ANNEX I

SUMMARY OF PRODUCT CHARACTERISTICS
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W Tniis medicinal product is subject to additional monitoring, This will allow quick identification of
new safety information. Healthcare professionals are asked to report any suspected adverse reactions.
See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

Comirnaty concentrate for dispersion for injection

COVID-19 mRNA Vaccine (nucleoside modified)

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

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

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

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

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

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Concentrate for dispersion for injection (sterile concentrate).

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

4.1 Therapeutic indications

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

The use of this vaccine should be in accordance with official recommendations.
4.2 Posology and method of administration

Posology

Individuals 16 years of age and older
Comirnaty is administered intramuscularly after dilution as a course of 2 doses (0.3 mL each). It is
recommended to administer the second dose 3 weeks after the first dose (see sections 4.4 and 5.1).

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

Paediatric population & i
The safety and efficacy of Comirnaty in children and adolescents aged less than 16 years of: ,’ufgeffxave ;
not yet been established. Limited data are available.



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

Method of administration

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

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

Each dose must contain 0.3 mL of vaccine.

. If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3 mL, discard the
vial and any excess volume.
° Do not pool excess vaccine from multiple vials.

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

Do not inject the vaccine intravascularly, subcutaneously or intradermally.

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

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

4.3 Contraiﬁdications

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

4.4  Special warnings and precautions for use

Traceability

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

General recommendations

Hypersensitivity and anaphylaxis

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

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

Anxiety-related reactions
Anxiety-related reactions, including vasovagal reactions (syncope), yperventilation or stress—rg\lgtgg,w%_
reactions may occur in association with vaccination as a psychogenic response to the needle jif&Gtron. « <
[t is important that precautions are in place to avoid injury from fainting.




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

Thrombocytopenia and coagulation disorders

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

Immunocompromised individuals
The efficacy, safety and immunogenicity of the vaccine has not been assessed in immunocompromised

individuals, including those receiving immunosuppressant therapy. The efficacy of Comirnaty may be
lower in immunosuppressed individuals.

Duration of protection

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

Limitations of vaccine effectiveness

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

Excipients

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

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

4.5 Interaction with other medicinal products and other forms of interaction
No interaction studies have been performed.
Concomitant administration of Comirnaty with other vaccines has not been studied.

4.6  Fertility, pregnancy and lactation

Pregnancy

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

Breast-feeding

[t is unknown whether Comirnaty is excreted in human milk.

Fertility

i ﬂ'\-'r\m”"
Animal studies do not indicate direct or indirect harmful effects with respect to reproductive tgx?gzu 5
(see section 5.3).




4.7  Effects on ability to drive and use machines

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

4.8 Undesirable effects

Summary of safety profile

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

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

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

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

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

Tabulated list of adverse reactions from clinical studies

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

Very common (> 1/10),

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

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

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

Very rare (< 1/10,000),

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

Table 1:  Adverse reactions from Comirnaty clinical trials

Not known
System Organ Very Common Uncommon Rare (cannot be
il common | (=1/100 to (= 1/1,000 to (=1/10,000 | estimated from
(= 1/10) <1/10) <1/100) to < 1/1,000) the available
data)

Blood and Lymphadenopathy

lymphatic
system disorders

[mmune system Anaphylaxis;
disorders hypersensitivity |
Psychiatric Insomnia
disorders




Not known

St Very Common Uncommon Rare (cannot be
ystem Organ | ommon | (> 1/100 to (= 1/1,000 to (= 1/10,000 | estimated from
G (= 1/10) <1/10) <1/100) to < 1/1,000) the available
data)
Nervous system | Headache Acute
disorders peripheral
facial
paralysis’

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

pyrexia*;

injection

site

swelling

* A higher frequency of pyrexia was observed after the 2™ dose.

t Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by
four participants in the COVID-19 mRNA Vaccine group. Onset was Day 37 after Dose 1 (participant did not
receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy)
were reported in the placebo group.

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

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare

professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V and include batch/Lot number if available.

4.9 Overdose

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

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

recommended.
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5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: vaccines, other viral vaccines, ATC code: JO7BX03
Mechanism of action

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

Efficacy

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

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

Efficacy in participants 16 vears of age and older

In the Phase 2/3 portion, approximately 44,000 participants were randomised equally and were to
receive 2 doses of COVID-19 mRNA Vaccine or placebo separated by 21 days. The efficacy analyses
included participants that received their second vaccination within 19 to 42 days after their first
vaccination. The majority (93.1%) of vaccine recipients received the second dose 19 days to 23 days
after Dose 1. Participants are planned to be followed for up to 24 months after Dose 2, for assessments
of safety and efficacy against COVID-19. In the clinical study, participants were required to observe a
minimum interval of 14 days before and after administration of an influenza vaccine in order to
receive either placebo or COVID-19 mRNA Vaccine. In the clinical study, participants were required
to observe a minimum interval of 60 days before or after receipt of blood/plasma products or
immunoglobulins within through conclusion of the study in order to receive either placebo or
COVID-19 mRNA Vaccine.

The population for the analysis of the primary efticacy endpoint included, 36,621 participants 12 years
of age and older (18,242 in the COVID-19 mRNA Vaccine group and 18,379 in the placebo group)
who did not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose.
In addition, 134 participants were between the ages of 16 to 17 years of age (66 in the COVID-19
mRNA Vaccine group and 68 in the placebo group) and 1,616 participants 75 years of age and older
(804 in the COVID-19 mRNA Vaccine group and 812 in the placebo group).

Efficacy against COVID-19

At the time of the primary efficacy analysis, participants had been followed for symptomatlc S e

Hd-

COVID-19 for in total 2,214 person-years for the COVID-19 mRNA Vaccine and in total L~ q*-‘ anuT E?o
2,222 person-years in the placebo group. -




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

The vaccine efficacy information is presented in Table 2.
Table2: Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2, by age
subgroup — participants without evidence of infection prior to 7 days after Dose 2 —
evaluable efficacy (7 days) population

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior
SARS-CoV-2 infection*
COVID-19 mRNA Placebo
Vaccine
Sub NF=18193 N*=18,325 Vaccine efficacy
ubgroup Ciigs e et
nl® nib
Surveillance time® (n2%) | Surveillance time® (n29)
All subjects® 8 162 )
2214 (17,411) 2.222 (17,511) 95.0(90.0,97.9)
16 to 64 years 7 143
1.706 (13,549) 1.710 (13,618) 95.1(89.6,98.1)
65 years and older 1 19
0.508 (3848) 0.511 (3880) 94.7 (66.7, 99.9)
65 to 74 years 1 14
0.406 (3074) 0.406 (3095) 92.9(53.1,99.8)
75 years and older 0 5
0.102 (774) 0.106 (785) 100.0 (-13.1, 100.0)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and

at least 1 symptom consistent with COVID-19 [*Case definition: (at least 1 of) fever, new or increased cough,

new or increased shortness of breath, chills, new or increased muscle pain, new loss of taste or smell, sore

throat, diarrhoea or vomiting.]

*  Participants who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of

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

detected by nucleic acid amplification tests (NAAT) [nasal swab] at Visits 1 and 2), and had negative

NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were included in the analysis.

N = number of participants in the specified group.

nl = Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at

risk for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the

surveillance period.

n2 = Number of subjects at risk for the endpoint.

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

f. Confidence interval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method adjusted
to the surveillance time. CI not adjusted for multiplicity.

SH

o

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

Additionally, subgroup analyses of the primary efficacy endpoint showed similar efficacy point
estimates across genders, ethnic groups, and participants with medical comorbidities assoga&;‘éf?ﬂ%
high risk of severe COVID-19. e ‘\‘"Q #uTEo




Paediatric population

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

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

5.2 Pharmacokinetic properties
Not applicable.
5.3  Preclinical safety data

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

General toxicity

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

Genotoxicity/Carcinogenicity

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

Reproductive toxicity

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

6. PHARMACEUTICAL PARTICULARS
6.1  List of excipients

((4-hydroxybutyl)azanediyl)bis(hexane-6, 1 -diyl)bis(2-hexyldecanoate) (ALC-0315)
2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide (ALC-01 59)
1,2-Distearoyl-sn-glycero-3-phosphocholine (DSPC)

Cholesterol

Potassium chloride

Potassium dihydrogen phosphate

Sodium chloride




Disodium phosphate dihydrate
Sucrose
Water for injections

6.2 Incompatibilities

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

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

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

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

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

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

Diluted medicinal product

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

6.4 Special precautions for storage

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

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

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

Thawed vials can be handled in room light conditions.

When you are ready to thaw or use the vaccine

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

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

. After vial trays are returned to frozen storage following room temperature exposure, they must
remain in frozen storage for at least 2 hours before they can be removed again.

For storage conditions after thawing and dilution of the medicinal product, see section 6.3.
6.5 Nature and contents of container

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

Pack size: 195 vials

10
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6.6  Special precautions for disposal and other handling

Handling instructions

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

THAWING PRIOR TO DILUTION

™\ | e The multidose vial is stored frozen and
No more than must be thawed prior to dilution.

Frozen vials should be transferred to an

2 hours at environment of 2 °C to 8 °C to thaw; a
room 195 vial pack may take 3 hours to thaw.

Alternatively, frozen vials may also be

temperature thawed for 30 minutes at temperatures

(“P to 30 OC) up to 30 °C for immediate use.

e Allow the thawed vial to come to room

s temperature and gently invert it
10 times prior to dilution. Do not shake.
e Prior to dilution, the thawed dispersion
may contain white to off-white opaque
amorphous particles.

DILUTION

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

1.8 mL of 0.9% sodium chloride
injection

11




Pull back plunger to 1.8 mL to
remove air from vial

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

Gently invert the diluted dispersion

10 times. Do not shake.

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

12
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Record appropriate date and time.
Use within 6 hours after dilution

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

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

PREPARATION OF INDIVIDUAL 0.3 mL DOSES

OF COMIRNATY

0.3 mL diluted
vaccine

e 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.

e 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.

e Each dose must contain 0.3 mL of
vaccine.

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

SEEPAA
e Lo

requirements.
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7. MARKETING AUTHORISATION HOLDER
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 90840

Fax: +49 6131 9084390

info@biontech.de

8. MARKETING AUTHORISATION NUMBER(S)

EU/1/20/1528

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: 21 December 2020

10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.eu.
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?Lleﬁ MiKapchKuii 3acib niaigarae 101aTkOBOMY MoHiTopuHry. Lle’nacTs 3Mory mBHAKO BUABIATY

HOBY IH(OpMaUito 3 Ge3nexn. MeanuHuX npauiBHuUKiB POCATE MOBIZOMIAATH MPO Gy ib-AKi MiA03pIoBaHi
noOiuHi peakuil. [Hpopmaniio om0 noRinoMeHHS PO NodiuHi peakuii aus. y posaini 4.8.

1 HA3BA JIIKAPCBKOI'O 3ACOBY

KomipHari, KOHUeHTpAT [Uist IPUroTyBaHHA AnCHepeii ans in’ ekuiii
COVID-19 MPHK Baxkuuua (Hykneoszun-moaudikosana)

2 SKICHHMHU I KUTBKICHUI CKJTAJ
Lle Garatopososuii ¢akon, BmicT Akoro cnix possecr nepej] 3aCTOCY BAHHSM,
Onur dnakon (0,45 M) mictuts 6 103 1o 0,3 M micas po3BeaCHHA (AuB. po3ainu 4.2 Ta 6.6).

1 nosa (0,3 ma) micturs 30 MKr BakuuHY 15 npodinaktuxu COVID-19 na ocHosi MPHK (BOymoBaHo
B JIIMIIHI HAHOYACTHHKH).

¢ oaHonanLorosa 5'-ken marpuuna PHK (MPHK), otpumana nusixom Oe3KTITHHHOT TpaHCKpUnii
p

in vitro 3 Bianosianux watbnouis JHK, axi konyiots BipyCHUI wMnononiGuuii 6inok (S-6inok)
Bipycy SARS-CoV-2.

