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K 1. 1. 2025 ŀƪǘǳŀƭƛȊƻǾłƴƻ bŀǌƝȊŜƴƝ мнопκнллу όŘłƭŜ ƧŜƴ ½ƳŠƴƻǾŞ ƴŀǌƝȊŜƴƝύ
ÅaƻȌƴƻǎǘ ǎǳǇŜǊƎǊƻǳǇƛƴƎǻ ǇǊƻ awt ƛ b!w [t ǇǊƻ ƪƭŀǎƛŦƛƪŀŎŜ α!ά ŀ α.ά 

ÅtƻǾƛƴƴȇ ŀƴƴǳŀƭ ǳǇŘŀǘŜ ǎ ƳƻȌƴƻǎǘƝ ǾȇƧƛƳƪȅ

ÅtƻǾƛƴƴȇ ǿƻǊƪǎƘŀǊƛƴƎΣ ȊƳŠƴŀ ¢¢ ǇǊƻ ²{ ǎ ƳŀȄ L. ȊƳŠƴƻǳ ς

Å±ŠǘǑƛƴŀ ǵǇǊŀǾ Ǉƭŀǘƴł ƧƛȌ ƻŘ м. 1. 2025 (aktualizace CMDh/EMA guideline)

/ŜƭƪƻǾŠ ŀƭŜ ǇƻǘǌŜōŀ ǳǇǊŀǾƛǘ ƛ Ǉƻƪȅƴȅ ǇǊƻ ǊǻȊƴŞ ƪŀǘŜƎƻǊƛŜ ȊƳŠƴΣ ǇǊƻ ǇǊƻǾłŘŠƴƝ 
ǇƻǎǘǳǇǻ ǎǘŀƴƻǾŜƴȇŎƘ Ǿ ƪŀǇƛǘƻƭłŎƘ LLΣ IIaΣ LLL ŀ L± ƴŀǌƝȊŜƴƝ YƻƳƛǎŜ ό9{ύ őΦ мнопκнллу 
ȊŜ ŘƴŜ нпΦ ƭƛǎǘƻǇŀŘǳ нллу ƻ ǇƻǎǳȊƻǾłƴƝ ȊƳŠƴ ǊŜƎƛǎǘǊŀŎƝ ƘǳƳłƴƴƝŎƘ ŀ 
ǾŜǘŜǊƛƴłǊƴƝŎƘ ƭŞőƛǾȇŎƘ ǇǌƝǇǊŀǾƪǻΣ ƧŀƪƻȌ ƛ ǇǊƻ ŘƻƪǳƳŜƴǘŀŎƛΣ ƪǘŜǊł ǎŜ Ƴł ƴŀ ȊłƪƭŀŘŠ 
ǘŠŎƘǘƻ ǇƻǎǘǳǇǻ ǇǌŜŘƪƭłŘŀǘ όYƭŀǎƛŦƛƪŀőƴƝ Ǉƻƪȅƴύ
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YƭŀǎƛŦƛƪŀőƴƝ Ǉƻƪȅƴ ŀ ƧŜƘƻ ǵǇǊŀǾŀ ƻōŜŎƴŠ
IƭŀǾƴƝ ȊƳŠƴȅ Ǿ YƭŀǎƛŦƛƪŀőƴƝƳ ǇƻƪȅƴǳΥ
Å!ƪǘǳŀƭƛȊŀŎŜ ǇƻŘƭŜ ½ƳŠƴƻǾŞƘƻ ƴŀǌƝȊŜƴƝ 
Å½ƪǊłŎŜƴƝ ŘƻƪǳƳŜƴǘǳΣ ǇǌŜǎǳƴǳǘƝ ƛƴŦƻǊƳŀŎƝ Řƻ .tD 
Å¦ǇǊŀǾŜƴŀ ǇǊƻŎŜǎƴƝ őłǎǘ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ
ÅǎƧŜŘƴƻŎŜƴƝ ƛƴŦƻǊƳŀŎƝ Ǿ ǊłƳŎƛ ƪŀǇƛǘƻƭΣ ǇǌŜǎǳƴ ƛƴŦƻǊƳŀŎƝ Ǿ ǊłƳŎƛ ƪŀǇƛǘƻƭ όǎǇƻƧŜƴƝ ƛƴŦƻǊƳŀŎƝ ǇǊƻ 
awtκ5/t ǇǌƝǇǊŀǾƪȅ ŀ őƛǎǘŠ ƴłǊƻŘƴƝ [tΣ ŘƻƪǳƳŜƴǘŀŎŜΣ ƪǘŜǊł Ƴł ōȇǘ ǇǌŜŘƭƻȌŜƴŀ Řƻ ƧŜŘƴŞ 
ƪŀǇƛǘƻƭȅ ŀ ƴŜ ǇƻŘƭŜ ǘȅǇǳ ȊƳŠƴύ
ÅǇǌƛŘłƴŀ ƛƴŦƻǊƳŀŎŜΣ Ƨŀƪ ǇƻǎǘǳǇƻǾŀǘ ǳ ȊƳŠƴ ƪǾŀƭƛǘȅ Ǿ ǎƻǳǾƛǎƭƻǎǘƛ ǎ ƪƭƛƴƛŎƪȇƳƛ ȊƳŠƴŀƳƛ όǇǌƛŘłƴƝ 
ƛƴŘƛƪŀŎŜΣ ȊƳŠƴŀ ŘłǾƪƻǾłƴƝΣ Χύ 

Ҧ 9a! ŘƻƪǳƳŜƴǘ αClassification of changesά Q/A 1.3.1 07. Classification of changes
ÅƻŘǎǘǊŀƴŠƴƝ ƛƴŦƻǊƳŀŎƝ ǳ L! ȊƳŠƴΣ 
ÅƛƳǇƭŜƳŜƴǘŀŎŜ ōŜȊǇŜőƴƻǎǘƴƝŎƘ ȊƳŠƴ ǘȅǇǳ LL
ÅǊƻȊǑƝǌŜƴƝ ǎŎƻǇŜ ǎǳǇŜǊƎǊƻǳǇƛƴƎǳ ƴŀ ȊƳŠƴȅ ƪƭŀǎƛŦƛƪŀŎŜ α/ά ŀ α5ά

ÅAktualizace klasifikace
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
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!ƪǘǳŀƭƛȊƻǾŀƴł ǾŜǊȊŜ ƧƛȌ ŘƻǎǘǳǇƴł ȊŘŜΥ 
ÅEUR-Lex - 52025XC05045 - EN - EUR-Lex

Å±Ŝ ǾǑŜŎƘ ƧŀȊȅŎƝŎƘ 9¦

tƭŀǘƴƻǎǘ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ ƻŘ 
15.1. 2026

~ƪƻƭŜƴƝ 9a! ǇǊƻ ŦƛǊƳȅ ƴŀǇƭłƴƻǾłƴƻ 
na 13. 1. 2026 od 13:00 do 15:00 
online

16. prosince 2025

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AC_202505045
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±ŜǑƪŜǊŞ ȊƳŠƴȅ L!Σ ƪǘŜǊŞ ōȅƭȅ ƛƳǇƭŜƳŜƴǘƻǾłƴȅ ǇǌŜŘ15. 1. 2026, 
ƳǳǎƝ ōȇǘ ǇǌŜŘƭƻȌŜƴȅ ǇǌŜŘ мрΦ1.нлнс όǇǌƝǇŀŘƴŠ ƛ ƳƛƳƻ ŀƴƴǳŀƭ 
update)

