POCCUVICKASI ®EJIEPALIMS
O®EJIEPAJBHBIA 3AKOH

O BHeceHHH M3MEHEHHH B OTJe/IbLHbIEC 3aKOHOAATEIbHBIE
akThl Poccuiickoii ®enepanuu

[Tpunsat 'ocynapcrBennoit {ymoit 18 nexabps 2015 roga
Ono6peHn CoBeToM Penepariuu 25 peraopa 2015 roma
Cratba 1

Yacts 3 crateu 29 PepepansHoro 3akoHa ot 12 ampens 2010 roma
Ne 61-@3 "O6 oOpamieHUH  JIEKapCTBEHHBIX  CpeACTB" (Cobpanne
3akoHodaTenbcTBa Poccuiickoit ®epepamum, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; Ne 49, cr. 6409; 2013, Ne 48, cr. 6165; 2014, Ne 43, c1. 5797; Ne 52,
cT. 7540; 2015, Ne 29, c1. 4367) N310XXUTH B CIEAYIOIEH peaaKIyu:

"3.K 3asBieHUI0O O NOATBEPXKICHUM TOCYHapCTBEHHOHW pPETHCTpaIiy
JIEKapCTBEHHOI'O Ipemapara Uil MEAMIMHCKOr0 IPUMEHEHHS IIPHIIAraroTCs
JOKYMEHT, IOATBEPXKIAIOIMi yIUIaTy TOCyZapCTBEHHOW IIOILIMHBI 34

IIOATBCPXKACHUE FOCYI[apCTBeHHOﬁ perucrpanuum JICKapCTBEHHOI'0 IIpfnapara
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IJIi  MEIWLMHCKOrO IPUMEHEHHs, [IOKYMEHT, COIEpXalluil pe3yabTaThl
MOHHTOPUHTa 0€30IIaCHOCTH JIEKapCTBEHHOrO Iperapara A8 MEIWIUHCKOIO
IPUMEHEHNUs, IPOBOJUMOrO 3asgBHTENEeM, 1o (opMe, YCTAaHOBJICHHOU
COOTBETCTBYIOIIIIM YIIOJTHOMOYEHHBIM benepaibHBIM OpraHom
UCIIOJHUTENbHO! BIAcTH, IOKYMEHT, TEepEBEIECHHBIM Ha pPYCCKHH S3BIK,
NOATBEPKAAIOIIMNA COOTBETCTBHE IIPOM3BOAUTEINS JIEKAPCTBEHHOrO Ipemapara
UL  MEOWIWHCKOTO IPUMEHEHHS TpeOOBaHMAM MpaBWJI  HaJJIexarnel
IPOU3BOJICTBEHHON MPAKTUKH, BBITAHHBIA KOMIIETEHTHBIM OPraHOM CTpaHbl
IPOU3BOJUTENS JIEKAPCTBEHHOrO Npenapara A MEIULIMHCKOTO IPUMEHEHUs U
3aBEpEeHHbIN B YCTAHOBICHHOM IMOPSKE, JOKYMEHT, IepeBeIeHHBINH Ha pyCCKUM
SI3BIK, TIOITBEPXIAIOMIUA COOTBETCTBHE IIPOMU3BOTUTENS (apMalleBTUUECKOU
cyOcraHiuu TpeOOBaHUAM NPaBWII Haajlexalleld Ipou3BOACTBEHHON IPAKTHUKY,
BBIIaHHbIN KOMIIETEHTHBIM OpraHoM CTpaHBbl IPOU3BOJIUTEINS
(bapmalrieBTHYECKON CyOCTaHIMHM, 3aBEPEHHBI B YCTAaHOBICHHOM IOpPSIKE H
conepxamuit HauMEHOBaHME dapmarieBTHIECKOH cybcTaHuu
(MeXnyHapoJHOE  HENAaTeHTOBAaHHOE UM  XHMHYECKOe M TOProBoOe
HAaWMEHOBaHHUs), HAUMEHOBAHUE U ajpec NMPOU3BOAMTENS (apMaleBTHYECKOH
CcyOCTaHIHUH, CPOK TOAHOCTH (apMarieBTUUIECKO cyOcTaHun.".