[ToBHHUI CIMCOK OMOMIMNHHMX PEUOBYH HABEAEHO B po3aini 6.1.

3 JIIKAPCBKA ®OPMA

Konuenrpar ans npurotysanns aucnepeii ans in’exuiit (cTepunsHmit KOHUEHTpaT),
Bakuuna sBnse coGoio 3amoposkeny AMcrepceito Bia Ginoro o maiiske Ginoro kossopy (pH 6,9-7,9).

- KJIHIYHI XAPAKTEPUCTHUKH

4.1 Tlokazamus

KowmipHari nokasano s aktusHofi imynizauii s npodinaxtuky inpekuii COVID-19, Bukankanoi
Bipycom SARS-CoV-2, 8 oci6 Bikom Bix 16 pokis i crapiue.

Llio BakuMHy cntifl 3aCTOCOBYBATH Yy BIANOBIAHOCT 10 OdiunifiHuX pexomeHaaLii.

4.2 Cnoci 3acTocysauns Ta 103n

EOSE BaHHA

Ocobu gixom 6id 16 poxis i cmapute
Bakuuny Komipuari niciis po3eeness BBOASTS BHYTPILUHBEOM S30BO0 Y BHIIIS Kypey 3 2 103

(10 0,3 mn koxHa). PexoMeH10BaHO BBOAUTH ApYry 03y uepe3 3 TKHI nicns nepiuoi 1o3u (aus.
po3ainu 4.4 ta 5.1).

Hapasi nemae naHux 11010 MOKTHBOCT] B3aEMO3aMiHHOCT] BakuuHu KoMipharti 3 iHwumu sBakumnamu
Ans npoginakruku COVID-19 s 3aBEPLICHHA KypCy BakuuHauii. Ocodwu, sxi orpumannu 1 J03y

npenapary Kowmiphari, Bakumnmysatuca sapyre (s 3ABEPLICHHSA KYpPCY BAKLIMHALIT) TAKOXK MOBMHHI
npenapatom Komiphari.

Himu

Besneunicts Ta edexrupHicTs npenapary Komiphari B aiteii i mignitkis Bikom Mojoawe 16 pokis
NOKH He BeTaHoBNeH . Joctynni obMeskeni nani.




Hayienmu nimnvoeo sixy
Kopurysauns 1031 ans sactocypannsa B 0cib aiTHboro Biky > 65 pokis He notpibie.

Crocib 3acTocyBaHHs

KomipHari BBoaaTh BHYTPilIHBEOM 43080 Micas po3BeseHHs (AuB. poszin 6.6).

[Ticnst possenenus durakonu Komiphari mictats wicts 103 sakuunu no 0,3 mu. 1106 HabpaTH WicTs
7103 3 07HOTO (p1aKOHa, CIliA BUKOPUCTOBYBATH WIMPHLH Ta/a60 FONKH 3 MATUM MEPTBMM 00’ €MOM.
3aranenuii MepTBHii 06’eM WINPHLA i FONKM NOBUHEH CkAaaaTH He Ginbure 35 Mt ko
BHKOPHCTOBYBATH CTAHIAPTHI LINPHLHK i TONKH, 05’ €My npenapaty Moxe 6YTH He0CTATHRO AN
HaBMpaHHs WOCTOT 1034 3 0z1HOrO (hrakoHa. HezanexHo Bia Tuny mnpwua i roaxu:

. KOJKHA 103a MOBHHHA MicTUTH 0,3 MJT BAKLMHU,

. SKLIO KiNbKICTh BAKLMHH, WO 3ATHLIAETCA Y (NAKOH, HEOCTATHS ISl OTPUMAHHS MOBHOT
nozu 0,3 M1, citift yTHRI3yBaTH (IAKOH | HAZTMILKOBHH 06 em:

. He c11ia 06’ €AHYBATH B O/IHY 7103y HA/TULIKOBY BAKLIMHY 3 Ki/IbKOX ()/IaKOHiB.
Pexomennosane micue Beeenna: AensTonoaiGHuil M’ 43 BepxHBOT KiHUIBKY.

He cnin BBOAMTH BaKUMHY BHYTpIlIHBOCY AMHHO, NiAWKipHO a60 BHY TPILUHBLOIIKIPHO.

He caia smilyBatu saxuuny B OJTHOMY LINPHLI 3 OYIb-AKUMH IHIULMMM BaKLIAHAMK 260 JIIKAPCEKUMHU
3aco0amH.

3acTepexHi 3aX0/M, AKMX CITiJi BKUBATH i/l YaC YBeIeHHS BAKLMHH, OMMCAHO B posnini 4.4.

[HCTpYKUiT O0KO PO3MOPOIKYBAHHA BAKLMHM, NOBOKEHHS 3 HEIO Ta 11 YTHII3aLUT HaBeIeH] B
po3aii 6.6.

4.3 [porunoxazanus

inepuyTausicTs 10 Ait040T peuoBHHM aG0 10 Gy Ab-AKOT 3 AOMOMBKHUX PEYOBHH IIpenapary,
3a3HaYCHHX y po3aini 6.1.

4.4  OcobanBocti 3acTocyBanus

BiacrexypanicTs

3ajnis NOKpaLUeHHs BIACTEKYBAHOCTI G0N0 YHIX MEAMUHUX npenaparis Tpeda TOUHO BKA3yBaTH
B JOKyMeHTaUil Ha3By i HOMep cepii npenapary, 1O BBOAUTLCA.

3araneHi pekoMenaanii

Tinepuymausicmo | anagpinaxmuuni aeuwa

[loBinomnanocs npo anadinaktuuni asuwma. 3askau crin OyTH roTOBHMHU 10 HAJIAHHS HATIEKHOL
MEAMHHOT IOTIOMOTH Ta HAIJIAAY B Pa3i BAHHKHEHHA aHahinakTHYHO peakuii micns BeeaeHHA
BAKLIMHM,

[Ticns BakuMHALT peKOMEHAYETBCS YBAKHMIT HArAL YNpoaoe:x woHaimenue 15 xpunuy. He cnin

YBOIMTH NIpYry A03Y BAKIMHU THM, Y KOTO BUHHKIA aHaiakTHUHA peakliis Ha nepiy 103y
Komiphari.

Peaxyii, nog azani 3 mpusoeoro
Peakuii, now’s3ani 3 TpUEOrOI0, 30KpeMa BasoBarabHi peakuii (cunkone), rinepeenTHnsLis abo
peakiii, NoB’s3aHi 3i CTpecoM, MOYKYTH BUHHKATH y 3B’A3KY 3 BAKLMHALIECIO AK NCUXOreHHa BiANOBI/E



Ha iH’eKLiI0 roNKoK0. Basineo Bxutu 3ACTEPEKHUX 3aXO/IB, LUOD YHUKHYTH TPAaBM YePE3 BTPATy
CRiIOMOCT.

Cynymmusa xeopoba

AKio nauieHT CTpaskae Bif rocTporo TAKKOro (peOpunbHOTO 3aXBOpPIOBAHHS 260 rocrpol iHpexui,
BaKUMHALLiO cif BinknacTi. HasshicTs HesHauHoi indexuii 1a/260 Hesnaune MiABHLIEHHS
TEMIEPATYPU HE € MIJCTABOIO A1 BIAKIAAEHHS BAKLMHALLT,

Tpomboyumonenis ma nopyutenns seopmanns Kpogi
Sk i B IHIIMX BUNAAKAX BHYTPILIHEOM 130BHX iH’ €KL, BaKUWHY ca1if 06eperrHO BBOAHTH 0coBaMm,
SIKI OTPHUMYIOTh AHTHKOATYMSIHTHY Tepariito, abo nalieHTam i3 MOPYLUCHHAMHU 3rOPTaHHA KPOBI (AK-0T

reMo(ilie0), OCKINbKH MOXe BUHHKHYTH KPOBOTEYa 260 CHHL mic/is BHYTPiLIHBEOM I30BOT0
BBE/IEHHS TaKHM ocobam.

Ocobu 3 ocrabnenum imynimemom
Egexrusnicts, Gesneunicts Ta iMyHOreHHICTD BAKLMHU He OLIHIOBAIUCS B 0CIG 3 IMYHHHUMH

NOPYWEHHMH, BIOYAI04H OCI0, AKi OTPUMYIOTB IMyHOCYTIPECUBHY Tepaltiio. EdexrusHicts
KomipHari B 0ci6 3 ocnabnenum iMyHitetom moske OYTH HMKUOIO,

Tpusanicme 3axucmy

TpuBanicts 3axucTy, 110 3a0€e3ne4yeThes BAKLMHONO, HeBifoMa # BU3HAYAETLCS JIOCi 32 IOTIOMOT 010
KJAIHIYHHX JOC/iA5KEeHB, SKi TPHBAIOTE.

Obyencenns epexmusnocmi eaxyunu
Ak iy Bunaaky 3 Gyap-9KOI0 iHIIOK BAKLMHOW, iMyHizauis npenaparom Komiphati moske

He 3a0e3MeYuTH 3aXMCT yCiX peummnienTis, Ocobu MOXKyTH OYTH He MOBHICTIO 3aXMILEHI, T0KU He
CIUIHHYTb 7 JIHIB IiCJIst APYTOi 103 BAKLMHH,

JonomizKHi pe4oBUHU

L5 BakumHa mictuts MeHwe | Mmons kanito (39 Mr) Ha OAHY A03Y, TOOTO MPAKTHUHO KHE MICTHTE
Kastio,

L1 Bakumna mictuts MeHie | mmons Hatpiio (23 M) Ha OJHY 03y, TOOTO NPAKTHUHO «HE MICTHTB
HaTpito».

4.5 Bsaemonis 3 immumu JikapebKkumu 3acodavu Ta inmi thopmu B3zaemonuir

Joc/iKEHHS B3aEMOLIT He TPOBOAMIHCS.

Onnouacue sresiennst KoMipuarti 3 iHuiMu sakumHamu ne JI0Ci Ky Bastoes.

4.6 ®epruabHiCTH, BariTHiCTL i JakTanis

BaritHicTh

€ obmesketriuit focsin Bukopucetania Komipuari y Barithux kiHok. Jocnimkenns Ha TBApHHAX HE
BKa3yOTE Ha NpAMHA a60 noOivHMI WKIATHBKMI BONKMB HA BAriTHICTH, PO3BUTOK emOpioHa/ruiona,
nosoru abo nocTHaTanbHUH PO3BUTOK (AMB. po3ain 5.3). YeeaeHHs Komipnari nix yac parirxocrti

CJI/L PO3rIANATH, TUTBKH AKILO MOTEHLIHHI nepesard Oiibli 3a MOTEHLIHHI pusnky ais marepi i
nioaa.

pyaHe BUroaoBYBaHHS

Hegizomo, uu suainserscs Komipuari B skitoue TPy /HE MOJIOKO.,

DepTUILHICTE



Hocmivrenns Ha TBapUHAX HE BKa3ylOTh Ha npamuii aGo noGiunuil WKiuMeuil prius Y BHIVISAL
penpoAYKTHBHOT TOKCHYHOCTI (AMB. po3aia 3.3).

4.7 3paTaicTh BNAMBATH HA WBHAKICTH pearuil npu KepyBaHHi aBTOTpPaHCHOPTOM 200
iHMHMA MeXaHizMamu

KomipHari He BriinBae aGo makke He BIIMBAE HA 3[ATHICT KEPYBATH TPAHCTIOPTHHMH 3aC00aMHU
Ta npalosaty 3 Mmexanismamu. OiHax, feski egexru, BrazaHi B po3aini 4.8, MOKYTs CrIpapasTH
TUM4aCOBHH BIUIUB HA 3[1aTHICTh KEPYBATH TPAHCTIOPTHUMH 3aco0amu a60 NPALOBATH 3 MeXaHiBMaMHK.

