[PABUTEJILCTBO POCCUVCKOI ®F/IEPAITAA
IIOCTAHOBJIEHUE

oT 22 centsa0psa 2014 r. Ne 968

MOCKBA

O nopsiake popMHpOBaHHUsI NepeyHell MeIHIIMHCKHX H3eJIHil

B coorBerctBHM ¢ 4yacthlo 2 cTathd 80 DemepanbHOro  3aKoHa
"O0 ocHOBaxX OXpaHBl 310pOBbS Tpaxnman B Poccuiickoit ®enepaunu”
¥ 4acThio 2 cTaThi 6° DenepanbHOro 3akona "O roCyJapCTBEHHON COLIMAIBHOM
nomoun” IIpaBurensctBo Poccuiickoit @enepaiimi nocTaHoOBAA €T ¢

l. YtBepaure mnpunaraemele [lpaBuna ¢opMmupoBanus — IepedHei
MEIMLUHCKUX U3/ICITHH.

2. MunncTepcTBy 3paBooxpaHeHHs Poccuiickoit @enepaunu yTBepIUTh
NIOJIOKEHHE O KOoMHMCCMM MuHucteperBa 3apaBooxpaHeHHs Poccuiickoi
®enepanyy 1o GOPMHUPOBAHHUIO TIepeyHeil MeAUIMHCKUX M3/ENIUH U ee COCTaB.

3. YcranoButs, 4to B 2014 romy mnpemioxeHus 1o (HOPMUPOBAHHUIO
HepevyHer  MENMUWHCKHAX  M3JENUM  HanpaBisAioTcs B MHHHCTEPCTBO
3apaBooxpaHenus Poccuiickolt Penepannu B HOpsake, PENyCMOTPEHHOM

HpaBI/IHaMI/I, YTBCPXACHHBIMH HACTOSIIHUM TOCTAHOBJICHUEM, [0 6 OKTSI6p51
2014 r.

[Ipencenarens [paBute

Poccutickoit ®eneparil J.Menpenes
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YTBEPXJEHDBI

noctaHoBieHueM I IpaBurenbcTBa
Poccutickoin ®enepanuu
ot 22 ceutsa6ps 2014 r. Ne 968

ITPABHUJIA
(¢opmupoBaHNs nepeuHel MeIHUHHCKUX H31eJINH

1. Hacrosmue IlpaBuna onpenenstor nopsaok GopMUpOBaHUS:

a) Mepe4Hsl MEJULMHCKUX H3MeINi, HWMIUIAHTHPYEMBIX B OpTraHHU3M
4eJloBeKa MpH OKa3aHWMM MEIMLMHCKONW [OMOIIM B paMKaX IpOorpaMMbl
roCyJJapCTBEHHBIX T'apaHTUN OECIIaTHOTO OKa3aHUs rpakaaHaM MeAMLIMHCKOU
NIOMOIIH (Janee - IporpaMMa rocy1apCTBEHHBIX TapaHTHR);

0) nepe4yHsi MEIUIMHCKUX H3JENHHA, OTIyCKaeMBIX IO pelentaM Ha
MEIULMHCKUE U3JENHS NP MPeloCTaBlIeHUH Habopa COLUATBHBIX YCIYT.

2.IlepeyHr MEOWLUMHCKUX U3JENHH, MNpeayCMOTPEHHblE MyHKTOM 1
Hacroawmux IIpaBun (ganee - nepeynu), GopMHUPYIOTCS O BHAAM MEIULIMHCKUX
U3JIENUM, OTBEYAIOIIMX CIECAYIOMUM TpeOOBaHUIM:

a) MEIMLIMHCKOE U3JIeNHe 3aperucTpupoBatHo B Poccuiickoit Menepanuu B
YCTaHOBJIEHHOM IOPSIJIKE;

0) BUA  MEIUMUMHCKOrO H3JeNHs BKIIOYEH B  HOMEHKIATYPHYIO
KIacCU(UKAIMIO MEIULIMHCKUX HW3IeNHHA, YTBEPXKICHHYI0O MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit ®enepanumy;

B) IPUMEHEHUE MeIUIMHCKOro u3zaenuss B Poccuiickoit ®enepauuu
HE NPHUOCTAHOBIIEHO.

