POCCUNCKASA ©EOEPALINA
®EOEPANbHbIN 3AKOH

O BHeceHuM U3MEHEeHUN B OTAenbHble 3akoHoaaTernbHble akTbl Poccumnckon
depepauymn

MpnHAT
"ocypnapcTBeHHON [lymon
18 nekabps 2015 roga

OpobpeH

Coetom Penepauumn
25 nekabpsa 2015 roga

Ctatba 1



YacTtb 3 cTatbu 29 dPenepanbHoro 3akoHa oT 12 anpens 2010 roga N 61-93
"O6 obpauweHnn nekapcTBeHHblx cpeacts” (CobpaHue 3akoHopaTenbcTBa
Poccunckon ®enepaumn, 2010, N 16, cT.1815; N 42, c1.5293; N 49, c1.6409; 2013,
N 48, c1.6165; 2014, N 43, c1.5797; N 52, cT1.7540; 2015, N 29, c1.4367) N3noxuTb B
crefyroLwen pegakumm:

"3. K 3agBneHnio o0 noaTtBepXOeHuM rocydapCTBEHHOM — perncTpauuu
NEKapPCTBEHHOIO npenapata ans9  MeOUUMHCKOrO MPUMEHEHNA  npuraratTcd
AOKYMEHT,  MOATBEpXOawWwmnu  ynraty  rocy4apCTBEHHOM  MOWMHbI  3a
nogTBepXaeHne rocyaapCTBEHHOM perMcTpauum fnekapCTBEeHHOro npenapara gnd
MEOULMHCKOrO MPUMEHEHUHA, OOKYMEHT, coepXawmin pesyribTaTbl MOHUTOPUHIa
6e3onacHOCTM JfeKapcTBEHHOro npenaparta Ans MEeOUUWHCKOro MpUMEHEeHUs,
NpoBOOMMOro 3asiBuTenem, no dopme, YCTAHOBJIEHHON COOTBETCTBYHOLLMM
YMNOSNMHOMOYEHHbIM befeparnbHbiM OpraHOM UCMONHUTESTbHOW BracTW, OOKYMEHT,
nepeseneHHbIN Ha  PYCCKMAW  A3blK, noaTBeEPXOarwWMM  COOTBETCTBUE
Npou3BOAUTENSA JIEKAPCTBEHHOIO npenapara ansg MeauUUHCKOro MNpUMEHEHUS
TpeboBaHMsAM nMpaBun Haanexalwen npon3BOACTBEHHON MPAKTUKW, BblAAHHLIN
KOMMETEHTHbLIM OpraHOM CTpaHbl MPON3BOAUTESNA NEKapCTBEHHOro npenapara ans
MEAULMHCKOrO NPUMEHEHUSA N 3aBEPEHHbIN B YCTAHOBJIEHHOM MOpAAKe, JOKYMEHT,
nepeseneHHbIN Ha  PYCCKMW  A3blK, noaTBEPXOawWMnM  COOTBETCTBUE
npousBoauTena  papmaueBTMdeckoM  cybcTaHuum  TpeboBaHuAM  npaBwun
Haanexawen npou3BoaCTBEHHOMN MNPaKTUKW, BblAaHHbLIA KOMMETEHTHLIM OpraHoOM
CTpaHbl npou3BoaUTENA drapMaLeBTUYECKON CYOCTaHUMM, 3aBEPEHHbLIA B
YCTaAHOBJIEHHOM TMOpsAKe W coepXawmin HanmeHoBaHue doapmaleBTUYeCcKon
cybcTaHuMM (MexagyHapogHOe HenaTeHTOBaHHOE WM XMMUYECKOE U TOpProBoe
HaMMEHOBaHWS1), HaMMEeHOBaHWE W adpec Npov3BoAUTENa drapMaLeBTUYECKOM
cyObCTaHL MK, CPOK roAHOCTU (papMaL,eBTUYECKOM CyDCTaHL M. ",

