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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
TICOVAC safely and effectively. See full prescribing information for
TICOVAC.

TICOVAC (Tick-Borne Encephalitis Vaccine), Suspension for
intramuscular injection
Initial U.S. Approval: 2021

--------------------------- INDICATIONS AND USAGE
TICOVAC is a vaccine indicated for active immunization to prevent
tick-borne encephalitis (TBE). TICOVAC is approved for use in individuals
1 year of age and older. (1)

For intramuscular use only.
o | through 15 years of age: each dose 0.25 mL
o 16 years of age and older: each dose 0.5 mL

Primary Vaccination: Three doses (2.1)

Primary Vaccination Schedule

1 through 15 years of

16 years of age and

age older
First dose Day 0 Day 0
Second dose 1 to 3 months after the 14 days to 3 months
first vaccination after the first

vaccination

Third dose

5 to 12 months after
the second vaccination

5 to 12 months after the
second vaccination

A booster dose (fourth dose) may be given at least 3 years after completion of
the primary immunization series if ongoing exposure or re-exposure to tick-
borne encephalitis virus (TBEV) is expected.

--------------------- DOSAGE FORMS AND STRENGTHS------mmmemmmemmeeee
Suspension for injection supplied as a 0.25 mL or 0.5 mL single-dose in
pre-filled syringes. (3)

CONTRAINDICATIONS
e Severe allergic reaction (e.g. anaphylaxis) to any component of TICOVAC.
“

ADVERSE REACTIONS

The most common adverse reactions are as follows:

o 1 through 15 years of age: Local tenderness (18.1%), local pain (11.2%),
headache (11.1%), fever (9.6%), and restlessness (9.1%). (6.1)

o 16 through 65 years of age: Local tenderness (29.9%), local pain (13.2%),
fatigue (6.6%), headache (6.3%), and muscle pain (5.1%). (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Pfizer Inc. at
1-800-438-1985 or VAERS at 1-800-822-7967 or http://vaers.hhs.gov.

See 17 for PATIENT COUNSELING INFORMATION.

Revised: 8/2021
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FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE

TICOVAC™ is indicated for active immunization to prevent tick-borne encephalitis (TBE). TICOVAC is
approved for use in individuals 1 year of age and older.

2 DOSAGE AND ADMINISTRATION
For intramuscular use only.
2.1 Dosage and Vaccination Schedule

e 1 through 15 years of age: each dose 0.25 mL
e 16 years of age and older: each dose 0.5 mL

Primary Vaccination: Three doses

Table 1: Primary Vaccination Schedule - TICOVAC

1 through 15 years of age 16 years of age and older
First dose Day 0 Day 0
Second dose 1 to 3 months after the 14 days to 3 months after the
first vaccination first vaccination
Third dose 5 to 12 months after the 5 to 12 months after the
second vaccination second vaccination

Complete the primary immunization series at least 1 week prior to potential exposure to TBEV (tick-borne
encephalitis virus) [see Clinical Studies (14.1)].

A booster dose (fourth dose) may be given at least 3 years after completion of the primary immunization series
if ongoing exposure or re-exposure to TBEV is expected.

2.2 Administration

Bring the vaccine to room temperature before administration. Shake well prior to administration to thoroughly
mix the vaccine suspension. After shaking, the vaccine should be a homogenous off-white, opalescent
suspension. Parenteral drug products should be inspected visually for particulate matter and discoloration prior
to administration, whenever solution and container permit. Do not administer if particulate matter or
discoloration remains after shaking. Administer vaccine by intramuscular injection.

3 DOSAGE FORMS AND STRENGTHS

TICOVAC is a suspension for injection supplied as a 0.25 mL or 0.5 mL single-dose in pre-filled syringes.



4 CONTRAINDICATIONS

Severe allergic reaction (e.g. anaphylaxis) to any component of TICOVAC [see Description (11)].
5 WARNINGS AND PRECAUTIONS

5.1 Management of Acute Allergic Reactions

Appropriate medical treatment and supervision must be available to manage possible anaphylactic reactions
following administration of TICOVAC.

5.2 Altered Immunocompetence
Some individuals with altered immunocompetence may have reduced immune responses to TICOVAC.
5.3 Human Albumin

TICOVAC contains albumin, a derivative of human blood. Based on effective donor screening and product
manufacturing processes, it carries an extremely remote risk for transmission of viral diseases and variant
Creutzfeldt-Jakob disease (vCJD). There is a theoretical risk for transmission of Creutzfeldt-Jakob disease
(CJD), but if that risk actually exists, the risk of transmission would also be considered extremely remote. No
cases of transmission of viral diseases, CJD or vCJD have ever been identified for licensed albumin or albumin
contained in other licensed products.

5.4 Limitation of Vaccine Effectiveness
Vaccination with TICOVAC may not protect all individuals.
6 ADVERSE REACTIONS

In clinical studies, the most common adverse reactions in subjects 1 through 15 years of age who received
TICOVAC were local tenderness (18.1%), local pain (11.2%), headache (11.1%), fever (9.6%), and restlessness
(9.1%).

The most common adverse reactions in subjects 16 through 65 years of age who received TICOVAC were local
tenderness (29.9%), local pain (13.2%), fatigue (6.6%), headache (6.3%), and muscle pain (5.1%).

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the
clinical trials of a vaccine cannot be directly compared to rates in the clinical trials of another vaccine and may
not reflect the rates observed in practice.

Among a total of 10 clinical trials, 3240 healthy children 1 through 15 years of age received at least one dose of
TICOVAC. A total of 4427 healthy adults 16 years of age and older received at least one dose of TICOVAC in
10 clinical trials.

Study 209 was a multicenter, open-label study to investigate the safety of TICOVAC in 2,417 healthy children
1 through 15 years of age who received three vaccinations (Day 0, 1 and 6 months after the first vaccination).
The incidence rates for local and systemic solicited adverse reactions within 4 days after each dose are
presented in Table 2.



Table 2:

Incidence Rates of Solicited Local and Systemic Adverse Reactions Within 4 Days After Each
Dose of TICOVAC, Children 1 through 15 Years of Age (Study 209)

Percentage (%) of Subjects
Age Dose 1 Dose 2 Dose 3
Group? Adverse Reaction N=2417 N=2410 N=2390
Local Reaction
1-15 Years | Tenderness 18.1 12.9 13.3
Local pain 11.2 7.9 9.7
Erythema 3.0 1.5 2.8
Induration 2.2 1.3 2.1
Swelling 1.9 1.1 2.5
Itching <0.1 <0.1 0
Ecchymosis 0 0 <0.1
Hematoma <0.1 0 0
Systemic Reaction
1-15 Years | Fever 9.6 2.3 2.4
Headache 11.1 3.9 34
Muscle pain 3.6 2.0 1.8
Loss of appetite 3.1 1.5 1.2
Nausea 33 1.0 0.8
geh}f;izi in slecping 2.8 1.0 0.8
Vomiting 1.7 0.7 0.3
Joint pain 1.2 0.6 0.5
N=584 N=581 N=576
1-5 Years Restlessness 9.1 3.6 3.5
N=1833 N=1829 N=1814
6-15 Years | Fatigue 6.3 2.4 2.5
Malaise 4.8 1.6 1.8

Abbreviation: N=total number of subjects who received TICOVAC at each dose for each age group.
Clinical trial identifier: NCT 00161863.
a. Some symptoms were solicited using different terms in younger and older children, to be age appropriate.

Incidence rates of fever reported within 4 days after each dose of TICOVAC, by age group, in Study 209 are
presented in Table 3.

Table 3: Fever Rates Within 4 Days After Each Dose of TICOVAC by Age Group
(Study 209)
Percentage (%) of Subjects

Dose 38.0-38.4°C 38.5-38.9°C 39.0-40.0°C >40°C

Age Group (100.4-101.1°F) (101.2-102.0°F) (102.1-104°F) (>104°F)
Dose 1

1-2 Years of Age (N=186) 23.7 59 5.9 0

3-6 Years of Age (N=563) 4.6 5.0 3.0 0




Table 3: Fever Rates Within 4 Days After Each Dose of TICOVAC by Age Group

(Study 209)
Percentage (%) of Subjects

7-15 Years of Age (N=1668) 34 2.0 0.3 0

Total (N=2417) 5.2 3.0 1.4 0
Dose 2

1-2 Years of Age (N=185) 9.2 2.2 0.5 0.5

3-6 Years of Age (N=561) 1.2 0.4 0.5 0

7-15 Years of Age (N=1664) 0.8 0.4 <0.1 0

Total (N=2410) 1.6 0.5 0.2 <0.1
Dose 3

1-2 Years of Age (N=184) 7.1 3.8 1.6 0

3-6 Years of Age (N=557) 1.4 0.4 0.7 0.2

7-15 Years of Age (N=1649) 0.6 0.3 0.2 0

Total (N=2390) 1.3 0.6 0.5 <0.1

Abbreviation: N=total number of subjects who received TICOVAC at each dose for each age group.
Clinical trial identifier: NCT 00161863.

The following additional adverse reactions to the vaccine have been reported in <1% of subjects 1 through
15 years of age who received TICOVAC in clinical trials (N=3240): vertigo, dizziness, sensory abnormalities,
abdominal pain, diarrhea, dyspepsia, injection site pruritus, and urticaria.

Study 208 was a randomized, comparative, single-blind study that assessed the safety of TICOVAC. Healthy
subjects 16 through <65 years of age (N=3966) were randomized 3:1 to receive two vaccinations with either
TICOVAC or a non-US licensed TBE vaccine comparator administered 21 to 35 days apart. Study 213 was an
open-label follow-up study to Study 208; all subjects who had received two vaccinations in Study 208
(regardless of which vaccine they had received) were eligible and received a third vaccination with TICOVAC
6 months after the first vaccination in Study 208 (N=3705).

Incidence rates of solicited local and systemic adverse reactions reported in Study 208 (Doses 1 and 2) and
Study 213 (Dose 3) are presented in Table 4.

Table 4: Incidence Rates of Specifically Solicited Local and Systemic Adverse Reactions Within
4 Days After Each Dose of TICOVAC, Subjects 16 through <65 Years of Age (Study
208/213)
Percentage (%) of Subjects
Dose 1 Dose 2 Dose 3¢
Adverse Reaction N=2977* N=2950" N=2790¢
Local Reaction
Tenderness 29.9 27.4 25.7
Local pain 13.2 13.5 12.0
Erythema 3.6 2.3 34
Induration 2.0 1.5 2.6
Swelling 1.6 1.4 2.0
Hematoma <0.1 <0.1 0.1
Ecchymosis <0.1 0 <0.1
Systemic Reaction
Fever 0.8 0.5 0.5




Table 4: Incidence Rates of Specifically Solicited Local and Systemic Adverse Reactions Within
4 Days After Each Dose of TICOVAC, Subjects 16 through <65 Years of Age (Study

208/213)
Percentage (%) of Subjects
Fatigue 6.6 4.1 53
Headache 6.3 4.4 4.9
Muscle pain 5.1 3.7 3.8
Malaise 49 33 3.7
Joint pain 1.4 1.1 1.4
Nausea 2.1 0.9 1.0
Swelling of the lymph nodes 0.6 0.3 0.7
Vomiting 0.2 0.1 <0.1

Clinical trial identifiers: NCT00161824 and NCT00161876.

a. N=total number of subjects who received 1 dose of TICOVAC in Study 208.
b. N=total number of subjects who received 2 doses of TICOVAC in Study 208.
¢. N=total number of subjects who received 2 doses of TICOVAC in Study 208 and received TICOVAC in Study 213.

The following additional adverse reactions have been reported in <1% of subjects 16 through <65 years of age
who received TICOVAC in clinical trials (N=4427): hypersensitivity, somnolence, vertigo, diarrhea, abdominal
pain, injection site pruritus, and injection site warmth.

Subjects who were seropositive either by ELISA or NT 1 month after the third dose in Studies 209 and 208/213,
were invited to participate in follow-up Studies 700401 and 223 (studies assessing antibody persistence and
response to a booster dose at 3 years), respectively. A total of 156 subjects received a fourth dose of TICOVAC
(0.25 mL), and 240 subjects received a fourth dose of TICOVAC (0.5 mL) in these clinical trials.

Incidence rates of solicited local and systemic adverse reactions reported in Study 223 and 70401 after the
booster are presented in Table 5.

Table 5: Incidence Rates of Specifically Solicited Symptoms of Local and Systemic Adverse Reactions
Within 4 Days After 4" Dose of TICOVAC

Percentage (%) of Subjects

Study 223 (N*=240) Study 700401 (N°=156)
TICOVAC (0.5 mL) TICOVAC (0.25 mL)
Local Reaction Tenderness 4.6 10.3
Injection Site Pain 3.8 14.7
Erythema 0.4 1.3
Induration 0.4 32
Swelling 0.8 3.2
Hematoma 0 0
Ecchymosis 0 0
Systemic Reaction Fever 0 0
Fatigue 0 0.6
Headache 0.4 3.2
Muscle Pain 0.4 32
Malaise 0.4 1.3
Joint Pain 0 1.3
Nausea 0 0.6



Table 5: Incidence Rates of Specifically Solicited Symptoms of Local and Systemic Adverse Reactions
Within 4 Days After 4" Dose of TICOVAC

Percentage (%) of Subjects

Study 223 (N*=240) Study 700401 (N*=156)
TICOVAC (0.5 mL) TICOVAC (0.25 mL)
Swelling of the Lymphnodes 0 0
Vomiting 0 0
Loss of Appetite NA 1.9
Changes in sleeping behavior NA 0

Abbreviation: NA=not applicable.
Note: Solicited symptoms with onset date between Day 0 (vacciantion day) and Day 4 were included in the analysis.
a. N=total number of subjects who received 4 doses of TICOVAC (0.5 mL) in Studies 208/213 and 223.
b. N=total number of subjects who received 4 doses of TICOVAC (0.25 mL) in Studies 209 and 700401.

Among 3240 subjects who received TICOVAC (0.25 mL) in clinical trials, serious adverse events (SAEs) and
death were reported in 62 subjects and 1 subject, respectively. Among 4427 subjects who received TICOVAC
(0.5 mL) in clinical trials, SAEs and deaths were reported in 54 subjects and 2 subjects, respectively. None of
these events was considered related to the vaccine. Only one SAE in TICOVAC (0.25 mL) was considered
possibly related to vaccine (febrile convulsion reported in a 12-month old male two days after vaccination in
Study 197, a postmarketing safety surveillance study).

6.2 Postmarketing Experience

The following adverse reactions have been reported spontaneously (postmarketing) with the use of TICOVAC
in the European Union (EU). Because these reactions are reported voluntarily from a population of uncertain
size, it is not always possible to reliably estimate their frequency or establish a causal relationship to vaccine
exposure.

e Infections and infestations: herpes zoster (triggered in pre-exposed individuals)

e Immune system disorders: anaphylactic reaction, hypersensitivity, precipitation or aggravation of
autoimmune disorders (e.g., multiple sclerosis)

e Nervous system disorders: convulsion, convulsion (including febrile), demyelinating disorders (acute
disseminated encephalomyelitis, Guillain-Barré syndrome, myelitis, transverse myelitis), encephalitis,
sensory abnormalities and motor dysfunction (hemiparesis, hemiplegia, VIIth nerve paralysis/facial
paresis, paralysis, paresis, neuritis, neuralgia, optic neuritis), polyneuropathy, meningism,
dizziness, aseptic meningitis

e Eye disorders: visual impairment, photophobia, eye pain

e Ear and labyrinth disorders: tinnitus

e (Cardiac disorders: tachycardia

e Respiratory, thoracic and mediastinal disorders: dyspnea

e Skin and subcutaneous tissue disorders: urticaria, rash (erythematous, maculo-papular, vesicular),
pruritus, dermatitis, erythema, hyperhidrosis

e Musculoskeletal and connective tissue disorders: back pain, joint swelling, neck pain, musculoskeletal
stiffness (including neck stiffness), pain in extremity

e General disorders and administration site conditions: injection site joint movement impairment, injection
site joint pain, injection site nodule, injection site inflammation, influenza-like illness, chills, gait
disturbance, asthenia, edema




8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general population, the
estimated background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2% to
4% and 15% to 20%, respectively. There are no adequate and well-controlled studies of TICOVAC in pregnant
women. Available human data are insufficient to establish the presence or absence of vaccine-associated risk
during pregnancy.

Developmental and reproductive toxicity studies in animals have not been conducted with TICOVAC.

8.2 Lactation

Risk Summary

Human data are not available to assess the impact of TICOVAC on milk production, its presence in breast milk,
or its effects on the breastfed. The developmental and health benefits of breastfeeding should be considered
along with the mother’s clinical need for TICOVAC and any potential adverse effects on the breastfed child
from TICOVAC or from the underlying maternal condition. For preventive vaccines, the underlying maternal
condition is susceptibility to disease prevented by the vaccine.

8.4 Pediatric Use
Safety and effectiveness of TICOVAC have not been established in infants below 1 year of age.
8.5 Geriatric Use

Clinical studies of TICOVAC did not include sufficient numbers of subjects aged 65 and over to determine
whether they respond differently from younger subjects. A clinical study (Study 690601, NCT00460486) of
TICOVAC enrolled 73 subjects 60 years of age and older, including 31 subjects 65 years of age and older.

11 DESCRIPTION

TICOVAC (tick-borne encephalitis vaccine) is a sterile, off-white, homogenous, opalescent suspension for
intramuscular injection. TICOVAC is prepared from tick-borne encephalitis (TBE) virus propagated in chick
embryo fibroblast (CEF) cells. The harvested virus suspension is inactivated by treatment with formaldehyde,
purified by sucrose gradient centrifugation and adsorbed onto aluminum hydroxide. TICOVAC is available in a
0.5 mL adult presentation and a 0.25 mL pediatric presentation.

Each 0.5 mL dose is formulated to contain 2.4 microgram (iug) TBE inactivated virus, 0.5 mg human serum
albumin, 0.35 mg aluminum hydroxide, 3.45 mg sodium chloride, 0.22 mg dibasic sodium phosphate, and
0.045 mg of monobasic potassium phosphate. From the manufacturing process, each 0.5 mL may also contain
formaldehyde (<5 pg), sucrose (<15 mg), protamine sulfate (<0.5 pg), and trace amounts of chick protein and
DNA from CEF cells, neomycin and gentamicin. The 0.25 mL dose of TICOVAC contains the same
components as the 0.5 mL dose in half of the quantities.

TICOVAC is formulated without preservatives.



12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

Following administration, TICOVAC induces TBEV-neutralizing antibodies, which are believed to confer
protection. However, a protective antibody level has not been defined.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

TICOVAC has not been evaluated for the potential to cause carcinogenicity, genotoxicity or impairment of
fertility.

14 CLINICAL STUDIES
14.1 Immunogenicity

Primary Immunization Course

The immunogenicity of TICOVAC described in this section is based on results from the following studies:

e Study 209: Healthy subjects 1 through 15 years of age TBE seronegative at baseline received three
vaccinations with TICOVAC. The first two vaccinations were given 1 month apart followed by the third
vaccination 6 months after the first vaccination.

e Study 213: Healthy subjects 16 to 64 years of age TBE seronegative at baseline who had received two
vaccinations in Study 208 given one month apart, received a third vaccination with TICOVAC 6 months
after the first vaccination in Study 208.

e Study 690601: Healthy subjects 16 years of age and older TBE seronegative at baseline received three
vaccinations with TICOVAC. The first two vaccinations were given 14 days apart followed by the third
vaccination 6 months after the first vaccination.

Table 6 shows neutralization test (NT) seropositivity rates 21 days after the third vaccination in subjects 1
through 15 years of age vaccinated with TICOVAC in Study 209.

Table 6: Seropositivity Rates (NT)* by Age Group; Post Dose 3" (Study 209)

Age Group % (n/N) (95% CI)*
1-5 Years 99.2% (125/126) (95.7%, 100.0%)
6-15 Years 99.6% (240/241) (97.7%, 100.0%)
Total 99.5% (365/367) (98.0%, 99.9%)

Abbreviations: CI=confidence interval; NT=neutralization test.

Clinical trial identifier: NCT00161863.

a. Seropositivity was defined as NT >1:10 (Neudoerfl TBE strain).

b. Evaluated 21 days after Dose 3.

c. Exact 2-sided CI calculated using the Clopper and Pearson method.

Table 7 shows NT seropositivity rates 21 days after the third vaccination in subjects 16 years of age and older
vaccinated with TICOVAC in Study 690601 and Study 213.



Table 7:  Seropositivity Rates (NT)* by Age Group; Post Dose 3°
TICOVAC (Studies 213 and 690601)

Age Group
(Study Number) % (n/N) (95% CI)*
16-64 Years (Study 213) 98.8% (411/416) (97.2%, 99.6%)
16-49 Years (Study 690601) 100.0% (144/144) (97.5%, 100.0%)
>50 Years (Study 690601) 98.7% (151/153) (95.4%, 99.8%)

Abbreviations: CI=confidence interval; NT=neutralization test.

Clinical trial identifiers: NCT00161876 and NCT00460486.

a. Seropositivity was defined as NT >1:10 (Neudoerfl TBE strain).

b. Evaluated 21 days after Dose 3.

c. Exact 2-sided CI calculated using the Clopper and Pearson method.

Seven days after the third vaccination, 90.6% of the subjects 16 years of age and older were seropositive (Study
690601).

Seropersistence and Booster Vaccination

Two open-label, multi-center, follow-up studies which enrolled subjects who were seropositive 1 month after the
third vaccination from Studies 213 (N=252, ages 16 through 65 at the time of first TICOVAC dose) and 209
(N=358, ages 1 through 15 at the time of first TICOVAC dose) were conducted to assess the seropersistence of
TBE antibodies after completion of the primary vaccination series and the antibody response to a booster
administration. Three years after the primary series of TICOVAC , NT seropositivity in follow-up studies 223
and 700401 ranged from 82.9% to 100% depending on age. Following a booster dose the NT seropositivity rates
were 100%.

