POCCUICKAS PEOEPALINS
OEOEPAJIbHBINA 3AKOH

O BHeceHUN M3MEHEHNII B OTAeabHbIe 3aKOHOJaTeabHbIe aKThbl Poccuiickoit @eaeparm

Mpunar FocyaapcTeeHHon [lymoii

18 pekabps 2015 rona

Ono6pex Cosetom dDenepauumn

25 pnekabpsa 2015 ropa
CTATbA 1
YacTb 3 cratbi 29 GenepansHoro 3akoHa ot 12 anpens 2010 rona N6 1-03 «06 0bpalleHim nekapcTBeHHbIX cpeacTs» (CobpaHue 3akoHoaatensctea Poccuiickoin Pepepaumn, 2010, N216, c1.1815; Ned2,
€1.5293; Ne49, ¢1.6409; 2013, Ne48, cT. 6165; 2014, Ne43, ¢1.5797; Ne52, ¢1.7540; 2015, N229, €T.4367) 13n0XuTb B CREAYIOLIEN PefakLm:

«3. K 3asBnexmio o NOATBEPXAEHNN I'OC\/,ELapCTBeHHOV\ perncTpauunu nekapcTBeHHOro npenapara and MeanuuHCKoro NpUMEHeHNa npunaratoTca AOKYMEHT, NOATBEPXAAIOLLMIA ynnaty FOCyﬂ,apCTBEHHOVI NOLUNMHDBI 33

NOATBEPX/AEHUE FOCYAAPCTBEHHOI PErVCTPaLMM NeKaPCTBEHHOTO Npenapata A1a MeayLIMHCKOr0 NPUMEHEHIS, AOKYMEHT, COAEPXalLyii Pe3yNbTaTbl MOHUTOPUHTA 0€30MaCHOCT/ NekapCTBEHHOO Npenapara Ans
MEZNLIMHCKOrO MPUMEHEHIS, MDOBOAMMOTO 3aABUTENEM, N0 GOpME, YCTAHOBNEHHON COOTBETCTBYIOLLM YTONHOMOYEHHbIM (eepanbHbIM 0praHoM UCMOAHUTENLHON BAACTY, AOKYMEHT, NepeBeeHHbIi Ha PyCCKiii
A3bIK, NOATBEPXAAIOLLYIT COOTBETCTBIE NPON3BOAUTENS IEKAPCTBEHHOTO Npenapata [is MeAMLMHCKOro NpuMeHeHNs TpeG0BaHNAM NpaBun HaANexalLel NPON3BOACTBEHHOM NPAKTUKM, BbILAHHBIA KOMNETEHTHbIM
OpraHoM CTPaHbl MPOM3BOANTENS NEKAPCTBEHHOrO Npenapara Ans MeAULIHCKOrO MPUMEHEHMS 1 3aBEPEHHbIN B YCTAHOBNEHHOM NOPSAKE, OKYMEHT, NePEBEAEHHbIN Ha PYCCK A3bIK, NOATBEPXAAIOLLMIA COOTBET-
CTBYME NPOM3BOAMTENS (apMaLEBTUYECKON CyOCTaHLIM TpebOBaHIAM NpaBua Haanexallei NPO3BOACTBEHHOI NPAKTUKM, BbAAHHbIA KOMNETEHTHBIM OPraHOM CTPaHbl NPON3BOAUTENS hapMaLleBTUYECKOi Cy6-
CTaHLWM, 3aBEPEHHbIN B YCTAHOBNEHHOM MOPSAKE 1 COAEPXALLMit HaMMEHOBaHE GapMaLEeBTHECKO CyOCTaHLMM (MEXAYHAPOAHOE HENAaTEHTOBAHHOE WM XVAMUYECKOE 1 TOPrOBOE HAMMEHOBAHNS), HAMMEHO-
BaHVe 1 aapec NPoM3BoaUTENs GapMaLeBTUHeCKOl CyOCTaHLMM, COOK FOAHOCTY GapMaLEeBTUHECKOR CyOCTaHLIMN.».

