POCCHUICKAS ®EJIEPAILIUA
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O BHeceHHH H3MEHEHHIl B OTAEAbHbIE 3AKOHOAATEIbHbIE
akthl Poccuiickoit ®@enepannu

[Tpunsar I'ocynapcrBennoit {ymoit 18 nexabps 2015 roga
Ono6pen CoBeToM Peneparinu 25 peraopa 2015 roma
Cratpa 1

Yacte 3 crateu 29 @epepansHoro 3akoHa ot 12 ampens 2010 roma
Ne 61-@3 "O6 ofpamieHUH  JIEKapCTBEHHBIX  CpenCTB" (Cobpanue
3akoHoAaTenbcTBa Poccmiickoit ®emepamum, 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) U3110XXUTH B CIIeAYIOIIEH pelaKyu:

"3.K 3asgBieHNI0 O NOATBEPXKICHUM TOCYHApCTBEHHOH pPETHCTpaIiy
JIEKAPCTBEHHOI'O Ipemnapara Uil MEAMIMHCKOro IPUMEHEHHS IIPHIIAraroTCs
JOKYMEHT, MOITBEPXKIAIOIUi yIIaTy ToOCyZapCTBEHHOW IIOILIMHBI 34

NOATBCPXKACHUE FOCYL[apCTBeHHOﬁ perucrpanuy JICKapCTBEHHOI'O IIpflapara
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IUIs  MEIMLUMHCKOTO TPUMEHEHHUS, NOOKYMEHT, COHEepXallhii pe3yabTaThl
MOHHUTOPUHIa O€30IIaCHOCTH JIEKapCTBEHHOrO MperapaTta ANS MEeIWIUHCKOIo
IPYMEHEHHUs, IPOBOJUMOrO 3asgBHTENEeM, 1o (GopMe, YCTaHOBJICHHOM
COOTBETCTBYIOIIUM YIOJIHOMOYE€HHBIM beneparbHBIM OpraHom
UCIIOJIHUTEIbHOM BIIACTH, IOOKYMEHT, IEpeBeleHHBbI Ha pPYCCKHUH S3BIK,
NOATBEPXKIAIOIINI COOTBETCTBUE IPOM3BONUTENA JIEKAPCTBEHHOI'O IIperapara
VST  MEOWIMHCKOTO IpPHUMEHEHHs TpeOOBaHMAM IpaBWJI  HaJJIeXalnen
IPOU3BOJICTBEHHON! MPaKTUKU, BBITAHHBIA KOMIIETEHTHBIM OPraHOM CTpaHBI
IIPOU3BOJUTENS JIEKAPCTBEHHOrO Ipenapara AJis MEIUIMHCKOTO MPUMEHEHUs U
3aBEpEeHHBIN B YCTAHOBJICHHOM MOPSJIKE, JOKYMEHT, IIepeBeeHHBINH Ha pPyCCKUi
SI3BIK, TIOITBEPXIAIOMIMA COOTBETCTBHE IPOHU3BOTUTENS (papMalleBTUUECKOH
cyOcraHiuu TpeOoBaHUAM NpaBHII HaaJlexamleld Ipou3BOACTBEHHON IPAKTUKY,
BbIIaHHbIN KOMIIETEHTHBIM OpraHoM CTpaHbl IPOU3BOJIUTEINS
(bapmaneBTHYECKON CyOCTaHIIMHM, 3aBEPEHHBI B YCTAaHOBIEHHOM IOpPSAKE H
conepxamuit HauMEHOBaHME dapmMareBTHIECKOH cyOcTaHIMK
(MeXnyHapogHOE  HENAaTeHTOBAaHHOE UM  XHMHYECKOE U TOProBoOe
HAaWMEHOBaHHUs), HAUMEHOBaHUE U aJpec NMPOU3BOAMTENS (apMaleBTHUECKOH
CcyOCTaHIIHH, CPOK TOAHOCTH (apMalieBTHUIECKOi cyOcTaHun." .

