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Cratba 1l

Yactb 3 ctatbu 29 depepanbHoro 3akoHa ot 12 anpensa 2010 roga N 61-d3 "O6 obpaweHuu
NleKkapcTBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaunn, 2010, N 16, cT. 1815;
N 42, c1. 5293; N 49, cT. 6409; 2013, N 48, cT. 6165; 2014, N 43, c1. 5797; N 52, c1. 7540; 2015, N 29, cT.
4367) U3N10KNUTb B CNeayoWwen peaakumnu:

"3. K 3aaBneHnto 0 NoATBEPKAEHUN FOCYAAPCTBEHHOW PErncTpauumn NeKapcTBeHHOro npenaparta
ONA MeAULMHCKOTO NPMMEHEHUA NPUNAratoTca JOKYMEHT, NOATBEPKAAOWMIA ynaaTy rocyAapcTBeHHOM
MOWMHbI 33 MOATBEP)KAEHWE T[OCYAAPCTBEHHOM perucTpaumMm JieKapCTBEHHOro npenapata  Ans
MEANUMHCKOTO NPUMEHEHUA, AOKYMEHT, COAEpPKalmit pesyabTaTbl MOHUTOPUHIa 6e30nNacHOCTM
JIeKapCTBEHHOrO npenapaTta gaa MeAMUMHCKOrO NPUMEHEHMA, NPOBOAUMOro 3aasuTenem, no Gopme,
YCTQHOB/IEHHOM COOTBETCTBYIOWMM YNOJHOMOYEHHbIM deaepanbHbiM  OPraHOM UCMNOAHUTENbHOWN
B/1ACTU, AOKYMEHT, NepeBefeHHbIN Ha PYCCKUI A3bIK, NOATBEPKAAIOLLNI COOTBETCTBME NPOU3BOAUTENA
JIeKapCTBEHHOrO npenapata Aas MeaMUMHCKOro MNpuMeHeHua TpeboBaHMAM NpaBua HaZ/exallen
NPOW3BOACTBEHHON MNPAKTUKKU, BblAAHHbIA  KOMMETEHTHbIM OPraHOM CTpaHbl MNPOU3BOAUTENS
JIeKapCTBEHHOrO Mpenapata AAa MeAMUMHCKOTO MPUMMEHEHMA W 3aBEpPEeHHbI B YCTAHOB/IEHHOM
nopsake, LOOKYMEHT, NepeBefAeHHbIA Ha PYCCKMA  A3bIK, NOATBEPKAAMOWMN  COOTBETCTBUE
npoussoauTens dapmaueBTUYECKOM cybcTaHumm TpeboBaHMAM npasun Hag/exKallen
NPOW3BOACTBEHHON MPAKTUKKU, BblAAHHbIA  KOMMNETEHTHbIM OPraHOM CTpaHbl MPOWU3BOAMTENA
dbapmaueBTMyeckon cybCTaHUMKM, 3aBepeHHbIt B  YCTAaHOBJEHHOM MOpAAKE W coAepKalumii
HauMeHoBaHWe papmaLeBTUYECKON CybCTaHLUUKN (MeXayHapogHOe HEeNaTEHTOBAHHOE UM XMMUYECKoe
M TOProBoe HaMMeHOBaHMWA), HAMMEHOBaAHME M agpec npoussoauTens GapmaLeBTUYECKON CybCTaHLMMK,
CPOK rogHocTn papmaLieBTMUYecKon cybcTaHumn.".

CraTtbAa 2

BHecTn B ®esepanbHbiit 3aKoH oT 21 Hoabpsa 2011 roga N 323-93 "O6 ocHOBax 0XpaHbl 3,0POBbA
rpaxkaaH B Poccuitckoit depepaunn” (CobpaHue 3akoHogatenbcTBa Poccuiickon depepaumm, 2011, N
48, cT. 6724; 2013, N 27, c1. 3477; N 48, c1. 6165; N 52, cT. 6951; 2014, N 30, c1. 4257; N 49, cT1. 6927;
2015, N 10, cT. 1425; N 29, cT. 4397) cneaytouime U3MeHeHus:

1) nyHKT 5 cTatbn 2 nocne cnoB "MeANUMHCKUM PaboTHUKOM" AOMNOAHUTL C/oBamM "M MHbIM
paboOTHMKOM, UMEIOLLMM NPaBO Ha OCYLLECTBJEHNE MEANLMHCKON AeaTenbHocTh,";

2) yacTb 2 cTaTbk 14 gononHMTb NyHKTOM 11.1 chepytowero coaeprkaHus:
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"11.1) opraHmMsauma npoBeAeHUs akKpeaUTaLMK CneLmManuncTos;";

3) B cTaTbe 69:

a) 4ONO/HUTL YacTbio 2.1 cneayloLero coaepKaHus:

"2.1. TMeparornyeckne M Hay4dHble pPabOTHUKKM, uMetowme cepTuduKaT cneymanmcta nmbo
cBMAEeTeNnbCTBO 06 aKKpeguTauMm  CheuManncta, OCYLLEeCTBAAIOWME NPaKTUYECKYD NOAFOTOBKY
obyuatoumxca B COOTBETCTBMM CO cTaTben 82 PeaepasibHOro 3aKoHa oT 29 Aekabps 2012 roaa N 273-93
"O6 obpasoBaHuMn B Poccuitickoit Pepepaumn’, a Takke HaydyHble paboTHUKKU, nmetowme cepTuduKaT
cneumanncta Anbo cBuaeTenscTBo 06 aKKpeauTaLMKM CheuManncTa, OCYLLECTBAAIOWME HaydHble
nccnefoBaHua B chepe oxpaHbl 340POBbA, BMNPABE OCYLLECTBAATb MEAMUMHCKYIO AeAaTenbHocTb. Ha
nefarorMyecknx M HayyHbiX PabOTHUKOB MNPWU OCYWECTBAEHUN UMW MEAUUMHCKOW AeAaTeslbHOCTU
pacnpocTpaHAoTCA NpaBa, 06A3aHHOCTU U OTBETCTBEHHOCTb MEAMLIMHCKUX PpabOTHUKOB.";

6) YacTb 3 U3N0XKNUTb B CNedyowen peaakumnu:

"3. AKKpeauTaums crneumanncta - npoueaypa onpeneneHua COOTBETCTBUS MU, NOJYYMBLLETO
MeauuMHCcKoe, ¢dapMaleBTMYECKOE UWAM MHOe o0b6pasoBaHWe, TPeboBaHUAM K OCYLLECTBNEHUIO
MEeAULMHCKOM  OeATeNbHOCTM MO OMpefeneHHOM  MeAMUMHCKOW  cneuuanbHocTM  anbo
dapmaLeBTMUECKON AOeATeNbHOCTU. AKKpeauTauMa creuuanncta MpPoBOAUTCA aKKpeaMTaLMOHHOM
KOMUCCMEN MO OKOHYaHUW OCBOEHMA UMM NpPodEeccUoHaNbHbIX 06pasoBaTeNbHbIX MNporpamm
MeauLMHCKOro obpasoBaHuns U dapmaueBTUYeckoro ob6pasoBaHUsA He perke OAHOro pasa B NATb NeT.
AKKpeguTauMOHHaa  Komuccuss  bopmupyeTca  YNOJIHOMOYEHHbIM  defepanbHbiIM  OpraHom
NCNO/IHUTENIbHOWN B/1ACTU C y4acTUeM NpodeccUoHaNbHbIX HEKOMMEPUYECKMUX OpraHM3aLMii, YKasaHHbIX B
cTaTbe 76 Hactoswero ®enepanbHOro 3akoHa. MNosoXKeHne 06 aKKkpeauTaumm CNeunanmncTos, NOPSLOK
BblgauM CBMAETENbCTBAa 0O aKkKpeauTaumu chneumanncta, ¢opma cBMAEeTeNbCTBa 06 aKkKpeauTauuu
CNEeUManncTa U TexHudeckne TpeboBaHUA K HeMy YTBEPXKAATCA YNOJAHOMOYEHHbIM denepasbHbIM
OpraHOM MCMOJIHUTEIbHOM BNacTu.";

B) yacTb 4 ONOAHUTbL cAo0BOM "cneuunanucrta”;

r) B yacth 6 cnoBa '"caauu 3K3amMeHa MO CreuuasbHOCTM B MOpPAAKEe, YCTAHOB/EHHOM
YNOJHOMOYEHHbIM defepanbHbIM  OPraHOM WCNOJHUTENbHOW BAAcTU," WCKAOYUTL, NOCNAEe C/ioB
"NpoxoxKaeHuns akkpeguTaumn" 4onoaHUTb cnoBom 'cneynanncta”;

4) B cTaTbe 76:

a) yactb 2 nocne cnoB "Hopm W npaBuAa," QONONHWUTL cnoBamu "B paspaboTke", nocne cnos
"KBaNMPUKAUMOHHbBIX  KaTeropuin" AOMOAHWUTL c/loBamM "M B NPOBEAEHUW  aKKpeauTauuu
cneumanuctos”;

6) yacTb 3 4ONONHUTbL NYHKTOM 4 cneayioLero coaeprkaHusa:

"4) B GOPMMPOBAHMM  AKKPEAUTAUMOHHbIX KOMMCCMI W NpPoOBeAeHMM aKKpeauTauuu
cneumanncros.";

5) B cTaTbe 100:

a) B ab3aue nepsom yactu 1 umdpsbl "2016" 3ameHnTb Undpamm "2026";

6) AonoNHUTb YacTbio 1.1 cneaytollero cogepKaHumsa:

"1.1. Mepexoa K Npoueaype akKkpeauMTaLuUmn CneumanmnctToB ocyLLeCTBASETCA NosTanHo ¢ 1 aHBapA
2016 roaa no 31 aekabpsa 2025 roga BkAOUMTENbHO. CPOKM M 3Tanbl YKa3aHHOrO nepexoa, a TaKkKe
KaTeropuu auu, MMerLwmux megmumnHckoe, dapmaLeBTMYECKoe Uan MHoe 06pas3oBaHne M NoanexKalumx
aKKpeauMTauMm  CneumnanucToB, ONpepenatTca  YNoAHOMOYEHHbIM  deaepanbHbiIM  OpraHoOM
UCcNoNHUTeNbHOM BnacTn.";

