29 nekabpa 2015 roaa N 389-$3

POCCUICKAA ®EAEPALIUA
®EAEPA/IbHbIN 3AKOH

O BHECEHWUM U3MEHEHWIA
B OTAENbHbIE 3AKOHOAATE/IbHbIE AKTbl POCCUIACKOM ®EAEPALIUMA

MpuHAT
locypapctBeHHOM [lymon
18 nekabps 2015 roaa

OpnobpeH
CoseTom depepauum
25 pekabpsa 2015 roga

Cratba l

Yactb 3 ctatbm 29 dPepepanbHoro 3akoHa ot 12 anpena 2010 roga N 61-®3 "O6 obpaleHuu
NnekapctBeHHbIx cpeacTs” (CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepaumm, 2010, N 16, cT. 1815;
N 42, cT. 5293; N 49, cT. 6409; 2013, N 48, cT. 6165; 2014, N 43, c1. 5797; N 52, cT. 7540; 2015, N 29, cT.
4367) U3N0XUTb B CAeayiolen pegakumnu:

"3. K 3anABAEHMIO O NOATBEPKAEHUN TOCYAaPCTBEHHOW PerucTpaLmm ieKapcTBEHHOro npenapaTta
AN MeAULMHCKOro NPUMEHEHUA NPUAAraloTca 4OKYMEHT, NOATBEPKAAOWMIA YNNaTy rocyAapcTBEHHOM
MOW/IMHbI 32 MOATBEPKAEHME TOCYLAPCTBEHHOW PErucTpauuu JIeKapcTBEHHOro npenapaTta  Ans
MeAMLMHCKOrO MPUMEHEHWs, [AOKYMEHT, COAEep)KalWmii pesyabTaTbl MOHWUTOPWMHIa 6HesonacHocTu
NIleKapCTBEHHOro npenaparta Ans MeAMLMHCKOro NpuMeHeHUsn, NPoBOAMMOro 3asBuUTesieM, No Gpopme,
YCTAHOB/IEHHOW COOTBETCTBYHOLWMM YMNOJHOMOUYEHHbIM deaepasbHbiM  OPraHoOM  MCMOAHUTE/IbHOM
BN1ACTU, AOKYMEHT, NepeBeAeHHbIN Ha PYCCKMI A3bIK, NOATBEPKAAOWMI COOTBETCTBME NPON3BOAUTENA
NNeKapCTBEHHOro npenapata AaA MegMLMHCKOro NpPUMEeHeHWs TpeboBaHUAM MNpPaBUA HagneKallen
NPOM3BOACTBEHHOW MNPAKTUKK, BbIAAHHbIA KOMNETEHTHbIM OPraHOM CTPaHbl MNPOM3BOAUTENS
NIeKapCTBEHHOro npenapaTa ANs MEeAMUMHCKOrO MPUMEHEHMA U 3aBEpPeHHbI B YCTaHOBAEHHOM
nopsake, [AOKYMEHT, nNepeBeAeHHblt Ha PYCCKMI  A3bIK, NOATBEPKAAlOWMIA  COOTBETCTBUE
npovssoguTens bapmaueBTUYECKOM cybcTaHumm TpeboBaHMAM npasun Hagnexaluewn
NPOM3BOACTBEHHOW MPAKTUKK, BblAAHHbIA KOMMNETEHTHbIM OPraHOM CTPaHbl MNPOW3BOAUTENA
dapmaueBTUYECKO CcybCTaHLMKM, 3aBEPEHHbIW B  YCTAaHOB/NEHHOM MOpPAAKE U CoAeprKalimii
HaMMeHoBaHMe papmaLeBTUYECKOM CybCTaHLMKN (MeXAyHAapOAHOE HEMATEHTOBAHHOE MW XUMUYECKOE
M TOpProBoe HaMMeHOBaHMsA), HAMMEHOBaHME U agpec npomssoauTens GpapmaleBTUYEecKol cybCcTaHLmMK,
CPOK rogHocTn papmaueBTUYECKOM cybcTaHumK.".