½ƳŠƴȅ L. ŀ LL ŘƭŜ ǇǌŜŘƭƻȌŜƴƝ όƴŜ ŘƭŜ Řŀǘŀ ƛƳǇƭŜƳŜƴǘŀŎŜύ

±ǑŜŎƘƴȅ ȊƳŠƴȅ ǇǌŜŘƭƻȌŜƴŞ Ǉƻ мрΦ мΦ нлнс ƳǳǎƝ ōȇǘ ǇǌŜŘƭƻȌŜƴȅ 
ŘƭŜ ƴƻǾŞ ƪƭŀǎƛŦƛƪŀŎŜ

CMDh BPG/EMA guidelines Ƨǎƻǳ ƻǇŠǘ ƧƛȌ ǳǇǊŀǾŜƴȅ ŀ ȊǾŜǌŜƧƴŠƴȅ 
zde:

ÅHeads of Medicines Agencies: Revised Variations 
Framework
ÅEMA guidelines: Variations including extensions of marketing 

authorisations | European Medicines Agency (EMA)
Å07. Classification of changes
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https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/variations-including-extensions-marketing-authorisations
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes-tracked-changes_en.pdf
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±ǑŜŎƘƴȅ ȊƳŠƴȅ ǇǌŜŘƭƻȌŜƴŞ ǇǌŜŘ мрΦ мΦ нлнс ōǳŘƻǳ ǾȅǌƛȊƻǾłƴȅ ŘƭŜ ǎǘłǾŀƧƝŎƝŎƘ 
ǇǊŀǾƛŘŜƭ όǘŜŘȅ ŘƭŜ ǇǊŀǾƛŘŜƭ Ǿ Yt ǇƭŀǘƴŞƳ ǇǌŜŘ мрΦ мΦ нлнсύ
Å tǊƻ ȊƳŠƴȅ ǇǌŜŘƭƻȌŜƴŞ ǇǌŜŘ мрΦ мΦ нлнс ǇƭŀǘƝ ǎǘłǾŀƧƝŎƝ ǇǊŀǾƛŘƭŀ ŀ ǘƻ Ǉƻ ŎŜƭƻǳ Řƻ ǌƝȊŜƴƝ 

Å K dispozici jsou 2 verze eAF Ǿ ǇǌƝǇŀŘŠΣ ȌŜ ōȅ ōȅƭƻ ǇƻǘǌŜōŀ ȌłŘƻǎǘ ǇǊƻ ȊƳŠƴȅ ǇǌŜŘƭƻȌŜƴŞ ǇǌŜŘ 
мрΦ мΦ нлнс ƻǇǊŀǾƛǘ ŀ ȌłŘƻǎǘ ǇǌŜŘƭƻȌƛǘ ȊƴƻǾǳ

Å ½ŀƳƝǘƴǳǘŞ ȊƳŠƴȅ L! ōȅ ƳŠƭȅ ōȇǘ ǇǌŜŘƭƻȌŜƴȅ ƛ Ǉƻ мрΦмΦнлнс ŘƭŜ ǎǘŀǊŞ ƪƭŀǎƛŦƛƪŀŎŜ

Å tǊƻ ȊƳŠƴȅ ǇǌŜŘƭƻȌŜƴŞ Ǉƻ мрΦ мΦ нлнс ǇƭŀǘƝ ƴƻǾł ǇǊŀǾƛŘƭŀ

Å tǊǾƴƝ ǇǌŜŘƭƻȌŜƴł ȊƳŠƴŀ L! Ǉƻ мрΦмΦнлнс ȊŀőƝƴł ƴƻǾȇ Ŏȅƪƭǳǎ ǇǊƻ ŀƴƴǳŀƭ ǳǇŘŀǘŜ
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V PLM eAF ǾŜǊȊƛ αJanuary нлнсά Ƨǎƻǳ ŘƻǎǘǳǇƴŞ ƴłǎƭŜŘǳƧƝŎƝ ƪƭŀǎƛŦƛƪŀŎŜΥ
Å Klasifikace zmŋn uveden§ v pś²loze I KlasifikaĽn²ho pokynu 

Å Klasifikace zmŋn typu IA bude tak® dostupn§ jako typ IB pod stejnĩm k·dem, pro 
pod§n², kde nen² splnŋna jedna nebo v²ce podm²nek zmŋny typu IA
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YƭŀǎƛŦƛƪŀőƴƝ Ǉƻƪȅƴ ŀ ƧŜƘƻ ǵǇǊŀǾŀ ƻōŜŎƴŠ

V PLM eAF ǾŜǊȊƛ αJanuary нлнсά Ƨǎƻǳ ŘƻǎǘǳǇƴŞ ƴłǎƭŜŘǳƧƝŎƝ ƪƭŀǎƛŦƛƪŀŎŜΥ
Å ½ƳŠƴȅ ǘȅǇǳ L. ŀ ǘȅǇǳ LL ǎŜ Ȋ-ǎŎƻǇŜ αƧƛƴł ȊƳŠƴŀά ōǳŘƻǳ ǾȅǘǾłǌŜƴȅ ƴŀ ƴłǎƭŜŘǳƧƝŎƝŎƘ 
ǵǊƻǾƴƝŎƘΥ 

Å ¨ǊƻǾŜƶ мΥ ό9-M).z (tj. E.z, Q.z, C.z a M.z), 

Å ¨ǊƻǾŜƶ нΥ vΦόL-IV).z; C(1-12) 

Å ¨ǊƻǾŜƶ оΥ vΦLΦόŀ-e).z; Q.II.(a-h).z; Q.III.(1-2).z; Q.IV.(1-3).z; Q.V.(a-b).z

Å ¨ǊƻǾŜƶ п ŀ ƴƛȌǑƝΥ ƧŜŘƴŀ ƴŀ ƪŀȌŘŞ ǵǊƻǾƴƛ ǇƻǳȊŜ ǇǊƻ ǾǑŜŎƘƴȅ vΦ ǎŎƻǇŜ
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V PLM eAF ǾŜǊȊƛ αJanuary нлнсά Ƨǎƻǳ 
ŘƻǎǘǳǇƴŞ ƴłǎƭŜŘǳƧƝŎƝ ƪƭŀǎƛŦƛƪŀŎŜΥ
Å ½ƳŠƴŀ ǘȅǇǳ LLΥ Q.I.z ς tƻŘǎǘŀǘƴŞ 

aktualizace Mod. 3.2.S nebo ASMF 

Å ½ƳŠƴŀ ǘȅǇǳ LLΥ C.z ς Harmonizace SPC mezi 
ǇǻǾƻŘƴƝƳ ŀ ƴƻǾȇƳ ŘƻǘőŜƴȇƳ őƭŜƴǎƪȇƳ 
ǎǘłǘŜƳ Ǉƻ ƻǇŀƪƻǾŀƴŞƳ ǇƻǳȌƛǘƝ awt