14.2 Field Vaccine Effectiveness

In Austria, field effectiveness of TBE vaccines was assessed retrospectively for the period from 2000 to 2011.
During this period, two TBE vaccines were available in Austria. The market coverage in Austria for TICOVAC
was 95%, 90%, and 80%, in 2000, 2006, and 2011, respectively.! The calculation of TBE vaccine effectiveness
overall is based on (1) the annual numbers of serologically confirmed cases of TBE virus infections with
neurological symptoms causing hospitalization (2) their vaccination history, and (3) the proportion of
vaccinated and unvaccinated in the Austrian population. During the study period, the recommended vaccination
schedule in Austria consisted of 2 vaccinations approximately 4 weeks apart followed by a third vaccination 5-
12 months after the second dose, and a booster vaccination >3 years after the third dose. The TBE cases were
categorized based on their vaccination status. Among the 883 TBE cases in Austria between 2000 and 2011, 45
patients did not have an accurate vaccination history. The best-case and worst-case estimates of vaccine
effectiveness were calculated. For the best-case estimate, the 45 patients without an accurate vaccination history
were excluded from the calculation. For the worst-case estimate, these 45 patients were assumed to have been
vaccinated according to the recommended schedule. The proportions of vaccinated and unvaccinated
individuals in the general population were estimated using annual postal surveys sent to 4,000 households
(8,500-10,000 household members). Overall, worst-case and best-case TBE vaccine effectiveness for
preventing hospitalized TBE was estimated to be 96.3% (95% CI: 95.5, 97.0) and 98.7% (95% CI: 98.2, 99.0),
respectively, following at least 3 doses of TBE vaccine administered according to the recommended schedule in
Austria.?
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16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied

TICOVAC is supplied in the following strengths and package configurations:

Presentation Carton NDC Components
One dose (10 per package) | NDC 0069-0411-10 0.5 mL pre-filled syringe
One dose (1 per package) | NDC 0069-0411-02 0.5 mL pre-filled syringe
One dose (10 per package) | NDC 0069-0297-10 0.25 mL pre-filled syringe
One dose (1 per package) | NDC 0069-0297-02 0.25 mL pre-filled syringe

The tip cap and rubber plunger of the pre-filled syringe are not made with natural rubber latex.
16.2 Storage and Handling

Upon receipt, store refrigerated at 2°C to 8°C (36°F to 46°F).
Keep the syringe in the outer carton in order to protect from light. Do not freeze. Discard if the vaccine has been
frozen.

17 PATIENT COUNSELING INFORMATION

Prior to administration of this vaccine, inform the individual, parent, guardian, or other responsible adult of the
following:

e The potential benefits and risks of immunization with TICOVAC [see Warnings and Precautions (35),
Adverse Reactions (6) and Clinical Studies (14)].

e The importance of completing the approved three dose primary immunization series before potential
exposure to TBEV [see Dosage and Administration (2.1)].

e Report any suspected adverse reactions to a healthcare professional.

This product’s labeling may have been updated. For the most recent prescribing information, please visit
www.pfizer.com.

Manufactured by: Pfizer Ireland Pharmaceuticals
Ringaskiddy,

Co. Cork,

Ireland

US License No. 2060
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 RIEAT SCERER

1. ZhEE - R
AFNL, =SS (TBE) & Tid 2REERE 0BG 2Es L 45, AFNIL, 1M LEOH
TOEHPAR SN TN,

2. - AE
HANER O A,

21 ABBIRNU I F U EBRBRAF Y 2—L
o 1~15% :1[A025mL

o 16mELAE 19 0.5mL

#E % - 3 1A

Table1:  fJEI%EE R 7 T 2 —)b - Tick-Borne Encephalitis Vaccine (TICOVAC)

1~15 % 16 LA L
1 [B] H P % 0H % 0H
2 [B] H Befd 1 EIEEEREND 1~3 5 Atk | 1 BIEERES 14 H~3 » Atk
3 [A] H 5 2 | HEEREDN D 5~12 5 A% 2 B HEEREDN D 5~12 5 A%

= NIE 7 A4 VA (TBEV) ([ZBEFET S A[REMEDO H oS 0072 < &b 1 EMANZ, —#o
VRS 28 T35 2 & [k (14.1) 2H]

TBEV ~ODWEFE Okt £ 7 1ZFFREN THI SN D56, BNaE (4 HER) 2 —EHoy)R%g
DR TG 3ELL EROE LT BICERT L LN TE D,

22. %5

BHRNIARZEIRICE L, L<EE S L, AFOBEIKZ HoIIZ BT 52 &, RENXIR
IRRITHE I A TR T A4 NOILANERT H2EEK E 725, IEROBANT, BHRORIRITE -
THREZRIR Y, BEHRNTR TR ERCL AN 2V BRI TR T 5, IR E 9 BIChT-IRIE S
BN DTG LW &y AKFNIHARNICEST 5,

LABIOEE
AFNIES HREIK TH Y, 025mL £72130.5mL HEHEEFHEHA L LTV o JICHEE I Tt
HwEnbd,

4. HR

ABNDOS DONT NI T HEEOT LILX =i (TF7 4 7% — ) [FEK (1)
2
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 RIEAT SCERER

5. B EB LU EOER

5.1. BT LLX—RISDEHE

ARHNEEZ BT HAREMOH LT F 7 4 T X =R EET 5720, #@URIBRE IO
BB 21T ORI IR 6720,

5.2. SRIEREDEAL

RIEREDZEALDTRD B D —FDOE TIL, AHNTT 2 REICENME T T2 AIRertEn H 5,

53.E R T AT I

AFNEZE MIRHESROT VT I V&2 EAT D, IR R F—R 7 ) —= 0 7oA ol T
FRICHSS L, DA NAMEBOLERA 70 (Y 7 2Lk« a7 (vCID) MuiE+ 25U &
ZIIBD TR, 7 rAY T2V K« Y a7 (CID) DMtk 28im LY X7 1352503, %
DY AT NEBRICH D ERELTHIEHET DY 2713 TRWEEZ bILD, ERFELDT
NT X UBIRIE T3 OMOEGREAORBNCE ENDIT AT I B LT, vA VAR
B, CID £721% vCID DRSS S IVTIERN IR ST 70,

54. U 7 F L ODHEHEDIRR
KK 2L THTXTOHD TBE 2 P TX L2017 TlERu,

6. BB

EERRERIC B W AR O E 252 1) 72 1~15 i OWBRE IS Sz BRI SE, RTOE
i (18.1%) , JRPTo&Edm (11.2%) , 889 (11.1%) , FBE (9.6%) BLIOEHBEE DR
(9.1%) Toh o7z,

AR DG % Z\F 12 16~65 I OPERE W E SN - B 2RIBONE, RETOER (29.9%) , J&
AT (13.2%) , #5 (6.6%) , HAJH (6.3%) BLOWHAR (5.1%) Tho7-,

6.1. FEIR A BR T ARk

BRAGRERIIRE S BRARDRMFETTEMIND Z L&D, U7 F 2 ORRKGAER T ORI S DIEHL
FEE, MoU 7 F o ORKRBR TOREREIG & EHERT 5 Z L3 TE Ry, EMKT
DIEBRNG 2 S L TV WATREMED B 5,

Aat 10 BB OERFERIZIB T, 1~15 R 72/ 3240 fild KO 16 ik LA _EORERE 22 A
4427 BINAFIOBERE 2 /D7 &b 1 Rl T,

209 FRABRIE, 3MEIOERE (B0 H, 1BEHEMENS 1 5 ABRBLIO6 » AR) 2% 1072 1~15 %
OREREZ2/ N 2417 Bl &2 X512, RAOLREMEE R 2 2k dkA, IFERABRTH-o7-, &%
IR 4 H DANICHEBL L2 BTl KO F RIS RIS IERRHE) ORBES %
Table 2 277,
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Tick-Borne Encephalitis Vaccine (PF-06830414)

1.6 KEAT SCEFIR

Table 2: AF| D& EEE% 4 BURNO B L O2FEIRG (IEIZES < FEE RRE)
DOFRHFEE  1~15 B D/ (209 3ER)
WEREDEE (%)
1EH 2[@H 3[EE
AR Bl X i N = 2417 N = 2410 N = 2390
JRPR R it
1~155% | W 18.1 12.9 13.3
ST DR 11.2 7.9 9.7
HLBE 3.0 1.5 2.8
T 22 1.3 2.1
fEE AR 1.9 1.1 2.5
Z P <0.1 <0.1 0
BEIR H 1. 0 0 <0.1
1fn A <0.1 0 0
et AT
1~1575% | 3B 9.6 2.3 2.4
SHR 11.1 3.9 3.4
5 P IR 3.6 2.0 1.8
RSN 3.1 1.5 1.2
I 33 1.0 0.8
MEIRTTE) D21l 2.8 1.0 0.8
M - 1.7 0.7 0.3
RE i 1.2 0.6 0.5
s AR o RE
DIEIE 0.2 0.3 0.2
N =584 N =581 N =576
1~5 % EHEZDRES 9.1 3.6 3.5
N = 1833 N = 1829 N = 1814
6~155% | 97 6.3 24 2.5
P& R 4.8 1.6 1.8

F5 1 N = BAEMEE CARKI OB ORFE % 52 1) 7= B8 o fsk,
lifs PR B B E =« NCT 00161863,

a. —HEOIERIE, FROEV/NE L EVVNET, SIS LR 5 M

FEE VW TIEE LT,

209 RER TAA| DO AlEfEEE 4 B LAINIZHE SN2 3B D R B EE 2 FEERER]IC Table 3 12

ER
Table 3: AH| DA EIEFEZ 4B DN OB FEFENIRBAEFIE (209508k)
BBREOEE (%)

BRI 38.0-38.4°C 38.5-38.9°C 39.0-40.0°C >40°C
AF e (100.4-101.1°F) (101.2-102.0°F) (102.1-104°F) (>104°F)

1E B
1~2i% (N=186) 23.7 5.9 5.9 0
3~6m% (N=563) 4.6 5.0 3.0 0
7~15i% (N =1668) 3.4 2.0 0.3 0
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 RIEAT SCERER

Table3:  AF|DOLEIEMER4H A ORBOFIHFENIFEZREI S (2095U8%)

BERE DEIE (%)

BEfEmEER 38.0-38.4°C 38.5-38.9°C 39.0-40.0°C >40°C
SRR (100.4-101.1°F) (101.2-102.0°F) (102.1-104°F) (>104°F)
Ait (N=2417) 5.2 3.0 1.4 0

2[5 B
1~25% (N =185) 9.2 2.2 0.5 0.5
3~6i% (N=561) 1.2 0.4 0.5 0
T~155% (N=1664) 0.8 0.4 <0.1 0
it (N=2410) 1.6 0.5 0.2 <0.1

3EH
1~25% (N=184) 7.1 3.8 1.6 0
3~6i% (N=557) 1.4 0.4 0.7 0.2
7~155% (N =1649) 0.6 0.3 0.2 0
Aat (N=2390) 1.3 0.6 0.5 <0.1

MEFE : N = KEMEECTAKI O BIOBER 2 5 1) 7 R E Ok,
lifs PR R B E =« NCT 00161863,

B AR ER CARBI DR 252 1T 72 1~15 OHEERF (N =23240) O 1%A\IHE S =2 oo
BISGIE, BHEMED EV, FEIED Vv, BOE R, W, TR, HERE, EFRIZ 5 5
@ﬁi(ﬁ%rﬁ%}f%’)ko

208 FRERIL, AKIOLEMEEFNT 2 MIEA(L, HER, BB TH-o7, 16 5Ll L 65 ik
T OMRFEPERE (N=3966) %, 3 :1 OB TAR|EZILKECTRARDO X =AML D 7
T (RHEEEK) o 2 [AEERE (21~35 HRRR) ICEAERICEID 1T 72, 213 RBRIX, 208 RERDIE
ERBHRERBR Th o7z, 208 RRTY 7 F U HflA 2 B2 2 TR TOBRE (W Thoy
7 F DR EZ T 20 E R 2k s L, 208 BT 1Al H O/ 6 » A%ICAK
Fo 3 8B OERE A EE L= (N=23705) .

208 iR (1 MIEB X O B EEM) BLO213 38 G RIBEM) CcHEIhRirksloe
FRIFOR (AEIZEES FEAFEHRE) DIEBIEIA % Table 4 (277,

Table4:  AF|OXEEERE% 4 BUNORIIB L OL2FEIRE FEEOKEICE S IEEZH
W) ORFEE : 16 RLLE 65 B R OHEE (208 REr, 213 FBR)

HBEOEE (%)
1EE 2B H 3[EA ¢
Bl i N =2977* N = 2950 N =2790¢
AP R it
B 29.9 27.4 25.7
SR DR 13.2 13.5 12.0
HLEE 3.6 2.3 3.4
A 2.0 1.5 2.6
JEfIR 1.6 1.4 2.0
1 fifE <0.1 <0.1 0.1
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 RIEAT SCERER

Tabled:  AF|OXEERE% 4 BUNORB L O2FEIRE FEEOKEICE S EEZH
WE) ORFEE : 16 RLLE 65 R OHEE (208 REr, 213 FRBR)

HEBRE DEIES (%)
1EB 2[HH 3EIA ¢
Bl R it N =2977* N =2950" N =2790¢
BEAR H 1. <0.1 0 <0.1
25 Kk
FEEL 0.8 0.5 0.5
97 6.6 4.1 53
Gt 6.3 4.4 4.9
1 R 5.1 3.7 3.8
B2k 4.9 33 3.7
B i 1.4 1.1 1.4
LTI 2.1 0.9 1.0
U >R Ei DR 0.6 0.3 0.7
Mg i 0.2 0.1 <0.1

i R AR BRI 5 NCT00161824 3 L TN NCT00161876,

a.  N=208 FRERTAAKID 1 [0 B OHEFEE 521 T2 B E OREL,

b.  N=208 BB TAKID 2 [0 B O#EFEE = F - #5E O,

c. N=208 #BR CAKIOBMZ 2 BIZ1F, 213 RERTAF D 3 [0 B OBFE 252 1) 72 R E Dk,

B R BRBR CAKIN O BEFE 25217 72 16 1% LA | 65 A OFEIRE (N =4427) O 1% IHE S
T2 OMORIRIEE, WECE, IR, EERMED EV, TR, BE, RS S RS LU
ST BVE T o 72,

209 BRI KO8 208 R, 213 SR T O 3 [BI H#FE1% 1 » HFEATO ELISA £ 7213 NT THUAR;
RO LTS & 2 N2 N OBHRARER CTH 5 700401 35RFS L0223 3B (3 4FKF A
TOHUROFHeMEF L ONBINGE 3T 50 E A a2 588R) ~OSMEzKEL 7=, Zhb
DEFRARERIZINT, AFF 156 HlOHERE BAK] 025 mL @ 4 [BlH OFEREZ 1T, 240 52345
0.5mL @ 4 [A1H O 2T -,

223 A LT 700401 RUER TIENSE R ICHE S BT LRI REISUS (FIBICH-S<IE
AR ET) DOFEBEIE % Table 5 1R

Table5:  AHID 4 BB MR 4 FUAORFTR X CEHBIRISOER (FrE DI ES
PEEFERE) OXEBEE

HEBREDEIE (%)
223 AB (N*=240) 700401 3REX (NP = 156)
Bl it A# 0.5 mL ZA#) 0.25 mL
JRBT R JER) 4.6 10.3
SRR 3.8 14.7
FLBE 0.4 1.3
G 0.4 3.2
iR 0.8 3.2
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Tick-Borne Encephalitis Vaccine (PF-06830414)
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Table5:  AHKIOD 4 BB MR 4 FUAORFTR X CEHBIRISOER (FrEDHEEICES
PEEFEBE) OXEBEE

BBE OEE (%)
223 AB (N*=240) 700401 3REX (NP = 156)
Bl it A# 0.5 mL ZA#) 0.25 mL
1 i 0 0
BEAR H i, 0 0
25K HEEL 0 0
9z 0 0.6
GIEpL 0.4 3.2
w5 A 0.4 3.2
P& SR 0.4 1.3
RHHfm 0 1.3
L 0 0.6
U U oREiDNER 0 0
[ - 0 0
AR NA 1.9
MEARA T8 D221 NA 0

BB NA= YL

R RBLENER A »5FE 4 HOMER (RIS IEARRE) ZARMITICE DT,
a. N=208 3Bk, 213 i L0223 3B TAA 0.5 mL OBFE % 4 RIS T 72 #BRHE ORI,

b. N =209 #BrIE L 700401 Bk TAHAI 0.25 mL OHEFEE 4 [0 1) 7= 98 DRk,

EfRREBR CAAI 0.25 mL O 21T 7= 3240 BIOHERE D 5 6, HEERAFFRB LU CIT
TNZFH 62 FilE L OV IS Sz, BB CAKI 0.5 mL OHERE A 5217 7= 4427 Bl OWER
FDOHL, HERAEFRBILIORCITZEN TN 4 FIB L2 FlicgE s, ZhbDHER
DHH, KFIEEEDHY EHErSNTZb DR oT2, AF 025 mL THE SN EHERFE
FRNVFOHRDBARF EBEDHZ00E Lt Elr s e [197 R (RS Gek 2 et
BR) T 12 » Ao BIRICHEE 2 B%ICHE SN2 B e ] |

6.2. BITEARFE 4 DfE AR

MOMEAS (EU) Ci, AFIOBER CLLTFORISIGNS BREICHE (BEEER) Shi-, Zh
S ORI Z M E T RWEMN S BREICEE SN2, L3 L bHEE ZREFEICHE
ETEXDHHDTIERL, VI/F U8B OREBREZHET S HDTILR,

o EYYER L OFARIE RS (RERTOE 2B 27%)

o WIERIEE T T4 TX S, HEUE, HORERE (ZSRUEBILIER L) OF
B FEITES

o PRELRBET . R, R BMbRE®ZET) , BBEVMERE (SVEBIEMERNERER, X
T v NUERRE, R, BUTPERBER) Mg, BRI L ONEBEREEE
CRAER R, FRREL, 5 7 IARRERRe B AN 2R, BREL, RARRE, Afek, th
R, RARRER) , B =2 —u ST —, HBRUE, REED EV, BRI
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Tick-Borne Encephalitis Vaccine (PF-06830414)
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o LS ;IR

o Wk, H9ERIS K OHERRRE T o P IR

o BB LU THMARME : 25025, 5 LM, BRREBK, AVKkKE) , £ 5%
iE, PR, RLBE, ZITE

o EARI LUK EMMREEE - t5EE, BAMIEAR, IECR, M RAE (BEEE 2 S
te) , MBI

o % - AHEER X ORGEMLOIRIE  JEHERAI BAE I EREE, AR g R, S
FINLFEE, TEERNIRIE, A v 7V U WRER R, HIE RTREE, ®|IE, 7HE

8. FrEDEHTHOEM

8.1. it

A7 DBEH

T RTOFIRIZITIE R B, MEEZIZFOMOEELEIFOY A7 0355, KEO—REMT

X, BEERPICHERR SRR D ERR A RKBEE B L OMEONT U A7 OHEEEIL, £

LEI 2%~4%EB LV 15%~20%TH 5, w2 2 ARFOMHICEE L T, #ul/extiis

%, K<EHINZHABR (adequate and well-controlled study) (35 L T\ eV, & R TO+43

T — 2N LN TWRNWZD, HIEFOU 7 F U FICEE Y U AT OFEZ M5 2 L1k
TE 720,

i) 2 TR O A8 A= P ERRBR 1T 980 L Tuh7puy,

8.2. i

U 27 DEEE

AFRN DI EEA~DRE I FA~OBITE L ORILE~DORBOFMEZ B L L7zt b TD
F—=HZIELN TV, RHLORE LB I OMEE EOFWRMEL, REEIC X 2 AF| ORR )%
ZMER S ONCARN L T2 IT R OE BN SAE U D AR H AR AL IR~OFEER & GbETE
BT ANENRH L, THY ZF o OBEs, REOERLIZVIZF ATk TSN AHEBA~
DOFEHR LT SITHYT 5,

8.4. /NRE~DfEH

1 AT ORI TIE, AFNIOLEVER L OEMITHENL L TR0,

8.5. milE ~DEH

AHNOEERRER CTIX, +07280 65 Ll EO#ERE DA AN SN T-728, A WOHERE
CINEINBEIR DN E I M EHERT D Z LIXTE o tn, AFIORGKRER [690601
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(NCT00460486) #kBr] 121X 60 LA EO#ERE 73 5] (65 kLA LD 31 & &) A/ AI
7=
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SUMMARY OF PRODUCT CHARACTERISTICS



1. NAME OF THE MEDICINAL PRODUCT

FSME-IMMUN 0.5 ml Suspension for injection in a pre-filled syringe

Tick-Borne Encephalitis Vaccine (whole Virus, inactivated)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

One dose (0.5 ml) contains:

Tick-Borne Encephalitis Virus'? (strain Neudorfl) 2.4 micrograms
'adsorbed on aluminium hydroxide, hydrated (0.35 milligrams Al*")

produced in chick embryo fibroblast cells (CEF cells)

Excipient(s) with known effect
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Suspension for injection in a pre-filled syringe.
After shaking the vaccine is an off-white, opalescent suspension.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications

FSME-IMMUN 0.5 ml is indicated for the active (prophylactic) immunization of persons of 16 years of
age and older against tick-borne encephalitis (TBE).

FSME-IMMUN 0.5 ml is to be given on the basis of official recommendations regarding the need for,
and timing of, vaccination against TBE.

4.2 Posology and method of administration

Posology

Primary vaccination schedule

The primary vaccination schedule is the same for all persons from the age of 16 onwards and consists
of three doses of FSME-IMMUN 0.5 ml.