Crarpa 2

Buectu B ®@enepanbHblii 3akoH oT 21 HosOps 2011 roga Ne 323-P3 "O6

OCHOBaX OXpaHbl 370poBbsi rpaxaan B Poccuiickoii ®enepauuun" (Cobpanue



3akoHoznarenbcTBa Poccuiickoit ®enepanun, 2011, Ne 48, c1. 6724; 2013, Ne 27,
cr. 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) cnenyromiue n3MeHEHH:

1) myHxT 5 cTateM 2 1TOCTE CIOB "MEOWUIUHCKMM  pabOTHUKOM"
JOOMOJHUTh CIOBaMH "W HMHBIM pPabOTHHKOM, HMEIOIIAM I[PaBO Ha
OCYIIECTBIIEHHE METUIIMHCKON NesaTebHOCTH,"

2) gacth 2 cTaThd 14 NOMOJIHUTH TYHKTOM 11 CJIEOYIOIIETO COACPXKAHUS:

"111) OpraHu3alys IPOBEACHUS aKKPEAUTAIIUN CIIeI[HaTUCTOB;" ;

3) B crathe 69:

a) ZIOTIONMHUTB YacThio 2' CIIENYIOMEro CoMep aHus:

"2!, [enarorndeckne W HaydHbIE pabOTHHMKHM, HMeIoIue cepTUuduKatr
cuenuamucrta JMOO0  CBHAETENBCTBO 00  aKKpemuTallid  CIIEHHAINCTA,
OCYILIECTBIISIONINE MPAKTHYECKYIO MOATOTOBKY 00yJaroIMXCsi B COOTBETCTBHHU CO
cratbeil 82 DenepansHoro 3akoHa oOT 29 nexabps 2012roma Ne 273-@3
"O0 oOpazoBanun B Poccuiickoit @enepanuu', a Takke HaydHble pabOTHHKH,
UMEIOIe CepTU(UKAT CrelHaIucTa 00 CBHIETENHCTBO 00 aKKpeAUTalNH
CIELUANNCTa, OCYIIECTBIIOIINE HAy4YHbIEe HCCIENOBaHUA B cepe OXpaHbI
3M0OpOBBS, BIpaBe  OCYIIECTBIATH MEIHMLIUHCKYIO  OesATenbHOCTh. Ha
MEeTarorTHYeCKHX H HaydyHBIX paOOTHHKOB TpPH  OCYIIECTBICHUH HMH
MEIUIMHCKOH JeATeNIbHOCTH pACIpPOCTPAHSIOTCS TMpaBa, OOsS3aHHOCTH H

OTBCTCTBCHHOCTh MCIHUIITHHCKUX pa6OTHHKOB. ";
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©) 9acTh 3 U3NOXKUTH B CIELYIONIEH PEAAKIINHN:

"3. AKKpenuTalys CIEeNHAKCTa - IPOLeypa ONpeaeIICHHs COOTBETCTBHS
JHIA, MOJYYUBIIETO MEAULIMHCKOE, (hapMalleBTUYECKOE UK HHOe 00pa3oBaHue,
TpeOOBAaHUSIM K  OCYLIECTBIIEHHIO  MEAMLUHCKOA  JESTENbHOCTH 110
ONpENeNICHHOM MEIUIMHCKOA CIEUaJbHOCTH JIHO0 (¢dapManeBTUIeCKOi
IeATEIbHOCTH. AKKpenuTalus CIEeHHUaTICTa MPOBOAUTCS aKKpeIUTAI[HOHHOM
KOMHCCHEH 110 OKOHYaHUU OCBOEHUS UM NPO(deCCHOHANIBHBIX 00pa30oBaTeIbHbBIX
IpOrpaMM MEIUIMHCKOro 00pa30BaHUs WU (apMaIleBTHYECKOro 00pa3oBaHus
HEe peXxe OJHOTO pa3a B IATH JieT. AKKpeAUTallMOHHAsS KOMHUCCHS GopMuUpyeTcs
YIIOJTHOMOYEHHBIM ()efepalibHBIM OpPraHOM HCIOJHUTENLHOM BIACTH C
y4acTHEM TNpOQEeCCHOHATBHBIX HEKOMMEPUYECKHUX OpraHH3allfii, yKa3aHHBIX B
cratbe 76 Hacrosuero ®enepanbHOro 3akoHa. ITomoxxeHne 00 akKpeOWTAINH
CIECIMAIACTOB, MOPANOK BbIAAYM CBHIETENbCTBA 00  aKKpeAUTalHUH
crnenuamucra, QopMa CBHAETENbCTBA 00 aKKpeOWTAlMW CIEHUaNTNCTa U
TeXHUYeCKue TpeOoBaHMS K HEMY YTBEPXKITAIOTCS  YIOJIHOMOYEHHBIM
(henepaybHBIM OpPraHOM HCIIOJIHATENBHOM BIacTH.";

