IIpoekr

®EJIEPAJIBHBIN 3AKOH

O BHeCEHHH M3MEHEeHHii B cTaThio 15" MenepaibHOIo 3aKoHa
«00 nnpopmanun, THPOPMAIMOHHBIX TEXHOJIOTUSAX U 0 3alUTe HHGOPMALNI)
U B cTaThu S u 55 DeepaibHOrO 3aK0HA
«0O0 oOpaleHuH JIEKAPCTBEHHBIX CPEICTB)

Crarps 1

B noamydkre «3» myHkra 1 wactu 5 crateu 15' ®enepanbHoro 3akoHa
ot 27 urons 2006 r. No 149-03 «O06 undopmainmu, UHGOPMAITMOHHBIX TEXHOJIOTHIX
u o 3amute uHopmanum» (Cobpanue 3akoHoAarenbcTBa Poccuiickoit denepanuu,
2006, Neo 31, ct. 3448; 2012, Ne 31, ct. 4328; 2020, Ne 14, ct. 2035; 2013, Ne 14,
cT. 1658; No 52, ct. 6963; 2014, Ne 30, ct. 4223; 2016, Ne 52, ct. 7491; 2017, Ne 24,
cT. 3478; Ne 31, ct. 4827; 2018, Ne 18, c1. 2572; Ne 49, ct. 7523; Ne 52, c1. 8101; 2019,
Ne 18, ct. 2214; 2021, Ne 27, ct. 5059, 5116, 5183; 2022, Ne 50, ct. 8772; 2023, Ne 1,
cT. 32; Ne 32, ct. 6138; 2024, Ne 33, ct. 4920; Ne 48, ct. 7218; 2025, Ne 23, ct. 3009;
No 52, ct. 8356) cnoBa «pa3pelieHUs] Ha OCYIIECTBJICHUE TaKOW JEATEeIbHOCTH,
€CJIM TIOJYyYEHHUE JIMLUEH3UM W pa3pelieHus] MPeayCMOTPEHO 3aKOHOJATEIbCTBOM
00 00pallleHun JIEKapCTBEHHBIX CPEJCTB» 3AMEHUTh CJIOBAMH «HE HANpPaBUBIIMMH
YBEJIOMJICHHE O Hayalle OCYILECTBJICHUS YKA3aHHOU JESITeIbHOCTU AUCTAHIIMOHHBIM
Croco0OM, €clii TOJy4eHHE JMIEH3UMH M HalpaBlieHUE YBEAOMJICHUS O Haudale
OCYUIECTBJICHUS ~ YKa3aHHOM  JIEATENIbHOCTH  JIUCTAHLIHUOHHBIM  CIIOCOOOM
MPETyCMOTPEHO 3aKOHOATEIHCTBOM 00 0OpallleHUH JIEKAPCTBEHHBIX CPEICTBY.

Cratbs 2
Buectu B ®enepanbubiii 3akoH oT 12 ampens 2010 1. Ne 61-@3
«O6 oOpamenun JekapcTBeHHBIX cpeactBy (CobOpaHue 3aKOHOIATETHCTBA
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Poccuiickont @enepanuu, 2010, Ne 16, cr. 1815; Ne 31, cr. 4161; 2012, Ne 26,
cT. 3446; 2013, Neo 27, ct. 3477; Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2015,
Ne 29, ct. 4367, 4388; 2016, Ne 27, ct. 4238; 2018, No 49, ct. 7521; 2019, Ne 23,
cT. 2917; Neo 31, ct. 4456; Ne 52, ct. 7793; 2020, Ne 14, ct. 2035; 2021, Ne 24,
ct. 4188; 2023, Ne 43, ct. 7602; 2024, Ne 6, ct. 764; Ne 33, ct. 4928, 5019; 2025,
Neo 31, ct. 4658) cnenyronue n3MEeHEHHUS:

1) B nyHkre 24 cTtaThu S5 CJOBa «pa3pelICHUs] HAa OCYIIECTBICHUE TAaKON
NEATCIBHOCTH, €CJIU TOJy4YeHHWE JIMIEH3UHM U Ppa3peuieHuss IpeayCMOTPEHO
3aKOHOJIaTEILCTBOM 00 OOpaIlleHUM JIEKAPCTBEHHBIX CPEJCTB» 3aMEHUTH CIIOBAMU
«HE HaNpaBUBIIMMHU YBEJIOMJICHHE O Hayaje OCYIIECTBICHUS YKa3aHHOU
NEATETbHOCTA  JUCTAHIMOHHBIM  CHOCOOOM,  €CIIM  TOJIydeHUE  JIMICH3UU
Y HalpaBJICHUE YBEJOMJICHUS O Hadajie OCYIIECTBIICHHUS yKa3aHHOW JEATEIbHOCTU
JUCTAHIIMOHHBIM CIOCOOOM MPETyCMOTPEHO 3aKOHOAATEILCTBOM 00 0OpalleHuu
JIEKAPCTBEHHBIX CPEJICTBY.

2) 4acTh 1' ctaThu 55 U3M0XKUTH B CIICIYIOLIEN PEIAKIINU:

«1'. Po3HMYHAs TOProBIs JIEKAPCTBEHHBIMU IIPENApaTaMy JJIs MEIULMHCKOTO
MPUMEHEHHUS (32 HCKJIIOUCHHEM JICKapCTBEHHBIX IPEMapaToB, OTITYCKAEMBbIX
M0 peuenTy Ha JIEKapCTBEHHBIM Mpenapar, HapKOTUYECKUX JIEKAPCTBEHHBIX
MpernapaToB M IMCUXOTPOIMHBIX  JIEKQPCTBEHHBIX  IpermapaTroB, a  TaKke
CIIUPTOCOJICPKAITUX JICKAPCTBCHHBIX IIpenapaToB C OOBEMHOM JOJICH STHIIOBOIO
CIIUPTa CBBIIIE 25 MPOLEHTOB) MOXET OCYIIECTBIISTHCA allTEUHBIMU OPTraHU3alUsIMU
JUCTAHIIMOHHBIM CIIOCOOOM. PO3HHUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU IpenapaTaMu
JUTST MEAUIIMHCKOTO MPUMEHEHHS TUCTAaHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIISITH
anTe4yHbIe OpraHu3allii, UMEIOIINE JIMIICH3UIO Ha (hapMalleBTUYECKYIO AESTEIbHOCTD
C YKa3aHHEM BBITIOJIHSIEMBIX Pa0O0T (OKa3bIBAEMbBIX YCIYT) MO PO3ZHUYHOM TOPTOBIIE
JIEKapCTBEHHBIMU TpernapaTamMu JIJIsi MEAUIIMHCKOTO MPUMEHEHUS, BIaCIONINE TaKON
JUIIEH3UWe HE MEHee OJHOT0 Troja U YyBeJAoMHuBIIHE deaepalbHblii  OpraH
UCITOJTHUTEILHON BJIACTH, OCYILIECTBISIIOMIUNA (YHKIIUU IO KOHTPOJIO W HAI30py
B cepe 3paBOOXpaHEHUS, O Hayaje OCYIIECTBICHUS JEATCIIBHOCTH MO0 PO3ZHUYHOM
TOProBJ€ JICKAPCTBEHHBIMU IIpenaparaMud JUIi MEIUIIMHCKOTO MPUMEHEHUS
JUCTAHIIMOHHBIM CIIOCOOOM.

