawed at 2 °C to 8 °C for
6 hours or individual vials can be thawed at room temperature (up to 30 °C) for 30 minutes.

Once removed from the freezer, the unopened vial may be stored and transported refrigerated at 2 °C to

8 °C for up to 10 weeks; not exceeding the printed expiry date (EXP). The outer carton should be marked
with the new discard date at 2 °C to 8 °C. Once thawed, the vaccine cannot be re-frozen.

Prior to use, the unopened vials can be stored for up to 12 hours at temperatures between 8 °C and 30 °C.

Thawed vials can be handled in room light conditions.

After first puncture, store the vaccine at 2 °C to 30 °C and use within 12 hours, which includes up to
6 hours transportation time. Discard any unused vaccine.

Do not use this vaccine if you notice particulates 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.



6. Contents of the pack and other information

What Comirnaty Original/Omicron BA.1 contains
. The active substances of COVID-19 mRNA Vaccine (nucleoside modified) are called tozinameran
and riltozinameran. The vial contains 6 doses of 0.3 mL with 15 micrograms of tozinameran
(Original) and 15 micrograms of riltozinameran (Omicron BA.1) per dose.
. 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
— trometamol
— trometamol hydrochloride
—  sucrose
— water for injections

What Comirnaty Original/Omicron BA.1 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 grey flip-off plastic cap with aluminium seal.

Pack sizes: 10 vials or 195 vials
Not all pack sizes may be marketed.

Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121
service@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
Belgium

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

Authorisation Holder:

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
11

. Bovarapus: [aiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333

. Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

. 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

EALada: Pfizer EAMGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, T¢él +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EALGG AE. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

Lietuva: Pfizer Luxembourg SARL filialas Lietuvoje, Tel. +370 52 51 4000
Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

Romania: 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, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

This leaflet was last revised in 12/2023.

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 website:
http://www.ema.europa.eu.

The following information is intended for healthcare professionals only:
The dose of Comirnaty Original/Omicron BA.1 is 0.3 mL given intramuscularly.

Comirnaty Original/Omicron BA.1 is only indicated for individuals who have previously received at least
a primary vaccination course against COVID-19.


http://www.comirnatyglobal.com/

There should be an interval of at least 3 months between administration of Comirnaty Original/Omicron
BA.1 and the last prior dose of a COVID-19 vaccine.

Additional doses may be given to individuals who are severely immunocompromised.

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 prior to use
Comirnaty Original/Omicron BA.1 should be prepared by a healthcare professional using aseptic
technique to ensure the sterility of the prepared dispersion.

° Verify that the vial has a grey plastic cap and the product name is Comirnaty Original/Omicron
BA.1 (15/15 micrograms)/dose dispersion for injection (12 years and older).

. If the vial has another product name on the label, please make reference to the Summary of Product
Characteristics for that formulation.

. If the vial is stored frozen it must be thawed prior to use. Frozen vials should be transferred to an

environment of 2 °C to 8 °C to thaw; a 10-vial pack may take 6 hours to thaw. Ensure vials are
completely thawed prior to use.

. Upon moving vials to 2 °C to 8 °C storage, update the expiry date on the carton.

. Unopened vials can be stored for up to 10 weeks at 2 °C to 8 °C; not exceeding the printed expiry
date (EXP).

. Alternatively, individual frozen vials may be thawed for 30 minutes at temperatures up to 30 °C.

. Prior to use, the unopened vial can be stored for up to 12 hours at temperatures up to 30 °C.

Thawed vials can be handled in room light conditions.

Preparation of 0.3 mL doses

. Gently mix by inverting vials 10 times prior to use. Do not shake.

o Prior to mixing, the thawed dispersion may contain white to off-white opaque amorphous particles.

o After mixing, the vaccine should present as a white to off-white dispersion with no particulates
visible. Do not use the vaccine if particulates or discolouration are present.

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

J Withdraw 0.3 mL of Comirnaty Original/Omicron BA.1.
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. If standard syringes and needles are used, there may not be sufficient
volume to extract a sixth dose from a single vial.

o 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.

o Record the appropriate date/time on the vial. Discard any unused vaccine 12 hours after first
puncture.

Disposal

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



Fuljett ta’ taghrif: Informazzjoni ghall-utent

Comirnaty Original/Omicron BA.1 (15/15 mikrogramma)/doza dispersjoni ghall-injezzjoni
Adulti u adolexxenti minn 12-il sena ’l fuq
Vaééin tal-mRNA tal-COVID-19
tozinameran/riltozinameran

vDan il-prodott medic¢inali huwa suggett ghal monitoragg addizzjonali. Dan ser jippermetti
identifikazzjoni ta’ malajr ta’ informazzjoni gdida dwar is-sigurta. Inti tista’ tghin billi tirrapporta
kwalunkwe effett sekondarju li jista’ jkollok. Ara t-tmiem ta’ sezzjoni 4 biex tara kif ghandek tirrapporta
effetti sekondarji.

Aqra sew dan il-fuljett kollu qabel tircievi dan il-vaé¢éin peress li fih informazzjoni importanti

ghalik.

. Zomm dan il-fuljett. Jista’ jkollok bzonn terga’ taqrah.

. Jekk ikollok aktar mistogsijiet, stagsi lit-tabib, lill-ispizjar jew lill-infermier tieghek.

. Jekk ikollok xi effett sekondarju kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan
jinkludi xi effett sekondarju possibbli li mhuwiex elenkat f*dan il-fuljett. Ara sezzjoni 4.

F’dan il-fuljett

X’inhu Comirnaty Original/Omicron BA.1 u ghalxiex jintuza
X’ghandek tkun taf gqabel ma tir¢ievi Comirnaty Original/Omicron BA.1
Kif jinghata Comirnaty Original/Omicron BA.1

Effetti sekondarji possibbli

Kif tahzen Comirnaty Original/Omicron BA.1

Kontenut tal-pakkett u informazzjoni ohra

AN e

1. X’inhu Comirnaty Original/Omicron BA.1 u ghalxiex jintuza

Comirnaty Original/Omicron BA.1 huwa vac¢in uzat ghall-prevenzjoni tal-COVID-19 ikkawzata minn
SARS-CoV-2. Dan jinghata lil adulti u adolexxenti b’eta minn 12-il sena ’1 fuq.

Comirnaty Original/Omicron BA.1 huwa biss ghal individwi li réevew minn qabel mill-inqas kors ta’
tilgim primarju kontra 1-COVID-19.

[l-va¢¢in jikkawza s-sistema immuni (id-difizi naturali tal-gisem) biex tipproduci antikorpi u ¢celluli tad-
demm li jahdmu kontra 1-virus, u b’hekk taghti protezzjoni kontra 1-COVID-19.

Peress li Comirnaty Original/Omicron BA.1 ma fihx il-virus biex jipproduc¢i l-immunita, ma jistax jaghtik
COVID-109.

L-uzu ta’ dan il-vac¢in ghandu jkun skont ir-rakkomandazzjonijiet ufficjali.

2. X’ghandek tkun taf qabel ma tir¢ievi Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 m’ghandux jinghata
. jekk inti allergiku ghas-sustanza attiva jew ghal xi sustanza ohra ta’ din il-medi¢ina (imnizzla fis-
sezzjoni 6)



Twissijiet u prekawzjonijiet
Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek qabel ma tinghata dan il-vac¢in jekk:

. qatt kellek reazzjoni allergika severa jew problemi bin-nifs wara l-injezzjoni ta’ kwalunkwe vac¢in
ichor jew wara li nghatajt dan il-vac¢¢in fil-passat.

. ged thossok nervuz dwar il-process tat-tilgim jew jekk xi darba intlift minn sensik wara kwalunkwe
injezzjoni b’labra.

. ghandek marda severa jew infezzjoni b’deni gholi. Madankollu, tista’ tichu t-tilqima tieghek jekk
ikollok deni hafif jew infezzjoni hafifa tal-parti ta’ fuq tal-passagg tan-nifs bhal rih.

J ghandek problema ta’ hrug ta’ demm, titbengel malajr jew tuza medi¢ina biex tipprevjeni emboli
tad-demm.

. ghandek sistema immuni mdghajfa, minhabba marda bhal infezzjoni bl-HIV jew medic¢ina bhal

kortikosterojdi li taffettwa s-sistema immuni tieghek.

Hemm zieda fir-riskju ta’ mijokardite (infjammazzjoni tal-muskolu tal-qalb) u perikardite
(infjammazzjoni tar-rita barra mill-qalb) wara tilqgim b’Comirnaty (ara sezzjoni 4). Dawn il-
kundizzjonijiet jistghu jizviluppaw fi zmien ftit jiem biss wara t-tilgim u sehhew primarjament fi zmien
14-il jum. Dawn gew osservati aktar spiss wara t-tieni tilqima, u aktar spiss f’irgiel izghar fl-eta. Ir-riskju
ta’ mijokardite u perikardite jidher li huwa aktar baxx fi tfal b’eta minn 5 snin sa 11-il sena meta mgabbla
mal-etajiet ta’ 12-il sena sa 17-il sena. Il-bi¢¢a I-kbira tal-kazijiet ta’ mijokardite u perikardite jirkupraw.
Xi kazijiet kienu jehtiegu appogg ta’ kura intensiva u gew osservati kazijiet fatali. Wara t-tilqim, ghandek
toqghod attent ghal sinjali ta’ mijokardite u perikardite, bhal qtugh ta’ nifs, palpitazzjonijiet u wgigh fis-
sider, u tfittex attenzjoni medika immedjata jekk dawn isehhu.

Bhal kull va¢¢in, Comirnaty Original/Omicron BA.1 jista’ ma jipprotegix b’mod shih lil dawk kollha 1i
jircevuh u mhux maghruf kemm ser iddum protett.

L-effikacja ta’ Comirnaty Original/Omicron BA.1 tista’ tkun inqas f’nies li huma immunokompromessi.
Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty Original/Omicron BA.1.
F’dawn il-kazijiet, ghandek tkompli tiehu prekawzjonijiet fizi¢i biex tghin tipprevjeni I-COVID-19.
Barra minn hekk, persuni vi¢in tieghek ghandhom jigu mlaqqma kif xieraq. Iddiskuti
rakkomandazzjonijiet individwali xierqa mat-tabib tieghek.

Tfal
Comirnaty Original/Omicron BA.1 (15/15 mikrogramma)/doza koncentrat ghal dispersjoni ghall-
injezzjoni mhux rakkomandat ghal tfal b’eta ta’ inqas minn 12-il sena.

Hemm formulazzjonijiet pedjatric¢i disponibbli ghal trabi b’eta minn 6 xhur ’il fuq u tfal b’eta ta’ inqas
minn 12-il sena. Ghad-dettalji, jekk joghgbok irreferi ghall-Fuljett ta’ Taghrif ghal formulazzjonijiet ohra.

Il-va¢¢in mhux rakkomandat ghal trabi b’eta ta’ inqas minn 6 xhur.

Medicini ohra u Comirnaty Original/Omicron BA.1
Ghid lit-tabib jew lill-ispizjar tieghek jekk ged tuza, uzajt dan I-ahhar jew tista’ tuza xi medicini ohra jew
jekk ricentement iréevejt xi vaccin ichor.

Tqala u treddigh
Jekk inti tqila jew tahseb li tista’ tkun tqila ghid lit-tabib, lill-infermier jew lill-ispizjar tieghek qabel
tir¢ievi dan il-vaccin.



S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Original/Omicron BA.1 waqt it-tqala.
Madankollu, ammont kbir ta’ informazzjoni minn nisa tqal imlagqma bil-vac¢in ta” Comirnaty approvat
inizjalment matul it-tieni u t-tielet trimestru ma wrietx effetti negattivi fuq it-tqala jew fuq it-tarbija tat-
twelid. Filwagqt li I-informazzjoni dwar l-effetti fuq it-tqala jew fuq it-tarbija tat-twelid wara tilgim matul
l-ewwel trimestru hija limitata, ma dehret 1-ebda bidla fir-riskju ta’ korriment. Comirnaty
Original/Omicron BA.1 jista’ jintuza wagqt it-tqala.

S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Original/Omicron BA.1 waqt it-treddigh.
Madankollu, mhux mistennija effetti fuq it-tarbija tat-twelid/tarbija li qed tigi mreddgha. Data minn nisa
li kienu ged ireddghu wara li kienu mlaggma bil-vac¢in ta” Comirnaty approvat inizjalment ma wrietx
riskju ta’ effetti avversi fi trabi tat-twelid/trabi mredda’. Comirnaty Original/Omicron BA.1 jista’ jintuza
wagqt it-treddigh.

Sewqan u thaddim ta’ magni

Uhud mill-effetti tat-tilgima msemmija fis-sezzjoni 4 (Effetti sekondarji possibbli) jistghu jaffettwaw
b’mod temporanju l-hila tieghek li ssuq jew thaddem magni. Stenna sakemm dawn l-effetti jghaddu qabel
ma ssuq jew thaddem magni.

3. Kif jinghata Comirnaty Original/Omicron BA.1

Comirnaty Original/Omicron BA.1 jinghata bhala injezzjoni ta’ 0.3 mL go muskolu fin-naha ta’ fuq tad-
driegh tieghek.

Comirnaty Original/Omicron BA.1 huwa biss ghal individwi li réevew minn qabel mill-inqas kors ta’
tilgim primarju kontra I-COVID-19.

Comirnaty Original/Omicron BA.1 jista’ jinghata mill-ingas 3 xhur wara l-aktar doza ricenti ta’ vaccin
tal-COVID-19.

Jekk joghgbok i¢cekkja mal-fornitur tal-kura tas-sahha tieghek dwar 1-eligibilita ghal u meta ghandek
tinghata d-doza booster.

Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty Original/Omicron BA.1.

Ghal dettalji dwar il-kors ta’ tilgim primarju f’individwi b’eta ta’ 12-il sena jew aktar, jekk joghgbok
irreferi ghall-Fuljett ta’ Taghrif ta’ formulazzjonijiet ohra.

Jekk ghandek aktar mistogsijiet dwar l-uzu ta’ Comirnaty Original/Omicron BA.1, stagsi lit-tabib, lill-
ispizjar jew lill-infermier tieghek.

4. Effetti sekondarji possibbli

Bhal kull va¢éin iehor, Comirnaty Original/Omicron BA.1 jista’ jikkawza effetti sekondarji, ghalkemm
ma jidhrux f’kulhadd.

Effetti sekondarji komuni hafna: jistghu jaffettwaw aktar minn persuna wahda minn kull 10
. sit tal-injezzjoni: ugigh, netha

. gheja, ugigh ta’ ras

. ugigh fil-muskoli, ugigh fil-gogi



. tkexkix ta’ bard, deni

. dijarea

Uhud minn dawn l-effetti sekondarji kienu kemmxejn aktar frekwenti f’adolexxenti b’eta minn 12 sa 15-il
sena milli fl-adulti.

Effetti sekondarji komuni: jistghu jaffettwaw sa persuna wahda minn kull 10

J hmura fis-sit tal-injezzjoni
. dardir, rimettar
. glandoli limfati¢i minfuha (osservati b’mod aktar frekwenti wara d-doza booster)

Effetti sekondarji mhux komuni: jistghu jaffettwaw sa persuna wahda minn kull 100
thossok ma’ tiflahx, thossok dghajjef jew b’nuqqas ta’ energija/bi nghas

ugigh fid-dirghajn

insomnja

hakk fis-sit tal-injezzjoni

reazzjonijiet allergi¢i bhal raxx jew hakk

tnaqqis fl-aptit

sturdament

gharaq e¢¢essiv, gharaq matul il-lejl

Effetti sekondarji rari: jistghu jaffettwaw sa persuna wahda minn kull 1 000
o naha wahda tal-wic¢ tiddendel b’mod temporanju
o reazzjonijiet allergici bhal horriqija jew nefha fil-wic¢

Effetti sekondarji rari hafna: jistghu jaffettwaw sa persuna wahda minn kull 10 000
o infjammazzjoni tal-muskolu tal-qalb (mijokardite) jew infjammazzjoni tar-rita barra mill-qalb
(perikardite) i tista’ tirrizulta fi qtugh ta’ nifs, palpitazzjonijiet jew ugigh fis-sider

Mhux maghruf (ma tistax tittiehed stima mid-data disponibbli)

reazzjoni allergika severa

nefha estensiva fid-driegh li fih inghata l-vac¢in

nefha fil-wic¢ (nefha fil-wic¢ tista’ ssehh f’pazjenti li kellhom fillers dermali tal-wic¢)

reazzjoni tal-gilda li tikkawza tikek jew rqajja’ homor fuq il-gilda, li jistghu jidhru bhal targit jew

“bulls-eye” b’centru ahmar skur imdawwar bi ¢rieki homor c¢ari (eritema multiforme)

o sensazzjoni mhux tas-soltu fil-gilda, bhal tnemnim jew sensazzjoni ta’ xi haga miexja fuq il-gilda
(parestesija)

o tnaqqis fis-sensazzjoni jew fis-sensittivita, specjalment fil-gilda (ipoestesija)

o emorragija mestrwali qawwija (il-parti 1-kbira tal-kazijiet dehru li ma kinux serji u kienu ta’ natura
temporanja)

Rappurtar tal-effetti sekondarji

Jekk ikollok xi effett sekondarju, kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan jinkludi xi
effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Tista’ wkoll tirrapporta effetti sekondarji
direttament permezz tas-sit elettroniku tar-rapportar tar-reazzjonijiet avversi suspettati:
www.medicinesauthority.gov.mt/adrportal u nkludi n-numru tal-lott/Lot jekk disponibbli. Billi tirrapporta
l-effetti sekondarji tista’ tghin biex tigi pprovduta aktar informazzjoni dwar is-sigurta ta’ din il-medic¢ina.



http://www.medicinesauthority.gov.mt/adrportal

5. Kif tahzen Comirnaty Original/Omicron BA.1
Zomm din il-medi¢ina fejn ma tidhirx u ma tintlahaqx mit-tfal.

It-taghrif 1i gej dwar il-hazna, d-data ta’ meta tiskadi u l-uzu u l-immaniggar huwa mahsub ghall-
professjonisti tal-kura tas-sahha.

b

Tuzax din il-medic¢ina wara d-data ta’ meta tiskadi li tidher fuq il-kartuna u t-tikketta wara JIS. Id-data ta
meta tiskadi tirreferi ghall-ahhar gurnata ta’ dak ix-xahar.