4.8  IMoGiuni peakuii

Pestome npodimo Gesneunocri

Besneunicts npenapary Kowmipuarti ouinioBany B yuacHukis BikoM 16 pokis i crapie y 2 KIiHI9HHX
HOC/IDKEHHAX, 10 SIKNX Oys10 BknroueHo 21 744 yyacHukH, wo OTPUMAJTH [IPHHAHMHIL OJIHY 103y
KowmipHari.

Y nocnipkensi 2 zaranom 21 720 yuacuukis sikom Bix 16 pokis i CTaplle OTPUMANIH WoHaHMeHe
1 nosy npenapary KomipHari i 3araom 21 728 yuacuukis Bikom Biz 16 pokis i crapiie OTPUMYBAJIH
iane6o (BunouHo 3i 138 ta 145 nignitkamu sikom 16 i 17 pokis Y rpynax, 1o OTpHMYBajlu
BIAIOBIAHO BaKLMHY if miaue6o). 3aranom 20 519 yuacuuxis sikom 16 poxiB abo crapuie oTpuManH
o 2 no3u Komipuari.

Ha mMoMmenT ananisy panux gocnimpkenns 2 sarasom 19 067 yuacHukis (9531 ocoba y rpyni npenapary
KowmipHari Ta 9536 oci6 y rpyni niaue6o) sikom Bia 16 pokie i crapiue MPOXOAMIIN OLIHKY
GesneuHocTi WoHalimene uepes 2 MicsLi nicis BBeIeHHs APYrol 4030 BaKUMHM Komipuari. 3arasiom
Gyno exmoueno 10 727 yuacuukie (5350 no rpynu Komipsati ta 5377 1o rpyn nnaiebo) Bikom Big
16 10 55 pokis, a Takox 3aranom 8340 yuachukis (4181 1o rpynu Komiphari ta 4159 o rpynu
niauedo) Bikom 56 pokis i crapuie.

Haii6inbw yactumu noGiunnMu peakuisamu B ydacHHkis Bikom Bin 16 pokis i crapure Oynu Gink

y micui in’exuii (> 80 %), mixBuiLeHa BTOMIIOBAHICTS (> 60 %), ronoBHHUii Gisb (> 50 %), mianris Ta
03400 (> 30 %), aprpanris (> 20 %), nipekcis Ta HabpsK y Micui in’exuii (> 10 %); sk npasuno, yci
siBHIIA Gy.u Jierkoi abo NOMipHOT IHTEHCHBHOCTI Ta MHHAH uepe3 AeKi1bka AHIB Mic/s BaKUMHALLL,

Heimo Hipkya 4acToTa B PeaKTOreHHOCTI Gy/a MoB’s3aHa 3i CTapuiuM BikoM.



Tabnuunuii cnycox modIYHMX peakiiiil, BUABIEHMX i Yac KNiHiYHUX 10CaLmKe s

MoGiuni peakuii, U0 criocTepiraaues MijJ Yac KHIMHUX A0C/IIKEHb, NEPETiYeH] HUKYE 32 TAKUMH

KaTeropisM 4acTOTH:
aye uacto (> 1/10),

yacto (Big > 1/100 mo < 1/10),
Hewacro (Big > 1/1000 no < 1/100),
piako (six > 1/10 000 xo < 1/1000),
nyxe piako (< 1/10 000),
4acTOTa HEBIAOMA (HEMOMK/IMBO BCTAHOBHMTH Ha MMIJCTABI HATBHHX AaHHX).

Tabauus 1. Iobivni peakuii, o cnocrepiraines mix uac xkainiunnx gocaimxens Komipnari

Yacrora
: 1eBioMa
Kanac Yaero Pinko HERpian
Hywxe i Heuacro . (Hemo:knnBO
ypaskeHHs (Bin . (Bin
i 4acTo (Bin > 1/1000 no BCTAHOBHTH HA
oprasis i & 1/10) =>1/100 no <1/100) >1/10 000 Siroma
cucTeM Opragie - <1/10) ao < 1/1000) o
HASBHHUX
JIaHux)
[Mopyuienns 3 Jlimbanenonatis
boky
KPOBOHOCHOT Ta
aiMbaTuaHOT
cUCTEM
[Topyuenns 3 Anadinaktuuna
Ooky iMmyHHOT peaxuis;
CHCTEMH CinepUyTIHBICTD
[Meuxiarpuusi Bescouns
poznajnu




Yacrora
Knac Yacro Pinxo SRR
S Hyxe fist ‘ Heuacro (i (semomnBo
yp . 4acTo (Bim = 1/1000 xo BCTAHOBHTH HA
DERmE! | sy | S < 1/100) = VI nixcrasi
CHCTEM Oprasis <1/10) a0 < 1/1000)
HASIBHHX
JaHHX)
[Topy1ueHns 3 [onopuuit ["ocTpuii
Goky HepBoBoi | Ginb nepudepuyin
CHCTEMH nit napaniy
o6anuus’
Llnyukoso- Hynora
KHLLKOBI
posnaau
[Mopywenns 3 Aptpanris; Binb y kinuisui
Goky onopHo- Mianris
pPYXOBOTO
anapary ta
3’€AHYBIBHOT
CIOMYHHOT
TKaHUHH
3arabHi Bine y [Moyeproni | Hesmyxanus;
posnanau Ta MicLii HHS B MicLli | cBepOiK y Micui
CTaHu B MicLi iH’ekuin; iH exuii i’ exuit
BBE/ICHHS yTOMa;
03HO00;
nipexcis*;
HaOPAK y
micui
i1’ exuil

* BHlila yacToTa nipexcii crioctepiranacs nicas 2-i 103u.

¥ Tpotsrom nepiogy KOHTPOMO Ge3nekH K0 ChOrOIHI MOBIZOMISIOCH Npo TOCTpHE nepudepuydHuil napaniy
00nMYYSA B YOTHPBOX YUacHUKIB i3 rpynu Bakuusu COVID-19 mRNA. ITouatok 6yB Ha 37-if AcHb micas 1-
i po3u (yuacHuk He oTpumaB 103y 2) i na 3-if, 9-i ta 48-it ani micna 2-1 nosu. [Ipo BUMALKM rocTporo
nepudepuiHoro napanivy obnuyus B rpyni miaue6o He MoBiAOMAANIOCS.

[Ipodine Gesriekn B 545 yuacHuKiB, 10 OTpUMyBaiid KoMipHari ta 6yau CEPOTO3UTUBHUMM JUTH
SARS-CoV-2 na suxinsomy pisHi, 6ye noaibHuii 4o npodino, o CIIOCTEPIraBes B 3araibHii
MONy ALl

[TosigomaenHs Npo nigo3popani noGiuni peakuil

ITosinomnenHs npo nigo3prosani nobiuni peakuii nicis peectpaii nikapeskoro 3ac00y € BOKIHBUMH.
Lle nae smory 3aificHioraty Ge3nepepBHUil MOHITOPUHT CHIBBIAHOLIEHHS KOPHCTI Ta PU3HKY
3aCTOCYBAHHS! JIKAPCHKOrO 3ac00y. MeAnUHUX NPaLiBHUKIB NPOCATE MOBIIOMIATH PO By Ab-aKi
Mif03proBaHi NoGiuHI peakLii yepes HaLiOHATLHY CHCTEMY 3BITHOCTI, 3asHaueHy B [ogarky V,

Ta 32 MOMITMBOCTI 3aB)K/IM BKa3yBaTH HOMEP cepil/mapTii npenapary.

4.9 IlepepozyBanus

JlaHi npo mepen03yBaHHs TOCTYMHI Bil 52 y4acHMKIB, BK/IIOUEHUX A0 KITHIYHOIO 0CTIIKEHHS, K]

Hepes MOMUIIKY PO3BEACHHA OTpuMany 103y 58 Mkr KomipHari. ¥V uux yuacuuxis we crocrepiranocs
3011bLIEHHS PEAKTOFEHHOCTI 260 YACTOTH BUHUKHEHHS NOBIUHHX peaxuiii.

Y pazi nepenosypaHHs PEKOMEHLYETHCS MOHITOPHHT MOKA3HHKIB KMTTEBO BAYKINBHX dyHKLIH Ta,
AKILO HEOOXIAHO, CUMNTOMATHUYHE JHKYBAHHS.




5. PAPMAKOJIOTTYHI BJACTHBOCTI

51 Papmarkoaunamixa

({apmMaKoTepaneBTHYHA rPyria: BAKLUMHH, iH1i BipycHi Bakimuy, kon ATX: JO7BX03

Mexanizm il

Hyxieosun-moubikorana matpuuna (indopmauiiina) PHK y npenapari Komipuari s6ynosana

B JIMiJIHI HAHOYACTOUKH, WO A€ MOMNJIMBICTD JOCTABIIATH PHK, wo He pennikyoThes, Y KJIITHHH
OpraHiaMy-xassina Jyia IpaMoi TpaHsieHTHoT excripecii S-antureny Bipycy SARS-CoV-2. MPHK
KOZy€ 3aKpinieHuii Ha MeMOpaHi aHTUreH S TIOBHOT JOBXKHHH 3 JBOMA TOUKOBUMH MyTauismMu B
MeKaxX LUeHTPaIbHOI cnipani. MyTauis Lux ABOX aMiHOKUCIOT Ha npoin 6JI0Kye S B aHTHIEHHO
onTHMabHiH npedysiiiniit kondopmauiil. Bakuuna IHAYKYE K YTBOPEHHS HEHTPATi3yIOUMX AHTHTI,
TaK i KIITHHHY IMYHHY BIANOBIIb A0 aHTUrEHY — NOBEPXHEBOrO WHMONONIGHORO Ginka (S-6inok)
Bipycy, 110 MOXKe CHpHATH 3axucTy Big COVID-19.

EdekTuBHicTD

Hocnimkenns 2 — ye Gararouentpose, GaraToHaLiOHATbHE paHjiomizoBate nuiaLedo-KOHTPONbOBAHE
ciine juis crocTepirayin gochimxens das 1/2/3 wia BHOOPY BaKLMHU-KAHAMIATA, BU3HAYCHHA J03H
H eeKTHBHOCTI B yuacHUKiB Bikom Bia 12 pokis i crapuue. Panpomisauis Gyna crpatudikosana 3a
BIKOM yuacHuxiB: Bift 12 110 15 pokis, Bix 16 10 55 pokis a6o sig 56 POKIB i cTapiue; npunaiiMui 40 %
YHACHHKIB NPe/ICTaBNANH BIKOBY rpymy > 56 poxis. o YUacTi B IOC/KEHHI He J0MycKaIM ocif 3
ocnabiieHUM IMyHITETOM Ta ocif, y akux paHiue 6yB AiarHOCTOBaHHI COVID-19, niarsepmkennii
KAlHIMHO abo MikpoGionoriuno. Ocobu 3 yixe iCHYIOUMM CTaBiTBHIM 3aXBOPHOBAHHSAM, fKE
BH3HA4a10Cs K 3aXBOPIOBAHHS, L0 He MOTpedye 3HAYHMX 3MiH y Teparmii a0o rocmitatizaiii 3
MPUBOAY 3arOCTPEHHA 3aXBOPIOBAHHA MPOTATOM 6 THIKHIB 10 BK/IKOYEHHS B HOCTIIKEHHS,
AOTYCKAIMCS [0 Y4aCTi B JOCAILKEHHI, K i 0co0M 3 BiZOMUMU cTaGiTBEHUMHU indekuismu Bipycy
imyHoaediuuty nomunu (BUI), sipycy renatuty C (BI'C) aGo Bipycy renatuty B (BI'B). Ha moment
aHANi3y JaHuX nochimkenHa 2 Gyna aoctynHa indopmais ais YYaCHMKIB BikOM Bix 16 pokis i
crapiue.