CratbAa 2

BHecTn B desepanbHbiit 3aKoH oT 21 Hoabpsa 2011 roaa N 323-d3 "O6 ocHoBax oxpaHbl 340p0BbS
rparkaaH B Poccuickont Pepepaumnmn” (CobpaHue 3akoHogaTenbcTea Poccuiickon depepaumm, 2011, N
48, cT. 6724; 2013, N 27, cT1. 3477; N 48, c1. 6165; N 52, cT1. 6951; 2014, N 30, cT. 4257; N 49, cT1. 6927;
2015, N 10, cT. 1425; N 29, cT1. 4397) cneaytolime U3MeHeHun:

1) nyHKT 5 cTatbm 2 nocne cnoB "MeguMUMHCKMM paboTHUKOM" A0NOAHUTL CAoBamM "M MHbIM
PaboTHMKOM, MMEIOLLMM NPABO Ha OCYLLECTBAEHME MeAULIMHCKOW AeAaTebHoCTK,";

2) yacTb 2 ctaTbk 14 gononHUTL NyHKTOM 11.1 cneaytowero coaepaHus:
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"11.1) opraHmsauma NpoBeAeHMs akKpeaUTaLumM CneLmanmncTos;";
3) B cTaTbe 69:
a) 4ONONHUTL YacTbio 2.1 cneaytoLLero coaepXaHusa:

"2.1. Neparormyeckne M Hay4dHble pPabOTHMKKU, UMmelolme cepTuduKaT crheunanucta ambo
CBMAETENbCTBO 00 aKKpeaAuTauuu CneuManucTta, OCYLEeCTBAAIOWME MPAKTUYECKYy0 MOArOTOBKY
oby4aloLMxcs B COOTBETCTBUN CO cTaTbel 82 PeaepanbHOro 3akoHa ot 29 aekabpa 2012 roaa N 273-03
"O6 obpasoBaHun B Poccuiickon Pepepaumn’, a TakKe HayyHble pabOTHUMKKU, MMmerowme cepTudumKaT
cneumanncta AnMbo CBMAETENbCTBO 06 aKKpeauTauuu Creuuanucra, OCYLLECTBAAIOWME HayyHble
uccnenoBaHus B cdpepe oxpaHbl 340POBbsA, BMNPaBe OCYWECTBAATb MEAUUMHCKYIO AeATesbHOCTb. Ha
nefarorMyeckmx U HayyHbIX PabOTHMKOB MNPU OCYLLECTBAEHUN UMW MEAWUUMHCKOW AeaTe/lbHOCTU
pacnpocTpaHAoTCcA NpaBa, 0643aHHOCTU U OTBETCTBEHHOCTb MEANLMHCKMX PabOTHUKOB.";

6) YacTb 3 U3NOXKUTb B Cleaytowen peaakunm:

"3. AKKpeguTauma cneumanucta - npoueaypa onpenesieHus COOTBETCTBUA NnLa, MOJYYUBLLETO
MeanUMHCKoe, dapmMaueBTUYeckoe WAM KMHoe obpasoBaHWe, TpeboBaHMAM K OCYLLECTB/IEHUIO
MEAMUMHCKON  AeAaTenbHOCTM Mo onpeAeneHHoM  MeAMUMHCKOW  cneumanbHocTM  nbo
dapmaueBTMYECKON AeATeNbHOCTU. AKKpeauTauusa crneuuanucTa MNPOBOAUTCA aKKpeaUTaLMOHHOM
KOMWUCCMEN NO OKOHYAHUM OCBOEHUS UM NpodeccMoHaNbHbIX 06pa3oBaTeNbHbIX MNPOrpamm
MeANUMHCKOro 06pa3oBaHus nau papmauesTUYecKoro obpasoBaHMa He pexe OAHOro pasa B NATb NeT.
AKKpeguTaLMOHHaA  Komucecua  dopmMupyeTca  YNOJHOMOYEHHbIM  deaepanbHbiIM  OpraHoOM
UCNONHUTENbHOW BAACTU C yYacTMeM NpodeccMoHaNbHbIX HEKOMMEPYECKUX OpraHM3aLnii, YKa3aHHbIX B
cTaTbe 76 HacToAwero ®eaepanbHOro 3akoHa. MNonoxKeHre 06 akKKpeaguTaLMmM CneuuanmcToB, NopaaoK
BblAaun cBMAETeNbCTBa 06 aKkKpeaAuTauuu cneumanvcta, popma cBUAeTeNbCTBa 06 akKkpeauTauuu
cneumanncTa M TexHuYeckue TpeboBaHUA K Hemy YTBEPKAATCA YNOJHOMOYEHHbIM deaepanbHbim
OpraHoOM UCMONHUTENbHOM BacTL.";

