INFORMATION INCLUDED IN THE OUTER PACKAGING OF MEDICINES

General recommendations on pack design

*For the national phase of Mutual-recognition / Decentralised procedures, mock-ups should be submitted in Spanish.

Critical information on the front panel:

O Invented name or INN + Strength + Pharmaceutical form (should
appear as a visual unit; all information should be included in a ho-
mogeneous font size).

O Acronyms EFG: only generics medicines.

O Active substance(s): will be included when it is not part of the in-
vented name or when it is a specific salt of the active substance.

O Total amount inclusion: when relevant for the correct administra-
tion, e.g. total amount of active substance per total volume in pa-
renteral preparations.

O Route(s) of administration: according to Standard Terms.

O Contents of pack size (pictograms of the actual pharmaceutical
form may be included).

O Pharmaceutical form: according to Standard Terms.

O Therapeutic indication and target group (only for non-prescription
medicines).

O National product number + symbols + acronyms: upper right corner.

O Name in braille alphabet: except for medicines administered by
healthcare professionals.
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https://standardterms.edqm.eu
https://standardterms.edqm.eu
https://www.aemps.gob.es/informa/circulares/medicamentosUsoHumano/2011/docs/circular_01-2011_informacion-prospectos.pdf?x42633
https://www.aemps.gob.es/cuidadania/medicamentos-y-conduccion/

SYMBOLS AND ACRONYMS: GENERAL CLASSIFICATION FOR
SUPPLY

Dispensing subjected to medical prescription.
O MEDICAMENTO SUJETO A PRESCRIPCION MEDICA =

Medicines containing psychotropic substances included Medical product subjected to medical prescription

in annex | of RD 2829/1977, of October 6,1997. . . o ,
O Medicamento no sujeto a prescripcion médica =

. . . . Medicinal product not subjected to medical prescription
Drugs subjected to official prescription for narcotic drugs

in Schedule | annexed to the 1961 Single Convention. O Uso hospitalario => For medicinal products classified as

hospital use

Medicines containing psychotropic substances included

in Annex Il of RD 2829/1977, of October 6, 1977. O Diagnéstico hospitalario = For medicinal products
classified as hospital diagnostic drugs
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* Storage in a refrigerator

(2°C -8°C).
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o For more information about pack design

Mock-ups are part of the MA of the medicinal product and should comply with current legislation, which indicates
what information (text) is mandatory on the labelling. Recommendations on the general pack design and layout
should be fulfilled (type size and font, print color and background), as well as the graphic elements (logos, drawings,
symbols, etc.), to meet the readability requirements in mock-ups. Thus, dispensing and medication errors are avoided.
For the national phase of the procedure, mock-ups should be submitted in Spanish.

For further information, please review: RD 1345/2007; RD_717/2019; QRD template and European Guideline on the
readability of the labelling and package leaflet of medicinal products.

MINISTERIO agencia espafiola de
DE SANIDAD medicamentos y
. productos sanitarios



https://www.aemps.gob.es/industria-farmaceutica/etiquetado-y-prospectos/industria_etiquetado_preguntasrespuestas/#indice4
https://www.boe.es/buscar/doc.php?id=BOE-A-2007-19249
https://www.boe.es/diario_boe/txt.php?id=BOE-A-2019-17611
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/product-information-templates-human
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://www.aemps.gob.es/industria-farmaceutica/dispositivos-de-seguridad-de-medicamentos-de-uso-humano/recomendaciones-y-aclaraciones-para-la-aplicacion-de-los-dispositivos-de-seguridad-de-medicamentos-de-uso-humano/
https://www.aemps.gob.es/industria-farmaceutica/dispositivos-de-seguridad-de-medicamentos-de-uso-humano/preguntas-y-respuestas-en-relacion-con-los-dispositivos-de-seguridad-de-medicamentos-de-uso-humano/

