











j [oGimni ikapebki peakitit, mo Oyan 1adikconani y XO1i IOCLIHREHHA COV300L, knacidikopani 33
CHETEMHO-OPTaHHiIM K1aCOM {COK) McdDRA. Hactota noG X PEaRLIT B34 THCA TARHM
YHAQM.

JIy/KC HacTo (=1/10y; wacTo (Ria Z1/100 ac <[/10); nevacto {8in 10 >/ 1000 no <I/100}: piako (BLT
> /10000 no <1/ 1000); ay&e nijko {=1/10000); vactnTa HeBinonMa (HeMOMIMBO BHIHAHITH 34

HAR BHHMEL 13HIMUT}

VY koAHil Fpyni 3a HacTeToR noBiuni peakuii BKa3anl y DOPAIKY 3MEHILCHHA cepitozHocTi.
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TepMil «rinep 4y TIHBICTR» 1030AAL ancpeivni peaKlii 3 GOKY uxipk 12 HITWKipHOL KITKOBHHN.

Bunaxs, tadikcosani B X011 D0TOHKOTO BIAKPILONG J0CTIAMSHHA. WY SIPOROIITLCR ¥ Migacuytil Ay,

* ¥ picnRperCTRAUifEN NEpios 10aiIoMIanacs Hpo ki Ta pLikicii BMHATKI TPoMGaly. w0 CYMIORO.TKY BABER
TpostfounTonemcio. Ju I HANCKAT BUNATxH BEHOIHOTE TPOMGO3Y ¥ HEIBHUIIEN MiIAMKAX, HIPHKALL Tposfios
CHITYCIB TEEPI0T MOIKOBOT 0GOIOHKH, TpoxG03 BICUEPATBIHX REH. 8 TAKMHK TpoMG03 apTepiil (1. posais 4.4}

TloBiA0MACHHS NPO NjA03PHOBAHI nodiuni peakuii
















5.3 Hokininui aaudi 3 Gcinexn
Haki 1osniniqiiN 20CainAelts TOKCHUHOCTI HpH §araTopaioBesy 3acToCy BaHiii, MicLEROT
1IEPEIIOCIMOC 1], TOKCIIYNOTO BILANBY HA PEHPOIYKTHUBHY (Y HKUIIO T3 BHY TPIMIHL0Y TPOGHHT

PUIBHTOK HE BUABMIN 0C00ANBUT HeOC3HEKH NPpeHapaTy 194 moaci,

[eHOTOKCIMHICTE TA KAHUCPOTCHHICTL

OuinoBaHHS TeHOTOKCHYHOTO 260 KaHUepore HHOro NoTeHUiamy Bakunii 11e npoBoanaIocs.
I"eHoTOKCHYHICTL 800 KAUIEPOreHHICTL KOMOOHEHTIB BAKLHHY € MANCHMOBIpHERIN.

PelponyKTHBHA TOKCHYHICTE 3 BIINHE HA PDENPOAYETHBHY OVHKLIO

PenponyKruelly TOKCH'HIICTE Ta BILTHE HA #iHOYY pENpOIyKTHEHY (yHKUID QINHIOBANH B XOAI
KOMOIHORANOTG AOCNIKEHHS emOpiodeTanbHOTO, Neped- Ta NOCTLAaTANBHErO PO3RHTRY Ha KPOJTUKaX.
V upoMy pocaipxenni neplry BakutiHanio Baxunuow KOBIA-19 Baxunua fxccen nposoaniu
KPONKKaM-caMkaM BHYTPLLHEGM #3080, ¥ 103, WO B 2 pasn NEPERUILYE PeKOMEHIOBAIY A03Y LIS
JHORIMNL, 30 7 MiB 40 CHAPIOBAKHA, TTIC/TA 9OTO iM BBOIMMI € AB| TAK| caMmi A03H BPOTATCM HEpioay
pariTHeCTi (rectadifiunii Bik nroma — gens 6 { nens 20). Bnasie pakipinn Ha penpoaykTisny
fyiikuiio, BariTHicTh, emOpiodeTansRui po3BHTOK T4 POIBHTOK N0TOMCTBA HE OvB 3adikcoBaHuii.

V BATITHUX CAMOK. 2 TAKOK ¥ IX1iX MNORIB T4 10TOMCTBA B34 BUABTEH] THTPH aHTHTLT,
creundiunnx go cnafisororo Gimka Bipyvey SARS-CoV-2, o Bkazye Ha Te, 0 011 OTPIMYBAB
MATEPHHChKL aUTHTiNG ¥ Acpiox saritHocTi. Janux 11020 npoHukiena Bakmmi KOBI-1Y
Baknuna Alsccen B rpyaHe MOI0KO HEMAC.

OKpiM iBUIoTO, RECNI DKEHHA TOKCIMHOCT] (npit GaraTopasoBoMy 3acTocyBaiiii) Bakimll y kpontkis
HE [IPOASMOHCTPY BANO KOAHOTO BONKBY HA CTATERI OPralil CaMiie, WO MiT Gu noripumTi ix
PENPOAYKTHBHY hyHKUIK.