EdexTusnicts B yuacHukip pikom 16 pokis i crapiue

¥ uactuni dasu 2/3 gocnimkerns 61u3pko 44 000 yyacHukis Oynu panaoMizoBani B piBHuX
CHIBBiHOIEHHAX Ha ABI rpyny, OfHA 3 IKKUX oTpumMyBana 2 1031 MPHK-sakiwmnu ans npoginakruku
COVID-19, a inma — 2 no3u nnaue6o 3 intepsanom 21 aeHs. Auanizu eDEKTHBHOCTI BKAIOYAIH
YYAaCHHKIB, SIKi OTPUMYBA/IM APYTY BAKUMHALLO BnpozoBx BiA 19 1o 42 auis nicas nepioi
BaKUMHAUil. Y Ginbwocti Bunaakis (93,1%) apyry 103y sakimuu OyJ0 oTpumano yepes 19-23 i
nicns 1-1 no3u. 3a yuacHukamu MIaHYETBCS CIIOCTEPiraTH MPOTArom 24 Micsawuis ricas 2-i JO3H JJis
OUIHKH Ge3neuHOCTi i eeKTHBHOCTI BAKLIMHM /1118 npodinaktiku COVID-19. ITix wac kiiniusoro
AOCITIIKEHHA BiJl yHACHHUKIB BUMATATH BUTPHMATH MiHiMATbHUI iHTepean 14 auip 1o i nicas
BBE/ICHHA BAKUMHH U1 NPO(UIAKTHKH FpHIly, wod oTpumary abo miauebo, aGo mMPHK-Baxunuy ans
npodinakriku COVID-19. [Tin yac KAiHiYHOro A0CHiKEHHS B YHaCHHKIB BUMArajii BUTPUMATH
MiHiMabHuii iHTepBan 60 auiB A0 abo micas OTPHMAaHH:A NPOAYKTIB KpoBi/mna3zmu abo

IMyHOTJIOBYJ1iHIB 0 3aKiHUCHHS AOCAIHKENHS, 1106 oTpumath abo nnauebo, abo MPHK-sakuuny s
npodinaxtuku COVID-19.

[orynsiuis s aHanisy nepsUHHOT KiHLEBOT TOUKH OL{iHKH eeKTHBHOCTI BKTIOYana 36 621 YHacHUKa
BikoM Bin 12 poxis i crapwe (18 242 yuachuka 8 rpyni MPHK-sakwmHu ang npodinakruku COVID-
191 18 379 yuacnuxis y rpyni nnaue6o), y skux ie 6y10 aokasis iHikyBaHHa Bipycom SARS-CoV-2
B MHHYJIOMY i 10 7 AHIB 1ic/1s OTPUMAHHA APYroT J03H, Kpim toro, 134 yuachuku Gyau sikom 16—

17 pokis (66 y rpyni, o otpumyBsasa MPHK-Bakuuty nns npodinakruku COVID-19, i 68 y
rpyninnauedo), a 1616 yuacuuxkir 6ynu sikom 75 poxis i ctapuie (804 y rpyni, 1o otpumysana
MPHK-paxuuny s npodinakrukn COVID-19. i 8§12 y rpyninnaue6o).

L
/
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Edexrusnicts npodinakruxu COVID-19

[Tin uac nepeuHHOroO aHanizy eQekTHBHOCTI 32 yuacHHKAMH CTIOCTEPIraH st BUABIECHHS BUNAAKIB
cuMnTomarniHoro nepebiry indexuii COVID-19 npotarom saramom 2214 nauieHTo-poKiB y rpymi
MPHK-Bakuusn ans npodinakrukn COVID-19 i nporarom saranom 2222 NaLieHTO-POKIB y rpymi
nnareoo.

He criocrepiranocs cratueTuyto 3uauymx KIiHIYHUX BIAMIHHOCTEH 110,10 3arabHO] edexTHBHOCTI
BAKLMHM B YHACHUKIB i3 MiABMILEHAM PHIHKOM THKKOrO nepediry 3axsoptosanus COVID-19,
BKTIOHalo4H 0Cif, AKi Manu oHe abo ekinbka cynyTHix 3aXBOPIOBaHb, WO 301BIIYIOTE PH3HK
Tkkoro nepediry COVID-19 (Hanpuknaz, GpoHxianbha acT™a, iHAeKe MacH Tina (IMT) > 30 kr/m?,
XPOHI4HE 3aXBOPIOBAHHS NIETeHB, LyKPOBHii iaber, aprepiasnbHa rineprensis).

[Hopmaniro npo edexTHBHICTE BAKLMHY HABEAEHO B TAGAMLL 2.
Tabnuus 2. Edexrupnicts Bakunnn — nepue puunknensns COVID-19 uepes 7 nuiB nieau 2-

11034, 32 BIKOBOIO NIATPYIIOI0 — VUACHHKH 0e3 03HAK 3apakeHHs 10 7 AHIB picJin
2-1 1030 — ponvjisinisi A4 oniHBaHoi ebexkTHBHOCTI (7 AHIB)

Hepwme punnknenna COVID-19 uepes 7 anis micas 2-i qo3u B Y4YACHHKIB §e3 o3naK
nonepelHLOro 3apaskenuss SARS-CoV-2%
mPHK-paknuna ILaranedo
COVID-19
N*=18 198 N*=18 325 Edexrupnicrs
Hiarpyna Bunaakis Bunanxis BAKIHHH
ni® nl? % (95 % A1y
Yac cnoctepiranns® Yac cnoctepiranns®
(n2) (n27)
Yei magiestu® 8 162 .
2,214 (17 411) 2,222 (17 511) 95,0 (90,0; 97,9)
16-64 poku T 143 )
1,706 (13 549) 1,710 (13 618) 95,1 (89,6, 98,1)
65 pokiB i cTapiie 1 19 —
0,508 (3848) 0,511 (3880) w41 (66,1 55.5)
6574 poxu 1 14 oy
0,406 (3074) 0,406 (3095) 92,9 (33,1, 99,8)
75 pokiB i cTapuie 0 5 e
0,102 (774) 0,106 (785) 100 £-15,1; 100:9)

[Mpumitka. [Tiarsepmkeni sunanxy Gy BU3HAYEH 33 TOTIOMOTOIO MOJTiIMEPa3HOT MAHLIOrOBOT peaKLii 31

3BOpOTHOI TpaHckpunuieo (3T-IJIP) i npunaitmui 1 cumoromom COVID-19. [* Busnaucnus BHOaaKy:

(npuHaiiMui 1 i3 Takux cuMNTOMIB) IMXOMAHKA, NOSBA 260 MOCHIEHHS Kalnwe, nossa abo nocuneHus

3aULLIKH, 03HOD, MoABa ab0o MoCHIEHHs GO0 B M*A3aX, yTpaTa cmaky abo Hioxy, 6ins y ropni, niapes aGo

OnoBaHHs. |

*  YVuachuku, y XX He GyJ10 CeposIorivHOro 4y BipyCOIOTIMHOrO MiATBepAkeH s (10 2aKiHuenHs 7 AHiB
nic/is OTPUMAHHSA OCTAHHBOT 1034) MUHY 0T indekuii SARS-CoV-2 (To6T0 HeratuBHuUt pesynbTaT Ha N-
3B’A3YI04E AHTHTINO [y cupoBaTui] mig uac Bizuty 1 i BIICYTHICTS Bu3HaueHoro SARS-CoV-2 3a
AOMOMOTOI0 TECTIB METOAOM aMILTidikaLlii HYKIETHOBUX KHCIOT (MAHK) [HazansHiit mazok] nig uac
Bizutis 1 i 2) Ta ski manu HerarusHuit MAHK (Ha3anbHHil MA30K) M yac Oyab-AKOrO He3annaHOBaHOTO
BI3HTY 210 TOTO, AK CrUHAKM 7 AHIB micas 2- o3u, Oynu BKIIOYEH] 10 aHanizy.

a. N — ginbKicTh y4acHUKIB y 3a3HaueHiii rpyni.
nl — KinbKiCTh yuacHuKiB, WO BiANOBIAAIOTE BH3HAYEHHIO KIHLEBOT TOUKH,

B. 3araneHuii yac cnoctepiranus g 1000 0¢000-poKax AN 3a3HA4EHOT KIHUEBOT TOYKM A BCIX nalienTia Y
KOHIH rpyni 3 pusikom s kKinuesol Touku. Yacosuii nepion ans sunaaky COVID-19 HAPAXOBYETHCA i3
7 nniB micas 2-i 1031 10 KiHUA Nepiofy crocTepiraHis.

r. N2 — KiNbKICTh NAWEHTIB i3 PUIUKAMH 1S KiHIEBOT TOUKH,

A He inexrudikoBaHo riaTBepKeHHX BUNAAKIB B yUacHHKiB Bikom 1215 poKiB.

e.  Mosipunit inrepsan (JI1) ans edekTnBHOCTI RAKLIHK OTPUMAHO Ha ocHOBI MeToay Knonmepa — [Tipcona,
CKOpHrOBAHOrO 32 HacoM crioctepiranua. I ve Kopurysanu s BpaxyBaHHIg MHOXHHHOCTI.



3a pesysbTaTamMu Apyroro nepBUHHOrO aHaiisy, edexrusuicts MPHK-sakuuuu aisa npodijlakTHKu
COVID-19 nopirugno 2 nnaneSo B yuacHuKiB Bia nepiuoro sutnxuenns COVID-19, nounnatoun
BLUIIK 3 4aCOBOT TOUKH uepe3 7 IHiB MC/S BBeeHHS 1031 2, Y OPIBHAHHI 3 YUaCHMKAMH 3 AOKA3aMH
a0 Oe3 okasis nonepeHbol iHdekui, BukIvKaHoi Bipycom SARS-CoV-2, cranoenna 94,6 %

(95 % nosipuwii intepsan gifg 89,9 % 10 97,3 %) B yuacuukis sikom 16 pokis i crapuue.

Kpim Toro, aHasi3 nepBuHHOT KiHIEBOT TOUKH €)EeKTUBHOCTI 3 MiArpyHaMM 110Ka3as NoAiGHi OLIHKY
eheKTHBHOCTI /Ulsl y4acHHKIB 080X cTaTel, yCiX eTHIYHUX rPYIl Ta THX, XTO Mae CyMyTHi
3aXBOPIOBAHHS, 10B'A32HI 3 BUCOKUM PU3HKOM Baxkkoro nepebiry COVID-19.

ity

€sporieiicbie areHTCTBO 3 JIIKAPCHKHX 3aC06IB JO3BONHMIO 3aABHUKY BiITEPMIHYBATH 30008’ 13aHHS
HalaBaTH pe3yJIbTATH A0CTILKEHB i3 3aCTOCyBaHHS penapaty KoMipHarti B nauiesTin qutauoro Biky
ans npodinaxrikk COVID-19 (indopmanito npo 3actocysanss 8 aitedi aus. y posaini 4.2).

Lleii nikapebkuii 3aci6 Oyn0 3apeecTpoBaHO 3a Tak 3BAHOIO CXEMOO «YMOBHOIO yxBaseHHs». Lle
O3HaYae, WO O4IKYIOTECS MOAANBILI A0KA3H AJIS LBOTO JIKAPCHKOro 3ac00y. €Bporeiickke areHTCTBO 3

nikapebkux 3acobiB nepesipsTiMe HOBY indopmaLito Npo ueit nikapebkuil 3aci6 wonaiiveHte

KOKHOTO POKY, I Lsl KOPOTKA XapaKTEPHCTHKA JTikapehbKoro 3acoby Gy/ie OHOBITIOBATHCA B pasi
notpedu.

5.2 ®apmakokinernka

He 3actocoByerbesa.