Å tǌŜŘƭƻȌŜƴƝ 9w! ȊǻǎǘłǾł Ƨŀƪƻ ƻōŜŎƴł /Φ½ 
typu IB
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±ȅǌƛȊƻǾłƴƝ L! ȊƳŠƴ ƻŘ Ǉƭŀǘƴƻǎǘƛ ƴƻǾŞƘƻ 
YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ
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5ŜŦƛƴƛŎŜ L! ȊƳŠƴ - ½ƳŠƴƻǾŞ ƴŀǌƝȊŜƴƝ ŀ YƭŀǎƛŦƛƪŀőƴƝ Ǉƻƪȅƴ
5ŜŦƛƴƛŎŜ L! ȊƳŠƴ ŘƭŜ bŀǌƝȊŜƴƝ мнопκнллу
αƳŀƭƻǳ ȊƳŠƴƻǳ ǘȅǇǳ L!ά ǎŜ ǊƻȊǳƳƝ ȊƳŠƴŀΣ ƪǘŜǊł Ƴł ƳƛƴƛƳłƭƴƝΣ ƴŜōƻ ǾǻōŜŎ ȌłŘƴȇ ŘƻǇŀŘ ƴŀƪǾŀƭƛǘǳΣ ōŜȊǇŜőƴƻǎǘ 
ƴŜōƻ ǵőƛƴƴƻǎǘ ŘŀƴŞƘƻ ƭŞőƛǾŞƘƻ ǇǌƝǇǊŀǾƪǳ;

Informace z KP:
UƳŀƭȇŎƘ ȊƳŠƴ ǘȅǇǳ L! ǎŜ ƴŜǾȅȌŀŘǳƧŜ ǇǌŜŘŎƘƻȊƝ ǇƻǎƻǳȊŜƴƝ ǇǌƝǎƭǳǑƴȇƳƛ ƻǊƎłƴȅ ǇǌŜŘǘƝƳΣ ƴŜȌ ƳƻƘƻǳ ōȇǘ ŘǊȌƛǘŜƭŜƳ 
ǇǊƻǾŜŘŜƴȅΦ hȊƴłƳŜƴƝ ƻƳŀƭŞ ȊƳŠƴŠ ǘȅǇǳ L! ǾǑŀƪ ƳǳǎƝ ōȇǘ ǇǌŜŘƭƻȌŜƴƻ ǎƻǳőŀǎƴŠ ǾǑŜƳ ǇǌƝǎƭǳǑƴȇƳ ƻǊƎłƴǻƳ Řƻ мн 
ƳŠǎƝŎǻ ƻŘ ǇǊƻǾŜŘŜƴƝΦ
aŀƭŞ ȊƳŠƴȅ ǘȅǇǳ L!Σ ƪǘŜǊŞ Ǿsouladu sǇǌƝƭƻƘƻǳ ǘŠŎƘǘƻ Ǉƻƪȅƴǻ ǾȅȌŀŘǳƧƝ ƻƪŀƳȌƛǘŞ ƻȊƴłƳŜƴƝΣ ōȅ ƳŠƭȅ ōȇǘ ƴŀ ǊƻȊŘƝƭ 
ƻŘ ǾȇǑŜ ǳǾŜŘŜƴȇŎƘ ǇǌŜŘƭƻȌŜƴȅ ƴŜǇǊƻŘƭŜƴŠ Ǉƻ ǇǊƻǾŜŘŜƴƝΣ ŀōȅ ōȅƭ ȊŀƧƛǑǘŠƴ ƴŜǇǌŜǘǊȌƛǘȇ ŘƻȊƻǊ ƴŀŘ ƭŞőƛǾȇƳ 
ǇǌƝǇǊŀǾƪŜƳΦ
Ґ tǊƛƴŎƛǇ α5ƻ ŀƴŘ tellά

5ƻ олΦ ŘƴŜ ǊŜŦŜǊŜƴőƴƝ őƭŜƴǎƪȇ ǎǘłǘ ƴŜōƻ ǇǌƝǎƭǳǑƴȇ ƻǊƎłƴ őƭŜƴǎƪŞƘƻ ǎǘłǘǳ ƛƴŦƻǊƳǳƧŜ ŘǊȌƛǘŜƭŜ ŀvǇǌƝǎƭǳǑƴȇŎƘ 
ǇǌƝǇŀŘŜŎƘ ǇǌƝǎƭǳǑƴŞ őƭŜƴǎƪŞ ǎǘłǘȅ ƻǾȇǎƭŜŘƪǳ ǘƻƘƻǘƻ ǇǌŜȊƪǳƳǳΦ 
Pokud je vƧŜŘƴƻƳ ƻȊƴłƳŜƴƝ ǳǾŜŘŜƴŀ ƧŜŘƴŀ ƴŜōƻ ƴŠƪƻƭƛƪ ƳŀƭȇŎƘ ȊƳŠƴ ǘȅǇǳ L!Σ ƧŜ ŘǊȌƛǘŜƭ ƛƴŦƻǊƳƻǾłƴ ƻtom, 
ƪǘŜǊŞ ȊƳŠƴȅ ōȅƭȅ ƴŀ ȊłƪƭŀŘŠ ǇǌŜȊƪǳƳǳ ǇǌƛƧŀǘȅ ŀƪǘŜǊŞ ȊŀƳƝǘƴǳǘȅΦ 5ǊȌƛǘŜƭ ǊƻȊƘƻŘƴǳǘƝ ƻǊŜƎƛǎǘǊŀŎƛ ƳǳǎƝ ǇǌŜǎǘŀǘ 
ǇǊƻǾłŘŠǘ ƪŀȌŘƻǳ ȊŀƳƝǘƴǳǘƻǳ ȊƳŠƴǳΦ
= bŜƻőŜƪłǾŀƧƝ ǎŜ ǇǌƛǇƻƳƝƴƪȅΣ ǇƻǳȊŜ ǎŎƘǾłƭŜƴƝ őƛ ȊŀƳƝǘƴǳǘƝ ȊƳŠƴȅ
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±ȅǌƛȊƻǾłƴƝ L! ȊƳŠƴ ƻŘ Ǉƭŀǘƴƻǎǘƛ ƴƻǾŞƘƻ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ

{ƻǳőŀǎƴȇ ǇǌƝǎǘǳǇ {¨Y[ ƪ ǾȅǌƛȊƻǾłƴƝ L! ȊƳŠƴ
Å{¨Y[ ŘƻǎǳŘ ǾȅƪŀȊƻǾŀƭ ǾȇǊŀȊƴŠ ǾŠǘǑƝ ōŜƴŜǾƻƭŜƴŎƛ Ǉǌƛ ǾȅǌƛȊƻǾłƴƝ L! ȊƳŠƴ ƻǇǊƻǘƛ ƻǎǘŀǘƴƝƳ 
őƭŜƴǎƪȇƳ ǎǘłǘǻƳΣ ȊŜƧƳŞƴŀ Ǿ ǳƳƻȌƴŠƴƝ ƻǇǊŀǾƛǘ ŎƘȅōƴŠ ǇǌŜŘƭƻȌŜƴŞ ȌłŘƻǎǘƛ

Å±ŠǘǑƛƴŀ ȊƳŠƴ ƴŜƴƝ αǊƻǾƴƻǳά ȊŀƳƝǘłƴŀ

5ǻǾƻŘȅ ǇǊƻ ȊƳŠƴǳ ǇǊŀȄŜΥ
ÅwƻȊŘƝƭ Ǿ ǇǌƝǎǘǳǇǳ /½ ŀ ƻǎǘŀǘƴƝŎƘ ǎǘłǘǻ 9¦

Å±ȅǎƻƪł ȊłǘŠȌ Ǉǌƛ ŘƻǇƭƴŠƴƝκƻǇǊŀǾŠ L! ȊƳŠƴ

Å¨ǇǊŀǾŀ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ
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¨ǇǊŀǾȅ Ǿ YƭŀǎƛŦƛƪŀőƴƝƳ Ǉƻƪȅƴǳ ƪ мрΦмΦнлнс

± ǎƻǳőŀǎƴŞƳ Yt ǾŠǘŀΥ
ÅΧfailure to provide all necessary documentation in the application will not necessarily lead to 

the immediate rejection of the variation if the holder provides any missing documentation 
immediately upon the request of the relevant authorityΧ.

