Me)xxayHapoaHble OKYMEHTbI

e  WHTerpupoBaHHoe pononHeHue k ICH E6(R1): PykoBOACTBO MO HaaneXallei KIMHWUYECKOW MNpaKTUKe
E6(R2) / Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2) (30)

e PernameHt (EC) N 536/2014 EBponelickoro [MMapnameHTa u CoBeTa EC 0 K/IMHMYECKMX WCMbITAHMSX
NeKapCTBeHHbIX CPeAcTB, MpeAHa3HaYeHHbIX AN UCMOMb30BaHUS YenoBeKoM, M 06 OTMeHe AMPEKTUBbI
2001/20/EC (31)

e  XenbcuHKcKas aeknapaums BMA / Declaration of Helsinki (32)

e [upexkTtvBa 2001/20/EC EBponeiickoro MapnameHTa u CoBeTa oT 4 anpens 2001 roga no CONMMXEHUIO
3aKOHOAATENbCTB, MPaBUN U aAMUHUCTPATUBHBLIX MOCTAHOBAEHWI CTpaH-yyacTHUU EC, Kacatowwmxcs
peanu3aumm KauyecTBEHHON KIMHWYECKOW NPaKTUKM MNpU  MNPOBEAEHUM KIIMHUYECKUX UCCNefoBaHUM
NeKapcTBEHHbIX CPeACTB Ans npuMeHeHus y niogen [ Directive 2001/20/EC of the European Parliament and
of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of
the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on
medicinal products for human use (33)

e [upektmsa Komuccum 2005/28/EC ot 8 anpens 2005 r., ycTaHaBnunBatoLLas NpUHUMIMbI U AeTanbHble NpaBuna
KauecTBEHHON K/IMHWUYECKOW MpaKTUKU MPU MPOBEAEHWUMN KIMHUYECKUX WCCNEAOBaHUA JIekapCTBEHHbBIX
CPeacTB Ansl YenoBeka, a Takke TpeboBaHMs K npoueaype BblAauu paspelleHus Ha MpPOU3BOACTBO MM
MMMOPT Takux cpeacTs / Commission Directive 2005/28/EC of 8 April 2005 laying down principles and detailed
guidelines for good clinical practice as regards investigational medicinal products for human use, as well as
the requirements for authorisation of the manufacturing or importation of such products (Text with EEA
relevance) (34)

e Ethical Considerations for Clinical Trials on Medicinal Products Conducted with the Paediatric Population (35)

e Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (ICH E2A) (36)

e  Structure and Content of Clinical Study Reports (ICH E3) (37)

e List of fields contained in the 'EudraCT' clinical trials database to be made public, in accordance with Article
57(2) of Regulation (EC) No 726/2004 and its implementing guideline 2008/c168/02 (38)

e [lonoxeHue "O nopsiake BBO3a Ha TAMOXEHHYIO TEPPUTOPUIO TAMOXXEHHOMO COKO3a IEKAPCTBEHHBIX CPeACTB

ALl

1 bapMaLeBTUYeCKMX cybcTaHumin" K n. 2.14 EAMHOro nepeyHsi TOBapoB, K KOTOPbIM MPUMEHSIIOTCS 3amnpeTbl
WM OrpaH1YeHNst Ha BBO3 MK BbIBO3 rOCYAAPCTBAMU - UfleHaMu TaMOXEHHONO COlo3a B paMKkax EBpasuiickoro

5KOHOMUYECKOro COO6LIECTBA B TOProB/ie C TPETbUMM CTpaHaMm (39)
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