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Cratba 1l

YacTtb 3 cTtatbm 29 PepepanbHoro 3akoHa ot 12 anpens 2010 roga N 61-d3 "O6 obpauieHnn
NeKapcTeeHHbIx cpeacTts” (CobpaHue 3akoHoaaTenbcTBa Poccuitckoit depepauum, 2010, N 16, cT. 1815;
N 42, ct. 5293; N 49, cT. 6409; 2013, N 48, cT. 6165; 2014, N 43, cT1. 5797; N 52, c1. 7540; 2015, N 29, cT.
4367) U3N0KUTb B CNeaytowen pegakumnm:

"3. K 3aaBneHNI0 O NOATBEPKAEHUN FOCYAAPCTBEHHOW PerncTpaumm JeKapcTBEHHOro npenapaTta
AN MeAULMHCKOrO NMPUMEHEHUA NPUNAraloTca AOKYMEHT, NOATBEPKAAIOWMI yNAaTy rocy4apCTBEHHOM
MOW/IMHLI 33 MNOATBEPXKAEHWE TOCYLAPCTBEHHOW perncTpauuu JIeKapcTBEHHOro mnpenapaTta  gas
MEANUMHCKOTO MPUMEHEHUS, OOKYMEHT, CoAeprKalui pesynbTaTbl MOHMTOPMHra 6e3onacHocTu
JIeKapCTBEHHOroO npenapaTa Ans MeguLMHCKOro NpUMeHeHusn, NpoBoAgMMOro 3asasutesiem, nNo Gopme,
YCTAHOB/IEHHON COOTBETCTBYIOLMM YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMONHUTENbHOM
BNACTU, AOKYMEHT, NepeBeseHHbIN Ha PYCCKUI A3bIK, NOATBEPKAAIOWMIA COOTBETCTBME NPOU3BOAUTENA
NIeKapCTBEHHOrO npenapata Aas MeAMUMHCKOrO MNpUMEHEHMA TPebOoBaHWAM NpaBUA Haafexaluein
NPOW3BOACTBEHHON MPAKTUKKU, BbIAAHHbIA  KOMMETEHTHbIM OPraHOM CTPaHbl NPOWU3BOAMUTENS
JIeKapCTBEHHOIO NpenapaTa ANA MegULMHCKOro NPUMEHEHUA U 3aBEPEHHbIN B YCTAaHOBAEHHOM NOPSALKE,
OOKYMEHT, nepeBefeHHbli Ha PYCCKMIA A3bIK, NOATBEPKAAMOWMIA COOTBETCTBME MPOU3BOAUTENA
dapmaueBTMUYECKON cybCcTaHUMM TpeboBaHUSAM NPaBUA Hag/erKalleld Npou3BOACTBEHHOM NPAKTUKW,
BblAAHHbI KOMMETEHTHbIM OPraHOM CTpaHbl npou3BoauTena dapmaueBTMUeckon cybcTaHLmy,
33aBEPEHHbI B YCTAHOBMIEHHOM MOpPAAKE W COAEpKalMi  HanmmeHoBaHWe ¢dapmaLLeBTUYECKOW
cybCcTaHUMM  (MeXAyHapoAHOe HemnaTeHTOBaHHOE WM XMMUYECKoe W TOpProBoe HaMMeHOBaHMA),
HaMmeHOBaHMEe MW agpec npousBoauTens dapmaueBTUYECKOl cybCTaHUMKM, CPOK TO4HOCTM
dapmaueBTMyeckon cybectaHumn.".