5.3  oxnimiuni qani 3 6e3neunocti npenapary

HowniHiuni aaHi, OTpUMAHI B X0A1 CTAHAAPTHHX 0CTi/UKEHB TOKCHYHOCT], 30Kpema Ui
PEMPOAYKTUBHOT CHCTEMH i PO3BHTKY IUIOAY, 5araTopasoBUX 1103, CBiAYATE NP0 BiACYTHICTE

0coDIMBOT HEOE3MEeKH TS JIIOAHHY,

3arajibHa TOKCUYHICTE

¥ naurokie, sixkum ysoaunu KomipHati BHyTpiluHEOM 43080 (sKi OTpUMYBasK 3 MOBHI 1034 ana
JIOAMHH OfIMH pa3 WOTHIKHA, 1110 CTBOPIOBAIO BiHOCHO BULLI PIBHI B MALIOKIE uepes pisHUIO Mik
MacamH Tift), COCTepiranucs Habpaku i epuTemMu B MicLli iH’ €KLl a TaKosK 36inbwysanmes
nefikouuTH (30kpema, 6azodinu i eozunodinm), wo Bianosiaae sanatbHiit peakuii ta Bakyonizauii
MOPTAIBHUX IeNaToUKTIB Ge3 03HAK [OLKOIKEHHS MeuiHku. Yei peakuil Gyan 06opoTHUMH.

['eHoTOKCHUHICTB/KAH LEPOreHHICTE

HocninkeHHs reHOTOKCMUHOCTI Ta KaHLEPOreHHOCTI HE MPOBOAMIH. OUiKYeThes, 1O KOMIIOHEHTH
BakUMHH (J1inizu Ta MPHK) He MatoTh reHOTOKCHYHOrO noTeHLiany.

Penpo/lykTuBHa TOKCHYHICTE

Penpoaykrusuy TOKCHUHICTh Ta eMOPIOTOKCHUHICTL JOCTIKYBANM HA MALIOKAX [T Yac
KOMOiHOBAHOIO [I0C/IIDKEHHS PENPOYKTHBHOT TOKCHUHOCTI Ta €MOPIOTOKCHUYHOCTI, KOJIW CAMHLSM
BBOAUIM KomipHaTi BHY TPilUHBEOM S30B0 /10 CIIAPOBYBAHHS Ta Mi/l YaC BATITHOCTI (BOHM OTpUMYBaJIH
4 MOBHI 1031 15 JIFOAMHH, WO CTBOPIOBAJIO BITHOCHO BHLL PiBHI B MAIIOKiB uepe3 PIHULIO MiX
MacamH Tul, iHTepBasl yBe/IeHH: CKIaaaB iz 21-ro ans ao cnapoByeatHs 10 20-ro aus BaritHocti).
Bianosiai y surnsazi anturin, wo Heiirpanisytors SARS-CoV-2, CNOCTEpIiraiucs y caMHuilb Bif
Mepiojly 10 CnapoByBaHHs [0 3aBEPLICHHS HOCAILKEHHS Ha 21-H MoCTHATAIBHMI JEHb, & TAKOWK Y
roaax i noromctsi. He cnoctepiranucs edexru, nos’s3ani 3 BaKLMHOIO, 1110 BIUIMBAIK O Ha
tepTrnbHicTs, BariTHicTs a0 po3BHTOK eMOpioHiB/MONIR 4K noToMeTEA. Jlani w00 MIALEHTAPHOrO
nepeHecenHs sakuniu Komiphati abo 1 BUAINEHHS B MOTOKO BifCyTHI.

6. DAPMAIEBTUYHI XAPAKTEPHUCTUKHU

6.1  Cuucox JonoMiBKHNX pevoBnH

10
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o

((4-rigpoxenbytun)asanaiin)Gic(rexcan-6, 1 -niin)dic(2-rexcunpexanoar) (ALC-0315)
2-[(nonietnnenriiikons)-2000]-N, N-aurerpasermnanerami (ALC-0159)
1,2-nuereapoin-cu-riiuepo-3-gocdoxonia (DSPC)

Xonecrepuu

Kanito xopua

Kaniro guriapodocdar

Harpiio xnopupg

Hunatpito docdar aurigpar

Caxaposa

Boga ms in’exuiii

6.2 HecymicuicTp

Lleit nikapeskuii 3aci6 ne MoskHA 3MILLYBATH 3 [HIIMMH NIKapCbKUMHU 32C00aMHU, 38 BUHATKOM THX, 110
BKa3aHi B po3aini 6.6.

6.3  Tepmin upuaarnocri

Hesigkpurtuii hnaxon

6 micsauis 3a Temnepatypu Bix —90 10 — 60 °C.

[Ticns BunyueHHs 3 MOPO3MILHOT KaMepH HeBIAKPUTA BakLMHA Moxke 30epiraTucs MaKCUMyM 5 auiB

3a remmniepatypu 8ia 2 °C go 8 °C, a Takok MakcHMyMm 2 roauHM 3a Temnepatypu 1o 30 °C nepen
BUKOPHCTAHHSM.

Posmopo:keny Bakiuuy 3aGopoHseTsC 3aMOPOKYBATH NIOBTOPHO.

3aKpHTi KPULIKAMH TTI0HH, 11O MIicTATh 195 (bnaxoHis, BUHHATI 3 MOPOZUIBHOT Kamepu (< -60 °C),
MOXYTh 30epiraTucs 3a KiMHaTHOT Temmeparypu (< 25 °C) ynpoaossK 10 5 XBHIHH /U1s nepeHeceH s
MDK CEPEOBHIIAMH 3 YILTPAHH3BKOK Temnepartyporo. Ko niionu 3 diiakonamu, o sazuany aii
KIMHATHOT TEMNEPATY PH, OBEPHYTH /I0 MOPO3HIBHOT KaMepH, BOHM MaloTh 30epiratucs B
MOPO3HIILHIN KaMepi BNpoaoB:K WoHakiMeHLe 2 roauy, nepur Hixx iX MoskHa Oyae BUIHATH 3HOBY.

Possenenuii nikapcekmii 3aci6

XimiuHy i pisuuny crabinsHicTs nig yac BHKOPHCTAHHA OyN10 MPOAEMOHCTPOBAHO BIPOAOBK 6 FOIUH
3a Temneparypu Bia 2 °C 0 30 °C nicas po3peseHns B PO34uHI HATPItO x10puay 9 mr/ma (0,9 %) ans
in’exuiit. [3 mikpoGionoriunoi Touku 30pY JIKApChbKUii 32¢10 €1ia BUKOPUCTATH Heraiito. SKuo 3acio

He Oy/le BUKOPUCTaHO HeraiiHo, 3a uac i yMmoBH 30epiranns snponosx BUKOPUCTAHHS BiANOBiAae
KOPHCTYBaY.

6.4 Ocobuusi 3an00ixni 3axonn upn 30epiransi

3GepiraTi B MOPO3MIBHIKY NP TemnepaTypi Big —90 °C 10 —60 °C.
30epiraTy B 3aBOACKKIH ymakosui a1 3axXMCTY Bij CBiT/IA.

ITin uac 36Gepiranns neo6xiaHo MIHIMi3yBaTH BIUIMB KIMHATHOrO CBiTNA Ta YHHKATH MOTPANISHHS
MPSAMUX COHAUHUX APOMEHiB i ynbrpadionery.

3 po3amopoKeHUMH (IIAKOHAMM MOYKHA TIPALIOBATH B YMOBAX OCBITICHHS B NPUMILLCHHI.

Ko 6ynere rorosi poamopozutu abo BHKOPUCTATH BaKUHHY:

* [Minnouu 3 BiakpuTuMK KpULkamu 3 drakoHamu ao MiAI0HH, WO MicTATH MeHwe 195 drakoHie,
BHTACHYTI 3 MOPO3UITBHOT KamepH (< —60 °C), MOXKYTh 30epiraTues 3a KimHaTHOT TEMIEpATypu
(=25°C) no 3 xBuiun 115 BUiiMaHHs (nakownis abo nepenecenns mis CepeloBUIIaMH 3
YABTPAHU3BKOKO TEMIIEPATYPOIO.

Akuwo prakon BuAyUEHO 3 MigTOHA MUIs PAAKOHIB, Horo CIiZl PO3MOPO3UTH M5l BUKOPUCTAHHA.
[Ticas Toro sk nianonwm ans daaxonis, wo 3azHanm AT KIMHATHOT TeMnepartypu. MOBEPHYTO J10

MOPO3HIBHOT KAMEPH, BOHU MAIOTh 3AHILIATHCA B MOPO3HIIBHIA Kamepi inoHaiiMentue 2 roaum,
MEPLI HIK iX MO3KHA Oy /e BHiiMaTH 3HOBY.

1"




YMOBH 30epiranHs Mic/iA PO3MOPOIKYBaHH: Ta PO3BEACHH JIIKAPCHKOTO 3ac00Y HABEAEHO B
po3aini 6.3.

6.5 Tum Ta BMicT nepsHHHOI yNIAKOBKH

[Iposzopuii 6aratomozosnii pnakon 06’ emom 2 mi (31 cknia Tuny 1) 3 npo6koro (i3 CMHTETHYHOrO
OpomMOyTHIIKayuyKY) Ta MIACTHKOBHM KOBMAUKOM 3 BIAKH/HOIO KpHuIKoto Tty flip-off, 3
antoMiHieBnm oGkuMHUM Kinbuem. Koxen (nakoH MicTHTE 6 103, AMB. po3ain 6.6.

Posmip ynakosku: 195 ¢nakonis.

6.6  Ocoduusi sanodixui 3axoan nig yac yruaizauii npenaparty it inwi BraziBrn mogo
NOBO/IKeHHH 3 NPenapaTom

[HCTPYKLIT 3 NIOBOAKEHHS

KowmipHati Mae rotyBati MeAH4HUH NPALiBHUK, BAKOPUCTOBYIOUM ACENTHUHY TEXHIKY, 1100
3a0e3neunTH CTEPWIBHICTE NPUrOTORAHOT AUCTIEPCT.

PO3MOPOKYBAHHS ITEPE/] PO3BEJEHHAM

2°C 10 8 °C Ans po3MOpPOXKYBaHHS;
TemMnepaTrypu ynakoBka 3i 195 (uakonamu mosxe
(no 30 ) PO3MOpOYKyBaTHCA 3 TOAUHH.

s (rakoHu MOMKHA PO3MOPO3KTH 3a

JU1s HEralHOro 3acTOCYBaHHS.

¢ 3auekaiiTe, NOKH PO3MOPOKEHHI
(bnakoH HarpieTses 10 KiMHATHOT
TeMIepaTypH, Ta obepexHo
NepeBepHITh itoro 10 pasis o
posseneHHa. He ctpywyiite.

o [lepen pozpenenHam poamoposkena

amopdHi uacTuuku Big Gitoro a0
Maiike 6i10oro KoJsopy.

V| ® bararonosoruii pnakon 3Gepiracruca b

He Sinbie i 3dMOPOXKEHOMY CTaHi, HOro ciijg
PO3BMOPO3HTH MEPE PO3BEASHHAM.

2 roJuH 3a 3amopoykeHi GIaKOHHM ¢l nepeHecTH

KiMuaTHoi B CEPEOBULLE 3 TEMIIEPATY PO Bif

AnbTepratushmii crioci6: 3amoposkeHi

30 xBuanH 3a Temneparypu 10 30 °C

AKCTIEPCis MO3KE MICTHTH HENpo3opi
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PO3BEAEHHSI

1,8 M1 marpiro xaopuay 0,9 % s
in’ ek

Pozeenite posmoposkeny Bakuuny B
OPUTIHAIEHOMY (JIAKOHI PO3UUHOM
HaTPIIO XJIopuay ans v’ exuii 9 Mr/vn
(0,9 %) o6’emom 1,8 mu,
BHKOPHCTOBYIOUH TOJIKY Kajlidpy

21 abo Byskuy Ta aCeNTHUHY TEXHIKY.

Bursaraire nopwens na 1,8 mu,
1500 BUAAMNTH [0BiTpA 3 daakona

Bupishsiite THek y duakowi, nepi nix
BUIMATH FOJIKY 3 KpULIKH (JiakoHa.
Hast uporo sraruits 1,8 ma nositps s

NOPOXKHIMH WNPHL A/ PO3BEIEHHS.

&
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«
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OBepesxio nepesepHits posneaeny
Aucnepciio 10 pasis. He crpywmyiire.
Posgenena Bakuuna mae Burnsgati sx
Maiike Ointa aucnepcis 6ea BUAHMMX
HaCTHHOK. SIKIO BUAHO 4acTHHKM abo
KOIIp iHWMH, yTuitizyiite po3seeHy
BAKLIMHY.