6 OAPMAUEBTHUHA IHOGOPMALIIA
6.1.  Hepenixk ponmMizxaux peyonun

L0 drakonis/nauka

Z-rinpekcunporin-f-unkionexeopin (FTIL)
Kuenora niimMonHa MoHoriapat

EraHon

Kucnota xnopuctosoanera

Tlonicop6ar-80 Hatpito xnopuz

Harpilo rinpoxesz

TpuraTpito UMTPaT Alriapar

Buusa gt in'enuiid

20 drakonig/nauka

2-riapokcunponin-B-unknogexcrpun (FTIL)
Kucniora nemorna mouarigpar

Etauon

KucnoTa xnopitctosoauera

[lanicapbar-8(

Hartpilo xmopusa

Hatpiso riapokcii

Bona ana in’ exwiii

























3, Sk yacTocosyBat Baxunuy KOBLL-1% Bakuina Anccen?
KOBUI-19 Bakuua finccein BBOANTLCH ¥ M3, 3a3BHMAIL Y [LAee.
ARy 103V BAKL{FHK BA OTPHMACTE

Bam BECIyTh 1 203y (0,5 mn) KOBLI-19 Baknuua SHCCEH.

Ticas iv ekuii Baw nikap, ¢apsauest abo McOHYHA CECTPa ummep1ranm\‘rh 33 BALIMM CTAHOM
poTAreM npubaH3Ho 15 XBINHK And BHAREHHA 031K MOTHEOT anepridHol peakmil.

SIKIO Y BaC BIHHKHYTH Oyab-AKi MOAATKOBI 3RHUTAIIHA CTOCOBHO 3aCTOCY BaHHA 13€T BAKLIMHIL,
MPOKOHCYALTYITECH 3i CBOIM NiKapeM. (papMaLeBTOM ao MeIHIHOI CECTPOIO.

4. Moxausi Hobiuni peakuii

Ak i Bei 'HKapCblcl 3acoBu. Baxiuia MokKe BHKIHKATI nobiuHi peaxii, xoua i e 8 ycix. BinbmicTn
noGiuknx peakuift Bunikae wepes 1-2 Adi nicna BaKLHHALIL

Heraitxo 36CPHITECA 32 MEIHUHOIO 1ONOMOTOI0, AKIIG HPOTATGM 3 Tiwkniis nicna Bakuuuanli y sac

1’ ABHTRCH Gy b-Axuit 13 Lix CHMITOMIEB!

e cunbii aGo wocTifyi ronosyi 60;t, BTpata 4iTKOCTI 30DY, IMinH MCHXIYHOTO cTaky abo Hanani
{cyAOMH);

+  33THHIKE, Gmby rpyasx, HabpsAKi Hir, 6k ¥ Horax abo mocTifianil 6inp y AKBOTI,

e He3BMYHI cLHUL Ha WKIpi 260 KPYrai UATOYKH HO3A MEKAMIL MICMA BBENCHHS BAaKLUUHIL

Skwo y BAC 3 ABIUIACA CUMITTOMH TAKKOT ,TEPriqHOT peaxuii, neraitHo 3BepHITLCH 32 MEIHUHOI
nonomoron. Taxi peaxiil MOV Th BRAKSATH HOCIHANNA Oyap-AKHX I3 3a3Ha4CHAX HIbKYe
CMMHTOMIB:

32MAMOPOUEHHS

IMiHK cepuebuTTH;

JamMELKA;

CBUCTAMI XPIHIY,

HaOpak ryb. obnpuua aGo ropna;

KPOI!IE AHKa 260 BHCHT,

Hyzota abo D:n0BaNHS,

Gins y AMBOTI.

115 akumya MOKe BUKIHKATH Taki noGiuni peaxuil:

Jy#e 4acTO: MOKYTh BUHIIKATH B Ginktue visk 1 ocobn 3 10
& LWIOBHHA Ginb,

HYIOTa,

Oins y M"83ax;

6inb y MicuUi BBEIEHHA;

CITbHa BTOME.

YacTo: MOWKY Th BHIIHKATH B HC Ginswie Rk 1 ocobm 3 14]
1109epPBOHIHHE ¥ MIiCLl BEEICHHA; /‘\

HaBpPAK ¥ MICU aBeasHHS,

03HOO;

oins ¥ cyrnofax;

Karens;

rapsauKa.


















3Gepirath Guakoud B opurians:(iit ynaxKosui 14 3aX1ICTY Bia cBiTaa Ta QikCy BAHHA TepMidy
NPHAATHOCTI LTS PIsIEAN YMOB A6Cpiranns (v BLINOBLIUHIN BIaaxax).,

KOBLI- 19 Bakimnna Sluccen — ue nposopa alo CHILHO OnanecHgiTha cyalensis, Besbaperoro ado
erKka KovToro komsepy (pH 6-6,4). Tlepen BBEIEHHAM BAKLUIHY CI BiZyaTbHO 11IEPEBIPHTI HA
HOABHICTL MEXAHTUHIN BIVIIOMEHE TA 3MIHU KOIbopy. [1epea 3acTocyBat AN (BIaKOH cIia BisyalbHO
nepeBipuUTH Ha HasenicTs TpilEm abo Oy Ab-AKHX BiAXMNCHD, HAIPIKNaa 0anak danbcudixayl. ¥ pasi
BHAB/IEHAA OYAb-SKHX BEANUNEHE 118 CIJ BADIMTH BAKLUIHY.

