POCCUVICKASl ®EJEPALIUS
O®EJIEPAJBHBINA 3AKOH

O BHeceHHH M3MEHEHH B OTe/bLHBIEC 3aKOHOAATEIbHBIE
akThl Poccuiickoii @enepanun

[Tpunsat 'ocynapcrBennoit {ymoit 18 nexabps 2015 roga
Ono6pexn CoBeToM Penepariuu 25 pexaodopa 2015 roma
Cratban 1

Yacte 3 crateu 29 PepepansHoro 3akoHa ot 12 anpens 2010 roma
Ne 61-@3 "O6 ofOpamieHur  JEKapCTBEHHBIX  CpencTs” (Cobpanne
3akoHozarenscTBa Poccmiickoit ®eneparuu, 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, ct. 4367) U310XXUTH B CIeAYIOIIEH pelaKuu:

"3. K 3asgBieHUI0 O IOATBEPXKICHUHM TOCYJAapCTBEHHOM perucTparuy
JIEKAPCTBEHHOT'O Ipemnapara JUIi MEAMIMHCKOro IPUMEHEHHS IIPHIAraroTcs
NOKYMEHT, IOATBEPXKAAIOINUIA YIUIATy TroOCyIapCTBEHHOM IOLIIMHEI 33

NIOATBCPXKACHUE FOCY}I&pCTBGHHOfI perucrpanuy JICKapCTBEHHOI'O IIpflapara

il
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UIs  MEIAMLMHCKOTO TIPUMEHEHHUS, [OKYMEHT, COIepXKallfii pe3yNbTaThl
MOHHTOPHHIa 0€30IacHOCTH JIEKapCTBEHHOrO Mpenapara Ml MEeIUIHHCKOro
IpHUMEHEHHS, IPOBOJUMOrO 3asgBHTENEeM, 10 ¢opMe, YCTaHOBICHHOU
COOTBETCTBYIOIIIM YIOJIHOMOYE€HHBIM beneparbHbBIM OpraHom
UCHIOJIHUTEIbHOW BIIaCTH, [OKYMEHT, IEepeBelNeHHBI Ha pPYCCKHH S3BIK,
IOATBEPXKIAIOIINI COOTBETCTBUE IIPOM3BOAMTENS JIEKAPCTBEHHOI'O Iperapara
VIS MEOWIWHCKOTO IpPUMEHEHHs TpeOOBaHMAM IpaBWJI  HaJJIexalnen
IPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHBIA KOMIETEHTHHEIM OpPraHOM CTpPaHBI
IPOU3BOJUTENS JIEKAPCTBEHHOrO Ipenapara I MeIULIMHCKOTO IPUMEHEHUS U
3aBEpeHHbIN B YCTAHOBIEHHOM MOPSAKE, JOKYMEHT, IIepeBeIeHHbIH Ha PyCCKuil
SI3BIK, TIONTBEPXXIAIOIIMA COOTBETCTBHE ITPOM3BONUTENS (apMaleBTHUECKOH
cyOcraHiuu TpeOOBaHUAM NPaBHII HaaJlexaleld Ipou3BOICTBEHHON IPAKTHUKY,
BbIIaHHbIN KOMIIETEHTHBIM OpraHoM CTpaHbI IPOU3BOJUTEINS
¢bapmarieBTHYECKON CyOCTaHIMM, 3aBEPEHHBI B YCTAaHOBICHHOM IOpSIKE H
conepxamuii HauMEHOBaHMNE bapMalieBTHIECKOH cyOcTaHIMK
(MeXnyHapogHOe  HENAaTeHTOBAaHHOE UM  XUMHYECKOe U TOProBOe
HAaWMEHOBaHHUs), HAUMEHOBAHUE U aJpec NMPOU3BOAMUTENS (apMaleBTHIECKON
CcyOCTaHIIMH, CPOK TOTHOCTH (apMareBTUUECKOM cyOCcTaHIUu. " .