CTATb4 2

BHecti B DefiepanbHbiit 3akoH 0T 21 Hosbps 2011 roga Ne323-03 «06 ocHoBax oxpaHbl 300p0Bbst rpaxaaH B Poccuiickoit ®epepaumn» (Cobpatne 3akoHoaartensctea Poccuiickoit ®epepaumn, 2011, No48,
C1.6724; 2013, N227, c1.3477; N248, cT.6165; N252, ¢1.6951; 2014, N30, c1.4257; Ne49, ¢1.6927; 2015, Ne10, c1.1425; N229, ¢1.4397) cnepyioLuve M3MeHeHus:

1) NYHKT 5 CTaTby 2 N0CAe CNOB «MEAMLMHCKIAM paﬁOTHMKOM» AONONHATL CNOBAMMU «U MHBIM DaﬁOTHV]KOM, MMEIOLLMM NPaBo Ha OCYLeCTBNEHNE MEAVNLVHCKON AEATENBHOCTH,»;

2) yacTb 2 cTaTby 14 gonontutb nyHKTOM 11" cneayloLero cogepxatms:
«11") opraHm3auys npoBeaeHNs akkpeauTaLmy CneLvanicTos;»;

3) BcTatbe 69:

a) LLONONHMUTb YaCTblo 2' CNeYIOLLEr0 COLEPXaHUs:

«2'. Menarornyeckue u Hay4Hble PaboTHUKN, MMElOLLMe cepTudukaT cneumanicTa iMbo CBIAETENLCTBO 00 akkpeauTaLmm creunanicTa, OCyLLECTBASIOLIME NPAKTUYECKYI0 NOArOTOBKY 0BY4aIOWMXCS B COOTBETCTBUM
co cTaTbeit 82 PeaepanbHoro 3akoHa ot 29 fekabps 2012 rona Ne273-®3 «06 06pasosanun B Poccuiickoil Denepauim», a Takke Hay4Hble paboTHIKK, MEIoLLME CepTUdUKaT cneLmanicTa imbo CBIUAETEN-CTBO
00 akkpeauTaLvm CneLmanieTa, 0CyLLECTBASIOLLME HayyHbIe MCCneaoBaHus B chepe 0xpaHbl 3L0POBLSA, BNPABE OCYLLECTBAATL MEAMLMHCKYI0 AeSTENbHOCTL. Ha Nefarornyeckix 1 Hay4Hbix paboTHKOB Npu 0CY-
LLECTBNEHIM MMM MEAVLIMHCKOI AEATENBHOCTM PACNPOCTPAHSIOTCA NpaBa, 06913aHHOCT 1 OTBETCTBEHHOCTb MEAMLMHCKIX PABOTHUKOB. »;

6) yacTb 3 M3NOXMTb B CneayloLLel peaakumum:

«3. AKKpeavTauus cneupnanicTa - npoLeaypa OnpefeneHns CooTBETCTBIA MnLa, NONYYMBLIErO MEAVLIMHCKOE, (hapMaLEBTUYECKOE M MHOE 06pa3oBaHme, TPEBOBAHMAM K OCYLLECTBAEHMIO MEAMLMHCKOI AeATENb-
HOCTV N0 ONPeAENeHHON MeaVLHCKOI CneuuansHOCTU M0 hapMaLeBTIHECKOi [eSTeNbHOCTI. AKKpeaUTaLMs CneuranicTa npOBOAKUTCS aKkpeaUTaLMOHHOI KOMUCCUEN N0 OKOHYaHWI OCBOEHIS M Npodeccu-
OHaNbHbIX 06Pa30BaTENbHbIX NPOrPamMM MeAULMHCKOro 06pa3oBaHms un GapMaLeBTMYECKOr0 06pa30BaHs He PeXe 0AHOTO pada B NATb NET. AKKDeAMTALMOHHAS KOMUCCHS GOPMUPYETCS YNONHOMOYEHHBIM (e-
[IepanbHbIM OPraHoM VCMONHUTENBHON BAACTH C Y4acTUEM NPODECCHOHANbHBIX HEKOMMEPYECKIX OpraHU3aLmid, ykadaHHbIX B cTaTbe 76 HacToswero GefepansHOro 3akoHa. NMonoxerue 06 akkpeavTauum cneun-
anMCTOB, MOPAAOK BbAAYM CBMAETENbCTBA 06 akkpeauTaumn cneuranicTa, popMa cauaeTenbctea 06 akkpeauTaumi cneuranicTa v TexHyeckue TpeboBaHns K HeMy YTBEPXAAIOTCA YNONHOMOYEHHbIM Gepe-
pasnbHbIM 0PraHOM UCNONHUTENLHON BNACTA.»;