[Tepen BreacHHAM NO3K BAKWIHN NEPEMILIATIF BMICT QIaKOHA DBEPEXHAMY KPYTOHIMM PYXENMH ¥
REPTHKATRHOMY NOAOXKeHHi npotarom 10 cexyh. He crpyinypatit. Ufof vabpatu oaiy 003y 0,5 ma i3
BaraToa03080ro HAAKOLA, BUKOPHCTORY BATH CTEPIHILNY TONKY Ta cTepuabanit wnpki. Habpawy noay
CAi0 BRECTH BHYTPILUNBOM 42080 ¥ N&ILTOROMIBUHA M A3,

13 Garaton03080r6 dnakona MoxHa HAOPaTH MaKCHMYM 5 N03. 3aaHunks pakuwian y Grakoui nicns
HadHpaHHA 5 103 YTHTiZYBaTH.

IMicas nepioro ApokeOBaHHA $rakona BaxkMHY Mossta 36epiraTh 3a Temnepatypi sia 2 "C no

8 "C no 6 ronus abo 3a KiMiaTHOT TemnepaTypu (Makeuaysm 25 °C) 0o 3 roauH. fAxuro makuwna e
6y/ra BUKOPUCTAHA IPOTEIOM ULOrO Macy, yTHAIIynaTH i, [Nicas nepuoro nPoko.HOBAHKEA (iTakoHa Ha
CTHKETU] KOHOro h.1akoHa 3adikcyBaTh NaTy T4 4ac, KON (IAKOA CHiL BHKHHYTY.

Yrunizauin
Byns-AKY HEBHKOPHCTAHY BAKUMHY 800 i7 Biaxonn cnin yTHaisyBaTi 8iinosinko Ao MicueBnx

pexoMengaiiii wono GapMauesTHIHHX sinxoain. ToTeHuiftvi po3nuBK iR AesingikyBant 3a
AOTIOMOFOk) 3cOBIR, IO MAHYTh RIpY IUHAHY Nilo NPOTH adenosipycis.







Elderiy
No dose adjustnent is required in elderly individuals = 65 vears of age. See also sections 4.8 and 5.1.

Method of adminisiration

COVID-19 Vaccine Janssen is for intranuscular injection only, preferably in the deltoid muscle of the
Lpper arnt.

Do not inject the vaccine intravascularly, intravenously, subcutaneously or intradermally.

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

For instructions on handling and disposal of the vaccine, see section 6.0.

4.} Contraindijcations

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

4.4  Special warnings and precautions for use

Traceability

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

Hvpersensitivity and anaphvlaxis

Events of anaphylaxis have been reported. Appropriate medical treatment and supervision should
always be readily available in case of an anaphylactic reaction following the adiministration of the
vaceine. Close observation for at least 15 minutes is recommended following vaccination.

Anxietv-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related
reactions may occur in association with vaccination as a psychogenic response to the needle injection.
It is important that precautions are in place to avoid injury from fainting.

Concurrent illness
Vaccination should be postponed in individuals suffering from an acute severe febrile illness or acute
infection. However, the presence of a minor infection and/or low-grade fever should not delay

vaccmation.

Thrombaosis with thrombocytopenia syindrome

A combination of thrombosis and thrombocytopenia. in soine cases accompanied by bleeding, has
been observed very rarely following vaccination with COVID-19 Vaccine Janssen. This includes
severe cases of venous thrombosis at unusual sites_ such as cerebral venous sinus tfrrombosis,
splanchnic vein thrombosis as well as arterial thrombosis concomitant with thromboeytopenia._Fatal
outcome has been reported. These cases occurred within the first three weeks following vaccination,
and mostly in women under 60 years of age.

Healthcare professionals should be alert to the signs and symptoms of thromboembolism andsor
thrombocytopenia. Those vaccinated should be instructed to seek immediate medical attention if they
develop syniptoms such as shortness of breath, chest pain, leg pain, leg swelling, or persistent
abdominal pain following vaccination. Additionally, anyone with neurological symptoms including

3



severe or persistent headaches, seizures, mentat status changes or biurred vision after vagccination, or
who experieuces skin bruising {petechia) beyond the site of vaccination after a few days, should seek
prompt medical attention.

Thrombasis in combination with thrombocytopenia requires specialised clinical management.
Healthcare professionals should consult applicable guidance andor consult specialists (e.g.,
haematologists, specialists in coagulation) to diagnose and treat this condition.

tndividuals diagnosed with thrombaocytopenia within 3 weeks after vaccination with COVID-19
Vaceine Janssen should be actively investigated for signs of thrombosis. Similarly, individuals who
present with thrombosis within 3 weeks of vaccination shou!d be evaluated for thrombocytopenia.

Risk of bleeding with intramuscular administration

As with other intramuscufar injections, the vaccine should be given with caution in individuals
receiving anticoagutant therapy or those with thrombocytopenia or any coagulation disorder {such as
haemophilia) because hleeding or bruising may vccur following an intramuscular administration in
thase individuals.

Immunocompromised individuals

The efficacy, safety and immunogeuicity of the vaccine have not been assessed in
immunocompromised individuals, including those receiving immunosuppressant therapy.
The efficacy of COVID-t9 Vaccine Janssen may be jower in immunosuppressed individuals.

