®enepanbHblil 3ak0H oT 29 nexadps 2015 r. N 389-03
"O BHECEHUM U3MEHEHUI B OT/ICJIbHBIC 3aKOHO1aTebHbIe aKkThl Poccuiickoit deneparun"

Ipunsar 'ocynapcrBennoii {ymoii 18 nexadps 2015 roga
Onoopen Coserom ®enepaunu 25 nexadpsi 2015 roaa

Crartba 1

Yacte 3 craten 29 @enepanbHoro 3akoHa oT 12 ampenst 2010 roma N 61-®3 "O6 obOpamennn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHonatenbcrBa Poccuiickoit ®enepauun, 2010, N 16, ct. 1815;
N 42, ct. 5293; N 49, cr. 6409; 2013, N 48, ct. 6165; 2014, N 43, ct. 5797; N 52, ct. 7540; 2015, N 29,
cT. 4367) U3MOKUTH B CIIEAYIOUIEH peaaKIiu:

"3. K 3asBneHNI0 0 MOATBEPKACHUM T'OCYJApCTBEHHON perucrpanuu JeKapcTBEHHOTO Mpernapara
TS MEJIUIIMHCKOTO TIPUMEHEHUS MPHUIIAraloTcsl JOKyMEHT, TIOATBEP)KIAIOIINN YIUIaTy TOCYIapCTBEHHON
MONUTMHBI 32 TOJTBEPXKICHHE TOCYJAapCTBEHHOW pETUCTpAIlMK JICKApCTBEHHOTO TMperapara s
MEIUIMHCKOTO TIPUMEHEHHUs, JOKYMEHT, COJepKalluii pe3ylbTaThl MOHUTOPHHTa O€30MaCHOCTH
JIEKApCTBEHHOTO Tpernapara Uil MEIUIIMHCKOTO TPUMEHEHHUs, MPOBOJMMOTO 3asBUTENEM, 1O (opMme,
YCTaHOBJIEHHOW COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (heiepalibHBIM OPTaHOM HCTOJTHHUTEIBHOW BIIACTH,
JIOKYMEHT, TIEpEeBEJCHHBIH Ha PYCCKUH S3BIK, TOATBEPKIAAIOIINNA COOTBETCTBHE IPOU3BOAUTEIS
JIEKApCTBEHHOTO TIpernapara s MEIUIIMHCKOTO TPUMEHEHHs TpeOOBaHUSAM TMPaBHI HaJJIeKaIIen
MPOU3BOJICTBEHHON  MPAKTUKH, BBIAHHBIA KOMIIETEHTHBIM OpPraHOM  CTpPaHbl  MPOU3BOJUTEIS
JIEKapCTBEHHOTO TIpenapaTa Uil MEJIUIIMHCKOTO PUMEHEHUS U 3aBEPEHHBIA B YCTAHOBJICHHOM IOPSIKE,
JNOKYMEHT, NEpEBEACHHBbII Ha pYCCKUM S3bIK, MOATBEP)KIAIOLUINI COOTBETCTBHE IPOU3BOIUTENS
(bapManeBTUUECKOW CyOCTaHIMM TpeOOBaHUAM MPaBUJI HaJAJeKalled MPOU3BOJCTBEHHOM NPaKTHKH,
BBIIaHHBI KOMIIETEHTHBIM OpPraHOM CTpaHbl NPOM3BOAMTENS (hapMaleBTHUYECKOH CyOcTaHIuH,
3aBEPEHHBIN B YCTAHOBJIEHHOM MOPSAKE U COAEpKaIllMi HaMMEHOBaHUE (papMaleBTUYECKON cyOCTaHIIUU
(MeXayHapOJHOE HEMaTeHTOBAHHOE WIM XMMHMUYECKOE€ M TOProBOE€ HAaMMEHOBAHMs), HAaUMEHOBAHUE U
agpec TPOUW3BOIUTENS  (papMarleBTUYECKONM  CyOCTaHIMH, CPOK TOAHOCTH  (papMareBTHUYECKOM
cybcrannmm.".