The first and second dose should be given at a 1 to 3 month interval.

If there is a need to achieve an immune response rapidly, the second dose may be given two weeks
after the first dose.

After the first two doses sufficient protection for the ongoing tick season is to be expected (see section
5.1).

The third dose should be given 5 to 12 months after the second vaccination. After the third dose
protection is expected to last for at least 3 years.

To achieve immunity before the beginning of the seasonal tick activity, which is in spring, the first and
second doses should preferably be given in the winter months. The vaccination schedule should ideally
be completed with the third vaccination within the same tick season or at the least before the start of
the following tick season.



Basic Immunization Dose Conventional Schedule Rapid Immunization Schedule

1%t dose 0.5 ml Elected date Elected date
2" dose 0.5 ml 1 to 3 months after the 15 vaccination 14 days after the 1* vaccination
3" dose 0.5 ml 5 to 12 months after the 2" vaccination | 5 to 12 months after the 2" vaccination

Booster doses

Persons from 16 to 60 years of age

The first booster dose should be given 3 years after the third dose (see section 5.1).
Sequential booster doses should be given every 5 years after the last booster dose.

Persons 60 years of age and older
In general, in individuals over 60 years of age the booster intervals should not exceed three years.

Booster dose > 16 to < 60 years Dose Timing
I'booster 0.5 ml 3 years after the 3™ vaccination
Sequential booster doses 0.5 ml every 5 years
Booster dose > 60 years Dose Timing
All booster doses 0.5 ml every 3 years

Extending the interval between any of the doses (primary vaccination schedule and booster doses) may
leave subjects with inadequate protection against infection (see section 5.1). However, in the case of
an interrupted vaccination schedule of at least two previous vaccinations, a single catch-up dose is
sufficient to continue the vaccination schedule (see section 5.1).

Persons with impaired immune system (including those undergoing immunosuppressive therapy)
There are no specific clinical data on which to base dose recommendations. However, consideration
may be given to determining the antibody concentration at four weeks after the second dose and
administering an additional dose if there is no evidence of seroconversion at this time. The same
applies to any of the following doses.

Method of administration

The vaccine should be given by intramuscular injection into the upper arm (deltoid muscle).

In exceptional cases only (in subjects with a bleeding disorder or in subjects receiving prophylactic
anticoagulation), the vaccine may be administered subcutaneously (see sections 4.4 and 4.8).

Care must be taken to avoid accidental intravascular administration (see section 4.4).
4.3 Contraindications

Hypersensitivity to the active substance, any of the excipients listed in section 6.1, or production
residues (formaldehyde, neomycin, gentamycin, protamine sulfate). Cross allergies with
aminoglycosides other than neomycin and gentamycin should be considered.

Severe hypersensitivity to egg and chick proteins (anaphylactic reaction after oral ingestion of egg
protein) may cause severe allergic reactions in sensitized individuals (see also section 4.4).

TBE vaccination should be postponed if the person is suffering from a moderate or severe acute illness
(with or without fever).




4.4 Special warnings and precautions for use

As with all vaccines that are administered by injection, appropriate emergency treatment and
supervision should always be readily available in case of a rare anaphylactic event following the
administration of the vaccine.

Non-severe allergy to egg protein does not usually constitute a contraindication to vaccination with
FSME-IMMUN 0.5 ml. Nevertheless, such persons should only be vaccinated under appropriate
supervision and facilities for emergency management of hypersensitivity reactions should be available.

The levels of potassium and sodium are at less than 1 mmol per dose, i.e., essentially “potassium and
sodium-free”.

Intravascular administration must be avoided as this might lead to severe reactions, including
hypersensitivity reactions with shock.

The recommended route of administration is intramuscular. However, this may not be appropriate in
subjects with a bleeding disorder or subjects receiving prophylactic anticoagulation. Limited data in
healthy adults suggest comparable immune response for subcutaneous booster vaccinations when
compared to intramuscular booster vaccinations. However, subcutaneous administration might lead to
an increased risk for local adverse reactions. No data are available for subjects 60 years of age and older.
Furthermore, no data are available for primary immunization via the subcutaneous route.

A protective immune response may not be elicited in persons undergoing immunosuppressive therapy.

Whenever serological testing is considered necessary in order to determine the need for sequential
doses, assays should be performed in an experienced, qualified laboratory. This is because cross
reactivity with pre-existing antibodies due to natural exposure or previous vaccination against other
flaviviruses (e.g. Japanese encephalitis, Yellow fever, Dengue virus) may give false positive results.

In case of a known or suspected auto-immune disease in the intended recipient, the risk of TBE
infection must be weighed against the risk that FSME-IMMUN 0.5 ml might have an adverse effect on
the course of the auto-immune disease.

Caution is required when considering the need for vaccination in persons with pre-existing cerebral
disorders such as active demyelinating disorders or poorly controlled epilepsy.

There is no data concerning post exposure prophylaxis with FSME-IMMUN 0.5 ml.

As with all vaccines, FSME-IMMUN 0.5 ml may not completely protect all vaccinees against the
infection that it is intended to prevent. For details on product administration in persons 60 years of age
and older and persons with impaired immune system please see section 4.2.

Tick bites may transmit infections other than TBE, including certain pathogens that can sometimes
cause a clinical picture that resembles tick-borne encephalitis. TBE vaccines do not provide protection
against Borrelia infection. Therefore, the appearance of clinical signs and symptoms of possible TBE
infection in a vaccinee should be thoroughly investigated for the possibility of alternative causes.

4.5 Interactions with other medicinal products and other forms of interaction

No interaction studies with other vaccines or medicinal products have been performed. The
administration of other vaccines at the same time as FSME-IMMUN 0.5 ml should be performed only
in accordance with official recommendations. If other injectable vaccines are to be given at the same
time, administrations should be into separate sites and, preferably, into separate limbs.



4.6 Fertility, pregnancy and lactation

Pregnancy
There are no data from the use of FSME-IMMUN 0.5 ml in pregnant women.

Breast-feeding
It is unknown whether FSME-IMMUN 0.5 ml is excreted in human milk.

Therefore, FSME-IMMUN 0.5 ml should only be administered during pregnancy and to breastfeeding
women when it is considered urgent to achieve protection against TBE infection and after careful
consideration of the risk-benefit relationship.

4.7 Effects on the ability to drive and to use machines

FSME-IMMUN 0.5 ml is unlikely to affect a person’s ability to drive and use machines. It should be
taken into account, however, that impaired vision or dizziness may occur.

4.8 Undesirable effects

The frequencies provided in the table below are per vaccination and have been calculated based on a
pooled analysis of adverse reactions from 7 clinical studies conducted with FSME-IMMUN 0.5 mL
(2.4 ng) in subjects aged 16 through 65 years receiving 3 vaccinations (3512 subjects after the first
vaccination, 3477 after the second vaccination, and 3274 after the third vaccination).

The ADRs listed in this section are given according to the recommended frequency convention:

Adverse Reactions from clinical trials

System organ class Frequency
Very common Common Uncommon Rare
(=1/10) (=1/100 to (=21/1,000 to (=1/10,000 to
<1/10) <1/100) <1/1,000)

Blood and lymphatic Lymphadenopathy

system disorders

Immune system Hypersensitivity

disorders

Nervous system Headache Somnolence

disorders

Ear and labyrinth Vertigo!

disorders

Gastrointestinal Nausea Vomiting Diarrhoea

disorders Abdominal pain

Musculoskeletal and Myalgia

connective tissue Arthralgia

disorders

General disorders Injection site Fatigue Pyrexia Injection site

and administration reactions Malaise Injection site reactions such as

site conditions e.g., Injection site hemorrhage e Erythema

pain e Induration

e Swelling
e  Pruritus
e Paraesthesia
e  Warmth

! The frequency of vertigo is based on the rate reported after the first vaccination (n=3512). Vertigo was not
reported after the second or third vaccinations.



Adverse reactions from post-marketing surveillance

The following additional adverse reactions have been reported in post-marketing experience.

System organ class

Frequency*

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

Infections and infestations

Herpes zoster (triggered in pre-exposed patients)

Immune system disorders

Precipitation or aggravation of autoimmune disorders (e.g.
multiple sclerosis), anaphylactic reaction

Nervous system disorders

Demyelinating disorders (acute disseminated
encephalomyelitis, guillain-barré syndrome, myelitis,
transverse myelitis), encephalitis, convulsions, aseptic
meningitis, meningism, sensory abnormalities and motor
dysfunction (facial palsy/paresis, paralysis/paresis, neuritis,
hypoesthesia, paresthesia), neuralgia, optic neuritis, dizziness

Eye disorders Visual impairment, photophobia, eye pain
Ear and labyrinth disorders Tinnitus

Cardiac disorders Tachycardia

Respiratory, thoracic and mediastinal disorders | Dyspnea

Skin and subcutaneous tissue disorders

Urticaria, rash (erythematous, maculopapular), pruritus,
dermatitis, erythema, hyperhidrosis

Musculoskeletal and connective tissue disorders

Back pain, joint swelling, neck pain, musculoskeletal stiffness
(including neck stiffness), pain in extremity

General disorders and administration site
conditions

Gait disturbance, chills, influenza-like illness, asthenia, edema,
injection site joint movement impairment such as joint pain,
nodule and inflammation

* The upper limit of the 95% confidence interval of the event frequency is calculated with 3/n, with n
representing the number of subjects included in all clinical trials with FSME-IMMUN 0.5 ml. Therefore, the
calculated frequency “rare” represents the theoretical maximum frequency for these events

In a small comparative study on the immune response after intramuscular and subcutaneous
administration of FSME-IMMUN in healthy adults, the subcutaneous route led to a higher local

reactogenicity profile, particularly in women.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization 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.

4.9 Overdose

No case of overdose has been reported. However, due to the presentation of the vaccine, accidental

overdose in terms of volume is unlikely.




5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: encephalitis vaccines, ATC Code: JO7 BAO1

The pharmacodynamic effect of the product consists of the induction of a sufficiently high
concentration of anti-TBE antibody to provide protection against the TBE virus.

The protection rate of the previous generation TBE vaccine has been determined during a continuous
surveillance as performed among the total Austrian population since 1984. In this surveillance a
protection rate of above 90% after the second vaccination and above 97% after completion of the
primary vaccination schedule (3 doses) was calculated.

Based on a follow up surveillance performed among the total Austrian population for the years 2000 to
2006, a protection rate of 99% was calculated with no statistically significant difference between age
groups in regularly vaccinated persons. The protection rate is at least as high after the first two
vaccinations, following the conventional and rapid vaccination, i.e., before completion of the basic
vaccination scheme by the third vaccination. In those with a record of irregular vaccination the
protection rate is significantly lower.

In clinical studies with FSME-IMMUN 0.5 ml, seropositivity was defined as an ELISA value

>126 VIE U/ml or NT titers >10. Pooled seropositivity rates determined by ELISA and NT at 21 days
after the second and third vaccination in the conventional and the rapid immunization schedule are
presented in Table 1 and 2.

Table 1.
Conventional immunization schedule, pooled seropositivity rates ! as determined by ELISA and NT in subjects
aged 16-65 years

ELISA? NT?
Dose 2nd 3rd 2nd 3rd
Seropositivity rate!,% 87.5 98.7 94.8 99.4
(n/N) (420/480) (825/836) (330/348) (714/718)
Table 2.
Rapid immunization schedule, pooled seropositivity rates ! as determined by ELISA and NT
ELISA? NT?
Dose 2nd 3rd 2nd 3rd
Seropositivity rate of subjects aged 86.6 99.4 97.4 100.0
16-49 years, % (n/N) (168/194) (176/177) (189/194) (177/177)
Seropositivity rate of subjects aged 72.3 96.3 89.0 98.8
2 50 years, % (n/N) (125/173) (155/161) (154/173) (159/161)

! — evaluated 21 days after each dose
2 - Seropositivity cut-off: ELISA >126 VIE U/ml; NT > 1:10

The highest seropositivity rates as determined by ELISA and NT in both age groups were achieved
upon administration of the third dose. Therefore, completion of the primary vaccination schedule of
three doses is necessary to achieve protective antibody levels in almost all recipients.

Rapid immunization with FSME-IMMUN 0.5 ml resulted in high seropositivity rates determined by
NT as early as 14 days after the second vaccination (89.3%) and 7 days after the third vaccination
(91.7%).

Results from a follow-up study that investigated the persistence of TBE antibodies support the need
for the first booster vaccination no later than three years after primary immunization. In adults aged up




to 50 years seropositivity rates determined by NT remained high until 5 years after the first booster
vaccination (94.3%); only slightly lower rates (>90.2%) were observed in subjects aged 50 -60 years
supporting a 5-year booster interval from the first booster onwards for subjects below 60 years of age.

FSME-IMMUN vaccination induces statistically equivalent titers of TBE virus neutralizing antibodies
against European, Siberian and Far Eastern TBE virus strains. In a published clinical study
considerable cross-neutralizing antibodies were also induced against Omsk Hemorrhagic Fever Virus,
however titers were lower than against the TBE virus subtypes.

A study on the persistence of immune memory in individuals from the age of 6 years and older whose
vaccination intervals were longer than recommended was performed. In individuals that have received
at least one primary dose in the past, a single catch-up vaccination with FSME-IMMUN 0.5 ml was
able to elicit an anamnestic antibody response as measured by ELISA in 99% of adults >16 - <60 years
and in 96% of adults >60 years, irrespective of the time elapsed since the last vaccination (< 20 years).
No data are available on antibody response as measured by NT.

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 safety
pharmacology.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Human albumin

Sodium chloride

Disodium phosphate-dihydrate

Potassium dihydrogenphosphate

Water for injections

Sucrose

Aluminium hydroxide, hydrated.

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.
6.3 Shelf life

30 months.

6.4 Special precautions for storage

Store in a refrigerator (2°C - 8°C). Keep the syringe in the outer carton in order to protect from light.
Do not freeze.

6.5 Nature and contents of container

0.5 ml of suspension for injection in pre-filled syringe (type I glass) with a plunger stopper
(halogenobutyl rubber). Pack sizes of 1 and 10 are available. The pack may include no needles or

1 separate needle per syringe. Needles are sterile and for single use only. Not all pack sizes may be
marketed.



Each pre-filled syringe is packed in a blister. The opening in the blister seal is intended and allows for
the equilibration of moisture during the recommended warm-up prior to the administration of the
vaccine. Open the blister by removing the lid to take out the syringe. Do not press the syringe through
the blister.

For subcutancous administration, see section 6.6.

6.6 Special precautions for disposal and other handling

The vaccine should reach room temperature before administration. Shake well prior to administration to
thoroughly mix the vaccine suspension. After shaking, FSME-IMMUN 0.5 ml is an off-white,
opalescent homogenous suspension. The vaccine should be inspected visually for any foreign particulate
matter and/or variation in physical appearance prior to administration. In the event of either being
observed, discard the vaccine.

After removing the syringe cap, attach the needle immediately and remove the needle shield prior to
administration. Once the needle is attached, the vaccine must be administered immediately. In the
exceptional cases of subcutaneous administration, an appropriate needle should be used.

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

The administration of the vaccine should be documented by the physician, and the lot number
recorded. A detachable documentation label is attached to each preloaded syringe.

7. MARKETING AUTHORISATION HOLDER

[To be completed nationally]

8. MARKETING AUTHORISATION NUMBER(S)

[To be completed nationally]

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

[To be completed nationally]

10. DATE OF REVISION OF THE TEXT

[To be completed nationally]
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1. NAME OF THE MEDICINAL PRODUCT

FSME-IMMUN 0.25 ml Junior Suspension for injection in a pre-filled syringe

Tick-Borne Encephalitis Vaccine (whole Virus, inactivated)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

One dose (0.25 ml) contains:

Tick-Borne Encephalitis Virus'? (strain Neudorfl) 1.2 micrograms
'adsorbed on aluminium hydroxide, hydrated (0.17 milligrams Al*")

produced in chick embryo fibroblast cells (CEF cells)

Excipient(s) with known effect
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Suspension for injection in a pre-filled syringe.

After shaking the vaccine is an off-white, opalescent suspension.
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

FSME-IMMUN 0.25 ml Junior is indicated for the active (prophylactic) immunization of children aged
from 1 year to 15 years against tick-borne encephalitis (TBE).

FSME-IMMUN 0.25 ml Junior is to be given on the basis of official recommendations regarding the
need for, and timing of, vaccination against TBE.

4.2 Posology and method of administration

Posology

Primary vaccination schedule
The primary vaccination schedule is the same for all persons from 1 year to 15 years of age and
consists of three doses of FSME-IMMUN 0.25 ml Junior.

The first and second dose should be given at a 1 to 3 month interval.

If there is a need to achieve an immune response rapidly, the second dose may be given two weeks
after the first dose. After the first two doses a sufficient protection for the ongoing tick season is to be
expected (see section 5.1).

The third dose should be given 5 to 12 months after the second vaccination. After the third dose
protection is expected to last for at least 3 years.

To achieve immunity before the beginning of the seasonal tick activity, which is in spring, the first and
second doses should preferably be given in the winter months. The vaccination schedule should ideally
be completed with the third vaccination within the same tick season or at the least before the start of
the following tick season.



Basic Immunization Dose Conventional Schedule Rapid Immunization Schedule
1% dose 0.25 ml Elected date Elected date
2" dose 0.25 ml 1 to 3 months after the 1% vaccination 14 days after the 1% vaccination
3" dose 0.25 ml 5 to 12 months after the 2" vaccination 5 to 12 months after the 2" vaccination

Booster doses
The first booster dose should be given 3 years after the third dose (see section 5.1).
Sequential booster doses should be given every 5 years after the last booster dose.

Booster dose Dose Timing
1* booster 0.25 ml 3 years after the 3™ vaccination
Sequential booster doses 0.25 ml every 5 years

Extending the interval between any of the doses (primary vaccination schedule and booster doses) may
leave subjects with inadequate protection against infection (see section 5.1). However, in the case of
an interrupted vaccination schedule of at least two previous vaccinations, a single catch-up dose is
sufficient to continue the vaccination schedule (see section 5.1).

No data regarding catch-up dose in children less than 6 years of age are available (see section 5.1).

Children with an impaired immune system (including those undergoing immunosuppressive
therapy)

There are no specific clinical data on which to base dose recommendations. However, consideration
may be given to determining the antibody concentration at four weeks after the second dose and
administering an additional dose if there is no evidence of seroconversion at this time. The same
applies to any of the following doses.

Method of administration

The vaccine should be given by intramuscular injection into the upper arm (deltoid muscle).

In children up to 18 months of age, or dependent on a child’s development and nutrition status, the
vaccine is administered into the thigh muscle (vastus lateralis muscle).

In exceptional cases only (in subjects with a bleeding disorder or in subjects receiving prophylactic
anticoagulation), the vaccine may be administered subcutaneously (see sections 4.4 and 4.8).

Care must be taken to avoid accidental intravascular administration (see section 4.4).

4.3 Contraindications

Hypersensitivity to the active substance, any of the excipients listed in section 6.1, or production
residues (formaldehyde, neomycin, gentamycin, protamine sulfate). Cross allergies with

aminoglycosides other than neomycin and gentamycin should be considered.

Severe hypersensitivity to egg and chick proteins (anaphylactic reaction after oral ingestion of egg
protein) may cause severe allergic reactions in sensitized individuals (see also section 4.4).

TBE vaccination should be postponed if the person is suffering from a moderate or severe acute illness
(with or without fever).




4.4 Special warnings and precautions for use

As with all vaccines that are administered by injection, appropriate emergency treatment and
supervision should always be readily available in case of a rare anaphylactic event following the
administration of the vaccine.

Non-severe allergy to egg protein does not usually constitute a contraindication to vaccination with
FSME-IMMUN 0.25 ml Junior. Nevertheless, such persons should only be vaccinated under appropriate
supervision and facilities for emergency management of hypersensitivity reactions should be available.

The levels of potassium and sodium are at less than 1 mmol per dose, i.e., essentially “potassium and
sodium-free”.

Intravascular administration must be avoided as this might lead to severe reactions, including
hypersensitivity reactions with shock.

The recommended route of administration is intramuscular. However, this may not be appropriate in
subjects with a bleeding disorder or subjects receiving prophylactic anticoagulation. Limited data in
healthy adults suggest comparable immune response for subcutaneous booster vaccinations when
compared to intramuscular booster vaccinations. However, subcutaneous administration might lead to
an increased risk for local adverse reactions. No data are available for children/adolescents.
Furthermore, no data are available for primary immunization via the subcutaneous route.

Fever may occur in children after the first immunization in particular in the very young (see section 4.8).
In general, the fever subsides within 24 hours. Fever rates reported after the second vaccination are
generally lower as compared to the fever rates after the first vaccination. In children with a history of
fever convulsions or high fever following vaccinations, antipyretic prophylaxis or treatment may be
considered.

A protective immune response may not be elicited in persons undergoing immunosuppressive therapy.
Whenever serological testing is considered necessary in order to determine the need for sequential
doses, assays should be performed in an experienced, qualified laboratory. This is because cross
reactivity with pre-existing antibodies due to natural exposure or previous vaccination against other
flaviviruses (e.g. Japanese encephalitis, Yellow fever, Dengue virus) may give false positive results.

In case of a known or suspected auto-immune disease in the intended recipient, the risk of TBE
infection must be weighed against the risk that FSME-IMMUN 0.25 ml Junior might have an adverse
effect on the course of the auto-immune disease.

Caution is required when considering the need for vaccination in children with pre-existing cerebral
disorders such as active demyelinating disorders or poorly controlled epilepsy.

There is no data concerning post exposure prophylaxis with FSME-IMMUN 0.25 ml Junior.

As with all vaccines, FSME-IMMUN 0.25 ml Junior may not completely protect all vaccinees against
the infection that it is intended to prevent. For details on product administration in persons with
impaired immune system and persons undergoing immunosuppressive therapy please see section 4.2.