Duration of protection

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

Limitations of vaccine effectiveness

Protection starts arcund 14 days after vaccination. As with all vaccines, vaccination with COVID-19
Vaccine Janssen may not protect all vaccine recipients {see section 3.1).

Excipients

Sodium

This medicinal product contains less thar f mmof sodium (23 mg) per 0.5 mL dose, that is to say
essentially ‘sodium-frec’.

Ethanof
This medicinal product contains 2 mg of alcohol (ethanol) per 0.5 mL dose. The small amount of
alcohol in this medicinal product will not have ary noticeable effects.

4.5 Interaction with other medicinal prodncts and other forms of iuteraetion

No interaction studies have been performed. Concomitant administration of COVID-19 Vaccine
Janssen with other vaccines has not been studied.

4.6 Fertility, pregnaney and laetation
Pregnancy
There is limited experience with the use of COVID-19 Vaccine Janssen in pregnant women. Animal

studies with COVID-19 Vaccine Janssen do not indicate direct or indirect harmfu] effects with respect
to pregnancy. embryo/foetal development, parturition or postnatal development (see section 5.3}



Administration of COV{D-19 Vaccine Janssen in preguancy should only be considered when the
potential benefits cunweigh any potential risks to the mother and foetus.

Breast-feeding
It is unknown whether COVID-19 Vaccine Janssen is excreted in human milk.
Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity
(see section 3.3).

4.7 Effccts on ahility to drive and use machines

COVID-19 Vaccine Janssen has no er negligible influence on the ability to drive and use machines.
However. some of the adverse reactions mentioned under section 4.8 may tetnporarily affect the
ability to drive or use machines.

4.8 Undesirable effects

Summary of safety profile

The safety of COVID-19 Vaccine Janssen was evaluated in an engeing phase 3 study (COV3001) A

total of 21 845 adults aged 18 years and older received COVID-19 Vaccine Janssen. The median age

of individuals was 52 years (range 18-100 years). The safety analysis was performed once the median
follow-up duration of 2 months after vaccination was reached. Longer safety follow-up of > 2 months
is available for 1! 948 adults who received COVID-19 Vaccine Janssen.

In study COV30G1. the most common Jocal adverse reactions reported was injection site pain (48.6%).
‘The most common systemic adverse reactions were headache (38.9%), fatiguc (38.2%). myalgia
(33.2%) and nausea (14.2%). Pyrexia (defined as body temnperature = 38.0°C) was observed in 9% of
participants. Most adverse reactions occurred within 1-2 days following vaccination and were mild 1o
moderate in severity and of short duration (1-2 days),

Reactogenieity was generally milder and reported less frequently in older adults (763 adulis > 65 years
old).

Thie safety profile was generally consistent across participants with ur without prior evidence of
SARS-CoV-2 infection at baseline: a total of 2 151 adults seropositive at baseline received COVID-19
Vaccine Janssen (9.8%).

Tabulated list of adverse reactions

Adverse drug reactions observed during study COV3001 are organised by MedDRA System Organ
Class (SOC). Frequency categories are defined as follows:

Very common (> 1/10};

Commean (= /100 to < 1/10);

Uncommon (= /1 000 to < 1/100Y;

Rare (= /10 000 to < {/1 000};

Very rare (< 1/14 000);

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

Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.



Table i: Adverse reactions reperted foflowing vaceination with COVID-19 Vaccine Janssen
| Nol known
{cannot be
estjmated
Very Common ' ncommon Rare from the
System Organ commen | (> 1/10010 | (= t/1 000 to (= /10 600 to Very Rare availabte
Class (= 1/10} < 1/10) < 1/100) < 1/1 00) (< 1/10 060) data)
Immune sysiem Hyvpersensitiviey™, Anaphylaxis
disorders urticaria b
Nervous system Headache Tremar
disorders
Vascular Thromibosts
disorders in
combinalion
with
thrombu-
cvtopenia’
Respiratory, Cough Sneezing:
thoracic and oropharyngeal
mediastinal pain
disorders
Gastrointestinal Nausca
disorders
Skin and Rash:
subcutancous hvperludrosis
tissue disorders
Musculoskeletal Myalgia | Arthralgia Muscutar
and connective weakness: pain
tissue disorders in extremiw:
back pain
General Faigue: Pvrexia: Asthenia:
disorders and injection injeciion nmialsise
administration sile pain site
site conditions ervthema:
injcclion
site
swetling:
chills

Hypersensitiviy refers to allergic reacuions of the skin and subculaneous tissue.

Cases received [rom an ongoing open-labe! study in South Aftica.

Severe and very rare cases of thrombosis (n combunation with thiombuecylopenia have been reported post-marketing. These
included venous thrombos(s SUc ds cetebial »euuus sipus thrombosis. splanchnic vein thrombosis, as well ze anerial
thrombaosis {see section 4.4)

Reporting of suspecied adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. 1t
allows continued monitoring of the benefivrisk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V and include batch/Lot numher if avaifable.

4.9 Qverdose

No case of overdose has been reperted. In phase 1/2 studies where a higher dose (up 0 2-fold) was
administered COVID-19 Vaccine Janssen remained well-tolcrated, however vaccinated individuals
reported an increase in reactogenicity (increased vaccination site pain, fatigue, headache, mivalgia,
nausea and pyrexia).