Cratbsa 2

Buectu B @enepanbubiii 3akoH ot 21 HOs0ps 2011 roga N 323-D3 "O6 ocHOBaxX OXpaHbI 3JI0POBbS
rpaknan B Poccuiickoit @enepanun" (Cobpanue 3akoHo narenbctBa Poccuiickoit @enepanun, 2011, N 48,
cT. 6724; 2013, N 27, cr. 3477; N 48, c1. 6165; N 52, ct. 6951; 2014, N 30, ct. 4257; N 49, cr. 6927,
2015, N 10, ct. 1425; N 29, ct. 4397) cnenyromniue U3MEHEHUS

1) nyHKkT 5 crarhu 2 MOCiE CIOB "MEAWIIMHCKMM PAaOOTHUKOM'" JOTIOJHUTH CJIOBaMU "M HMHBIM
paboTHUKOM, UMEIOIIUM IIPABO HA OCYIIECTBICHUE MEAUIIMHCKON JesITebHOCTH, "

2) yacTh 2 ctatbu 14 nqomonHuTh yHKTOM 11.1 ciaemyromiero coaepxaHus:

"11.1) opranuzanus IpoBeICHUS aKKPEAUTAIMH CIICIIHAIMCTOB;";

3) B crarbe 69:

a) OTIOJHUTD YacThio 2.1 CIeAyIOIero coaep aHus:

"2.1. Ilemarornyeckue W HaydHble paOOTHUKH, HMEKOIIHME CepTU(UKAT clenuaiucra Jubo
CBUICTENBCTBO 00 aKKpeOUTAllMM CIELNHAINCTa, OCYIIECTBISIONME MPAKTUYECKYI0 TOJIrOTOBKY
oOyyaronuxcs B COOTBETCTBUM CO cTaThelt 82 PenepanbHoro 3akoHa ot 29 nekabps 2012 roga N 273-D3
"O6 ob6pazoBanun B Poccuiickoit denepanun", a Taxke HaydyHble paOOTHMKH, MMEIOLINE CcepTU(UKAT
CHelranucTa JUO00 CBHUJETENBCTBO 00 aKKpeOUTAllMM CHEIHMAUCTa, OCYIIECTBISIONINE Hay4yHbIe
uccienoBaHusi B cdepe oXpaHbl 370pPOBbs, BIIPaBE OCYIIECTBIATH MEAMIMHCKYIO JAeATelbHOCTh. Ha
MEJaroTUYeCKUX M HAYYHBIX PAOOTHUKOB MPU OCYIIECTBICHUHM HMHU MEAUIMHCKOW esSTEeTbHOCTU
pacIpoCTpaHSIOTCA MPpaBa, 00s13aHHOCTH U OTBETCTBEHHOCTh MEAUIIMHCKIX PAOOTHHUKOB.";

0) JacTb 3 M3JI0KHUTH B CIEAYIOMICH PEIaKIINU:
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"3. AKkpenuTanus CIeNHAIUCTa - IPOLeypa OINPEeACSICHUs] COOTBETCTBUS JIMIA, IMOJTYYUBIIETO
MEIUIIMHCKOE, (apMaleBTUYECKOe WM HWHOE oOpa3oBaHue, TPeOOBAaHUSM K OCYIICCTBIICHUIO
MEIHUIIMHCKOW JISSATEIILHOCTH IO OINPEACICHHON MEIUIIMHCKON CHEeIHATbHOCTHA OO0 (apMaleBTUIeCKOM
NESATENBbHOCTH. AKKpEIUTAlMs CHEUATUCTA TPOBOJUTCA aKKPEIUTAIIMOHHOM KOMUCCUEH 10 OKOHYAHUH
OCBOEHHMSI MM MPO(GECCHOHAIBHBIX O00pa30BaTEIbHBIX MPOrPaMM MEIUIIMHCKOTO OOpa30BaHUsl WIH
(dapmareBTHUECKOTO 00pa3oBaHUS HE PEXE OJHOIO pa3a B IATh JIET. AKKpPEAUTAMOHHAS KOMECCHS
dbopMHpyeTCS  YIIOJTHOMOYCHHBIM ~ (eICPATBHBIM OpPraHOM HCIOJHUTEIBLHOW BJIACTH C  YYaCTHEM
podecCHOHABHBIX HEKOMMEPYECKHX OPTaHMU3alNi, YKa3aHHBIX B cTaThe 76 Hactosmiero demxepabHOTO
3akoHa. [loyoxenne 06 akkpeaUTAIIMU CIIEHUATMCTOB, IOPSAIOK BBIJIAYM CBUJIETEIHCTBA 00 aKKpeIUTaAlUN
crierranmcTa, GopMa CBUACTEILCTBA 00 aKKPEAUTAIIMH CICIIHATMCTA U TEXHUYESCKHE TPEOOBaHUS K HEMY
YTBEPIKIAIOTCS YIIOJTHOMOYECHHBIM (pe/iepaibHbIM OPraHOM UCIIOJTHUTEIILHON BIacTu.";