Tick bites may transmit infections other than TBE, including certain pathogens that can sometimes
cause a clinical picture that resembles tick-borne encephalitis. TBE vaccines do not provide protection
against Borrelia infection. Therefore, the appearance of clinical signs and symptoms of possible TBE
infections in a vaccinee should be thoroughly investigated for the possibility of alternative causes.

4.5 Interactions with other medicinal products and other forms of interaction
No interaction studies with other vaccines or medicinal products have been performed. The

administration of other vaccines at the same time as FSME-IMMUN 0.25 ml Junior should be
performed only in accordance with official recommendations. If other injectable vaccines are to be
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given at the same time, administrations should be into separate sites and, preferably, into separate
limbs.

4.6 Fertility, pregnancy and lactation

Pregnancy
There are no data from the use of FSME-IMMUN 0.25 ml Junior in pregnant women.

Breast-feeding
It is unknown whether FSME-IMMUN 0.25 ml Junior is excreted in human milk.

Therefore, FSME-IMMUN 0.25 ml Junior should only be administered during pregnancy and to
breastfeeding women when it is considered urgent to achieve protection against TBE infection and
after careful consideration of the risk-benefit relationship.

4.7 Effects on the ability to drive and to use machines

FSME-IMMUN 0.25 ml Junior is unlikely to affect a child’s motor skills (e.g., when playing in the
street or cycling) or a person’s ability to drive and use machines. It should be taken into account,
however, that impaired vision or dizziness may occur.

4.8 Undesirable effects

The calculated frequencies are based on a pooled analysis of adverse reactions reported after the 1*
vaccination (3088 subjects) from 8 clinical studies conducted with FSME-IMMUN 0.25 ml (1.2 pg)
Junior in subjects aged 1-15 years of age. Rates of systemic adverse reactions observed after the 2™
and 3" vaccination were lower than after the 1° vaccination. Comparable rates of injection site
reactions are observed after the first, second and third vaccination.

The following other undesirable effects listed in this Section are given according to the recommended
frequency convention:

Adverse Reactions from clinical trials

System organ class Frequency
Very common Common Uncommon Rare
(=1/10) (=1/100 to <1/10) (=1/1,000 to <1/100) | (=1/10,000 to
<1/1,000)
Blood and lymphatic Lymphadenopathy
system disorders
Metabolism and nutrition Decreased Appetite
disorders
Psychiatric disorders Restlessness!
Sleeping disorder
Nervous system disorders Headache Sensory
abnormalities,
Dizziness
Ear and labyrinth Vertigo
disorders
Gastrointestinal disorders Nausea Abdominal pain Diarrhoea,
Vomiting Dyspepsia

Skin and subcutaneous Urticaria
tissue disorders
Musculoskeletal and Myalgia Arthralgia
connective tissue disorders




System organ class Frequency
Very common Common Uncommon Rare
(=1/10) (=1/100 to <1/10) (=1/1,000 to <1/100) | (=1/10,000 to
<1/1,000)
General disorders and InjecFionzsite Pyrgxiaﬁ - Chills Injection site
administration site reactions” e.g., Fatigue, Malaise pruritus

conditions

Injection site pain

Injection site

reactions such as

. Swelling
. Induration
° Erythema

! Frequency is estimated based on data from children aged 1-5 years

2 A subject may have experienced more than 1 event.

3 Fevers occurred more frequently in younger than in older children (i.e., Very common to Common,
respectively). Fever rates after the second and third vaccinations are generally lower than after the first

vaccination.

4 Frequency is estimated based on data from children aged 6 — 15 years.

Fever was measured rectally in children up to at least 3 years of age and orally in children 3 years of
age and older. The analysis includes any fever temporally associated with vaccination whether or not

causally related.

Fever is age dependent and is decreasing with the number of vaccinations.
In a safety study and dose finding studies the fever rates observed after the first vaccination were as

follows:

1 to 2 year olds (n=262): mild fever (38-39°C) in 27.9%; moderate fever (39.1-40.0°C) in 3.4%; no
severe fever (>40°C). 3 to 15 year olds (n=2519): mild fever in 6.8%; moderate fever in 0.6%; no

severe fever (>40°C).

Fever rates reported after the second vaccination are generally lower as compared to the fever rates
after the first vaccination: 15.6% (41/263) in 1 to 2 year old children and 1.9% (49/2522) in 3 to

15 year old children.

Adverse reactions from post-marketing surveillance

The following additional adverse reactions have been reported in post-marketing experience.

System organ class

Frequency*

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

Immune system disorders

Anaphylactic reaction, hypersensitivity

Nervous system disorders

Encephalitis, convulsion (including febrile), meningism,
polyneuropathy, motor dysfunction (hemiparesis/hemiplegia facial
paresis, paralysis/paresis, neuritis), Guillain-Barré syndrome

Eye disorders Visual impairment, photophobia, eye pain
Ear and labyrinth disorders Tinnitus
Respiratory, thoracic and mediastinal Dyspnea

disorders

Skin and subcutaneous tissue disorders

Rash (erythematous, maculopapular, vesicular), erythema, pruritus,
hyperhidrosis

Musculoskeletal and connective tissue
disorders

Neck pain, musculoskeletal stiffness (including neck stiffness),
pain in extremity

General disorders and administration site
conditions

Gait disturbance, influenza-like illness, asthenia, edema




* The upper limit of the 95% confidence interval of the event frequency is calculated with 3/n, with n
representing the number of subjects included in all clinical trials with FSME-IMMUN 0.25 ml Junior. Therefore,
the calculated frequency “rare” represents the theoretical maximum frequency for these events

In a small comparative study on the immune response after intramuscular and subcutaneous
administration of FSME-IMMUN in healthy adults, the subcutaneous route led to a higher local
reactogenicity profile, particularly in women. No data are available in children.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization 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.

4.9 Overdose

There are reports of children receiving the adult formulation. It is conceivable that the risk of adverse
reactions is increased in such cases.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: encephalitis vaccines, ATC Code: JO7 BAO1

The pharmacodynamic effect of the product consists of the induction of a sufficiently high
concentration of anti-TBE antibody to provide protection against the TBE virus.

The protection rate of the previous generation and current TBE vaccine has been determined during a
continuous surveillance as performed among the total Austrian population since 1984. In this
surveillance a protection rate in children of above 98% after completion of the primary vaccination
schedule (3 doses) was calculated for the period 1994 to 2003. Based on a follow up surveillance
performed among the total Austrian population for the years 2000 to 2006, a protection rate of 99%
was calculated with no statistically significant difference between age groups in regularly vaccinated
persons. The protection rate is at least as high after the first two vaccinations, following the
conventional and rapid vaccination i.e., before completion of the basic vaccination scheme by the third
vaccination.

In those with a record of irregular vaccination protection rate is significantly lower.

In clinical studies with FSME-IMMUN 0.25 ml Junior, seropositivity was defined as an ELISA value
>126 VIE U/ml or NT titers >10. Pooled seropositivity rates determined by ELISA and NT at 21 days

after the second and third vaccination in the conventional schedule are presented in Table 1 and Table
2.

Table 1.
Conventional immunization schedule, pooled seropositivity rates ! as determined by ELISA and NT
Subjects aged 1-5 years ELISA? NT?
Dose 2nd 3 2nd 3
Seropositivity rate',% 99.4 100.0 98.5 99.5
(n/N) (501/504) (493/493) (196/199) (193/194)




Table 2.
Conventional immunization schedule, pooled seropositivity rates ! as determined by ELISA and NT

Subjects aged 6-15 years ELISA? NT?
Dose znd 3rd znd 3rd
Seropositivity rate!,% 97.1 99.8 95.5 99.7
(n/N) (496/511) (505/506) (274/287) (289/290)

! - evaluated 21 days after each dose
2 - seropositivity cut-off: ELISA >126 VIE U/ml; NT > 1:10

The highest seropositivity rates as determined by ELISA and NT were achieved upon administration
of the third dose. Therefore, completion of the primary vaccination schedule of three doses is
necessary to achieve protective antibody levels in almost all recipients.

5 months after the second vaccination more than 97% of children aged 1-5 years and more than 93%
of children aged 6-15 years showed seropositive TBE antibody levels in both ELISA and NT.

Results from a follow-up study that investigated the persistence of TBE antibodies support the need
for the first booster vaccination no later than three years after primary immunization. An analysis on
seropersistence up to 58 months after the first booster showed high seropositivity rates in NT for all
age subgroups: 96.6% in children aged 1-2 years, 100% in children aged 3-6 years and 98.1% in those
aged 7-15 years, supporting a 5-year booster interval from the first booster onwards.

FSME-IMMUN vaccination induces statistically equivalent titers of TBE virus neutralizing antibodies
against European, Siberian and Far Eastern TBE virus strains. In a published clinical study
considerable cross-neutralizing antibodies were also induced against Omsk Hemorrhagic Fever Virus,
however titers were lower than against the TBE virus subtypes.

A study on the persistence of immune memory in individuals from the age of 6 years and older whose
vaccination intervals were longer than recommended (<12 years) showed that a single catch-up
vaccination with FSME-IMMUN was able to elicit an anamnestic antibody response in 99% of
children as measured by ELISA. No data are available on antibody response as measured by NT.

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 safety
pharmacology.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Human albumin

Sodium chloride

Disodium phosphate-dihydrate
Potassium dihydrogenphosphate
Water for Injections

Sucrose

Aluminium hydroxide, hydrated.




6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.
6.3 Shelf life

30 months.

6.4 Special precautions for storage

Store in a refrigerator (2 °C — 8 °C). Keep the syringe in the outer carton in order to protect from light.
Do not freeze.

6.5 Nature and contents of container

0.25 ml of suspension for injection in pre-filled syringe (type I glass) with a plunger stopper
(halogenobutyl rubber). Pack sizes of 1 and 10 are available. The pack may include no needles or

1 separate needle per syringe. Needles are sterile and for single use only. Not all pack sizes may be
marketed.

Each pre-filled syringe is packed in a blister. The opening in the blister seal is intended and allows for
the equilibration of moisture during the recommended warm-up prior to the administration of the
vaccine. Open the blister by removing the lid to take out the syringe. Do not press the syringe through
the blister.

For subcutaneous administration, see section 6.6.

6.6 Special precautions for disposal and other handling

The vaccine should reach room temperature before administration. Shake well prior to administration
to thoroughly mix the vaccine suspension. After shaking, FSME-IMMUN 0.25 ml Junior is an off-
white, opalescent, homogeneous suspension. The vaccine should be inspected visually for any foreign
particulate matter and/or variation in physical appearance prior to administration. In the event of either
being observed, discard the vaccine.

After removing the syringe cap, attach the needle immediately and remove the needle shield prior to
administration. Once the needle is attached, the vaccine must be administered immediately. In the
exceptional cases of subcutaneous administration, an appropriate needle should be used.

Any unused product or waste material should be disposed of in accordance with local requirements.
The administration of the vaccine should be documented by the physician, and the lot number
recorded. A detachable documentation label is attached to each preloaded syringe.

7. MARKETING AUTHORISATION HOLDER

[To be completed nationally]

8. MARKETING AUTHORISATION NUMBER(S)

[To be completed nationally]



9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

[To be completed nationally]

10. DATE OF REVISION OF THE TEXT

[To be completed nationally]
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3L BRI D & THIS D,

~ X = PREIRC 72 B ZE (R) A E DRNCRZE 2155120, 1EE & 2 B H OB A2 4 I25E
WiT A2 ENEE LW, FEGEE RS Y 2 — Lk, 3EEOEFEEZFE L~ X =0ZEED 5 Bz,
HDHNIV L EBRO T =DOFEHPIEEDRNIKZD ZENREE LU,

s A& BEDOAFVa—)b REGTEAR D a— )b
1[5 H B2 0.5 mL IR L= H I L2 A

2 [B] H A 0.5 mL 1 Bl H BN D 1~3 » Atk 1 Bl HEEME)N D 14 Bk
3 [a] H A 0.5 mL 2 Bl HEEREND 5~12 » Atk 2 Bl HEEREND 5~12 » Atk

B SE
16 LA F 60 At

1 | HoEMN%EE, 3 EIH OBERENS 3ERICE TS (5.1 HSR) |

TEH OB L, ARG 54T LICE T 5,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

60 Ll L DE

60 LA EoFETIX, WE, BIEORIEIT I FEEBI VLD LT 5,

16 iE LA E 60 BTG DF ~DBMEE A& REEA
1[5l B BN 0.5 mL 3EE OEMEND 3 FER

E M BN 0.5 mL 5HETE

60 FZLL_EDFE~DIBINGRE A& RFHA

T RT OB E 0.5 mL 3ETE

WTNOOEEFEORLINRE (FEhE 27D 20—V LONBINRE) NIEOND &, g | Tk
JEIZRIT D T e B R NG L2 WAl e H 5 B1THSM) , L LAansd, @Eic?2
BICL EBEREGE 22 C, BERA 7 Vo — L3l L TV D54, BERETY R3O (catch-
updose) & 1 [AIEMTHZ & THPICHEREAT Va— Va2l T 22 TE5 (5.1 HS
)

FRERIZIEEDB O 6N EFH (BREHFIREER COHEFZET)

HETEFH S ORI & 72 D372 BGR T — Z 1315 5TV, L L7223 D, 2 Bl H OB 4
BFBZICHRNREZRE L, TORSRTHRGIEN A DN NWEGEES, BEEE KBRS LTh &
W, FOHOBEFEOWTNIZHLEICZ E838TEE 5,

2 WIRrS

AENX, Eg (A5 ~OMANESIC L BT 5,

BISNOLE O (MILMEES 263 28 £33 REERO TG 2% T THW L HEOLRE)
AFN R FICHERET 2 2N TED W4HBLU48HESM) |

Mo TMENIZEEGTAHZ EN2VESEELRITIIZR LR 44 TEZH)

4.3. 25

BHhsGy, 6.1 HEICE#HE LIZmmF oWy, 23 EmEY RV AT AT e R, 759
FwA Ty, T A Ty, X UEEE) (T AmBUE, 77U~ A v BAD)
TR PUNDOT I )T ay RREEDRET VILVX—EEETHZ L,

BAES NI RBEDOE TIE, BB L OIRO X o 87 BIZxd 5 EEOIRBUE GIFZ 37
BOROBEREZEOT 7 47X —Fn) ICXVBEEOT LLVX—KnZ& 5| &k 2 9 alGEM:
b5 GamEbzsRoZ L) |

AR F I EEOAMEBICREL TWALE RAOFELZD/R) , TBEIZXTHY
JF oA T A Z b,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

4.4. BRI EEB ITOER LoBER

BHICEVEET 2556050 7 F 2 LEKIC, ARIOHEBRICENTELLT 74 T%
V—OFERRIMAT, BN ER LOEENER, ELITAOLEND D,

FRONZ X BT T HEE TRWT LLX— L, @5, AFEEORSTIIRY, 72771,
TD LD I ~OHEREITE Y 72 BB LOWRE T CoOAFER L, WEUER S OB ELE T X
LHEoITHZ L,

AV LBLOCFT YU LAOEAHAETTEHES 1 mmol KiFTHY, FHMIZ TV vLEBX
OCFrI LT —] THD,

MENICEGT D E, va v 7 2D BEUERIG EDEEDRIGIE D AREMEN & 5 720,
MAENA~OFEGITHRET 72T 7UE 7R 720,

RSN DB GRBIIHANTH 525, HRNEKRGITHIMMERES 2 A9 28 £ 7235 EREO
TG %% TW L E T TRWEERH D, EREZRANRELNIZT —ZITR6N
D05, BINGSE O BT TR DA 5 RSB TN O M L RRE TH L Z &N
TRENTWD, LLanb, RTREZXY, RETORIRIGD U A7 HimE S I Rettn &
5o 60U EDOHETOT=ZIFHBoN TR, SbIZ, BTFREIZLLMEIREDT —4 b
(E15% (M GAYINAN

RIMHIRIEZ 2T TV DHE TR, BilRESENFE SR WATREEDN 5 5,

EMERO LB 21T 572012, MiEFIREDS LI LU SN 55130 3, BB X
VKA AT HMERE CEMT 52 L, FOHAIL, o755 A 12 (AARME Y AL
A, HWRATANR, TUTTANARE) ICRTLHRBEEITREDOTY 7 F UHREIZL D
BEfFOHUR & ORZZERIGIZ LY, BEEORE 24U DN H 5720 TH D,

BT ESICH CAERBNHBA L WD 3% bn 25481, TBE o) 27 L, A
TR B ORI B % KET RIS A5 & 2 REMEN B 2 AFI D U A 7 % ekt L7
UL B 20,

BB ME R E 1T o P — A REDTANAL CEEORINEEL T 55T, U
7 F RO LI R DBREE RS LETH D,

WERE % O AHIBERRIC £ 2 DRI 57 — 2 13 BTV 2L,

HODDHT T T ERIERIZ, AFNIPEZN G %2 BT DIEGE B T X T OS2 554812
VEBGHEHC & 2 WAREMEDS B D, 60 LA EDFE I KO R DREENGRD B 5 H TOARK|BEFE
BT A3EMICOWTIL, 42HABHROZ &,

~ & =Hillg|X, TBE LM T AHMFGEEZT D L DOHHEEDHFEAEZET, TBE LD
YE 2Rtk T D ATREME NN & D, TBE U 7 F U 13R L Y TRk 2 B 1220, Lz
Do C, PREEREF 1 TBE OKYYIE O rIRENE 2 /R 3 ER RGeS KX OVMER S BL L 723551, fill
DFERIZ L D AlREMEZ R T D5 2 &,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

4.5. DO EIRKE & OHEERB L OZF oo RROFEEER

U 7 F o FITEES & OMAE/ERREBIIFER L T\, KA FFICoO T 7 F 0 %
BT 5545, AROEEICE-> TORFETH Z &, tMOERANDOD 7 F o 2[RRI RS
AHEE, BIOEML (CTEHUIRIOFR) ITEETHZ L,

4.6. ZHREE, IR X UNREL

WEIR

EIHICAR 2] L7 L DT =23/ 5TV,

B
AR FICBATT 5752 & 5 MIARHITH B,

L7278 >, TBE DEYYEIZH T DR EZE LI LERNH D LW S, VA7 EX
37 4 v FOBUREZEEICKHRGT L72SAIZRY, e X ORISR 28T 5 Z &,
4.7. BB X UM BRIERE I~ D&

AANTE R L ORSERERE DI B % LT AlRetE IRV e ZE 2 b b, 72720, FFSRERR
TROFENED VDR REBLT A AREMEEBIETHZ &,

4.8. BF L RVWEH

T ODEFRRERIZIBNT, 16 5% 5 65 O HERE 234K 0.5 mL (2.4 pg) OHEFEA 3 [FIz T 7=
(1 [B] B B:AE1% 3512 ], 2 [0] H 21 3477 145 O8N 3 [B] B 88t 3274 f3) . 206 OFGKRR
B TS SNT-RIRS OFESTENTIZESL U 7 F B ORI S OFEBEE 2 UL T ORITR
‘a—o

AT, RSN DBERE I - TR 2R,

ER R ER CHUE S 2 BIS
FEBIRSE REHE
Very common Common Uncommon Rare
(1710 2L E) (17100 LL L 1/10 (1/1000 LAk (1/10000 24 £
1) 1/100 K3i%) 1/1000 i)
Mg LY 3% RPAN: (e
REE
SREREE W REUE
HRRREE FIEVE fEFHER
i L UORKES FiEPED F !
BIGRES L M - TR
20
HEERRB LS 5 PR
HRELRR PR B &V
—f - 2FEEB L | SRR I 57 FEEN LR &t dt
D5 EALOIREE 5 B A
PFIZER CONFIDENTIAL
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

SEBIRGHE

FHEFEE

Very common
(1710 LA L)
i)

Common
(1/100 LL £ 1/10

Uncommon
(1/1000 2L -
1/100 i)

Rare
(1/10000 2L I
1/1000 K¥%)

Bl - VESHEALAE

TSR H .

