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: EMA .1

Guideline on the packaging information of medicinal products for human
use authorized by the Union

D PN HINN 2018 0VN
The labelling may include symbols or pictograms designed to clarify certain
information and other information compatible with the summary of the product
characteristics which is useful to the patient, to the exclusion of any element of a
promotional nature.
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
2/2018 packaging guidelines en.pdf



https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/2018_packaging_guidelines_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/2018_packaging_guidelines_en.pdf

:EMA .
Excipients in the labelling and package leaflet of medicinal products for human
use" (VOLUME 2C Guidelines, Medicinal products for human use Safety,

environment and information, March 2018) —
TPNYNID DRNNA PYOINN NVIX DY DY dNYA DXIDIN )IDDD MYOITY ONMNND SN
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- Packaging for human medicinal products HMV4

MINSN PO NORD ON»NNN 2019 XN (SwissMedic) MIdNVYN MYIN SY 5N
:IDIND DY NPV
Constituents that are not contained in the medicinal product may not be stated

mnon

(negative declaration), e.g. "lactose-free", "gluten-free" or "without antibiotics".
.D2900 DPPIPY DIVININI IN MNIMVPINT MIPIN DD NOINY 19

-2016 97 1391 9% .
Labelling preferences for prescription pharmaceuticals
https://www.pharmac.govt.nz/assets/labelling-preferences-2016-06.pdf

-2018 1VPIN ,TITPN .
Guide to Labels and Leaflets of Human Medicines
https://www.hpra.ie/docs/default-source/publications-forms/guidance-
documents/aut-g0034-guide-to-labels-and-leaflets-of-human-medicines-
v18.pdf?sfvrsn=39

-2016 2V 1D .
Good Label and Package Practices Guide for Prescription Drugs
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-
mps/alt formats/pdf/pubs/medeff/guide/2016-label-package-practices-pratigues-
etiguetage-emballage-rx/glppg-gbpee-rx-eng.pdf

-2015 92121 ,(MHRA) 790N .
BEST PRACTICE GUIDANCE ON THE LABELLING AND PACKAGING OF MEDICINES
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/att
achment data/file/474366/Best practice guidance labelling and packaging of

medicines.pdf

-2016 VOMIN ,NIIIVOIN .
THERAPEUTIC GOODS ORDER NO. 91 Standard for labels of prescription and
related medicines
https://www.legislation.gov.au/Details/F2016L01285



https://www.pharmac.govt.nz/assets/labelling-preferences-2016-06.pdf
https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/aut-g0034-guide-to-labels-and-leaflets-of-human-medicines-v18.pdf?sfvrsn=39
https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/aut-g0034-guide-to-labels-and-leaflets-of-human-medicines-v18.pdf?sfvrsn=39
https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/aut-g0034-guide-to-labels-and-leaflets-of-human-medicines-v18.pdf?sfvrsn=39
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-mps/alt_formats/pdf/pubs/medeff/guide/2016-label-package-practices-pratiques-etiquetage-emballage-rx/glppg-gbpee-rx-eng.pdf
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-mps/alt_formats/pdf/pubs/medeff/guide/2016-label-package-practices-pratiques-etiquetage-emballage-rx/glppg-gbpee-rx-eng.pdf
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-mps/alt_formats/pdf/pubs/medeff/guide/2016-label-package-practices-pratiques-etiquetage-emballage-rx/glppg-gbpee-rx-eng.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/474366/Best_practice_guidance_labelling_and_packaging_of_medicines.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/474366/Best_practice_guidance_labelling_and_packaging_of_medicines.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/474366/Best_practice_guidance_labelling_and_packaging_of_medicines.pdf
https://www.legislation.gov.au/Details/F2016L01285

-nNLYV ,2011 ¥ ,EMA .9
QRD recommendations on pack design and labelling for centrally authorised
non-prescription human medicinal products
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-
quality-review-documents-recommendations-pack-design-labelling-centrally-
authorised-non en.pdf

-2019 9N ,EMA.10
GUIDELINE ON THE READABILITY OF THE LABELLING AND PACKAGE LEAFLET
OF MEDICINAL PRODUCTS FOR HUMAN USE
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-
2/c/2009 01 12 readability guideline final en.pdf

-2017 HanxT ,EMA.11
Quick Response (QR) codes in the labelling and/or package leaflet of veterinary
medicinal products authorised via the centralised (CP), mutual recognition (MRP),
decentralised procedures (DCP) and national procedures**
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/quick-
response-gr-codes-labelling/package-leaflet-veterinary-medicinal-products-
authorised-centralised-cp-mutual-recognition-mrp en.pdf



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-quality-review-documents-recommendations-pack-design-labelling-centrally-authorised-non_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-quality-review-documents-recommendations-pack-design-labelling-centrally-authorised-non_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-quality-review-documents-recommendations-pack-design-labelling-centrally-authorised-non_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-2/c/2009_01_12_readability_guideline_final_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/quick-response-qr-codes-labelling/package-leaflet-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/quick-response-qr-codes-labelling/package-leaflet-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/quick-response-qr-codes-labelling/package-leaflet-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp_en.pdf
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