Ahzen fil-friza f"temperatura ta’ -90 °C sa -60 °C.

Ahzen fil-pakkett originali sabiex tilqga’ mid-dawl.

jista’ jinhazen f’temperatura ta’ -90 °C sa -60 °C jew f’temperatura ta’ 2 °C sa 8 °C.

Meta jinhaznu ffrizati f'temperatura ta’ -90 °C sa -60 °C, pakketti b’10 kunjetti tal-vac¢in jistghu jinhallu
mis-silg ftemperatura ta’ 2 °C sa 8 °C ghal 6 sighat jew kunjetti individwali jistghu jinhallu mis-silg
f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Meta jinhazen iffrizat f’temperatura ta’ -90 °C sa -60 °C, il-vac¢in jista’ jinhall mis-silg f’temperatura ta’
2 °C sa 8 °C jew f’temperatura tal-kamra (sa 30 °C).

Ladarba jitnehha mill-friza, il-kunjett mhux miftuh jista’ jinhazen u jigi ttrasportat fil-frigg " temperatura
ta’ 2 °C sa 8 °C ghal perjodu massimu ta’ 10 gimghat; dan m’ghandux jaqbez id-data ta’ meta jiskadi
stampata (JIS). Il-kartuna ta’ barra ghandha tigi mmarkata bid-data 1-gdida li fiha ghandu jintrema jekk
jinhazen f’temperatura ta’ 2 °C sa 8 °C. Ladarba jinhall mis-silg, il-va¢¢in ma jistax jerga’ jigi ffrizat.

Qabel l-uzu, il-kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 12-il siegha f’temperaturi bejn
8 °Cu 30 °C.

Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Wara li I-kunjett jittaqqab ghall-ewwel darba, ahzen il-va¢¢in f’temperatura ta’ 2 °C sa 30 °C u uzah fi
zmien 12-il siegha, dan jinkludi sa 6 sighat li matulhom il-prodott jigi trasportat. Armi kwalunkwe vacéin
mhux uzat.

Tuzax dan il-vaccin jekk tinnota particelli jew bidla fil-kulur.

Tarmix medic¢ini mal-ilma tad-dranagg jew mal-iskart domestiku. Staqgsi lill-ispizjar tieghek dwar kif
ghandek tarmi medi¢ini li m’ghadekx tuza. Dawn il-mizuri jghinu ghall-protezzjoni tal-ambjent.

6. Kontenut tal-pakkett u informazzjoni ohra

X’fih Comirnaty Original/Omicron BA.1

. Is-sustanzi attivi tal-Vac¢in tal-mRNA tal-COVID-19 (b’nucleoside modifikat) huma msejha
tozinameran u riltozinameran. Il-kunjett ikun fih 6 dozi ta’ 0.3 mL bi 15-il mikrogramma ta’
tozinameran (Original) u 15-il mikrogramma ta’ riltozinameran (Omicron BA.1) f’kull doza.

o Is-sustanzi mhux attivi l-ohra huma:



—  ((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)

- kolesterol

- trometamol

- trometamol hydrochloride

- sucrose

- ilma ghall-injezzjonijiet

Kif jidher Comirnaty Original/Omicron BA.1 u I-kontenut tal-pakkett

I[l-vac¢in huwa dispersjoni ta’ lewn abjad sa abjad mahmug (pH: 6.9 - 7.9) ipprovdut f’kunjett b’aktar
minn doza wahda ta’ 6 dozi f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp tal-lastku u ghatu tal-
plastik griz i jitnehha b’daqqga ta’ saba’ b’sigill tal-aluminju.

Dagsijiet tal-pakkett: 10 kunjetti jew 195 kunjett
Jista’ jkun li mhux il-pakketti tad-dagsijiet kollha jkunu fis-sugq.

Detentur tal-Awtorizzazzjoni ghat-Tqeghid fis-Suq
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

11-Germanja

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121

service@biontech.de

Manifatturi

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

II-Germanja

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
[I-Belgju

Ghal kull taghrif dwar din il-medi¢ina, jekk joghgbok ikkuntattja lir-rapprezentant lokali tad-Detentur tal-
Awtorizzazzjoni ghat-Tqeghid fis-Suq:

Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
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Bouarapus: [paitzep JTrokcemOypr CAPJI, Kinon, benrapus, Ten: +359 2 970 4333
Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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

EAhada: Pfizer EALGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EALag A.E. (Cyprus Branch), TnA: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

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

Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

Romania: 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, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

Dan il-fuljett kien rivedut l-ahhar £ 12/2023.

Skennja 1-kowd b’mobile biex tikseb il-fuljett ta’ taghrif f’lingwi differenti.

URL: www.comirnatyglobal.com

Informazzjoni dettaljata dwar din il-medic¢ina tinsab fuq is-sit elettroniku tal-Agenzija Ewropea ghall-
Medic¢ini: http://www.ema.europa.eu.

It-taghrif li jmiss qed jinghata biss ghall-professjonisti tal-kura tas-sahha biss:
Id-doza ta’ Comirnaty Original/Omicron BA.1 hija 0.3 mL moghtija gol-muskoli.

Comirnaty Original/Omicron BA.1 huwa ndikat biss ghal individwi li gabel ir¢evew mill-ingas kors ta’
tilgim primarju kontra 1-COVID-19.

Ghandu jkun hemm intervall ta’ mill-inqas 3 xhur bejn I-ghoti ta’ Comirnaty Original/Omicron BA.1 u 1-
ahhar doza precedenti ta’ vac¢in tal-COVID-19.

Dozi addizzjonali jistghu jinghataw lil individwi li huma immunokompromessi b’mod sever.


http://www.comirnatyglobal.com/
http://www.ema.europa.eu/

Tracéabilita
Sabiex tittejjeb it-traccabilita tal-prodotti medic¢inali bijologici, 1-isem u n-numru tal-lott tal-prodott
amministrat ghandhom jigu rrekordjati b’mod ¢ar.

Istruzzjonijiet dwar l-immaniggar qabel 1-uzu
Comirnaty Original/Omicron BA.1 ghandu jigi ppreparat minn professjonist tal-kura tas-sahha permezz
ta’ teknika asettika biex tigi zgurata I-isterilita tad-dispersjoni ppreparata.

Ivverifika li I-kunjett ghandu ghatu tal-plastik griz u li l-isem tal-prodott huwa Comirnaty
Original/Omicron BA.1 (15/15 mikrogramma)/doza dispersjoni ghall-injezzjoni (minn 12-il
sena 'l fuq).

Jekk il-kunjett ghandu isem tal-prodott ichor fuq it-tikketta, jekk joghgbok irreferi ghas-Sommarju
tal-Karatteristici tal-Prodott ta’ dik il-formulazzjoni.

Jekk il-kunjett jinhazen iffrizat dan ghandu jinhall mis-silg qabel 1-uzu. Kunjetti ffrizati ghandhom
jigu ttrasferiti ghal ambjent b’temperatura ta’ 2 °C sa 8 °C biex jinhallu mis-silg; pakkett ta’

10 kunjetti jista’ jiehu 6 sighat biex jinhall mis-silg. Kun zgur li I-kunjetti nhallu kompletament
mis-silg gabel 1-uzu.

Meta ¢¢aqlaq il-kunjetti ghal hazna ftemperatura ta’ 2 °C sa 8 °C, aggorna d-data ta’ meta jiskadi
fuq il-kartuna.

Kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 10 gimghat f"temperatura ta’ 2 °C sa
8 °C; dan m’ghandux jagbez id-data ta’ meta jiskadi stampata (JIS).

Inkella, kunjetti individwali ffrizati jistghu jinhallu mis-silg ghal 30 minuta f’temperaturi sa 30 °C.
Qabel l-uzu, il-kunjett mhux miftuh jista’ jinhazen ghal perjodu sa 12-il siegha f’temperaturi sa

30 °C. Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Preparazzjoni ta’ dozi ta’ 0.3 mL

Rimi

Qabel I-uzu hallat bil-mod billi taqgleb il-kunjetti ta’ taht fuq ghal 10 darbiet. Thawwadx.

Qabel thallat, id-dispersjoni li tkun inhallet mis-silg jista’ jkun fiha particelli amorfi opaki ta’ lewn
abjad sa abjad mahmug.

Wara li thallat il-va¢¢in ghandu jidher bhala dispersjoni ta’ lewn abjad sa abjad mahmug minghajr
1-ebda particelli vizibbli. Tuzax il-vac¢in jekk ikun hemm particelli jew tibdil fil-kulur.

Bl-uzu ta’ teknika asettika, naddaf it-tapp tal-kunjett b’imselha antisettika li tintuza darba u
tintrema.

Igbed 0.3 mL ta’ Comirnaty Original/Omicron BA.1.

Sabiex jingibdu 6 dozi minn kunjett wiehed ghandhom jintuzaw siringi u/jew labar b’volum li ma
jistax jintuza zghir. Il-kombinazzjoni tas-siringa u tal-labra b’volum li ma jistax jintuza zghir
ghandu jkollha volum li ma jistax jintuza ta’ mhux aktar minn 35 mikrolitru. Jekk jintuzaw siringi u
labar standard, jista’ ma jkunx hemm volum suffi¢jenti biex tingibed is-sitt doza minn kunjett
wiehed.

Kull doza ghandu jkun fiha 0.3 mL ta’ va¢¢in.

Jekk I-ammont ta’ vaééin li jifdal fil-kunjett ma jistax jipprovdi doza shiha ta’ 0.3 mL, armi 1-
kunjett u kwalunkwe volum zejjed.

Irregistra d-data/hin xierqa fuq il-kunjett. Armi kwalunkwe vac¢in mhux uzat 12-il siegha wara li 1-
kunjett ikun ittaggab ghall-ewwel darba.

Kull fdal tal-prodott medic¢inali li ma jkunx intuza jew skart li jibqa’ wara l-uzu tal-prodott ghandu
jintrema kif jitolbu I-ligijiet lokali.



Package leaflet: Information for the user

Comirnaty Original/Omicron BA.4-5 (15/15 micrograms)/dose dispersion for injection
Adults and adolescents from 12 years
COVID-19 mRNA Vaccine
tozinameran/famtozinameran

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 Original/Omicron BA.4-5 is and what it is used for

2. What you need to know before you receive Comirnaty Original/Omicron BA.4-5
3.  How Comirnaty Original/Omicron BA.4-5 is given

4. Possible side effects

5.  How to store Comirnaty Original/Omicron BA.4-5

6. Contents of the pack and other information

1. What Comirnaty Original/Omicron BA.4-5 is and what it is used for

Comirnaty Original/Omicron BA.4-5 is a vaccine used for preventing COVID-19 caused by SARS-CoV-
2. It is given to adults and adolescents from 12 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 Original/Omicron BA.4-5 does not contain the virus to produce immunity, it cannot give
you COVID-19.

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

2. ‘What you need to know before you receive Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 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 this vaccine in the past.

. you are feeling nervous about the vaccination process or 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.

. 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.

There is an increased risk of myocarditis (inflammation of the heart muscle) and pericarditis
(inflammation of the lining outside the heart) after vaccination with Comirnaty (see section 4). These
conditions can develop within just a few days after vaccination and have primarily occurred within

14 days. They have been observed more often after the second vaccination, and more often in younger
males. The risk of myocarditis and pericarditis seems lower in children ages 5 to 11 years compared with
ages 12 to 17 years. Most cases of myocarditis and pericarditis recover. Some cases required intensive
care support and fatal cases have been seen. Following vaccination, you should be alert to signs of
myocarditis and pericarditis, such as breathlessness, palpitations and chest pain, and seek immediate
medical attention should these occur.

As with any vaccine, Comirnaty Original/Omicron BA.4-5 may not fully protect all those who receive it
and it is not known how long you will be protected.

The efficacy of Comirnaty Original/Omicron BA.4-5 may be lower in people who are
immunocompromised. If you are immunocompromised, you may receive additional doses of Comirnaty
Original/Omicron BA.4-5. In these cases, you should continue to maintain physical precautions to help
prevent COVID-19. In addition, your close contacts should be vaccinated as appropriate. Discuss
appropriate individual recommendations with your doctor.

Children
Comirnaty Original/Omicron BA.4-5 (15/15 micrograms)/dose dispersion for injection is not
recommended for children aged under 12 years.

There are paediatric formulations available for infants aged 6 months and above and children below
12 years of age. For details, please refer to the Package Leaflet for other formulations.

The vaccine is not recommended for infants aged under 6 months.

Other medicines and Comirnaty Original/Omicron BA.4-5
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 think you may be pregnant, tell your doctor, nurse or pharmacist before you receive
this vaccine.

No data are available yet regarding the use of Comirnaty Original/Omicron BA.4-5 during pregnancy.
However, a large amount of information from pregnant women vaccinated with the initially approved
Comirnaty vaccine during the second and third trimester have not shown negative effects on the
pregnancy or the newborn baby. While information on effects on pregnancy or the newborn baby after



vaccination during the first trimester is limited, no change to the risk for miscarriage has been seen.
Comirnaty Original/Omicron BA.4-5 can be used during pregnancy.

No data are available yet regarding the use of Comirnaty Original/Omicron BA.4-5 during breast-feeding.
However, no effects on the breastfed newborn/infant are anticipated. Data from women who were
breast-feeding after vaccination with the initially approved Comirnaty vaccine have not shown a risk for
adverse effects in breastfed newborns/infants. Comirnaty Original/Omicron BA.4-5 can be used

while breast-feeding.

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.

3. How Comirnaty Original/Omicron BA.4-5 is given
Comirnaty Original/Omicron BA.4-5 is given as an injection of 0.3 mL into a muscle of your upper arm.
You will receive 1 injection, regardless whether you have received a COVID-19 vaccine before.

If you were previously vaccinated with a COVID-19 vaccine, you should not receive a dose of Comirnaty
Original/Omicron BA.4-5 until at least 3 months after the most recent dose.

If you are immunocompromised, you may receive additional doses of Comirnaty Original/Omicron BA.4-
5.

If you have any further questions on the use of Comirnaty Original/Omicron BA.4-5, ask your doctor,
pharmacist or nurse.

4. Possible side effects

Like all vaccines, Comirnaty Original/Omicron BA.4-5 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

diarrhoea

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.

Common side effects: may affect up to 1 in 10 people

. injection site redness

. nausea, vomiting

. enlarged lymph nodes (more frequently observed after a booster dose)



Uncommon side effects: may affect up to 1 in 100 people
feeling unwell, feeling weak or lack of energy/sleepy
arm pain

insomnia

injection site itching

allergic reactions such as rash or itching

decreased appetite

dizziness

excessive sweating, night sweats

Rare side effects: may affect up to 1 in 1 000 people
o temporary one sided facial drooping
o allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10 000 people
o inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart

(pericarditis) which can result in breathlessness, palpitations or chest pain

Not known (cannot be estimated from the available data)

o severe allergic reaction

o extensive swelling of the vaccinated limb

o swelling of the face (swelling of the face may occur in patients who have had facial dermatological
fillers)

o a skin reaction that causes red spots or patches on the skin, that may look like a target or
“bulls-eye” with a dark red centre surrounded by paler red rings (erythema multiforme)

o unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia)
decreased feeling or sensitivity, especially in the skin (hypoaesthesia)

. heavy menstrual bleeding (most cases appeared to be non-serious and temporary in nature)

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 ADR Reporting Website:
www.medicinesauthority.gov.mt/adrportal 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 Original/Omicron BA.4-5

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.


http://www.medicinesauthority.gov.mt/adrportal

The vaccine will be received frozen at -90 °C to -60 °C. Frozen vaccine can be stored either at -90 °C to -
60 °C or 2 °C to 8 °C upon receipt.