ALEE

0 S
VEIR
% 5 FEiiE

\\\\\\\

U AldatE D O OFBSEE T 1 [ B OBFREZ ICRE SNE8I1cHES< (n=3512) , 2EERBLO3EAD
BRI I EHEEED E VDI TR o T,

BUERRTER RS SWIZBIRS

BB e O ARER TlE, S OICLLTFORIBIGAIE SN TV 5,
BEHNRSE B *
Rare (1/10000 2L _E 1/1000 i)

BRYMER X OVH A B iE B (RBRTOBREZICBIT 25R)

SRR REE H g RE (ZREE(DER E) OB EI3E
b, 77 4 X —h

R R E Pt R (BMEBIEMINER R, X7 « NL—
JEWGERE, i, MWERBER) |, MMe, R, M
EPEBEES S, BEMUE, SRR L ONEBISRE R E
(BRI ARS8 N2, %
%, BRI, SEECR) , MR, MR, EE)
PEDFE

IRfEE RohEEE, &, IR

BB X OSKKEE Hg

DfigfEE AR

FEIR S, BERES X ONthsiE = I R

&R L OR THafkEE S, BB GRLBEME, BRREBIR) |, % 9 FEIE,
RREJ, HLBE, ZiTHE

R R L O SRR E W, BAEMENE, HUEW, B RSeEE R E
Eadte) , MUEIH

—fR - 2FEER LU 5L OIREE BATRESE, B2 4 T PRERE, EIE,
TRIE, RSSO RAEES S (RIS, REE, RE
)

* L ORI D O5S%EFEXE O ERIZ, n% 3 THRLUTEH L, nix, AFIZ2 AW XTORRRR
WA DN ERE O &R, LicB-o7T, T L7 Trare)] ORBIBBEEIT, I bOFEZOMER Fik
KOBEE %77,

BEFR R AN AAN 2 AN ES K OB TG L7z & & DGR BE 2 /NREL 7 g <,
BT #E- LTe & & DJRFTO ROSIRME DS R ZMEIC B D TR WEED 2 S T,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

BISUS DB DT

AFNOABZIT, BISILNEDNDIERNZRETHZEREETHDH, TIUT K > TRA|DO~
X274y R VRAIRG U ADFE=HF ) TG T 5 2 8N TE D, BSOS A
I VISR LEEEORE S 27 A2 AW THRET 2 L 9 EREEFEE ITEET 5,

4.9. BE#K 5

WERGOEFITERE S TWRY, 221, AAIORBERIZEY, KEEIZE L THIEN
WERG LT D WREMEIIMEN LB O D,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

4. BRI B3 2 M

4.1. Zhee - 2R

A (025mL) 1%, 1~15EO/NRTOX =@ ks (TBE) (Zxf3 2HE8E) (TFh) a0k
S &I D,

AHFNX, TBE KT 25U 7 F o #REOMLEME KON T 2 A0S I/, BT 5
Z &,

4.2. A - HE

E
B

FIE[FSER 22—

WA ATV 2 — UL, 1~15 DT R TCOFETREATZ Y a—vE L, KAl 0.25mL % 3 [A]
BT 5,

LEH & 2B HOEREEREIX 1~3 5 A &35,

HRDIHIE B S D NN H5A0E, 2 H OB | [l H O DS 2 BE%ICEd
HIEMTE D, MIOD 2 BIEZHER L%, HoRBihRy~ X =0ZFEHniFTELND
ErTHIENG (5.1 HEZWR) |

3[EIH OEERIL, 2 FIHOHEMEND 5~12 » ARICE_T 5, 3 BEIHZHERE L%, BHEzhEn
3EL BT D ETHIENS,

~ X = PNREIRC 72 B ZE (R) A E DRNIRZE 2155120, 1EHE & 2[R H OB A4 I25E
WiT A2 ENEE LW, FEGEERF Y 2 — i, 3EEOEFEEZFE U~ X =0ZEED H Bz,
HDHNIVRL EBRO X =DOFEHPIEEDRNIKZD ZENREE LU,

EE s A& BEDORF YV 2—) BOERBER V2 —)b

1 [7] H $57 0.25 mL R LZH R LZH

2 [A] H $Ef 0.25 mL 1B BRSNS 1~3 5 A% 1[5 BRSNS 14 A%

3 [A] H #2f 0.25 mL 2 Bl BN D 5~12 » At 2 B HEEREN D 5~12 » At

BIIESE
1[5 HOBMGEE L, 3BIH O 3HEZICERT S (5.1 HBHR) |
EHOBIMNGEE, FEIOBIMGENS 5E 7 L ICE T 5,

BN Jizh=y REH
1[5 H o BENSGE 0.25 mL 3 [EIH OFEREND 3 F4%
EM BN 0.25 mL 5HETL
PFIZER CONFIDENTIAL
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

WTNOOEERBORINE (FEhE 247D 20—V LONBIGRE) RNIEOD &, g | Tk
JEIZXTT 2+ 72 Bih B35 D2 W ATEEMEDR H D (51 THBR) . LA LAERG, @mEic2
BICL EBEREE 22 C, BERA 7 Vo — L3l LTV DA, BERETY R3O (catch-
updose) Z 1 [AIEMTHZ & THPICHEREAT Va— Va2 T 22 R TED (5.1 HS
)

6 AT D/NEIZE 1T D catch-up dose (2R3 57 —Z 36TV (5.1 HEH) |
FHRERICIEZED RO b S/NE (FREHIFIEE &1 TS /NEZET)

HESEH B ORI L 70 25728 IR T — Z 135 50TV RV, L LZe23 D, 2 [BIH O S 4
HERZICTURREZHE L, TORRCTHIRGIENALNRWGE, BIEEEZHREFTLTH X
W, FOBOEEREDOWTIUCHREILZ EN Y TiLE 5,

PEtdE 7 ik
AFNE, B (ZAF) ~OMANESIC LY BT 5,

183 £ CTO/NWNRTIL (D WII/NEDFRZECHKBIRIEIZIE D) |, KR GMALHR) 12K
AEERT D,

FIS DA DR (HIMMEEE 29 5 & £ -I3HEREERO PR 522 1T T A EDERE)
AR FICHEMETHZ N TED G4THBLO48THASHR) |

Mo TMENIZHEEGTAHZ EN2VESEELRITIXZR LR (44 TEZH)

43. %5

B4y, 6.1 HEICE#HE LIZImmFI oWy, 3 WEREY RV AT AT e R, 759
FwA Ty, TUoEwA Ty, X U (T AOmBUE, 77U~ A v BAD)
TR PUNOT I )T ay RREEDRET VILVX—EEETH L,

BAE S NTRIEDE TIE, FHINB K OTBIRD 2 o3 7 BT 2 BEOWRBUE GRINZ /37

BOROBREOT 7 4 X% —pik) XV EEDT LVX—RL& 5| & 2 9/l GEME A
b GAamELBHOZ L)

AR IXEEOAMERBICBE L TV AIEE BAOFELMD/Z2\) , TBEIZXT DY
I F R IE A b,

4.4. BRI EEB ITOER LoBER
EHICEVEETIH DL T 7 F o LIRS, AFIOSEBZICEICELLTF 740 TF
L DHELI AT, W ARALER L OB, BEHICITASLERD D,

FRONZ X BT T HEE TRWT LLX— L, @, AFEEORSTIIRY, 72771,
TD LD I ~OHEREITE Y 72 BB b L URRE T CoOAFEM L, WEUER S OB ELE T X
LHEoITHZ L,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

AV YLBELCT M) U LAOFHET T EHAES 1mmol R THY, FHMIZ WV vLAEBX
OCFrI LT —] ThHD,

MENICEGTDE, va v 7 2D BEUERIG EDEEDRIGIE D AREMEN & 5 720,
MAEN~OEGITHRET 72T 7UE 7R 720,

HELE SN DR GREITFHRAN TH 203, HRAERGIIHNMEREE 269 28 £z hibEEREO
TG 2% TOWDHE TITE TRWSEENH 5, BRZRRANGHELNZT —Z TR 6N
D05, BINGEIE O B TR T DAL 2 S S B 1B NS O R L RIRE TH L Z &N
AERENTWD, LALRns, RTFREIZKY, RETORIIGED U A7 H3EE 2L aethn &
Do WNR/FETOT=ZFTH/LNTNRY, SHIT, K TITRGICIDYEIGEDT —Z b 15
HILTVRLY,

NRTIE, WIEIGRERICEICS D O/NRICBWTRE L LN WREER H 5 (4.8 HBH) |
W, 24 R LINIZIRENT 5, 2 [BIH OBFER SRS SN REOFEIE X, 1 BHO#EM%Z LY
WL TR o T, U7 F UMk OBWEC S £ 72 I I3 OB FER 2 A+ 5/0NE Tk, REED
TRAE G T IR A RETT 5,

RIMFIRIEZ 2T TOLHE T, BilREISE N FE SR WATREEDR D 5.

EWEAE O LEMEZ W T 572012, MG FRIMAE D LB &l S 72613, R &K
B EAT HBBEMETER TS &, TOHEAIL, o7 I7 AN A (AERME T AL
A, T ANA, TUTTANARRE) (CHTHHARBREE TR EOTY 7 F UBRICL D
BEFEDOPUR & DAZZEREIZ X0, (BEEOREREZA U D RN H D720 TH 5,

BT ERICH CAREEBENHIA L WA i idsEbn 55461, TBE DERY 27 L, HE
PSR B ORI B A R TRINS 28| X 2T EEME N B 2 AFNI D U 2 7 & Helgkat L7
THUEZR B 70,

EEMEBEER B E 21T a s e — L RB DO TANARR EBAED KIMEE 2 A9 5 /NE T,
T 7 F R OVEMNERFTT D BRICEENMLETH D,

BB 1% D AT K 2 BHEANRICEE T 2 7 — 2 i3 6 Tuniauy,

HHW]DHYU T T LREERIZ, RENIPEZN R 2 BXT 2 BYYEN DT X TOMEEE 2 52212
VIBAHCE RWATREMEN 5, HfE R DFEENGRD 5N HE B L OIS milRE L2 % b
H COARFIBEFEICET 25OV TIE, 42HEZZHOZ &,

~ & =K1Y, TBE LU T 2R EBRE T 252 L OHDEEDHREARE ST, TBE LD
YUE 2 ni& T D AlRetEn & D, TBE U7 F U 13R L U 7RGk 2 Bsh R 2, Lz
Do T, WHEREE|Z TBE ORYE O AIRENE 2 /R 3 EE PR3 X OVER S HHEL L 7= 580, i
DFRIZ L D AlREEZ AT 5 2 &,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

4.5. D EZRKE & OHEERB L OZF oo RROFEEER

fhoDD 7 F L F I ITERKS & OFBEAERRERIT IR L T, AHFIE RRFCo D 7 F o %
BT 5545, AROEEICE-> TORFETH Z &, tMOERANDOD 7 F o 2[RRI RS
LA, BIOEAL (TERTHOFR) ICHEETLHZ L,

4.6. ZHREE, IR X UNREL

WEIR

EIHICAR 2 L7 L DT =23/ 5TV,

B
AR FICBATT 5752 & 5 MIARHITH B,

L7235 T, TBE DIRGYEICK T HIHRZEDICGLBERH D LHErsh, UAZ LR
27 4 v FOBMREEBEICHRE LIZHAICRY, i KOG ICARI 2 5T 5 2 &,

4.7. BiRE L OEBRIEE I~ D&

AFNINEOEBERE (B TESEITHIMEIIRD L L) F30ERE L OB ERE
(CEEE KT T REMEIMR W E B2 5D, 1221, MR TPk d Vs sEsi4
LA AZE T D L,

4.8. BF L 2 EH

8 DOEFIKFER TAF 025 mL (1.2 pg) O 1 [EIHERA ST 72 1~15 5 0/h (3088 1)) (2
H SITZRIFOG DOFEEFATIC S S RBUBEE A2 F M Lz, 2 BB L O3 [ H o#fEE 02 g
BSOS O S BAEFE 1T 1 [\ B OB X VKo 7o, EFEASOSORBUERE X 1[I H, 2E BB
KO3 BIE O#FitL CRRE CTh o7z,

ARIETIE, HRSNDHEREISHE, BE LI RWERZ L TITRT,

MR THRE S BIRS
FEMRIE RBRE
Very common Common Uncommon Rare
(1710 LL 1) (17100 2L E (1/1000 BL £ (1/10000 2L &
1/10 i) 1/100 i) 1/1000 H:{H)
MEB LY V3 RE U oo SERE
KRB L OCRERE BAREGR
ErEE KHhaEDRS!
R i 5
PREREE R R SE, RE)
XS ELR
HEBXURKBES [EIEAPE D F
HGEE PR il T, HIERR
Mg Pt
PFIZER CONFIDENTIAL
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

FEMRIE RBHE
Very common Common Uncommon Rare
(1/10 B E) (1/100 LA E (1/1000 LA E (1/10000 2L E
1/10 Kfii) 1/100 K3#) 1/1000 i)
BB L OB T8 E NI’
ERRB L ORER f55 PRI R ESVEIRE
RS
—f - RFEFER IO | HHEEAIAOS 2 | B, ST, A TR E O FE
FEIRLORER (B« VESHERAL | PR 4 J%
FEIM) LUR & & te kgt
AT
o JER
o [
o HLHE

N~S5EO/NEN D/ ONTT — XIS HHELZRH L,

21 BlOPRE IO FEEDRE L2 HE61 5 5,

SREL, TR VN THEEBO &YV XL W BER&E o7 (FHZE I Very common 26 Common) , 2
[\l H 4 L O3 [\ B o#fdE OO BB EIL 1 BB o#fE L0 L TR o7,

4 FEBUFE T 6~15 D/ NN/ ONTT — X ICESE R L,

FEELDORIENL, 3 R O/NETIHERR, 3 M EO/NE T APEREIC L VAT 72, KT
ZiE, RRBROFEIZ DL, U7 F L RRNICEEDH 2L G DT,
FENIFEl L BENDH Y, U7 F RIS TR T 5,

et LOHEXRERBR T, 1B HOEERZ ISR DN BEOESIILL T LB T
HoT,

1~25%D/NRE (n=262) : REEDIEEL (38°C~39°C) 27.9%, HZEREEDIEEN (39.1°C~40.0°C)
3.4%, BEEDOIEN (40°Ci#B) 2L, 3~15mD/NNE (n=2519) : BEDOIEN6.8%, FEEEZ D
FEEN0.6%, EEDOFEEL (40°C #H) 7oL,

2 B H OBFEZICHRE SN REOE S, LT 1 REHOBEM%E L VIKLS, 1~2Eo/NET
15.6% (263 5l 41 f51]) , 3~15 D/ T 1.9% (2522 il 49 i) Bl Toh -7,

BUEIRFER (TG ST BIROS
BERTE % ORI TIE, S BICBL T ORIFUSEHE SN TV D,

BERKRIE FELBRE
Rare (1/10000 4 I 1/1000 i)
REREE TFT 4 TR, BEE
MRERIEE e, s (B A2 ET) , BE, £2¥=—a—n

ANF—, EIERERET (RER MR R R, BRI~
IR, BRERLRAERREL, fREER) , ¥ T - NU—ER
HE

IRFEE BAETE, %W, IR
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.6 DI e St R PEEZE AT AR

BEBIKRDE FEB AR
Rare (1/10000 LX_E 1/1000 K35%)
BB L OKKESE Hig
MR as, BRI K OVRERRREE IR R e
BB X O TR REE Bz GRLBEME, BEIR B, AENE) |, ALEE, £ 5%
JE, BT
B RE X O AERkREE R, AR REEEE (B E A S Te) , DR

—i - EHEEL I OCRGHADORKRE | HTEE, 7 PEIRE, BIE, FiE

*HGDOIEHBEIE D 95%EFXM O EFRIX, n% 3 THRLUTHEM L, nid, &KAIZHWZTXTORBKRR
AN DN E O &R, Lz, FH L Trare)] ORBBBEEIT, N bDOFROME Hik
KOBEE %777,

R ACARN Z AN L O TG LTz & & OGN B9 5 /N 7 Fe i sl BR i,
K TG L= & & DOR[FTOOSEMENE I I B W TE W B A b, /NEThTFT—4
EECASY S QAVAIAN

BISUS DB DT

ARFNOAFEZIY, BIUSNEDONDIERZHRETHZENEETH D, TIUTL > TAA DN
X274y R URINRG U ADF=HF ) TG T 5 2 ENTE 5, BIKSBSEDONLDHAE
WIS VIR LT EORE > AT A2 HWTHET 5 L9 EREEEE IKIET 5,

4.9. BEER S5
INBADRRNARBNOBERENRME SN TWD, 20X RBE, BIEDOU AT RNEEDL EE
26D,
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TICK-BORNE ENCEPHALITIS VACCINE BB
CDS Version ||

PREPARED BY PFIZER INC

cps EFFECTIVE DATE: [JHI-20l}
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.7 [FIfE[ELh e —Fak
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Tick-Borne Encephalitis Vaccine (PF-06830414)
L8 IfIE (%)
1.8.1 I3 (%)

20XX 4F XX AR (35 1 30

B k1 2~8CTRE
AShEAR 2. 5 4F

Ak, AL

TANAT 7 F A
A L S e

HAREERDEES

876313

AR AN L S =AM R 7 7 T
Z

H A sy 7 IR R 0. Sl

TICOVAC®

injection 0. 5mL

i) EE-EMSOLLEICL VAT

suspension liquid for

intramuscular

RRES

ERSERALE

2 BREAELE (PHERBZZTHILABELTHNE)
21THLNRREAERE L TNDE

2.2 EMERAMIEBICH N> TWVWDEZ ERH LN E
2. 3 RAN DA U OWBUE DBFRED & 5 &
2.4 FRLIZHEIT 2B 0IE, TRAEFEZITO 2 LAY kBlch 58

3. BUEDBER UMM - K
3.1 EROBE

KA, Z =B PERR 7 A L A% SPF REBINNHEI L2=7 b U IR M TR S, foni v A VA &R
LT VTE RCREE L2, BRL, ZEFRIKRORT Va0 b ORBBET VI =0 MREIK) 22 7-b0Thd,

B, AFNTRGE TR CT Zaksy (FY 72 2) =0 b U OFRERINLCAMEH RS (NLET AT ) ZfiH

LTW5,
3.2 #Rk
onZd 2 A 28y 7 KRBT TE 0. 5mL
RISy RIS = A VER &7 A LA
A 0. 5mL
o 2.4ug
NILET V7 2> 0.6mg, U EEKFEF b Y o AR 0.22mg,
wINF U R KFEA Y 7 A 0.045mg, kT kU A 3. 45mg, AKEMET L

= LIREIE 0.35mg (T =0 SAED) | KEEET B Y U L iR

3. 3 HAIDMER

iz ZA 2Ry 7 RVERREATE 0. 5nl.
pH 6.9~7.6
RFHEL 1 (CEREHRIC T 5 k)
[E2VS AFNE, RVIRED & & BRI AGOBMEBIK

4 HEERITHR
AR R D TR

6. RERUVAE

MERIZ DG

1[E10.5mL % 3 [\, FHIANICERET 5, 2 BIE BT,

LEIEHERED 1~3 » A%, 3MIAHEREL, 2 BAHE

FED 5~12 » ARICHERT 5, REORS 2R <EEITIE, 2B B#MEE 1B HERO 2 \@A%IIT) 2 &N TE S,

BINSE DA

1 [\ 0. 5mL % fFANICHAET 5,
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1. RERUVEEICHEEST 5

11 EEARE

16 LA Lo

1.2 BN%E

MBS U T, 3 [E AR 3 4ELITIBINGIE 21TV, IR 16~60 mk TIL 5 4E T &, 60 mbA L TiE 34E 2 & BNz %
1T52 &,

7.3 2 [Al B ERELIG SRS R I SN2 A T, TE AT R L, URoBEmREk T2 2 &,

T4 EEINMLE L BDIHAIZE, o U o F o LRIFICHERT L2 ENTE D,

7.5 0. 26mL #ERERIRFITIIEH L2 &,

7.6 AR 5E T RIS # =B PERNAE 7 A L ARG T 5 U 27 03 34 (X =N AT RN 81 2 AT it~
PEMISE) 1L, EOMNIARRNZ 2 BIEERT 5 2 &,

8. EELEAMIER

8.1 AANT TPl KO DEMEMER S (UL THEHT 2 2 &

8. 2 A (T OV T, HERNI LT B, MIBXORBRICE - TRERREZR~2 2 &, [9.1 3]

8. 3 WA ST Z ORI, N BB B E B 308k T | &@%u%me%% Tl BRRORERESRICEE L,

JIFT D EE SOSRLWHO LA, & DICEEA, EREED R MERE & LGS IITERHICEM OB E 2 321T 5 & 5 Fillcm
LEDT L,

84 av ., THT74 7% —Rbobhd I ENbDI0, HERMANHBUEDMALESICET M2 2 +2IdTo & L b

W2, YavZ TT 74 7% =T 2RALENTE S L), BEUREHE FICRWTHMT 2 2 &, /o, #Rk— e

], pgtis oRE2EET D 2L, (1L 1.1 2]]

8.5 U U F U EFRIE AL SUTHRER (SRS L 2 DIRVEROS & B Te i R EMRERN & L TRMDRH bbb d 2 & bh D, K
(R DB AT 5720, Bl —ERMITESE 57 8 L ECHERE DIREEZBRET 2 Z EAEE LYY,

I RENERZEZRT IEICHT IR

01 EREEIEE (BREOHWETIICEL. FEEETIH)

WEFREE DIRONWTNNIEE T 5 L RO LN L6, BERER OVRE &2 L, 28 & OBEE & O Hl 2 (E 81217
W TRiEROLEN, BISOS, AR OW T REA ATV, FEZMEEICHE LT mELTEETL 2L, [8.2
2]

0.1.1 BCREREZAITHIENFECRAERENEONDE

REAT 4y b VAT ZEBERE LU ECEROERZHWT5 2 b, AABERICL Y BORERENET S, b LIIIZFOR
WA T RS S D, [11. 1.2 B

9.1. 2 EHMMMEERIZOY FO—LRBRDTANAVEDKEEEET 55

AFIBEFE D MBI OV CHFITRRTT 5 2 &,

I JHMMEEREET 8. MEBRKREIEZITTLSE

AFMEREZ N D 5bhd Z L Bid 5,

L1 A4BERICHREREDZHNLEIN TV IERVEREICARERESRSEDENNDE

QIS5 ARFDEAKH LT LILF—2ETE8FTNh0HDE

9.1.6 DIBEMERKE. BEER. HEAR., MKEER. REBEESOERKELETHE

9.1.7 FIHEETHERER 2 ALNICRBDOA ONEERUVEEERSEDT UILX—28SEREELLIELHEIE
918ﬂ£|r9®ﬁﬁwﬁé%

9.2 EHEEEEEHT HF

PREEEETH D,

9. 3BT #H T 5F

PRELEE TH D,

9.5 1T4%

AR TSR LT D ATREMED & D Lol iT PR OIS ERME 2 LR D LB S DB AIC OB+ 2 &, £
B A TEMERRBR 1T FEHE L TR0,

9. 6 23L&

FREEERE EOFRMER OBILEEOFZMEEZEE L, BALOMGE IIHIEZHRT 52 L, b MR ~OBITIIRHTH
"y

9.8 HnE

BCH - Tk, MRELEEICITV, HERS ORAIRELZ HolcBlsds 2 b, —iic, AEBENMIT LTV 5,

1. BIRIG

WORIIER D B D 2 ENRH DD T, BEETIITITV, BERTRD b GE I3
1.1 EXLGRIRE

N112avy, 7r74753F 20— (TR HEERE)

