03/12/2017

192 12y2 (N2 YR ) NIAND IY NYNN ST EeIaN

TNN

ROTARIX SUSPENSION ___ £1¥?91 9991 1"7))N3 9°WHn ov

GLAXO SMITH KLINE (ISRAEL) LTD
7292 NYIINNN VIV TYPN N DNV

143-49-32971-00
oIV Hya ov

MYPNIINHD MIMINNN

vIn vopo

NN VOPY

oya P9

Indication

contraindications

For instructions for the

pfep&m&e&er—reeeﬁsﬁ&&wfkaf—khe
medieinal produetbefore-administration,

see section 6.6

For instructions for
the preparation or
reconstitution of the
medicinal product
before administration,
see section 6.6

Posology, dosage &
administration

Special Warnings and
Special Precautions
for Use

Interaction with
Other Medicaments
and Other Forms of

Interaction

pregnancy Fertility,
and Lactation

Ynkaewn® Not known*: Haematochezia
Unknewn®Not known*: Gastroenteritis
with vaccine viral shedding in infants
with Severe Combined
Immunodeficiency (SCID) disorder
Unknewn®Not known*: Apnoea in very
premature infants (< 28 weeks of
gestation) (see section 4.4)

Intussusception

Data from observational safety studies
performed in several countries indicate
that rotavirus vaccines carry an increased
risk of intussusception, mostly within 7
days of vaccination. Up to 6 additional
cases per 100,000 infants have been
observed in the US-and-Australia- these
countries against a background incidence
of 33 25 to 101 per 100,000 infants (less
than one year of age) per year,
respectively.

Unknown*:
Haematochezia
Unknown*:
Gastroenteritis with
vaccine viral shedding
in infants with Severe
Combined
Immunodeficiency
(SCID) disorder
Unknown*: Apnoea in
very premature infants
(< 28 weeks of
gestation) (see section

Intussusception

Data from
observational safety
studies performed in
several countries
indicate that rotavirus

Adverse events




vaccines carry an
increased risk of
intussusception,
mostly within 7 days
of vaccination. Up to
6 additional cases per
100,000 infants have
been observed in the
US and Australia
against a background
incidence of 33 to 101
per 100,000 infants
(less than one year of
age) per year,
respectively.
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