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Abbreviated Prescribing Information

Bexsero. Active 3
group B NHBA fusion protein; 50 yig recombinant Neisseria meningtdis group B NadA protein; 50 g
recombinant Neisseria meningitcis group B fHbp fusion protein; 25 g outer membrane vesicles (OMV) from
Neisseria red it of total the PorA P14,
Indication: active immunisation of individuals from 2 months of age and older against invasive meningococeal
disease caused by Neisseria meningits group B. Pasnlngy and method of administration: Please refer to

the tais.
injection, preferanry in the anterolateral aspect of the thigh in oo e dtocimusce region of the upper
amin ider suject
time. Ce i
and procauions fo se: A5 wih e vaccies, administaon of Bexsero sk be postponed i subfects

However,  stch s cold, should not
fesit s s care.of vecchoeon. Do o et sy A Wi jocabis e, syropics
medical
the administation of the vaccine. Aniety-elated reactions, including vasovagal reactions  (syncope),

_
(@)
O

BEXSERO

Meningococcal Group B Vaccine
(rDNA, component, adsorbed)

1. Eexsem Hong Kong Prescribing information. 2. Pfizer Ltd. Trumenba.

x I: Summa roduct characteristics. Number of notifiable infectious
iseases by month. . Aubibis ot hitps://www.chp.gov.hiv/en/static/24012.html (Accessed
on 28 Jan 2019). 4. CHP. Communicable Diseases Watch. Jan 27-Feb 9 2019 Weeks 5-6
Vol 16 issueNo. 3. 5 WHO

heet i
neningitis (Accessed on 2 APR 2019)

oction 4.8, Itis

in piace to avoid injury from fairting.

This veccine shoud notbe given o indiels W trormbocylopenia o any coagultn disorde thet ouk!
injection, unless

with any vaccine, vaccination with Bexsero may not protect all vaccine recipients. Bexsero is not expected to

provide protection against all Girculating meningococcal group B strains. (see section 5.1). As with many

after vaccination can redce the incidence and intensity of postvaccination febril reactions. Anfipyretic
mecicaton should be iniiated according 1o local guidelines in infants and chidren (less than 2 years of age).
Individuals with impaired immune responsiveness, whether due to the use of immune-suppressive therapy, a

orother causes,
asplenia, or spleni i 1)
There are no data on the use of Bexsero in subjects above 50 years of age and limited data in pafients with
and the need for respiratory monitoring for 48-72 hours
should i« toven (bom =28

weeks of gestation) and particiarty for those viha previous history of respiratory imrmaturty. As the benefit of
vaccination s high inthis group of infants, vaccination should not be withheld of delayed. Kanamycin is used in
Ifpresent

B ereromn W seat o et 2019, 9:010409. 7. Rosenstein NE, etal. N Engl J Meed.
2001 8. Viner RM, et al. Lancet Neurol. 2012; 11:774-783 9. Meningococcal Australia. The
Facts. Available at: http://www.meningococcal.org.au/new-page-1_(Accessed on 2 APR
2019) 10, Centers for Disease Control and Prevention. VPD manual Chapter 8
Meningococcal disease. 11. MacNeil Jr et al. Pediatrics. 2015,135:€305-11 12. Archer BN
et al. Med J Aust 2017; 207 (913827 13, Lahra MM et al. Commun Dis Intell
2014;40:E503-E511; 14, Australian Bureau of Statistics. Population by age and sex,

Australian states and territories, June 2015 hitp/enav abs Gov au/AUSSTATS/abse nsf/
D 19e/3101.0Jun%20201570y t (all accessed Aug 2019) 15. Data on
file, GSK_ 16, Chen M et al. Scientific Reports. 2018; 8:12334 17. Data on file -
2016N29758002  18. Meningococcal B. Health and Safety Executive (HSE). National
immunization office. Dublin, Ireland 19. Piano Nazionale Prevezione Vaccinate PNPV
2017-2019. Ministero della salute website 20, Moreno-Perez D, Alvarez et al. Spanish
Association of Pedatric

Safety Information:

Hypersensitvty to any components of BEXSERO s a contraindication o administration. Administration of
BEXSERO Minor uch
s cold, shoukd ot resut n the deferral of vaccination. BEXSERO should ot be given to individuals with
thrombocytopenia_ or any coagulation disorder that would coniraindicate inramuscular injection, Uniess the
potential benefit clearly outweighs the risk of administraion. Appropriate medical treatment and supervision