3anuumiTe BignoBiany aary ii yac.
Buxopucraiite BIIDOZOBIK 6 roaquu
nicJIst pozBeeHHst

3anuuite Ha rakoHax i3 posBeseHOIo
BaKLIMHOIO BIAMOBiAHY naty i uac.

He 3amoposkyiite i He CTpyLUyiiTe
po3BeaeHy aucnepeito. ¥V pasi
30epiranss B X0M0AUIbHHKY
3aueKaiiTe, OKK poO3BeEHA AuCHepcis
HarpieTsCs 40 KiIMHATHOT TEMIIEPATY PH,
MepLl HiXX BUKOPHCTOBYBATH.

14



OIATOTYBAHHSI OKPEMUMX /103 KOMIPHATI 0,3 MJI

Y o [licna possenenns (GrakoH MICTHTS
) 0,3 mu posseaeHoi 2,25 MJ1, 3 AKHX MOKHA OTPHMATH 6 /103
A3 4 BAKIMHH 1o 0,3 mu.

®  3acTOCOBYIOUM ACENTHUHY TEXHIKY,

: npoesindikyiite kpulky (rakona

OZTHOPA30BHM AHTHCEITTHYHHM

TAMIIOHOM.

Binbepits 3 dnakona 0,3 ma

Komipharti.lllo6 otpumatu 6 103 3

- oaHoro (akona, ciin

Ll BHUKOPUCTOBYBATH LINPHLH Ta/a00

i FOJIKH 3 MAJIUM MEPTBUM 00’ €MOM.

f 3aranbHui MepTBHil 06’ em wpuua i

{ FOJIKH MOBHMHEH CKJIAAATH He Oinblle

| 35 mit Y pasi BAKOpUCTaHHS
CTAHJAPTHHMX IUIPHLIB i ronok 06 em
npenapary mMoxe OyTH HEAOCTaTHIM
[U151 OTPHMAaHHS 1LIOCTOT 103H 3 OAHOro
thnakoua.

s KoxkHa f103a nosuuHa MicTuTH 0,3 M
BaKLMHH.

o Slxuio 00’eM BakUMHHU, 11O
3anuuaeTees y GhIakoHi, HeOCTATHI
U1 OTpUMaHHsA noeHol go3u 0,3 mul,
yTUi3yHTe QrakoH i HapIMInKOBHIA
00’em.

®  VYTUi3yiiTe HeBUKOPHCTAHY BAKLHHY
uepe3s 6 TOJIMH mic/is po3BeaeHHs.

]
K>

==
g

Yrunizauis

Bynp-sikuii HeBMKkOpUCTaHHH NiKapChkuii 3acib Ta Bixoau ciij YTHJI3YBATH 3TiAHO 3 MiCLEBUMH
BUMOIaMH,

7. BIIACHMK PEECTPALIVHOIO TOCBITUEHHSI

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Hime4yunna

Ten.: +49 6131 90840

Dakc: +49 6131 9084390
info@biontech.de

8. HOMEP PEECTPALIIHOIO(-UX) HOCBIAYEHHSI(-HB)

EU/1/20/1528

9. AATA OTPUMAHHS TIEPIHOTO PEECTPAILIMHOTO IOCBIAYEHH:/
HOXOBXKEHHA TEPMIHY YHHHOCTI PECCTPALUNHOIO HOCBIAYEHHS
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Jlata oTpuMaHHs nepiioro peectpauiiinoro nocsiguenns: 21 rpyans 2020 p.
10. JJATA OCTAHHLOI'O HEPEI'JIAAY TEKCTY

JletansHa indopmauis npo ueit ikapebkuii 3acid aocTymHa Ha BeO-caliti €BponeHcbkoro areHTersa
3 JIiKapchKMX 3ac00iR: http://www.ema.europa.eu.
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B. PACKAGE LEAFLET
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Package leaflet: Information for the user

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

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

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

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

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

What is in this leaflet

1. What Comirnaty is and what it is used for

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

4. Possible side effects

5. How to store Comirnaty

6. Contents of the pack and other information

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

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

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

2. What you need to know before you receive Comirnaty

Comirnaty should not be given

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

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

° you have ever had a severe allergic reaction or breathing problems after any other vaccine
injection or after you were given Comirnaty in the past.
o you have ever fainted following any needle injection.
. 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 u,/i‘" %,

P %‘Q WU TaE S
As with any vaccine, the 2-dose vaccination course of Comirnaty may not fully protect alk i‘hqse wbo '
receive it and it is not known how long you will be protected.
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Children and adolescents
Comirnaty is not recommended for children aged under 16 years.

Other medicines and Comirnaty

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

Pregnancy and breast-feeding

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

Driving and using machines

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

Comirnaty contains potassium and sodium

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

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

3. How Comirnaty is given

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

You will receive 2 injections.

It is recommended to receive the second dose of the same vaccine 3 weeks after the first dose to
complete the vaccination course.

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

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

Very common side effects: may affect more than 1 in 10 people

° injection site: pain, swelling
° tiredness

. headache

o muscle pain

o joint pain

chills, fever
Common side effects: may affect up to | in 10 people

. injection site redness
. nausea

26
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Uncommon side effects: may affect up to 1 in 100 people

. enlarged lymph nodes
J feeling unwell
o pain in limb
insomnia
o injection site itching

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

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

Reporting of side effects

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

5. How to store Comirnaty

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

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

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

Store in freezer at -90 °C to -60 °C.

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

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

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

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

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

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

By
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6. Contents of the pack and other information

What Comirnaty contains

® The active substance is COVID-19 mRNA Vaccine. After dilution, the vial contains 6 doses
of 0.3 mL with 30 micrograms mRNA each.
® The other ingredients are:

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

— 1,2-Distearoyl-sn-glycero-3-phosphocholine (DSPC)

— cholesterol

— potassium chloride

— potassium dihydrogen phosphate

— sodium chloride

— disodium phosphate dihydrate

— sucrose

— water for injections

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

Pack size: 195 vials

Marketing Authorisation Holder
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Phone: +49 6131 90840

Fax: +49 6131 9084390
info@biontech.de

Manufacturers

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

Germany

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Belgium

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

Belgi¢/Belgique/Belgien Lietuva

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

Tél/Tel: +32 (0)2 554 62 11

buarapus Magyarorszag

[dpaiizep Jlrokcembypr CAPJI, Kion Ptizer Kft

bearapus Tel: +36 1 488 3700

Ten: +359 2 970 4333
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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

E)pidda
Ptizer EALdg A E.
TnA.: +30 210 6785 800

Espaiia
Pfizer, S.L.
TEIf:+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.l.
Tel: +39 06 33 18 21

Konpog
Pfizer EAMGg A.E. (Cyprus Branch)
TnA: +357 22 817690

Latvija

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

Pfizer Biofarmacéutica, Sociedade Unipessoal
Lda

Tel: +351 21 423 5500

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

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podroéja
farmacevtske dejavnosti, Ljubljana

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

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

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

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

URL: www.comirnatvelobal.com

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

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

The following information is intended for healthcare professionals only:

Administer Comirnaty intramuscularly after dilution as a course of 2 doses (0.3 mL each) 3 weeks
apart.

Traceability

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

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

THAWING PRIOR TO DILUTION
i N o The multidose vial is stored frozen and

must be thawed prior to dilution.

No more than Frozen vials should be transferred to an
2 hours at environment of 2 °C to 8 °C to thaw; a
room 195 vial pack may take 3 hours to thaw.

Alternatively, frozen vials may also be

temperature thawed for 30 minutes at temperatures

(llp to 30 OC) up to 30 °C for immediate use.
» Allow the thawed vial to come to room
> temperature and gently invert it

10 times prior to dilution. Do not shake.
* Prior to dilution, the thawed dispersion

may contain white to off-white > 9pa {11 B
amorphous particles. FATanuTI,
7 2% &, s

/N
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DILUTION

1.8 mL of 0.9% sodium chloride
injection

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

Pull back plunger to 1.8 mL to
remove air from vial

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

10 times. Do not shake.

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

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

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

0.3 mL diluted
vaccine

After dilution, the vial contains

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

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

Withdraw 0.3 mL of Comirnaty.

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

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,

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

Discard any unused vaccine within

6 hours after dilution.

Disposal

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

requirements.
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Jlucrok-Braaaka: indopmanist Aas1 KopueTyBaua

UA /18592 /0L 00 i)

Komipnati, kounenTpar 115t IpHroTyBanus Jucuepeii 418 in’ exuiii
Bakuuna na ocnosi vPHK ausa npodinakrnkn COVID-19 (mykieosna-moaudikobana)

vueﬁ JliKaperkwmii 3acid mimsrae qoparkosomy Mowitopunry. Lle nacte 3MOTY LIBHIKO BHABIISATH
HOBY iH(OpMaLiro 3 6esrexn. Bi MokeTe JOMOMOITH B LIbOMY, SKIIO [OBIIOMHTE npo noGiuni
eheKTH, AKi MOIIM y Bac BHHMKHYTH. [HopMaLis 010 TOTO, AK i KOMY MOKHA [OBiTOMHTH po
noGiuHi edexTH, HaBeeHa HATIPUKIHLI po3aity 4.

YBaxkHO npounTaiiTe NOBHICTIO el JTHCTOK-BKIAAKY, NEPII HiK 0TPAMAETE 10 BAKIHHY,
OCKUIBKH BiHl MicTHTB BakjuBY 1ist Bac indopmaniro.

° 30epexiTs ek IMCTOK-BKIANKY. Bin Moxe 3HanoGuTHes Bam y mMaiiGyTaromy.
. Axwo y Bac BHHMKHYTB 10/1aTKOBI 3aIIUTAHHS, 3BEPHITHCA 10 JiKaps, (apMarierTa Ui MEICECTpPH.
° Axmo y Bac BuHuKHYTH Oy 1b-Ki M0GiuHi eheKTH, 3BEPHITHCS 10 CBOrO JTiKaps, dapmanesTa

abo mezcectpu. Lle cTocyerhes Oy ab-AKHX MOMKIHBHX MOGIUHHX eeKTiB, He BKA3AHUX Y UBOMY
JIMCTKY-BKIaaui. J{us. po3min 4.

SIky indopmaniro micTuTh neii AHCcTOK-BRIAKA

Lo rake npenapat KomipHari i anst 4oro Bin 3acTocoByeThes.

o notpiGHo 3HaTH, Mepin HiK BH MOUHETe OTPpUMYBaTH nMpenapat KomipHarti.
Ak 3acTocoByBatH npenapar Komipuari.

Moxuei mo6ivHi peaxiii.

Sk 36epiratn npenapat Komipuari.

BmicT ynakoBk# Ta iHia iHpopmartis.

Sl s

IIfo Take npenapat Komipuari i 415 woro Bin 3acTocoByernes

Komiprati — e Bakimza 1ma npoginaxruku 3axsoproBanns COVID-19, sike BHK/HKAE Bipyc SARS-
CoV-2.

Ipenapar Komipari npusHaueHuii st J0pOC/IMX i MiATITKIB BikoM Bif 16 pokis i cTapiue.

BaxipHa npu3BoaMTE 10 TOTO, 110 iMyHHa cHcTeMa (IPUPOIHMI 3aXHCT OpraHi3My) yTBOPIOE
AHTHTLIA Ta KIITHHH KPOBI, 1O MPALOKOTH NPOTH Bipycy H, TAKHM YHHOM, 3aXHINA0Th Big COVID-
19.

Ockinbku KomipHati He MicTHTB Bipycy ais BUpoGIeHHs iMyHiTeTy, meit IIpernapar He MOKe
npu3BecTH 10 iHdikyBanags COVID-19.

