CTERISTICS

SUMMARY OF PRODUC



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

1. NAME OF THE MEDICINAL PRODUCT 2

VidPrevtyn Beta solution and emulsion for emulsion for injection

COVID-19 vaccine (recombinant, adjuvanted) @
. \Q ,

2. QUALITATIVE AND QUANTITATIVE COMPOSITION é

These are two multidose vials (antigen vial and adjuvant vial) that must be mi@bfore use. After
mixing, the vaccine vial contains 10 doses of 0.5 mL.

One dose (0.5 mL) contains 5 micrograms of SARS-CoV-2 spike protei
by recombinant DNA technology using a baculovirus expression syste
derived from S9 cells of the fall armyworm, Spodoptera frugiperd{

w351 strain) produced
n insect cell line that is

ASO03 adjuvant is composed of squalene (10.69 milligrams), DL@opherol (11.86 milligrams) and
polysorbate 80 (4.86 milligrams).

VidPrevtyn Beta may contain traces of octylphenol ethc@

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM Q

Solution and emulsion for emulsion for é‘[)on
The antigen solution is a colourless, ﬁ 1quid.

The adjuvant emulsion is a whiti% lowish homogeneous milky liquid.

4. CLINICAL PARTI@RS
4.1 Therapeutic indi@ns

VidPrevtyn Beta i \ated as a booster for active immunisation to prevent COVID-19 in adults
who have previ ceived an mRNA or adenoviral vector COVID-19 vaccine (see sections 4.2

and 5.1).
N

The us b\g"accine should be in accordance with official recommendations.

@sology and method of administration
solo

Individuals 18 years of age and older

VidPrevtyn Beta is administered intramuscularly as a single dose of 0.5 mL at least 4 months after a
previous COVID-19 vaccine. VidPrevtyn Beta may be given once as a booster to adults that have
received prior vaccination series with either mRNA or adenoviral vector COVID-19 vaccines (see
section 5.1).



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

Paediatric population
The safety and efficacy of VidPrevtyn Beta in children and adolescents less than 18 years of age

have not yet been established. No data are available.

Method of administration @b

VidPrevtyn Beta is for intramuscular injection only after mixing. The preferred site is ﬂle@)id
muscle of the upper arm. C

Do not inject this vaccine intravascularly, subcutaneously or intradermally. O

The vaccine should not be mixed in the same syringe with any other Vaccine% dicinal products.
For precautions to be taken before administering the vaccine, see section éﬁb

For instructions on mixing, handling and disposal of the vaccine, seteftg 6.6.

4.3 Contraindications @

Hypersensitivity to the active substance or to any of the exci %is‘ted in section 6.1, or to
octylphenol ethoxylate (trace residual). 6

4.4  Special warnings and precautions for use \O

Traceability O

In order to improve the traceability of biologi&edicinal products, the name and the batch number
of the administered product should be cl@Qy/recorded.

Hypersensitivity and anaphylaxis OCJ

Appropriate medical treatment a@ewision should always be readily available in case of an
anaphylactic reaction followi dministration of the vaccine. Close observation for at least 15
minutes is recommended fol vaccination.

Anxiety-related reactionQ

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

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

tion.

Thrombocytopenia and coagulation disorders

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



Immunocompromised individuals

The efficacy, safety and immunogenicity of the vaccine have not been assessed in
immunocompromised individuals, including those receiving immunosuppressant therapy. The
immune response of VidPrevtyn Beta may be lower in immunosuppressed individuals.

Duration of protection b

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

L 4 \
Limitations of vaccine effectiveness Q

As with any vaccine, vaccination with VidPrevtyn Beta may not protect all Va@kecipients.

Excipients é’

Sodium
This medicinal product contains less than 1 mmol sodium (23 mg) pgr dose, that is to say essentially

‘sodium-free’.

Potassium

This medicinal product contains less than 1 mmol potassiu ) per dose, that is to say
essentially ‘potassium-free’.

4.5 Interaction with other medicinal products a\Qer forms of interaction
No interaction studies have been performed. O

Concomitant administration of VidPrevtyn B&th other vaccines has not been studied.

X

4.6 Fertility, pregnancy and lactati@J

Pregnancy 0

There is limited experience w@se of VidPrevtyn Beta in pregnant women. Animal studies do not
indicate direct or indirect h effects with respect to pregnancy, embryo/foetal development,
parturition or post-natal ment (see section 5.3).

Administration of revtyh Beta during pregnancy should only be considered when the potential
benefits outweigh w tential risks for the mother and fetus.

Breast-feedi Q
It is unkn\\@hether VidPrevtyn Beta is excreted in human milk.

Qn the breast-fed newborn/infant are anticipated since the systemic exposure of the breast-

Noe
fi e@oman to VidPrevtyn Beta is negligible.
éegility

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



4.7 Effects on ability to drive and use machines
VidPrevtyn Beta has no or negligible influence on the ability to drive and use machines. However,

some of the effects mentioned under section 4.8 may temporarily affect the ability to drive or use
machines.

4.8 Undesirable effects b

Summary of the safety profile
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The safety of VidPrevtyn Beta administered as a first booster in individuals previousl %ated
with a primary series of mRNA-based, adenovirus-vectored or protein-based COVID-19, vaccines
was evaluated in an ongoing phase 3 clinical study (VAT00002 Cohort 2). This stul volved 705
participants 18 years of age and older who received the vaccine 4 to 10 month\%receiving
primary vaccination. The median duration of safety follow-up was 145 days% 10 (86.5%)
participants completing more than 2 months safety follow-up after booster ifijection.

The most common adverse reactions with VidPrevtyn Beta were injection Site pain (76.2%),
headache (41.4%), myalgia (37.8%), malaise (33.0%), arthralgia (2<A)), nd chills (19.9%).

The median duration of local and systemic adverse reactions was@ days. Most adverse reactions
occurred within 3 days following vaccination and were mild t erate in severity.