BEXSERO,
in the inal vaccine are s than 0.01 micrograms per dose. The safe use of Bexsero in
ik et een eslished. neracton wth clher medicinal podcts and ot foms of RN
interaction: Cinical studi that i d routine vacaines procedres are in place to avoid injury from fainting
BEXSERO of age have not There
Due fever, tendemess at

are limited data in patients with chronic medical condftions and with impaired immune responsiveness

i n D AT ER( SEIE ST E S habits Bexsero =
+amE B (12-23(8F 8252 > M3H T L ST EBAL AR i aty corablrc hen et Umen e concoriety i citen ecches Bisamy i o el o .
el FRER - 805% (>38°C) EGTEBL AEAR S 5T EBNL IR FRAS - SE ST EP(IATHE separse ecion ses Pregnancy an lcaton: Prognancy: it cincal cla on exosed Vit i ey BRI W e,
=>1/10; = a . . pregnancies are available. The potential risk for pregnant Nevertheless, vacci shoioiondi
SRR (R 517 2EZ77- AW held gealfiskol Sposiie Infection. Lactatior: he, “The most common adverse reactins observed in ciical tils of infants and chidren were tendemess and
SESTERML IR ATHE - FEAR  FEAE B T e 1 T T ofhems e th necion s, ever,and iiabity. Fever cxure ot feeny vhn BEXSERO v
P — be examined before making the decision to immunise during breastfeecing. Fertiity: There are no data on than whent
i fertity in humans. Undesirable effects: Infants and chicren (up o 10 years of age): eating disorders: e s o BEXSERO and
sleepiness; unusual crying; headache; sezures (includng febrile seizures); palor, Kawasaki syndrome: When BEXSERO was given alone, the frequency of fever ias simiar to that associated with routine infant
# B (>1/100 to <1/10) B (2-108) / diarthosa; vomiing; rash; eczema; urtcara; arthvaigar fever 238°C, fever 240°C),injection site tendemmess o
iitabity. i ces e
Prophylcic: e of perscsiamol redices fhe incdence and sevely. of fover vt aficing e
MR (BERRSIRMRE) nausea; myalgia; arthvaigia; severe ini pain ck "‘a:‘:"a“””‘e"”"“ immunogenicity of either BEXSERO or routine vaccines. Antipyretic medication shoud be iniiated
FER (=1/1,000 to <1/100) HGER (MEHEEEEER). / : d Tekdse. 2yearsof age).
BB (>40°C) The materialis for the reference and use by healthcare professionals only. :;‘S"E:‘O""Si;k ”"TVZ"“‘;Z?'“ET T eI 86, z‘“"g‘“‘ 1 :a"“g "a“';a"d '"s:‘:l'g ﬁ“‘
A Es was co-adminster routine vaccines, seperate vaccnations can be considered vhen
Please read the full prescribing information prior to administration. possible.
Full prescribing information is available on request from GlaxoSmithKine Ltd, 23(F, Tower 6, i
> < I[EEE3=¢r The G: 9 Canton Road, Tsimshatsui, Kowloon, Hong K 5 i most e
ZER (=1/10,000 to <1/1,000) NS EE-EMRE / e Gateway, 9 Canton Road, Tsimshatsui, Kowloon, Hong Kong. acion io; meiasn oy hoache,
Abbreviated Prescribing Information prepared in Jul 2019 based on version Less commony, some serious events can occur after BEXSERO: seizures (ncluding febrie seizures) and
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porting, please call Limited at (852) 9
Kong) or (853) 2871 5569 (Macau), or send an email to us atHK AdverseEvent@gsk.com.

Trade marks are owned by or licensed to the GSK group of companies.
022 GSK group of companies orits licensor.

PII-HK-BEX-LBND-220002 (07/2024) ~ Date of preparation: 15/0812022

GlaxoSmithKline Limited
23/F, Tower 6, The Gateway, 9 Canton Road,
Tsimshatsui, Kowloo:

Tol (852) 3189 8989 Fax: (852) 3189 8931
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BEXSERO

Meningococcal Group B Vaccine
(rDNA, component, adsorbed)
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