Single dose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of single dose vials of the
vaccine can be thawed at 2 °C to 8 °C for 2 hours or individual vials can be thawed at room temperature
(up to 30 °C) for 30 minutes.

Multidose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of the vaccine can be thawed at
2 °C to 8 °C for 6 hours or individual vials can be thawed at room temperature (up to 30 °C) for 30
minutes.

Thawed vials: Once removed from the freezer, the unopened vial may be stored and transported
refrigerated at 2 °C to 8 °C for up to 10 weeks; not exceeding the printed expiry date (EXP). The outer
carton should be marked with the new discard date at 2 °C to 8 °C. Once thawed, the vaccine cannot be
re-frozen.

Prior to use, the unopened vials can be stored for up to 12 hours at temperatures between 8 °C and 30 °C.
Thawed vials can be handled in room light conditions.

Opened vials: After first puncture, store the vaccine at 2 °C to 30 °C and use within 12 hours, which
includes up to 6 hours transportation time. Discard any unused vaccine.

Do not use this vaccine if you notice particulates 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.

6. Contents of the pack and other information

What Comirnaty Original/Omicron BA.4-5 contains
. The active substances of COVID-19 mRNA Vaccine (nucleoside modified) are called tozinameran
and famtozinameran.
— A single dose vial contains 1 dose of 0.3 mL with 15 micrograms of tozinameran (Original)
and 15 micrograms of famtozinameran (Omicron BA.4-5) per dose.
— A multidose vial contains 6 doses of 0.3 mL with 15 micrograms of tozinameran (Original)
and 15 micrograms of famtozinameran (Omicron BA.4-5) per dose.
. 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
— trometamol
— trometamol hydrochloride
—  sucrose
— water for injections



What Comirnaty Original/Omicron BA.4-5 looks like and contents of the pack

The vaccine is a white to off-white dispersion (pH: 6.9 - 7.9) provided in either:

. A single dose vial of 1 dose in a 2 mL clear vial (type I glass), with a rubber stopper and a grey flip-
off plastic cap with aluminium seal; or

. A multidose vial of 6 doses in a 2 mL clear vial (type I glass), with a rubber stopper and a grey flip-
off plastic cap with aluminium seal.

Single dose vial pack size: 10 vials
Multidose vial pack sizes: 10 vials or 195 vials
Not all pack sizes may be marketed.

Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121
service@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
Belgium

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

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
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Bouarapus: [daitzep JlrokcemOypr CAPJIL, Knon, benrapus, Tem: +359 2 970 4333
Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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

EAlrada: Pfizer EALGg AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Konpog: Pfizer EAAGG A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

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



Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, 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 podroc¢ja farmacevtske
dejavnosti, Ljubljana, Tel.: +386 (0) 1 52 11 400

Slovenska republika: Pfizer Luxembourg SARL, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

This leaflet was last revised in 12/2023.

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 website:
http://www.ema.europa.cu.

The following information is intended for healthcare professionals only:
Administer Comirnaty Original/Omicron BA.4-5 intramuscularly as a single dose of 0.3 mL regardless of
prior COVID-19 vaccination status.

For individuals who have previously been vaccinated with a COVID-19 vaccine, Comirnaty
Original/Omicron BA.4-5 should be administered at least 3 months after the most recent dose of a
COVID-19 vaccine.

Additional doses may be given to individuals who are severely immunocompromised.

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 prior to use
Comirnaty Original/Omicron BA.4-5 should be prepared by a healthcare professional using aseptic
technique to ensure the sterility of the prepared dispersion.


http://www.comirnatyglobal.com/

Verify that the vial has a grey plastic cap and the product name is Comirnaty Original/Omicron
BA.4-5 (15/15 micrograms)/dose dispersion for injection (12 years and older).

If the vial has another product name on the label, please make reference to the Summary of Product
Characteristics for that formulation.

If the vial is stored frozen it must be thawed prior to use. Frozen vials should be transferred to an
environment of 2 °C to 8 °C to thaw. Ensure vials are completely thawed prior to use.

- Single dose vials: A 10-vial pack of single dose vials may take 2 hours to thaw.

- Multidose vials: A 10-vial pack of multidose vials may take 6 hours to thaw.

Upon moving vials to 2 °C to 8 °C storage, update the expiry date on the carton.

Unopened vials can be stored for up to 10 weeks at 2 °C to 8 °C; not exceeding the printed expiry
date (EXP).

Alternatively, individual frozen vials may be thawed for 30 minutes at temperatures up to 30 °C.
Prior to use, the unopened vial can be stored for up to 12 hours at temperatures up to 30 °C.
Thawed vials can be handled in room light conditions.

Preparation of 0.3 mL doses

Gently mix by inverting vials 10 times prior to use. Do not shake.
Prior to mixing, the thawed dispersion may contain white to off-white opaque amorphous particles.
After mixing, the vaccine should present as a white to off-white dispersion with no particulates
visible. Do not use the vaccine if particulates or discolouration are present.
Check whether the vial is a single dose vial or a multidose vial and follow the applicable handling
instructions below:
—  Single dose vials

*  Withdraw a single 0.3 mL dose of vaccine.

= Discard vial and any excess volume.
—  Multidose vials

=  Multidose vials contain 6 doses of 0.3 mL each.

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

=  Withdraw 0.3 mL of Comirnaty Original/Omicron BA.4-5.
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. If 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.
Record the appropriate date/time on the vial. Discard any unused vaccine 12 hours after first
puncture.

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



Fuljett ta’ taghrif: Informazzjoni ghall-utent

Comirnaty Original/Omicron BA.4-5 (15/15 mikrogramma)/doza dispersjoni ghall-injezzjoni
Adulti u adolexxenti minn 12-il sena ’l fuq
Vaééin tal-mRNA tal-COVID-19
tozinameran/famtozinameran

vDan il-prodott medicinali huwa suggett ghal monitoragg addizzjonali. Dan ser jippermetti
identifikazzjoni ta’ malajr ta’ informazzjoni gdida dwar is-sigurta. Inti tista’ tghin billi tirrapporta
kwalunkwe effett sekondarju li jista’ jkollok. Ara t-tmiem ta’ sezzjoni 4 biex tara kif ghandek tirrapporta
effetti sekondarji.

Aqra sew dan il-fuljett kollu qabel tircievi dan il-vaé¢éin peress li fih informazzjoni importanti

ghalik.

. Zomm dan il-fuljett. Jista’ jkollok bzonn terga’ taqrah.

. Jekk ikollok aktar mistogsijiet, stagsi lit-tabib, lill-ispizjar jew lill-infermier tieghek.

. Jekk ikollok xi effett sekondarju kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan
jinkludi xi effett sekondarju possibbli li mhuwiex elenkat f*dan il-fuljett. Ara sezzjoni 4.

F’dan il-fuljett

X’inhu Comirnaty Original/Omicron BA.4-5 u ghalxiex jintuza
X’ghandek tkun taf qabel ma tir¢ievi Comirnaty Original/Omicron BA.4-5
Kif jinghata Comirnaty Original/Omicron BA.4-5

Effetti sekondarji possibbli

Kif tahzen Comirnaty Original/Omicron BA.4-5

Kontenut tal-pakkett u informazzjoni ohra

A e

1. X’inhu Comirnaty Original/Omicron BA.4-5 u ghalxiex jintuza

Comirnaty Original/Omicron BA.4-5 huwa vacc¢in uzat ghall-prevenzjoni tal-COVID-19 ikkawzata minn
SARS-CoV-2. Dan jinghata lil adulti u adolexxenti b’eta minn 12-il sena ’l fuq.

[l-vaé¢in jikkawza s-sistema immuni (id-difizi naturali tal-gisem) biex tipproduci antikorpi u celluli tad-
demm li jahdmu kontra 1-virus, u b’hekk taghti protezzjoni kontra 1-COVID-19.

Peress li Comirnaty Original/Omicron BA.4-5 ma fihx il-virus biex jipprodu¢i l-immunita, ma jistax
jaghtik COVID-19.

L-uzu ta’ dan il-vac¢in ghandu jkun skont ir-rakkomandazzjonijiet ufficjali.

2. X’ghandek tkun taf qabel ma tir¢ievi Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 m’ghandux jinghata
o jekk inti allergiku ghas-sustanza attiva jew ghal xi sustanza ohra ta’ din il-medi¢ina (imnizzla fis-
sezzjoni 6)



Twissijiet u prekawzjonijiet
Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek qabel ma tinghata dan il-vac¢in jekk:

. qatt kellek reazzjoni allergika severa jew problemi bin-nifs wara l-injezzjoni ta’ kwalunkwe va¢cin
iehor jew wara li nghatajt dan il-vac¢in fil-passat.
. ged thossok nervuz dwar il-process tat-tilqim jew jekk xi darba intlift minn sensik wara kwalunkwe

injezzjoni b’labra.
. ghandek marda severa jew infezzjoni b’deni gholi. Madankollu, tista’ tiehu t-tilgima tieghek jekk
ikollok deni hafif jew infezzjoni hafifa tal-parti ta’ fuq tal-passagg tan-nifs bhal rih.

. ghandek problema ta’ hrug ta’ demm, titbengel malajr jew tuza medicina biex tipprevjeni emboli
tad-demm.
. ghandek sistema immuni mdghajfa, minhabba marda bhal infezzjoni bl-HIV jew medicina bhal

kortikosterojdi li taffettwa s-sistema immuni tieghek.

Hemm zieda fir-riskju ta’ mijokardite (inffammazzjoni tal-muskolu tal-qalb) u perikardite
(infjammazzjoni tar-rita barra mill-qalb) wara tilqim b’Comirnaty (ara sezzjoni 4). Dawn il-
kundizzjonijiet jistghu jizviluppaw fi zmien ftit jiem biss wara t-tilqim u sehhew primarjament fi Zmien
14-il jum. Dawn gew osservati aktar spiss wara t-tieni tilqima, u aktar spiss f’irgiel izghar fl-eta. Ir-riskju
ta’ mijokardite u perikardite jidher li huwa aktar baxx fi tfal b’eta minn 5 snin sa 11-il sena meta mqabbla
mal-etajiet ta’ 12-il sena sa 17-il sena. Il-bi¢¢a I-kbira tal-kazijiet ta’ mijokardite u perikardite jirkupraw.
Xi kazijiet kienu jehtiegu appogg ta’ kura intensiva u gew osservati kazijiet fatali. Wara t-tilqim, ghandek
toqghod attent ghal sinjali ta’ mijokardite u perikardite, bhal qtugh ta’ nifs, palpitazzjonijiet u wgigh fis-
sider, u tfittex attenzjoni medika immedjata jekk dawn isehhu.

Bhal kull va¢¢in, Comirnaty Original/Omicron BA.4-5 jista’ ma jipprotegix b’mod shih lil dawk kollha
li jircevuh u mhux maghruf kemm ser iddum protett.

L-effikacja ta’ Comirnaty Original/Omicron BA.4-5 tista’ tkun inqas f’nies li huma
immunokompromessi. Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty
Original/Omicron BA.4-5. F’dawn il-kazijiet, ghandek tkompli tiehu prekawzjonijiet fizi¢i biex tghin
tipprevjeni 1-COVID-19. Barra minn hekk, persuni vicin tieghek ghandhom jigu mlagqma kif xieraq.
Iddiskuti rakkomandazzjonijiet individwali xierqa mat-tabib tieghek.

Tfal
Comirnaty Original/Omicron BA.4-5 (15/15 mikrogramma)/doza koncentrat ghal dispersjoni ghall-
injezzjoni mhux rakkomandat ghal tfal b’eta ta’ inqas minn 12-il sena.

Hemm formulazzjonijiet pedjatri¢i disponibbli ghal trabi b’eta minn 6 xhur ’il fuq u tfal b’eta ta’ inqas
minn 12-il sena. Ghad-dettalji, jekk joghgbok irreferi ghall-Fuljett ta” Taghrif ghal formulazzjonijiet ohra.

[l-vac¢in mhux rakkomandat ghal trabi b’eta ta’ inqas minn 6 xhur.

Medicini ohra u Comirnaty Original/Omicron BA.4-5
Ghid lit-tabib jew lill-ispizjar tieghek jekk qed tuza, uzajt dan l-ahhar jew tista’ tuza xi medicini ohra jew
jekk ricentement iréevejt xi vaccin iehor.

Tqala u treddigh
Jekk inti tqila jew tahseb li tista’ tkun tqila ghid lit-tabib, lill-infermier jew lill-ispizjar tieghek qabel
tir¢ievi dan il-vaccin.



S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Original/Omicron BA.4-5 waqt it-tqala.
Madankollu, ammont kbir ta’ informazzjoni minn nisa tqal imlagqma bil-vac¢in ta” Comirnaty approvat
inizjalment matul it-tieni u t-tielet trimestru ma wrietx effetti negattivi fuq it-tqala jew fuq it-tarbija tat-
twelid. Filwagqt li I-informazzjoni dwar l-effetti fuq it-tqala jew fuq it-tarbija tat-twelid wara tilgim matul
l-ewwel trimestru hija limitata, ma dehret 1-ebda bidla fir-riskju ta’ korriment. Comirnaty
Original/Omicron BA.4-5 jista’ jintuza waqt it-tqala.

S’issa m’hemmx data disponibbli dwar 1-uzu ta’ Comirnaty Original/Omicron BA.4-5 waqt it-treddigh.
Madankollu, mhux mistennija effetti fuq it-tarbija tat-twelid/tarbija li qed tigi mreddgha. Data minn nisa
li kienu ged ireddghu wara li kienu mlaggma bil-vac¢in ta” Comirnaty approvat inizjalment ma wrietx
riskju ta’ effetti avversi fi trabi tat-twelid/trabi mredda’. Comirnaty Original/Omicron BA.4-5 jista’
jintuza wagqt it-treddigh.

Sewqan u thaddim ta’ magni

Uhud mill-effetti tat-tilgima msemmija fis-sezzjoni 4 (Effetti sekondarji possibbli) jistghu jaffettwaw
b’mod temporanju l-hila tieghek li ssuq jew thaddem magni. Stenna sakemm dawn l-effetti jghaddu qabel
ma ssuq jew thaddem magni.

3. Kif jinghata Comirnaty Original/Omicron BA.4-5

Comirnaty Original/Omicron BA.4-5 jinghata bhala injezzjoni ta’ 0.3 mL go muskolu fin-naha ta’ fuq
tad-driegh tieghek.

Inti ser tir¢ievi injezzjoni wahda, irrispettivament jekk ircevejtx vaccin tal-COVID-19 qabel.

Jekk kont imlaggam qabel b’vaccin tal-COVID-19, m’ghandekx tir¢ievi doza ta’ Comirnaty
Original/Omicron BA.4-5 qabel mill-inqas 3 xhur wara 1-aktar doza ricenti.

Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty Original/Omicron BA.4-5.

Jekk ghandek aktar mistogsijiet dwar l-uzu ta’ Comirnaty Original/Omicron BA.4-5, staqgsi lit-tabib, lill-
ispizjar jew lill-infermier tieghek.

4. Effetti sekondarji possibbli

Bhal kull va¢¢in iehor, Comirnaty Original/Omicron BA.4-5 jista’ jikkawza effetti sekondarji, ghalkemm
ma jidhrux f’kulhadd.

Effetti sekondarji komuni hafna: jistghu jaffettwaw aktar minn persuna wahda minn kull 10

sit tal-injezzjoni: ugigh, nefha

gheja, ugigh ta’ ras

ugigh fil-muskoli, ugigh fil-gogi

tkexkix ta’ bard, deni

dijarea

Uhud minn dawn l-effetti sekondarji kienu kemmzxejn aktar frekwenti f’adolexxenti b’eta minn 12 sa 15-il
sena milli fl-adulti.



