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®epnepanbHbIi 3akoH oT 29.12.2015 N 389-93

"O BHECEHUW U3MEHEHWIA B OTAE/NbHbIE 3aKOHOAATENbHbIE aKThl [JokyMeHT npeaocTtasneH KoHncynbtaHuTIaroc
Poccuiickoin depepauyn’ [lata coxpaHenus: 07.01.2016
29 pekabps 2015 ropa N 389-03

POCCUWNCKAS ®EOEPALIA
®EAEPAINbHbIA 3AKOH

O BHECEHWM U3MEHEHWA
B OTAENbHLIE 3AKOHOAATENBHBIE AKTbl POCCUACKON ®ENEPALIMM

MpuHar
MocynapcteeHHon [dymoim
18 nekabps 2015 roga

OpobpeH
CoBeTom depepauum
25 pekabps 2015 roga

Cratbsa 1

YacTb 3 ctatbu 29 depgepansHoro 3akoHa ot 12 anpens 2010 roga N 61-®3 "O6 obpalueHnn nekapCTBEHHbIX
cpenctB" (CobpaHue 3akoHopaTensctea Poccuiickon Pepepaumm, 2010, N 16, ct. 1815; N 42, cr. 5293; N 49, cT.
6409; 2013, N 48, cT. 6165; 2014, N 43, c1. 5797; N 52, cT. 7540; 2015, N 29, cT. 4367) u3noxuTb B crneayoLLen
pepakumn:

"3. K 3asBneHnio 0 noaTBepXAeHUW rocydapCTBEHHOM perucTpauum fekapCTBEHHOro npenapaTta  Ans
MEeOULMHCKOTO MPUMEHEHUS npunararTca AOKYMEHT, MoATBEepXKOatoWui ynnaTty rocyaapCTBEHHOW MOLWMMHbI 3a
NOATBEPXAEHNE rOCYOapCTBEHHOW perncTpauum nekapCTBEeHHOro npenapata Ans MeguumHCKOro NpUMEHEHWUs,
OOKYMEHT, cofepKallmin pe3ynbTaTbl MOHUTOPMHra 6e30macHOCTU fekapCTBEHHOro npenaparta Ans MeAMUMHCKOro
NPUMEHEHWs, MNPOBOAMMOrO 3asiBuTenemM, no dopme, YCTaHOBNEHHOW COOTBETCTBYIOLIMM  YMONHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOMHUTENBHOW BNAacTu, AOKYMEHT, NepeBedeHHbIn Ha PYCCKMIM A3blK, NOATBEPXAAOLLMNA
COOTBETCTBME MPOM3BOANTENS NEKapCTBEHHOro nNpenaparta Ans MeAMUMHCKOro npuMeHeHus TpeboBaHuaM npasun
Hagnexawiey MNpoOM3BOACTBEHHOW MNPaKTVKW, BblOa@HHbBIN KOMMETEHTHbIM OpraHoM CTpaHbl MNPOM3BOAMTENS
nekapCTBEHHOro npenapaTta Ans MeAMUUHCKOro NMPUMEHEHUS 1 3aBEPEHHbIN B YCTaHOBIEHHOM MOpsake, OOKYMEHT,
nepeBeeHHbIN Ha PyCCKMIN A3blK, NOATBEPXKAAIOLLMNIA COOTBETCTBME NPON3BOAMUTENS hbapMaLeBTUYeckon cybcTaHumm
TpeboBaHWAM MpaBun Haanexallen Npou3BOACTBEHHOW MPaKTUKW, BblOAHHBbIA KOMMETEHTHbIM OpraHoM CTpaHbl
npounssoauTens dapMaueBTUYeckon CybCTaHumK, 3aBepPeHHbIl B YCTAHOBMIEHHOM MOPSAKe W codepaliuii
HammeHoBaHVe hapmaLeBTUYecKon cybcTaHumMmn (MexayHapoaHoe HenaTeHTOBaHHOe WM XUMUYECKOe U TOprosoe
HaVMEHOBaHUs), HauMeHOBaHWe W agpec npou3BoAMTENsd apmaueBTUYeckon cybcTaHumMn, CpoK rogHOCTU
hapmaLeBTUYeCcKon cybcTaHumm.".