Å±Šǘŀ ƧŜ Ǿ ŀƪǘǳŀƭƛȊƻǾŀƴŞ ǾŜǊȊƛ Yt ƻŘǎǘǊŀƴŠƴŀ

LƴŦƻǊƳŀŎŜ Ǿ /a5Ƙ .tD  /ƘŀǇǘŜǊ н ǾŀƭƛŘŀŎŜ ȊƳŠƴ ς ȊƳŠƴȅ L!Υ
ÅCMS should not comment on the validity of the notification in respect of content. CMS may only 

inform the RMS and the applicant in case of non-receipt of the application or non-payment of 
fees. This should be done by indicating the invalid field on CTS, adding a comment in the 
annotation field and additionally informing the RMS and the applicant by email. The RMS will 
take the appropriate action should they be informed of any irregularity. If the missing 
documents or fees are not received by the CMS within 30 days from procedure start the 
procedure will be finalized as invalid and will have to be resubmitted as a new procedure.
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±ȅǌƛȊƻǾłƴƝ L! ȊƳŠƴ ƻŘ Ǉƭŀǘƴƻǎǘƛ ƴƻǾŞƘƻ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ

bŜǎǇƭƴŠƴƝ ǇƻŘƳƝƴŜƪ ǳǾŜŘŜƴȇŎƘ 
Ǿ YƭŀǎƛŦƛƪŀőƴƝƳ Ǉƻƪȅƴǳ
Åǳ ƪƭƛƴƛŎƪȇŎƘ ȊƳŠƴ ƴŀǇǌΦ ǇƻŘƳƝƴƪŀ α½ƳŠƴŀ 
ǇǊƻǾłŘƝ ȊƴŠƴƝ ǇǌŜǎƴŠ ǇƻŘƭŜ ǇƻȌŀŘŀǾƪǳΣ ǾőŜǘƴŠ 
ŘƻƘƻŘƴǳǘȇŎƘ ǾƴƛǘǊƻǎǘłǘƴƝŎƘ ǇǌŜƪƭŀŘǻ, 
aƴŜǾȅȌŀŘǳƧŜ ǇǌŜŘƭƻȌŜƴƝ ŘƻŘŀǘŜőƴȇŎƘ ƛƴŦƻǊƳŀŎƝ 
ŀκƴŜōƻ ŘŀƭǑƝ ǇƻǎƻǳȊŜƴƝΦά

Åǳ ȊƳŠƴ ƪǾŀƭƛǘȅ ƴŀǇǌΦ ǇƻŘƳƝƴƪŀ ς α½ƳŠƴŀ ōȅ 
ƳŠƭŀ ōȇǘ v rozsahu vǎƻǳőŀǎƴƻǎǘƛ ǎŎƘǾłƭŜƴȇŎƘ 
ƪǊƛǘŞǊƛƝ ǇǌƛƧŀǘŜƭƴƻǎǘƛ ǎǇŜŎƛŦƛƪŀŎŜΦά
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hƪŀƳȌƛǘŞ ȊŀƳƝǘƴǳǘƝ ȊƳŠƴȅ ς
ȊƳŠƴŀ ƴŜƳŠƭŀ ōȇǘ ǇǌŜŘƭƻȌŜƴŀ 
Ƨŀƪƻ ȊƳŠƴŀ L!Σ ŀƭŜ L.
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bŜƳƻȌƴƻǎǘ ǇǌƛǇƻƳƝƴƪƻǾŀǘ L! ȊƳŠƴȅ

/ƘȅōŠƧƝŎƝ ŘƻƪǳƳŜƴǘŀŎŜ 
Å/ƘȅōŠƧƝŎƝ ŘƻƪǳƳŜƴǘȅ ōǳŘƻǳ ǾȅȌłŘłƴȅ

Å.ǳŘŜ ǎǘŀƴƻǾŜƴ ǘŜǊƳƝƴ ƴŀ ŘƻǇƭƴŠƴƝ

16. prosince 2025

Pokud nebudou dokumenty 
ǇǌŜŘƭƻȌŜƴȅ Řƻ ǎǘŀƴƻǾŜƴŞƘƻ ŘŀǘŀΣ 

ȊƳŠƴŀ ōǳŘŜ ȊŀƳƝǘƴǳǘŀ
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bŜƳƻȌƴƻǎǘ ǇǌƛǇƻƳƝƴƪƻǾŀǘ L! ȊƳŠƴȅ

/Ƙȅōŀ Ǿ ǇǌŜŘƭƻȌŜƴȇŎƘ ŘƻƪǳƳŜƴǘŜŎƘ
ÅǾȌŘȅ ŎŀǎŜ ōȅ ŎŀǎŜ ǊƻȊƘƻŘƴǳǘƝ ǎ ǇǌƛƘƭŞŘƴǳǘƝƳ ƪ ƴłǎƭŜŘǳƧƝŎƝƳǳΥ

ÅV common ǘŜȄǘŜŎƘ ǳ awtκ5/t [tΤ Ǿ /½ ǘŜȄǘŜŎƘ ǳ őƛǎǘŠ b!w [t ς {¨Y[ ōǳŘŜ ǳƳƻȌƶƻǾŀǘ 
ǇƻǳȊŜ ƳƛƴƻǊƛǘƴƝ ǵǇǊŀǾȅ όƻōƧŜǾŜƴŀ ǇǌŜŘŎƘƻȊƝ ŎƘȅōŀΣ ŦƻǊƳłƭƴƝ ǵǇǊŀǾȅ Χύ

Å± /½ ǇǌŜƪƭŀŘŜŎƘ ǳ awtκ5/t [t ς ǾȊƴŜǎŜƴƝ ǇǌƛǇƻƳƝƴƪȅ
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tǌƝƪƭŀŘȅ ȊŀƳƝǘƴǳǘƝ ȊƳŠƴ

tƻ ƛƳǇƭŜƳŜƴǘŀŎƛ ƴƻǾŞƘƻ ǘŜȄǘǳ ƴŜŘƻǑƭƻ ƪ ƻŘǎǘǊŀƴŠƴƝ ŘǳǇƭƛŎƛǘƴƝŎƘ ƛƴŦƻǊƳŀŎƝ

¢ŜȄǘ ƴŜƴƝ ǇƭƴŠ ŘƭŜ ȊłǾŠǊǻ t{¦{!Σ referralu

¢ŜȄǘ ƧŜ ǇƭƴŠ ŘƭŜ ȊłǾŠǊǻ t{¦{!Σ referraluΤ ƴŜōȅƭ ǾǑŀƪ ǾƭƻȌŜƴ Řƻ ǎǇǊłǾƴŞ őłǎǘƛ ǘŜȄǘǳ

LƴŦƻǊƳŀŎŜ ƴŜōȅƭȅ ǾƭƻȌŜƴȅ Řƻ ŀƪǘǳłƭƴŠ ǇƭŀǘƴŞ ǾŜǊȊŜ ƛƴŦƻǊƳŀŎƝ ƻ ǇǌƝǇǊŀǾƪǳ

½ŀƘǊƴǳǘƝ ƛ ƧƛƴȇŎƘ ȊƳŠƴ ƴŜȌ ǎǇŀŘł Řƻ ǎŎƻǇŜ ȊƳŠƴȅ 
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18