Additional safety data were collected in 6236 participant@nother ongoing phase 3 clinical study
(VATO00008 Booster Extension). This study involv pants 18 years of age and older having
received the booster vaccine at least 4 months after reCe#ving primary series vaccination consisting
mainly of protein-based COVID-19 vaccines. The median duration of safety follow-up in this study
was 58 days, with 5211 (84%) participants co ing more than 6 weeks safety follow-up after
booster injection. The safety profile based o@§ additional data was consistent with the adverse
reactions observed in VAT00002 Cohort 2.

&

Adverse reactions observed during al studies are listed below according to the following
frequency convention: very com n@ > 1/10), common (> 1/100 to < 1/10), uncommon (> 1/1,000 to

< 1/100), rare (> 1/10,000 to 000), very rare (< 1/10,000), not known (cannot be estimated
from the available data).

Tabulated list of adverse reactions

Within each System Or&lass, adverse reactions are presented in order of decreasing frequency
and then by decreash;Qeri sness (Table 1).

o



Table 1: Adverse reactions

MedDRA System Organ Class Frequency Adverse reaction

Blood and lymphatic system | Uncommon Lymphadenopathy

disorders

Immune system disorders Not known Anaphylactic reactions Q
Hypersensitivity (including ras

erythematous, urticaria, angioe

Nervous system disorders Very common Headache .
Rare Dizziness \
Gastrointestinal disorders Common Nausea (
Diarrhoea _
Musculoskeletal and connective | Very common Myalgia Q
tissue disorders Arthralgia &
General disorders and | Very common Malaise 0
administration site conditions Chills
Injection Sit@i
Common Fever
Fatig {

Inje mite swelling
In@p site erythema

Uncommon jection site pruritus
jection site bruising
~ njection site warmth

Reporting of suspected adverse reactions O

Reporting suspected adverse reactions after a@sation of the medicinal product is important. It
allows continued monitoring of the benefit/risk Balance of the medicinal product. Healthcare
professionals are asked to report any su adverse reactions via the national reporting system
listed in Appendix V.

4.9 Overdose bo

There is no specific treatment n overdose with VidPrevtyn Beta. In the event of an overdose, the
individual should be monito@ and provided with symptomatic treatment as appropriate.

5. PHARMACMGI; "AL PROPERTIES

5.1 Pharma@ mic properties
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Pharrnacot \utlc group: Vaccine, COVID-19 vaccines, ATC code: JO7BN04

Mecha@ f action

yn Beta is an adjuvanted vaccine composed of the soluble trimeric SARS-CoV-2
t

binant spike (S) protein (B.1.351 strain) stabilised in its prefusion conformation and deleted of
ransmembrane and intracellular domains. The combination of antigen and adjuvant enhances the
magnitude of immune response, which may contribute to protection against COVID-19.

Immunogenicity

Efficacy of VidPrevtyn Beta has been inferred by immunobridging of immune responses to an
authorised COVID-19 vaccine, for which vaccine efficacy has been established.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

The clinical immunogenicity of VidPrevtyn Beta given as a first booster injection is being evaluated
in two clinical studies: VAT00013 (Study 1) in COVID-19 mRNA vaccine-primed participants and
VATO00002 Cohort 2, Beta arm (Study 2) that included participants primed with various types of
COVID-19 vaccines.

Immunogenicity results from Study 1
Study 1 is a randomised, single-blinded multicenter investigator-initiated clinical study, whi@
evaluated the immune response induced by a booster dose of either VidPrevtyn Beta or -
19 mRNA vaccine (nucleoside modified/tozinameran) in individuals previously vacci m
2 doses of COVID-19 mRNA vaccine (tozinameran). The per-protocol analysis popyl

included 143 participants 18 years of age and older primed with 2 doses of COVI§§: RNA

=

it

vaccine (tozinameran) 3 to 7 months prior to receiving VidPrevtyn Beta (N=67) ID-19
mRNA vaccine (tozinameran) (N=76). The mean age was comparable across with 41.4
and 40.4 years for VidPrevtyn Beta and COVID-19 mRNA vaccine (tozina@), respectively.
Age ranged from 20.0 to 69.0 years. The mean duration between the seco&d) e of the primary
series and the booster dose was comparable across groups, being 171.0,andyl 74.5 days for

VidPrevtyn Beta and COVID-19 mRNA vaccine (tozinameran), resp% y.

Among this per-protocol population, samples from prior to vaccinatfon and 28 days after booster of
114 participants (54 from VidPrevtyn Beta and 60 from COVID- NA vaccine (tozinameran))
were tested by Pseudovirus Neutralisation Assay. The Geomet 'L@an Titers (GMT) of neutralising
antibodies 28 days after VidPrevtyn Beta or COVID-19 chcine (tozinameran) booster in
COVID-19 mRNA vaccine-primed participants were coneg.

Superiority of GMT against Omicron BA.1 was de n@ed for VidPrevtyn Beta group in
comparison with COVID-19 mRNA vaccine (toziﬁz&an) group, see Table 2.

(tozinameran) with individual neutralisation titres against Omicron BA.1 - 28 days post-

Table 2: Post-booster GMT ratio for VidP;&Qeta versus COVID-19 mRNA vaccine
booster dose — per-protocol analysis Sl%t[
p

VidPrevtyn Beta COVIQ-y mRNA vaccine
(N=54) ozinameran) VidPrevtyn Beta /
X (N=60) COVID-19 mRNA vaccine (tozinameran)
M GMT 95% CI) )GMT 95% CI) GMT ratio | (95% CI) Superiority
N\ demonstrated
54 1327.5 | (1005.0; 175@-{8 524.0 (423.3; 648.6) 2.53 (1.80; 3.57) Yes

N: number of participants in p tocol analysis subset 28 days post-booster dose;

M: number of participants W le data for the relevant endpoint;
T Superiority is concludwe ower limit of the 2-sided 95% Confidence Interval (CI) of the GMT ratio > 1.2.

Non-inferiority of sponse rate against Omicron BA.1 and D614G strains for VidPrevtyn Beta
compared to C =19 mRNA vaccine (tozinameran) was demonstrated (see Table 3).
Seroresponsé as defined as a 4-fold or greater rise in serum neutralisation titre 28 days post-
booster @os@ive to pre-booster dose.