3. IlepedeHb MEAMIIMHCKUX U3ENIUi, TPeTyCMOTPEHHBIH MOAIMYHKTOM "a"
nyHkTta 1 Hacrosmux [lpaBui, ¢popmupyercs mo BugaM MeIUIIMHCKUX U3IACITHH,
OTBEYAIOIIMX IOMUMO TpeOOBaHUH, YKa3aHHBIX B MyHKTe 2 HacTosuwmx [IpaBu,
ClIe1yIOLUM TpeOOBaHUSIM:

a) UMeeTcsl 000CHOBaHME (aHHBIE KIMHUYECKUX WCIBITAHHHA, OTYETHI
POU3BOAUTENEH (M3rOTOBUTENEH) O pe3ysbTaTax MpPaKTUYECKOro MpUMEHEHHUs,
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pe3yJbTaThl KJIMHUKO-3KOHOMHYECKOM OLIEHKH IIPOU3BOAUTEIIEH
(M3roTOBUTENEH), pe3yJbTaTbl MOHUTOPWHIa 0e30MacHOCTH MEIUIIMHCKOTO
U3MENNs) BKIIOYEHUS MENMLMHCKOTO W3JIeNNs B CTaHJAPTHl METUIIHHCKOM
IIOMOIIM, KIMHHUYECKHE PEKOMEHJAlMKU (MPOTOKOJBI JIEYEHHs) TI0 BOIPOCaM
OKa3aHusA CIEUMAIM3UPOBAHHOW MEOULMHCKON MOMOIIM, B TOM YHCIE
BBICOKOTEXHOJIOTMYHON MEIMIMHCKONM MOMOIIKA MO YCTAHOBJIEHHOMY MEpPEYHIO
BUJIOB BBICOKOTEXHOJIOTUYHON METMIIMHCKOMN TTOMOIIH;

0) COBOKYIHBIN 00BbEM IMPOWU3BOACTBA M (MJIM) MMOCTABOK MEIUIIUHCKOTO
U3JeNIUd  COOTBETCTBYIOILErO BHUJA, 3aperucTpupoBaHHoro B Poccuiickoil
Qenepauuy B YCTAaHOBJIICHHOM TMOpPSAKE, MOKPBIBAET MOTPEOHOCTH OKa3aHHS
CIIELUATU3UPOBAHHON MEIULUHCKON NOMOILIH, B TOM qucie
BBICOKOTEXHOJIOTMYHON MEIULMHCKOM MOMOUIM IO YCTAHOBJIEHHOMY IEPEUHIO
BUJIOB BBICOKOTEXHOJIOTUYHOW MEIOMIIMHCKOW MOMOLIM, B paMKax MPOrpamMMbI
roCcyJapCTBEHHBIX FapaHTHIA.

4. IlepeueHs MEIULUHCKUX U3JIeNHH, IIpey CMOTPEHHBIN
nofAmyHKToM "0" myHkTta 1 Hacrosiumx [IpaBumi, ¢opmupyercs mo BuaaM
MEIVLUHCKUX W3JEeNUN, OTBEYalollUX [OMHUMO TpeOOBaHUH, YyKa3aHHBIX
B NyHKTe 2 Hactosmux IlpaBmi, TpeOoBaHMIO O HAMYHUH BO3MOXXHOCTH
CaMOCTOSITENIBHOTO UCIOJb30BaHHUS TALUMEHTOM MEIULUHCKOTO HU3AENUus B
LEeIAX IPOBENCHHUST MENUIMHCKOrO HCCIEeNOBaHUs WU (UJIM) IPU BBEISHUU
JIEKapCTBEHHOT'O IIpernapara.

5. MenuuuHckoe H3enHe MOANEXUT HCKIIOYEHHIO U3 TiepedyHel
B ClIy4ae, €CId OHO HE COOTBETCTBYeT XOTi OBl OIHOMY W3 TpeOOBaHUH,
IIpEAYCMOTPEHHBIX ITyHKTaMHu 2 - 4 HacTosmux [IpaBus.

6. opmupoBaHue NepedyHed OCYIIECTBISETCS HE peXe OHOro pasa
B 2roja c yd4eroM oObeMa OIODKETHBIX ACCUTHOBAaHHWH, MpeayCMOTPEHHBIX
B (enepanpHoM Oromxkere Ha (QUHAHCOBOe oOOecCIeYeHHe IMPOrpaMMbI
FOCYJapCTBEHHBIX TapaHTUH M OKa3aHHE T[OCYJapCTBEHHOW COLHUALHOM
IIOMOILIH.

7. BHeceHre HM3MEHEHMH B INEpPEYHU OCYILIECTBISETCS B COOTBETCTBHUH
¢ nosioxxeHusasMHU Hactosiumx [Ipasu.

8. @opmupoBaHue nepevyHein OCYLLIECTBISETCA 00pa30BaHHOM
MunucrepctBoM 3apaBooxpaHeHust Poccuiickoit ®eaepanid KOMHCCHEH I10
(bopMUpPOBaHUIO NTEpeYHEN METUITMHCKUX U3JIENNH (Jlaee - KOMUCCHS).

