BHeceHbl M13MeHEHUS B 3aAKOHOAAaTCJIbCTBO, CBA3AHHDbIC C

0COOEHHOCTSIMM OKAa3aHHUSsI MeIUIUHCKOM IMOMOIIH JeTAM

Buecensl u3menenuss B DenepanbHbiii 3akoH «OO0 OCHOBax OXpaHbI
310pOBbs TpaxkaaH B Poccuiickoit ®@enepanun» (nanee-DenepanbHblil 3aK0H), B
COOTBETCTBUM C KOTOPBIMU JICHAIIUM Bpad B CIy4yae OKa3aHUS MEIUIMHCKOU
MIOMOIIM HECOBEPIIICHHOJIETHEMY 00s3aH MPOUHGOPMUPOBATh NallMeHTa (OJHOTO
U3 €ro pPOJUTENICM WJIM HMHOTO 3aKOHHOTO IIPEJACTABUTENSI) O IPUMEHIEMOM
JICKAPCTBEHHOM IIpemnapare, B TOM 4YHCIE IPUMEHSIEMOM B COOTBETCTBHHU C
roKasaTesiMH (XapaKTepUCTUKAMM) JEKapCTBEHHOTO Mpernapara, He yYKa3aHHBIMU
B HHCTPYKIIMM II0 €ro IPHUMEHEHHI0, O ero O0€30MacHOCTH, OXHIaeMOU
3(EeKTUBHOCTH, CTEIICHU PHCKA JJIs MalMEHTa, a TaK)Ke O JCHCTBUAX IallMCHTa B
cllyyae HENpeaABUJICHHBIX A(P(EKTOB BIUSHHS JIEKAPCTBEHHOrO IMpernapara Ha
COCTOSIHUE 3/I0POBbS MAIIUEHTA.

@enepalibHBIM 3aKOHOM TaKX€ YCTAaHABJIMBAECTCS, UTO IIPU JICYEHUH JIETEN
MOYKET JAEUCTBOBATh MHOW, YEM IPENYCMOTPEHHBIA UHCTPYKIMEN IO IIPUMEHEHUIO
JIEKApPCTBEHHOI'O MpENnapara, NopsAI0K Ha3HAYCHHS U IPUMEHEHUS JIEKAPCTBEHHOTO
Ipernapara: B 4aCTHOCTH, MPENnapaT MOKET HA3HAYATHCA U MPUMEHATHCS 110 UHBIM
MOKa3aHUsIM, B MHOM JIeKapCTBEHHOW ¢dopme u J03upoBKe. JlekapcTBEHHbIE
npenaparsbl MOTYT BKJIFOYATHCS B CTAaHAAPTHl MEAUIMHCKOW IMOMOIIM JETAM H
KIIMHUYECKHE PEKOMEHJALMMU TPU YCIOBUM PErMCTpalMy TaKUX MPEnaparoB Ha
tepputopun  Poccuiickoit ®enepaniu M UX COOTBETCTBUSA TpeOOBAHUSIM,
yctaHoBlIeHHbIM  [IpaButensctBom  Poccuiickont ~ ®denepaumu.  Ilepeuenp
3a00sieBaHUM (COCTOSHUM), TIPU KOTOPBIX BO3MOKEH TaKOW MOAXO0M, OyJeT TaKxke
ycranosJieH [IpaBurensctBom Poccuiickon denepanumu.

Kpome Ttoro, B coorBerctBun ¢ DenepanbHbIM 3aKOHOM MAlMEHTHI,
CTpaJalolIie OTIACAbHBIMU TSKENBIMUA 3a00JIEBAHUSIMU  (COCTOSIHUSIMU), TIPH
JOCTH)KEHMM WMHU COBEPILEHHOJIETHS] BIpPaBE [0 JOCTHXKEHHS MMM BO3pacTta
JIBaJIIATH OJIHOTO ToAa HAOMI0JAThCAd M MPOJOJKATH JIEUEHHE B MEIULMHCKOU
OpraHu3alliy, OKa3bIBaBUIEH UM MEIUIIMHCKYIO MTOMOIIb IIPU TaAKUX 3a00JI€BaHUSIX
(cocTOsTHUSX).

denepabHBIN 3aKOH BCTynaeT B cuity 29.06.2022.