Table Qroresponse rate (SR) for VidPrevtyn Beta versus COVID-19 mRNA vaccine
an) with individual neutralisation titre against Omicron BA.1 and D614G - 28 days

(tOZ.&
@ ster dose - per-protocol analysis subset

VidPrevtyn Beta COVID-19 mRNA VidPrevtyn Beta /
(N=54) vaccine (tozinameran) COVID-19 mRNA vaccine
(N=60) (tozinameran)
SR SR Difference . Non-
n/M (%) 95% CI) | n/'M (%) 95% CI) (%) 95% CI) inferiority
demonstrated

D614G 51/53 1 96.2 | (87.0;99.5) |55/59]93.2 | (83.5;98.1) 3.0 (-6.9;12.8) Yes
Omicron BA.1| 50/50 {100.0|(92.9;100.0) [ 51/53 | 96.2 | (87.0; 99.5) 3.8 (-3.9;12.8) Yes




M: number of participants with available data for the relevant endpoint;
N: number of participants in per-protocol analysis subset 28 days post-booster dose;
n: Number of participants who achieve seroresponse;

T Non-inferiority is concluded if the lower limit of the 2-sided 95% Confidence Interval (CI) of the difference in
seroresponse rate between groups is > -10%.

Levels of neutralising antibody titres against D614G 28 days post-booster dose observed in
VidPrevtyn Beta group were higher than in COVID-19 mRNA vaccine (tozinameran) group,
the GMT ratio of 1.43 (95%CI 1.06; 1.94), see Table 4.

Table 4: Neutralising antibody Geometric Mean Titres (GMT) against D614G - ZS@post-
booster dose - per-protocol analysis subset

N
VidPrevtyn Beta COVID-19 mRNA vaccine VidPreyv, LB)ta /
(tozinameran) COVID-19 mRN@ne (tozinameran)
N |GMT | (95% CI) N | GMT (95% CI) GMT Ratio \/ (95% CI)
54 6459 | (5103;8174) | 60 4507 | (3695; 5498) 1.43 \b (1.06; 1.94)

N: number of participants in per-protocol analysis subset 28 days post-booster dose;
CI: Confidence Interval {

Immunogenicity results from Study 2 @

VidPrevtyn Beta given as a booster is being evaluated in an multicentre phase 3 clinical
study in participants 18 years of age and older. Per-protoeéhl sis population included 543
participants who received VidPrevtyn Beta 4 to 10 mo er receiving primary vaccination with 2
doses of COVID-19 mRNA vaccine (tozinameran) (@a or COVID-19 mRNA Vaccine
(nucleoside modified/elasomeran) (n=93), COVID-19 Vaccine (ChAdOx1-S [recombinant]) (n=94),
or with 1 dose of COVID-19 vaccine (Ad26.CO [recombinant])(n=31).

In the per-protocol analysis population prime@n mRNA vaccines and receiving VidPrevtyn Beta
booster, the mean age of participants wasy@1.2 years (range 18-83 years); 347 (83.0%) were 18 to 55
years of age, 71 (17.0%) were 56 years é( and older, 25 (6.0%) were 65 years of age and older.
Among them, 44.0% were male, 56.0 e female, 67.7% were White, 13.2% were Black or
African American, 2.6% were Asi \é 1.0% were American Indian or Alaska Native.

In the per-protocol analysis po n primed with adenoviral vector vaccines and receiving
VidPrevtyn Beta booster, th age of participants was 50.4 years (range 24-77 years); 84
(67.2%) were 18 to 55 ye %age, 41 (32.8%) were 56 years of age and older, 17 (13.6%) were 65
years of age and older. g them, 52.8% were male, 47.2% were female, 78.4% were White,
13.6% were Black frican American, 4.0 % were Asian, and 2.4% were American Indian or

Alaska Native.
Immunogenigci assessed by measuring neutralising antibody titres (ID50) against a pseudovirus
expressing t S-CoV-2 Spike protein from a USA_WA1/2020 isolate with the D614G

mutation,arid B)1.351 variant using a SARS-CoV-2 Pseudovirus Neutralisation Assay.

N

boos @ esponse to VidPrevtyn Beta was demonstrated regardless of the vaccine used for

A
pri vaccination with the Geometric Mean Titres Ratio (GMTR, fold increase) 14 days post-
relative to pre-booster against B.1.351 strain ranging from 38.5 to 72.3, and from 14.5 to
»6 for D614G strain, see Table 5.



Table 5: Neutralising antibody Geometric Mean Titres (ID50) at 14 days post-booster dose and
Geometric Mean Titres Ratio (14 days post-booster dose relative to pre-booster dose) against a
pseudovirus expressing the SARS-CoV-2 Spike protein in participants 18 years of age and
older - per-protocol analysis set

mRNA primed’ Ad-vector primed?
(N=418) (N=125) S\
Pre-booster GMT U
M GMT 95% CI) M GMT (959
D614G 407 751 (633 892) 118 228 R @qzs)
Beta 383 191 (158;231) 117 69.9
GMT at 14 days post-booster dose
M GMT (95% CI) M GMT
D614G 418 10814 (9793; 11941) 125 65M\~ (53977986)
Beta 418 7501 (6754 8330) 124 50@ (4168; 6185)
GMT ratio - 14 days post-booster dose relative to pre-booster dose
M GMTR (95% CI) M (95% CI)
D614G 407 14.5 (12.2;17.2) 18 €/ pss (21.1;38.9)
Beta 383 38.5 (31.8; 46.6) 116& 13 (52.4;99.8)
M: number of participants with available data for the relevant endpoint;

N: number of participants in per-protocol analysis set

CI: Confidence Interval
ID50- serum dilution conferring 50% inhibition of pseudovirus infectio

GMTR (geometrlc mean titre ratio): geometric mean of individual tltr% p st-vacc1nat10n/pre vaccination)
2 - Priming vaccines: '© COVID-19 mRNA vaccine (tozmameran) VID-19 mRNA vaccine (elasomeran); 2 -
COVID-19 Vaccine (ChAdOx1-S [recombinant]) and COVID-\ (Ad26.COV2-S [recombinant])

Paediatric population O

The European Medicines Agency has deferre@obligation to submit the results of studies with
VidPrevtyn Beta in one or more subsets of the paediatric population in prevention of COVID-19 (see
section 4.2 for information on paediatric

5.2 Pharmacokinetic propertieso

Not applicable.
5.3  Preclinical safety da@O

Non-clinical data reveal ecial hazard for humans based on conventional studies of repeated
dose toxicity and tow to reproduction and development.

