25. Reference Member State and Concerned Member States sends comments on translations to Applicant
In the DC-Procedure the Reference Member State (RMS) and the Concerned Member States (CMS) [in the MR-Procedure the Concerned Member States (CMS) only] have checked the translations of SmPC, Labeling and PL into national languages against the finally agreed English versions (at end of procedure Product X, YY mg, PharmForm, Acme Pharmaceuticals).
The RMS / CMS send independently a submission unit to Acme Pharmaceuticals which identifies the regulator submission type (List 8). The submission unit consists of a letter and product information texts. It also identifies that the submission unit is associated with the new initial marketing application procedure in its national phase (Information 3 and 4a). The submission unit message identifies the one country (List 1) and regulatory agency (see List 2) commenting on the PI documents resulting from the above mentioned procedure (List 3), identifies the submitted files of SmPC, Labeling and PL as appropriate including comments for requested changes, and indicates the document category or categories that the files belong to (SmPC, Labeling and PL, current module 1.3.1).  Additional information about the product (Information 1), the MAH (Information 2) and submission description (Information 6) may also need to be provided.