It the event of overdose. moritoring of vital functions and possible symptomatic ircatment is
recommended.



5.  PHARMACOLOGICAL PROPERTIES
5.  Pharmacodybamic properties
Pharmacotherapeutic group: Vaccines, other viral vaccines, ATC code: JO7TBX03

Mechanism of action

COVID-19 Vaccine Janssen is a monovalent vaecine composed of a recombinant, replication-
incompetent human adenovirus type 26 vector that encodes a SARS-CoV-2 full-length spike (5)
glycoprotein in a stabilised conformation. Following administration, the S glycoprotein of SARS-
CoV-2 is transiently expressed, stimulating both neutralising and other functional S-specific
antibodies, as well as cellular immune responses directed against the S antigen, which may contribute
to protection against COVID-19,

Clinigcal efficacy

An ongeing, multicentre, randomised. double-blind, placebo-controlled phase 3 study (COV3001) is
being conducted in the United Statcs, South Africa and Latin Angrican countries to assess the
efficacy, safety, and immunogenicity of a single-dese of COVID-19 Vaccine Janssen for the
prevention of COVID-19 in adults aged 18 years and older. The study excluded individuals with
abnormal function of the immunc system resulting from a clinical conditien, individuals who are
under immunosuppressive therapies withiu 6 months. as well as pregnant women. Participants with
stable HIV infection under treatment were not excluded. Licensed vaecines, excluding live vaccines,
could be administered more than 14 days before or more than 14 days after the vaccination in the
study. Licensed live attenuated vaccines could be administered wore than 28 days before or miore than
28 days after the vaecination in the swdy,

A total of 44 325 individuals were randomised in parallel in 2 £:] ratio to receive an intramuscular
injection of COVID-i9 Vaccine Janssen or placebo. A total of 21 895 adults received COVID-19
Vaccine Janssen and 21 888 adults received plaecebo. Participants were followed for a median of
58 days (range: 1-124 days) after vaccination.

The primary efficacy analysis popufation of 39 321 individuals included 38 059 SARS-CoV-2
seronegative individuats at baseline and t 262 individuals with an unknown serostatus.

Demographic and baseline characteristics were similar among individuals who received the
COVID-19 Vaccine Janssen and those who received placebo. fn the primary effieacy analysis
population, among the individuals who received COVID-19 Vaccing Janssen, the median age was

52.0 years (range: 18 to 100 years); 79.7% (N=15 646) of individuals were 18 to 64 years old [with
20.3% (N=3 984) aged 65 or older and 3 8% (N=755) aged 75 or older] 44 3% of individuals were
female; 46.8% were from Northern America (United States). 40.0% svere from Latin America and
[2.6% were from Southern Africa (South Africa). A total of 7 830 (39.9%0) individuals had at least one
pre-existing comorbidity associated with increased risk of progression to severe COVID-I% at baseline
{comorbidities ineluded: obesity defined as BMI1 > 30 kg/m= (27.5%), hypertension (18.3%0), type 2
diabetes (7.2%), stable/well-controlled HfV infection (2.5%). serious heant conditions (2.4%) and
asthma (1.3%])}. Other comorbiditias were prasent in < 1% of the individuals.

COVID-19 cases were confirmed by a central lahoratory based on a positive SARS-CoV-2 viral RNA
result usinig a polvinerase chain reaction (PCR)-based test. Vaecine efficacy overall and by key age
groups are presented in Table 2.









5.2 Pharmacokinetic propertics
Not applicable.
5.3 Preclinical safety daia

Non-clinical data reveal no special hazards for humans based on conventional studics ol repeal-dose
loxicity and locat 1olerance, and reproductive and developmental toxicity.

Genotoxicity and carcinogenicity

COVID-19 Vaccine Janssen has not been evaluated for its genoloxic or carcinogenic potential. The
compouents of the vaccine are not expected 10 have genotoxic or carcinogenic polential.

Reproductive toxicity and fertility

Fematle reproduciive toxicity and fertility were assessed in a combined embryo-foetal and pre- and
post-natal development study in the rabbit. In this siudy a first vaccination of COVID-19 Vaccine
Janssen was administered intramuseularly 10 female rabbils 7 days prior lo mating. at a dose
equivalent to 2-fold above the recommended human dose, Tollowed by two vaccinalions at the same
dose during the gestation period (i.c., at gestalional days 6 and 20}. There were no vaccine-related
effects on female fertility, pregnancy, or embryo-foetal or offspring developnient. The parental
females as well as their foetuscs and offspring exhibited SARS-CoV-2 § protein-specific antibody
lilers, indicating that maternal antibodies were transferred to the foctuses during gestation. No
COVID- 19 Vaccine Janssen dala are available on vaccine excretion in milk.

in addition, a conventional (repeat-dose} 1oxicity study in rabbits with COVID-19 Vaccine Janssen did
not reveal any effects on male sex organs that wouid impair male fertility.