*

Genotoxicity aE,{Qlogenicitv
No genoto as observed for the adjuvant based on in vitro and in vivo tests. Genotoxicity of
the anté not evaluated, as its biological nature is not expected to have genotoxic potential.

Carcin 1¢ity studies were not performed.

ctive toxicity and fertility

a developmental and reproductive toxicity study, 0.5 mL of a vaccine formulation containing up to
15 micrograms (three human doses) of recombinant protein adjuvanted with AS03 was administered
to female rabbits by intramuscular injection on five occasions: 24 and 10 days prior to mating and on
gestation days 6, 12 and 27. No vaccine-related adverse effects on female fertility, embryo/foetal or
postnatal development were observed up to postnatal day 35. In this study, high S-specific anti-
SARS-CoV-2 IgG response was detected in maternal animals, as well as in foetuses and pups,
indicating placental transfer of the maternal antibodies. No data are available on vaccine excretion in
milk.



6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Antigen vial

Disodium phosphate dodecahydrate .
Sodium chloride

Sodium dihydrogen phosphate monohydrate @

Polysorbate 20

Water for injections 0
Adjuvant vial @

Sodium chloride

Disodium hydrogen phosphate
Potassium dihydrogen phosphate
Potassium chloride

Water for injections é

For adjuvant, see section 2. Q
6.2 Incompatibilities O

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

6.3  Shelf life Q
1 year. &

After mixing, the product should be b&!%thin 6 hours, if stored at 2 °C — 8 °C and protected from

light.

6.4 Special precautions fo@bg.e

Store in a refrigerator (2 < °C). Do not freeze.

Keep the vials in the ouQ'lon in order to protect from light.

For storage condit'?b ter mixing of the medicinal product, see section 6.3.

6.5 Naturg a@ontents of container

VidPrevbyn@c} is presented as:

o antigen solution in a multidose vial (type 1 glass) with a stopper (chlorobutyl) and an
nium seal with a green plastic flip-off cap;
o mL adjuvant emulsion in a multidose vial (type 1 glass) with a stopper (chlorobutyl) and

an aluminium seal with a yellow plastic flip-off cap.

Each pack contains 10 multidose antigen vials and 10 multidose adjuvant vials.

10



6.6  Special precautions for disposal and other handling

Handling instructions

This vaccine should be handled by a healthcare professional using aseptic technique to ensure the
sterility of each dose.

Instructions for mixing @b

VidPrevtyn Beta is supplied as 2 separate vials: an antigen vial and an adjuvant vial. %
Prior to administration, the two components must be mixed as per steps below.

Step 1: Place the vials at room temperature (up to 25 °C) for a minimum of 15 mi before
mixing, protecting them from light. Q

Step 2: Invert (without shaking) each vial and inspect them visually for an@ulate matter or
discoloration. If either of these conditions exist, do not administer the va

Step 3: After removing the flip-off caps, cleanse both vial stoppers (ith antiseptic swabs.

VN

Step 4 Using a ste v-gauge or narrower needle
and a ste ringe, withdraw the entire
conte he adjuvant vial (yellow cap)
into rihge. Invert the adjuvant vial to
fac@te the withdrawal of the full contents.

N
D

N

X
Vial 2 of 2 CJ
<

Step 5 Transfer the full syringe contents into the

antigen vial (green cap).

LIRS

.

>
| Vial 1 of 2

11



Step 6 Remove the syringe with the needle from the
antigen vial. Mix the contents by inverting the
vial 5 times. Do not shake.

The mixed vaccine is a whitish to yellowish

homogeneous milky liquid emulsion.

<
<

Vial 1 of 2 ( ,
Step 7: Record the discard date and time (6 hours after mixing) on designat@f vial label.

The volume of the vaccine after mixing is at least 5 mL. It contains 10 dosQO.S mL.
An additional overfill is included in each vial to ensure that 10 doses o@nL can be delivered.

After mixing, administer immediately or store the vaccine at 2 °C t&°c, protected from light, and
use within 6 hours (see section 6.3). After this time period, disca vaccine.

Preparation of individual doses QQ

Prior to each administration, mix the vial thoroughly b)@e sion 5 times. Do not shake.
Visually inspect it for any particulate matter and disN on (see Step 6 for the aspect of the
vaccine). If either of these conditions exists, do not administer the vaccine.

Using appropriate syringe and needle, withdr mL from the vial containing the mixed vaccine
and administer intramuscularly (see section 4.

Disposal (

Any unused medicinal product o ¢Jmaterial should be disposed of in accordance with local
requirements.

O

7. MARKETING A RISATION HOLDER
Sanofi Pasteur
14 Espace Henry \%

69007 Lyon

France .