Crarpa 2

Buectu B ®@enepanbHblii 3akoH oT 21 Hos6ps 2011 roga Ne 323-P3 "O6

OCHOBaX OXpaHbl 370poBbsi rpaxaad B Poccuiickoit ®enepanuu” (Cobpanue



3akoHonarenbcTBa Poccniickoit ®enepaunn, 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 H3MEHEHH:

1) myHKT 5 cTaThM 2 T1OCHe CIOB "MEOWIMHCKAM  paboTHUKOM"
JONOJMHUTH CJIOBaMH "W MHBIM pPaOOTHHKOM, HMEIOIAM [paBO Ha
OCYILIECTBICHHE MEIUITMHCKON [esSTeIbHOCTH,";

2) gacth 2 cTaThi 14 NOMOIHUTH HYHKTOM 11 CIIEAYIOMIETO COAEPXKAHMUS:

"111) OpraHu3alys IPOBEAEHUS aKKPEOUTAIlUN CIIeI[HaTUCTOB;";

3) B cratbe 69:

a) JIOTIONHHUTB 4acThio 2 ClIeyIomero collep>KaHUS:

"2, [enarorndeckne W HaydHbIE paboTHUKKM, HMMeIOIIUe CcepTUdUKaT
cuenuamucrta MO0  CBHUAETENBCTBO 00  aKKpeAWTaldi  CIIELHAINCTA,
OCYILIECTBIISAIONINE MPAKTHYECKYIO MOATOTOBKY 00y4aroImuXcsi B COOTBETCTBHHU CO
cratbeil 82 DenepansHoro 3akoHa oOT 29 nexabps 2012roma Ne 273-@3
"O0 oOpazoBanun B Poccuiickoit @epepanuu”, a Takke HaydyHble paOOTHUKH,
UMEIoIMe CepTU(UKAT ClelHaiucTa MO0 CBHIETENHCTBO 00 aKKpeAWTalHH
CHELUANINCTa, OCYIIECTBIMIONINE Hay4dHble HCCIENOBaHHA B cdepe OXpaHbI
3M0OPOBBS, BIpaBe  OCYIIECTBIATH  MEIHIUHCKYI0O  AeATenbHOCTh. Ha
MEeJarorTHYeCKHX H HAy4YHBIX pabOTHHKOB IIpH  OCYLIECTBICHHH HMH

MEIULMHCKON  AeSITeIbHOCTH paciipoCTpaHsiAIOTCss Ipaea, 00s3aHHOCTH |

OTBCTCTBCHHOCTb MCIHIITHHCKUX pa60THHKOB. ";
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6) 9acTh 3 U3NOXKUTH B CIEAYIONIEH PEIAKIUN:

"3. AKKpeauTalys CHeNHaliCTa - IIPOIleypa OpeieeHis COOTBETCTBHA
JHIQ, MOJYYUBIIETO MEAULMHCKOE, (hapMalleBTUYECKOe UK HHOe 00pa3oBaHue,
TpeOOBaHUSIM K  OCYLIECTBIIEHUIO  MEAMIMHCKOA  JEATENBHOCTH 110
ONpeNe/leHHOM MEIUIUHCKOM CHeUaNbHOCTH JIHOO (apMalneBTUYeCKOi
JIeATEIPHOCTH. AKKpenuTalus CIEeNHaUCTa HPOBOAMTCA aKKpeIHTAIHOHHON
KOMHUCCHEH 110 OKOHYaHUU OCBOEHUS UM IpohecCHOHANbHBIX 00pa3oBaTeIbHbBIX
IpOrpaMM MEIUIMHCKOro 00pa3oBaHUs WX (apMalleBTHYECKOTro 00pa3oBaHus
HE peXe OJJHOTO pasa B IIATh JieT. AKKpeAUTAMOHHAsA KOMUCCHS GOpMUPYETCS
YIIOJHOMOYEHHBIM ()efepalbHbBIM OpPraHOM HCHOJHUTENLHOM BIACTH C
y4acTHEM NpPOQECCHOHANBHBIX HEKOMMEPUYECKHX OpTraHW3alldi, yKa3aHHBIX B
cratbe 76 Hacrosuero ®enepanbHOro 3akoHa. [Tomoxxenne 00 akKpeaWTAIHH
CIENUAIACTOB, MOPSANOK BBIIAYM  CBHJETENLCTBA 00  aKKpeauTaluu
crnenuanucra, ¢opMa CBUIETENbCTBA 00 aKKpeOUTalHU CIIeNUaTHCTa MU
TeXHUYEeCKHe TpeOOBaHMS K HEMY YTBEPXKIAIOTCS YIOJIHOMOYEHHBIM
(benepaybHBIM OpPraHOM HCIIOJIHUTENBHOM BIacTH.";