(8.4 &MR]

pa}

IRALIEZAT D T &,
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11.1.2 LRMELE BEEZED) GEERP)

[9.1. 1 ]

1.1 3 2 MERAEMRME A, ¥5 > - NLU—EIRE. B8, EREEER (WINLEERH)
1.1, 4 s (BEEERA)

11. 2 Z D OEIRIE

10%2 | ¥ 100 ETRY]
RAMER (E | A TESHRAL L, FESHR AT FESPE AL BB | 7
AL (35. 0%) M. FEEHEALE O FRER, RS SR B EE | mwm*

EACREAG . RSSO MU, T i, AL AIE
SRR « KLBE, TESHAL
BURR, RSP AT SR

JEYYE G kG PP R

JUIREES A

ELE I U

Firprhie R OE, AR, BINR, REME Rk, JRSE R e ONE B
HEND BERETE (55 7 JAHhiR s,

BRI SRR, BRI, R4
TR, bR, b

%) BlEUE
KRR [ElfiEPE D FE BmE, RA. A, H
b
SRR MR
UL AR I R
kR Y L, Mg, I8
B & ZOPE. BB (RLEEMER PR, ZITFIE
%, BUIREBIREDS) . ALBE,
B3
il - AR WP, B, PUBE. A, BIRAIENR. HH
R AR
Z DAt I, PR, REA M) TEJE, BITREE, TRIE

SE, A VT PR R
a) TRRBINE A KIS X 0 IV LT-RIBOE 2 &
b) B9371039 #kBR (n=100) (ZI5\F % FEHME

14 BRLDEE

141 ZRFARFFOEE

14 1.1 fEHRNCRIRICRERTZ &

14.1. 2 AN, H—LAROBEKRE 25 L 5RVIBED 2 L, BYOIRAIISMEDOELN 2 )% B CTHER L
ﬂm%mmt%®iﬁﬁbaw L,

14. 1.3 KK 2 DT 7 F o LIRAELTHER LW &,

14. 2 ZRIIEEHOFE

14.2. 1585, FH=AMICHANERET 22 L, BIRN. BN, B F~0BfIT ThRnw2 & thoENHAT 7 F 0 2 [FHE
IR 2540, Blx OB (TEAUER] 2 O ICEERT 5 2 &,

14.2. 2 Fifk - MR~ DORBERIT 5720 FRROMICER T Z &,

(1) SHRIIMHANERIZE S EX T, MRk, Mg, ﬂ%@%ﬁ?ﬁ% LWL S, SRS ok Ll e gt R A
WETH L,

(2) MIREITHNZBET B2 &,

(3) HHEHERIA LI & &, WO ZCMIEOWFEN A ST AITE BICE 2 k&, #2002 CTHENTZ &,

17. ERIR BA&E

171 BHNERVREHEIZET 5558

<fE%E>

17.1.1 EINE M HEEER (B9371039 5HER)

H A PERG S T A L A% U TR O 720 16 7R LA E O A & 381, A% 3 B ANEERE (1[5 H#EFfE0 21~35
HZIZ 2 BIEEERE, 2 [M HEEREOD 5~12 » H#&IC 3 [ BEAL) L7z & & OE MR L2 R,

%@&ﬁ%_\zﬁﬁ%ﬁﬁ EEHIEEE Th 5 3 [l HHEfE% 1 » ARROHURBGIERZ G L7ofR, K1 oL Failckl
EINTz, EE 0 EEMERGE B OEAEYE (BRSO 95%EEX I O FIRA 90%% Fa15) iz Lz,

F1 PR Y ICED AKRAERGE S Lz 3 [0l B RS FUAR R Y
% (n/N) 95M{FAH X
98.0 (97/99) (92.9, 99.8)
a) PFURBEIZPRBUAMAS 1:10 BLE (& =B PERNZR &7 A 0 A Neudoerfl #k) & EZE LT,
b) 3 [A] H4EREM% 21~35 H&ICHRm L7z,
¢) Clopper—Pearson 233 < IEMeZe MM EIC K DR HIKM 2R L7,
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Z2afErx, 1EE, 2B E 288 L7 100 %003 [ H 2858 L7z 99 62 6 50c, AFIBERE 7 B OFRNCHE L Rt
JE R OV B YER R % B A eECIUE LM L7z, E722 Rt FEREMIER CH 0 . Zh i 1 [\ B Bk 59 6

(59.0%) . 2 [0l B4EHE% 44 1] (44.0%) . 3 [B] B4EFE# 36 1] (36.4%) NG S iz, 2 TORFTRIEG O EIE I T
EETHY . BHMIT 1~2 18 (PR Thotm,

BHVERRIZOWT, 1A BEEREZ I AN 19 61 (19.0%) . 57 16 B (16.0%) K OEES 13 61 (13.0%) AEITHEX
AU, 2 [\ B BFEMLIZITIER 10 B (10.0%) ASEICHE 4, 3 Bl B HARMGICITEE 1161 (11.1%) &35 116 (11.1%) 2E
WA S, MRG0 % T SUIFEETH Y . FRelIEEE (1B E% 6.5 B ; 26, 2 (Al H BERE% 5

H 1, SEBEEMZ LA ; 16, Wb FRE) 2ERE 1~2.5 0 (FhRfE) Tbho72?,

17.1.2 B4\ S b +HEKER (690601 FXER)

690601 #BR Tl, & =ML T A NV AT D IRYEN 22 BHEO A7 Y 2— N L0 HEWGEERERE (1R E &2 [
HEEFEIT 14 A ORI CAFIZ 2 [08EFE L7z 16 bl Ok A 2 581, L BN D 6 4 A%KICARIZ | [ (3
[\ B #EfE) L7z & & O FME R OSRIBERO L &M 2 it Lz,

297 Bl & s g1s, AOMEREMIEE CTh 5 3 [l B 3 MIFOPURBIERZFM L2 R, B20L B0 Thotz,

Fo B Y IC X B 3 0B EREgpUAL R Y

A lin e % (n/N) 950 AE ]
16~49 7% 100.0 (144/144) (97.5, 100.0)
50 Lk b 98.7 (151/153) (95.4, 99.8)

a) PFURBEIZRRBUAMAS 1:10 BLE (& =B PERNZR 7 A 0 A Neudoerfl #k) &EZE LT,
b) 3 [E H4EME 21 HA&ICERMm L7z,
¢) Clopper—Pearson #2443 < IEfEZ2 MIE 12 X A B 2R H Lz,

ZaMEIE, 340 B (16~49 REfEIE 1 [ B HEFE 170 B, 2 [B1E$EAE 167 4, 3 [0] HH2RE 168 i, 50 kLA eI 1 [B1H B 170

B, 2 [0 BEEAE 168 6], 3 [BIHEEFE 164 ) ZXfRIC, AFIEEREE 4 HEOEFNIIHEE Lz BETR SR OV S R & IUE L
P U7z, FEARRFTEISIE, AR (W OBERIZ IS 16~49 5EBET 19~25 #] (11.2~15.8%) . 50 m%LL ERET
12~15 ] (7.1~8.9%) ] KOVER (WO HEFREEH%IC 16~49 mREET 13~20 il (8.2~12.0%) . 50 i#kLL LRET 9~20 {4
(5.5~11.9%) ] BHLE ST,

FR BB MEROSIE, 1B B R M O 2 [A] B BRI 16~49 MR CHENR. VU O EIEIR, fAEUE L OS5 28, 50 miLL BRET
WX, U SEIEIR KR ORI Sz [FRER DTN OEEREE# T 6~8 6] (3.6~4.7%) ], 3 [EBEM%ZOTR
BB PERORIE 16~49 FEEECEER [6 61 (3.2%) ] KOOSR [4 61 (2.5%) ] 23, 50 mLL ERETY Lo HilElR, BIEE & O
PR (452610 (1.2%) ] it sz ¥,

<BinffE>

17.1. 3 BN EIVHEERER (223 FER)

223 R TIL, AFIOWESERRRICB W TEEOHEBA 7y P 2 —/2 X0 3EIEBEE (WhEhE) 2587 Lz 18~67 D
TEFERR A & 56t 50s, AFIo 3 [\ B BAE D 3ERICAHKIZ 4 M EERE (1 BIHOBIGE) Lz & & ofERER T et E
Bat Lz,

240 Bl & x5, AOMEREMIEE Ch 5 4 BB 1 » A RROTUABMERZFHE L7-fER. B3 DEBY Th-oTo,

F3 PRERR Y XD 4 M HBRE (1 HIBINGE) SRR
% (n/N) 95%{E X
100 (240/240) (98.5, 100.0)
a) HURBEIZFRHUAMGZS 1:10 BLE (& =MK% 7 A /LA Neudoerf1 #8) & EF L7 ",
b) 1 [E]HBINSE# 21~35 H#ICERm L7z,
¢) Clopper—Pearson 233 < IEMeZ MM EIC & DR HIKM 25 L7z,

LRMEE, 328 AR BRIC, ARt 4 AR OFRNIBUE Uiz RETEOE M OB OS2 I LRkl L7z, JRFTROGSIE, &
22 BB L, N (16 41 (4.9%) ], TESFBOANR (1341 (4.0%) ] 23 Shiz, 2IFUGEEN 2 BICRI L, BREk
O [ 161 (0.3%)] 23S ¥,

< REFHRE>

17.1. 4 BN EIVHEERER (223 388, 690701 FXE&. 691101 FHER)

223 R TIE, AFIOMEARRBRICB WD CRE OBEA 7 Y2 —/ U280 3EIAHEE (FIEGRE) 2557 L7z 18~67 %D
FEFEA N A G, 3 [BIHBEflA B 2 05 O 3 FEBZ OFURMIN A MiFt L7z, 690701 & U0 691101 HERTIL, 223 BT 4 [HH
BeR (1 BIH OBMGE) &5 T LIRERAR A Z XTI, KAl 4 B BEERAS 27, 34, 46, 58 77 Hf% (690701 #k) . 82,
94, 106 KN 118 4 H# (691101 3ABR) DsafE et 2t L=,
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WA % OPUREFGIEIC OV T, R4 DEBY | 18~50 LN 51~67 O W TN OEMBIZB W T H PR 3 4F
MZ 72 D BVMEZHERE L7z, 1B B OBMGESE THOPURRRGEEIC DWW TIE, £ 5 D&Y 223 RS INKF 18~49 %,
50~60 i%. 60 FABDWTIOFERBIZB T HPUABER 34 7 A% (K9 34FM) £ CTRVEZMER L, X512, 18~49
& OV 50~60 BRIZKVTIL 58 B A (K95 4E) F TEWHEMEFELZ Y,

FAPRRR Y ICK 5 3 EHERE (WIEHRE) 2 EHEO 3 FERICET DA
3 [5] H B 18~50 7% 51~67 1%
Niljasisa:
IERSH 5 (/) o5 RIEICH % (/) OB Y
2 tEfR 97.6 (206/211) (94.6, 99.2) 87.8 (36/41) (73.8, 95.9)
3L 96.5 (192/199) (92.9, 98.6) 82.9 (34/41) (67.9, 92.8)
a) HURBHPEI P RIFURAAS 1:10 LA L (5 =B PEINR 7 A /L A Neudoerfl #%) & EFE LY,
b) Clopper—Pearson #1243 < IEREZR MR EIC X AKX 2 HH L7z,
# 5 FRIERR @ 12 L B 1| BB PR R
18~497%" 50~607%" 60HA"
HeBEREY)
% (n/N) 95% (7 #E X 1] % (n/N) 95% (7 HE X1 % (n/N) 95%{F X 1]
345 Atk 100.0 (245/245) (98.5, 100.0) 100.0 (51/51) (93.0, 100.0) 100.0 (9/9) (66.4, 100.0
165 A% 97.6 (239/245) (94.7, 99.1) 92.2 (47/51) (81.1, 97.8) 77.8 (7/9) (40.0, 97.2)
585 1% 96.7 (237/245) (93.7, 98.6) 92.2 (47/51) (81.1, 97.8) 75.0 (6/8) (34.9, 96.8)

a) PURBPEITPAGUAMAN L 1080 E (& =AM 7 A b ANeudoer f1KE) & EF L2,
b) 223FRBRSNEF O AR fin CHMRE & X5y LTz,
¢) Clopper-PearsonikiZ 33 < TEMEZR MM EIZ £ DS 2 5 Lz,

18. FEhEEE

18. 1 {EF#F

AR L0, X =BENTENZE T A LV RCKT DR OEENFEIND Z L T, X =R T A VR K B IERY
JEDOTRHIZHFEG TS EEZ26N1TND,

20. IR L EDEE

20. 1 AMEBREMZIEL. L L TIRIFTH 2 &,
20. 2 HfE SRV L,

22. A%
1YY 0.6mL 1A

23. FEXW

1) Adner N, et al. : Scand J Infect Dis. 2001 ; 33 (11) : 843-847

2) ENFIAHRS (B9371039 k%) (2024 4= XX A XX HAFR, CTD2.7.3.1. 1.1, CTD2.7.3.2.1, CTD2.7.4.2.1. 1. 1,
CTD2. 7. 6. 17)

3) MESMIEREER (690601 3AER, 223 #BR. 690701
CTD2.7.3.2.2, CTD2.7.4.2.1.1.2, CTD2.7.6)

AR, 691101 3ABR) (2024 4E XX H XX H/KFR, CTD2.7.3.1.1.2,

24 XBFERERVBEVEDLESE

7 7 A P—tEatt

Pfizer Connect/ AT A HIL + AT FA— 3
T151-8589 HURLARREA XAl A K 3-22-7

TEL 0120-664-467
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25 RIgHGH LR
AFNTORBRAG (S DRFGR & 7p B vy CRAMIEHEARIGHE) .

26. BERFTREF

26. 1 #iEHRFET
7 7 A ket
B XA & K 3-22-7
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Tick-Borne Encephalitis Vaccine (PF-06830414)
L8 IfIE (%)
1.8.1 I3 (%)

20XX 4F XX AR (35 1 30

B k1 2~8CTRE

AShEAR 2. 5 4F

Ak, AL

TANAT 7 F AR
AR S S
TS B ATR L = MR T 7 F o

B A a8y 7 N KRR E ST 0. 25mL

TICOVAC® Junior suspension liquid for intramuscular
injection 0. 25mL

i) EE-EMSOLLEICL VAT

HAREERDEES

876313

RRES

ERSERALE -

2 BETELE (PHEBEREEZITHILA/BELTHNE)

2 1THLNRREAERE L CNDE

2.2 BERLEMERICH D> TWD Z EBNHLNRE

2. 3 RAND AR L EE OMMBUE ORERIE D & 5 35

2.4 LRI 2B 0IE0, TRIHFEZ1TO 2 LAY kBlch 58

3. BUEDBER UMM - K

1 HEOBE

KA, Z =B PERR 7 A L A% SPF REBINNHEI L2=7 b U IR M TR S, fonic v A VA &R
LT VTE RCAREE LA, BRL, ZEFRIRORT Va0 b ORBBET VI =0 MEEIR) 22 7-b0Thd,
B, AFNTRGE TR CT Zaksy (FY 72 2) =0 b U OFRERINL AR RS (NLET VT I2) ZfiH

LTW%,
3.2 #Rk
WRoEs B A Ay NP RRE AR T 0. 25mL
RSy RIEAL S =PRSS ™7 A LA
o 0. 25ml,
o 1.19ug
NG T A7 22 0.26mg, ) AT T B Y 7Lk
- 0.11mg, U > _KH#AD Y 7L 0.0225mg, L) Y T L 1 725mg,
TNA
J AKBALT LS = & WRRIE 0. 1Tng (703 =7 B | AkBRIET
DRI s

3. 3 HAIDMER

onzd S A Ny 7 NRRPEREE T 0. 25mL
pH 6.9~7.6
RBIELL #1 (CERREHRIC T % )
[N AFNT, IRVIRED & &, B2 A GOBRRIK

4 HEERITHR

AR R D TR

6. RERUVAE
MERIZ DG

1[E10.25mL % 3 6], FRNPWNICHERES 2, 2 [0 B HERRIE,

LEIEHEFED 1~3 » A%, 3MAHEMREL, 2 A

FED 5~12 » ARICHERT 5, REORS 2R <EEITIE, 2B B#MEE 1B HERO 2 \8A%ZIIT) 2 LN TE S,
BN OSEA . 18] 0. 26mL & P PICERET 5,
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1. RERUVEEICHEEST 5

11 EEARE

1 LLE 16 R D&

1.2 Bn%E

MBS U T, 3R BHEED 3 FM%ICIBINGE TV, LABEIL 5 22 L oBINGaE %175 2 &

7.3 2 [Al B ERELIG SRS R I SN2 A T, TE AT R L, URoBERE kT2 2 &,

1A ERRNIELROT-HAICIE, thoT 7 F o L RRBICHERET 5 2 LN TE 5,

7.5 0.5mL BRI G 1A L2 2 &y

7.6 A E5E T RIS 7 =M PENAE T A IV AT S 5 U A7 083% D86 (X =B PRSI TR 8 1 2 3RA T it~
PEMISE) 1L, TOMNIARFZ 2 BT 5 2 &,

8. EELGEAMIER

8. 1 AHANT TFBEEERMmIBA O Tﬂ:ﬂﬁ%%iiééMEEEﬁﬁj CHEMLL T D Z &

8. 2 HtRFA (T O\ T, AR ZfF'EJ“ Bl BB L > TRFEREZ I~ 2 &, [9.1 2]

8. 3 PR 3 € DIRFEH 1T %#Uiﬁﬁ&@@iﬁi ﬁ%%u%m@ b, 7o, SEEORFEIICEEL,

ﬁﬁ@ﬁ%ﬁf%WﬁDTm\é%’%ﬂ FEAPEDRF R 2 B LGS IITE0MNICEM OB LR 22T 5 & 9 FHANTH
LbEDHZ &,

84 av /., THTT74 7% —Rbobbhd I ENbDI0, HERMANHBUEDPALESICHET 222 +2IdTo & L b

W2, Yav 2, TH74 7% —ICdT2RBRENRTEL LD, BURERTICBWCERT 2L, £/, HEfk—ER

W], pgtis oRE2EET 5 2 L, (1L 1.1 2]

8.5 U 7 F HARE M T HARRITIENNC & 2 DIRVEROS 2 BT i REMR R & L TR bbb s 2 ERb D, K
(R DB AT D720, Bl —ERMITESE 57 8 L ECHERE OIREEZBSET 2 Z EAEE LY,

L BENERZRT IEICHT IR

1 HEREEIEE (EEOHEETSICHEL. FEEETIHH)

WEREE DIRONWTIIIEE T 5 L RO LN LGEIE, BARRER ORE Z R L, 28 & OBERE S O HW 2 (581217
W, THIEROLENE, RIS, AR OWTHYREA R, FEE2EEICE - BT ERLCEET 2L, [8.2
]

9.1. 1 BECREREZE T HIEBEXIIBECRERENTEONSE

REAT 4y b VAT ZEBERE LU ECEROERZHWT5 2 L, AABRICL Y HORERENE(T S, b LIIIZFOR
W A MAF T RN H B,

9.1.2 FHMMHBERER T Y FO—ILFBRDTANAEDKEEZFT 55
AFNBEEOLENEIZ SN TSR 5 2 &y

91 3HMNMEBEET 8. HEBRRZEIZZITTLSE

AFMEREZ N D Sbhd Z L Bid 5,

9.1 4 BEICRETEDZHI L IN TV EIERVEREICARERETLEDEN D E

QIS5 ARFDEAIKH LT LILF—2ETE28FTNh0OHDE

9. 1.6 DIEMERKE. BiEE. FEER. MRKE. REEEEOEREKELET HE

9.1.7 FIHEETHERER 2 ALRNICRBDOA ONEERUVEEERSEDT UILX—28S3EREELLILLHEIE

9. 1.8 BEICELZOBRENDHDE

9.2 BEHEEEEEHT HF

BREEEE TH D,

9. 3P HEEEE*H T 5F

PREREE TH D,

9.5 1143

AR TSR L T D A REMED & D Lol PR O I ERME 2 LR D LB S DB AIC OB+ 2 &, £
Bt A R BRI FEHE L TR,

9. 6 23L&

FREEERE O MR O RBOAREELEZE L, BALOM IIFIEZRTFTT 52 L, & FMEALHF~OBITIEIAHTH
D,

9.7/hNR%

1 BRI A kG & U 7= B R BR 1T 920 L T 722wy,

1. BIR &

WOBIRKENSH HbND Z BB HOT, BEETTITV. BN LN BA I IDEE R LB 21T = L,
1.1 EXGEIRIG

N112avy, 75F7453F>— (TR HEERR)

(8.4 ZH#]

M1.2¥5y - NU—EMEEE GEERY)
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11.1. 3 fsize (BHEEAD)
11.2 Z DD EI RIS

10%24 | ¥ L0% A AR
JROPHER (PSS PRI (27, 9%) VERHEROLZ O PR, 7
i) SR L, FESHEAL

FefR - KLHE, TESHEAL
R VRGO ITAR

JRYLE b SGE R

LK U 2 SEiiE

o SEUE

Rk R AR (37.5%) V. B | RRTRBMAR, MERCRE . BE | el BAMERCOHE JRUSRE . MEHRSRERE
P (25.0%) V. B AU X ABEIRREE . A | 5 R, TR 85 7 e