Cratbsa 2

BHectn B ®epepanbHbii 3akoH oT 21 Hos6psa 2011 roga N 323-3 "O0 ocHOBax 0xpaHbl 340pOBbS FpaxpaH B
Poccuiickon ®epepauunn” (CobpaHne 3akoHogaTenscTea Poccuiickon depepaumm, 2011, N 48, c1. 6724; 2013, N 27,
cT. 3477; N 48, cT. 6165; N 52, cT. 6951; 2014, N 30, cT. 4257; N 49, cT. 6927; 2015, N 10, cT. 1425; N 29, ct. 4397)
cnepyroLimne N3MeHeHus:

1) nyHKkT 5 cTaTbM 2 nocne cnoB "MeAWLMHCKMM pPabOTHMKOM" OOMOMHMTL CMOBaMW "M MHbIM PabOTHWUKOM,
MMEILLUM NPaBO Ha OCYLLECTBIIEHNE MeOMULMHCKON OeATenbHOCTH,";

2) yacTb 2 ctaTtbu 14 gononHutb NyHKTOM 11.1 cnegytowero cogep)xaHns:

"11.1) opraHmnsaums NpoBeAEHMS akkpeauTauum cneumanmncTos;";

3) B cTaTbe 69:

a) JOMNONHUTL YacTblo 2.1 crieaytoLLero coaepXaHus:

"2.1. MNeparornyeckme n HayyHble paboTHUKK, UMetowme cepTudmkaT crneunanucta nubo cBUAETENbCTBO 00
aKKkpeauMTauMM crneuvanucta, OCYLUECTBNSAWME NPaKTUYECKylo MoAroToBKy OOy4aloLMXCsi B COOTBETCTBUMM CO
ctatben 82 deagepanbHOro 3akoHa ot 29 gekabpa 2012 roga N 273-93 "O6 obpasosaHum B Poccuiickon ®epepauun”,
a Takke HayuyHble paboTHMKKM, wumewwme cepTudmkat crneumanucta nubo cBuOETENbCTBO 00 akkpeauTauum
crneuManucTa, OCYLWeCTBASLWMe HaydHble uccnefoBaHus B cdpepe OxpaHbl 300pOBbsl, BrpaBe OCYLLECTBNATb
MEeOULMHCKYH0 OesATeNnbHOCTb. Ha negarormyecknx 1 Hay4HbIX paboTHMKOB MpY OCYLLECTBMEHUN UMW MELMLMHCKON
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OEeSATeNbHOCTN PacnpoCTPaHATCA NpaBa, 06893aHHOCTM U OTBETCTBEHHOCTb MEAMUNHCKMX pabOTHUKOB.";

6) yacTb 3 N3NOXUTb B CreayoLwen pegakunm:

"3. AkKpeguTaums cneumanucTa - npouegypa onpegeneHus COOTBETCTBUS nuua, MOMNYyYMBLUETNO MEOULIMHCKOE,
dapmaueBTMyeckoe nnM MHoe obpasoBaHMe, TPebOBaHWSIM K OCYLLECTBNEHWUIO MEOULMHCKON AeAaTenbHOCTM no
onpegeneHHon MeguULMHCKON cneunanbHOCTM Nnbo bapMaueBTUYECKON eATeNbHOCTU. AKKpeanTaums cneumanmcra
NPOBOAMUTCH aKKpeAUTALMOHHOW KOMUCCUEN MO OKOHYaAHUM OCBOEHMSI UM NpodbecCuoHanbHbIX 0bpasoBaTeNbHbIX
nporpamMmm mMeamuMHCKoro obpasoBaHust Unv hapMaLeBTMHECKOro 06pa3oBaHMsA He pexe OAHOro pasa B NATb NeT.
AKKpeauTaumoHHas kommuccus hopMmUpyeTcst YNoSTHOMOYEHHbIM chejiepanbHbIM OpraHoM MCMOSTHUTENBHOW BNacTu C
y4yacTuem npopeccroHanbHbIX HEKOMMEPYECKMX OpraHn3aumii, yKasaHHblX B cTaTbe 76 HacTosiwero ®egeparnbHOro
3akoHa. [lonoxeHne 06 akkpeguTauum cCrneunanucToB, MNOPSAOK Bbldaun ceBugeTenscTtBa 06 akkpegutaumu
cneuvanucta, dopma cBugeTenbctBa 00 akkpeguTauum cneumanucta M TexXHUYeckne TpeboBaHWS K Hemy
YTBEPXKAAKTCH YNONHOMOYEHHbIM (beiepanbHbIM OpraHOM UCMOMHUTENbHOW BNacTu.";

B) YacTb 4 JOMNOSMHUTL CIOBOM "cneunanucra”;

r) B4actu 6 cnoBa "cgauum 3sK3aMeHa Mo ChneuuanbHOCTM B MOPSiAKe, YCTaHOBMEHHOM  YMOJTHOMOYEHHbLIM
deaepanbHbIM - OpraHoM  WCMOSTHUTENBbHOM BRacTh," WCKNOYUTb, MOcfe CroB  "MPOXOXAEeHUs  akkpeguTaummn"
JOMNonHUTbL cnosom "cneuymanucra”;

4) B cTaTbe 76:

a) yactb 2 nocrne cnoB "HopM ¥ npaBwn," [OnNonHUTL crnoBamu "B paspaboTke", nocne crnos
"kBanuduKaLMOHHbIX KaTeropuin" JONONHUTEL CRoBaMu "1 B NpOBEAEHUN akkpeanTaumm cneumanmcTos”;

6) yacTb 3 JOMONHNUTL MYHKTOM 4 CriefyoLLero cogepXaHus:

"4) B hOpMNPOBAHUN aKKpeauTaLMOHHBLIX KOMUCCUI 1 MPOBEAEHNN aKKpeanTaumm cneumanmncros.”;

5) B ctatbe 100:

a) B ab3aue nepsom yactu 1 uudppsl "2016" 3ameHunTb uudpamm "2026";

6) gononHWTbL YacTblo 1.1 cnepyloLwero cogepxaHus:

"1.1. Nepexoa k npoLeaype akkpeauTauum cneunannuctoB ocyLlecTBnaeTcs noatanHo ¢ 1 aHsapsa 2016 roga no
31 nekabps 2025 roga BknoumTensHO. Cpoku 1 aTanbl YKa3aHHOTO MEPEXOAa, a TakkKe KaTeropuMm Iy, UMerLmx
MeguumHckoe, dapmaleBTUYeckoe wnn KHoe obpasoBaHMe W noanexawux akkpeguTaumum  CneumanuvcTos,
onpeaensarTcs YNoNHOMOYEHHBIM hedeparibHbIM OpraHoOM UCMOMNHUTENBHOW BNacTu.";

B) B 4actu 2 undpsl "2016" 3ameHuTb undpamm "2021".

CraTtba 3

BHectn B ®PepepanbHbii 3akoH oT 29 pekabpsi 2012 roga N 273-®3 "O6 obpasoBaHum B Poccuiickon
depepaummn” (Cobpanne 3akoHogaTenbcTBa Poccuiickon Peagepaumm, 2012, N 53, ct. 7598; 2014, N 30, ct. 4217)
cnegyroLmne N3MeHeHus:

1) B yactun 6 crtatbu 47 cnosa "y4yebHas (NnpenogaBaTenbckas), BocnuTaTensHas pabota" 3ameHuTb crioBamu
"yyebHas (NpenoaaBaTternbckas) U BocnuTatenbHas paboTa, B TOM Y/CNe NpakTuieckasi NogrotoBka obyyatowmxca™;