B) YaCTb 4 AONONMHWTb CNOBOM «CNeLMan1cTa»;
r) BYacTu 6 cnoBa «caaum ak3ameHa no CrneuynanbHoCT/ B NOPSLKE, YCTAaHOBAEHHOM YNONHOMOYEHHBIM GeaepanbHEIM OpraHOM UCMONHUTENBHOI BRACTH,» UCKMIOYNTb, NOCNE CNIOB «NPOXOXAEHUS aKkpeauTaLm» f0-
MOAHWUTb CIOBOM «CreuuanicTa;
4) Bcrarbe 76:
a) y4aCTb 2 N0CNe COB «HOPM W NPaBIAN,» AONOMHUTb CNOBaMM «B pPa3paboTke», NOCAE CNOB «KBANMMUKALMOHHBIX KaTeropuit» LOMOAHUTL CIOBaMU «/1 B NPOBEAEHIM akKpeAUTALM CIeLManicTosy;
6) yacTb 3 4ONONHNTL NYHKTOM 4 CREAYIOLLEro CORePXaHNs:
«4) B GOPMMPOBAHIM aKKPELNTALMOHHBIX KOMUCCHIA 1 NPOBEAEHUN aKKPEAUTALMI CNELManCTOB. »;
5) Bcratbe 100:
a) Bab3ave nepom 4actu 1 uudpsl «2016» 3ameHnTb Undpamu «2026»;
0) [ONOMHMTL YacTbio 1' cnedyloLiero Conepxanms:
«1'. Mepexoz K npoueaype akkpeauTaLmy CneuyuanicToB ocyLlecTsaseTcs noatanHo ¢ 1 aHeaps 2016 roga no 31 aekabps 2025 rona BknioyUTeNbHO. CPOKM 1 3Tanbl yka3aHHOr0 NEPEX0/ia, a TakKe KaTeropum L, ume-
I0LLVX MEAMLMHCKO., hapMaLLeBTUHECKO. UK MHOe 06Pa30BaHKe 1 NOLNEXALLMX aKKpeaUTaLMM CNELManiCTOB, ONPEAENsioTes YNoNHOMOYEHHbIM defepanbHbiM 0praHoM UCNONHUTENLHOR BNACTA.»;
B) By4acTu 2 undpsl «2016» 3ameHnTb Undpamm «2021».
CTATb4A 3

BHectin B DefepanbHbiit 3akoH o1 29 nekabps 2012 roga Ne273-03 «06 o6pasosanin B Poccuiickolt depepaumn» (Cobparue 3akoHoaatensctsa Poccuiickon depepaumn, 2012, Ne53, ¢1.7598; 2014, Ne30,

C1.4217) cnegytoLLme n3MeHeHus:

B 4acTv 6 cTaTby 47 cnosa «y4ebHas (Npenogasartenbckas), BocnutarensHas pabora» 3ameHnTb cnoBamu «y4ebHas (npenoaasarensckas) v BocuTaTensHas paboTa, B TOM Y/CAe NpakTyeckas noArotoska 00y-
YaIOLLMXCS»;

2) yacTb 5 cTaTby 82 U3NOXMTb B CREAYIOLLEI PEfaKLK:

«5, OpraHm3auvs npakT1yeckoi NoaroToBkM 0BYHaIOLMXCS B Cy4asx, NPEAYCMOTPEHHbIX NyHKTaMu 2 1 3 4aCTy 4 HAaCTOsLLEN CTaTby, OCYLLECTBNSETCA HA OCHOBAHIM 0r0BOPa MeXAy 00pa30BaTeNbHOM N Hay4HOM
OpraHu13aLyeil v MeSMLMHCKON OpraHn3aLwyei niMbo opraHn3aLyen, 0CyLECTBARIOWE NPON3BOACTBO NEKAPCTBEHHBIX CPEACTB, OPraHn3aLyen, 0CYLECTBARIOLIE NPON3BOACTBO U N3rOTOBAEHUE MEANLIMHCKIX
M3AENViA, aNTeYHOI Oprann3aLeit, CynebHO-3KCNEPTHBIM YYPEXLEHEM MW MHOI OpraH13aumelt, 0CYLLECTBARIOLLEN AeSTeNbHOCTL B Chepe OXpaHbl 300POBbSs. Tunosas GpopmMa ykazaHHOro A0roBopa yTeepxaa-
€109 (heaepanbHbiM 0praHoM UCTIONHUTENBHO BAACTH, OCYLLECTBASIOWMM GYHKLMI N0 BbIPabOTKE 1 peani3auiy rocyaapCTBEHHON NOAUTIKY 1 HOPMATVBHO-NPABOBOMY PErYAMPOBAHMIO B CHEPE 3apaBooxpa-
HEHWs, MO COrNacoBanuio ¢ heaepanbHbiM 0PraHoM UCTIONHUTENBHOI BAACTM, OCYLLECTBASIOLLIMM GYHKLM MO BbIPaBOTKE rOCYAAPCTBEHHOI NOAUTIKY M HOPMATUBHO-NPABOBOMY Peryn1poBaxuio B cdepe obpa-
30BaHMs. Yka3aHHbIil OrOBOP LOMXEH COLEPXaTb NONOXEHNS, ONPeaensiolLe BUab LESTENbHOCTH, N0 KOTOPbIM OCYLLECTBASETCS NpaKTMyeckas NOArOTOBKa 06YHaIOLUMXCS, CPOKM OCYLLECTBAEHUS NpaKThye-
CKOW MOArOTOBKM B COOTBETCTBI C y4€OHbIM NNaHOM, NepeyeHb PaboTHNKOB 06pa30BaTeNbHOM OpraH13aum, paboTHIKOB Hay4HOI OpraH13aLim, KOMYECTBO 06YHaIOLLMXCS, YHaCTBYIOLLIX B NPAKTUYECKON NoA-

rOTOBKE, NOPALOK 1 YCNOBMA CNONb30BaHNA Heo6xoaMMoro Ana OpraH13aLy NpakTMYECKON NOLrOTOBKYU MMyLLecTBa CTOPOH Aorosopa, Nopaaok y4yactug 06y4a>0u.mxoﬂ, pa6OTHMKOB oépaaoaaTeanoﬁ opraHu-



3auum, paﬁOTHV]KOB HH\/‘{HOVI opraHu3aumnn B COOTBETCTBVIOLLleVI [OeATeNbHOCTW, BKKo4aa NOPAL0K X y4aCcTusa B OKa3aHun MENLIMHCKON NOMOLLV rpaxaaHam, 0TBETCTBEHHOCTb oﬁpaaosareanoﬂ OopraHu3aumn, Ha-
y‘-{HOI;I OpraHu3auuy 3a Bpes, NPUYUHEHHbIV NPy OCyLiecTBneHnmn NPaKTU4ECKON NOLFOTOBKM oéyqaiou.mxcg, B TOM Y1CNE NauyeHTam.».
CTATbA 4

Hacroswmit PenepanbHblit 3akoH BCTynaeT B cuny ¢ 1 sHeaps 2016 roga.

MNpeauaeHT Poccuiickoii Pepepaumn

B.MYTUH
Mocksa, Kpemnb

29 pekabpsa 2015 roga
Ne389-®3



