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Appendix II to the QRD templates for human medicinal products
MedDRA terminology to be used in Section 4.8 “Undesirable effects” of SmPC
The Introductory Guide MedDRA version 21.0 provides the list of System Organ Classes to be used in section 4.8 of the SmPC, both in terms of terminology and order, and it is available in several EU languages (CZ, DE, EN, ES, FR, HU, IT, NL and PT).
The table below shows the equivalent terminology in all EEA languages:
	BG  Bulgaria 
	IT  Italian 

	CS  Czech
	LT  Lithuanian

	DA  Danish
	LV  Latvian

	DE  German 
	MT  Maltese

	EL  Greek
	NL  Dutch

	EN  English
	NO Norwegian

	ES  Spanish
	PL  Polish

	ET  Estonian
	PT  Portuguese

	FI  Finnish
	RO  Romania

	FR  French
	SK  Slovak

	HR Croatian
	SL  Slovenian

	HU  Hungarian
	SV  Swedish

	IS  Icelandic
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