6. PHARMACEUTICAL PARTICULARS

6.1  List of excipients

10 vial pack

2-hydroxypropyl-p-cyclodextrin (HECD)
Citric acid monohydrate

Ethanol

Hydrochloric acid

Polysorbate-80

Sedium chloride

Sodium hydroxide

Trisodium citrate dihydrase

Water for injections

20 vial pack

2-hydroxypropyl-p-cyclodexirin (HBCD)
Citrie actd monohydrate

Ethanocl

Hydrochloric acid

Polysorbate-80

Sodium chloride

Sodium hydroxide

Water for injeciions

10



6.2 Incompatibilitics

This medicinal product must not be mixed with other medicinal products or diluted.

6.3 Shelflife

Unopened vial

2 years when stored a1 -25°C 10 -15°C.

Once removed from the freezer. the unopened vaccine may be stored refrigerated a1 2°C 1o 8°C,
protected from light. for a single period of up to 3 months. not exceeding the printed expiry date
(EXP).

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

For special precautions for storage, see section 6.4.

Opened vial (after first puncture of the vial)

Chemical and physical in-use stability of the vaccine has been demonstrated for 6 hours al 2Cto
25°C. From a microbiological point of vicw, the product should preferably be used immediately afier
first puncture of the vial; however. the product can be stored between 25C-B2C for & maximum of

6 hours or remain al room temperature (maximally 25°C) up to 3 hours after first puncture of the vial,
Beyond these limes, in-use storage is the responsibility of the user.

6.4 Spccial preeautious for storage

Stare and transport frozen at -25°C to -157C. The expiry date for storage at -25°C to -15°C is printed
on the vial and outer carton after “EXP”.

When stored frozen al -25°C to -15°C, the vaccine can be thawed either at 2°C to 8°C or at room
temperalure:

. at 2°C to 8°C: a carton of 10 or 20 vials will 1ake approximately 13 hours to thaw, and a single
vial wiil take approximately 2 hours to thaw.
. al room tetuperature (maximally 25°C): a carton of 10 or 20 vials will take approximateiy

4 hours ta thaw, and a single vial will vake approximately | hour 10 thaw.
The vaccine can also be stored in a refrigerator 1 2°C to $°C for a single period of up to 3 months, not
exceeding 1he original expiry date (EXF). Upon moving the product to 2°C to B°C storage, the updated
expiry date must be written on the culer carion and the vaccine should be used or discarded by the
updaled cxpiry date, The original expiry date should be made unreadable. The vaccine can also be
transported at 2°C -8°C as long as the appropriate storage condilions (temperature. time) are applied.
Once thawed, the vaccine cannot be re-frozen.
Keep the vials in the original earton in order to protect from light.
Unopened COVID-19 Vaccine Janssen is stahlc for a total of 12 hours at 9°C to 25°C. Itis nota
recommended slorage or shipping condition but may guide decisions for use in case of temporary

temperature excursions during the 3 month storage at 2°C -3°C.

For storage conditions after firsl opening of the medicinal product, see section 6.3.
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4. Passible side cffects

Like all vaccines, COVID-19 Vaccine Janssen can cause side effects, althouph not evervbody pets
them. Most of the side effects occur in the 1 or 2 days of getting the vaccination.

Get medical attention immediately if wirthin 3 weeks of vaccination you get any of the following
symptoms:

. experience severe or persistent headaches, blurred vision, mental status changes or scizures
(fits);

. develop shortness of breath, chest pain. leg swelling, leg pain or persistent abdominal pain;

. notice unusual skin bruising or pinpoint round spots bevond the site of vaccination.

Get urgeut medical attention if vou get symptoms of a severe allergic reaction. Such reactions may
inciude a eombination of any of the following symptoms:

feeling faint or light-headed

changes in your heartheat

shoriness of breath

wheezing

swelling of your lips, face, or throat

hives or rash

nausea or vomiting

stomach pain.

#* @ * @& * @ * B

The following side effects can happen with this vaceine.

Very eommon: may affect more than | in 10 people

. headache

. nausea

) muscle aches

. pain where the injection is given

. feeling very tired

Common: may affect up to 1 in 10 people

J redness where the injection is given
. swelling where the injection is given
. chills

. joint pain

. cough

. fever

Uncommon: may affeet up to 1 in 104 people
rash

muscle weakness

arm or leg pain

feeling weak

feeling generally unwell
sneezing

sore throat

back pain

lremor

excessive sweating

4 & 4 & % & ¥ ¥ 4 =

Rare: may affectup to 1 in 1 000 people
s allergic reaction
. hives
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Very Rare: may affectup 1o 1 in 10 000 people
. blood clots often in unusual locations (¢.g.. brain. liver. bowel, spleen) in combination with low
level of bicod platelets

Unknown {cannot be estimated fram the availabie data)
s severe allergic reaction

Tell your doetor, pharmacist or nurse if you have any side effects that bother you or do not go away.
Reportiug 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 feaflet. You can afso report side effects directly via the national reporting
system listed in Appendix V and inciude 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 COVID-I9 Vaccine Janssen

Keep this vaccine out of the sight and reach of chifdren.

Store vial in the original carten te protect from light.

Your doctor, pharmacist or nurse is responsible for storing this vaccine and disposing of any unused
produet correetly.

Store and transport frozen al -25°C to -15°C. The expiry date for storage at -25°C to -15°C is printed
on the vial and outer carton alier "EXP”.

The vaccine comes ready to use once thawed. The vaceine may be supplied frozen at -25°C to -1 5°C
or thawed at 2°C to 8°C.