.
8. &TING AUTHORISATION NUMBER(S)

EU/ 580/001

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 10 November 2022
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10. DATE OF REVISION OF THE TEXT

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

13
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ANNEX I
MANUFACTURER(S) OF TH OGICAL ACTIVE
SUBSTANCE(S) AND MANUFACTURER(S)
RESPONSIBLE FOR BAT@(ELEASE

CONDITIONS OR RESQ?TIONS REGARDING

SUPPLY AND USE

OTHER CONDI S AND REQUIREMENTS OF THE
MARKETI ORISATION

CONDIT R RESTRICTIONS WITH REGARD TO
THE S D EFFECTIVE USE OF THE MEDICINAL
PRO

N
&
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A. MANUFACTURER(S) OF THE BIOLOGICAL ACTIVE SUBSTANCE(S) AND
MANUFACTURER(S) RESPONSIBLE FOR BATCH RELEASE

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

Sanofi Chimie
9 Quai Jules Guesde
94403 Vitry sur Seine Cedex

%@b
N

Genzyme Corporation
68 and 74 New York Avenue

Framingham, MA 01701 @)

United States

Sanofi Pasteur
1541 avenue Marcel Mérieux
69280 Marcy 1'Etoile {

France @

B. CONDITIONS OR RESTRICTIONS REGARD@S PPLY AND USE

Name and address of the manufacturer(s) responsible for batch release é’

Medicinal product subject to medical prescription. \O
e Official batch release @)

In accordance with Article 114 of Directive 2 83/EC, the official batch release will be undertaken
by a state laboratory or a laboratory des%gl for that purpose.

C. OTHER CONDITIONS QUIREMENTS OF THE MARKETING
AUTHORISATION

. Periodic safety upd Qorts (PSURs)

The requirements for su%ion of PSURs for this medicinal product are set out in the list of
Union reference dat&ﬂ list) provided for under Article 107¢(7) of Directive
2001/83/EC and am equent updates published on the European medicines web-portal.

The marketin @brisation holder (MAH) shall submit the first PSUR for this product within
6 months fo@' g authorisation.

L 4

N

D. GDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
FECTIVE USE OF THE MEDICINAL PRODUCT

é Risk management plan (RMP)

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

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

15



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

PACK CONTAINING A CARTON OF VIALS OF ANTIGEN SOLUTION AND A CARTON
OF VIALS OF ADJUVANT EMULSION

5 micrograms Beta

1. NAME OF THE MEDICINAL PRODUCT ?\ |
7
VidPrevtyn Beta solution and emulsion for emulsion for injection @
COVID-19 vaccine (recombinant, adjuvanted) ¢ \%
AN
2.  STATEMENT OF ACTIVE SUBSTANCE(S) \J |
hZ
After mixing, each 0.5 mL dose contains: K/
Recombinant SARS-CoV-2 spike protein ..........c.ooeveevvieinnininnen N Y 5 micrograms

ASO03 adjuvant composed of squalene, DL-a-tocopherol and polysorbatga

2,
3.  LIST OF EXCIPIENTS N4

Excipients: sodium dihydrogen phosphate monohydrate, d%um phosphate dodecahydrate, sodium
chloride, polysorbate 20, disodium hydrogen phosphats@a sium dihydrogen phosphate, potassium

chloride, water for injections. \
4. PHARMACEUTICAL FORM AND ENTS

Solution and emulsion for emulsion for ifjection

10 multidose antigen vials OCJ

10 multidose adjuvant vials

After mixing, each vial contai oses of 0.5 mL

N

5. METHOD AND QITE(S) OF ADMINISTRATION

g

Intramuscular use /Q

Mix the vaccin ghly by inversion before each injection.

Read the pa eaflet before use.

QR code. togbe 1ficluded + For more information, scan here or visit https://vidprevtyn-beta.info.sanofi

N

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

p out of the sight and reach of children.

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

Antigen and adjuvant to be mixed before use.

19


https://vidprevtyn-beta.info.sanofi/

Antigen Adjuvant 10 doses

of vaccine @b
N

8. EXPIRY DATE ,$
EXP ’&

9. SPECIAL STORAGE CONDITIONS @0

Store in a refrigerator. Do not freeze. {

Store in the original carton in order to protect from light. @

OR WASTE MATERIALS DERIVED FRO MEDICINAL PRODUCTS, IF

10. SPECIAL PRECAUTIONS FOR DISPOSAL O SED MEDICINAL PRODUCTS
H
APPROPRIATE N

N
O

11. NAME AND ADDRESS OF THE M@ﬁ' ING AUTHORISATION HOLDER

Sanofi Pasteur
14 Espace Henry Vallée (Kll

69007 Lyon - France 0

12. MARKETING AUTHORISATION NUMBER(S)

U
EU/1/21/1580/001 Q
N

13. BATCH N@R
Lot ¢ Q

O

*
N\
| 14. MRAL CLASSIFICATION FOR SUPPLY

W

@‘ INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE

Justification for not including Braille accepted.
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| 17.

UNIQUE IDENTIFIER - 2D BARCODE

2D barcode carrying the unique identifier included.

| 18.

UNIQUE IDENTIFIER - HUMAN READABLE DATA

PC
SN
NN
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PARTICULARS TO APPEAR ON THE INTERMEDIATE PACKAGING
PACK OF 10 VIALS OF ANTIGEN SOLUTION
5 micrograms Beta

1. NAME OF THE MEDICINAL PRODUCT 2
Antigen for VidPrevtyn Beta solution for injection @
COVID-19 vaccine (recombinant, adjuvanted) c

L 4 \

2. STATEMENT OF ACTIVE SUBSTANCE(S)

%

After mixing, each 0.5 mL dose contains:
Recombinant SARS-CoV-2 spike protein .............ocevvvviiiiiiniiinnnnnnns Sﬁ micrograms
3.  LIST OF EXCIPIENTS ,b

y 3

N

Excipients: sodium dihydrogen phosphate monohydrate, disodiu@osphate dodecahydrate, sodium
chloride, polysorbate 20, water for injections.

4. PHARMACEUTICAL FORM AND CONTE N

5

\v

Antigen solution for injection O
10 multidose vials Q
2.5 mL per vial

After mixing the antigen with the adjuv@ doses of 0.5 mL

O

‘ 5. METHOD AND ROUTE@)F ADMINISTRATION

Intramuscular use Se
Read the package leaﬂetQ use.

QR code to be included + more information, scan here or visit https://vidprevtyn-beta.info.sanofi
6. SPECIA ING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OFT GHT AND REACH OF CHILDREN

Keep .&ggsight and reach of children.

o N

| N“OTHER SPECIAL WARNING(S), IF NECESSARY
-

with adjuvant before use
After mixing, label the vial (now containing the vaccine) with the discard date and time in the
designated area on the vial label.
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Antigen Adjuvant 10 doses
of vaccine b

C
*
8. EXPIRY DATE N

EXP 0\

Storage before mixing: store in a refrigerator. Do not freeze.
Store in the original carton in order to protect from light.