Effetti sekondarji komuni: jistghu jaffettwaw sa persuna wahda minn kull 10

. hmura fis-sit tal-injezzjoni
. dardir, rimettar
° glandoli limfati¢i minfuha (osservati b’mod aktar frekwenti wara d-doza booster)

Effetti sekondarji mhux komuni: jistghu jaffettwaw sa persuna wahda minn kull 100
thossok ma’ tiflahx, thossok dghajjef jew b’nuqqas ta’ energija/bi nghas

ugigh fid-dirghajn

insomnja

hakk fis-sit tal-injezzjoni

reazzjonijiet allergici bhal raxx jew hakk

tnaqqis fl-aptit

sturdament

gharaq ec¢essiv, gharaq matul il-lejl

Effetti sekondarji rari: jistghu jaffettwaw sa persuna wahda minn kull 1 000
o naha wahda tal-wic¢ tiddendel b’mod temporanju
o reazzjonijiet allergici bhal horriqija jew nefha fil-wic¢

Effetti sekondarji rari hafna: jistghu jaffettwaw sa persuna wahda minn kull 10 000
o infjammazzjoni tal-muskolu tal-qalb (mijokardite) jew infjammazzjoni tar-rita barra mill-qalb
(perikardite) i tista’ tirrizulta fi qtugh ta’ nifs, palpitazzjonijiet jew ugigh fis-sider

Mhux maghruf (ma tistax tittiched stima mid-data disponibbli)

reazzjoni allergika severa

nefha estensiva fid-driegh li fih inghata l-vac¢in

nefha fil-wic¢ (netha fil-wicc tista’ ssehh f’pazjenti li kellhom fillers dermali tal-wicc)

reazzjoni tal-gilda li tikkawza tikek jew rqajja’ homor fuq il-gilda, li jistghu jidhru bhal targit jew

“bulls-eye” b’centru ahmar skur imdawwar bi ¢rieki homor c¢ari (eritema multiforme)

. sensazzjoni mhux tas-soltu fil-gilda, bhal tnemnim jew sensazzjoni ta’ xi haga miexja fuq il-gilda
(parestesija)

J tnaqqis fis-sensazzjoni jew fis-sensittivita, specjalment fil-gilda (ipoestesija)

o emorragija mestrwali qawwija (il-parti 1-kbira tal-kazijiet dehru li ma kinux serji u kienu ta’ natura
temporanja)

Rappurtar tal-effetti sekondarji

Jekk ikollok xi effett sekondarju, kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan jinkludi xi
effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Tista’ wkoll tirrapporta effetti sekondarji
direttament permezz tas-sit elettroniku tar-rapportar tar-reazzjonijiet avversi suspettati:
www.medicinesauthority.gov.mt/adrportal u nkludi n-numru tal-lott/Lot jekk disponibbli. Billi tirrapporta
1-effetti sekondarji tista’ tghin biex tigi pprovduta aktar informazzjoni dwar is-sigurta ta’ din il-medié¢ina.

5. Kif tahzen Comirnaty Original/Omicron BA.4-5

Zomm din il-medi¢ina fejn ma tidhirx u ma tintlahagx mit-tfal.


http://www.medicinesauthority.gov.mt/adrportal

It-taghrif 1i gej dwar il-hazna, d-data ta’ meta tiskadi u l-uzu u l-immaniggar huwa mahsub ghall-
professjonisti tal-kura tas-sahha.

Tuzax din il-medi¢ina wara d-data ta’ meta tiskadi li tidher fuq il-kartuna u t-tikketta wara JIS. Id-data ta’
meta tiskadi tirreferi ghall-ahhar gurnata ta’ dak ix-xahar.

Ahzen fil-friza f"temperatura ta’ -90 °C sa -60 °C.

Ahzen fil-pakkett originali sabiex tilqga’ mid-dawl.

jista’ jinhazen f’temperatura ta’ -90 °C sa -60 °C jew f’temperatura ta’ 2 °C sa 8 °C.

Kunjetti b’doza wahda: Meta jinhaznu ffrizati f’temperatura ta’ -90 °C sa -60 °C, pakketti b’10 kunjetti
b’doza wahda tal-vacéin jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal saghtejn jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti b’aktar minn doza wahda: Meta jinhaznu ffrizati f’temperatura ta’ -90 °C sa -60 °C, pakketti
b’10 kunjetti tal-vac¢in jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal 6 sighat jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti li nhallu mis-silg: Ladarba jitnehha mill-friza, il-kunjett mhux miftuh jista’ jinhazen u jigi
ttrasportat fil-frigg f’temperatura ta’ 2 °C sa 8 °C ghal perjodu massimu ta’ 10 gimghat; dan m’ghandux
jagbez id-data ta’ meta jiskadi stampata (JIS). Il-kartuna ta’ barra ghandha tigi mmarkata bid-data I-gdida
li fiha ghandu jintrema jekk jinhazen f’temperatura ta’ 2 °C sa 8 °C. Ladarba jinhall mis-silg, il-va¢¢in ma
jistax jerga’ jigi ffrizat.

Qabel I-uzu, il-kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 12-il siegha f’temperaturi bejn
8 °Cu 30 °C.

Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Kunjetti miftuha: Wara li I-kunjett jittaqqab ghall-ewwel darba, ahzen il-vac¢in f’temperatura ta’ 2 °C sa
30 °C u uzah fi Zzmien 12-il siegha, dan jinkludi sa 6 sighat i matulhom il-prodott jigi trasportat. Armi
kwalunkwe vaé¢¢in mhux uzat.

Tuzax dan il-vaccin jekk tinnota particelli jew bidla fil-kulur.

Tarmix medic¢ini mal-ilma tad-dranagg jew mal-iskart domestiku. Staqgsi lill-ispizjar tieghek dwar kif
ghandek tarmi medicini li m’ghadekx tuza. Dawn il-mizuri jghinu ghall-protezzjoni tal-ambjent.

6. Kontenut tal-pakkett u informazzjoni ohra

X’fih Comirnaty Original/Omicron BA.4-5
. Is-sustanzi attivi tal-Vac¢in tal-mRNA tal-COVID-19 (b’nucleoside modifikat) huma msejha
tozinameran u famtozinameran.
- Kunjett b’doza wahda ikun fih doza wahda ta’ 0.3 mL bi 15-il mikrogramma ta’ tozinameran
(Original) u 15-il mikrogramma ta’ famtozinameran (Omicron BA.4-5) f’kull doza.
- Kunjett b’aktar minn doza wahda ikun fih 6 dozi ta’ 0.3 mL bi 15-il mikrogramma ta’
tozinameran (Original) u 15-il mikrogramma ta’ famtozinameran (Omicron BA .4-5) f’kull



doza.
. Is-sustanzi mhux attivi l-ohra huma:
- ((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)
- kolesterol
- trometamol
- trometamol hydrochloride
- sucrose
- ilma ghall-injezzjonijiet

Kif jidher Comirnaty Original/Omicron BA.4-5 u l-kontenut tal-pakkett

Il-va¢¢in huwa dispersjoni ta’ lewn abjad sa abjad mahmug (pH: 6.9 -—7.9) ipprovdut {*:

. Kunjett b’doza wahda ta’ doza wahda f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp tal-
lastku u ghatu tal-plastik griz li jitnehha b’daqqa ta’ saba’ b’sigill tal-aluminju; jew

. Kunjett b’aktar minn doza wahda ta’ 6 dozi f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp
tal-lastku u ghatu tal-plastik griz li jitnehha b’daqqga ta’ saba’ b’sigill tal-aluminju.

Dags tal-pakkett ta’ kunjett b’doza wahda: 10 kunjetti
Dagsijiet tal-pakketti ta’ kunjetti b’aktar minn doza wahda: 10 kunjetti jew 195 kunjett
Jista’ jkun li mhux il-pakketti tad-dagsijiet kollha jkunu fis-sugq.

Detentur tal-Awtorizzazzjoni ghat-Tqeghid fis-Suq
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

II-Germanja

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121

service(@biontech.de

Manifatturi

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

1I-Germanja

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
I1-Belgju

Ghal kull taghrif dwar din il-medi¢ina, jekk joghgbok ikkuntattja lir-rapprezentant lokali tad-Detentur tal-
Awtorizzazzjoni ghat-Tqeghid fis-Suq:

o Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
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Bouarapus: [aiizep Jlrokcem6ypr CAPJIL, Knon, bearapus, Ten: +359 2 970 4333

Ceska republika: Pfizer, spol. s r.o0., Tel: +420 283 004 111

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

EALada: Pfizer EALGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EALag A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

Lietuva: Pfizer Luxembourg SARL filialas Lietuvoje, Tel. +370 52 51 4000
Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

Romania: 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, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

Dan il-fuljett kien rivedut l-ahhar £ 12/2023.

Skennja 1-kowd b’mobile biex tikseb il-fuljett ta’ taghrif f’lingwi differenti.

URL: www.comirnatyglobal.com

Informazzjoni dettaljata dwar din il-medi¢ina tinsab fuq is-sit elettroniku tal-Agenzija Ewropea ghall-
Medic¢ini: http://www.ema.europa.eu.

It-taghrif li jmiss ged jinghata biss ghall-professjonisti tal-kura tas-sahha biss:
Aghti Comirnaty Original/Omicron BA.4-5 gol-muskoli bhala doza wahda ta’ 0.3 mL irrispettivament
mill-istat ta’ tilgim precedenti tal-COVID-19.

Ghal individwi li qabel kienu mlaggma b’vac¢in tal-COVID-19, Comirnaty Original/Omicron BA.4-5
ghandu jinghata mill-inqas 3 xhur wara l-aktar doza recenti ta’ vac¢¢in tal-COVID-19.


http://www.comirnatyglobal.com/
http://www.ema.europa.eu/

Dozi addizzjonali jistghu jinghataw lil individwi li huma immunokompromessi b’mod sever.

Traééabilita
Sabiex tittejjeb it-traccabilita tal-prodotti medi¢inali bijologici, 1-isem u n-numru tal-lott tal-prodott
amministrat ghandhom jigu rrekordjati b’mod car.

Istruzzjonijiet dwar l-immaniggar qabel I-uzu
Comirnaty Original/Omicron BA.4-5 ghandu jigi ppreparat minn professjonist tal-kura tas-sahha permezz
ta’ teknika asettika biex tigi zgurata l-isterilita tad-dispersjoni ppreparata.

Ivverifika li I-kunjett ghandu ghatu tal-plastik griz u li l-isem tal-prodott huwa Comirnaty

Original/Omicron BA.4-5 (15/15 mikrogramma)/doza dispersjoni ghall-injezzjoni (minn 12-il

sena ’l fuq).

Jekk il-kunjett ghandu isem tal-prodott ichor fuq it-tikketta, jekk joghgbok irreferi ghas-Sommarju

tal-Karatteristi¢i tal-Prodott ta’ dik il-formulazzjoni.

Jekk il-kunjett jinhazen iffrizat dan ghandu jinhall mis-silg qabel 1-uzu. Kunjetti ffrizati ghandhom

jigu ttrasferiti ghal ambjent b’temperatura ta’ 2 °C sa 8 °C biex jinhallu mis-silg. Kun zgur li I-

kunjetti nhallu kompletament mis-silg qabel I-uzu.

- Kunjetti b’doza wahda: Pakkett ta’ 10 kunjetti b’doza wahda jista’ jiehu saghtejn biex jinhall
mis-silg.

- Kunjetti b’aktar minn doza wahda: Pakkett ta’ 10 kunjetti b’aktar minn doza wahda jista’
jiehu 6 sighat biex jinhall mis-silg.

Meta ¢caqlaq il-kunjetti ghal hazna f’temperatura ta’ 2 °C sa 8 °C, aggorna d-data ta’ meta jiskadi

fuq il-kartuna.

Kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 10 gimghat f’temperatura ta’ 2 °C sa

8 °C; dan m’ghandux jagbez id-data ta’ meta jiskadi stampata (JIS).

Inkella, kunjetti individwali ffrizati jistghu jinhallu mis-silg ghal 30 minuta f’temperaturi sa 30 °C.

Qabel l-uzu, il-kunjett mhux miftuh jista’ jinhazen ghal perjodu sa 12-il siegha f’temperaturi sa

30 °C. Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Preparazzjoni ta’ dozi ta’ 0.3 mL

Qabel l-uzu hallat bil-mod billi tagleb il-kunjetti ta’ taht fuq ghal 10 darbiet. Thawwadx.

Qabel thallat, id-dispersjoni li tkun inhallet mis-silg jista’ jkun fiha particelli amorfi opaki ta’ lewn
abjad sa abjad mahmug.

Wara li thallat il-vac¢in ghandu jidher bhala dispersjoni ta’ lewn abjad sa abjad mahmug minghajr
l-ebda parti¢elli vizibbli. Tuzax il-vac¢¢in jekk ikun hemm particelli jew tibdil fil-kulur.

I¢cekkja jekk il-kunjett huwiex kunjett b’doza wahda inkella kunjett b’aktar minn doza wahda u
segwi l-istruzzjonijiet applikabbli ghall-immaniggjar t’hawn taht:

- Kunjetti b’doza wahda
= Igbed doza wahda ta’ 0.3 mL tal-vac¢in.
. Armi I-kunjett u kwalunkwe volum zejjed.

- Kunjetti b’aktar minn doza wahda

" Kunjetti b’aktar minn doza wahda fihom 6 dozi ta’ 0.3 mL kull wahda.

" Bl-uzu ta’ teknika asettika, naddaf it-tapp tal-kunjett b’imselha antisettika li tintuza

darba u tintrema.

= Igbed 0.3 mL ta’ Comirnaty Original/Omicron BA.4-5.
Sabiex jingibdu 6 dozi minn kunjett wiched ghandhom jintuzaw siringi u/jew labar b’volum li ma
jistax jintuza zghir. Il-kombinazzjoni tas-siringa u tal-labra b’volum li ma jistax jintuza zghir
ghandu jkollha volum li ma jistax jintuza ta’ mhux aktar minn 35 mikrolitru. Jekk jintuzaw siringi u
labar standard, jista’ ma jkunx hemm volum suffi¢jenti biex tingibed is-sitt doza minn kunjett
wiehed.



. Kull doza ghandu jkun fiha 0.3 mL ta’ vac¢in.

. Jekk l-ammont ta’ vac¢in li jifdal fil-kunjett ma jistax jipprovdi doza shiha ta’ 0.3 mL, armi I-
kunjett u kwalunkwe volum zejjed.
° Irregistra d-data/hin xierqa fuq il-kunjett. Armi kwalunkwe vac¢c¢in mhux uzat 12-il siegha wara li 1-

kunjett ikun ittaqqab ghall-ewwel darba.

Rimi
Kull fdal tal-prodott medi¢inali li ma jkunx intuza jew skart li jibga’ wara 1-uzu tal-prodott ghandu
jintrema kif jitolbu I-ligijiet lokali.



Package leaflet: Information for the user

Comirnaty 30 micrograms/dose concentrate for dispersion for injection
Adults and adolescents from 12 years
COVID-19 mRNA Vaccine
tozinameran

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.

Comirnaty 30 micrograms/dose concentrate for dispersion for injection is given to adults and adolescents
from 12 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.

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

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 this vaccine in the past.

. you are feeling nervous about the vaccination process or 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.

. 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.

There is an increased risk of myocarditis (inflammation of the heart muscle) and pericarditis
(inflammation of the lining outside the heart) after vaccination with Comirnaty (see section 4). These
conditions can develop within just a few days after vaccination and have primarily occurred within

14 days. They have been observed more often after the second vaccination, and more often in younger
males. The risk of myocarditis and pericarditis seems lower in children ages 5 to 11 years compared with
ages 12 to 17 years. Most cases of myocarditis and pericarditis recover. Some cases required intensive
care support and fatal cases have been seen. Following vaccination, you should be alert to signs of
myocarditis and pericarditis, such as breathlessness, palpitations and chest pain, and seek immediate
medical attention should these occur.

As with any vaccine, Comirnaty may not fully protect all those who receive it and it is not known how
long you will be protected.

The efficacy of Comirnaty may be lower in people who are immunocompromised. If you are
immunocompromised, you may receive additional doses of Comirnaty. In these cases, you should
continue to maintain physical precautions to help prevent COVID-19. In addition, your close contacts
should be vaccinated as appropriate. Discuss appropriate individual recommendations with your doctor.

Children
Comirnaty 30 micrograms/dose concentrate for dispersion for injection is not recommended for children
aged under 12 years.

There are paediatric formulations available for infants aged 6 months and above and children below
12 years of age. For details, please refer to the Package Leaflet for other formulations.

The vaccine is not recommended for infants aged under 6 months.

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 think you may be pregnant, tell your doctor, nurse or pharmacist before you receive
this vaccine.

Comirnaty can be used during pregnancy. A large amount of information from pregnant women
vaccinated with Comirnaty during the second and third trimester have not shown negative effects on the
pregnancy or the newborn baby. While information on effects on pregnancy or the newborn baby after
vaccination during the first trimester is limited, no change to the risk for miscarriage has been seen.