Ctatba 2

BHectn B PegepanbHbii 3akoH oT 21 Hos6psa 2011 roga N 323-®3 "O6
OCHOBax OxpaHbl 340poBbsA _rpaxaaH B Poccunckon Pepepaumn” (CobpaHue
3akoHopatenbctBa Poccuimckon depepaumn, 2011, N 48, cT1.6724; 2013, N 27,
cT.3477; N 48, c1.6165; N 52, c1.6951; 2014, N 30, cT1.4257; N 49, ¢T1.6927; 2015, N
10, cT.1425; N 29, c1.4397) cnegytoLume N3MeHeHUs:

1) OYHKT 5 cTaTtbu 2 nocre croB "MeguUNHCKUM paboTHUKOM" AONOSTHUTL CrioBaMu
"M WHbIM PabOTHMKOM, MMEKWMM MNpaBO Ha OCYLECTBEHNE MeOULNHCKON
aestenbHocTn,";

2) YacTb 2 ctatbu 14 gononHuTb NyHKTOM 111 cnegytoLlero cogepaHust:
"11_1) opraHusauuna NnpoBeaeHNss akkpeauTaumm cnewmnanmcTos;";

3) B cTatbe 69:
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a) OONONMHUTBL YacTbio 2_1 crneayrowero coaepKaHus:

"2 1. Tlleparormdyeckne wn HaydHble pPabOTHUKK, UMeWme cepTudukat
cneunanmcta mbo  cBmaeTenbctBo 06  akkpeauTauum - cneumnanucTa,
OCYLLUECTBIIAIOWME MPAKTUYECKYD MOLFOTOBKY ODy4aloWMXca B COOTBETCTBUM CO
ctatben 82 PenepanbHoro 3akoHa oT 29 pekabps 2012 roga N 273-®3 "O6
obpasoBaHuu B Poccuinckon Pegepaunn”, a Takxke HaydHble paboTHUKK, NMetoLme
ceptndmkaT cneumanmcta nmbo cBMaeTensCcTBO 00 akkpeautTauum cneumnanucTa,
OCYLLECTBIIAIOWME HAy4YHble UCCneaoBaHUA B cpepe oxpaHbl 300pOBbS, BrpasBe
OCYLLECTBIATb MEOMUMHCKYIO AeATeNbHOCTb. Ha negarormdecknx v Hay4vHbIX
pabOTHMKOB  MpM  OCYLUECTBMIEHMM UMW  MEOULMHCKON  OedATeNlbHOCTU
pacnpocTpaHsaTCA npaBa, 0653aHHOCTU UM  OTBETCTBEHHOCTb MEOULMHCKUX
pabOoTHNKOB.",;

6) YacTb 3 U3MOXMTbL B CrieayoLen peaakLuun:

"3. AkKpeauTauma cneuwnanucTa - npouenypa ornpegeneHnss COOTBETCTBUSA
nvua, noslyydmBlLLErO MeauuMHCKoe, hapmaueBTMyeckoe unm nHoe obpasoBaHue,
TpeboBaHMsIM K OCYLLECTBIIEHNIO MEOULMHCKON OeATEeNbHOCTU MO onpeneneHHou
MEOULMHCKON  cneumanbHoCcTU  nnbo  hapmMaueBTUYECKON  OeSATEenNbHOCTMW.
AkKpeguTaumsa cneymanucTa npoBOAUTCSA  akKpeauTauMoHHOM KOMUCCUEW MO
OKOHYaHMM OCBOEHUSI UM npodecCuoHanbHbIX obpa3oBaTeNbHbLIX MpPorpaMm
MeauunHckoro obpasoBaHus unM dpapmaueBTUYECKOro obpasoBaHUs He pexe
OOHOrO pasa B nNATb JeT. AKKpeOuTauMoHHas Komuccusi  dpopmMumpyeTcs
YMNOSNMHOMOYEHHbIM doejeparibHbiM OpraHOM MUCMOSHUTESNBHOM BflaCTU C y4acTUEM
NpodecCUoHarnbHbIX HEKOMMEPYECKUX OpraHu3auun, ykasaHHbIX B cTaTbe 76
HacTosiero PenepanbHOro 3akoHa. NonoxeHne o6 akkpeautTauum cneumanmcToB,
nopsaoK BblgayM cBuaeTenbctBa 06 akkpeguTauum cneuuanucTta, dopma
cBuageTenbcTBa 06 akkpegutTauum cneumanucta m TexHudeckne TpeboBaHus K
HeMy YTBEpXOarTCHA YNOSIHOMOYEHHbIM drefepalibHbIM OPraHOM MCTMOSHUTESNBbHOMN
BnacTun.";