2) yacTb 5 ctatby 82 n3noxuTb B CnegyoLwen pegakumm:

"5. OpraHnsaumsi NpakTUYeCKoM NOArOTOBKM 00yYaloLMXCSA B CriyYasix, NpeayCMOTPEHHbIX NyHKTaMn 2 1 3 YacTtu
4 HacTosilen cTaTbM, OCYLLUECTBMSETCA Ha OCHOBaHMM [OroBopa Mexay oOpasoBaTenbHOWM WM Hay4yHOM
opraHusaumen n MeguumMHCKON opraHmsaumen nnbo opraHm3aumnen, ocyLLECTBIIAIOWEN NPOM3BOACTBO JIEKAPCTBEHHbIX
CpeAcTB, OpraHusaumein, OCyLeCTBNAOLWEN NPOU3BOACTBO U  WU3rOTOBMEHUE MEOULMHCKUX W3Oenui, anTeyHon
opraHusaumen, cynebHO-aKCNePTHBIM YUpEeXAeHMEM UINU UHOW OpraHu3auuen, OCyLLeCTBRSWeENn OesTeNbHOCTb B
cdepe oxpaHbl 300pOBbs. TunoBas dopMa yKasaHHOro [oroBopa yTBepXaaeTcsa defeparnbHbiM — OpraHoM
WCMOJTHUTENBbHOW BNACTU, OCYLLECTBSIOWNM YHKLMN MO BbipaboTke U peanusaumm rocygapCTBEHHOW MOJNUTUKMA U
HOPMaTUBHO-NPABOBOMY PErynMpoBaHuio B cchepe 34paBoOXpaHeHst, MO COrnacoBaHuio ¢ deaepanbHbiM OpraHoMm
WCMNOSNTHUTENBHOM  BNAcTW, OCYLIECTBNAWMM  QYHKUMM MO  BblpaboOTKe  rocygapCTBEHHOW  MOMUTUKM WU
HOPMaTUBHO-NPABOBOMY perynMpoBaHnio B cdepe o00pa3oBaHus. YKasaHHbI [OroBOpP [AOMMKEH COoAepXaTb
NonoxeHus, onpegenswowmne BuAbl OEATENbHOCTM, MO KOTOPbIM OCYLLECTBRSETCA MpakTudeckass noarotoska
00y4aoLMXCS, CPOKMN OCYLLIECTBIIEHMS MPAKTUYECKON MOArOTOBKA B COOTBETCTBUM C Yy4E€OHbIM MIIAHOM, MepeYeHb
paboTHMKOB obOpa3soBaTeNnbHOM oOpraHusauum, paboTHMKOB HAy4yHOW OpraHmM3auuMu, KONMYecTBO OOy4aroLmxcs,
Y4aCTBYHOLLMX B NPAKTUYECKOM MOArOTOBKE, MOPSAOK M YCIOBUSA MCMNONb30BaHWS HEOOXOAMMOro Ans opraHvM3aumu
NpakTU4YecKoW MNOoAroTOBKM MMyLLeCTBa CTOPOH [JOroBopa, MOpsiAoK ydactua  obyvawwmxcs, paboTHMKOB
obpasoBaTtenbHOW opraHM3aumun, paboTHUKOB HAy4YHOW OpraHM3auun B COOTBETCTBYHOLLENA OeATEeNbHOCTU, BKMo4as
nopsgok MX ydacTus B OKa3aHMM MeOMUMHCKOW MOMOLLM rpaxgaHam, OTBETCTBEHHOCTb obpasoBaTenbHOM
opraHu3auuu, Hay4yHoW opraHu3auuMm 3a Bped, NPWYUHEHHBIA MPUM  OCYLLECTBIEHUM NPaKTUYECKON MNOLArOTOBKU
obyuvarLlmxcs, B TOM Yucre naymeHtam.".

CraTtba 4
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