Rozġ²Śen² scope supergroupingu
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Supergrouping ς ǇǊŀǾƛŘƭŀ ǇǌŜŘ мрΦ мΦ нлнс

±Ŝ ½ƳŠƴƻǾŞƳ ƴŀǌƝȊŜƴƝ ƴƻǾȇ őƭΦ тŀ 
ÅaƻȌƴƻǎǘ ǇƻŘŀǘ supergrouping ǇǊƻ awt [tΣ b!w [t ŀ /!t ƻōŜŎƴŠΣ ǇǊŀǾƛŘƭŀ ōǳŘƻǳ ǎǘŀƴƻǾŜƴŀ 

v KP

Å± /a5Ƙ .tD ǾȅŘŀƴȇŎƘ ƪ мΦ мΦ нлнр ǇƻǾƻƭŜƴ supergrouping:
ÅtǊƻ /!t όǘŜŘȅ ƴŜƴƝ ƳƻȌƴł ƪƻƳōƛƴŀŎŜ /!t ŀ ƴƻƴ-/!tύ ǇǊƻ ȊƳŠƴȅ ƪƭŀǎƛŦƛƪŀŎŜ α!άΣ α.άα/άΣ α5ά

ÅtǊƻ awt ǎŜ ǎǘŜƧƴȇƳ wa{ ǇǊƻ ȊƳŠƴȅ ƪƭŀǎƛŦƛƪŀŎŜ α!άΣ α.άα/άΣ α5ά

ÅtǊƻ awt ŀκƴŜōƻ b!w ǇǊƻ ȊƳŠƴȅ ƪƭŀǎƛŦƛƪŀŎŜ α!ά ŀ α.ά
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Supergrouping ς pravidla od 15. 1. 2026
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Å± YƭŀǎƛŦƛƪŀőƴƝƳ Ǉƻƪȅƴǳ ƴƻǾŠ ŘŀƭǑƝ ƳƻȌƴƻǎǘ

Å[ƛōƻǾƻƭƴł ƪƻƳōƛƴŀŎŜ awt ŀκƴŜōƻ b!wΣ ǇƻƪǳŘ ǎ ǘƝƳ wa{ ŀ /a{ ǎƻǳƘƭŀǎƝ όǘŜŘȅ 
iǇǊƻ ȊƳŠƴȅ ƪƭŀǎƛŦƛƪŀŎŜ α/ά ŀ α5άύ
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Supergrouping - CMDh BPG

/a5Ƙ .tD Ǉƭŀǘƴȇ ǇǌŜŘ мрΦ мΦ нлнсΥ
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/a5Ƙ .tD Ǉƭŀǘƴȇ od 15. 1. 2026 :
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Supergrouping ς ǇǌƝǎǘǳǇ {¨Y[ ƪ ǊƻȊǑƝǌŜƴŞƳǳ ǎŎƻǇŜ {D

{ŎƘǾŀƭƻǾłƴƝ αwŜŦŜǊŜƴŎŜ authorityά 
ǇǊƻōƝƘł ǎǘŜƧƴŠ Ƨŀƪƻ ǳ ƧƛƴȇŎƘ 
ǎǳǇŜǊƎǊƻǳǇƛƴƎǻ ŀ ƻōŘƻōƴŠ Ƨŀƪƻ ǳ ²{ 
ǇǊƻŎŜŘǳǊΣ ǇǌŜǎ Letter of Intent

¿łŘƴł ŘŀƭǑƝ ƪƻƳǳƴƛƪŀŎŜκŀƪŎŜ ƴŜƴƝ 
zeǎǘǊŀƴȅ ŘǊȌƛǘŜƭǻ ǇƻǘǌŜōŀ

{¨Y[ ōǳŘŜ ǘȅǘƻ supergroupingy 
ƻōŜŎƴŠ ǇǌƛƧƝƳŀǘΣ supergrouping 
ƴŜōǳŘŜ ǇǌƛƧŀǘ ǇƻǳȊŜ Ǿ ƻŘǻǾƻŘƴŠƴȇŎƘ 
ǇǌƝǇŀŘŜŎƘ
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Supergrouping - ǳǊőŜƴƝ wŜŦŜǊŜƴŎŜ !ǳǘƘƻǊƛǘȅ
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Supergrouping - pravidla

{ǘłƭŜ ǇƭŀǘƝΣ ȌŜ Ǿ ǊłƳŎƛ ǎǳǇŜǊƎǊƻǳǇƛƴƎǻ ƧŜ ƳƻȌƴŞ ƪƻƳōƛƴƻǾŀǘ L! ƛ L!Lb ȊƳŠƴȅ 
ÅōŜȊ ƴǳǘƴƻǎǘƛ ƧŜƧƛŎƘ ǇǊƻǇƻƧŜƴƝ

L! ȊƳŠƴȅ Ǿ ǊłƳŎƛ ǎǳǇŜǊƎǊƻǳǇƛƴƎǳ ƳƻƘƻǳ ōȇǘ ǇǌŜŘƪƭłŘłƴȅ ƪŘȅƪƻƭƛǾ
Åǎ ŘƻŘǊȌŜƴƝƳ ǇǊŀǾƛŘŜƭ ƛƳǇƭŜƳŜƴǘŀŎŜ 

Å(mimo annual update 9-мн ƳŠǎƝŎǻύ

±ǑŜŎƘƴȅ ȊƳŠƴȅ ǎŜ ƳǳǎƝ ǾȊǘŀƘƻǾŀǘ ƴŀ ǾǑŜŎƘƴȅ [t Ǿ supergroupingu 
ÅƳƻƘƻǳ ōȇǘ ȊŀƘǊƴǳǘȅ ƛ [tΣ ƪǘŜǊŞ ƧƛȌ ȊƳŠƴǳ ƳŀƧƝ ƘƛǎǘƻǊƛŎƪȅ ǎŎƘǾłƭŜƴƻǳ όƴǳǘƴł Ǉƭŀǘōŀ ƛ Ȋŀ ǘȅǘƻ 
ȊƳŠƴȅΣ ǌłŘƴŠ ǳǾŞǎǘ ǾŜ ǎŎƻǇŜ ȌłŘƻǎǘƛύ
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Implementace bezpeļnostn²ch zmŊn typu II
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LƳǇƭŜƳŜƴǘŀŎŜ ōŜȊǇŜőƴƻǎǘƴƝŎƘ ȊƳŠƴ ǘȅǇǳ LL

tǻǾƻŘƴƝ ȊƴŠƴƝ ƛƴŦƻǊƳŀŎŜ Ǿ YƭŀǎƛŦƛƪŀőƴƝƳ Ǉƻƪȅƴǳ Ǿ ǎŜƪŎƛ нΦоΦо όǾȇǎƭŜŘŜƪ 
ǇƻǎǳȊƻǾłƴƝ ȊƳŠƴ ǘȅǇǳ LL Ǿ ǇǌƝǇŀŘŠ ǇƻǎǘǳǇǳ ǾȊłƧŜƳƴŞƘƻ ǳȊƴłǾłƴƝύ
Å½ƳŠƴȅ ǘȇƪŀƧƝŎƝ ǎŜ ƻǘłȊŜƪ ōŜȊǇŜőƴƻǎǘƛ ƧŜ ǘǌŜōŀ ǇǊƻǾŞǎǘ ǾŜ ƭƘǻǘŠ ŘƻƘƻŘƴǳǘŞ ƳŜȊƛ ǊŜŦŜǊŜƴőƴƝƳ 
őƭŜƴǎƪȇƳ ǎǘłǘŜƳ ŀ ŘǊȌƛǘŜƭŜƳ.