When stored frozen at -25°C to -15°C, the vaecine can be thawed ejther at 2°C to 8°C or at romn
temperature:

. at 2°C to 8°C: a carton of 10 or 20 vials will take appioximately |3 hours to thaw. and a single
vial will take approximately 2 hours 1o thaw,
. at roomn temperature (imaximally 25°C): a carton of 10 or 20 vials will take approximately

4 liours to thaw, and a single vial will 1ake approximately 1 hour to thaw.,
Do not re-freeze vaccine once thawed.

The vaccine can also be stored in a refrigerator at 2°C to $°C tor a single penod ot up to 3 moenths, not
exceeding the original expiry date (EXP). Upon moving the product th 2°C ta 8°C storage, the updated
expiry date must be written on the outer carton and the vaccine should be used or discarded by the
updated expiry date, The original expiry date shouid be made unreadable. The vaccine can also be
transported a1 2°C -8°C as long as the appropriate storage conditions (temperature, time) are applied.

6. Contents of the pack aud other iuformation

What COVID-19 Vaccine Janssen contains

. The active substance is Adenovirus type 26 encoding the SARS-CoV-2 spike
glycoprotein*(Ad26.COV2-S) not {ess than 8.92 {ogn infectious units {Inf.U) in each 0.5 mL
dose.
#  Produced in the PER.C6 TetR Cell Line and by recombinant DNA rechriology.

This product contains genetically medified organisms (GMOs).
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. The other ingredients (excipients} are:

- 10 vial pack: 2-hydroxypropyi-B-cyclodextrin { HBCD?Y, citric acid monchydrate. ethanol,
hydrochleric acid. polysorbate-80, sodium chloride, sodium hvdroxide. trisodium citrate
dihydrate, water for injections (see section 2 COVID-19 Vaccine Janssen contains
sodium and COVID-19 Vaccine Janssen contains ethanol).

- 20 vial pack: 2-hydroxypropyl-p-cycladextrin {HBCD). citric acid monohydrate. ethanol,
hydrochloric acid, polysorbate-80. sedium chioride, sodium hydroxide, water for
injections {see section 2 COVID-19 Vaccine Janssen contains sodium and COVID-19
Vaceine Janssen contains ethanot).

What COVID-I9 Vaceiue Jansseu looks like and contents of the pack
Suspcusion for injection (injection). The suspension is colorless to slightly veliow. clear 10 very
opalescent suspension (pH 6-6.4).

2.5 mL suspension in a muiti-dose vial (type I glass) with a rubber stopper, aluminium crimp and bluc
plastic cap. Each vial contains 5 doses of 0.3 mL.

COVID-19 Vaccine Janssen is available in a pack containing (0 or 20 multi-dose vials.
Not all pack sizes may be marketed.

Marketing Authorisatiou Holder
Janssen-Cilag international NV
Turnhoutseweg 30

B-2340 Beerse

Belgium

Manufacturer
Janssen Biologics B.V.
Einsteinwep 101

2333 CB Leiden

The Netheriands

Janssen Pharmaceutica NV
Tumhoutseweg 30

2340 Beerse

Belgium

For the specific manufacturer of the vaccine you have received, check the Lot number on the carton ot
vial and please contact the local representative of the Marketing Authorisation Holder.

For any additional information about 1his medicine, please contact the focal representative of the
Marketing Aurhorisation Holder:

Belglé/Belgique/Belgien Lictuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +3233939323/0080056540088 Tel: +37052142002/0080056540088
Brarapua Luxembourg/Luxemhurg

sd#onekH & Jhxouche Berrapus™ EQOJ] Janssen-Cilag NV

Ten.: +35928008028/080018152 Tel'Tel: +35227302815/0080056540088
Ceski republika Magyarorszig

Janssen-Cilag s.1.0. Janssen-Cilag Kft.