B) 4acTh 4 IOTIOJIHUTH CJIOBOM 'crienanucra';

r)B uyactu 6 cioBa 'cHauum DK3aMeHa II0 CIENHAIbHOCTH B TMOPSAKE, YCTAaHOBJIECHHOM
YIOJIHOMOYEHHBIM  (hefiepaIbHBIM OPraHOM HCTIOJIHUTETBHOW BIIACTH," UCKIIOYUTH, TOCIE CJIOB
"MPOXOXKICHUS aKKpEIUTAUU" JOTIOJTHUTE CJIOBOM '"crieruanucra';

4) B cratwe 76:

a) 9acTh 2 mocje CJIOB "HOPM W TpaBuj," AOMOJHUTH ciloBaMu "B pa3paboTke", mocie CIoB
"KBaM(UKAITMOHHBIX KaTErOpUi" TOMOHUTH CIIOBAaMHU "U B IPOBEICHUH aKKPEAUTAIINH CIIEITHATICTOB";

0) JacThb 3 AOMOJHUTH MTYHKTOM 4 CJIETYIONIEr0 COACPIKAHMUS:

"4)B  (QOopMHpPOBAaHUM  AKKPEIUTAMOHHBIX KOMHUCCHUH M  MPOBEIEHUU  aKKpeIUTaluu
CHIEITNaINCTOB.";

5) B cratbe 100:

a) B ab3arie epBom vactu | mudper "2016" 3amenuts mudpamu "2026";

0) TOTIOJIHUTD YacThio 1.1 Cleayromero coaep kaHus:

"1.1. Ilepexona K mpoueaype aKKpEIUTALMU CIEIUATMCTOB OCYIIECTBIAETCS MOATANHO ¢ | sHBaps
2016 roma mo 31 mexabpst 2025 roga BrmouuTenbHO. CPOKM M 3Tallbl YKA3aHHOTO IEPEX0ja, a TaKkKe
KaTeropuu JIMI, UMEIOUIUX METUIIMHCKOE, (apMalleBTHYECKOE WM MHOE OoOpa3oBaHHE M MOJUIeKAIIUX
aKKpeWTallUd  CIEUUAIMCTOB,  ONPEACNSAIOTCS  YHNOJHOMOYEHHBIM  (efepaibHbIM  OpPraHoM
HCITOJIHUTEILHOHN BlIacTH.";

B) B uactu 2 mudpsl "2016" 3amennts nudpamu "2021".

Crartba 3

Buectn B ®@enepanbubiii 3akoH o 29 nexabpst 2012 roma N 273-d3 "OO6 oOpa3oBaHuu B
Poccuiickoit ®enepanuun" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepanuu, 2012, N 53, c1. 7598;
2014, N 30, ct. 4217) cnenyrouiyue U3MEHEHUSI:

1) B wactu 6 crateu 47 cnoBa "yuebHas (mpenoaaBaTenbCcKas), BOCIUTaTeNbHas padoTa" 3aMEeHUTh
cioBamu '"ydyeOHas (TpernojaBaTenbCKas) W BOCIUTATENbHAass paboTa, B TOM YHCIE MPaKTHUECKas
MOATOTOBKA 00ydaromuxcs';

2) yacTb 5 cTatby 82 U3NOXKUTH B CIEAYIOUIEH peaKiuu:

"5. Opranuzanus MPaKTUYECKOW TOArOTOBKM OOYYalOIIUXCs B CIOy4asX, MPEAyCMOTPEHHBIX
NyHKTaMH 2 ¥ 3 4acTu 4 HACTOSIIEH CTaTbd, OCYILIECTBIISIETCS HAa OCHOBAHMM JOrOBOpa MEXKIY
o0Opa3oBaTebHOW MM HAy4YHOM oOpraHmsanueil ¥ MeAWUIMHCKOM opraHu3auueil n1ubo opraHu3zanue,
OCYHIIECTBJISIIOIIEH  MPOM3BOJCTBO  JIEKAPCTBEHHBIX  CPEACTB, OpraHU3aluel, OCYLIECTBISIONIIEH
MIPOU3BOJICTBO M U3TOTOBJICHHE MEIUIIMHCKUX WM3JEIHI, alTeuyHOW opraHu3anuei, CyJaeOHO-IKCIIEPTHBIM
YUpEeKJICHHEM WIM WHOW OpraHu3allueil, OCyIIeCTBISIONIeH AeITeIbHOCTh B cdepe OXpaHbl 370POBBS.
Tunosast ¢popma ykazaHHOTO JOTOBOpa yTBepxkaaercs (eaepaibHbIM OPraHOM HMCIIOTHUTEIBHON BIACTH,
OCYILECTBISIONIUM  (DYHKIIMUM 1O BBIpa0OTKE © peaju3alid TOCYJapCTBEHHOW TMOJUTUKUA H
HOPMAaTHUBHO-TIPABOBOMY PETyITHPOBAHUIO B cepe 3apaBOOXPAHEHHUS, TI0 COTIACOBAHUIO C (e/iepalbHbIM
OpraHOM HCIIOJIHUTEIHHON BIACTH, OCYIIECTBISIIOIIMM (YHKIIMH MO BBIPAOOTKE TOCYAapCTBEHHOM
MOJIMTUKM W HOPMATHBHO-TIPABOBOMY DETYIHMPOBaHHIO B cdepe oOpa3oBaHus. YKa3aHHBIH JOTOBOP
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JOJDKEH COJIEp)KaTh MOJIOXKEHHUsS, ONPEEISIONINe BHJBI JESITEIBHOCTH, MO KOTOPHIM OCYIIECTBIISECTCS
MPaKTUYeCKas TOJIrOTOBKAa OOYYaIOIIUXCS, CPOKH OCYHIECTBICHHMS NPAKTUYECKOH MOATOTOBKH B
COOTBETCTBUH C y4eOHBIM IJIAHOM, NEpedyeHb padOTHHUKOB 00pa30BaTENbHON OpraHu3anuu, pabOTHUKOB
HAyYHOH OpraHu3alfy, KOJUYECTBO 00yUarOIUXCs, y4aCTBYIOIIMX B MPAKTHYECKOM MOATOTOBKE, HOPSIIOK
W YCJIOBUSI HWCITOJIB30BAHUS HEOOXOJMMOTO ISl OpPraHU3allMyd MPAaKTUYECKOH MOJTOTOBKM HMYIIECTBA
CTOpPOH JOTOBOpA, TOPSIOK y4acTHs oOydarommxcs, pabOTHHKOB 00pa30BaTeNbHOW OpraHH3alluy,
pabOTHUKOB Hay4YHOW OpraHW3alMi B COOTBETCTBYIOLICH AEATEIBHOCTH, BKIIOYAs MOPSAIOK UX y4acTus B
OKa3aHWHM MEIUIIMHCKON MOMOINM TpaKAaHaM, OTBETCTBEHHOCTb OOpa30oBaTEIbHON OpraHHM3allu,
HAyYHOM OpraHM3alyy 3a Bpel, NPUYMHEHHBIH TPH OCYIIECTBICHUH MPAKTUYECKONW ITOATOTOBKH
oOyJaronuxcs, B TOM YMCIIC MarueHTam. "

Crarbs 4
Hacrosmuit @enepanbHblii 3aKOH BCTynaeT B cuiy ¢ 1 saBaps 2016 rona.

[Ipesunnent Poccuiickoit deneparum B. Ilytun
Mocksa, Kpemnb

29 nexabps 2015 r.
N 389-03