Y ǘƻƳǳǘƻ ǾǑŀƪ ƴŜŘƻŎƘłȊŜƭƻΣ ǘŜȄǘ ǘŜŘȅ ǳǇǊŀǾŜƴ ƴŀΥ
Å½ƳŠƴȅ ǘȇƪŀƧƝŎƝ ǎŜ ƻǘłȊŜƪ ōŜȊǇŜőƴƻǎǘƛ ƧŜ ǘǌŜōŀ ǇǊƻǾŞǎǘ ƻƪŀƳȌƛǘŠ.

V eAF ƳƻȌƴƻ ȊǾƻƭƛǘ Ƨŀƪƻ ŘŀǘǳƳ ƛƳǇƭŜƳŜƴǘŀŎŜ
Åαnext production run/next printingά ṉ

ÅYƻƴƪǊŞǘƴƝ ŘŀǘǳƳ ς Ǿ ƎŜǎŎƛ ŘǊȌƛǘŜƭŜ ṉ
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Klasifikace zmŊn
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YƭŀǎƛŦƛƪŀŎŜ ȊƳŠƴ

½ǊǳǑŜƴȅ ƪƭŀǎƛŦƛƪŀŎŜΣ ƪǘŜǊŞ ƧƛȌ ƴȅƴƝ ƴŜƧǎƻǳ ǘǌŜōŀ 

tǌƛŘłƴȅ ƪƭŀǎƛŦƛƪŀŎŜ ǳǊőŜƴŞ !ǊǘΦ р

±ŜƭƪŞ ȊƳŠƴȅ Ǿ ǊłƳŎƛ ƪƭŀǎƛŦƛƪŀŎŜ ǘȇƪŀƧƝŎƝ ǎŜ ƪǾŀƭƛǘȅ [t 

ÅDowngrade ȊƳŠƴ ǾŜ ǾȇǊƻōŠ ǇǊƻ ōƛƻ [t

Å/ŜƭƪƻǾȇ downgrade ǘȅǇǳ ȊƳŠƴ

ÅtǌŜƘłȊŜƴȅ ƪƭŀǎƛŦƛƪŀŎŜ

tǌŜőƝǎƭƻǾłƴƝ ŎŜƭŞ ƪƭŀǎƛŦƛƪŀŎŜ

ÅYƭŀǎƛŦƛƪŀŎŜ α!ά ȊƳŠƴŠƴŀ ƴŀ α9ά όeditorial)

ÅYƭŀǎƛŦƛƪŀŎŜ α.ά ȊƳŠƴŠƴŀ ƴŀ αvά όquality)

ÅYƭŀǎƛŦƛƪŀŎŜ αC.Iά ȊƳŠƴŠƴŀ ƴŀ αCά όclinical)

ÅYƭŀǎƛŦƛƪŀŎŜ α5ά ȊƳŠƴŠƴŀ ƴŀ αaά όmasterfiles)
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Klasifikace ĂEñ 
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MAH

±ȇǊƻōŎŜ 
ǾőŜǘƴŠ 
ǇǊƻǇƻǳǑǘŠƴƝ

hǎǘŀǘƴƝ
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Klasifikace E.4

¦ǇƻȊƻǊƶǳƧŜƳŜ ƴŀ ƴƻǾƻǳ vκ! 9a! Ǿ ŘƻƪǳƳŜƴǘǳ αClassification of changesά

1.1.1. How to apply for a change in name and/or address of a marketing 
authorisation holder manufacturing site? 

vκ! ǾȅǎǾŠǘƭǳƧŜ ǊƻȊŘƝƭ ƳŜȊƛ ƪƭŀǎƛŦƛƪŀŎƝ 9Φп ŀ ȊƳŠƴŀƳƛ v όƘƭŀǾƴŠ Q.I.a.1; Q.II.b.1 a 
Q.II.b.2)

tǌƝƪƭŀŘȅΣ ƪŘȅ ƧŜ ǇƻǘǌŜōŀ ǇǌŜŘƭƻȌƛǘ ƎǊƻǳǇƛƴƎ ǾƝŎŜ ȊƳŠƴ 9Φп ŀ ƪŘȅ ƧŜ ƳƻȌƴŞ 
ǇǌŜŘƭƻȌƛǘ ȊƳŠƴȅ Ǿ ǊłƳŎƛ ƧŜŘƴŞ ȊƳŠƴȅ 9Φп

07. Classification of changes
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Klasifikace ĂQñ a ĂMñ
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½ƳŠƴȅ ƪǾŀƭƛǘȅ B       Q

tǌŜƪƭŀǎƛŦƛƪƻǾłƴƝ ǾŜƭƪŞƘƻ ƳƴƻȌǎǘǾƝ ȊƳŠƴ Ȋ ǘȅǇǳ L. ƴŀ L! ŀ Ȋ ǘȅǇǳ LL ƴŀ L.Σ
ƘƭŀǾƴŠ ǳ .Lh [t ŀ ǊƻǎǘƭƛƴƴȇŎƘ [t

tǌŜǎǳƴ ƪƭŀǎƛŦƛƪŀŎƝ ȊƳŠƴ Ǿ ǊłƳŎƛ ƪƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ

tǌƛŘłƴƝ ƴƻǾȇŎƘ ƪƭŀǎƛŦƛƪŀŎƝ ƻǇǊƻǘƛ ǇǻǾƻŘƴƝƳǳ Ǉƻƪȅƴǳ

tǌƛŘłƴƝ ǇƻŘƳƝƴŜƪ όǎƻǳǾƛǎƝ ǎ ōƻŘŜƳ мύ

± ǇǊŜȊŜƴǘŀŎƛ ƴŜƴƝ ǳǾŜŘŜƴ ǾȇőŜǘ ǾǑŜŎƘ ȊƳŠƴΣ ƪŜ ƪǘŜǊȇƳ ŘƻǑƭƻΣ ŀƭŜ ƧŜ ȊŘŜ ǇƻǳȊŜ ǳƪłȊƪŀ ǇǊƻ ƛƭǳǎǘǊŀŎƛ
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tǌŜƪƭŀǎƛŦƛƪƻǾłƴƝ ȊƳŠƴ Ȋ ǘȅǇǳ IB na IA a z typu II na IB
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tǌŜǎǳƴ 
ƪƭŀǎƛŦƛƪŀŎƝ 
ȊƳŠƴ Ǿ ǊłƳŎƛ 
ƪƭŀǎƛŦƛƪŀőƴƝƘƻ 
pokynu
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±ȅǇǳǑǘŠƴƝ κ ǇǌƛŘłƴƝ ƪƭŀǎƛŦƛƪŀŎƝ

Q.IV ½ŘǊŀǾƻǘƴƛŎƪŞ ǇǊƻǎǘǌŜŘƪȅ

Q.IV.1  ½ƳŠƴȅ ǇǊƻǎǘǌŜŘƪǳ ǇǌƛōŀƭŜƴŞƘƻ 
k ƭŞőƛǾŞƳǳ ǇǌƝǇǊŀǾƪǳ nebo ǳǾŜŘŜƴŞƘƻ 
v ƛƴŦƻǊƳŀŎƝŎƘ o ǇǌƝǇǊŀǾƪǳ