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

Cratba 3

BHectn B PepepanbHbii 3aKkoH oT 29 gekabpa 2012 roga N 273-03 "O6 obpasoBaHuK B
Poccuitckoit depepaunmn” (CobpaHume 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 2012, N 53, cT. 7598;
2014, N 30, cT. 4217) cneaytolime U3MeHeHUn:

1) B yacTn 6 ctaTbu 47 cnosa "ydyebHas (NpenoaaBaTenbckan), BocnuTaTeibHaA paboTa" 3aMeHnTb
cnoBamn 'yuebHaa (npenopasaTenbcKas) M BOCNUTaTenbHas paboTa, B TOM uMCAe MpaKTU4YecKas
noAroToBKa obyvatowmxca”;

2) yacTtb 5 cTaTbu 82 U3N0XKUTL B CneaylolLein peaakuuu:
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"5. OpraHusaums MpaKTUYEeCKOW MNOAroTOBKU 0OyYaloWMXca B CAy4anXx, NpeayCMOTPEHHbIX
NyHKTamuM 2 M 3 4acTM 4 HacToAllel CcTaTbM, OCYLLECTBASETCA Ha OCHOBaHWM [A0OroBopa Mexay
obpa3oBaTeNnbHON MM Hay4yHOM OpraHusaumen U MeaAnLUMHCKOW opraHusaumeint nmbo opraHusaumen,
OCYLLECTBNAIOWLENA NPOM3BOACTBO  JIEKAPCTBEHHbLIX CPEACTB, OpraHusauuein, OCyLLeCTBAAIOLLEN
NpPoM3BOACTBO M W3rOTOB/IEHUE MEAUUMHCKUX U3AeNni, anTeyHou opraHusauuein, cyaebHo-
3KCMEPTHLIM yYpeAEHUEM NN NHOM OpraHM3aLMel, OCyLeCcTBAAOWEN AeATENbHOCTb B chepe OXpaHbl
3popoBbA. Tunosad ¢opma YyKasaHHOro AJorosopa yTBeprKaaetrcA denepasibHbIM — OpPraHom
NCNOSIHUTENbHOM BNACTU, OCYLLECTBAAIOWMM PYHKLMMN NO BbIPabOTKe M peanmsaumm rocyaapcTBeHHOM
NOJIMTUKN N HOPMATMBHO-NPABOBOMY PEry/IMPOBaHNIO B chepe 34paBOOXPAHEHMA, MO COMNACOBAHMUIO C
denepanbHbIM OPraHOM WCMNOJIHUTENIbHOM  BAACTW, OCYLLECTBAAWMM  PYHKUMM MO  BblpaboTke
rocygapcTBeEHHOM MNOAUTUKM U HOPMATUBHO-NPABOBOMY pPerynpoBaHuto B coepe obpasoBaHus.
YKas3aHHbI [0roBOp [AO/MKEH COAEPKATb MOJIOXKEHUA, onpedenslolwme Buabl AeATENbHOCTM, MO
KOTOPbIM  OCYLLECTB/AAETCA MpaKTUYecKas MoAroToBKa OOyYaloWwmMxcs, CPOKM  OCYyLWEecTB/eHusA
MPaKTUYECKOM MNOArOTOBKM B  COOTBETCTBUM C  Yy4ebHbIM nNaaHOM, nepeyeHb pPaboOTHUKOB
obpasoBaTenbHOM oOpraHM3aunun, paboTHMKOB HayyHOW OpraHM3aLMM, KOJMYECTBO Oby4yatowmxcs,
YYaCTBYIOWMX B MPAKTUYECKOW MOAroTOBKe, MOPAAOK M YC/NOBUS MCMNOAb30BaHMA HeobxogmMmoro ans
OpraHusaumMm MpaKTUYecKol NOArOTOBKM MMYyLLECTBA CTOPOH [A0roBopa, MOPAAOK  yyacTus
obyyvatowmxcs, paboTHMKOB obpasoBaTeNbHOW OpraHM3auuu, PaboTHUMKOB Hay4yHOW opraHuM3auuu B
COOTBETCTBYIOLLEN AEATENbHOCTU, BKIOYAA MOPSAAOK MX y4acTUA B OKa3aHUM MeAULMHCKON nMomoLim
rpakfiaHam, OTBETCTBEHHOCTb 0OOpa3oBaTeNbHOM OpraHM3auuu, HayyHOM opraHuM3auuu 3a Bpeq,
NMPUYMHEHHDbIA MNPW  OCYLLECTBNIEHUM MPAKTUYECKOM MNOAFOTOBKM oObyvatowmxca, B TOM 4ucne
naumeHTam.".

Cratba 4
Hactoawmi ®deaepanbHbli 3aKOH BCTynaeT B cuay ¢ 1 aHBapa 2016 roaa.

Mpe3ngeHT
Poccuitckoin ®epepaumm
B.MYTUH
Mocksa, Kpemnb
29 nekabpa 2015 roaa
N 389-¢3