Crarpa 2

Buectu B ®@enepanbHblil 3akoH oT 21 Hos6ps 2011 roga Ne 323-03 "O6

OCHOBax OXpaHbl 3I0poBbs rpaxaaH B Poccuiickoit @enepanun" (Cobpanue



3akoHoznarenbcTBa Poccuiickoit ®enepanum, 2011, Ne 48, c1. 6724; 2013, Ne 27,
ct. 3477; Ne 48, ct. 6165; Ne 52, ct. 6951; 2014, Ne 30, cr.4257; Ne 49,
cT. 6927; 2015, Ne 10, ct. 1425; Ne 29, ct1. 4397) cnenyromue H3MEHEHUA:

1) myHKT 5 cTatbM 2 T1oOCie CIOB "MEOWUIMHCKAM  paboTHUKOM"
JONOJMHUTL CJIOBaMH "W HMHBIM paOOTHHKOM, HMEIOIIMM I[IpaBoO Ha
OCYILECTBICHHE MEIUITMHCKON NesSTeIbHOCTH," ;

2) gacth 2 cTaThi 14 NOMOJIHUTH HYHKTOM 11! CIIEAYIOMIETO COJIEPKAHUS:

"111) OpraHu3alys IPOBENEHUS aKKPEAUTAIIUH CIIeI[HaTUCTOB;" ;

3) B cratbe 69:

a) IOMOJHATH 4acThio 2’ CJIeYIOLEro COAEPXKaHHUS:

"2, [enarorndeckne M HaydHbIE paboTHHUKHM, HMeEIoIUe cepTUdUKaT
cuenuagucrta MO0  CBHAETENBCTBO 00  aKKpemuTallid  CIICHHAINCTA,
OCYILIECTBIISAIONINE MPAKTHYECKYIO MOATOTOBKY 00yJaroImuXcsi B COOTBETCTBHHU CO
cratbeil 82 DenepanpHoro 3akoHa oOT 29 nexabps 2012roma Ne 273-P3
"O0 obpazoBanun B Poccuiickoit @enepanuu', a Takke HaydHble pabOTHUKH,
UMEIoIMe CcepTU(UKAT CleUaIucTa MO0 CBHIETENHCTBO 00 aKKpeAWTAINH
CIEeLUANINCTa, OCYIIECTBIMIOIINE HAy4HbIe HCCIENOBaHUSA B cepe OXpaHbI
3M0pOBBS, BIpaBe  OCYIIECTBIATH  MEAHMLIUHCKYI0  AesTenpHOcTh. Ha
MeJarorTH4ecCKMX © HAaydyHBIX paOOTHHKOB TPH  OCYIIECTBICHUH HMH

MEIUIMHCKON JIeATEeIbHOCTH pacipoOCTPaHAIOTCS IIpaBa, 0053aHHOCTH W

OTBETCTBEHHOCTh MEIUIIMHCKUX paOOTHUKOB.";



4

©) 9acTh 3 U3NOXKHUTH B CIENYIOLIEH PEAAKIINHN:

"3. AKKpeauTalys CIeNHAIICTa - IPOLeyPa ONpEAEIICHUS COOTBETCTBHS
JHIQ, MOJYYUBIIET0 MEAULMHCKOE, (hapMalleBTUYECKOE UK HHOE 00pa3oBaHue,
TpeOOBaHUSIM K  OCYLIECTBJIIEHHUIO  MEAMIMHCKOA  JESATENBHOCTH 110
ONpeNe/IeHHOM MEIUIUHCKOH CIEelNUaNbHOCTH JIO0 (apMalneBTUYEeCKO
JAeATEIbHOCTH. AKKpenWTalus CIEeNUaICTa MPOBOAUTCSA aKKpeIHUTAI[HOHHOM
KOMHUCCHEH 10 OKOHYaHUH OCBOEHHUS UM IO ecCHOHANTBHBIX 00pa30BaTeIbHbBIX
IpOrpaMM MEIUIMHCKOro 00pa30BaHUs WU (papMaIleBTHYECKOr0 00pa3oBaHus
HE peXXe OJJHOTO pasa B IATH JieT. AKKpeAUTAUOHHAsA KOMUCCUS GOpMUpPYETCS
YIIOJTHOMOYEHHBIM ()efepanibHbBIM OpPraHOM HCIOJHUTENLHOM BIAcTH C
y4acTHEM INpOQECCHOHANBHBIX HEKOMMEPUYECKUX OpraHW3allfii, yKa3aHHBIX B
ctathe 76 Hacrosmero ®@exepanpHoro 3akoHa. ITomoxxeHne 00 aKKpenWUTaIlUH
CHEe[MaJNCTOB, MOPSAOK BBIJAYM  CBUIETENLCTBA 00  aKKpeAUTALUU
cnenuamiucra, QopMa CBUAETENbCTBA 00 aKKpeOWTAUUW CIEUUaNTNCTa U
TeXHHYEeCKue TpeOoBaHMS K HEMY YTBEPXKITAIOTCS YIOJIHOMOYEHHBIM
(henepaybHBIM OpraHOM HCIIOJHUTEIBHOM BIacT.";