CraTtbAa 2

BHecTn B ®eaepanbHbiit 3aKoH oT 21 HosbpAa 2011 roga N 323-93 "O6 ocHOBax 0OXpaHbl 30POBbSA
rpaxkaaH B Poccuiickoit depepaummn” (CobpaHune 3akoHoaaTenbcTsa Poccuiickon ®epepaumn, 2011, N 48,
CT. 6724; 2013, N 27, c1. 3477; N 48, c1. 6165; N 52, cT. 6951; 2014, N 30, cT. 4257; N 49, cT1. 6927; 2015, N
10, cT. 1425; N 29, cT. 4397) cneaytowme U3MeHeHUA:

1) nyHKT 5 cTatbn 2 nocne cnoB "MeANUMHCKMUM PaboTHUKOM" OOMNOAHUTL C/IOBamMM "M MHbIM
paboOTHMKOM, UMEIOLLLMM NPABO Ha OCYLLECTB/IEHNE MEANLMHCKON aeaTenbHocTh,";

2) yacTb 2 cTaTby 14 gononHUTb NyHKTOM 11.1 cieayloliero coaepkaHusa:
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"11.1) opraHusauus npoBeAeHUs akKpeanTaLUmm cneumanuncTos;";

3) B cTaTbe 69:

a) 4ONONHUTL YacTbio 2.1 cneayowero coaepKaHus:

"2.1. MeparorMyeckne W Hay4dHble pPaboOTHUKKU, Umelowme cepTudUKaT cneuuanncta anb6o
CBUAETENbCTBO 06 aKKpeauTauuu Ccheumanncta, OCYLLEeCTBAAILWIME MNPAKTUYECKYD MNOArOTOBKY
obyuatoLLmMxca B COOTBETCTBUM cO cTaTber 82 PenepanbHOro 3akoHa ot 29 aekabpa 2012 roga N 273-93
"O6 obpasoBaHMM B Poccuiickoit Pepepaumnn”, a TakkKe HaydHble PabOTHUKU, UMetolme cepTudUuKaT
cneymanucta AnMbo CBUMAETENbCTBO 06 aKKpeauTauuu Crneunanucra, OcCyLllecTBaaloWmne Hay4yHble
nccnefoBaHuA B chepe oxpaHbl 3[0POBbs, BNpaBe OCYLLECTBAATb MEAMLMHCKYIO AeaTenbHocTb. Ha
neaarorMyeckMx M Hay4dHbiX PabOTHUKOB MPM OCYLLECTBAEHUM WMWU MEAULMHCKOM AeaTeNlbHOCTU
pacnpocTpaHAoTCA NpaBa, 06A3aHHOCTU M OTBETCTBEHHOCTb MEAMULIMHCKMX PaboTHUKOB.";

6) yacTb 3 U3N10XKUTb B CAeAytoLWEeNn pegakunn:

"3. AKKpeauTaumsa crneumanncta - npoueaypa onpeneneHusa CooTBETCTBUA /iMLa, NOAYYMBLUETO
MeaNUMHCKoe, dapmMaueBTUYECKOEe WM UWHoe obpas3oBaHuWe, TpeboBaHMAM K OCYLECTBAEHMUIO
MEeOVLMHCKON  OeAaTeNbHOCTM N0 ONpPefeneHHOM  MeAMUMHCKOM  cneuuanbHocTM  nmbo
dbapmaueBTUYECKON AeATeNbHOCTU. AKKpeauTauma cneumannucta npoBoAMTCA aKKpeaUTaLMOHHOW
KOMWUCCMEN NO OKOHYAHUM OCBOEHMS UM MNpodeccUoHaNbHbIX 06pa3oBaTesibHbIX NPOrpamm
MeZNUMHCKOro 0bpasoBaHusa uan GpapmaueBTMYecKoro o6pasoBaHmNA He pexke 04HOro pasa B NATb /eT.
AKKpeauTaLMOHHAsA  Komuccua  Gopmupyetca  YNOJHOMOYEHHbIM  deaepasibHbiM  OpraHom
MCMNOJIHUTENbHOM BIACTU C y4acTUEM NpodeccnoHaibHbIX HEKOMMEPUYECKMUX OPraHM3auUnii, yKasaHHbIX B
cTaTbe 76 HacToAwero ®eaepanbHOro 3akoHa. MonoxeHne 06 akKpeAUTaUUU CNELMANUCTOB, NOPALOK
BblgauM cBMAETENbCTBA 06 akKpeauTaumu crneumanucta, ¢opma CBUAETENbCTBA 006 aKKpeauTauuu
cneuManncta U TeXHUYeckne TpeboBaHUA K HEMYy YTBEPMKAOAKTCA YNONHOMOYEHHbIM deaepanbHbIM
OpraHoM UCMOJIHUTENbHOM BNnacTu.";