B) YacTb 4 JOMOMHUTL CI0BOM "creunanucta”;

) BYactM 6 croBa "cgoayuM 3K3amMeHa Mo creunanbHOCTU B MOPSOKe,
YCTAHOBJSIEHHOM  YMOSIHOMOYEHHbIM  doefiepalribHbIM  OpraHOM  UCMOSNTHUTENbHOMN
BflacTn," WUCKMOYNTL, MOCSie CnoB "NpoxoXaeHusa akkpegutauuu" OOMonHUTL
criosoM "cneynanucta";

4) B cTatbe 76:

a)4actb 2 nocne cnos "HOpM WM nNpaBwn," OOMNOMHUTL croBamn "B paspaboTke”,
nocrie cnoB "KBanMM@UKaUWOHHbLIX KaTeropun" OOMOSHUTL crioBamMn "M B
NpoBeaeHUN akkpeamTauum cneunanicTos”,

6) YacTb 3 AOMOMHUTL NYHKTOM 4 CreyHoLero CoaepKaHus:
"4) B opMMPOBAHUN  aKKpeOUTALMOHHbIX KOMUCCUA W NpoBegeHUU
akkpeauTaumm cneymnanncTos.”;
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5) B cTtatbe 100:
a) B ab3aue nepsomM Yactu 1 undppbl "2016" 3ameHnTb Lmdpamm "2026",;

6) gononHUTb YacTbio 1_1 cnegytoLwero cogepxaHns:

"1_1. lepexon k npouenype akkpeauTauum CreumarnmcTtoB OCYLUECTBIIAETCS
noatanHo ¢ 1 sHBaps 2016 roga no 31 gekabpsa 2025 roga BknoUNTENLHO. CPOoKN K
aTanbl yKa3aHHOro rnepexofa, a TakXe KaTeropum Iy, UMerWwmx MeduunHCKoe,
dapmaueBTUYECKOE UM MHOE obpasoBaHMe U noanexawmx akkpeauTauuu
cneunanucToB, OMpeaenisalTCsa  YNOSIHOMOYEHHbIM  doefdeparbHbIM - OpraHoM
NCNONHUTENbHOM BNacTn.";

B) B YacTu 2 umdpbl "2016" 3ameHnTb Ldpamm "2021".

Ctatba 3

BHecTn B PegepanbHbii 3akoH o1 29 pgekabpsa 2012 rogpa N 273-3 "O6
obpasoBanun B Poccuiickon depnepauun” (CobpaHue 3akoHogartenbcTea
Poccuinckon depepaumn, 2012, N 53, c1.7598; 2014, N 30, c1.4217) cnegywoume
N3MEHEeHUS:

1) BYacTtu 6 ctatbu 47 cnoea "y4ebHasa (npenogasaTenibckad), BocnuTaTesnbHas
paboTta" 3ameHnTb croBamu "y4yebHasa (npenogaBaTefibCckasi) U BocnuTaTesibHas
paboTa, B TOM YuCrie npakTu4yeckas noarotoBka obyyarowmxcs";
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2) YacTb 5 cTarbu 82 N3NoXuTb B CreayloLwen pegakumnu:

"5. OpraHusaumsa npakTUYeCcKoOW MOAroTOBKM oObydyalwmxca B Cryyasx,
NpenyCcMOTPEHHBIX MyHKTaMn 2 U 3 YacTu 4 HacTOsLLEN CTaTbW, OCYLIECTBISAETCH
Ha OCHOBaHWM OOroBopa Mexay obpasoBaTeflbHOM UMM Hay4yHOW opraHu3auunen u
MeaULIMHCKOMN opraHusaumnen nmbo opraHusaumen, OCYLLECTBIIAIOLLEN
NPON3BOLCTBO JIEKAPCTBEHHbIX CPeaCTB, OpraHusaumen, OCYLLECTBIISIOLLEN
NPOV3BOACTBO U M3rOTOBIIEHNE MEOMLMHCKUX U3LENUN, anTe4YHOW OopraHmn3auunewn,
cynebHO-9KCNEPTHbIM YYPEXOEHNEM UMM UHOW OpraHM3aumnen, OCYLLECTBIIAIOLLEN
AEeATeNnbHOCTb B cpepe oxpaHbl 340pOBbS. Tunosas oopma yKaszaHHOro 4orosopa
yTBepxagaetcd doepepanbHbIM opraHom NCMNOSTHUTESNTbHOW BJlacTw,
OCYLLECTBIAIOWMM  OYHKLMM MO BbIpaboTKe W peanusaumm rocygapcTBEHHOM
NOSIMTUKM U HOPMAaTMBHO-NPaABOBOMY PErynMpoBaHnio B cdepe 34paBOOXpaHEHNS,
Nno corrnacoBaHNio C degeparibHbIM  OpraHOM  UCMOSHUTENBHOM  BNacTW,
ocywecTBnaiowmM  OyHKLUMM NO  BblpabOTKe rocygapCTBEHHOM MNOSMTUKN W
HOPMaTUBHO-NPaBOBOMY peryrnmpoBaHnio B cdepe obpasoBaHud. YKasaHHbIN
[0roBOp OOMMKEH coAepXaTb MOSOXeHUs, onpeaensaowme Buabl AesaTeNTlbHOCTH, Mo
KOTOPbIM OCYLUECTBISETCA npakTudeckad noArotoBka oby4yalolmMxcsa, CpPOKu
OCYLLUECTBIIEHNA MPaKTUYECKOM NOATOTOBKM B COOTBETCTBUM C Y4EOHbLIM MSlaHOM,
nepeyeHb paboTHMKOB ob6pasoBaTenbHOW oOpraHmMsauuu, paboTHUMKOB Hay4yHOW
opraHuM3auun, Komm4yecTtBO obyvaroumxcs, Yy4acTBYOUMX B  NpaKTUYECKOn
NOAroToBKe, NOPSAOK N YCIIOBUS MCMOMb30BaHUSA HEOOXOAMMOro A8 opraHu3aumum
NPaKTUYECKOM MNOArOTOBKM WMyLLeCTBaA CTOPOH [OroBopa, MNOpsaoK ydacTud
oby4varowmxca, paboTHUKoOB obpasoBaTenibHOM OpraHn3auum, paboTHUKOB Hay4YHOWM
OpraHusauum B COOTBETCTBYHOLLEN AeATENbHOCTHU, BKIOYada NOPSAoK UX y4acTus B
oKasaHum MeauUMHCKON MOMOLLM rpaxaaHaMm, OTBETCTBEHHOCTb 0bpa3oBaTeribHON
OopraHusauumn, Hay4YyHOW opraHu3auuu 3a Bped, NPUYUHEHHbLIW MPU OCYLLECTBIIEHUN
NPaKTUYECKOM NOArOTOBKM ODyYaloLMXCS, B TOM YMCie NauneHTam.".

Ctatba 4

HacToswmin ®enepanbHbin 3aKoH BCTynaeT B cuny ¢ 1 aHBaps 2016 roga.

[Mpe3ngeHT
Poccuinckon ®egepaumnm
B.MyTuH

MockBa, Kpemnb
29 nekabps 2015 roga
N 389-03
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