Annex |

List of the names, pharmaceutical form, strength of the medicinal products,

route of administration, applicants/ marketing authorisation holders in the
Member States



Member State | Marketing Applicant (Invented) Name Strength Pharmaceutical Route of
EU/EEA authorisation holder form administration
Austria ROTOP Pharmaka AG NANOTOP 0,5 mg Kit fur 0.5 mg Kit for Subcutaneous use
Bautzner Landstral3e 400 ein radioaktives radiopharmaceutical
D-01328 Dresden Arzneimittel preparation
Germany
Finland ROTOP Pharmaka AG ROTOP-NanoHSA 0.5 mg Kit for Subcutaneous use
Bautzner LandstralRe 400 radiopharmaceutical
01328 Dresden preparation
Germany
France ROTOP Pharmaka AG ROTOP-NanoHSA 0,5 mg 0.5 mg Kit for Subcutaneous use
Bautzner Landstral3e 400 Trousse pour préparation radiopharmaceutical
D-01328 Dresden radiopharmaceutique preparation
Germany
Germany ROTOP Pharmaka AG NANOTOP 0.5 mg Kit for Subcutaneous use
Bautzner LandstraRe 400 radiopharmaceutical
D-01328 Dresden preparation
Germany
Italy ROTOP Pharmaka AG NANOTOP 0.5 mg Kit for Subcutaneous use
Bautzner Landstral3e 400 radiopharmaceutical
D-01328 Dresden preparation
Germany
Norway ROTOP Pharmaka AG Nanotop 0.5 mg Kit for Subcutaneous use
Bautzner LandstralBe 400 radiopharmaceutical
D-01328 Dresden preparation
Germany
Portugal ROTOP Pharmaka AG NANOTOP 0.5 mg Kit for Subcutaneous use or

Bautzner Landstral3e 400
D-01328 Dresden
Germany

radiopharmaceutical
preparation

intravenous use