Tel: +420225296622/0080056540088 Tel.: +3614292336/0080056540088

30



Danmark
Tanssen-Cilag A'S
TIf: +4535158573/0080056540088

Dcutschland
Janssen-Cilag GmbH
Tel: +4932221863163/0080056540088

Eesti
UAB "JOHNSON & JOHNSON" Eesti flliaal
Tel: ~3728804474/8002642

Eidiba
Janssen-Cilag ®uppexevtiki A.EBLE.
T +302119906006/0080056540088

Espafia
Jansscn-Cilag, S.A.
Tel: +349]2158005/0080056540088

Franee
Janssen-Cilag
Tél: -33185169327/0080056540088

Hrvatska
Johnson & Johnson S.E. d.o.o.
Tel: +3851884801 1/0B00806027

Ireland
Janssen Sciences Ireland UC
Tel: +353212356806/00800363540088

island

Janssen-Cilag AB

clo Vister hil

Simi: +3543380474/0080056540088

Itatia
Janssen-Cilag SpA
Tel: +390699748520/0080056543088

Kuinpog
Bapvdpos Xattnravayis Atd
Tyh: +35725654186/0080056540088

Latvija
UAR "JOHNSON & JOHNSON" filiale Latvija
Tel: +37163138821/0080056340088

This leaflet was last revised in

Malta
AM MANGION LTD
Tel: +33627780004/80065007

Nederland
Janssen-Cilag B.V.
Tel: ~31880430701/0080056340038

Norge
Janssen-Cilag AS
TIf: +4723500417/0080056540088

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +437203801 +0/0080036540088

Potska
Janssen-Cilag Polska Sp. z 0.0,
Tel.: +48225123915/008005654008%

Portugal
Janssen-Cilag Farmacéutica, 1.da.
Tel: +351220608007/00800565400838

Rominia
Johnson & Johnson Romania SRL
Tel: +40311305128/0800672516

Sloveuija
Johnson & Johason d.o.o.
Tel; +38616009336/00800456540088

Slovenskd republika
Johnson & Johnson, s.r.o.
Tel: +421250112534/0080056540088

Sugmi/Fintand
Janssen-Cilag Oy
Puh/Tel: +358981710294/99080056540088

Sverige
Janssen-Cilag AB
Tfn: +46851992561/0080056540088

United Kingdom {Northern Iretand)
Janssen Sciences Ireland 1JC.
Tel: +442076602872/0080056540088

This vaccine has been given ‘conditional approval’. This means that there is more evidence to come

about this vaccine,

The European Medicines Agency will review new information on this vaccine ar least every vear and

this leaflet will be updated as necessary.
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Scan the OR code below (also available on the carton and QR card) to gt the package leaflet in
different languages.
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Or visit the URL: www.covid [9vaccinejanssen.coln
Other sonrces of information

Detailed information on this medicine is availabie on the European Medicines Agency web site:
REtPL W W et eurgpa.c.

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

The following information is intended for healthcare professionals ouly:

. As with all injectable vaccines, appropriate medical treatment and supervision must always be
readily available in the event of an anaphylactic reaction following the administration of
COVID-19 Vaccine Janssen. Individuals shouid be monitored by a healthcare professional after
vaccination for at feast [5 minutes.

. COVID-19 Vaccine Janssen must not be nixed with other medicinal products or diluted in the
same syringe.

. COVID-19 Vaccine Janssen must not be administered by intravascular, intravencus,
subeutaneous or intradermal injection under any circumstances.

. mmunisation should be carricd out by intramuscular injection only, preferably in the dehtoid
muscie of the upper arm.

. Syncope (fainting) may oceur with any injection. including COVID- }9 Vaccine Janssen.

Procedures should be in place 1o prevent injury from falling and to manage syncopal reactions.

Traceability

In order to improve the traceability of biological medicinal pruducs, 1he name and the batch number
of the administered product should be clearly recorded.

Instructions for administration and handling

This vaccine should be handicd by a healthcare professional using aseptic technique 1o ensure the
sterility of each dose.

Store and transport frozen at -25°C to -15°C, The expiry date for storage at -25°C to -15°C is printed
on the vial and outer carton after "EXP".

The vaccine comes ready to use once thawed. The vaecine may be supplied frozen at -25°C to -15°C
or thawed at 2°C to 8°C.

When stored frozen at -25°C to -15°C, the vaecine can be thawed either at 2°C to 8°C or at rcom
temperature:

. at 2°C 1o 8°C: a carton of 10 or 20 vials will take approximately 13 hours to thaw, and a single
vial will take approximalely 2 hours to thaw.
. at room temperature {maximally 25°C): a carton of 10 or 20 vials will take approximately

4 hours to thaw, and a single vial will take approximately | hour 10 thaw.
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Do not re-freeze vaccine once thawed.

The vaccine can alsa be stored in a refrigeralor at 19C (o 8°C for a single period of up to 3 months. not
exceeding the original expiry date (EXP). Hpon moving the product to 2°C to 87C slorage, the updated
expiry date must be writien on the outer carton and the vaccine should be used or discarded by the
updated expiry date, The original expiry date should be made unreadabie. The vaccine can also be
transported at 2°C -8°C as long as the appropriate storage conditions (temperature, time) are applied.

Keep the vials in the original carton in order to protect from light and t0 record the expiry for (he
dilferent storage conditions, it applicable.

COVID-19 Vaccine Janssen is a colorless to slightly vellow. clear to very opalescent suspension

(pH 6-6.4). The vaccine should be inspected visually for particulate matter and discoloralion prior to
administration. The vial should be mspected visually for cracks or any abnormalilies. such as evidence
of tampering prior to administration. [t any of these should exist, do not administer the vaccing,

Before administering a dose of vaccine, swirl the vial gently in an upright position for 10 seconds. Do
not shake. Use a sterile needle and sterile syringe to extract a single-dose of 0.5 L from Lhe
multi-dose vial and administer by intramuscular injection only into the deltoid muscle of the upper
arin.

A maximum of 5 doses ¢an be withdrawn from the multi-dose vial. Discard any remaining vaccine in
the via! after § doses have been extracted.

After the first puncture of the vial the vaccine (vial} can be held at 2°C to £2C for up 1o 6 hours or at
room temperature (maximum 25°C) for 2 single period of up to 3 hours. Discard if vaccine is not used
within this time. After the first pnncture of the vial. record the date and time the vial should be
discarded on each vial fabel.

Disposal
Any unused vaccine or waste material shonld be disposed of in compliance with the locat puidance for

pharmaceutical waste. Potential spills should be disinfected with agents with viricidal activity against
adenovirus,
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