Benenue peectpa yBeOOMJIEHMM O Hadaje OCYIIECTBICHHUS JESITEILHOCTH
10 PO3HUYHOM TOProBjie JEKAPCTBEHHBIMU IMpernapaTaMu JUIsI MEIULMHCKOTO
MPUMEHEHUST TUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBISICTCS (PemepaabHbIM OpraHOM
WCIIOJTHUTEIBLHON BIIACTH, OCYILIECTBIISIIONIMM (PYHKIMU TO KOHTPOJIIO U HAA30py
B cdepe 3apaBooxpaHeHus. DenepanbHblii OpraH HCMHOJHUTEIBHONW BIIACTH,
OCYILECTBIJISIIOIINUM (PYHKIIMKM MO KOHTPOJIO M HAA30pYy B cdepe 31paBOOXpaHEHUS,
pa3MeniaeT yKa3aHHbIN peecTp Ha cBoeM odHUIIMAIBHOM caiiTe B cetu « IHTepHeT».



[Topsanok BeneHuss peecTpa YBEIOMICHHMH O Hadalie OCYILIECTBICHHUS
NEATEIBHOCTA 1O  PO3HUYHOW  TOPrOBJE€  JIEKAPCTBEHHBIMM  IIpernaparamu
JUISE METULIMHCKOTO IPUMEHEHUS AUCTAHIIMOHHBIM CIIOCOO0M, TOPSAIOK YBEIOMIICHHUS
O HayaJie OCYUIECTBIICHHUS JESATEIBHOCTH M0 PO3HUYHON TOPrOBJIE JEKAPCTBEHHBIMU
npenaparaMu Uil MEIUIIMHCKOTO TMPUMEHEHUs JAUCTAHIIMOHHBIM  CIOCOOOM,
TpeOOBaHMSI K aNTEYHBIM OPTaHU3AIMIM, KOTOPHIE MOTYT OCYIIECTBISTH TaKyIO
TOPIOBJIIO, U IOPSIZIOK €€ OCYILIECTBIICHHUS, a TAKKE IIPABUJIA JOCTABKH JIEKAPCTBEHHBIX
MpEenapaToB  TIpaxkaaHaM  ycraHaBiauBaroTcsia  [IpaBurensctBom  Pocculickon
Oenepanuu. WHpopmarus 00 omiadyeHHBIX (OTHYMIEHHBIX) W MOJYYEHHBIX
JIEKapCTBEHHBIX IMpernaparax BHOCUTCS B CUCTEMY MOHUTOPUHIA JABHKCHUSA
JIEKapCTBEHHBIX IMpenapaToB JJIsI MEAUIMWHCKONO MPUMEHEHUS B TMOPSIKE,
IIPEAYCMOTPEHHOM 4YacThIO 7 cTaThu 67 HacTosmiero denepanbHOrO 3aKOHA. ».

Crartbs 3

1. Hactostmmit denepaibHblii 3aKOH BCTynaeT B cuiy ¢ 1 centsiops 2027 roaa.

2. HopmatuBHbI€ MpaBOBbIe akThl Poccuiickoit denepalinu, yCTaHABIMBAIOIINE
oOsi3aTeNbHBIE TPEOOBAHMSI ¥  HAMNpPABICHHbIE HA peAlM3aIfi0  IOJOXKEHUHN
®enepanpHoro 3akoHa ot 27 wuronga 2006 r. Ne 149-d3 «O6 wunpopmaluwy,
WH(OPMAITMOHHBIX TEXHOJIOTHSIX U O 3aluTe nHPopManum» (B peIaKkIuu HACTOSAIIETO
®epnepanbHOro 3akona) u denepanpHoro 3akoHa oT 12 ampesnst 2010 roga Ne 61-D3
«O06 obpareHnn JIGKApCTBEHHBIX CPEACTBY (B PEeNaKIuu HacTosmero deaepanbHOTo
3aKOHA), BCTYNAIOT B CHJIy B CPOKH, YCTAHOBJICHHBIE YKa3aHHBIMU HOPMAaTHUBHBIMU
MPaBOBBIMU AKTAMH.

[Ipe3unnent
Poccuiickont ®enepanuu
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