B) YyacTb 4 AONONHUTL cnoBom "cneunanncra’;

r) B yacth 6 cnoBa "cgauum sK3aMeHa MO CheuManbHOCTM B MOpPAAKE, YCTaHOB/IEHHOM
YNONHOMOYEHHbIM defepanbHbIM  OpPraHOM WCNOJHUTENbLHOW BAAcTW," WCKAKOYMTL, NOCAe CNOoB
"NpoxorKaeHuns akkpeguTaumn' 4onoaHUTbL cnosBom "cneymanncra”;

4) B cTaTbe 76:

a) yactb 2 nocne cnosB "Hopm WM npasua," AOMNONHUTL cnoBamu "B paspaboTke", mocne cnos
"KBasIMPUKALMOHHBIX KaTeropmit" AonosIHUTL C/IoBamMn "1 B NpoOBeAEHUN aKKpeaMTaLMm cneumanmctos”;

6) yacTb 3 A4OMNONHUTL MYHKTOM 4 CNeAyoWero cogepaHusa:

"4) B GOPMMPOBAHUM  AKKPEOUTAUMOHHbLIX KOMMUCCMI W NPOBEAEHUWM  aKKpeauTauum
cneumannctos.";

5) B cTaTbe 100:

a) B ab3aue nepsom yacti 1 undpsl "2016" 3ameHuTb Uundpamm "2026";

6) AoNONHUTL YacTbio 1.1 cneayiolLero coaepKaHmsa:

"1.1. Mepexoa K npoueaype akKpeauTaLuKn CneLmaancToB oCyLecTBAAeTca No3TanHo ¢ 1 AHBaps
2016 roga no 31 aekabpa 2025 roaa BkAtouUTENbHO. CPOKKM M 3Tamnbl YKa3aHHOIO Nepexoa, a Takxke
KaTeropuu nuu, MMerWwmux meanumnHckoe, papmaleBTMyeckoe Uan nHoe obpasoBaHue U Noasiexalimx
aKKpeauMTaummn  CneunanucToB, ONpesenatoTca  YNo/JHOMOYEHHbIM  dedepanbHbiM  OPraHoOMm
UcnonHuTenbHol snactn.";

B) B YacTu 2 umopsl "2016" 3ameHnTb undppamn "2021".

Cratba 3

BHecTu B PegepasnbHblii 3aKOH 0T 29 aekabpsa 2012 roga N 273-d3 "O6 obpasosaHuMu B Poccuiickomn
depepaunn” (CobpaHue 3akoHoaaTenbcTBa Poccuitickon ®eaepaunm, 2012, N 53, cT. 7598; 2014, N 30,
cT. 4217) cnepyowme U3SMEHEHUS:

1) B yacTn 6 ctaTbu 47 cnosa "yyebHas (NnpenoaaBaTenbckan), BocnuTaTesibHaa paboTa" 3amMeHnTb
cnoBamn 'yuebHaa (npenopgasaTesnibCKas) M BOCMMTaTeNbHaA paboTa, B TOM 4uMcCae MpaKTUYecKas
noaroToBKa oby4yatowmxca";

2) yacTb 5 cTaTby 82 U3N0XKUTb B Cneaytolein peaakumnu:

"5. OpraHusauusa MPaKTUYECKOM MOArOTOBKM OOy4YaloWmMxca B CAy4asx, MNpeayCMOTPEHHbIX
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NyHKTamM 2 M 3 4YacTu 4 HacToAlEen CTaTbM, OCYLLECTBAAETCA Ha OCHOBaHMW A0roBopa Mexay
obpasoBaTenbHOM MM Hay4yHOW OpraHM3auven u MeAMUMHCKOW opraHusaunen nnbo opraHusaumen,
OCYLLECTB/IAIOLWIEA MPOM3BOACTBO  JIEKAPCTBEHHbIX CPEACTB, OpraHM3auuen, OCyLLecTBAAILLEN
NpPou3BOACTBO U U3rOTOBNEHNE MEANLMHCKUX U3LENMIA, aNTEUHOM opraHM3aLmei, cyaebHo-3KcnepTHbIM
yupexaeHmeM UM MHOW opraHusaumeit, oCyLLecTBAAIOLWEN AeATeNbHOCTb B chepe OXpaHbl 340P0OBbA.
TunoBana ¢popma yKaszaHHOro A0oroBopa yTeep:aaerca desepanbHbiM OPraHOM UCMOTHUTENbHOM BN1aCcTH,
OCyLEeCTBAAILWMM GYHKLUUM NO BbipaboTKe U peannsaumm rocyaapcTBeHHON NOAUTUKM U HOPMATUBHO-
NpaBoOBOMY pPerynMpoBaHuio B chepe 34paBoOOXpaHEHUs, Mo coriacoBaHuto ¢ desepanbHbIM OpraHom
WCNONIHUTENIbHON B/1aCTM, OCyLECTBAAWMUM GYHKUMM NO BblpaboTKe rocyaapCTBEHHOW MOAUTUKKN U
HOPMaTUBHO-NPABOBOMY peryaMpoBaHuio B cdepe 06pas3oBaHUA. YKasaHHbIA [0rOBOP [JOJIXKeH
COAEpPrKaTb MNONOXKEHUS, ONpeaenaAlolmne Buabl AEATENbHOCTM, MO KOTOPbIM  OCYLLECTBASETCH
NnpaKTMYecKas nNoAroToBKa OOY4YaloWMXCA, CPOKU OCYLLECTBNEHMSA NPAKTUYECKON MOArOTOBKM B
COOTBETCTBMM C y4ebHbIM NaaHOM, NepedyeHb paboTHMKOB 06pa3oBaTeIbHOM OpraHn3aLmmn, paboTHUKOB
Hay4yHOW OpraHM3aLmn, KONMYECTBO 0BYyYaloLLMXCA, y4aCTBYIOLLMX B NPAKTUYECKOW NOATOTOBKE, NOPALOK
N YCNIOBUA UCMNOJIb30BaHUS HEOBXOAMMOro AN OpraHM3auMy MPaKTUYECKON NOATOTOBKM MMYLLECTBA
CTOPOH A0roBopa, MOPsAOK y4vacTusa obyvarolwmxca, paboTHUMKOB 06pas3oBaTe/ibHOW OpraHM3auumm,
pPabOTHMKOB Hay4HOM OpraHM3aLMn B COOTBETCTBYIOLLEN AeATe/IbHOCTU, BK/HOYas MOPSA0K UX y4acTus B
OKa3aHUM MeaMLMHCKOM MOMOLLM TrpaXAaaHamM, OTBETCTBEHHOCTb 06pa3oBaTesibHOM OpraHuM3auum,
Hay4yHOW oOpraHM3aumMmu 3a Bped, NPUYMHEHHbIW NPU OCYLECTBAEHUM MNPAKTUYECKON MOArOTOBKM
obyyatlowmxcs, B TOM Yncae nauneHTam.".

Cratba 4
HacTtoawmi ®enepanbHbIli 3aKOH BCTynaeT B cuy ¢ 1 sHBapa 2016 roaa.

MNpe3naeHT
Poccuinckoit degepaumm
B.NYTUH
Mocksa, Kpemnb
29 pnekabpsa 2015 roga
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