B) 4acTh 4 IOIOJIHUTH CJIOBOM ''crienquanucra”;

r)B vacTu 6 cioBa '"cOoadyW »K3aMeHa IO CIEIHaJbHOCTH B IOpPSIKE,
YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (elepalbHbIM OpraHOM HCIIOJHHUTENIBHOM
BJIaCTH," WMCKIIIOYHTbH, IOCIIE CJIOB "NPOXOXIEHHUS aKKpeAUTAlMH' IOIONHUTH

ci1oBoM "crienpanucra’;



4) B cratbe 76:

a)9acTh 2 mOCNe CIOB "HOPM W TIPaBWJ," JONOJIHWTL CJIOBamMH B
paspabotke", mociae cI0B "KBaTM(UKAMUOHHBIX KaTeropuit" IONOTHUTH
CJIOBaMH "M B IIPOBEJICHUH aKKPEAUTALUU CIIECIHATINCTOB"

6) yacTh 3 JOMOIHUTH IIYHKTOM 4 CIIEAYIOLIEr0 COOEepPXKaHHs:

"4)B (QOPMHpPOBAHUU aKKPEOUTALMOHHBIX KOMMCCHM H IIPOBEHCHUU
AKKpeIUTAIUHU CIEeIHaIiCTOB.";

5) B cratbe 100:

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

6) IOMOJHHUTE YacThiO 1’ ClIeYIOIIEro Conep aHus:

"1'. Ilepexon K npouenype aKKpeIuTaluu CHEIHAIACTOB
ocymecTBiaseTcs mnostanHo ¢ 1 saBaps 2016 roma mo 31 nexabps 2025 roxpa
BKITIOUATENbHO. CPOKH M 3TaNbl YKa3aHHOTO [Iepexo/ia, a Takke KaTeropuu JIUI,
HMEIOINUX MEUIUHCKOe, (apMaleBTHYeCKOe WM HHOe oO0pa3oBaHHE W
MOJIeXXAINX aKKpPeIUTAUH CIEIUAIIMCTOB, ONPEAENIAIOTCS YIOIHOMOYEHHBIM
¢benepaybHBIM OpraHOM UCIIOIHUTENBHON Bi1acTu.";

B) B yacTh 2 udpsl "2016" 3ameHuTs udpamu "2021".

Cratbs 3

Buectn B QenepansHbiii 3akoH oT 29 nekabps 2012 roma Ne 273-03

"O6 ob6pazoBanun B Poccuiickoit ®enepanuu” (CobpaHue 3aKOHOHATENHCTBA



Poccuiickoit ®enepauun, 2012, Ne 53, cr. 7598; 2014, Ne30, cr.4217)
ClIelyIOLIHe U3MEHEHUS:

1)B wactm 6 cratem47 cnoa ‘"ydyeOGHas (mpemoJaBaTenbCKas),
BOCNIUTAaTeNNbHast paboTa" 3aMeHUTH clioBaMU "ydyeOHas (TpernogaBaTesibCKas) u
BOCIIMTaTeNbHAass paboTa, B TOM 4HCIE IpaKTHYeCKas IOATOTOBKA
obOydJarommxcs'";

2) 9acTh 5 craThu 82 M3MOXKHUTH B CIEAYIONIEN peIaKIMH:

"5. Opranu3zanus MPaKTAYECKOW MOATOTOBKH OOYYaloIIUXCS B CIIydasXx,
IpPEeIyCMOTPEHHBIX TIIYHKTaMd 2 ¥ 3 yacTd 4 HacTosmled  CTaThy,
OCYIIECTBIISIETCSL Ha OCHOBaHHWM JIOTOBOpa MeXIy oOpa3oBaTeNbHON WM
Hay4YHO OpraHu3alueil U MeIULWHCKON opraHu3anueit ambo opraHusanues,
OCYILECTBIISIONIEH IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB, OpraHu3anuei,
OCYILECTBIISIONIEH IPOU3BOJACTBO M HU3TrOTOBIEHHE MEIAMLUMHCKUX H3ACIUH,
anTeYHOW oOpraHu3anued, CyaeOHO-dKCIIEPTHHIM YUpeXISHHEM WU HHOH
opraHmu3alyei, OCyINECTBISIONIEH NeATeNbHOCTh B chepe OXpaHbl 310POBbS.
Tumnosas ¢hopma yKka3aHHOro JOTOBOpa yTBepXKIaeTcs ¢enepalbHbIM OpPraHoM
ACHOJHUTENLHON BJIACTH, OCYUIECTBISIOIIMM (YHKIMHA TIO0 BBIpabOTKE H
peamu3aldd  TOCYJAapCTBEHHOH MOJMMTHKH H  HOPMAaTHBHO-IIPaBOBOMY
peryJIpoBaHUIO B chepe 31paBOOXpaHEHHUs], 10 COTTIaCOBaHUIO ¢ (eaepalbHEIM
OPraHOM MCIIOJTHUTEIbHOMN BJIACTH, OCYLIECTBISIONIM (YHKIMHU II0 BRIPabOTKe

FOCYJIapCTBeHHOﬁ INOJIMTHKH H HOPMAaTHBHO-IIPABOBOMY pPETYJIHPOBAHHUIO B



chepe oOpasoBaHMSA. YKa3aHHBI OTOBOP JOJDKEH COIEPXKATh IIOJIOKEHHUS,
ONpeAeNsIoOlde BHUIBl JEATENBHOCTH, [0 KOTOPBIM  OCYIIECTBISIETCS
IpaKkTH4YecKass  TOATOTOBKAa  OOYyYalOIIMXCS, CPOKH  OCYIIECTBICHHS
IIPaKTUYECKOW IOATOTOBKM B COOTBETCTBUHM C Y4YEOHBIM ILIAHOM, II€PEYEHb
pabOTHHKOB  o0Opa3oBaTelNbHONH  OpraHMU3allMH, pPabOTHHUKOB  HAYYHOM
OpraHM3alyy, KOJMYECTBO OOYYAOIMXCS, YYaCTBYIOIIMX B MPaKTHIECKOH
MOJArOTOBKE, TOPSAAOK M YCIOBHS HCIIOJNB30BaHHSA HEOOXOOUMOro s
OpraHu3alliyd MpPaKTUYECKOH IOATOTOBKM MMYIIECTBA CTOPOH JOTOBOpa,
MOPSIOK ydacTus oOydaromuxcs, pabOTHUKOB 00pa3oBaTeIbHONH OpraHU3allH,
paOOTHUKOB HAy4YHOH OpraHd3alid B COOTBETCTBYIOIIEH [eATeIbHOCTH,
BKJTFOYAs MOPSIOK UX YYACTHS B OKa3aHUM MEIMIIMHCKOM MOMOINH rpaKaaHaMm,
OTBETCTBEHHOCTh 00pa30BaTENbHONM OpraHU3alliH, HAayYHOW OpraHW3allud 3a
Bpell, IPUYMHEHHBIH IIPU OCYIIECTBICHHH MPAKTHYECKOH TOATOTOBKU
00y4aromuxcs, B TOM YUCJIe MalueHTaM. "
Crartbs 4

Hacrosimit @enepanbHblil 3aK0H BCTynaeT B ciily ¢ 1 ssHBaps 2016 rozna.
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