Comirnaty can be given during breast-feeding.

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 1 injection, regardless whether you have received a COVID-19 vaccine before.

If you were previously vaccinated with a COVID-19 vaccine, you should not receive a dose of Comirnaty
until at least 3 months after the most recent dose.

If you are immunocompromised, you may receive additional doses of Comirnaty.

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

. diarrhoea

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.

Common side effects: may affect up to 1 in 10 people

. injection site redness
J nausea, vomiting
J enlarged lymph nodes (more frequently observed after a booster dose)

Uncommon side effects: may affect up to 1 in 100 people

o feeling unwell, feeling weak or lack of energy/sleepy
o arm pain

. insomnia

J injection site itching



allergic reactions such as rash or itching
decreased appetite

dizziness

excessive sweating, night sweats

Rare side effects: may affect up to 1 in 1 000 people
o temporary one sided facial drooping
o allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10 000 people
o inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart

(pericarditis) which can result in breathlessness, palpitations or chest pain

Not known (cannot be estimated from the available data)

o severe allergic reaction

o extensive swelling of the vaccinated limb

o swelling of the face (swelling of the face may occur in patients who have had facial dermatological
fillers)

o a skin reaction that causes red spots or patches on the skin, that may look like a target or
“bulls-eye” with a dark red centre surrounded by paler red rings (erythema multiforme)

o unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia)

o decreased feeling or sensitivity, especially in the skin (hypoaesthesia)

o heavy menstrual bleeding (most cases appeared to be non-serious and temporary in nature)

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 ADR Reporting Website:
www.medicinesauthority.gov.mt/adrportal 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. Unopened vials may be stored and transported at -25 °C to -15 °C for
a single period of up to 2 weeks and can be returned to -90 °C to -60 °C; not exceeding the printed expiry
date (EXP).

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

When stored frozen at -90 °C to -60 °C, 195-vial packs of the vaccine can be thawed at 2 °C to 8 °C for
3 hours or individual vials can be thawed at room temperature (up to 30 °C) for 30 minutes.


http://www.medicinesauthority.gov.mt/adrportal

Transfers of frozen vials stored at ultra-low temperature (< -60 °C)

. Closed-lid vial trays containing 195 vials removed from ultra-low temperature frozen storage (< -
60 °C) may be at temperatures up to 25 °C for up to 5 minutes.

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

. After vial trays are returned to frozen storage following temperature exposure up to 25 °C, they

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

Transfers of frozen vials stored at -25 °C to -15 °C

. Closed-lid vial trays containing 195 vials removed from frozen storage (-25 °C to -15 °C) may be
at temperatures up to 25 °C for up to 3 minutes.
. Open-lid vial trays, or vial trays containing less than 195 vials, removed from frozen storage

(-25 °C to -15 °C) may be at temperatures up to 25 °C for up to 1 minute.
Once a vial is removed from the vial tray, it should be thawed for use.
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 1 month at
2 °C to 8 °C; not exceeding the printed expiry date (EXP). Within the 1-month shelf life at 2 °C to 8 °C,
up to 48 hours may be used for transportation. Prior to use, the unopened vaccine can be stored for up to
2 hours at temperatures up to 30 °C.

Thawed vials can be handled in room light conditions.

After dilution, store and transport 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.

6. Contents of the pack and other information

What Comirnaty contains

. The active substance of COVID-19 mRNA Vaccine (nucleoside modified) is called tozinameran.
After dilution, the vial contains 6 doses of 0.3 mL with 30 micrograms tozinameran 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

— sodium hydroxide (for pH adjustment)
— hydrochloric acid (for pH adjustment)

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 purple 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 9084-0

Fax: +49 6131 9084-2121
service(@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
Belgium

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

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
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Bouarapus: [daiizep JlrokcemOypr CAPJI, Knon, benrapus, Ten: +359 2 970 4333
Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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 EALGg A.E., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Konpog: Pfizer EXAGg A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775



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

Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, 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 podroc¢ja farmacevtske
dejavnosti, Ljubljana, Tel.: +386 (0) 1 52 11 400

Slovenska republika: Pfizer Luxembourg SARL, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

This leaflet was last revised in 12/2023.

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 website:
http://www.ema.europa.cu.

The following information is intended for healthcare professionals only:
Administer Comirnaty intramuscularly after dilution as a single dose of 0.3 mL regardless of prior
COVID-19 vaccination status.

For individuals who have previously been vaccinated with a COVID-19 vaccine, Comirnaty should be
administered at least 3 months after the most recent dose of a COVID-19 vaccine.
Additional doses may be given to individuals who are severely immunocompromised.

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 prior to use
Comirnaty should be prepared by a healthcare professional using aseptic technique to ensure the sterility
of the prepared dispersion.
. Verify that the vial has a purple plastic cap and the product name is Comirnaty
30 micrograms/dose concentrate for dispersion for injection (12 years and older).


http://www.comirnatyglobal.com/

If the vial has another product name on the label, please make reference to the Summary of Product
Characteristics for that formulation.

The 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.

The unopened vial can be stored for up to 1 month at 2 °C to 8 °C; not exceeding the printed
expiry date (EXP). Within the 1-month shelf life at 2 °C to 8 °C, up to 48 hours may be used for
transportation.

Allow the thawed vial to come to room temperature. Prior to use, the unopened vial can be stored
for up to 2 hours at temperatures up to 30 °C. Thawed vials can be handled in room light
conditions.

Dilution

Gently invert the vial 10 times prior to dilution. Do not shake.

Prior to dilution, the thawed dispersion may contain white to off-white opaque amorphous particles.
The thawed vaccine must be diluted in its original vial with 1.8 mL of sodium chloride 9 mg/mL
(0.9%) solution for injection, using a 21 gauge or narrower needle and aseptic techniques.
Equalise vial pressure before removing the needle from the vial stopper by withdrawing 1.8 mL air
into the empty diluent syringe.

Gently invert the diluted dispersion 10 times. Do not shake.

The diluted vaccine should present as an off-white dispersion with no particulates visible. Do not
use the diluted vaccine if particulates or discolouration are present.

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

After dilution, store at 2 °C to 30 °C and use within 6 hours, including any transportation time.
Do not freeze or shake the diluted dispersion. If refrigerated, allow the diluted dispersion to come
to room temperature prior to use.

Preparation of 0.3 mL doses

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. If 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.



Fuljett ta’ taghrif: Informazzjoni ghall-utent

Comirnaty 30 mikrogramma/doza koncentrat ghal dispersjoni ghall-injezzjoni
Adulti u adolexxenti minn 12-il sena ’l fuq
Vaééin tal-mRNA tal-COVID-19
tozinameran

vDan il-prodott medic¢inali huwa suggett ghal monitoragg addizzjonali. Dan ser jippermetti
identifikazzjoni ta’ malajr ta’ informazzjoni gdida dwar is-sigurta. Inti tista’ tghin billi tirrapporta
kwalunkwe effett sekondarju li jista’ jkollok. Ara t-tmiem ta’ sezzjoni 4 biex tara kif ghandek tirrapporta
effetti sekondarji.

Aqra sew dan il-fuljett kollu qabel tircievi dan il-vaé¢éin peress li fih informazzjoni importanti

ghalik.

. Zomm dan il-fuljett. Jista’ jkollok bzonn terga’ taqrah.

. Jekk ikollok aktar mistogsijiet, stagsi lit-tabib, lill-ispizjar jew lill-infermier tieghek.

. Jekk ikollok xi effett sekondarju kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan
jinkludi xi effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Ara sezzjoni 4.

F’dan il-fuljett

1. X’inhu Comirnaty u ghalxiex jintuza

2. X’ghandek tkun taf gqabel ma tir¢ievi Comirnaty
3. Kif jinghata Comirnaty

4. Effetti sekondarji possibbli

5. Kif tahzen Comirnaty

6.

Kontenut tal-pakkett u informazzjoni ohra

1. X’inhu Comirnaty u ghalxiex jintuza
Comirnaty huwa vac¢in uzat ghall-prevenzjoni tal-COVID-19 ikkawzata minn SARS-CoV-2.

Comirnaty 30 mikrogramma/doza konc¢entrat ghal dispersjoni ghall-injezzjoni jinghata lil adulti u
adolexxenti b’eta minn 12-il sena ’l fuq.

[l-vaccin jikkawza s-sistema immuni (id-difizi naturali tal-gisem) biex tipproduci antikorpi u ¢elluli tad-
demm li jahdmu kontra 1-virus, u b’hekk taghti protezzjoni kontra 1-COVID-19.

Peress li Comirnaty ma fihx il-virus biex jipprodu¢i l-immunita, ma jistax jaghtik COVID-19.

L-uzu ta’ dan il-va¢¢in ghandu jkun skont ir-rakkomandazzjonijiet ufficjali.

2. X’ghandek tkun taf qabel ma tir¢ievi Comirnaty

Comirnaty m’ghandux jinghata
. jekk inti allergiku ghas-sustanza attiva jew ghal xi sustanza ohra ta’ din il-medic¢ina (imnizzla fis-
sezzjoni 6)



Twissijiet u prekawzjonijiet
Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek qabel ma tinghata dan il-vac¢in jekk:

. qatt kellek reazzjoni allergika severa jew problemi bin-nifs wara l-injezzjoni ta’ kwalunkwe va¢cin
iehor jew wara li nghatajt dan il-vac¢in fil-passat.
. ged thossok nervuz dwar il-process tat-tilgim jew jekk xi darba intlift minn sensik wara kwalunkwe

injezzjoni b’labra.
. ghandek marda severa jew infezzjoni b’deni gholi. Madankollu, tista’ tiehu t-tilgima tieghek jekk
ikollok deni hafif jew infezzjoni hafifa tal-parti ta’ fuq tal-passagg tan-nifs bhal rih.

° ghandek problema ta’ hrug ta’ demm, titbengel malajr jew tuza medicina biex tipprevjeni emboli
tad-demm.
J ghandek sistema immuni mdghajfa, minhabba marda bhal infezzjoni bl-HIV jew medic¢ina bhal

kortikosterojdi li taffettwa s-sistema immuni tieghek.

Hemm zieda fir-riskju ta’ mijokardite (inffammazzjoni tal-muskolu tal-qalb) u perikardite
(infjammazzjoni tar-rita barra mill-qalb) wara tilqim b’Comirnaty (ara sezzjoni 4). Dawn il-
kundizzjonijiet jistghu jizviluppaw fi zmien ftit jiem biss wara t-tilqim u sehhew primarjament fi Zmien
14-il jum. Dawn gew osservati aktar spiss wara t-tieni tilqima, u aktar spiss f’irgiel izghar fl-eta. Ir-riskju
ta’ mijokardite u perikardite jidher li huwa aktar baxx fi tfal b’eta minn 5 snin sa 11-il sena meta mqabbla
mal-etajiet ta’ 12-il sena sa 17-il sena. Il-bi¢¢a I-kbira tal-kazijiet ta’ mijokardite u perikardite jirkupraw.
Xi kazijiet kienu jehtiegu appogg ta’ kura intensiva u gew osservati kazijiet fatali. Wara t-tilqim, ghandek
toqghod attent ghal sinjali ta’ mijokardite u perikardite, bhal qtugh ta’ nifs, palpitazzjonijiet u wgigh fis-
sider, u tfittex attenzjoni medika immedjata jekk dawn isehhu.

Bhal kull va¢¢in, Comirnaty jista’ ma jipprotegix b’mod shih lil dawk kollha li jiréevuh u mhux
maghruf kemm ser iddum protett.

L-effikacja ta’ Comirnaty tista’ tkun inqas f’nies li huma immunokompromessi. Jekk inti
immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty. F’dawn il-kazijiet, ghandek
tkompli tiehu prekawzjonijiet fizi¢i biex tghin tipprevjeni 1-COVID-19. Barra minn hekk, persuni vicin
tieghek ghandhom jigu mlaqgma kif xieraq. Iddiskuti rakkomandazzjonijiet individwali xierqa mat-
tabib tieghek.

Tfal
Comirnaty 30 mikrogramma/doza kon¢entrat ghal dispersjoni ghall-injezzjoni mhux rakkomandat ghal
tfal b’eta ta’ inqas minn 12-il sena.

Hemm formulazzjonijiet pedjatri¢i disponibbli ghal trabi b’eta minn 6 xhur ’il fuq u tfal b’eta ta’ inqas
minn 12-il sena. Ghad-dettalji, jekk joghgbok irreferi ghall-Fuljett ta” Taghrif ghal formulazzjonijiet ohra.

[l-vac¢in mhux rakkomandat ghal trabi b’eta ta’ inqas minn 6 xhur.

Medi¢ini ohra u Comirnaty
Ghid lit-tabib jew lill-ispizjar tieghek jekk ged tuza, uzajt dan l-ahhar jew tista’ tuza xi medicini ohra jew
jekk ricentement iréevejt xi vaccin iehor.

Tqala u treddigh
Jekk inti tqila jew tahseb li tista’ tkun tqila ghid lit-tabib, lill-infermier jew lill-ispizjar tieghek qabel
tircievi dan il-vaccin.



Comirnaty jista’ jintuza waqt it-tqala. Ammont kbir ta’ informazzjoni minn nisa tqal imlaqgma
b’Comirnaty matul it-tieni u t-tielet trimestru ma wrietx effetti negattivi fuq it-tqala jew fuq it-tarbija tat-
twelid. Filwagqt li l-informazzjoni dwar I-effetti fuq it-tqala jew fuq it-tarbija tat-twelid wara tilqgim matul
l-ewwel trimestru hija limitata, ma dehret 1-ebda bidla fir-riskju ta’ korriment.

Comirnaty jista’ jinghata waqt it-treddigh.

Sewqan u thaddim ta’ magni

Uhud mill-effetti tat-tilqgima msemmija fis-sezzjoni 4 (Effetti sekondarji possibbli) jistghu jaffettwaw
b’mod temporanju l-hila tieghek li ssuq jew thaddem magni. Stenna sakemm dawn l-effetti jghaddu qabel
ma ssuq jew thaddem magni.

Comirnaty fih potassium u sodium
Dan il-vac¢¢in fih anqas minn 1 mmol potassium (39 mg) f'kull doza, jigifieri essenzjalment ‘hieles mill-
potassium’.

Dan il-vac¢in fih anqas minn 1 mmol sodium (23 mg) f’kull doza, jigifieri essenzjalment ‘hieles mis-
sodium’.

3. Kif jinghata Comirnaty

Comirnaty jinghata wara d-dilwizzjoni bhala injezzjoni ta’ 0.3 mL go muskolu fin-naha ta’ fuq tad-driegh
tieghek.

Inti ser tir¢ievi injezzjoni wahda, irrispettivament jekk ircevejtx vaccin tal-COVID-19 qabel.

Jekk kont imlaggam gabel b’va¢cin tal-COVID-19, m’ghandekx tir¢ievi doza ta’ Comirnaty qabel mill-
inqas 3 xhur wara l-aktar doza ric¢enti.

Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty.

Jekk ghandek aktar mistogsijiet dwar l-uzu ta’ Comirnaty, stagsi lit-tabib, lill-ispizjar jew lill-infermier
tieghek.

4. Effetti sekondarji possibbli
Bhal kull va¢¢in iehor, Comirnaty jista’ jikkawza effetti sekondarji, ghalkemm ma jidhrux f’kulhadd.

Effetti sekondarji komuni hafna: jistghu jaffettwaw aktar minn persuna wahda minn kull 10

sit tal-injezzjoni: ugigh, nefha

gheja, ugigh ta’ ras

ugigh fil-muskoli, ugigh fil-gogi

tkexkix ta’ bard, deni

dijarea

Uhud minn dawn l-effetti sekondarji kienu kemmzxejn aktar frekwenti f’adolexxenti b’eta minn 12 sa 15-il
sena milli fl-adulti.