9. SPECIAL STORAGE CONDITIONS é’

Storage after mixing: store the vaccine at 2 °C to 8 °C for up to@urs, protected from light.

o~
10. SPECIAL PRECAUTIONS FOR DISPOSAL OR\UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FR N@ H MEDICINAL PRODUCTS, IF

APPROPRIATE

11. NAME AND ADDRESS OF THE M@ETING AUTHORISATION HOLDER

Sanofi Pasteur K/
14 Espace Henry Vallée (J
69007 Lyon

>
RS

£ -
12.  MARKETING AUTHORISATION NUMBER(S)

EU/1/21/1580/001 \ 2

o)
[13. BATCHA®M

MBER
\\

Lot .b\(J

4. ENERAL CLASSIFICATION FOR SUPPLY

| 15.  INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE

Justification for not including Braille accepted.
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UNIQUE IDENTIFIER - 2D BARCODE

| 18.

UNIQUE IDENTIFIER - HUMAN READABLE DATA




MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS
ANTIGEN SOLUTION VIAL
5 micrograms Beta

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATI%E

Antigen for VidPrevtyn Beta @
COVID-19 vaccine (recombinant, adjuvanted)
IM . c ?

2. METHOD OF ADMINISTRATION %Q\} |

Mix with adjuvant before use. 0

3.  EXPIRY DATE . ,O
EXP Qj\
4. BATCH NUMBER 'C\ -
Lot \O
@)

5. CONTENTS BY WEIGHT, BY VOIQE OR BY UNIT

2.5mL

After mixing: 10 doses of 0.5 mL 0(}

6. OTHER sb
Vial 1 of 2 {

Discard date/time: Q

&
N
>

%Qj
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PARTICULARS TO APPEAR ON THE INTERMEDIATE PACKAGING
PACK OF 10 MULTIDOSE VIALS OF EMULSION (ADJUVANT)

1. NAME OF THE MEDICINAL PRODUCT |

Adjuvant emulsion for emulsion for injection for VidPrevtyn Beta b

&

2. STATEMENT OF ACTIVE SUBSTANCE(S) ‘7 |
3

1 dose contains: AS03 adjuvant composed of squalene (10.69 milligrams), DL-a-t erol (11.86

milligrams) and polysorbate 80 (4.86 milligrams). Q

N
3. LIST OF EXCIPIENTS J |

Excipients: sodium chloride, disodium hydrogen phosphate, potassi dlgdrogen phosphate,
potassium chloride, water for injections. t

4. PHARMACEUTICAL FORM AND CONTENT %Q

Emulsion for emulsion for injection O
.. . . . . e\

After mixing with antigen each vial contains 10 dos
10 multidose vials:
2.5 mL/vial QO

5. METHOD AND ROUTE(S) OF XDMINISTRATION

Intramuscular use 0
Read the package leaflet before ub

Mix with antigen before use.
6. SPECIAL WA G'THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OF THE SI% REACH OF CHILDREN

Keep out of the si d reach of children.

N

S

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

>

9. SPECIAL STORAGE CONDITIONS

Store in a refrigerator.
Do not freeze.
Store in the original package in order to protect from light.
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10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER{)_b_‘

£ 4
Sanofi Pasteur ¢ \%
14 Espace Henry Vallée (
69007 Lyon - France 0
\(‘\
12. MARKETING AUTHORISATION NUMBER(S) &

EU/1/21/1580/001 ®\)

N
13. BATCH NUMBER Q,,
Lot: Q

| 14.  GENERAL CLASSIFICATION FOR SUPPRY~" |

[ 15.  INSTRUCTIONS ON USE O |
N

X
| 16. INFORMATION IN BRAIL%} |
Justification for not including Br%a cepted
QO

[ 17.  UNIQUE IDENTIMER — 2D BARCODE |

a
‘ 18. UNIQUE TIFIER - HUMAN READABLE DATA |
4

&

%Qj
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS
EMULSION VIAL LABEL (ADJUVANT)

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

Adjuvant emulsion for VidPrevtyn Beta b

£

2.  METHOD OF ADMINISTRATION ‘7 |
)

Mix with antigen before use é

3.  EXPIRY DATE &

EXP: fb\]

4. BATCH NUMBER yi

Lot Q

5. CONTENTS BY WEIGHT, BY VOLUMEDR UNIT

2.5 mL multidose vial O

6. OTHER x

\UJ
Store in a refrigerator. 0
Vial 2 of 2 b

>
N
>

%Qj

28






Package leaflet: Information for the user

VidPrevtyn Beta solution and emulsion for emulsion for injection
COVID-19 vaccine (recombinant, adjuvanted)

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

Read all of this leaflet carefully before you receive this medicine because it conta{\nportant
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. Thi§ inctudes any possible

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

What is in this leaflet ,b
1. What VidPrevtyn Beta is and what it is used for

2. What you need to know before you receive VidPrevtyn Beta {

3. How VidPrevtyn Beta is given @

4. Possible side effects Q

5.  How to store VidPrevtyn Beta

6. Contents of the pack and other information Q

1. What VidPrevtyn Beta is and what it is for

VidPrevtyn Beta is a vaccine used for preven%@OVID—lQ
VidPrevtyn Beta is given to adults who previouSly received either mRNA or adenoviral vector
COVID-19 vaccine.

The vaccine stimulates the immune s Q(the body’s natural defences) to produce specific
antibodies that work against the Ngiving protection against COVID-19. None of the ingredients
in this vaccine can cause COVID

O

2. What you need t(Q before you receive VidPrevtyn Beta
B

Do not use VidPreM eta:

If you are allergic w active substance or any of the other ingredients of this medicine (listed in
section 6);

If you are alle to octylphenol ethoxylate, a substance that is used in the manufacturing process.
Small amo this substance may remain after manufacturing.