B) 4acTh 4 OIOJHUTH CJIOBOM ''crienuanucra’;

r)B vacTu 6 cioBa '"coayMm 5K3aMeHa IO CIEIHaJbHOCTH B IOpsIKE,
YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (elepalbHbIM OpraHOM HCIOJHHUTENIBHOM
BJIaCTH," MCKIIIOYUTH, IIOCIE CJIOB "NMPOXOXKACSHHS aKKpeIUTAIMH' NOIOJIHHUTH

ciioBoM "cnerpanucra';



4) B cratbe 76:

a) 4acTh 2 IOCNIE CJIOB "HOPM ¥ TMpaBWi," [ONOJHHUTL CIIOBaMH "B
paspaboTke", mociae cIOB "KBATM(UKANUOHHBIX KATEropui" NOHNOTHUTH
CJIOBaMHU "M B IPOBEJICHNH aKKPEAUTALUH CIEIHATNCTOB";

0) 4acTh 3 HOMOIHUTH IyHKTOM 4 CIIEIYIOMIEro COMEPIKaHHUS:

"4)B (QOpPMHpPOBAHUN aKKPEOUTALHMOHHBIX KOMMCCHI H IPOBEHCHUM
AKKpEeJIUTAIMHU CIEeIHaTNCTOB. " ;

5) B cratbe 100:

a)B ab3ame nepBoM uactd 1 nudper "2016" 3aMeHuTh LUppamu
"2026";

6) HONOJHHUTE YacThiO 1’ ClIeyIOIIEro Conep aHus:

"1'. Ilepexon K npouenype aKKpeIHuTaluu CHEIHAIIACTOB
ocymectBiasieTcs mostanHo ¢ 1 sHBaps 2016 roma mo 31 nexabps 2025 roxa
BKITIOUMTENbHO. CPOKH M 3Tanbl YKa3aHHOTO [IEpexo/ia, a Tak)Ke KaTeropuy JIUI,
MMEIOINUX MEOUIMHCKOe, (GapMaleBTUYeCKOe WM HHOe o0pa3oBaHHE W
IOJIeXKAIINX aKKpPeIUTAlUH CIELUAIIMCTOB, ONPEAENAIOTCS YIOIHOMOYEHHBIM
¢benepaybHBIM OpraHOM HCIIOJIHUTEIBHOM BacTu.";

B) B yacTH 2 1udpsl "2016" 3amenuTs mudpamu "2021".

Cratbs 3

Buectu B DenepanpHbiii 3akoH oT 29 mexabps 2012 roma Ne 273-®3

"06 obpasoBanun B Poccuiickoit Penepaunu” (CobpaHue 3aKOHOHATEIbCTBA



Poccuiickoit ®epepauun, 2012, Ne 53, cr. 7598; 2014, Ne30, cr.4217)
Cleayrolne H3MEHEeHHS:

1

1)B wactu 6 cratbu47 cnoBa "ydeOHas (mpemoJaBaTebcKas),
BOCIIUTaTesbHas paboTa" 3aMEeHUTH CloBaMHU "ydeOHas (TpernonaBaTesibcKas) u
BOCIMTaTeNbHas paboTta, B TOM 4HCle TpaKTHYecKas IIOJrOTOBKa
obOy4Jarommxcs'";

2) gacTh 5 craThu 82 M3NMOXKHUTH B CIEAYIONIEH peIaKIuH:

"5. Opranu3zanus MPaKTAYECKOW MOATOTOBKH OOyYaloIIUXCS B CIIydasXx,
IpPEeIyCMOTPEHHBIX IyHKTaMud 2 ¥ 3 yacTu4 HacTosmied  CTaThy,
OCYIIECTBIISIETCSL HAa OCHOBaHHWM JOroBOopa MeXIy oOpa3oBaTeNbHON WM
Hay4YHOIl OpraHu3alueil U MeIULWHCKON opraHu3anueit numbo opraHusanues,
OCYIIECTBJIIONIEH IPOU3BOJCTBO JIEKAPCTBEHHBIX CpPEACTB, OpraHM3aluel,
OCYLIECTBJISIOLIEA INPOM3BOJACTBO M H3rOTOBJICHHE MEIUIMHCKUX H3IEIUi,
anTeYHOW oOpraHu3anued, CyaeOHO-dKCIIEPTHBIM YUpeXISHHEeM WU HHOH
opraHu3anueid, OCyIIEeCTBISAIOIENd NeATEeIbHOCTE B cdepe OXpaHbl 3[0POBbBA.
Tumnosas ¢opMa yKka3aHHOrO JOTOBOpa yTBEpXKIaeTcs ¢enepalbHbIM OpPraHoM
ACHOJHUTENLHON BJIACTH, OCYUIECTBISIOIMM (QYHKIMHA TIO0 BBIpabOTKE H
peanm3alyid  TOCyNapCTBEHHOM  IOJIMTMKM M HOPMAaTHBHO-IIPAaBOBOMY
peryJIpoBaHUIO B chepe 31paBOOXPaHEHHUs, 10 COTTIaCOBAHUIO ¢ (eaepalbHbIM

OpraHOM HCIIOJTHUTEIFHOMN BIIACTH, OCYLIECTBISIOIUM (YHKIUHU II0 BHIPabOTKe

FOCYJIapCTBeHHOfI INOJITMTHKH H HOPMAaTHBHO-IIPABOBOMY PpPETYJIHPOBAHHUIO B



chepe oOpasoBaHus. YKa3aHHBIH IOTOBOP HOMDKEH COMEPXKATh IIOJOKEHHS,
ONpefeNsiollie BUIBl JEATENBHOCTH, IO KOTOPBIM  OCYIIECTBISETCS
IpaKkTU4eckass  IOArOTOBKAa  OOYYalOIIMXCSH, CPOKH  OCYIIECTBICHHUS
MPaKTHYECKOU IOATOTOBKH B COOTBETCTBHHM C YUYeOHBIM ILIAHOM, II€PEYEHb
pabOTHHKOB  00Opa3oBaTelNbHOH  OpraHM3aluMH, pabOTHHUKOB  HAY4YHOU
OpraHM3alyy, KOJMYECTBO OOYYalOMUXCs, yYaCTBYIOIIMX B I[IPAKTHYECKOH
MOATOTOBKE, TMOPSOOK U YCIOBHUS MCIOJB30BAHUSA HEOOXOAMMOro JUis
OpraHu3alliyd MpPaKTHYECKOH IMOATOTOBKM HMYIIECTBA CTOPOH JOTOBOpa,
MOPSIOK ydacTus o0ydaromuxcs, pabOTHUKOB 00pa3oBaTeIbHONH OpraHU3allkH,
pabOTHUKOB Hay4HOM OpraHu3aliil B COOTBETCTBYIOIIEH HesITEIbHOCTH,
BKJIIOUAsl TIOPAIOK MX YJacTHs B OKa3aHUHM MEIUIUHCKOM IMOMOIIH rpaKIaHaM,
OTBETCTBEHHOCTh 00pa3oBaTEeNbHONM OpraHU3alliH, HAayYHOW OpraHW3allvd 3a
Bpel, TPUYAHEHHBIH IIPU OCYIIECTBICHHH MPAKTHYECKOH TOATOTOBKH
00y4aromuxcs, B TOM YUCJIe MalueHTaM.".
Cratbs 4

Hacrosmmit @enepanbHblil 3aK0H BCTynaeT B cuily ¢ 1 ssHBaps 2016 rozaa.

B.Ilytun

Mocksa, Kpemib
29 nexabps 2015 roga
Ne 389-03