MRE, MEIREEE, b | . SRR, R, REURREL, b
HEORE, R | R, =2 —w T — HlYE

FL
IRYEER I F U BB, W, R, H
% f Ik PP IR i
g T (21 1%) ¢ WEnk, AEZ A
B, ED, Rk
R
a ZIFHE, #8955 GRLBEME | ANABEMERDS, & S 3RE, FLEE
B, BEIR R
INE 32
i - B P, BRI, DU | BURE. AR R
i
Z DAt R e, WI)E, PR A TN PRI, BTEEE, IR
&, BT

a) RRBINE AR L 0 IR L RISUS 2 e
b) B9371039 BRIZHK T B 1~2 7% (n=8) TOIHHE
¢) B9371039 BRI D 3~16 MRl (n=57) TORIMEL

14 BREDEE

141 ZRFARFFOEE

14 1.1 fEHFNCRIRICERTZ &

14.1. 2 AN, B—ARAROBRBIKE 25 X 5RVIBED 2 L, BYOIRAUISMEOZEAL A 2% B CHERR L,
ﬂm%mmt%®iﬁﬁbaw L,

M1 3ARKEMOT 7 F U LIRELTHERE LRV &,

14. 2 ZRIIEEHOEE

14.2.1 3@, =AM RIS SUXRBRAIMIRTIC NN ERE T 5 2 &, BT Em L7202 &O#MW RN, BT~
FEGITHRWT &, MOENHY 7 F o &R &ﬁﬁé%ém\wﬁmmu(féhiﬂb®m% TSk,
14.2. 2 ff% - IREA~OFBEZRET D7D TROMRIZERTDHZ L,

() SHRIIFANEREICE 2R ST, ik, M. BSOME FBICERE LW K o SRR IO LTt 2t E %
WETDH &,

(2) MIREITHNLZBET B2 &y

(3) HHEHERIA LI & &, WIRORFZCMIEOWFEN A SN AITE BICE 2 k&, #2002 CTHENTZ &,

17. ERER B AR

17.1 HHERVREMEICET 555
<#Ef%E>
17 1.1 ERFEIMAEHRER (B9371039 FX5&)

A PERR S T A L AT LRI D 7e vy 1 aklL b 16 sARTS ORI A2 )G AAl% 3 mIFFNEERE (1 B B R
@m~%u& 2 [ HBEfE, 2 A BBFED 5~12 » A1 3 [[] B #:5E) Lt&%Wﬁﬁﬁ¢&Uﬁé¢&&ﬁbto
%@%ﬁ%;\ziﬁ%ﬁﬁ EEHIEEE Th 5 3 [l HHEfE% 1 » ARROHURBGIERZ T L7ofR, K1 oL FailcHl

EINTz, EE0EEMERGE B OEAEYE (FURBEERO 95%EEX O FIRA 90%% FlA15) iz Lz,

F1 PR Y ICE D AKRAERGE S Lz 3 [0l B BERGFUAR R Y
% (n/N) 95% fRHEH 9
100.0 (65/65) (94.5, 100.0)
a) PFURBEIZRRBUAMAS 1:10 BLE (& =B PERNZR &7 A 0 A Neudoerfl #k) &EZE LT,
b) 3 [A] H4EfEM% 21~35 A& ICHRIMm L7z,
¢) Clopper—Pearson 233 < IEMeZe MR EIC K DR HIKM 2R L7,

LA, 65 1 (f 3 EIH 2R 25T, AFIHFER 7 0 OSENNCHE LIRS R O S PERG% &

AR LR L7z, T2 RATROSIREFBAE Th v . e 1 8] F % 28 B (43. 1%) . 2 [0 H #EfER 17 61 (26. 2%) |
3 [a] F % 23 5 (35. 4%) 23U Sz, ETORPTGOEMEEITREOITEE TH Y, Figeiild 2 [0 A #E% 0%
ARO(PRAES A 26 LHER (PRMES B 16D &R, PRET 1I~2 A THo7,
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BEMERINIZONWT, 3~16m% (3~67% 28 B, 7T~155% 29 fi) (I T 1 [0 BHEREAICIXTARE [3~6 7% 361 (10.7%) . 7
~155% 361 (10.3%) 1, %% [3~67/ 161 (3.6%) . 7T~15% 56 (17.2%) ] KROVF#I [3~67% 3 %1 (10.7%) . 7~157%% 2
B (6.9%) ] BEICHE STz, 2 [\ BEREGICITIEE [3~65% 261 (7.1%), 7~155% 261 (6.9%)] KOVFHI [3~6 5% 2
B (7.1%) . 7T~155% 261 (6.9%) ] MEICHE 4, 3 B HEMZICITIEE [3~67% 3 #1 (10.7%) . 7~1575% 3 4l

(10.3%) 1, BHJm [3~67% 261 (7.1%) . 7~154% 3% (10.3%)] KOFH [3~65% 36 (10.7%) . 7T~155% 2 (6.9%)]
DEICHE SN, 3~15 O/ 2 2EMRIEDO %  IFBREXTHEE Ch o712, 1~2@o/hE B f) ek s4
BRI T BB E TP EE ThH o1, 1~2 O/ 5 2 F RIS OWME SNZBIRSOERL 1T, B, &
BROE, IR, SR TH o7, EFMERISORHMIT 1~2.5 B (FRf) Tho7=?,

17.1. 2 B\ E Wb #8558 (690601 5XER) (B : 24 /3y U KMERERHE 0. 5ml)

690601 #BR Tl, & =N MERR T A NV AT D IRYEN 22 < BHEO A7 Y 2 — N L0 HEWGEERERE (1R E &2 [
HEEFEIT 14 A ORI TAHIZ 2 [BIHERE L7 16 Ll EOMEER A2 3812, | BB D 6 » A BICAHAIE 1| B (3
[\ B #EfE) L7z & & O EME R O RIEEO L &M 2 it Lz,

297 Bl & st gs, AOMEREMIEE Ch 5 3 [0l B 3 MIFOPURBIMERZFM L2 R, B20LB0 Thotz,

F o B Y IC X B 3 0B ERgHUAL R Y

A lin e % (n/N) 950 AE ]
16~49 7% 100.0 (144/144) (97.5, 100.0)
50 Lk b 98.7 (151/153) (95.4, 99.8)

a) PFURBEIZRRBUAMAS 1:10 BLE (& =B PERNZR 7 A 0 A Neudoerfl #k) &EZE LT,
b) 3 [E H4EME 21 HA&ICERMm L7z,
¢) Clopper—Pearson #2443 < IEfEZ2 MIE 12 X A B 2R H Lz,

ZaMEIE, 340 B (16~49 REfEIE 1 [ B HEFE 170 B, 2 [B1E$EAE 167 4, 3 [0] HH2RE 168 i, 50 kLA eI 1 [BIH B 170

B, 2 [0 B EEAE 168 1], 3 [ HEEFE 164 1) ZXfRIC, AFERE 4 HEOEFNIIHEE L BETRE R OV S R & IUE L
P U7z, FEARRFTEISIE, AR (W OBERIZ I 16~49 5EBET 19~25 #] (11.2~15.8%) . 50 LA ERET
12~15 ] (7.1~8.9%) ] KOVER (WO HEmEE#%IC 16~49 mREET 13~20 il (8.2~12.0%) . 50 i#kLL LRET 9~20 {4
(5.5~11.9%) ] BHLE ST,

FR B MEROSIE, 1B B R M O 2 [A] B B S 16~49 FRECHENR. VU U EIEIR, PEEU L OS5 28, 50 miLL BRET
IR, U SEEIR K OB AHRA Sz [ERER LT OB T 6~8 6] (3.6~4.7%) ], 3 [EBEMZOTER
BB PERORIE 16~49 FEEECEER [6 61 (3.2%) ] KOOSR [4 61 (2.5%) ] 23, 50 mLL ERETY Lo HilElR, BIEE & O
PR (452610 (1.2%) ] it sz ¥,

<:EBmfE>

17.1. 3 /B85 E b/ IVARERER (700401 FER)

700401 FRER ClT. AFIOMSMFAABRICB W TRE O 7 Y2 —/L 10 3R (W) 2587 Lo, #lRfkeE
Bf 1~15 R OEER/NED 5 B AHFI D 3 [81 B HERED 5 3 FRITAHIE L 7o IZ FRBErE O RS RIS CCAK % 4 [l H AL (1 [51H
DOBMSE) L7 2 RBUT, SRRMER Ot 2 ET LT,

137 Bl XIBRIC, AMEFHIEEE T 5 4 [B HEEFRED 21~35 A B OPURBIERZ 0 L7-f5 R, K3 DLBY Tholz,

%3 Rk 0 12 X 5 4 B R BEE G HURBIESR

HE S DAE fin % (n/N) 95% 1R HEIX ]
1~2 % 100. 0 (25/25) (86.3, 100.0)
3~6 % 100.0 (24/24) (85.8, 100.0)
T~15 1% 100. 0 (88/88) (95.9, 100.0)

a) PFURBEIZPRBUAMAS 1:10 BLE (& =B PERNZR &7 A 0 A Neudoerfl #k) & EZE LT,
b) AEIHEERED S B, 4 B HEERE 21~35 HEORLAGON-EEx G L L,
¢) Clopper—Pearson (23 < IEfEZ2 HIE 12 X A B 2R H Lz,

ZZaMErE, 3 A HPERE 3 AR1%1C 4 (0] H 2 85RE L7z 138 Bl & KP4IC. AR 4 A OFRNIHE L7z RATOE & OV X
A IR LR L7z,

FE2RRPSOGIE, RO (19 61 (13.8%) ] KOVESR [14 1 (10.1%) ] 2385 Shiz,

Tl MEROGE, B 46 (2.9%] ROWAR (261 (1.4%) ] Atk Shiz,

< B HEHEE >

17.1. 485\ E Mb/IVAEERER (700401 3XB&. 700802 iXER)

700401 B TIE, AR OWARRRBRICIB W THEE OB P a—L L0 3EEERE (YEGRE) 2527 L, YRk
B 1~15 mOMERNL 2 R GUT, ARAID 3 BIBRERENS 24, 34, 46 KON 58 » A th OHUAM 25T L72, 700802 385k Tii.
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700401 FRERC 4 [ HEERE (1 [ B 0BG %58 T Lic, WIEIGRAER 1~15 ORI A g, ARAI0 4 B B O

38 # B G 1HEREIZ 118 » A% T TORERRMEEZ R LTz,

YIRS OPURRFEEIC OV TIE, £4DEEBY . WTNOERE T HHURBBIERN 3FEMICHIZ D @mVMEE MR Lz, 1
[\ B OBINSE S T % OPURREGMEIC DWW TIE, 5D EEBY . WTNOERE THHURBBIEEN 5 Rz 0 @M & 4
L7,

£ A4 PR Y (XD 3 [E B 3 ARSI D YU

WIEI G PE R 1~2 5% WIEI G0 E I 3~6 1% WIE SRR T~15 W%
% (n/N) 95% {5 X H] ¥ % (n/N) 95% {5 X H] ¥ % (n/N) 95% {5 X H] ¥
100 (73/73) (95.1, 100.0) 98.5 (67/68) (92. 1, 100.0) 97.2 (206/212) (93.9, 99.0)

a) HURBBHEE P RHUAMAS 1:10 LUk (& =B PR ¥ A /LA Neudoerf1 ) LiEZ LTz Y,
b) Clopper-Pearson {2 -3 < TERMEA MR E1Z L D FHIXH % FH L=,

£ 5 PRAER Y IS LD 1A BB 5 AER OPURBIESR

RIS PE R 1~2 1% WIEI G I 3~6 7% YIEI G REE T~ 15 7%
% (n/N) 95%{E A % (n/N) 9B%{E IR ] % (n/N) 95%{E A
96.6 (28/29) (82.2, 99.9) 100.0 (25/25) (86.3, 100.0) |100.0 (102/102) (96.4, 100.0)

a) HURBBHEE P RHUAMAS 1:10 UL (& =B PR ¥ A /L A Neudoerf1 ) LiEZ L7 Y,
b) Clopper-Pearson {2 HE-3 < TERMEA MR E 12 L D HIXHE %2 FH L=,

18. E@hEE

18. 1 tE iR
AR L0, X =BENTENZE T A VR CKT DR OEENFEIND Z L T, X =BPENSE T A VR K B IERY
JEDOTRHIZHFE ST B2 TS,

20. IR L EDEE

20. 1 ZMEBREMZIEL. L LTIRIFTH 2 &,
20. 2 HfE SRV L,

22. A%
13U v0.25mL 1A

23. EEHk

1) Adner N, et al. : Scand J Infect Dis. 2001 ; 33 (11) : 843-847

2) EWNFEIMAFRER (B9371039 #5k) (2024 4% XX A XX H7KF, CTD2.7.3.1.1.1, CTD2.7.3.2.1, CTD2.7.4.2.1. 1. 1,
CTD2. 7. 6. 17)

3) MEAMEREER (209 BBR. 700401 Bk, B9371021 #BR) (2024 4= XX A XX H7&F., CTD2.7.3.1.1.3, CTD2.7.3.2.3,

CTD2.7.4.2.1.1.2, CTD2.7.6)

24 XHRERERUVENEDLESE

7 7 A ket

Pfizer Connect/AF 4 Wb« f T F A= g
T151-8589 BRI KA 4 K 3-22-7

TEL 0120-664-467

25 RIRHEM LDFEE
AANEIRBAE AT O G & 72 & 70y CGRAMEUERIGHD o

26. BERFTREF

26. 1 #L&EHR5ETT
7 7 A P S
HRATEA XA A K 3-22-7
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Tick-Borne Encephalitis Vaccine (PF-06830414)
L8 IR 3CE (%)
1.8.2 ZhAE - 2R () , Wik - ME (B) LOZOBRERML

1. %088 - R () KGZE DR ERIL
1.1. 388 - 2R (D)
<HERN, /NESE >

4. ZNREXIT AR
5 =AM 2 O T B

1.2. 288 - 1R () RERI

AARNEERER A (16 LA E) 72 50N AARNER/NES T OEDHE (1L E 16 A &%t
G L L72 B9371039 5Bk O &, ik A T Tick-borne encephalitis (TBE) 7 7 5> (LLF, KU 7 F )
DOLEEMNRB L OEREITHFRRETH o7, £72, neutralization test (NT) = THIE L 7= g5
MERFIORER L Y, 3 EHERED 1 5 A#%IZE D TBE 7 A L AFURBGIESR [98.0% (95%(5HEX
fil © 92,9, 99.8) ] DO BINTc, UL, AEABRAE KRR E LICIRER TR O DIV EIRE
LR TH -T2,

INEBLOHEDETHRAEFEE, AU 27 For0ReMER L ORAREITTRATRETCh-T-, £7-,
NT 75 CHIE L 7= FVERMEORE R L 0, 3 B B RO 1 5 A RICEWHUREENE [100.0% (95%
1EHEIXM 0 94.5, 100.0) 1 NEHOHNT-, ZiuE, HAEANNEZRRE LIZIEBR TR b0
EINE LR TH -T2,

LB &hee - 202 () & T =8I0 T L& L,

2. Atk - AR (B) RUZEORERHL
2.1. Ak - AR (B
2.1.1. KA (165%LLL)

6. LM OHE

WIS OEA. 1H0.5mL 2 3 A, fFHRNICEERET 5, 2 ML, 1 I HEFED 1~3 4 A
. 3IHEERIL, 2B HEERED 5~12 1 HRICERET 5, GEORG 22 HEEiE, 2B
iz 1 [ HEERO 2 BEZICIT) ZENTE 5,

BN DA, 1180.5 mL Z i ANICHER 2,




Tick-Borne Encephalitis Vaccine (PF-06830414)
L8 IR 3CE (%)
1.8.2 ZhAE - 2R () , Wik - ME (B) LOZOBRERML

2.1.2.  /NE A REALE 16 AR

6. LM O

aaEOSA . 1181025 mL 2 3 [0, fFRNICERET S, 2 BT, 1 RBERED 1~3 7
H#, 3l BEERIX, 2B HEERED 5~12 7 HRRICERET 5, ZEOM G522 LA, 218E
PA 1 BB 2 HZIITH) Z &N TE 5,

BANSEE D6 118025 mL Z FiRANIZERE 5,

22. (k- AR (R) REBRL
22.1. A

Aal5a R

201,202 #RBRIE, AR LAY 7 F 0 3 HE Gii&E24pg, 1.2pg £72030.6 pg) O
IR 2 2 HERERBR CTH o7, 21~35 HORBRE T2 EHEEFE L (201 586%) , 1 [RIE$
FED 6 n At 3 M HEEMZ S L7z Q2B TOT7+ru—7 v ) , @EEMEFEm O FH
BRI 2 0 E IS AN R EN, KU 7 F U OB T 0 7T A TE 2.4 ng OHRENEIR S
72o 201/202 5B CH /- BERERIBE & AR 213 BRI, RfID 2 [BEFE (AU 7 F o F7-0%
ENCEPUR (JUF&E 1.5pg) ] TWINOU 7 F U 28T 205, 3EIE#ERE L TR
T F R LYRGREESE T35 TLRIA#EMED 6 » HZIZRWEEINENFEIND
ZEDIRENT,

B9371039 RERTIX, AU F 2 05mL (P& 2.4 ug) % 21~35 AR T2 EEFRL, 2[EH
PERED 5~12 » HRIC 3 I HEEE 2 50 U7z, BBRORER, 16 Ll EOFEHE 7 v — 7128 VTR
T 0 F L ORENEB LOREERTFRARETH D Z EWR ST, NT IETHIE L7z g 5IrERE
OFER IV, 3EIEERED 1 5 HZRIZEWHUREMESR [98.0% (95% CI1: 929, 99.8) 1 235788
Hiv, SMEANRRANZ G & LT21RER & FIER DR INE DR STz,

TR A /7Y 2 — L T O R 2 25 L 72 225/690501 3RER I L Y 690601 385x TlX, 2 [HH
PEFED 14 B F TIZEWPUREERAZ G S, MUV eEiB23E L, | R EERD 6 » A% F
721312 # ABICEKT 2 3B AEEO DO BT, HeIIE W IR R A2 Rk L,

BN

RNERGRE LTI2ARY 7 F 2 0.5mL @ 3 [8l HEE 6% O TBE 7 A /L AHUROFRfe: 3 L OB
FENZRT B PURISE 2 7HM§5 223 BWEBROFER D, WIRIGEEICEIT 25 3 BIEEREO 3 F1%128
NG 24T 5 BERERIRE T+ CTh D Z ARSI, 3 B ATT - AR D5 T D 18~
50 & DIRERS NN T 97.0%, 51~67 ik DIRERSNNE T 85.4%DHURGIESRNG b iz, W2
=T, ZORETOBMGEIZ LY ELISA JEB XL OINT IEE2IZZ00nFnnic L 550k
BPESRIT 100% & 72 0, TP (GMC) /M EAHUAMME (GMT) O IXFIEIGEIC R
53 AERBICBEISNEELVAEICEN -T2 LD, RERENENHRFEIND
e ENT,




Tick-Borne Encephalitis Vaccine (PF-06830414)

1.8 Wf e (%)

1.8.2 e - 20 (%) , HE - HE (%) KOO ERIL

ANERRE LIZARY 7 F 2 0.5mL @ 18] B OBIMGEE% OFUAEREMER KOV 2 B B OB
T D PURIGE 2 535 690701,7691101 (B9371010) #kBA CIE, HUAE®R (ELISA ¥
BIONTELEZIZZOWNTAN) BARY 7 F A X 5BIMG0EORK 4 4 (97.3%) BL OS5 4E
(96.3%) % ETEVIREETH -7,

UbEXY, lAORE - e (8B) 2 ERROEBYRETLHILEEFRETHL LEZ T,

222.  /PNR
e

1Ll B 6 AR /R (199,7206 #kBR) 6 LTV 6 kbl b 16 R0/ NE (205,7207 #kBx) 12
BIFHARY 7 F 2 025mL OFE TBE HiRREZFEST 572D OF 2 HH &R EABRORER, 2
] H #fE%12 ELISA IEB L OINNT B E 72132 0 W aic L 0 AE L-HiRBEs R e, 3 &
T RTIZEWT 1~6 DR 7 — 7 THRIZFMED RO B (199 388R) , 6~16 ik DFfn 7 /L—
T CIEPUR R 0.6 pg B KON 1.2 pg O THRIEZFMENRD bivle (205 3ER) . WTILOF 7
N—TTh, BEMNTA—ZBIOGRERE AT A =2 EH 0 CORE LTI S X,
PURE 120 NEHEHETH S Z LRSI, 3 M BEME, HUIGE TGN BRI 7%
Zx L, GMC (ELISA {£IC L W HIE) BELOGMT (NT EIC L W HIE) 2B\ T, MWi4E#: 71—
7L B ELISAVEB L ONT EE 212 00T L 0 IE SN PURBERN 12 ng BTl b
mmote, EOREFIZESE, KUV FUMBOLDOREIFRESE LT 1.2 ug &N L7,

B9371039 RERTIX, KU F 2 025mL (Bif&E 1.2 ug) % 21~35 HEf@C2 mIEEM L, 2 [BIH
PERED 5~12 » A#%IC 3 I HEERE A T2 L=, RBROFER, KUV 7 F o ORFMEIRLT, RBET
BOGE X OVEH ST REDBRE D> TH Y, ZeME7 a7 7 4 VI ERICFFRFTRET
B oTo, NTIEIC K 0 HIE U2 MR OfE SR L 0, 3 EIBEERED 1 5 A % OHUREEME=RIE R
< [100.0% (95%IEHXH : 94.5, 100.0) ] , SMEAN/NRARIG L UToinER & RIER O uZ 8% 03
maNT,

BN

700401 BER DR MERE R B, 1kl B 16 A&l o/ Nl K OE DAY 752 025 mL
Z Al & UC 3 [EIBERE L7 & & O5E A <, NTEB L O ELISA JEIC K A2HIET, £
BOWBHRBINE DRSNS 3HFEEB2 2RO TBE U A VAT 2 HuikRiet 2~ LT,

