IV-61

1 0.25ml
12
3 0.25ml
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TicoVac Junior 0.25 ml Suspension for injection in
a pre-filled syringe
(Pfizer Limited)

TicoVac Junior 0.25 ml 1 15
TBE
TicoVac Junior 0.25 ml TBE

1 15
1 025mL 3
1 1 3 2
1 2 2
2
3 2 5 12
3
1 2
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1 0.25ml
2 0.25ml | 1 1 1
3 14
2 0.25ml | 2 5 2
12 5 12
3 3
5
0.25 ml 3 3
0.25 ml 5
2
1

FSME-IMMUN 0,25 ml Junior

Suspension zur Injektion in einer Fertigspritze
Frithsommer-Meningoenzephalitis(FSME)-Impfstoff
(Ganzvirus, inaktiviert)

PFIZER PHARMA GmbH

TICOVAC 0,25 ml ENFANTS, suspension
injectable en seringue préremplie.

Vaccin de 1'encéphalite a tiques (virus entier,
inactivé)

(PFIZER HOLDING FRANCE)
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1  Clinical evaluation to determine the appropriate paediatric formulation of a
tick-borne encephalitis vaccine. Vaccine. 2010;28(29):4558-65.%

1 15 N = 3697 FSME-IMMUN®
2 1 1.2
Hg
1.2 pg 12 15
FSME-IMMUN® 2.4 nug 16 35
FSME-IMMUN® 12
16

2 Comparison of immunogenicity and safety between two paediatric TBE vaccines.
Vaccine. 2010;28(29):4680-5.”

TBE 3
303 1 11
2  TBE FSME-IMMUN® Junior Encepur®
Children 2
Encepur®
Children FSME-IMMUN® Junior
FSME-IMMUN® Junior NT
Encepur” Children p <0.0001
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1 p <0.01 2

FSME-IMMUN® Junior

Encepur” Children 49.0%

FSME-IMMUN® Junior
51.0%

7 11

p <0.001

22.4%

Encepur” Children

10.2%

3 Randomized, phase II, multicenter dose-finding studies of a modified tick-borne

encephalitis vaccine in children: Evaluation of safety and immunogenicity of two
vaccinations with FSME-IMMUN® “new”. Int. J. Med. Mecrobiol.
2004:293,Suppl.37:126-7.%

L‘new’Q
0.3 0.6
6 n =639 2 21
6 16 2 ELISA
1.2 pg
88.4%
33% 1.2 g 3.4%
1 6 0.6 nug 1.2 ng
98.1% 100%
93.2% 1
3
ng 16.3% 1.2 ng 15.9%
1 33.3% 2
6.3%
1.2 png 1
1.2 ng 0.6 pg
0.3 ng
1.2 pg

FSME-IMMUN® “new”

16

TBE FSME-IMMUN®
2 2
1.2 pg 6 16 n=639 1
35
0.6 ug
96.3% 98.5% 0.3 ug
1 2
1 0.3 ug 4.5% 0.6 pg
2
0.3 ng
1
0.3 pug 19.8% 0.6
19.7% 3 12.8% 4 13.6% 5
16 1
2 1
0.6 ng
TBE 12 g 1
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4  Safety and immunogenicity of the modified adult tick-borne encephalitis vaccine
FSME-IMMUNY: Results of two large phase 3 clinical studies. Vaccine.
2006;24:5256-63.”

16 65 n = 3966 TBE
FSME-IMMUN® “adults” 5 2 21 35
Encepur® 2
3
n= 3705 FSME-IMMUN® “adults”
3 1 6 n =564
TBE 1
38°C FSME-IMMUN® “adults”  0.8% Encepur®
5.6% 2
0.6% 0.5% 1
Encepur” FSME-IMMUN® “adults”
FSME-IMMUN" “adults” 3 1
2 FSME-IMMUN® “adults” Encepur”
FSME-IMMUN® “adults”  Encepur”
FSME-IMMUN® “adults” 3
ELISA 2
1 FSME-IMMUN® “adults”
2 FSME-IMMUN® “adults” 5
3  FSME-IMMUN® “adults” 1
Encepur® 4 Encepur® 2

FSME-IMMUN® “adults” 3

5 Prevention of tick-borne encephalitis by FSME-IMMUN® vaccines: Review of a
clinical development programme. Vaccine. 2011;29:7307-19.'%

TBE TBE
TBE
FSME-IMMUN® 1970
2001
FSME-IMMUN® 2001
FSME-IMMUN® TBE

FSME-IMMUN®

10
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6  Seropersistence of tick-borne encephalitis antibodies, safety and booster response
to FSME-IMMUN® 0.5 ml in adults aged 18—67 years. Human Vaccine.

2009;5(7):1-6.""

3 TBE
FSME-IMMUN®
FSME-IMMUN" Encepur® 2
3 FSME-IMMUN® N=347 18 67
ELISA NT
ELISA
99.1% NT 100% 2 96.8% 3
88.7% 95.4%
3 TBE
18 50
2 3 88.7% 92.3% 51 67 2
3 65.5% 70.9%
TBE 0.58 NT
260 3 45.6
3 FSME-IMMUN®

7  Seropersistence of TBE virus antibodies 10 years after first booster vaccination
and response to a second booster vaccination with FSME-IMMUN 0.5 mL in
adults. Vaccine. 2017;35:3607-13."%

TBE
TBE
FSME-IMMUN 10 TBE
315
2
FSME-IMMUN 2 5 7 10 TBE
2
TBE
FSME-IMMUN 3
10
84.9% 50

88.6%

11
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ICH-GCP

Peer-reviewed journal

1 16
22
2018 7 21 22 12
13)
° 10 &83% 2 2
17% 3 >1:20
42%
7% 4%
SmPC WHO Position
Paperm)
SmPC WHO Position
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Paperm)
WHO Position Paper”)

SmPC

18),19)

1 16 1 0.25mL
1 1 3 2 2 5 12
1 2
2 12 3
3 3 0.25 mL 5 60
3),4),5)
4
40
° 12 4000
[ ]
15),16),17)
Oshima
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