Effetti sekondarji komuni: jistghu jaffettwaw sa persuna wahda minn kull 10

. hmura fis-sit tal-injezzjoni
. dardir, rimettar
° glandoli limfati¢i minfuha (osservati b’mod aktar frekwenti wara d-doza booster)

Effetti sekondarji mhux komuni: jistghu jaffettwaw sa persuna wahda minn kull 100
thossok ma’ tiflahx, thossok dghajjef jew b’nuqqas ta’ energija/bi nghas

ugigh fid-dirghajn

insomnja

hakk fis-sit tal-injezzjoni

reazzjonijiet allergici bhal raxx jew hakk

tnaqqis fl-aptit

sturdament

gharaq ec¢essiv, gharaq matul il-lejl

Effetti sekondarji rari: jistghu jaffettwaw sa persuna wahda minn kull 1 000
o naha wahda tal-wic¢ tiddendel b’mod temporanju
. reazzjonijiet allergici bhal horriqija jew nefha fil-wic¢

Effetti sekondarji rari hafna: jistghu jaffettwaw sa persuna wahda minn kull 10 000
o infjammazzjoni tal-muskolu tal-qalb (mijokardite) jew infjammazzjoni tar-rita barra mill-qalb
(perikardite) i tista’ tirrizulta fi qtugh ta’ nifs, palpitazzjonijiet jew ugigh fis-sider

Mhux maghruf (ma tistax tittiched stima mid-data disponibbli)

reazzjoni allergika severa

nefha estensiva fid-driegh li fih inghata l-vac¢in

nefha fil-wic¢ (netha fil-wicc tista’ ssehh f’pazjenti li kellhom fillers dermali tal-wicc)

reazzjoni tal-gilda li tikkawza tikek jew rqajja’ homor fuq il-gilda, li jistghu jidhru bhal targit jew

“bulls-eye” b’centru ahmar skur imdawwar bi ¢rieki homor c¢ari (eritema multiforme)

o sensazzjoni mhux tas-soltu fil-gilda, bhal tnemnim jew sensazzjoni ta’ xi haga miexja fuq il-gilda
(parestesija)

o tnaqqis fis-sensazzjoni jew fis-sensittivita, specjalment fil-gilda (ipoestesija)

o emorragija mestrwali qawwija (il-parti 1-kbira tal-kazijiet dehru li ma kinux serji u kienu ta’ natura
temporanja)

Rappurtar tal-effetti sekondarji

Jekk ikollok xi effett sekondarju, kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan jinkludi xi
effett sekondarju possibbli i mhuwiex elenkat f’dan il-fuljett. Tista’ wkoll tirrapporta effetti sekondarji
direttament permezz tas-sit elettroniku tar-rapportar tar-reazzjonijiet avversi suspettati:
www.medicinesauthority.gov.mt/adrportal u nkludi n-numru tal-lott/Lot jekk disponibbli. Billi tirrapporta
1-effetti sekondarji tista’ tghin biex tigi pprovduta aktar informazzjoni dwar is-sigurta ta’ din il-medié¢ina.

5. Kif tahzen Comirnaty

Zomm din il-medi¢ina fejn ma tidhirx u ma tintlahagx mit-tfal.


http://www.medicinesauthority.gov.mt/adrportal

It-taghrif 1i gej dwar il-hazna, d-data ta’ meta tiskadi u 1-uzu u l-immaniggar huwa mahsub ghall-
professjonisti tal-kura tas-sahha.

Tuzax din il-medi¢ina wara d-data ta’ meta tiskadi li tidher fuq il-kartuna u t-tikketta wara JIS. Id-data ta’
meta tiskadi tirreferi ghall-ahhar gurnata ta’ dak ix-xahar.

Ahzen fil-friza f’temperatura ta’ -90 °C sa -60 °C. Kunjetti mhux miftuha jistghu jinhaznu u jigu
ttrasportati f’temperatura ta’ -25 °C sa -15 °C ghal perjodu wiehed sa gimaghtejn u wara jistghu jinhaznu
mill-gdid f’temperatura ta’ -90 °C sa -60 °C, dan m’ghandux jaqbez id-data ta’ meta jiskadi stampata
(JIS).

Ahzen fil-pakkett originali sabiex tilqga’ mid-dawl.

Meta jinhaznu ffrizati f'temperatura ta’ -90 °C sa -60 °C, pakketti b’195 kunjett tal-vacéin jistghu jinhallu
mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal 3 sighat jew kunjetti individwali jistghu jinhallu
f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Trasferimenti ta’ kunjetti ffrizati mahzuna f temperatura baxxa hafna (< -60 °C)

° Trejs tal-kunjetti b’ghatu maghlug li fihom 195 kunjett imnehhija minn hazna fil-friza
f’temperatura baxxa hafna (< -60 °C) jistghu jinzammu f’temperaturi sa 25 °C sa 5 minuti.

° Trejs tal-kunjetti b’ghatu miftuh, jew trejs tal-kunjetti li fihom ingas minn 195 kunjett, imnehhija
minn hazna fil-friza f’temperatura baxxa hafna (< -60 °C) jistghu jinzammu f’temperaturi sa 25 °C
sa 3 minuti.

. Wara li t-trejs tal-kunjetti jitpoggew lura f"hazna fil-friza wara esponiment ghal temperatura sa
25 °C, ghandhom jibqghu fhazna fil-friza ghal mill-ingas saghtejn gabel ma jkunu jistghu jergghu
jitnehhew.

Trasferimenti ta’ kunjetti ffrizati mahzuna f temperatura ta’ -25 °C sa -15 °C

° Trejs tal-kunjetti b’ghatu maghlug li fihom 195 kunjett imnehhija minn hazna fil-friza (-25 °C
sa -15 °C) jistghu jinzammu f’temperaturi sa 25 °C sa 3 minuti.

° Trejs tal-kunjetti b’ghatu miftuh, jew trejs tal-kunjetti li fihom ingas minn 195 kunjett, imnehhija
minn hazna fil-friza (-25 °C sa -15 °C) jistghu jinzammu f’temperaturi sa 25 °C sa minuta wahda.

Ladarba kunjett jitnehha mit-trej tal-kunjetti, ghandu jinhall mis-silg ghall-uzu.

Wara li jinhall mis-silg, il-va¢¢in ghandu jigi dilwit u uzat immedjatament. Madankollu, data dwar 1-
istabbilta waqt 1-uzu wriet li ladarba jitnehha mill-friza, il-va¢¢in mhux dilwit jista’ jinhazen sa xahar
f’temperatura ta’ 2 °C sa 8 °C; dan m’ghandux jaqbez id-data ta’ meta jiskadi stampata (JIS). Waqt dan
ix-xahar li fih idum tajjeb f"temperatura ta’ 2 °C sa 8 °C, sa 48 siegha jistghu jintuzaw ghat-trasport.
Qabel 1-uzu, il-va¢¢in mhux miftuh jista’ jinhazen ghal massimu ta’ saghtejn f’temperaturi sa 30 °C

Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati ’kondizzjonijiet ta’ dawl tal-kamra.

Wara d-dilwizzjoni, ahzen u ttrasporta 1-vacc¢in f’temperatura ta’ 2 °C sa 30 °C u uzah fi zmien 6 sighat.
Armi kwalunkwe va¢¢in mhux uzat.

Ladarba jitnehhew mill-friza u jigu dilwiti, il-kunjetti ghandhom jigu mmarkati bid-data u 1-hin tar-rimi 1-
godda. Ladarba jinhall mis-silg, il-va¢¢in ma jistax jigi ffrizat mill-gdid.

Tuzax dan il-vacéin jekk tinnota particelli fid-dilwizzjoni jew bidla fil-kulur.



Tarmix medic¢ini mal-ilma tad-dranagg jew mal-iskart domestiku. Staqgsi lill-ispizjar tieghek dwar kif
ghandek tarmi medi¢ini li m’ghadekx tuza. Dawn il-mizuri jghinu ghall-protezzjoni tal-ambjent.

6. Kontenut tal-pakkett u informazzjoni ohra

X’fih Comirnaty

. Is-sustanza attiva tal-Vaccin tal-mRNA tal-COVID-19 (b’nucleoside modifikat) hija msejha
tozinameran. Wara d-dilwizzjoni, il-kunjett ikun fih 6 dozi ta’ 0.3 mL bi 30 mikrogramma ta’

tozinameran kull wiehed.
° Is-sustanzi mhux attivi 1-ohra huma:

- ((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)
- kolesterol

- potassium chloride

- potassium dihydrogen phosphate

- sodium chloride

- disodium phosphate dihydrate

- sucrose

- ilma ghall-injezzjonijiet

- sodium hydroxide (ghall-aggustament tal-pH)

- hydrochloric acid (ghall-aggustament tal-pH)

Kif jidher Comirnaty u I-kontenut tal-pakkett

[l-va¢¢in huwa dispersjoni ta’ lewn abjad sa abjad mahmug (pH: 6.9 - 7.9) ipprovdut f’kunjett b’aktar
minn doza wahda ta’ 6 dozi f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp tal-lastku u ghatu tal-

plastik vjola li jitnehha b’daqqa ta’ saba’ b’sigill tal-aluminju.
Dags tal-pakkett: 195 kunjett

Detentur tal-Awtorizzazzjoni ghat-Tqeghid fis-Suq
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I1-Germanja

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121

service@biontech.de

Manifatturi

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

11-Germanja

Pfizer Manufacturing Belgium NV
Rijksweg 12
Puurs-Sint-Amands, 2870



1I-Belgju

Ghal kull taghrif dwar din il-medi¢ina, jekk joghgbok ikkuntattja lir-rapprezentant lokali tad-Detentur tal-
Awtorizzazzjoni ghat-Tqeghid fis-Suq:

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
11

Bouarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333

Ceska republika: Pfizer, spol. s r.0., Tel: +420 283 004 111

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 EALdg A.E., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EAAGG A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

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

Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

Romaénia: 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, organiza¢na 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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

Dan il-fuljett kien rivedut l-ahhar £ 12/2023.

Skennja I-kowd b’mobile biex tikseb il-fuljett ta’ taghrif £’lingwi differenti.

URL: www.comirnatyglobal.com


http://www.comirnatyglobal.com/

Informazzjoni dettaljata dwar din il-medicina tinsab fuq is-sit elettroniku tal-Agenzija Ewropea ghall-
Medicini: http://www.ema.europa.eu.

It-taghrif li jmiss ged jinghata biss ghall-professjonisti tal-kura tas-sahha biss:
Aghti Comirnaty gol-muskoli wara d-dilwizzjoni bhala doza wahda ta’ 0.3 mL irrispettivament mill-istat
ta’ tilgim prec¢edenti tal-COVID-19.

Ghal individwi li qabel kienu mlagqma b’vac¢in tal-COVID-19, Comirnaty ghandu jinghata mill-inqas
3 xhur wara l-aktar doza recenti ta’ vaccin tal-COVID-19.

Dozi addizzjonali jistghu jinghataw lil individwi li huma immunokompromessi b’mod sever.

Traccabilita
Sabiex tittejjeb it-traccabilita tal-prodotti medic¢inali bijologici, I-isem u n-numru tal-lott tal-prodott
amministrat ghandhom jigu rrekordjati b’mod car.

Istruzzjonijiet dwar l-immaniggar qabel I-uzu

Comirnaty ghandu jigi ppreparat minn professjonist tal-kura tas-sahha permezz ta’ teknika asettika biex

tigi zgurata l-isterilita tad-dispersjoni ppreparata.

. Ivverifika li I-kunjett ghandu ghatu tal-plastik vjola u li I-isem tal-prodott huwa Comirnaty
30 mikrogramma/doza koncentrat ghal dispersjoni ghall-injezzjoni (minn 12-il sena ’l fuq).

. Jekk il-kunjett ghandu isem tal-prodott iehor fuq it-tikketta, jekk joghgbok irreferi ghas-Sommarju
tal-Karatteristici tal-Prodott ghal dik il-formulazzjoni.

. [l-kunjett jinhazen iffrizat u ghandu jinhall mis-silg qabel ma jigi dilwit. Kunjetti ffrizati ghandhom
jigu ttrasferiti ghal ambjent b’temperatura ta’ 2 °C sa 8 °C biex jinhallu mis-silg; pakkett ta’
195 kunjett jista’ jiehu 3 sighat biex jinhall mis-silg. Inkella, kunjetti ffrizati jistghu wkoll jinhallu
mis-silg ghal 30 minuta f’temperaturi sa 30 °C ghal uzu immedjat.

. [l-kunjett mhux miftuh jista’ jinhazen sa xahar f’temperatura ta’ 2 °C sa 8 °C; dan m’ghandux
jagbez id-data ta’ meta jiskadi stampata (JIS). Waqt dan ix-xahar li fih idum tajjeb f’temperatura ta
2 °C sa 8 °C, sa 48 siegha jistghu jintuzaw ghat-trasport.

. Halli I-kunjett li jkun inhall mis-silg jilhaq it-temperatura tal-kamra. Qabel 1-uzu, il-kunjett mhux
miftuh jista’ jinhazen ghal perjodu sa saghtejn f’temperaturi sa 30 °C. Kunjetti li nhallu mis-silg
jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

b

Dilwizzjoni
. Aqleb il-kunjett ta’ taht fuq bil-mod ghal 10 darbiet qabel id-dilwizzjoni. Thawwadx.
. Qabel id-dilwizzjoni, id-dispersjoni li tkun inhallet mis-silg jista’ jkun fiha particelli amorfi opaki

ta’ lewn abjad sa abjad mahmug.

J It-tilgima li tkun inhallet mis-silg ghandha tigi dilwita fil-kunjett originali taghha b’1.8 mL ta’
soluzzjoni ghall-injezzjoni ta’ 9 mg/mL (0.9%) sodium chloride, bl-uzu ta’ labra b’daqs ta’
21 gauge jew idjaq u tekniki asettici.

° Ugwalizza I-pressjoni fil-kunjett qabel ma tnehhi I-labra mit-tapp tal-kunjett billi tigbed 1.8 mL ta’
arja fis-siringa tad-dilwent vojta.

. Aqleb id-dispersjoni dilwita ta’ taht fuq bil-mod ghal 10 darbiet. Thawwadx.
Il-vac¢in dilwit ghandu jidher bhala dispersjoni ta’ lewn abjad mahmug minghajr I-ebda particelli
vizibbli. Tuzax il-vac¢in dilwit jekk ikun hemm frak jew tibdil fil-kulur.

. Il-kunjetti dilwiti ghandhom jigu mmarkati bid-data u I-hin xierqa ta’ meta ghandhom
jintremew.



Wara d-dilwizzjoni, ahzen f’temperatura ta’ 2 °C sa 30 °C u uza fi Zzmien 6 sighat, 1i jinkludu
kwalunkwe hin li fih jigi ttrasportat.

Tiffrizax u thawwadx id-dispersjoni dilwita. Jekk titpogga fi frigg, halli id-dispersjoni dilwita tilhaq
it-temperatura tal-kamra qabel 1-uzu.

Preparazzjoni ta’ dozi ta’ 0.3 mL

Rimi

Wara d-dilwizzjoni, il-kunjett ikun fih 2.25 mL li minnhom jistghu jingibdu 6 dozi ta’ 0.3 mL.
Bl-uzu ta’ teknika asettika, naddaf it-tapp tal-kunjett b’imselha antisettika li tintuza darba u
tintrema.

Igbed 0.3 mL ta’ Comirnaty.

Sabiex jingibdu 6 dozi minn kunjett wiehed ghandhom jintuzaw siringi u/jew labar b’volum li ma
jistax jintuza zghir. Il-kombinazzjoni tas-siringa u tal-labra b’volum 1i ma jistax jintuza zghir
ghandu jkollha volum li ma jistax jintuza ta’ mhux aktar minn 35 mikrolitru. Jekk jintuzaw siringi u
labar standard, jista’ ma jkunx hemm volum suffi¢jenti biex tingibed is-sitt doza minn kunjett
wiehed.

Kull doza ghandu jkun fiha 0.3 mL ta’ va¢¢in.

Jekk l-ammont ta’ vacein li jifdal fil-kunjett ma jistax jipprovdi doza shiha ta’ 0.3 mL, armi I-
kunjett u kwalunkwe volum zejjed.

Armi kwalunkwe vac¢¢in mhux uzat fi zmien 6 sighat wara d-dilwizzjoni.

Kull fdal tal-prodott medic¢inali li ma jkunx intuza jew skart li jibqa’ wara 1-uzu tal-prodott ghandu
jintrema kif jitolbu I-ligijiet lokali.



Package leaflet: Information for the user

Comirnaty 30 micrograms/dose dispersion for injection
Adults and adolescents from 12 years
COVID-19 mRNA Vaccine
tozinameran

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.

Comirnaty 30 micrograms/dose dispersion for injection is given to adults and adolescents from 12 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.

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

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 this vaccine in the past.

. you are feeling nervous about the vaccination process or 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.

. 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.

There is an increased risk of myocarditis (inflammation of the heart muscle) and pericarditis
(inflammation of the lining outside the heart) after vaccination with Comirnaty (see section 4). These
conditions can develop within just a few days after vaccination and have primarily occurred within

14 days. They have been observed more often after the second vaccination, and more often in younger
males. The risk of myocarditis and pericarditis seems lower in children ages 5 to 11 years compared with
ages 12 to 17 years. Most cases of myocarditis and pericarditis recover. Some cases required intensive
care support and fatal cases have been seen. Following vaccination, you should be alert to signs of
myocarditis and pericarditis, such as breathlessness, palpitations and chest pain, and seek immediate
medical attention should these occur.