Warni @d precautions

Talk r doctor, pharmacist or nurse before you are given the vaccine if:
u have ever had a severe allergic reaction after any other vaccine injection or after you were
given VidPrevtyn Beta in the past;
you have ever fainted following any needle injection;

. you have a severe illness or infection with a high temperature (over 38 °C). 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 (immunodeficiency) or you are using medicines that

weaken the immune system (such as high-dose corticosteroids or cancer medicines).
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As with any vaccine, VidPrevtyn Beta may not fully protect all those who receive it. It is not known
how long you will be protected.

Children and adolescents

VidPrevtyn Beta is not recommended for children aged under 18 years. Currently there is no
information available on the use of VidPrevtyn Beta in children and adolescents younger than 18
years of age. ]b

Other medicines and VidPrevtyn Beta
Tell your doctor, pharmacist or nurse if you are taking, have recently taken or might take @other

medicines or vaccines. (\

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

Driving and using machines

Some of the side effects of VidPrevtyn Beta mentioned in section 4 (Po@e side effects) may
temporarily affect your ability to drive or use machines. Wait until t ects have worn off before
you drive or use machines. t

VidPrevtyn Beta contains sodium and potassium

This medicine contains less than 1 mmol sodium (23 mg) p, that is to say essentially ‘sodium-
free’.
This medicine contains less than 1 mmol potassium (3 er dose, that is to say essentially

‘potassium-free’.

O

3. How VidPrevtyn Beta is given Q
Your doctor, pharmacist or nurse will injg€t the vaccine into a muscle, usually in your upper arm.

You will receive one injection. (J
It is recommended that you recei evtyn Beta once as a booster dose at minimum 4 months
following the prior Vaccmatlon sw1th either mRNA or adenoviral vector COVID-19 vaccine.

After the injection, your doc armac1st or nurse will watch over you for around 15 minutes to
monitor for signs of an al reaction.

If you have any furt‘heQue ions on the use of this vaccine, ask your doctor, pharmacist or nurse.

4. Possﬂ;le@beffects

Like all n\(yes this medicine can cause side effects, although not everybody gets them.

Most 0 side effects occur within 3 days of getting the vaccine and go away within a few days of
a p@g. If symptoms persist, contact your doctor, pharmacist or nurse.

urgent medical attention if you get symptoms of a severe allergic reaction shortly after
vatcination. Such symptoms may include:

feeling faint or light-headed
changes in your heartbeat

shortness of breath

wheezing

swelling of your lips, face, or throat
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e itchy swelling under the skin (hives) or rash
e feeling sick (nausea) or vomiting
e stomach pain.

The following side effects may occur with VidPrevtyn Beta:
Side effects which may affect up to 1 in 100 people may not have all been detected in the clinical
studies done to date. fb

Very common (may affect more than 1 in 10 people): @
e Headache . @
e Muscle pain Q\
e Joint pain
e Feeling unwell O
e Chills
[ ]

Common (may affect up to 1 in 10 people):

Pain where the vaccine is injected §

e Fever (= 38.0°C)

e Tiredness {

e Feeling sick (nausea) @

e Diarrhoea

e Redness or swelling where the vaccine is injected q
Uncommon (may affect up to 1 in 100 people):

e Enlarged lymph nodes O

e Itching, bruising or warmth where the vaccin€is injected.

Rare (may affect up to 1 in 1,000 people)
e Dizziness Q

Not known (cannot be estimated from @le data):

e Allergic reactions such as hives or swelling of the face
e Severe allergic reactio hylaxis)

Reporting of side effects &O
If you get any side effect to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this @t. You can also report side effects directly via the national reporting
system listed in Ap@dix ¥By reporting side effects you can help provide more information on the
safety of this medigt

L 4
5. How \&VidPrevtyn Beta

L 4

Keep t %cine out of the sight and reach of children.

I fo@ion about storage, use and handling are described in the section intended for healthcare
ssionals at the end of the package leaflet.

6. Contents of the pack and other information

What VidPrevtyn Beta contains

o There are two multidose vials (antigen vial and adjuvant vial) that must be mixed before use.
After mixing, the vaccine vial contains 10 doses of 0.5 mL.
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o One dose (0.5 mL) contains 5 micrograms of recombinant SARS-CoV-2 spike protein antigen
(B.1.351 strain).

o ASO03 is included in this vaccine as an adjuvant to enhance production of specific antibodies.
This adjuvant contains squalene (10.69 milligrams), DL-a-tocopherol (11.86 milligrams) and
polysorbate 80 (4.86 milligrams).

o The other ingredients are: sodium dihydrogen phosphate monohydrate, disodium phosphate
dodecahydrate, sodium chloride, polysorbate 20, disodium hydrogen phosphate, pot%w

dihydrogen phosphate, potassium chloride, water for injections. @
What VidPrevtyn Beta looks like and contents of the pack . @
. The antigen solution is a colourless, clear liquid. {

. The adjuvant emulsion is a whitish to yellowish homogeneous milky liquid.
Qle is a whitish

o Prior to administration, the two components should be mixed. The mixed
to yellowish homogeneous milky liquid emulsion. &

Each pack contains 10 multidose antigen vials and 10 multidose adjuvant yia

o Each antigen vial contains 2.5 mL antigen solution in a multidosesmial®type 1 glass) with a
stopper (chlorobutyl) and an aluminium seal with a green plasticm)ff cap

. Each adjuvant vial contains 2.5 mL adjuvant emulsion in a rrﬁdose vial (type 1 glass) with a
stopper (chlorobutyl) and an aluminium seal with a yellow, ic flip-off cap.

After mixing the antigen solution with the adjuvant emulsion,%ial contains 10 doses of 0.5 mL.