2. Il{o moTpiduo 3naTH, nepm Hizk Bu nounere orpumysaru npenapar Komipnari

IIpenapar Komipnati e c.1ij 3acTocoByBaTH B HacTYynHOMY BHIAJKY:
° 3a HasABHOCTI aneprii Ha 1ilouy pedoBuHy abo Oy/1b-AKi iHIII KOMITOHEHTH LbOTO npenapary
(nepeniueHi B po3aisi 6).

3acrepexenns Ta 3anobixui 3axoau
[Topanptecs 3 nikapem, papmanieBToM 260 MeICECTPOIO, MEPII HiXK 3aCTOCOBYBATH BAKLIMHY, AKIIO:
° y Bac Gynp-komu BUHMKanM aneprivti peakuii ao yTpyAHeHHS QHXaHHS MIC/s il eKLii Oynb-
SAKOT iHIOT BakiuHK abo micst in’exuii Komipuari paniiue;
Bu Gy b-KkomH BTpavaiy CBiIOMICTE Mic/s roJKoBoi iH’ €Ki,
y Bac HasBHe Baykke 3axBoproBaHHs ab0 iH(DEKILs 3 MiBHILEHOO TeMneparypoto tina. [Tpore
Bu mosxeTe npoiity BakuuHaILio, Skio y Bac He3HauHe nigBUILEHHS TeMIepatyp Tina abo
IH(EKLIs BepXHIX JHXAIBHHX LUTAXIB, AK-OT 3aCTy/a;

° y Bac BUHHKAIOTb KPOBOTEUI, JIErKO YTBOPIOIOTECS CHHII a60 By npuiMaeTe MiKapcbKUH
npenapar Ui 3arobiraHHs yTBOPEHHIO TPOMOIB;

° y Bac ocnabnena imynna cucrema, Hanpuknaz sepes BUI-indekuito uu iHUTY XBOpOOY, abo
AKIO By npuiimaeTe fikapebki 3aco0H, AK-0T KOPTUKOCTEPOT/IH, 11O BIUIMBAIOTE HA IMYHHY
CHUCTEMY.
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K iy Bunanky 3 Gy/1b-sKHMH iHITHMH BAKIMHAMH, KyPC BAKLMHALLT Kowmipnari 3 2 103 Mmoxe He
3a0€3Me HTH 3aXHCT YCiX NALIEHTIB, AKi Ti OTPUMAJIH; TAKOXK HEBIZOMO, YIPOIOBK SKOro vacy Bu
Oynere 3axHIIeHi.

JitH Ta mipTiTRy
KomipHari He pexoMeHTyeThCs 3aCTOCOBYBATH Y JliTed BikoM 10 16 pokis.

IHwi sikapeeki 3acodm it npenapar Komipuari
Aximo Bu npuiiMaete, HeaBHO NpuiiMati abo MoykeTe NPHItHSTH Gy ab-aKi iHui Aiku, 260 Bu
HELLOIABHO OTPUMAH OyB-SKY IHILY BaKIMHY, MOBIIOMTe Npo Le Tikapio aGo (hapMalieBTy.

Barithicts Ta rpyase BarogoByBanus

Baritui nauienTky, a TakokK MALIEHTKH, AKi FOAYIOTE TPY/UTIO, BBAKAIOTE, L0 MOXKYTb OyTH
BATITHUMM, 260 MIaHYIOTh HAPOAMTH IUTHHY, NEPLI HiK 3aCTOCOBYBATH LU0 BaKIMHY, [I0BUHHI
3BEPHYTHCA 3a [OPAJIO0 JI0 CBOro Jjikaps abo apmanesta.

Kepysanns Tpancnopraumu 3aco6amu ii poGora 3 Mexanismamu

Heski epextn BakumHanii, 3a3naueni B posaiti 4 («Moxtisi mo6iuni peakwii»), MOKYTh THMYAcOBO
BIUIMBATH Ha Bauly 371aTHICTE KepyBaTH TPaHCTIOPTHUMH 3acobamu abo MpPALOBATH 3 MEXAHI3MAMH.
3ayekalite, MOKH Ui e)eKTH 3HHKHYTH, MEPLI HX KEPYBATH TPAHCIIOPTHHUMH 3acobamu a6o
MPaLfOBaTH 3 MEXaHI3MaMH.

Ipenapar Komipnari micrurs kaniii i narpii

Ll Bakumna mictute MeHme 1 MMosIb Katito (39 Mr) Ha oaHy 103y, TOGTO MPAKTHHHO «HE MIiCTHTE
KaJTifo».

[la BakiyHa MicTUTh MeHwe | MMOJTB HaTpilo (23 Mr) Ha OIHY 1103y, TOBTO MPAKTHYHO KHE MiCTHTE
HATpiO».

3. sk 3acrocoByBartu npenapar Komipnari
Kowmiphari BBOAATE micsis posBe/ienHs y BUMISAI iHeKuil B 103i 0,3 M7 y M’13 1wieva.
Bu orpumaeTe 2 in’eKitii.

Pexomennyerbes otpumaty Apyry 103y Tiel camol BakIMHM Yepes 3 THKHI mics nepuoi 1034, 1100
3aBEPILIMTH KypC BaKLHHALIT.

Axmo y Bac € Gyap-aki 104aTKOBI 3anMTaHH 1WO/I0 3aCTOCYBaHHS npenapaty KomipHari, 3BepHiTbCH
0 ¢BOro Jiikaps, (hapmaresTa abo MencecTpy.

4. MosxnBi nodiuni peakuii

Komiprari, sk i BCi BaKUMHH, MOYKe BUK/TMKATH NOGiuHi peakiii, Xoua BOHU PO3BHBAIOTHECH
HE B KOJKHOrO MallieHTa.

Myxe wacri nodiuni peakuii (MoxyTh BHHHKATH Outbw Hix B | 3 10 ocid):
61116, HAOPSAK y MicLli iH eKLiT;

BTOMJIIOBAHICTE;

rOJIOBHUH Gi/b;

Oinp y M’s3ax;

Oine y cyrnobax;

03HO0, MiJBHIIEHHS TEMIEPATYPH.

@ & @& o o o

Yacri nodiuni peaknii: MoxyTs BuHHKaTH B 1 3 10 0ci6:
o MOYCPBOHIHHS B MiCL 1H’€KILT;
o HYZ0Ta.
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HewacTi modiuni peaknii (MoxxyTs BUHHKATH He Ginmbur Hixk B 1 31 100 ocif):
» 36inbIeHHs TiMdoBy3IiB;

MOTaHEe CaMOIMOMYTTH;

Oinb y pykax i Horax;

OE3COHHI,;

cBepOiK y MicHi iH eKitil.

Piaki noGiuni peakmii (MoxyTh BUHHKATH He Oiibw Hbk B 1 3 1000 ocib):
. THM4YaCOBHH 0JHOOIUHHUI NMapaniy JULBOBOTO HEPBA.

Hesinomi (HeMOXKITHBO OI[IHWTH 33 JOTIOMOTOK HASBHUX JaHHX):
. TsKKa ajlepriyHa peaxiis.

HMosixomenns npo no6iuni peaxnii

Sxmo y Bac BunukHyTh Oyab-aKki moGivHI peakiii, 3BepHITLCA 10 CBOrO JiKaps, hapmaiieta a6o
mezcecTpu. Lle crocyeThes 6yap-aKuX MOMITHBHX MOOIYHHUX peakiii, He BKa3aHHX Y LIbOMY JHCTKY-
BKJIaII. BH Takox MoxeTe MoBizoMuTH npo Gy ab-aki mobiuni peakwii 6e3nocepeaHso yepes
HaLlIOHAILHY CHCTEMY 3BiTHOCTI, 3a3HaueHny B [lonatky V. Ta 32 MOKIIMBOCTI BKa3aTH HOMeEp
cepii/maprii npenapary. IToBigomssrous npo no6iyxi peakuii, Bu MoxeTe Z0TIOMOITH OTPUMATH
Ginbe iHdopMauii npo G6e3MeYHICTh LBOrO NiKApCHKOro 3acoly.

5. Sk 30epiraTu npenapar KomipraTi
36epiraiite Lei TikapchbKuii 3aci0 y HEAOCTYNHOMY [UIs AiTeH MicLi.

Hagenena nikye indopmattis mono 36epiraHHs, CTPOKY NPHAATHOCTI, BAKOPUCTAHHS Ta [TOBOKEHHS
MPH3HAYAETLCS U1 MEAHYHHX [IPaLliBHHKIB.

He BukopucToByiiTe nei nikapebkuit 3aci6 micis 3akiHYeHHsS TEPMiHY NMPHAATHOCTI, BKA3aHOTO Ha
YNakoBUi Ta eTukeTui micas ciuiB «[IpunaTHuit no». TepMmin npHaATHOCTI BIANOBIA€ OCTAHHBOMY
JIHEO BKA3aHOTO MicAIs.

30epiraT B MOPO3HIILHHKY MpH Temieparypi sig —90 °C no —60 °C.
36epiraTy B 3aBOACHKIH YMaKOBII U1 3aXKCTY Bil CBITIIA.

ITicns po3amMoporkyBaHHs BAKLMHY CIiJ PO3BECTH i 0apa3y BUKoprcTaTH. OHaK aHi 1010
cTabinbHOCTI MiC/Is PO3KPHUTTA YNAKOBKU BKa3yOTh, WO MIC/s BHHMAaHHS 3 MOPO3HJIBHOT KAMEpH
HEpO3Be/IEHY BaKIIMHY MOKHa 30epiraTi npotsirom 10 5 auis npu temnepatypi sin 2 °C g0 8 °C abo
1o 2 roauH npu Temneparypax 1o 30 °C nepen zacTocyBaHHAM.

[licna po3penenns BakuuHy cii 36epiratu npu Temnepatypi Bix 2 °C 1o 30 °C Ta BUKOPHCTATH
MpOTAroM 6 ronuH. Byab-saKki HEBUKOPUCTaHI 3aJMLIKK BaKLMHM CJTiJ] yTHII3yBaTH.

ITicia BUHHATTS 3 MOPO3HIBHHKA i PO3BE/ICHHS Ha (DIAKOHAX CJIiJl 3a3HAYMTH HOBY JaTY i Yac yTHITi3aLil.
ITicns po3aMoporKyBaHHS BaKLIMHY HE MOKHA 3aMOPOXKYBATH [IOBTOPHO.

He cnijt 3acTOCOBYBATH LIO BAKUMHY, SKILO MICIS PO3BEICHHA Po3urHy By nomiTHIH B HBOMY
CTOPOHHI YacTOYKH ab0 3MiHY KOIBOPY.

He Bukupaiite nikapceki 3acobHM B kaHai3alio abo pasoM i3 MoOyTOBHM CMITTAM. 3anuTaiiTe y cBOro
(bapmauesTa, SKMM YHMHOM CJ1iJ1 1030aBASTHES B HenoTpibHuX npenaparis. L{i 3ax01H JoMOMOXKYTh
3aXHCTHTH HaBKOJIMIIHE CEPEIOBUILIIE.

6. BmicT ynakoBkH Ta inma indopmauin

Komnonentu npenapary Komipuari

° Hirouoro peuosuHoro npenapary € MPHK-akunna aas npodinaktuku COVID-19. ITicas
po3BeneHHs (GIakoH MIiCTUTE 6 103 o 0,3 MJI, KOsKHA 3 AKMX MicTHTE 30 mxr MPHK.
. [Tpenapat Tako MICTHTH IHIII KOMITOHEHTH:

o ((4-rigpokcubyTtun)asanaiin)bic(rekcan-6,1-niin)6ic(2-rexcunaexanoar) (ALC-0313);
o 2-[(nmomiernaeHraikoas)-2000]-N,N-qurerpaneumnaneramia (ALC-0159);
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1,2-ucreapoin-cH-rainepo-3-pocdoxonin (DSPC);
XOIIECTEPHH;

Kaniio XJIOpHIL;

Kajio aurigpodocdar;

HATPIIO XJIOPHI;

aMHaTpito docdar aurigpar;

caxaposa;

BOJA [UIS iH EKILiH.