209 kbR GEHBERERRNE) T )72 3 mIEBERED 24 » A% L0834 » H# D ELISA B LW

NT /EE721ZF DOWT NI K DHURBEMERIL, 1~2 mBETIE 100%, 3~6 et TlE 98.5%L4 1,
T~15 RETIZ 972% LA ECTHoT-, Tz, 3, 4 FIRESHFEELOART 7 F - T025mL £721% 0.5
mL OEMNEE (HEITERSINE OFEIZIE-SL) 2F ML E 25, FnE B MeE
MRIZRD 53, BERGEISENFEI N,

700802 (B9371021) RERDGIEFMAE RS, EWOHARGMEN RS-, SHMEZ@mELTe
Hlin 7 /v—7"T, TBE 7 A /L AHURBGED NT 152 X 2 HE TIiL 96.6%LL E, ELISA ¥4I X 5
BT 92.9%LL BICHERF STz, 10 H45 £ CTOHUREGIESRIE, NT LT 86.2% (1~27%) , 92.0%



Tick-Borne Encephalitis Vaccine (PF-06830414)

L8 IR 3CE (%)

1.8.2 #hg « 2R (%), HiE - H&E () kU2 ORERIL

(3~67%) , 93.4% (7T~115%) , 91.1% (7~155%) , 87.5% (12~157%) Th o7z, 2EHD
BINGRE 2 2T T2 IGBR S INE 1L, REIOBRZ2WIZGE b IURMMOBE 2 FA 2R L, e
T A B =R ST,

kX, NEOME - &' () 2 EROLBIVRETHILIIRETHDL EEXT,



Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

BEELOBRER (B) REMRIL
<H A Ay 7 RPEEETE 0.5mL >

R EoEE ()

AEARML

QPR YE (PHERAESITLZ N
WY TRNVE)
QUL E R L CNDE

22EE /R AN BIZ D)o TWND Z &M
Bl &7

2. 3ARAN D ER A3 T L O BUE O B
JEDH 5

24 LRI 2 H OIED, TRABERE AT
I ENAREY R RBICH D E

2 PRHEEREREATHANC RO X E L
776

7 REKR O EICEET 51 E
7 BRI SR E
6Ll EnE

7.2iB N0

WELZIS UC, 3[B] B # D 34FE% B N5
ATV, DIBEIX16~605% TIZSHET &
60 LA E T34 T L OB E AT H =
B

7.3 2[0] H BERELLBE | CBERE S T S = 5
X, TR L, U
FEAMkE T 5 2 &,
TABERNSIE L FBOT-HEIIE, o v
JF LRSS N TE D,

7.5 0.25mLEERE I G I3 Lgun 2
&o

7.60)E1 S0 58 T RN & =B MM 2% ™7 A
VAT D U A7 BN DHEE (X =i
IPEMZE FRA TR S B8 1 B A T I~ D
W) 13X, F ORNCAR|Z 2RSS Z
L

7.1 - EWNEEIIFEER (B9371039: k) (1T
BT D AFN ORI G X165 L EDOF T
HDHZLEBLUCCDSIZHESEFHFTE LT,

7.2 WEANESTVAERER (22330, 6907013
Brds L 06911017865R) 35 L ONCCDSIZ R
EIWRIE LT,

73 A a— L NH S8 A
DWW EFHEE L THREL,

7.4 ¢ BFI292 H 4 B AT 0204555 5

( PHERIEESEFIHOBEICL DT
BHEEFR D FEHEIZ DUV T | D—EHIEIZDOU
T) ICB#E L CTHFREIOA 1A DA &
IWTWD YU 7 F o OEFERIRICE T 2 #E
EESEZ TRE L,

7.5 EEIEMEHOBLSE G 1HERE 1T 5
B DN E D AR 572 05K E L
776

7.6 : FIBIGPESE T AN X =B PER 2 o
ANARIJEGET DY AT WD DHGEDEFE
FIHLE LTRE L,
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SAAANT T PRI Ih i) KO I7E

8.1 : TR AR X OVE I BAE 52
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

WA SR AE ) (CHEIL L CRE 5 2
&o

S2WHETE L [Z DO\ T, AT T R
Z. BRI L - TREEIRREZ T~
HZ &, [91%H]

SIWHERE L LT DR 1T, BREY H
IR PR 7 B IR, BRI A IR IR
b, Fo, HEZORBEEHRICEREL. B
FT D FH RSP D A, & BHITEE
KA D B 72 iR 2 B U2 A I ES
MIZERI DA ST 5 & )5 FRicim 6w
5T &,

A4 a v/ TFTF74T7F—NHbb
WD ENH DT, HEFERNTIEBEE O BE
FEREEICET 222+ o L &b
2, Yav s, THF 74 7% —IxT5
BBMENTEL LD, HWYREHRTICE
WTHERET 52 &, £, BEHE%LERF
M, #eEEEE ORELBIZET L L,
[11.1.1&=04]

8.57 7 F U HEREIE % XX I ST
& D DRI % B e A 2 A AR S &
LTCTRENSELDOND Z DB D, Kz
X DR ZRET B 7D, RS TR
JE Y272 8 Uz b CHiBefE s o IRE 28l
REDHZENEE L,

MEEEREIZEED &, TRIEERERT O — AR
FIHE LT, U s FrOifftiEsLsS
Z\Z, RELT.

8.2,8.3 : EMIHEFEIE M EMEIC IS X, TB
PRI O —XIEEFHE LT, iU
F U OB EESEIL, &ELR,

8.4 : AMENT BT, AANEFEEFICT T
T4 TFX—DORADREI N TS L
6, CCDSIZHDXRIE LT,

8.5 ¢ MM A RRAEMRES T L 5 KA
WCTEEME 4272 0RE LT,

IREDH mEHTHHEICHTHIER

O NHERREE B (BEREOHIB 21T 5 1P
L., EEZETLH)

WHAEE DR O WT NS T 5 L5890
HIDEGA L. FEEERRE K OVARE % 2
L. 22 M OB I 75 O | W & B V24T
W, THEROLEYE BISOL., A REC
DONTHORRHHA ATV, FEZ2#EEICE
7bT, EELCERTLSZ L, [82%
A&

9.1.1H L RB A AT 58 LA
PO D E

RAXT 4y bV R EEE L= TR
DESZHMTTHZ L, AFIBFRICEIY B
CERENENT S, b LITEORKE

9.1~9.3 : EHIHEFR I ZHEFS L O'CCDSIZ
Eox, PHBRERTO R EFELE L
T, MoOU 7 F o OWMNLEESEIC, &
E L7,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

(A KT T ATREMEDN B D,
Z ]

9.1.21FE AR B T2 b — L AR
DTAMANEDORIEE BT D4
AFHERE DO VBVEZ SN T RFT 5
Lk,

913N MMRELZ AT 2F, PrbkEILE%
ZITTCWDE
AFNBERZICHIMA S bbb Z ERH
P

9.1 4B EITHREREDOBZN/RENTND
F R O e RV R EE D D3
RE
91SARFIDEIITH LTT L —% g
HRENOHDHHE
9.1.6:Laflgin & R fR . B g fR g
B MEER, BEREEEOEMEEBL A
ERAE

9.1.7 PRAHEFE CHERE 2 H LANIZHEELD Z
ONTEER NG REEDT LLX—%
ORI E R LT EnDDE

9.1. 81 EITFEHE DRI DB D

I 2EMREREEEZ AT A F
BEHEEEEETHD,

O3 HREREE 2 AT o F
BEHEEEEETHD,

9.50 A

TR SRR LT 5 mlBEMED & 5 2otz
X TPRAEBARE LB SN fERIEE Ba S &
MM SNDHEIC OIS 5 2 &, Al
AT MERBRILIENE L T ey,

[11.1.2

9.6%5% F.t

TP L DA IEME K OREFLOR SR O F 15
L, AL UTF R E R 2
Z¢&, b MR AOBITIIRHATH D,

9.8l

BRI H Tz > T, MREZEEITITV,
PR ORI IE LS+ ICBlET 5 2
Lo —MRIZ, AFREREME T LTV 5,

9.5: CCDSIZHD =, TERFEHERELOR
FESCESE OFLHE I B9 2 B RS B4R
(Q&A) 2o\ T (mHsHF2H17HEK
IEEAF BB EE - A4 R R 2%
RAIRESERS) QATAISE X TRE L
776

9.6 : CCDSIZHD =,  TERFEHERELOR
FESCESE OFLHE I B 9 2 B RS B4R
(Q&A) 2o\ T (mHIsHF2H17HEK
IEEAF BB ERK - A4 R R 2%
AR FHERS) QA39Z I E 2 TREL
776

9.8 : BRI EME A E LYV 7 F LD
—fREIRIEBRFIEL LT, hovsF oo
W EESEBIL, RE LT,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

11 SO
ORISR S Hboiud Z ENHDHDT,
B2 +012470, BEDPBOLNTZHE
WITE SR LE 21T D 2 &,
11L1E KRR SO 11.1 : AAENCRBWT, RFEfRIC K527 T
111vay 7, 7F747F%Fv— (0T | 740 FFv—, ZHMEELE (HEELZE
AUHBEEARD) Te) , RUWEEIEMEINERER, T - N
[8.45 ] U—EfERE, Bk, HEWTHEERES, MMk
111228 VE (HEEZ S Te)  BEE | ORBALPHESNTND Z L2 E 2 T,
) CCDSIZESERIE LTz,
[9.1.12 1]
11132 RAETERRSER, 7 « AN
U—EERE, RS, BRI (0T
UG BEEEAE)
11.1.406%5 (BEFEAAR)
11.2% OO E| i 11.2 : ENFENFEFE (B937103975k)
%Ll Wi BEEE AR N y o . S . S X Zuts
JRITE FFI;J“LFS{D?Z ﬁlﬂm‘n VS o B e o MBS ERARBURRES L O'CCDSIC S X Bt L
ROGE | 3508 | ML, RS | AR, - 3. %% z it
f?»éé e m;ﬁgﬁ(; ﬁ%l?ﬁ{ﬁffg}éﬁrﬁigﬁﬁﬂ ZL‘O 5B, %&ﬁ%ﬁﬁk“)b\f\c‘ilﬂ%l_m‘ﬁ
> HmE o | AR (B9371039748%) F5 L NS A AR
AR, (201 7Bk, 202 Bk, 208 Ak, 213 &K
BR, 690601 KB, 225 #BR, 690501 =
, B, 223 BRI L 1U690701 #ER) (12D
S A T LT,
B
JEYE k’%iﬁzé@% RIS PR
JiikEd Y L SHE
Kt SN ¢S Jaeig R B T O
fEEA T, AR, EhEgREREE (B ThMA
FEIED PR, B AN 2R
V L, ORI, R AR,
MRRAR . BARR) |
REEE
TG [Eldis i o & WbEE, AW, IR
U . B
LR HR
I 2 IR R
bR T BL NEM
. N
R Felide, 2iTiE
i1 PR, B WEE, BIEIRERE, 26
R v, DUk Gk
W, e
[EJEN
Z it 7. PR WIE BTREE, RE
WESIIE,
A7)V
T YRR
i)
a) {BERBINE BRI XL 0 INE LT-RIRIGZ &t
b) B93710393k%k (n=100) |Z351F 2 FEBUME
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)

1.8.3 i EoiEE () KRUZ OFRERL

14386/ EoEE

14. VAR RN D 1=

14.1. BRI RRICET - L),

141265 AT, B—72 3L A O RETR &
BRAHLOIRVIBEBEAZ &, BEYORBAXIX
OB 2 E B CHER L., B
ERDI-HLOIIMER LW &,
141 3KK| 2 DT 7 F 2 LiRA
Lpnz &,

14 238 KIHEFERF O IE R
142.108% . ERi =AM RNERET 5
Z L, BRI, RN, RE ORI TD
RN L, MOERHAT 7 T R RO
I 25505, Blx DAL (T X~
@@&):ﬁ@#é’&

1422405 « R E~DORELZRT D120
TRORIZEET DL &,

(1) $HRIIFANBEREIZES EX T, #f
B, M, BEOMR TREMICREL v
9. FHEEREE o L CE bl e gt R Ak
ETHI L,

(2) MRRAEITHALZBET D Z &

(3) EFEHZRALZE &, WIROFZ
SROMIE DWFRIF: B NG AITE B I # %
&, a2 THENTDZ L,

A LT

14.1.1~14.1.3 : CCDSIZED X & E L1,

142.1 : CCDSIZHSD X, DT 7 F DY
I EESEBIC, RELE,

1422 : AFNIFHFANBERCTH D Z &
5, MORNEREY 7 F o O SCEE
BEIT, RE L,
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

<K A Ny 7N KBRS TE 0.25mL >

R EoEE ()

AEARML

QP YE (PHHERAE ST N
Y TRNVE)
2IALRREE R L CNDHE

22EE R AMEEBIZ ) TWND Z &M
B &7

2. 3ARAN D ER A3 T L O HUE O B
JEDH 54

24 LRI 2 HOIED, TRAERE AT
I ENAREY KRB H D H

2 PHHEEREEATHANCE SR E L
776

THER OHEICEET 2 1EE
AL e S
1% LA B 1658 AT D&

7.21B N0

VBTG U, 38 HEERE O34T B NG
AT DIRRIESHEE 2 L o BIeiE 17
5 &,

7.3 2la] H EERELARE | RN T S =5
X, TEDLETHECHHICHERE L, DI ORE
(iR s s B R
TAERMBLE RO TZHEIIE, ov
I F UL RERICERET A LN TE D,

7.5 0.5mLEEFE R G E IIIERH LanZ &,

7.6 5E T AN & =BE AN 2 7 A
WAL T D) A7 BN LA (X =it
IEPERM A A TR 35 1) 2 A T Mgk~ D I
%) 1. ZORNCAR Z 2B T 5 2
L

7.1 : EWNEIHEFER (B93710393xk) (1T
B DAFNOBEREX G 1T 1%L, E16mA
DOFHETHDZ LB IOCCDSIZ IS & 7%
E LT,

7.2 : VESNESIIL/IVARFER (70040158803 X
V7008027 5k) 35 X "CCDSIZ #2347
L7

73 AT Y o — Vi3l S A
DOEEFHLE LTHE LT,

7.4 : S22 H 4 B AHT 02045555

( IPREEEESEFEIHOBEIC L DT
BHEERE D FHE 2D T ) DO—FRHIEIZ DU
) ICEE L CHAFREIOT 1 Bl &
NWTNWD U7 F o OBERERIRICE T 2 HE
EEEEZ TRE LR,

7.5 : WEIEFEHOBLE S 1EERH 1T 5
1B OFENE D ZRIET D708 E L
776

7.6 : FIAIGEESE T RN X =B PRk 2E o
ANAEGT DV AT B HGEDER
HIHE L CREL,

QE IR E

SAAKNT TPRABEM MR KO [E
WIPEFE S h 2 fE ) ([ CYERL L CREFEI 5 2
E

8.1 : PRI BRI KL OVE IR
MBERRICEED &, PHIREATO—KHIER
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)

1.8.3 i EoiEE () KRUZ OFRERL

Q2R |2 D\ T, BRI
P BiEN AT X o CTHREEEIRRE 2 G~
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL
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Lk,
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A
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U\fafll\o

9.5 : CCDSITHED &,  TEFEHEIES O
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IEEAF BB EEK - A4 R R 2%
RAIRESERS) QATAISE X TRE L
776

9.6 : CCDSIZHED &,  TEFEHEIEKS O
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776
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

RAREFERS) QA4 ZIEF 2 TRREL
776

11RO
ORISR S HbID ZENHHDT,
BEE ATV, BERRBO NS E
WIXIE ) 0B 21T D 2 &

1L ITERZRE] S
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P Ik I R 3
ik TR (21 1%) ¢ VAN
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i« B hPaE. B9 BV RS
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I
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T2 2B, FEBEEIZOWTCIXENSEINA
AR (B937103935R) J5 L OVEAM G AR #kliR
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1436/ EoEE
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.8 W 3CE (%)
1.8.3 #EHE EOVER () K OZ OBGERIL

RO b DOIIEH Lenz &,

14. 13K DD 7 F o LiRA L CHfE
Lpnz &,

14 238 FIHEFERF O IE R

14.2. 10805 . = A4 {7 o S5 SRR AT M
ERICAR IR 5 2 b, EEERIC I AR L
RNZ &, BIRN. RN, KT ~O8EFE D
1Tz &, MOBENHD 7 F o %R
WZHERET A5 A 1R, Bllx O (TEUR
B2 OV (TS 2 &,

142 2405 - FRREA~ORELZ BT D120
TROSICERET D Z &,

(1) $IRIIFANEREICES RS T, #
. M, BEOFA THARICEIEL 20
X9, FHEEREE O LGl e bR Ak
ETDHI L,

(2) MRREITEALZEET D 2 &y

(3) HEHEtZRIALIZE &, WROFFZ
RMIE D WP D N TG AITE B I #H &
RE, B AP CHRNT L L,

14.2.1 : CCDSB L VHAA/NERZSIZ LD
NS5 U 7 F o O N NHEFRTEIC
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.9 AV FRICER D 3CE
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Tick-Borne Encephalitis Vaccine (PF-06830414)
110 #3-BEREOREEEEROE L0

L4 - Bl

M T AE L 2 = B PR T 7 F

i C

he - I

<pRAL /N IE >
F =BV DT

& - &

<>
WESeEE DA 1B 0.5mL % 3 [B], FHRWNICHERT 5, 2 [ HEMEIE, 1 [EH
BEFRD 1~3 » Atk 3EIEEFEIL, 2 EHEREO 5~12 » HRICERET 5, &
EORRG 22 <CEAIIE, 2 E#EMEE | BRSO 2 BR%ICITY) 2N TE
Al

BN DOBE
<UBR>
WEIREE DA 1B 0.25mL % 3 [8], fRAWNICERT 5, 2 [ M, 1 [FH
BEFRD 1~3 » At%, 3EIEEFEIL, 2 EHEREO 5~12 » HRRICERET 5, &
EORRG 22 <CEAIIE, 2 E#EEE | BRSO 2 BR%ICITY) 2N TE
Al

BN OBE

1 [5] 0.5mL % A NIRRT 5,

1[5 0.25mL % fH NI BERE T 5,

BIERE DIRE

A RO
IR - 4 B

AN=:N

M4« 2 A a3y 7 IKRPERRE T 0.5mL
Z A ANy N KRB 5 T 0.25mL
BRESY + RIEAL S = ER 2 & A L A
G B A Ay 7 KERRBTE 0.5mL : 1 2V > U 2.4ug
S A a3y 7N KPR R TE 0.25mL @ 12U P 1.19ug

Hilel$ 5w
EUkzpi
~UZ (%)
FILE b
(%)

]7#;?) (o, HHARPY 0.5 mL/kg

a: PUE E U ORI B =B eSS 7 A4 L 2% 0.5 mL H1 2.7 ug DIRE TEHELHRGIROB G RELE
~LT,

B
5 P A

PN

el e
0.5 mL

LS D BOE &
>0.5 mL

1 mL >]1 mL

>0.5 mL/kg

BI1E

<A >

EBIER OREBR
RIME M O FEEE
TSR TR

Ul

SRR

75 I

n/N=xx %
kS %
68/100
27/100
23/100
22/100

68.0
27.0
23.0
22.0

<UNR>
ERRER ORBLE

RIME M O FEEE
TSRS
TR

n/N =xx %
Bi%k %
43/65
12/57

66.2
21.1
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.10 w38 BEREOIREFEAEHOE L0

FE 13/65 20.0
S 9/57 15.8
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Tick-Borne Encephalitis Vaccine (PF-06830414)
1.10 B -BIEFOREFEEROE Lo (B S SO3RE A i kR )

AAEAREC 1
AR SR SRR E A R DR EE RO F & 8

— % FARE B AR L 7 = R D 7 T

W 7E44 S A 3y 7 KRB TE 0.5mL
B A a8y 7 /N KPR E AR TE 0.25mL

G - 7 7 A P —rE St

ZhEE « ZhH <R, /hRIE>
A =S PERNE D T8

M- HE <P >
wlalseE DA, 18 0.5mL % 3 [B], fHRANICERET 5, 2[4
BEMIL, | HHERED 1~3 » A%, 3O BRI, 2B
D 5~12 » A%ICHERET 5, REORG 22 <HBEITIL, 2
FEHEMEE 1 B EEREO 2 ARRIZITY) 2N TE S,
BN DA 1 [E 0.5mL Z R NICHERET 5,
N
BB DA, 118 0.25mL % 3 [8], FRNICHERET S, 2
FHEEMEX, 1 FEEED 1~3 » A%, 3FEBEEMEX, 2FB
B 5~12 5 ARICERET 5, RBEOMEE2 2 <HAIC
L. 2B HEEfA 1 B EEEMEO 2 BEHBIITY) 2 ENTE 5,
BINREOBE . 118 0.25mL & 5 NICHEET 5,

AW SRR O o A X H—-FEH L T 2858130 FoM %R A
mENGYE
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Double-blind, randomized, multicenter dose-finding study to investigate the NG
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Double-blind, randomized, dose-finding study to investigate the safety and NGk
53.5.1.2 201 immunogenicity of two vaccinations with FSME-IMMUN “NEW” in healthy | I N RN 20014F7H . H~2001411H I H AL F— S KR S H
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Double-blind, randomized, multicenter dose-finding study to investigate the NG
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53.5.25 690501 Immunogsmclty and Safety of a Third Vaccination with FSME IMMUN I 200545 H . H~20054-6 A . H AL F— Sz RS A H
ml in Subiects Previously Vaccinated Using a Rapid Ir (SRR
Open Label Phase 3 B Clinical Study to Evaluate the lmmunogemclty and o
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53.5.238 700401 Antibodies and the Booster Response to a Tick-borne Encephalitis Vaccine | [ N R HE RN 200545 H ~20084E7 H /7\ 7 ’ S WIEwE B2l H
in Children and Adolescents aged 3 - 18 Year: [CaNEE] %)
Catch-Up Vaccination With FSME-IMMUN Erwachsene and FSME- gk
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