As with any vaccine, Comirnaty may not fully protect all those who receive it and it is not known how
long you will be protected.

The efficacy of Comirnaty may be lower in people who are immunocompromised. If you are
immunocompromised, you may receive additional doses of Comirnaty. In these cases, you should
continue to maintain physical precautions to help prevent COVID-19. In addition, your close contacts
should be vaccinated as appropriate. Discuss appropriate individual recommendations with your doctor.

Children
Comirnaty 30 micrograms/dose dispersion for injection is not recommended for children aged under
12 years.

There are paediatric formulations available for infants aged 6 months and above and children below
12 years of age. For details, please refer to the Package Leaflet for other formulations.

The vaccine is not recommended for infants aged under 6 months.

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 think you may be pregnant, tell your doctor, nurse or pharmacist before you receive
this vaccine.

Comirnaty can be used during pregnancy. A large amount of information from pregnant women
vaccinated with Comirnaty during the second and third trimester have not shown negative effects on the
pregnancy or the newborn baby. While information on effects on pregnancy or the newborn baby after
vaccination during the first trimester is limited, no change to the risk for miscarriage has been seen.



Comirnaty can be given during breast-feeding.

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.

3. How Comirnaty is given

Comirnaty is given as an injection of 0.3 mL into a muscle of your upper arm.

You will receive 1 injection, regardless whether you have received a COVID-19 vaccine before.

If you were previously vaccinated with a COVID-19 vaccine, you should not receive a dose of Comirnaty
until at least 3 months after the most recent dose.

If you are immunocompromised, you may receive additional doses of Comirnaty.

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

diarrhoea

Some of these side effects were slightly more frequent in adolescents 12 to 15 years than in adults.

Common side effects: may affect up to 1 in 10 people

. injection site redness
. nausea, vomiting
. enlarged lymph nodes (more frequently observed after a booster dose)

Uncommon side effects: may affect up to 1 in 100 people
feeling unwell, feeling weak or lack of energy/sleepy
arm pain

insomnia

injection site itching

allergic reactions such as rash or itching

decreased appetite

dizziness

excessive sweating, night sweats



Rare side effects: may affect up to 1 in 1 000 people
. temporary one sided facial drooping
. allergic reactions such as hives or swelling of the face

Very rare side effects: may affect up to 1 in 10 000 people
. inflammation of the heart muscle (myocarditis) or inflammation of the lining outside the heart

(pericarditis) which can result in breathlessness, palpitations or chest pain

Not known (cannot be estimated from the available data)

. severe allergic reaction

J extensive swelling of the vaccinated limb

J swelling of the face (swelling of the face may occur in patients who have had facial dermatological
fillers)

o a skin reaction that causes red spots or patches on the skin, that may look like a target or
“bulls-eye” with a dark red centre surrounded by paler red rings (erythema multiforme)

o unusual feeling in the skin, such as tingling or a crawling feeling (paraesthesia)

o decreased feeling or sensitivity, especially in the skin (hypoaesthesia)

o heavy menstrual bleeding (most cases appeared to be non-serious and temporary in nature)

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 ADR Reporting Website:
www.medicinesauthority.gov.mt/adrportal 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.

The vaccine will be received frozen at -90 °C to -60 °C. Frozen vaccine can be stored either at -90 °C to -
60 °C or 2 °C to 8 °C upon receipt.

Single dose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of single dose vials of the
vaccine can be thawed at 2 °C to 8 °C for 2 hours or individual vials can be thawed at room temperature
(up to 30 °C) for 30 minutes.

Multidose vials: When stored frozen at -90 °C to -60 °C, 10-vial packs of the vaccine can be thawed at
2 °C to 8 °C for 6 hours or individual vials can be thawed at room temperature (up to 30 °C) for
30 minutes.


http://www.medicinesauthority.gov.mt/adrportal

Thawed vials: Once removed from the freezer, the unopened vial may be stored and transported
refrigerated at 2 °C to 8 °C for up to 10 weeks; not exceeding the printed expiry date (EXP). The outer
carton should be marked with the new discard date at 2 °C to 8 °C. Once thawed, the vaccine cannot be
re-frozen.

Prior to use, the unopened vials can be stored for up to 12 hours at temperatures between 8 °C and 30 °C.
Thawed vials can be handled in room light conditions.

Opened vials: After first puncture, store the vaccine at 2 °C to 30 °C and use within 12 hours, which
includes up to 6 hours transportation time. Discard any unused vaccine.

Do not use this vaccine if you notice particulates 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.

6. Contents of the pack and other information

What Comirnaty contains
. The active substance of COVID-19 mRNA Vaccine (nucleoside modified) is called tozinameran.
— A single dose vial contains 1 dose of 0.3 mL with 30 micrograms tozinameran each.
— A multidose vial contains 6 doses of 0.3 mL with 30 micrograms tozinameran 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
— trometamol
— trometamol hydrochloride
—  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 either:

o A single dose vial of 1 dose in a 2 mL clear vial (type I glass), with a rubber stopper and a grey
flip-off plastic cap with aluminium seal; or

. A multidose vial of 6 doses in a 2 mL clear vial (type I glass), with a rubber stopper and a grey flip-
off plastic cap with aluminium seal.

Single dose vial pack size: 10 vials
Multidose vial pack sizes: 10 vials or 195 vials
Not all pack sizes may be marketed.



Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121
service@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
Belgium

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

. Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
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Bovarapus: [daiizep JlrokcemOypr CAPJI, Knon, bearapus, Ten: +359 2 970 4333
Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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

EALada: Pfizer EALGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvmpog: Pfizer EALGG A.E. (Cyprus Branch), Tni: +357 22 817690
Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775
Lietuva: Pfizer Luxembourg SARL filialas Lietuvoje, Tel. +370 52 51 4000
Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, Lda., Tel: +351 21 423 5500

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

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

Slovenija: Pfizer Luxembourg SARL, Pfizer, podruznica za svetovanje s podrocja farmacevtske



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

This leaflet was last revised in 12/2023.

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 website:
http://www.ema.europa.cu.

The following information is intended for healthcare professionals only:
Administer Comirnaty intramuscularly as a single dose of 0.3 mL regardless of prior COVID-19
vaccination status.

For individuals who have previously been vaccinated with a COVID-19 vaccine, Comirnaty should be
administered at least 3 months after the most recent dose of a COVID-19 vaccine.

Additional doses may be given to individuals who are severely immunocompromised.

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

. Verify that the vial has a grey plastic cap and the product name is Comirnaty
30 micrograms/dose dispersion for injection (12 years and older).

. If the vial has another product name on the label, please make reference to the Summary of Product
Characteristics for that formulation.

. If the vial is stored frozen it must be thawed prior to use. Frozen vials should be transferred to an

environment of 2 °C to 8 °C to thaw. Ensure vials are completely thawed prior to use.
- Single dose vials: A 10-vial pack of single dose vials may take 2 hours to thaw.
- Multidose vials: A 10-vial pack of multidose vials may take 6 hours to thaw.

. Upon moving vials to 2 °C to 8 °C storage, update the expiry date on the carton.

. Unopened vials can be stored for up to 10 weeks at 2 °C to 8 °C; not exceeding the printed expiry
date (EXP).


http://www.comirnatyglobal.com/

Alternatively, individual frozen vials may be thawed for 30 minutes at temperatures up to 30 °C.
Prior to use, the unopened vial can be stored for up to 12 hours at temperatures up to 30 °C.
Thawed vials can be handled in room light conditions.

Preparation of 0.3 mL doses

Gently mix by inverting vials 10 times prior to use. Do not shake.
Prior to mixing, the thawed dispersion may contain white to off-white opaque amorphous particles.
After mixing, the vaccine should present as a white to off-white dispersion with no particulates
visible. Do not use the vaccine if particulates or discolouration are present.
Check whether the vial is a single dose vial or a multidose vial and follow the applicable handling
instructions below:
—  Single dose vials

= Withdraw a single 0.3 mL dose of vaccine.

= Discard vial and any excess volume.
—  Multidose vials

= Multidose vials contain 6 doses of 0.3 mL each.

= 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. If 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.
Record the appropriate date/time on the vial. Discard any unused vaccine 12 hours after first
puncture.

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



Fuljett ta’ taghrif: Informazzjoni ghall-utent

Comirnaty 30 mikrogramma/doza dispersjoni ghall-injezzjoni
Adulti u adolexxenti minn 12-il sena ’l fuq
Vaééin tal-mRNA tal-COVID-19
tozinameran

vDan il-prodott medic¢inali huwa suggett ghal monitoragg addizzjonali. Dan ser jippermetti
identifikazzjoni ta’ malajr ta’ informazzjoni gdida dwar is-sigurta. Inti tista’ tghin billi tirrapporta
kwalunkwe effett sekondarju li jista’ jkollok. Ara t-tmiem ta’ sezzjoni 4 biex tara kif ghandek tirrapporta
effetti sekondarji.

Aqra sew dan il-fuljett kollu qabel tircievi dan il-vaé¢éin peress li fih informazzjoni importanti

ghalik.

. Zomm dan il-fuljett. Jista’ jkollok bzonn terga’ taqrah.

. Jekk ikollok aktar mistogsijiet, stagsi lit-tabib, lill-ispizjar jew lill-infermier tieghek.

. Jekk ikollok xi effett sekondarju kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan
jinkludi xi effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Ara sezzjoni 4.

F’dan il-fuljett

1. X’inhu Comirnaty u ghalxiex jintuza

2. X’ghandek tkun taf gqabel ma tir¢ievi Comirnaty
3. Kif jinghata Comirnaty

4. Effetti sekondarji possibbli

5. Kif tahzen Comirnaty

6.

Kontenut tal-pakkett u informazzjoni ohra

1. X’inhu Comirnaty u ghalxiex jintuza
Comirnaty huwa vac¢in uzat ghall-prevenzjoni tal-COVID-19 ikkawzata minn SARS-CoV-2.

Comirnaty 30 mikrogramma/doza dispersjoni ghall-injezzjoni jinghata lil adulti u adolexxenti b’eta minn
12-il sena ’1 fuq.

[l-vaccin jikkawza s-sistema immuni (id-difizi naturali tal-gisem) biex tipproduci antikorpi u ¢elluli tad-
demm li jahdmu kontra 1-virus, u b’hekk taghti protezzjoni kontra 1-COVID-19.

Peress li Comirnaty ma fihx il-virus biex jipprodu¢i l-immunita, ma jistax jaghtik COVID-19.

L-uzu ta’ dan il-va¢¢in ghandu jkun skont ir-rakkomandazzjonijiet uffic¢jali.

2. X’ghandek tkun taf qabel ma tir¢ievi Comirnaty

Comirnaty m’ghandux jinghata
. jekk inti allergiku ghas-sustanza attiva jew ghal xi sustanza ohra ta’ din il-medic¢ina (imnizzla fis-
sezzjoni 6)



Twissijiet u prekawzjonijiet
Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek qabel ma tinghata dan il-vac¢in jekk:

. qatt kellek reazzjoni allergika severa jew problemi bin-nifs wara l-injezzjoni ta’ kwalunkwe va¢cin
iehor jew wara li nghatajt dan il-vac¢in fil-passat.
. ged thossok nervuz dwar il-process tat-tilgim jew jekk xi darba intlift minn sensik wara kwalunkwe

injezzjoni b’labra.
. ghandek marda severa jew infezzjoni b’deni gholi. Madankollu, tista’ tiehu t-tilgima tieghek jekk
ikollok deni hafif jew infezzjoni hafifa tal-parti ta’ fuq tal-passagg tan-nifs bhal rih.

° ghandek problema ta’ hrug ta’ demm, titbengel malajr jew tuza medicina biex tipprevjeni emboli
tad-demm.
J ghandek sistema immuni mdghajfa, minhabba marda bhal infezzjoni bl-HIV jew medic¢ina bhal

kortikosterojdi li taffettwa s-sistema immuni tieghek.

Hemm zieda fir-riskju ta’ mijokardite (inffammazzjoni tal-muskolu tal-qalb) u perikardite
(infjammazzjoni tar-rita barra mill-qalb) wara tilqim b’Comirnaty (ara sezzjoni 4). Dawn il-
kundizzjonijiet jistghu jizviluppaw fi zmien ftit jiem biss wara t-tilqim u sehhew primarjament fi Zmien
14-il jum. Dawn gew osservati aktar spiss wara t-tieni tilqima, u aktar spiss f’irgiel izghar fl-eta. Ir-riskju
ta’ mijokardite u perikardite jidher li huwa aktar baxx fi tfal b’eta minn 5 snin sa 11-il sena meta mqabbla
mal-etajiet ta’ 12-il sena sa 17-il sena. Il-bi¢¢a I-kbira tal-kazijiet ta’ mijokardite u perikardite jirkupraw.
Xi kazijiet kienu jehtiegu appogg ta’ kura intensiva u gew osservati kazijiet fatali. Wara t-tilqim, ghandek
toqghod attent ghal sinjali ta’ mijokardite u perikardite, bhal qtugh ta’ nifs, palpitazzjonijiet u wgigh fis-
sider, u tfittex attenzjoni medika immedjata jekk dawn isehhu.

Bhal kull va¢¢in, Comirnaty jista’ ma jipprotegix b’mod shih lil dawk kollha li jiréevuh u mhux
maghruf kemm ser iddum protett.

L-effikacja ta’ Comirnaty tista’ tkun inqas f’nies li huma immunokompromessi. Jekk inti
immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty. F’dawn il-kazijiet, ghandek
tkompli tiehu prekawzjonijiet fizi¢i biex tghin tipprevjeni 1-COVID-19. Barra minn hekk, persuni vicin
tieghek ghandhom jigu mlaqgma kif xieraq. Iddiskuti rakkomandazzjonijiet individwali xierqa mat-
tabib tieghek.

Tfal
Comirnaty 30 mikrogramma/doza kon¢entrat ghal dispersjoni ghall-injezzjoni mhux rakkomandat ghal
tfal b’eta ta’ inqas minn 12-il sena.

Hemm formulazzjonijiet pedjatri¢i disponibbli ghal trabi b’eta minn 6 xhur ’il fuq u tfal b’eta ta’ inqas
minn 12-il sena. Ghad-dettalji, jekk joghgbok irreferi ghall-Fuljett ta” Taghrif ghal formulazzjonijiet ohra.

[l-vac¢in mhux rakkomandat ghal trabi b’eta ta’ inqas minn 6 xhur.

Medi¢ini ohra u Comirnaty
Ghid lit-tabib jew lill-ispizjar tieghek jekk ged tuza, uzajt dan l-ahhar jew tista’ tuza xi medicini ohra jew
jekk ricentement iréevejt xi vaccin iehor.

Tqala u treddigh
Jekk inti tqila jew tahseb li tista’ tkun tqila ghid lit-tabib, lill-infermier jew lill-ispizjar tieghek qabel
tircievi dan il-vaccin.



Comirnaty jista’ jintuza waqt it-tqala. Ammont kbir ta’ informazzjoni minn nisa tqal imlaqgma
b’Comirnaty matul it-tieni u t-tielet trimestru ma wrietx effetti negattivi fuq it-tqala jew fuq it-tarbija tat-
twelid. Filwagqt li l-informazzjoni dwar I-effetti fuq it-tqala jew fuq it-tarbija tat-twelid wara tilqgim matul
l-ewwel trimestru hija limitata, ma dehret 1-ebda bidla fir-riskju ta’ korriment.

Comirnaty jista’ jinghata waqt it-treddigh.

Sewqan u thaddim ta’ magni

Uhud mill-effetti tat-tilqgima msemmija fis-sezzjoni 4 (Effetti sekondarji possibbli) jistghu jaffettwaw
b’mod temporanju l-hila tieghek li ssuq jew thaddem magni. Stenna sakemm dawn l-effetti jghaddu qabel
ma ssuq jew thaddem magni.

3. Kif jinghata Comirnaty
Comirnaty jinghata bhala injezzjoni ta’ 0.3 mL go muskolu fin-naha ta’ fuq tad-driegh tieghek.

Inti ser tir¢ievi injezzjoni wahda, irrispettivament jekk ircevejtx vaccin tal-COVID-19 qabel.

Jekk kont imlagqam qabel b’vac¢in tal-COVID-19, m’ghandekx tir¢ievi doza ta” Comirnaty qabel mill-
inqas 3 xhur wara l-aktar doza ricenti.

Jekk inti immunokompromess/a, tista’ tir¢ievi dozi addizzjonali ta’ Comirnaty.

Jekk ghandek aktar mistogsijiet dwar l-uzu ta’ Comirnaty, stagsi lit-tabib, lill-ispizjar jew lill-infermier
tieghek.

