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Scientific conclusions
Taking into account the PRAC Assessment Report on the PSUR for PNEUMOCOCCAL POLYSACCHARIDE
CONJUGATE VACCINE (7-VALENT, ADSORBED), the scientific conclusions of CHMP are as follows:

Due to the long-standing post marketing experience, the well characterised safety profile and the large
exposure of the product the PRAC recommended to amend the PSUR frequency to 10-yearly and to
amend Annex Il accordingly to reflect the current QRD template sentence referring to the EURD list.

Therefore, in view of available data the PRAC considered that changes to the conditions of the
marketing authorisation were warranted.

The CHMP agrees with the scientific conclusions made by the PRAC.

Grounds recommending the variation to the terms of the Marketing Authorisatica

On the basis of the scientific conclusions for PNEUMOCOCCAL POLYSACCHARIDE CONJWSATE VACCINE
(7-VALENT, ADSORBED) the CHMP is of the opinion that the benefit-risk balanceyof the medicinal
product(s) containing PNEUMOCOCCAL POLYSACCHARIDE CONJUGATE VACC!N!=" (7-VALENT,
ADSORBED) is favourable subject to the proposed changes to the prodi :t information

The CHMP recommends that the terms of the Marketing Authorisatioifskould be varied.
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