Marketing Authorisation Holder Q

Sanofi Pasteur - 14 Espace Henry Vallée - 69007 LyQK ance
Manufacturer

Sanofi Pasteur - 1541 avenue Marcel Mérieux Marcy 1'Etoile — France

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

tel.: +32 2 710.54.00 Tel.: +370 5 236 91 40

Belgié/ Belgique /Belgien 0 Lietuva

Sanofi Belgium Swixx Biopharma UAB

bbarapus Luxembourg/Luxemburg

Swixx Biopharma EO Sanofi Belgium

Temn.: +359 (0)2 49%8 tel.: +32 2 710.54.00

Ceska republik: Magyarorszag

Sanofi s.r.0. sanofi-aventis zrt

Tel: +420 2'5\ 6111 Tel.: +36 1 505 0055

X9

Dan \ Malta

Sa Sanofi S.r.l.
e 4516 7000 Tel: +39 02 39394 275
eutschland Nederland
anofi-Aventis Deutschland GmbH Sanofi B.V.

Tel.: 0800 54 54 010 Tel: +31 20 245 4000

Tel. aus dem Ausland: +49 69 305 21 130

Eesti ) Norge

Swixx Biopharma OU Sanofi-aventis Norge AS

Tel.: +372 640 10 30 Tel: +47 67 1071 00

33



Elrada
BIANEZ= ALE.
TnA: +30.210.8009111

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France

Sanofi Pasteur Europe

Tél: 0800 222 555

Appel depuis I’étranger : +33 1 57 63 23 23

Hrvatska
Swixx Biopharma d.o.0
Tel.: +385 1 2078 500

Ireland
sanofi-aventis Ireland T/A SANOFI
Tel: +353 (0) 1 4035 600

Island
Vistor
Tel : +354 535 7000

Italia

Sanofi S.r.1.
Tel: 800536389

Kvbmpog
C.A. Papaellinas Ltd.

TnA.: +357 22 741741 2 0
Latvija O
Swixx Biopharma SIA {

Tel.: +371 6 616 4750 Q

This leaflet was | \\rised in

L 4
Other sour &formation

L 4

https://Www.ema.europa.eu.

Osterreich
sanofi-aventis GmbH
Tel: +43 1 80 185-0.

Polska

Sanofi Pasteur Sp. z o.0. b
Tel.: +48 22 280 00 00 @
Portugal . 9

Sanofi — Produtos Farmacéutico :
Tel: +351 21 35 89 400 :(

Romaénia Q
Sanofi Romania SRL &
Tel.: +40(21) 317 3

Slovenija

Swixx Bioph%a d.o.o.
Tel.: +386 51 00

Slov publika
Swi opharma s.r.o.

T@F 212208 33 600

Suomi/Finland
Sanofi Oy

Q Tel: +358 (0) 201 200 300

&

Sverige
Sanofi AB
Tel: +46 8-634 50 00

United Kingdom (Northern Ireland)
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +44 (0) 800 035 2525

Detaile@m‘-ation on this medicine is available on the European Medicines Agency web site:

also scan the QR code below with a mobile device to get the package leaflet in different

% flet is available in all EU/EEA languages on the European Medicines Agency website. You

lafiguages or visit the URL https://vidprevtyn-beta.info.sanofi.

QR code to be included

The following information is intended for healthcare professionals only:


https://www.ema.europa.eu/
https://vidprevtyn-beta.info.sanofi/

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.

Posology

VidPrevtyn Beta is administered intramuscularly as a single dose of 0.5 mL at least 4 month
previous COVID-19 vaccine. VidPrevtyn Beta may be given once as a booster to adults that
received prior vaccination series with either mRNA or adenoviral vector COVID-19 vac

Storage before mixing (

Keep the vials in the outer carton in order to protect from light.

Store in a refrigerator (2 °C — 8 °C). Do not freeze. Q

Do not use this vaccine after the expiry date which is stated on the label aIQton after EXP. The
expiry date refers to the last day of that month. ,b

Handling instructions {

This vaccine should be handled by a healthcare professional septic technique to ensure the
sterility of each dose.

VidPrevtyn Beta is supplied as 2 separate vials: an antig 1al and an adjuvant vial.
Prior to administration, the two components must be tiXed as per steps below.

Step 1: Place the vials at room temperature (up t °C) for a minimum of 15 minutes before
mixing, protecting them from light. Q

Step 2: Invert (without shaking) each Viwinspect them visually for any particulate matter or
discoloration. If either of these conditiofis exist, do not administer the vaccine.

Step 3: After removing the ﬂip—o@ cleanse both vial stoppers with antiseptic swabs.

Step 4 —6— Using a sterile 21-gauge or narrower needle
and a sterile syringe, withdraw the entire
contents from the adjuvant vial (yellow cap)

into a syringe. Invert the adjuvant vial to
facilitate the withdrawal of the full contents.

2 Vial 2 of 2
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Step 5§ Transfer the full syringe contents into the
antigen vial (green cap).

ij

3 J\\@
Vial 1 of 2 0

Step 6 Remove the syringe with edle from the
antigen vial. Mix the co% by inverting the

vial 5 times. Do not s%
The mixed vaccine i itish to yellowish
homogeneous mill&buid emulsion.

%

IS
Vial 1 of 2 \

Step 7: Record the discard date and time (6 h@r mixing) on designated area of vial label.

The volume of the vaccine after mixing ig Et least 5 mL. It contains 10 doses of 0.5 mL.

An additional overfill is included in eachsVialto ensure that 10 doses of 0.5 mL can be delivered.
After mixing, administer immediate, tore the vaccine at 2 °C to 8 °C, protected from light, and
use within 6 hours. After this tim d, discard the vaccine.

Preparation of individual dos

Prior to each administratj ix the vial thoroughly by inversion 5 times. Do not shake.
Visually inspect it for any‘pdrticulate matter and discoloration (see Step 6 for the aspect of the
vaccine). If either O&Qe conditions exists, do not administer the vaccine.

Using appropri nge and needle, withdraw 0.5 mL from the vial containing the mixed vaccine
and adminis&& amuscularly.

9

Dispos f\
Any h medicinal product or waste material should be disposed of in accordance with local

I, epients. Do not throw away any medicines via wastewater or household waste. These measures
@éﬂp protect the environment.
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