B) 4acTh 4 IOIOJIHUTD CJIOBOM ''criequanucra’;

r)B YacTh 6 cioBa '"cOoadyW »K3aMeHa IO CIEIHaJbHOCTH B IOpPSIKE,
YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (elepaTbHBIM OpraHOM HCIIOJHUTEJIBHOM
BJIaCTH," HMCKIIIOYHTb, IOCIIE CJIOB "NPOXOXKIEHHUS aKKpeAUTAIMH' IOIONHUTH

clI0BOM "crienanucra’;



4) B cratpe 76:

a)4acTh 2 MOCJIE CJIOB "HOPM M TIPaBHIL," JONOJHUTE CJIOBaMH "B
paspaboTtke", mociae ciIoB "KBaTM(UKALMOHHBIX KaTeropwit" IOMOTHUTH
CJIOBaMH "M B IPOBEICHUH aKKPEAUTALNH CIICLHATHCTOB"

0) 4acTh 3 HOMOIHUTH ITyHKTOM 4 CIIEIYIOUIEro COMepIKaHHUs:

"4)B (QOpPMHpPOBAHUU aKKPEOUTALMOHHBIX KOMMCCHI H IpOBEHCHUM
AKKpEeIUTAIUHU CIEIHaNCTOB. " ;

5) B cratbe 100:

a)B aO3ame nepBoM uactd 1 nudper "2016" 3aMeHuTh IUppamu
"2026";

6) HOMOJHHUTB YacThiO 1' CIEYIOMEro ComepKaHM:

"1'. Ilepexoxn K npouenype aKKpeIuTaluu CHEIHUAINCTOB
ocymectBaseTcs nostanHo ¢ 1 sHBaps 2016 roma mo 31 nexabps 2025 roxa
BKITIOUMTENbHO. CPOKH U 3Talbl yKa3aHHOIO Iepexofa, a TaKkKe KaTerOpuH JINLL,
HMEIOINUX MEIUIMHCKOe, (apMaleBTHYECKOE WM HHOe o0pa3oBaHHE W
MOIJIeXAIINX aKKpeAUTAlUH CIEHUAIACTOB, ONPEAENSIOTCS YIIOJIHOMOYEHHBIM
¢benepaybHBIM OpraHOM UCIIOIHUATEIBHOM BacTu.";

B) B 9acTH 2 u¢psl "2016" 3amenuTs mudpamu "2021".

Cratba 3

Buectn B @enepanbHbiit 3akoH oT 29 nexabps 2012 roma Ne 273-03

"O6 ob6pazoBanum B Poccuiickoit @enepanun” (CobpaHue 3aKOHOAATENHCTBA



Poccuiickoit ®enepauun, 2012, Ne 53, cr. 7598; 2014, Ne30, cr.4217)
CleayIolne U3MEHEHHUS:

"

1)B wactm 6 cratbu47 cnoBa ‘"yueGHas (mpemomaBaTenbcKas),
BOCIIUTaTesbHasl paboTa" 3aMEeHUTH ciIoBaMu "ydeOHas (IpernogaBaTesibCKasi) u
BOCnUTaTeNnbHass paboTta, B TOM 4HCle TNpaKTHYecKas IOJTrOTOBKa
obOydarommxcs";

2) gacTh 5 craTeu 82 M3I0XKUTH B CIIEAYIONIeN peIaKiiu:

"5. Opraau3zanus NpaKTAYECKOM NMOATOTOBKH OOydYaloIIHXCS B CIydasX,
IpEeIyCMOTPEHHBIX IyHKTaMu 2 W 3 yacTu 4 HacTosmled  CTaThy,
OCYIIECTBIISIETCS. Ha OCHOBaHMM JOTOBOpa MEXJIYy O0Opa3oBaTelbHOH WIH
Hay4YHOIl OpraHu3alueil ¥ MeIULMHCKON opraHu3anueit nmbo opraHusanues,
OCYIIECTBJIIONIEH IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, OpraHM3alueH,
OCYLIECTBJISIONIEA INPOU3BOACTBO K H3TOTOBICHHE MEIUIUHCKUX H3JEIUH,
anTe4YHOW oOpraHu3anued, CyaeOHO-dKCIEPTHBIM YYpeXIeHHeM WM HHOH
opraHu3alnuei, OCyIIeCTBISAIOMENd NeATeIbHOCTh B cdepe OXpaHbl 340pPOBBA.
Tumnosas ¢hopMa yKa3aHHOro AOTOBOpa yTBEpXKIaeTcs ¢enepalbHbIM OpPraHoM
ACHOJHUTENGHON BJIACTH, OCYHIECTBISIOMAM (QYHKIIMA MO BHIPabOTKE H
peanu3alid  TOCyHapCTBEHHOM  IOJIWTHUKM M  HOPMAaTUBHO-IIPABOBOMY
peryJpoBaHMIO B chepe 31paBOOXpaHEHHUs, 10 COTJIaCOBAHUIO ¢ (heaepalbHbIM
OPraHoOM MCIIOJIHUTEILHOMN BIIACTH, OCYIIECTBISIONIMM (YHKIUH II0 BBIPabOTKe

FOCYJIapCTBeHHOﬁ INOJIMTHKH ¥ HOPMATHBHO-IIPABOBOMY pPEryjIupoBaHHIO B



chepe oOpasoBaHMs. YKa3aHHBI JOTOBOP JODKEH COAEPXKATh IOJOXKEHHUS,
ONpefeNsiollie BHUIBl JEATENFHOCTH, MO KOTOPBIM  OCYLIECTBISETCS
IpaKkTU4ecKas  IOArOTOBKAa  OOYYaIOIIUXCSH, CPOKH  OCYIIECTBICHHUS
IPaKTUYeCKOW IOATOTOBKA B COOTBETCTBHHM C YYEOHBIM ILIAHOM, II€PEYEHB
pabOTHHKOB  00Opa3oBaTelNbHOH  OpraHM3alMd, pabOTHHKOB  HAy4HOU
OpraHM3aly, KOJMYECTBO OOYYalOMUXCS, YYaCTBYIOIIMX B IIPAKTHYECKOH
MOATOTOBKE, TIOPSOOK M YCIOBUS MCIIOJB30BAHUSA HEOOXOAUMOro JUis
OpraHu3alliid MpPaKTHYECKOH IMOATOTOBKM HMYINECTBA CTOPOH JOTOBOpa,
MOPSAIOK ydacTus oOydaromuxcs, pabOTHUKOB 00pa3oBaTeIbHON OpraHU3alky,
pabOTHUKOB Hay4HOM OpraHu3aluil B COOTBETCTBYIOINEH HeSITEIbHOCTH,
BKJIIOUAsl TIOPAJIOK MX yJacTHs B OKa3aHUU MEAMLHUHCKOMN MOMOIIH rpakaaHaMm,
OTBETCTBEHHOCTh 00pa30BaTENbHOM OpraHM3alUy, HAYYHOM OpraHM3alluy 3a
Bpell, TPUYMHEHHBIH IIPU OCYIIECTBICHHH MNPAKTHYECKOH TOATOTOBKH
00y4aromuxcs, B TOM YUCJIe ManueHTaM.".
Crartbs 4

Hacrosmmit @enepanbHblil 3aK0H BCTynaeT B cuity ¢ 1 saBapst 2016 rona.

B.Ilytun

Mocksa, Kpemib
29 nekadbps 2015 roga
Ne 389-®3