4. Effetti sekondarji possibbli
Bhal kull va¢¢in iehor, Comirnaty jista’ jikkawza effetti sekondarji, ghalkemm ma jidhrux f’kulhadd.

Effetti sekondarji komuni hafna: jistghu jaffettwaw aktar minn persuna wahda minn kull 10

sit tal-injezzjoni: ugigh, netha

gheja, ugigh ta’ ras

ugigh fil-muskoli, ugigh fil-gogi

tkexkix ta’ bard, deni

dijarea

Uhud minn dawn l-effetti sekondarji kienu kemmxejn aktar frekwenti f’adolexxenti b’eta minn 12 sa 15-il
sena milli fl-adulti.

Effetti sekondarji komuni: jistghu jaffettwaw sa persuna wahda minn kull 10

° hmura fis-sit tal-injezzjoni
° dardir, rimettar
o glandoli limfati¢i minfuha (osservati b’mod aktar frekwenti wara d-doza booster)

Effetti sekondarji mhux komuni: jistghu jaffettwaw sa persuna wahda minn kull 100
J thossok ma’ tiflahx, thossok dghajjef jew b’nuqqas ta’ energija/bi nghas

o ugigh fid-dirghajn

o insomnja



hakk fis-sit tal-injezzjoni

reazzjonijiet allergici bhal raxx jew hakk
tnaqqis fl-aptit

sturdament

gharaq eccessiv, gharaq matul il-lejl

Effetti sekondarji rari: jistghu jaffettwaw sa persuna wahda minn kull 1 000
o naha wahda tal-wic¢ tiddendel b’mod temporanju
o reazzjonijiet allergi¢i bhal horriqija jew netha fil-wic¢

Effetti sekondarji rari hafna: jistghu jaffettwaw sa persuna wahda minn kull 10 000
. inflammazzjoni tal-muskolu tal-qalb (mijokardite) jew infjammazzjoni tar-rita barra mill-qalb
(perikardite) i tista’ tirrizulta fi qtugh ta’ nifs, palpitazzjonijiet jew ugigh fis-sider

Mhux maghruf (ma tistax tittiched stima mid-data disponibbli)

reazzjoni allergika severa

netha estensiva fid-driegh li fih inghata l-vac¢in

netha fil-wic¢ (netha fil-wicc tista’ ssehh f’pazjenti li kellhom fillers dermali tal-wicc)

reazzjoni tal-gilda li tikkawza tikek jew rqajja’ homor fuq il-gilda, li jistghu jidhru bhal targit jew

“bulls-eye” b’¢entru ahmar skur imdawwar bi ¢rieki homor ¢ari (eritema multiforme)

o sensazzjoni mhux tas-soltu fil-gilda, bhal tnemnim jew sensazzjoni ta’ xi haga miexja fuq il-gilda
(parestesija)

o tnaqqis fis-sensazzjoni jew fis-sensittivita, specjalment fil-gilda (ipoestesija)

o emorragija mestrwali qawwija (il-parti 1-kbira tal-kazijiet dehru 1i ma kinux serji u kienu ta’ natura
temporanja)

Rappurtar tal-effetti sekondarji

Jekk ikollok xi effett sekondarju, kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek. Dan jinkludi xi
effett sekondarju possibbli li mhuwiex elenkat f’dan il-fuljett. Tista’ wkoll tirrapporta effetti sekondarji
direttament permezz tas-sit elettroniku tar-rapportar tar-reazzjonijiet avversi suspettati:
www.medicinesauthority.gov.mt/adrportal u nkludi n-numru tal-lott/Lot jekk disponibbli. Billi tirrapporta
1-effetti sekondarji tista’ tghin biex tigi pprovduta aktar informazzjoni dwar is-sigurta ta’ din il-medi¢ina.

5. Kif tahzen Comirnaty
Zomm din il-medi¢ina fejn ma tidhirx u ma tintlahaqx mit-tfal.

It-taghrif 1i gej dwar il-hazna, d-data ta’ meta tiskadi u 1-uzu u l-immaniggar huwa mahsub ghall-
professjonisti tal-kura tas-sahha.

Tuzax din il-medic¢ina wara d-data ta’ meta tiskadi li tidher fuq il-kartuna u t-tikketta wara JIS. Id-data ta’
meta tiskadi tirreferi ghall-ahhar gurnata ta’ dak ix-xahar.

Ahzen fil-friza ftemperatura ta’ -90 °C sa -60 °C.

Ahzen fil-pakkett originali sabiex tilqga’ mid-dawl.

jista’ jinhazen f’temperatura ta’ -90 °C sa -60 °C jew f’temperatura ta’ 2 °C sa 8 °C.


http://www.medicinesauthority.gov.mt/adrportal

Kunjetti b’doza wahda: Meta jinhaznu ffrizati f’temperatura ta’ -90 °C sa -60 °C, pakketti b’10 kunjetti
b’doza wahda tal-vac¢in jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal saghtejn jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti b’aktar minn doza wahda: Meta jinhaznu ffrizati ’temperatura ta’ -90 °C sa -60 °C, pakketti
b’10 kunjetti tal-vacéin jistghu jinhallu mis-silg f’temperatura ta’ 2 °C sa 8 °C ghal 6 sighat jew kunjetti
individwali jistghu jinhallu mis-silg f’temperatura tal-kamra (sa 30 °C) ghal 30 minuta.

Kunjetti li nhallu mis-silg: Ladarba jitnehha mill-friza, il-kunjett mhux miftuh jista’ jinhazen u jigi
ttrasportat fil-frigg f’temperatura ta’ 2 °C sa 8 °C ghal perjodu massimu ta’ 10 gimghat; dan m’ghandux
jagbez id-data ta’ meta jiskadi stampata (JIS). Il-kartuna ta’ barra ghandha tigi mmarkata bid-data 1-gdida
li fiha ghandu jintrema jekk jinhazen f’temperatura ta’ 2 °C sa 8 °C. Ladarba jinhall mis-silg, il-va¢¢in ma
jistax jerga’ jigi ffrizat.

Qabel l-uzu, il-kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 12-il siegha f’temperaturi bejn
8°Cu30-°C.

Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati f’kondizzjonijiet ta’ dawl tal-kamra.

Kunjetti miftuha: Wara li 1-kunjett jittaqqab ghall-ewwel darba, ahzen il-vaccin f'temperatura ta’ 2 °C sa
30 °C u uzah fi zmien 12-il siegha, dan jinkludi sa 6 sighat i matulhom il-prodott jigi trasportat. Armi
kwalunkwe vacc¢in mhux uzat.

Tuzax dan il-va¢¢in jekk tinnota particelli jew bidla fil-kulur.

Tarmix medic¢ini mal-ilma tad-dranagg jew mal-iskart domestiku. Staqgsi lill-ispizjar tieghek dwar kif
ghandek tarmi medi¢ini li m’ghadekx tuza. Dawn il-mizuri jghinu ghall-protezzjoni tal-ambjent.

6. Kontenut tal-pakkett u informazzjoni ohra

X’fih Comirnaty
e Is-sustanza attiva tal-Vaccin tal-mRNA tal-COVID-19 (b’nucleoside modifikat) hija msejha
tozinameran.
— Kunjett b’doza wahda ikun fih doza wahda ta’ 0.3 mL bi 30 mikrogramma ta’ tozinameran kull
wiehed.
— Kunjett b’aktar minn doza wahda ikun fih 6 dozi ta’ 0.3 mL bi 30 mikrogramma ta’ tozinameran
kull wiehed.
e [s-sustanzi mhux attivi l-ohra huma:
—  ((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)
- kolesterol
- trometamol
- trometamol hydrochloride
- sucrose
- ilma ghall-injezzjonijiet



Kif jidher Comirnaty u I-kontenut tal-pakkett
Il-vac¢in huwa dispersjoni ta’ lewn abjad sa abjad mahmug (pH: 6.9 - 7.9) ipprovdut f’:
o Kunjett b’doza wahda ta’ doza wahda f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip 1), b’tapp tal-
lastku u ghatu tal-plastik griz li jitnehha b’daqqa ta’ saba’ b’sigill tal-aluminju; jew
e Kunjett b’aktar minn doza wahda ta’ 6 dozi f’kunjett trasparenti ta’ 2 mL (hgieg tat-tip I), b’tapp
tal-lastku u ghatu tal-plastik griz li jitnehha b’daqqa ta’ saba’ b’sigill tal-aluminju.

Dags tal-pakkett ta’ kunjett b’doza wahda: 10 kunjetti
Dagsijiet tal-pakketti ta’ kunjett b’aktar minn doza wahda: 10 kunjetti jew 195 kunjett
Jista’ jkun li mhux il-pakketti tad-dagsijiet kollha jkunu fis-suq.

Detentur tal-Awtorizzazzjoni ghat-Tqeghid fis-Suq
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I1-Germanja

Phone: +49 6131 9084-0

Fax: +49 6131 9084-2121

service@biontech.de

Manifatturi

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

II-Germanja

Pfizer Manufacturing Belgium NV
Rijksweg 12

Puurs-Sint-Amands, 2870
[I-Belgju

Ghal kull taghrif dwar din il-medi¢ina, jekk joghgbok ikkuntattja lir-rapprezentant lokali tad-Detentur tal-
Awtorizzazzjoni ghat-Tqeghid fis-Suq:

o Belgié/Belgique/Belgien, Luxembourg/Luxemburg: Pfizer S.A./N.V., Tél/Tel: +32 (0)2 554 62
11

Bovarapus: [daiizep Jlrokcem6ypr CAPJIL, Knon, bearapus, Ten: +359 2 970 4333

Ceska republika: Pfizer, spol. s r.o., Tel: +420 283 004 111

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

EALada: Pfizer EAMGG AE., TnA.: +30 210 6785 800

Espaiia: Pfizer, S.L., Tel: +34914909900

France: Pfizer, Tél +33 1 58 07 34 40

Hrvatska: Pfizer Croatia d.o.o., Tel: +385 1 3908 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: +39 06 33 18 21

Kvnpog: Pfizer EALag A.E. (Cyprus Branch), Tni: +357 22 817690

Latvija: Pfizer Luxembourg SARL filiale Latvija,Tel.: +371 670 35 775

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



Magyarorszag: Pfizer Kft, Tel: +36 1 488 3700

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 0.0., Tel.: +48 22 335 61 00

Portugal: Laboratorios Pfizer, 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 podroc¢ja farmacevtske
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 (Northern Ireland): Pfizer Limited, Tel: +44 (0) 1304 616161

Dan il-fuljett kien rivedut l1-ahhar £ 12/2023.

Skennja l-kowd b’mobile biex tikseb il-fuljett ta’ taghrif f’lingwi differenti.

URL: www.comirnatyglobal.com

Informazzjoni dettaljata dwar din il-medi¢ina tinsab fuq is-sit elettroniku tal-Agenzija Ewropea ghall-
Medi¢ini: http://www.ema.europa.eu.

It-taghrif li jmiss qed jinghata biss ghall-professjonisti tal-kura tas-sahha biss:
Aghti Comirnaty gol-muskoli bhala doza wahda ta’ 0.3 mL irrispettivament mill-istat ta’ tilgim precedenti
tal-COVID-19.

Ghal individwi li gabel kienu mlagqma b’vaccin tal-COVID-19, Comirnaty ghandu jinghata mill-inqas
3 xhur wara l-aktar doza recenti ta’ vac¢in tal-COVID-19.

Dozi addizzjonali jistghu jinghataw lil individwi li huma immunokompromessi b’mod sever.

Traccabilita
Sabiex tittejjeb it-traccabilita tal-prodotti medicinali bijologic¢i, I-isem u n-numru tal-lott tal-prodott
amministrat ghandhom jigu rrekordjati b’'mod ¢ar.

Istruzzjonijiet dwar l-immaniggar qabel l-uzu

Comirnaty ghandu jigi ppreparat minn professjonist tal-kura tas-sahha permezz ta’ teknika asettika biex

tigi zgurata l-isterilita tad-dispersjoni ppreparata.

. Ivverifika li I-kunjett ghandu ghatu tal-plastik griz u li l-isem tal-prodott huwa Comirnaty
30 mikrogramma/doza dispersjoni ghall-injezzjoni (minn 12-il sena ’1 fuq).


http://www.comirnatyglobal.com/

Jekk il-kunjett ghandu isem tal-prodott ichor fuq it-tikketta, jekk joghgbok irreferi ghas-Sommarju

tal-Karatteristic¢i tal-Prodott ta’ dik il-formulazzjoni.

Jekk il-kunjett jinhazen iffrizat dan ghandu jinhall mis-silg qabel I-uzu. Kunjetti ffrizati ghandhom

jigu ttrasferiti ghal ambjent b’temperatura ta’ 2 °C sa 8 °C biex jinhallu mis-silg. Kun zgur li I-

kunjetti nhallu kompletament mis-silg qabel 1-uzu.

- Kunjetti b’doza wahda: Pakkett ta’ 10 kunjetti b’doza wahda jista’ jichu saghtejn biex jinhall
mis-silg.

- Kunjetti b’aktar minn doza wahda: Pakkett ta’ 10 kunjetti b’aktar minn doza wahda jista’
jiehu 6 sighat biex jinhall mis-silg.

Meta ¢éaqglaq il-kunjetti ghal hazna f’temperatura ta’ 2 °C sa 8 °C, aggorna d-data ta’ meta jiskadi

fuq il-kartuna.

Kunjetti mhux miftuha jistghu jinhaznu ghal massimu ta’ 10 gimghat f"temperatura ta’ 2 °C sa

8 °C; dan m’ghandux jagbez id-data ta’ meta jiskadi stampata (JIS).

Inkella, kunjetti individwali ffrizati jistghu jinhallu mis-silg ghal 30 minuta f’temperaturi sa 30 °C.

Qabel l-uzu, il-kunjett mhux miftuh jista’ jinhazen ghal perjodu sa 12-il siegha f’temperaturi sa

30 °C. Kunjetti li nhallu mis-silg jistghu jigu mmaniggjati ’kondizzjonijiet ta’ dawl tal-kamra.

Preparazzjoni ta’ dozi ta’ 0.3 mL

Rimi

Qabel I-uzu hallat bil-mod billi taqgleb il-kunjetti ta’ taht fuq ghal 10 darbiet. Thawwadx.
Qabel thallat, id-dispersjoni li tkun inhallet mis-silg jista’ jkun fiha particelli amorfi opaki ta’ lewn
abjad sa abjad mahmug.
Wara li thallat il-vaccin ghandu jidher bhala dispersjoni ta’ lewn abjad sa abjad mahmug minghajr
l-ebda particelli vizibbli. Tuzax il-va¢é¢in jekk ikun hemm particelli jew tibdil fil-kulur.
I¢cekkja jekk il-kunjett huwiex kunjett b’doza wahda inkella kunjett b’aktar minn doza wahda u
segwi l-istruzzjonijiet applikabbli ghall-immaniggjar t’hawn taht:
- Kunjetti b’doza wahda

= Igbed doza wahda ta’ 0.3 mL tal-vac¢in.

= Armi l-kunjett u kwalunkwe volum zejjed.
- Kunjetti b’aktar minn doza wahda

= Kunjetti b’aktar minn doza wahda fihom 6 dozi ta’ 0.3 mL kull wahda.

. Bl-uzu ta’ teknika asettika, naddaf it-tapp tal-kunjett b’imselha antisettika li tintuza

darba u tintrema.

= Igbed 0.3 mL ta’ Comirnaty.
Sabiex jingibdu 6 dozi minn kunjett wiehed ghandhom jintuzaw siringi u/jew labar b’volum li ma
jistax jintuza zghir. [I-kombinazzjoni tas-siringa u tal-labra b’volum li ma jistax jintuza zghir
ghandu jkollha volum li ma jistax jintuza ta’ mhux aktar minn 35 mikrolitru. Jekk jintuzaw siringi u
labar standard, jista’ ma jkunx hemm volum suffi¢jenti biex tingibed is-sitt doza minn kunjett
wiehed.
Kull doza ghandu jkun fiha 0.3 mL ta’ vac¢in.
Jekk l-ammont ta’ vac¢in li jifdal fil-kunjett ma jistax jipprovdi doza shiha ta’ 0.3 mL, armi I-
kunjett u kwalunkwe volum zZejjed.
Irregistra d-data/hin xierqa fuq il-kunjett. Armi kwalunkwe vac¢in mhux uzat 12-il siegha wara li 1-
kunjett ikun ittaggab ghall-ewwel darba.

Kull fdal tal-prodott medic¢inali li ma jkunx intuza jew skart li jibqa’ wara l-uzu tal-prodott ghandu
jintrema kif jitolbu I-ligijiet lokali.
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