O.IV.2   ½ƳŠƴȅ ƛƴǘŜƎǊłƭƴƝƘƻ 
ȊŘǊŀǾƻǘƴƛŎƪŞƘƻ ǇǊƻǎǘǌŜŘƪǳ όǎƻǳőłǎǘƛύ

Q.IV.3   ½ƳŠƴȅ ǊƻȊƳŠǊǻΣ ŀǘǊƛōǳǘǻ 
ǎǇŜŎƛŦƛƪŀŎŜ ŀκƴŜōƻ ƪǊƛǘŞǊƛƝ ǇǌƛƧŀǘŜƭƴƻǎǘƛ 
ƴŜōƻ ŀƴŀƭȅǘƛŎƪȇŎƘ ǇƻǎǘǳǇǻ ǇǊƻ 
ƛƴǘŜƎǊłƭƴƝ ȊŘǊŀǾƻǘƴƛŎƪȇ ǇǊƻǎǘǌŜŘŜƪ 
όǎƻǳőłǎǘύ
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B.IV ½ŘǊŀǾƻǘƴƛŎƪŞ ǇǊƻǎǘǌŜŘƪȅ

B.IV.1 ½ƳŠƴŀ ƻŘƳŠǊƴŞƘƻ ȊŀǌƝȊŜƴƝ 
nebo ŀǇƭƛƪłǘƻǊǳ 

B.IV.2 ½ƳŠƴŀ ǇŀǊŀƳŜǘǊǻ a/nebo 
ƭƛƳƛǘǻ ǎǇŜŎƛŦƛƪŀŎƝ ƻŘƳŠǊƴŞƘƻ 
ȊŀǌƝȊŜƴƝ nebo ŀǇƭƛƪłǘƻǊǳ pro 
ǾŜǘŜǊƛƴłǊƴƝ ƭŞőƛǾŞ ǇǌƝǇǊŀǾƪȅ

B.IV.3 ½ƳŠƴŀ ƪƻƴǘǊƻƭƴƝ metody 
ƻŘƳŠǊƴŞƘƻ ȊŀǌƝȊŜƴƝ nebo ŀǇƭƛƪłǘƻǊǳ 
pro ǾŜǘŜǊƛƴłǊƴƝ ƭŞőƛǾŞ ǇǌƝǇǊŀǾƪȅ



ϭ {¢#¢bN ¨{¢!± twh Yhb¢wh[¦ [;2L± 

!ƪǘǳŀƭƛȊŀŎŜ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ

43

½ŘǊŀǾƻǘƴƛŎƪŞ ǇǊƻǎǘǌŜŘƪȅ     .ΦL±         Q.IV
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½ƳŠƴȅ ȊŘǊŀǾƻǘƴƛŎƪȇŎƘ ǇǊƻǎǘǌŜŘƪǻ ōȅ ƳŠƭȅ ōȇǘ ǇǌŜŘƪƭłŘłƴȅ ǇƻŘƭŜ ǇǌƝǎƭǳǑƴŞ 
ƪƭŀǎƛŦƛƪŀŎŜ vΦL±Σ ƛ ƪŘȅȌ ȊŘǊŀǾƻǘƴƛŎƪȇ ǇǊƻǎǘǌŜŘŜƪ ǎƭƻǳȌƝ ǘŀƪŞ Ƨŀƪƻ ǳȊŀǾƝǊŀŎƝ ǎȅǎǘŞƳ 
ƴłŘƻōȅΦ

± ƧŀƪȇŎƘ ǇǌƝǇŀŘŜŎƘ ƧŜ ƴǳǘƴŞ ƻǎǾŠŘőŜƴƝ Ȋƴŀőƪƻǳ /9κƴƻǘƛŦƛƪŀŎŜΚ

Q&A for applicants, marketing authorisationholders of medicinal products and 
notified bodies regarding medicines used in combination with medical devices 
and consultation procedures for certain medical devices - EMA/37991/2019, 
Rev. 6 (prosinec 2025)
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bƻǾŞ ƪƭŀǎƛŦƛƪŀŎŜ ǘȇƪŀƧƝŎƝ ǎŜ ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ

Q.I.e.6   ½ŀǾŜŘŜƴƝ ŘƻƪǳƳŜƴǘǳ ƻ ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ ǘȇƪŀƧƝŎƝƘƻ ǎŜ 
               ǵőƛƴƴŞ ƭłǘƪȅ

Q.I.e.7   ½ƳŠƴȅ ǘȇƪŀƧƝŎƝ ǎŜ ǵőƛƴƴŞ ƭłǘƪȅ Ǿ ǎƻǳƭŀŘǳ ǎŜ ǎŎƘǾłƭŜƴȇƳ ŘƻƪǳƳŜƴǘŜƳ ƻ ǌƝȊŜƴƝ 
               ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ

Q.I.e.8   ½ƳŠƴȅ ǎŎƘǾłƭŜƴŞƘƻ ŘƻƪǳƳŜƴǘǳ ƻ ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ 
               ǘȇƪŀƧƝŎƝƘƻ ǎŜ ǵőƛƴƴŞ ƭłǘƪȅ

Q.II.g.6  ½ŀǾŜŘŜƴƝ ŘƻƪǳƳŜƴǘǳ ƻ ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ ǘȇƪŀƧƝŎƝƘƻ ǎŜ 
               ƪƻƴŜőƴŞƘƻ ǇǌƝǇǊŀǾƪǳ

Q.II.g.7  ½ƳŠƴȅ ǘȇƪŀƧƝŎƝ ǎŜ ƪƻƴŜőƴŞƘƻ ǇǌƝǇǊŀǾƪǳ Ǿ ǎƻǳƭŀŘǳ ǎŜ ǎŎƘǾłƭŜƴȇƳ ŘƻƪǳƳŜƴǘŜƳ ƻ 
               ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ

Q.II.g.8  ½ƳŠƴȅ ǎŎƘǾłƭŜƴŞƘƻ ŘƻƪǳƳŜƴǘǳ ƻ ǌƝȊŜƴƝ ȌƛǾƻǘƴƝƘƻ Ŏȅƪƭǳ ǇǌƝǇǊŀǾƪǳ όt[/aύ 
               ǘȇƪŀƧƝŎƝ ǎŜ ƪƻƴŜőƴŞƘƻ ǇǌƝǇǊŀǾƪǳ

ICH guideline Q12 on technical and regulatory considerations for pharmaceutical product 
lifecycle management (EMA/CHMP/ICH/804273/2017)
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PLCM

https://www.ich.org/page/quality-guidelines

                           vϧ! ǘȇƪŀƧƝŎƝ ǎŜ ǇƻǳȌƝǾłƴƝ t[/a ς leden 2026
16. prosince 2025
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hǎǘŀǘƴƝ ȊƳŠƴȅ ς PMF/VAMF               D       M

±ŠǘǑƝ ƳƴƻȌǎǘǾƝ ǊǻȊƴȇŎƘ ǇǌŜǎǳƴǻ ƪƭŀǎƛŦƛƪŀŎƝΣ ǇǌƛŘłƴƝ ƴƻǾȇŎƘ ƪƭŀǎƛŦƛƪŀŎƝΣ ǎƭƻǳőŜƴƝ 
ƪƭŀǎƛŦƛƪŀŎƝ 