€000 000

3oBHimuiii Buraaa npenapary Komipnari ta Bmicr ynakosku

Baxkuuua ssnsie codoro aucnepciio (pH 6,9-7,9) Bin 6istoro no maibke Ginoro kombopy, 1o
MOCTAYAETBCA y 6araTo10308uX (rakoHax, 1o 6 103 y npo3opux dakoHax 06’emom 2 M (3i ckia
Ty I), i3 Npo6KoIo 3 KayuyKy Ta IJIaCTHKOBHM KOBIAYKOM 3 BiIKHIHOIO KpHIKok THity flip-off,
3 ATIOMIHIEBUM O0KHMHHM KLIBLEM.

Poawmip ynakoeku: 195 ¢uakonis.

BiracHuk peecrpauiiinoro nocsiauenns
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

Himeyuuna

Tem.: +49 6131 90840

Dakc: +49 6131 9084390
info@biontech.de

Bupotanku

BioNTech Manufacturing GmbH
Kupferbergterrasse 17-19

55116 Mainz

Himeuyuuna

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Besbris

3a indopmattiero mpo et mikapebkui 3aci6 3epraiiTecs 10 MiClIEBOro MPeICTABHUKA BJACHHKA
peecTpaLiiHOro MOCBiAYEHHS:

beabris//Iiokcemoypr JIutBa

Pfizer S.A/N.V. Pfizer Luxembourg SARL filialas Lietuvoje
TéV/Tel: +32 (0)2 55462 11 Ten.: +370 52 51 4000
Boarapin Yropuiuna

[Idaitzep JTrokcemOypr CAPJIL, Kion Pfizer Kft

Bonrapis Ten.: +36 1 488 3700
Ten.: +359 2 970 4333

Yexin ManabTa

Pfizer PFE, spol. s r.o. : Vivian Corporation Ltd.
Ten.: +420 283 004 111 Ten.: +35621 344610
Haniz Hopserin

Pfizer ApS Pfizer AS

Ten.: +45 44 201 100 Ten.: +47 67 526 100
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Himeuunna
BioNTech Manufacturing GmbH
Tesn.: +49 6131 90840

Ecronin
Pfizer Luxembourg SARL Eesti filiaal
Ten.: +372 666 7500

I'peuis
Pfizer EAMGG ALE.
Ten.: +30 210 6785 800

Icnanin
Pfizer, S.L.
Ten.: +34914909900

Ppaunis
Pfizer
Ten.: +33 1 58 07 34 40

Xopsaria
Pfizer Croatia d.o.o.
Ten.: +385 13908 777

Ipnannis

Pfizer Healthcare Ireland

Ten.: 1800 633 363 (GeskowurosHMiH)
+44 (0)1304 616161

Icnanais
Icepharma hf
Tem.: +354 540 8000

ITanisa
Pfizer S.r.l.
Ten.: +390633 18 21

Kinp
Pfizer EXAag A.E. (kinpeeka ¢inis)
Ten.: +357 22 817690

Jlarsis

Pfizer Luxembourg SARL filidle Latvija

Ten.: +371 670 35 775

Hinepaanan
Pfizer BV
Ten.: +31 (0)10 406 43

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

IToasma
Pfizer Polska Sp. z 0.0.
Ten.: +48 22 335 61 00

HopTyrasnis

Pfizer Biofarmacéutica, Sociedade Unipessoal
Lda

Ten.: +351 21 423 5500

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

CioBenis

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podroéja
farmacevtske dejavnosti, Ljubljana

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

CrnoBauyunna

Pfizer Luxembourg SARL,
organiza¢na zlozka

Ten.: +421 2 3355 5500

Dinnangin
Pfizer Oy
Ten.: +358 (0)9 430 040

I Beuin
Pfizer AB
Ten.: +46 (0)8 550 520 00

Besnka Bpurania (Ilisniuna Ipaanais)
Pfizer Limited
Ten.: +44 (0) 1304 616161

Marta octanuboi nepesipku nboro ancTra-sraaaku {MM/YYYY}

[leit nikapewkmit 3aci6 npoiios «ymoBHy peectpartiion. Lle o3nauae, 1o O4YIKYIOTECS MTOAAJIBILII
JOKa3H JUTA LIHOTO JIIKapehKoro 3acoly. €Bponekchke areHTCTBO 3 JIIKAPCBKHX 3ac06iB MepeBipsITHME
HOBY iH(popMaLiio npo Lel Nikapcebkuii 3aci6 oHaHMeHIE KOKHOTO POKY, 1 LeH JIMCTOK-BKIaiKa

Oy/le OHOBITIOBATHCSA B pasi moTpedu.

22

¥
N & 3
NS

-




Biackanyiite ko 3a 101OMOToK0 MOOUIEHOIO MPUCTPOIO, 1100 OTPUMATH LEH JMCTOK-BKIAIKY
PI3HMMH MOBaMH.

URL: www.comirnatyglobal.com

Hetansha iHdopmaLis npo uei nikapebkuii 3acid goctynua Ha BebcaiiTi €BponeiicbKoro areHTeTEa
3 JIiIKapchKHUX 3aco0iB: hitp:/www.ema.europa.eu.

Lle#t nucrok-Bkaanka goctynHui yeiva mosamu €C/EE3 Ha BebcaiiTi €BponeiichKoro areHTcTra 3
JiKapchKUX 3acoDIB.

Hacrynuna indopmanis npusHadeHa TLILKH 111 MeIHYHAX NPaliBHUKIB,

Komipharti ci yBOAHTH BHYTPILIHBEOM I30BO ITiC/Is PO3BEASHHA AK Kypc i3 2 103 (0,3 M KoxkHa) 3
IHTEPBAIOM 3 THIKHI.

BiacrexyBaHicTh

[1lo6 nonimuuTyH BiACTEXKYBaHICTE Gi0TOTrIYHHUX TiKapChKHX 3ac00iB, CIIiI YiTKO 3anucyBaTH HA3BY i
HOMep cepil BBEAECHOIO [penapary.

IncTpykuii 3 noBo:KeHAS
KomipHaTi NOBHHEH rOTYBAaTH MeIHYHHI MPalliBHUK, 32CTOCOBYIOYH aCeNTHYHY TEXHIKY, 106
3a0€3MeYUTH CTEPHIBHICT IPHIOTOBAHOT AUCTIepCil.

PO3MOPOXKYBAHHSI IEPE]] PO3BEAEHHAM

e baratonososuii uakoH 30epiracTeca B

. 3aMOPOXKEHOMY CTaHi, HOro ¢

He bisbiue PO3MOPO3HMTH NEPEL] PO3BEAECHHSIM.
2 roaMH 3a 3amopokeHi GIaKOHH CITiJI IepeHeCTH

KiMHaTHOI B CEPEeJIOBMIIE 3 TEMIIEPATYPOIO BiJT

 2°C 1o 8 °C a1 po3MOpOXKyBaHHS;

TeEMIIEpaTypH ynakoBka 3i 195 ¢iakoHaMu MOKe

( o 30 OC) PO3MOPOIKYBATHCA 3 FOQHHH.

y AnbTepHaTHBHUIT CrI0Ci0: 3aMoposkeHi

(h1aKoOHH MOYKHA PO3MOPO3HTH 34
30 xBH/IMH 3a TemnepatypH 1o 30 °C
[T HEFaHHOTO 3aCTOCY BAHHA.

e 3ayekaiTe, MOKH PO3MOPOKEHHH
(1akoH HarpieTbes 10 KiIMHATHOL
TeMIIepaTypH, Ta 00EPEIKHO
nepeBepHiTh Horo 10 pasiB [uis
pozeenenHs. He cTpyuyiire.

e [lepen poszeeeHHAM PO3MOpOIKEHA
JUUCTIEPCiA MOXKE MICTHTH HErpo3opi
amopdHi YacTHHKH Bij| Ginoro 10
Makie OUI0ro Komabopy.
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1,8 mu1 maTpiro xmopuay 0,9 % nus
i’ exniin

Po3Bes1iTe po3smMoOposkeHy BakLHHY B
OpHriHaIBHOMY (hJTaKOHI PO3YHHOM
HaTPilO XJIOPUIY /1S iH eKIiH 9 Mr/mit
(0,9 %) o6’ emom 1,8 M,
BHUKOPHCTOBYIOUH TOJIKY Kasliopy

21 abo By:>kH"y Ta aceNTHUHY TEXHIKY.

Bursarunits nopmens Ha 1,8 mu,
o0 BHAAJHTH NOBITPA 3 drakona

BupieHsiiTe THCK Y (pIIaKOHi, nepur HizK
BHHMATH rojIKy 3 KPHIIKH (h1akoHa.
Jlas usoro BTATHITE 1,8 MuT moBiTpA B
MOPOKHIH WIMPHLL /U1 PO3BEIEHHS.
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Obepexno, 10 pasis \

~ \
L

O6epeHO NepeBepHIThL PO3BEIEHY
nucrnepeito 10 pazis. He crpyuryiite.
PosBeneHa BakLHHA MA€ BUITIANATH AK
Maibke Oina qucnepeis 0e3 BHIMMMX
YaCTUHOK. SIKI0 BUAHO YaCTHHKH abo
KOJIip IHIUMH, yTUIi3y#Te po3BeieHy
BaKLHHY.

3anumirs BiINOBIAHY AaTy i yac.
Buxkopucraiite BnpoaoB:k 6 roaux
Hic/Is po3BeJeHHA

3anmuIniTs Ha dUIaKOHaX i3 PO3BEAEHOI0
BaKIMHOIO BiAMOBIIHY AaTy H yac.

He 3amoposkytite i He cTpyuryiite
po3BeleHy aucnepcito. ¥ pasi
30epiraHHs B XOIOIWIBHHKY
3aveKaiiTe, MOKH po3Be/ieHa AUCIIEepCis

HarpieTbes 0 KIMHATHOI TEMIIEPATyPH,

TMepIll Hik BHKOPUCTOBYBATH.

25




NIIrOTYBAHHA OKPEMMX /103 KOMIPHATTI 0,3 MJI

e [licna po3BeaeHHS (IAKOH MICTHTh
A 0,3 mut possesenoi 2,25 M1, 3 IKHX MOYKHA OTPHMATH 6 /103
i

BAKIMHH o 0,3 mu.
e  3aCTOCOBYIOYH aCENTHYHY TEXHIKY,

npoaesindikyite kpulky diakona
OJHOPA30BUM AHTHCEMTHYHHM
TAMIIOHOM.

s  BinGepits 3 daakona 0,3 mi
Komipnari.

{06 orpumaru 6 103 3 0AHOTO
(bnakona, cili BUKOPUCTOBYBAaTH
LITIPUIHA T2/ab0 TOJIKH 3 MATUM
MepTBHUM 00°eMoM. 3arajibHUi MEpPTBHi
00’€eM MWIMpHUIA | FONKH MOBUHEH
cK1aaaru He Oinbiie 35 MK

VY pazi BUKOPHUCTaHHA CTAHAAPTHHUX
LIMPHLB 1 rOJIOK 00’ €M npenapary
Moxke OYyTH HeOCTATHIM 14
OTPHUMaHHA LIOCTO1 1034 3 OJTHOIO
thnakona.

e Koskna no3a nopuuHa MictutH 0,3 M
BaKLIMHH.

e ko o6’eM BaKUMHH, 1110
3aTHIIAETHCS Y (DIaKOHI, HeJOCTATHIH
JUIsL OTPUMaHHs 1oBHOT 1031 0,3 M,
YTHII3yiTe (JIaKOH 1 HAUTHIIKOBHH
00’eM.

o  VYTUi3yiiTe HEBUKOPHCTAHY BaKI[UHY
yepes 6 rouH ITic/is PO3BEIEHHS.

Yruiaizanis
Byab-axHii HEBHKOPHCTAHUE JTIIKAPCHKHE 3acib Ta BiAXOAM CITiJl YTHII3YBATH 3Ti/IHO 3 MICLIEBUMU
BUMOTaMH.
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