Gemeinsamer
Bundesausschuss

Resolution

of the Federal Joint Committee on an Amendment of the

Pharmaceuticals Directive:

Annex XlII — Benefit Assessment of Medicinal Products

New Active Ingredients according to Section 35a (Sgﬁ’\@:\@

Melatonin (repeal of the resolution of 4 July 20]@)Q @\?”
S

of 17 October 2024 @6% ‘\KQ

At its session on 17 October 2024, the Federal Joint Commi (G\CBA) resolved to amend the
Pharmaceuticals Directive (AM-RL) in the version dated;& e er 2008 / 22 January 2009

(Federal Gazette, BAnz. No. 49a of 31 March 2009), asast amended by the publication of the
resolution of D Month YYYY (Federal Gazette, BAn D .YYYY BX), as follows:
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The findings on the benefit assessm@t of&he active ingredient melatonin in the
therapeutic indication according to ing authorisation of 20 September 2018 for
the treatment of insomnia in chil@pen adolescents aged 2 — 18 years with autism
spectrum disorder (ASD) and/ it genis syndrome, if sleep hygiene measures were
inadequate, in Annex Xl of h aceuticals Directive in the version of the resolution
of 4 July 2019 (BAnz AT %@2% 4) are repealed.
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II. The resolution will'é%erABto force on the day of its publication on the website of the G-
BA on 17 Octot@{‘zo .
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The just(ﬁca(@@o this resolution will be published on the website of the G-BA at www.g-

RN
@%e%@ 17 October 2024
Jo3

Federal Joint Committee (G-BA)
in accordance with Section 91 SGB V
The Chair

Prof. Hecken

Courtesy translation — only the German version is legally binding.
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