½ƳŠƴȅΣ ƪǘŜǊŞ ǎŜ neǘȇƪŀƧƝ ŀƪǘǳŀƭƛȊƻǾŀƴŞƘƻ ƴŜōƻ ǇƻȊƳŠƴŠƴŞƘƻ taCκ±!aC Řƻ 
dokumentace (postup pro 2.krok), ale ǘȇƪŀƧƝ ǎŜ ǇǌƝƳƻ ȊƳŠƴ ŎŜǊǘƛŦƛƪłǘǻ (adresy 
ǘǊŀƴǎŦǳȊƴƝŎƘ ȊŀǌƝȊŜƴƝ ƴŜōƻ ƭŀōƻǊŀǘƻǌƝ ǇǊƻ ƪƻƴǘǊƻƭǳΣ ƴłŘƻōȅ ƴŀ ƪǊŜǾκǇƭŀȊƳǳΣ ǇƻǎǘǳǇȅ 
ƪŀǊŀƴǘŞƴƴƝƘƻ ǎƪƭŀŘƻǾłƴƝΣ ȊŀǾŜŘŜƴƝ ǘŜǎǘǳ ƴŀ ƴƻǾȇ ǾƛǊƻǾȇ ƳŀǊƪŜǊ ΧΦΦύ
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CMDh/173/2010, Rev.24 ς yƝƧŜƴ нлнр αExamples for acceptable and 
not acceptable groupings for MRP/DCP productsά

tƻŘłƴƝ αǎƛƴƎƭŜά ȊƳŠƴȅ ƻǇǊƻǘƛ ǎŜǎƪǳǇŜƴƝ ȊƳŠƴ

Q.I.z ς pro aktualizace ASMF (ApplicantȰs i Restricted part), vyplnit present/proposed

Q.II.a.2 ςa nebob / Q.II.a.1ςa nebob ς ȊƳŠƴŀ ǘǾŀǊǳκǊƻȊƳŠǊǳ ƭŞƪƻǾŞ ŦƻǊƳȅ ŀκƴŜōƻ 
ǇǌƛŘłƴƝ ǇƻǘƛǎƪǳΣ ǾȅǊŀȌŜƴƝ ƴŜōƻ ȊƴŀőŜƪ ς ƪ ǘƻƳǳ ƴŀǾŀȊǳƧƝŎƝ ȊƳŠƴȅ ǾȊƘƭŜŘǳ ǾŜ 
ǎǇŜŎƛŦƛƪŀŎƝŎƘ [t ƴŜōƻ Ǿ Lt/ ς ǘȅǘƻ ȊƳŠƴȅ ƭȊŜ ǇƻŘŀǘ Ǿ ǊłƳŎƛ ȊƳƝƴŠƴȇŎƘ ǎƛƴƎƭŜ ȊƳŠƴ

Q.II.a.3.a - ȊƳŠƴȅ ƻŎƘǳŎƻǾŀŘŜƭ ƴŜōƻ ōŀǊǾƛǾ ς ƴłǎƭŜŘƴŞ ȊƳŠƴȅ ǎǇŜŎƛŦƛƪŀŎŜ [t Ȋ ƘƭŜŘƛǎƪŀ 
ǾȊƘƭŜŘǳκȊłǇŀŎƘǳκŎƘǳǘƛ  - Ƨǎƻǳ ǇƻǾŀȌƻǾłƴŀ Ȋŀ ǎƻǳőłǎǘ ǘŞǘƻ ƪƭŀǎƛŦƛƪŀŎŜ

tǌƛŘłƴƝ ƴƻǾŞƘƻ ƳƝǎǘŀ ǾȇǊƻōȅ Ҍ ȊƳŠƴȅ ǾŜ ǾȇǊƻōƴƝƳ ǇǊƻŎŜǎǳ Ҍ ȊƳŠƴŀ ǾŜƭƛƪƻǎǘƛ ǑŀǊȌŜ [t 
Ҍ ȊƳŠƴŀ Lt/  - ƳǻȌŜ ōȇǘ ǇǌŜŘƭƻȌŜƴƻ Ƨŀƪƻ ǎƛƴƎƭŜ ȊƳŠƴŀ Q.II.b.1 Σ ŀǾǑŀƪ ¢ȅǇǳ II

½ƳŠƴŀ ǎǇŜŎƛŦƛƪŀŎŜ [[ ƻŘ ǾȇǊƻōŎŜ [tΣ ƪǘŜǊł ƧŜ ƴŀǾŀȊǳƧƝŎƝ ƪŜ ȊƳŠƴŠ /9t ƴŜōƻ !{aCΣ ƭȊŜ 
ǇƻŘŀǘ Ǿ ǊłƳŎƛ ȊƳŠƴȅ /9tκ!{aCΣ ŀǾǑŀƪ Ƨŀƪƻ ǘȅǇǳ IB
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!ƪǘǳŀƭƛȊƻǾŀƴŞ ŘƻƪǳƳŜƴǘȅ Ǿ ǎƻǳǾƛǎƭƻǎǘƛ ǎ ƴƻǾȇƳ ƪƭŀǎƛŦƛƪŀőƴƝƳ ǇƻƪȅƴŜƳ

ü EMA Post-authorisation guidance on classification of changes

üQ&A regarding medicines used in combination with medical devices and consultation 
procedures by notified bodies

üQ&A on novel or complex manufacturing in Q.II.b.1 and Q.II.b.4

üQ&A on skip or periodic testing

üGuidance on Post-Approval Change Management Protocol (PACMP)(prosinec 2025)

üGuidance on stability testing for applications for variations (prosinec 2025)

üGuidance on Product Lifecycle Management document (PLCM)(leden2026)
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ϭ {¢#¢bN ¨{¢!± twh Yhb¢wh[¦ [;2L± 

!ƪǘǳŀƭƛȊŀŎŜ YƭŀǎƛŦƛƪŀőƴƝƘƻ Ǉƻƪȅƴǳ

50

YƭŀǎƛŦƛƪŀŎŜ α/ά

16. prosince 2025

bƻǾł ƪƭŀǎƛŦƛƪŀŎŜ /Φмм ς Art. 5

hŘǎǘǊŀƴŠƴȅ ƴŜǇƻǘǌŜōƴŞ ƪƭŀǎƛŦƛƪŀŎŜ

Upraven text

tǌƛŘłƴƝ L. ȊƳŠƴ ς Art. 5
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Bez 
ȊłǎŀŘƴƝŎƘ 
ȊƳŠƴ
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Bez 
ȊłǎŀŘƴƝŎƘ 
ȊƳŠƴ
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tǌƛŘłƴ !ǊǘΦ р ǇǊƻΥ
{ƛƎƴłƭ
CoreSmPC
USR

tǌƛŘłƴ !ǊǘΦ р ǇǊƻ Υ 
- ȊƳŠƴŀ ǘȅǇǳ L.
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.ŜȊ ȊłǎŀŘƴƝŎƘ ȊƳŠƴ
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.ŜȊ ȊłǎŀŘƴƝŎƘ ȊƳŠƴΣ ǇƻǳȊŜ ǇǊƻ /!t
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.ŜȊ ȊłǎŀŘƴƝŎƘ ȊƳŠƴ
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.ŜȊ ȊłǎŀŘƴƝŎƘ ȊƳŠƴΣ ǇǊƻ 2w ȊǊǳǑŜƴƝ ǊŜƎƛǎǘǊŀŎŜ
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WƛȌ ǇƻǳȊŜ 
ȊŀǾŜŘŜƴƝ 

PSMF,
ƴŜ ȊƳŠƴŀ 

PSMF
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