B) 4yacTb 4 4ONOJHUTbL CNOBOM "cneumanmucra”;

r) B yacTu 6 cnoBa "cOaum 3K3ameHa MO CNeunanbHOCTU B MOPAAKe, YCTaHOBAEHHOM
YNONHOMOYEHHbIM deaepanbHbiM OPraHOM MUCMOMHUTENbHOW BAacTW," WCKAUYUTL, Noc/ie CNoB
"NpoxoXKaeHus akkpegmMTaunmn" 4onoaHUTbL cnosom "cneumnanmcra;

4) B cTatbe 76:

a) yactb 2 nocne cnoB "Hopm W npasua," AoNoAHWUTL cnoBamu "B paspaboTke", nocne cnos

"KBaNMOUKALUMOHHbIX  KaTeropuin" AOMNOAHUTL cnoBamu "M B MpOBeAeHMM  aKKpeauTauuu
cneumanucros”;

6) 4acTb 3 4ONONHUTL NYHKTOM 4 CleAyIoOLLEro coAeprKaHua:

"4) B GOPMMPOBAHUM  aAKKPEAMTALMOHHbIX KOMUCCMM U NPoOBeAEHUWN  aKKpeauTauuu
cneumnanncros.";

5) B ctatbe 100:
a) B ab3aue nepsom yactu 1 umdpsl "2016" 3ameHnTb Undpammn "2026";
6) 4onoAHUTL YacTblo 1.1 cneayowero coaepaHus:

"1.1. Nepexop, K Npoueaype akkpeauTaummn cneLmaancTtoB ocyLwecTBAAETCA NosTanHo ¢ 1 sHBapsa
2016 roga no 31 gekabpsa 2025 roga BKAUMTENbHO. CPOKM M 3Tanbl YKAa3aHHOro nepexoa, a TaKXe
KaTeropum auu, UMeLWmx MeanumHckoe, GapmaLeBTUYECKOE UM MHOe 06pa3oBaHUE U NOANENKALLMX
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aKKpeaguTauMm  CneuuanuctoB, onpeaensaArTcs  YNOJHOMOYEHHbiM  dedepasbHbiM  OpraHOM
MCMOJIHUTEIbHOM BhacTu.";

B) Buyactu 2 umndpsbl "2016" 3ameHuTb Lndppamm "2021".
CratbAa 3

BHectn B PepepasnbHblit 3akoH OT 29 gekabpsa 2012 roga N 273-®3 "O6 obpasoBaHuu B
Poccuiickon ®epepaunn (CobpaHme 3akoHogatenbctsa Poccuitckoit Pepepauum, 2012, N 53, ct. 7598;
2014, N 30, cT. 4217) cheaytolime U3SMeHeHUSN:

1) B yactn 6 ctatbm 47 cnosa "yyebHasa (NnpenogasaTtenbcKkan), BocnutaTenbHasa paboTa" 3ameHUTb
cnoBamm "yyebHas (npenofaBaTesibCKas) M BoOCMMTaTeslbHaa paboTa, B TOM 4YMC/le MpaKTMYecKas
noAroToBKa obyyatowmxca";

2) yacTb 5 cTaTby 82 U3N0XKUTb B CAeAyOWEN pegakumnm:

"5. OpraHuM3aumsa MpPaKTUYEeCKoM NOArOTOBKM OOYYaloWMXCA B C/Ayvasax, NpeayCcMOTPEHHbIX
NyHKTamMM 2 M 3 4acTM 4 HacTosLLeN CTaTbM, OCYLLECTBAAETCA Ha OCHOBAaHWWM [OroBOpa MeEXKay
obpasoBaTesibHOW MM HAYYHOW OpraHM3auMen U MeauUMHCKON opraHmsaumeln aMbo opraHmsaumen,
OCYLLEeCTBAAIOWEN MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, OpraHu3auMen, OCyLLecTBAAOWEN
NpoOM3BOACTBO M  W3rOTOB/JIEHWE MELMULMHCKMX W3AeNui, anTeyHoM opraHusauuel, cyaebHo-
9KCMEPTHbLIM YUpEeXKAEHNEM U MHOWN OpraHn3aLMen, OCyLEeCTBAAIOLLEN AeATe/IbHOCTb B chepe oxXpaHbl
300poBbA.  TunoBas ¢opma yKasaHHOrO forosopa yTBepxaaetcA denepasnbHbIM  OpraHom
WCMONIHUTENLHOM BIACTU, OCYLLECTBAAOWMM GYHKLUM NO BblpaboTKe M peannsaLmm rocyLapcrBeHHowm
NOJIMTUKM M HOPMATUBHO-NPAaBOBOMY PEry/iMpoBaHuio B chepe 34paBOOXPaHEHMsA, MO COMIAacoBaHMUIO C
denepanbHbIM  OPraHOM  WCMNOJIHUTENIbHOW  BAACTW, OCYLIECTBASIOWMM  QYHKUMKM MO  BbipaboTke
rocyfapCTBEHHON MOJMTUKM W HOPMATMBHO-MPABOBOMY pPEry/MpoBaHui0 B chepe obpasoBaHus.
YKasaHHbI [0roBOp AO/KEH COAEpP)KaTb MOJIONKEHMWA, Onpeaenstowme BuAbl AeATeNbHOCTM, No
KOTOPbIM  OCYLLECTBASIETCA MPAKTUYeCcKas MOArOTOBKA OOy4YaloWMXCsA, CPOKM  OCYLLEeCTBAEHMSA
NPaKTUYeCKol MOArOTOBKM B  COOTBETCTBMM C  y4ebHbIM NJaHOM, nepeyeHb pPaboTHUKOB
obpasoBaTesNibHOM oOpraHvsauuu, pPaboTHMKOB HAyyHOM OpraHM3auMu, KOAMYECTBO Obyvatolmxca,
YYacTBYIOLLMX B MPAKTUUYECKOW MOArOTOBKE, MOPAAOK U YCNI0BUA MCMNONb30BaHUS Heobxoanmoro gnas
OpraHM3aumMM MPaKTUYECKOW MOArOTOBKM MMYyLLECTBa CTOPOH AO0roBopa, MNOPAZOK  ydyacTusA
obyuvatowmxca, paboTHMKoB 0bpas3oBaTenbHOW OpraHM3auuu, PaboOTHUKOB Hay4yHOM opraHuMsauuu B
COOTBETCTBYIOWEN AEATENbHOCTU, BKAOYAA NMOPALOK MX y4acTMA B OKa3aHUM MeAMLMHCKOW NOMOLUM
rpaskAaHam, OTBETCTBEHHOCTb 06pasoBaTe/lbHOW OpraHM3aLuu, HayyHOW oOpraHvs3auuu 3a Bpeg,
NPUYUHEHHBIA MNPU  OCYLLECTBNEHMM NPAKTMYECKOM MNOArOTOBKM obydyatowmxca, B TOM 4ucie
naumeHtam.".

Cratba 4
Hactoawmi ®eaepanbHblil 3aKOH BCTynaeT B cuay ¢ 1 aHBapAa 2016 roga.

MNpesnaeHT
Poccuiickon ®egepauymm
B.MYTUH
Mocksa, Kpemnb

29 pekabpsa 2015 roga
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