9. Opranu3alMOHHO-TEXHUYECKOe o0ecreueH e AesITeIbHOCTH KOMUCCHH
ocyuiectsisiercss MunucTepcTBoM 3apaBooxpanenus Poccuiickoit @enepanuu.

10. B cocraB KOMHUCCHMM BXOJAAT TPEACTaBUTENH MHHHCTEPCTBA
3apaBooxpaHeHus Poccuiickoit ®enepaunu, MUHUCTEPCTBA MPOMBIIIIEHHOCTH
u toproeiu Poccuiickoii ®enepaunu, MuHHCTEpCTBa TPyJa W COIUATBHOU
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samtel  Poccuiickoit @epepanny, @DepepalbHOM  aHTHUMOHOMOJBHOU
cinyxOpl, @enepanbHOW CcioyXObl 1O HaA30py B cdepe 3alIuThl IpaB
norpebuteneit u 6iarononyyus yenoeka, OenepanbHON CITyKOBI IO HAI30PY B
chepe 3apaBooxpaHeHusi, PenepanbHOrO areHTCTBAa HAYYHBIX OpraHW3alMid U
DenepanbHOr0 MeIUKO-OHOJOTUYECKOT0 areHTCTBA, JKCIEPThl (BHEIITATHBIE
cnequanucTel) MunuctepctBa 3apaBooxpanenus Poccuiickoit ®enepann,
a TakXe NpeAcTaBUTENH (elepalbHBIX TOCYAapCTBEHHBIX 00pa30BaTEbHbIX
OpraHu3aldil BBICHIETO MEIULMHCKOro o00pa30BaHUs, TIOCYIapCTBEHHBIX
MEJIMLIMHCKUX, HAyYHBIX OpraHu3alui U cOOOIIeCTBa BpaueH.

11. CyObexTbl oOpallieHuss MEIUIUHCKUX HU3JIEIHH, MEeTUIMHCKHUE,
Hay4YHble MEIULUUHCKHE M (MIK) (dapMarieBTHUYECKHE OpraHu3allid, a TaKkKe
oOlecTBeHHbIE OOBENUHEHMS, OCYUIECTBIAIONIME AEATENbHOCTE B cdepax
3[IpaBOOXpaHEHUs], OOpalleHUss MEAULIUHCKAX U3IEIUi, 3alllUThl MpaB IpaxaaH
B cepe OXpaHbl 3T0pOBbs (Hajiee - 3asBUTEIIN), HAMPABJISAIOT B MHHUCTEPCTBO
3npaBooxpaHeHus Pocculickoil @enepaunu He nmo3aHee 1 MapTa TeKyIero romaa
NPEMJIOKEHU O BKIIOYEHUM MEAUUMHCKOrO U3JeNus B IepeueHb WU
00 HCKIIOUEHUU MEAMLIMHCKOIO U3JENUs U3 MepedHs (najee - MpeayioKeHHs )
110 opMe COTJIaCHO MPUIIOKEHUIO.

12. B ciydae HanpaBiieHUs OpeIOXKEHUH 0 MOoYTe JHEM OOpalieHHs
3asBUTENI] B KOMHUCCUIO CUMTAETCsl JaTa, yKa3aHHas Ha MOYTOBOM IITEMIIEJNe
opraHuzauvy (QefepaJbHOM TOYTOBOH CBA3M IO MECTy OTIIPAaBJEHHUS
MIPEAJIOKEHHUS.

13. IlpennoxeHue HampaBiseTcs 3asBUTENIEM Ha OyMa)XHOM HOCHTEJNE
WIM B (opMe 3NEKTPOHHOIO JOKYMEHTa C NMPUIOXKEHHEM COOTBETCTBYIOIIHUX
JOKYMEHTOB M CBENEHUH. 3asBUTENb TakXXe BIpaBe MPEICTABUTH HHBIE
CBE/IEHUs, OOOCHOBBIBAIOIINE BKIIIOUCHUE MEIULUHCKOTO M3IENHs B IEpPeUYeHb
WIM €ro HCKIIOYEHHE M3 IepeyHs, Ha OymMa)XHOM HocHTele WIH B ¢opme
3IEKTPOHHOIO IOKyMEHTA.

14. Unpopmanuss 0 TOCTYMUBIIMX B KOMHCCHIO  IIPEIIOXKEHHAX
pasMeniaercs B YCTAHOBJIEHHOM IIOpsAJKE Ha OQHIIMAIbHOM  caiiTe
MunucrepcrBa 3apaBooxpanenus Poccuiickoit Oenepainu B HHGOPMAIIMOHHO-
TEJIEKOMMYHHUKAaLMOHHON ceTH "MHTepHeT" (manee - cets "UHTepHeT").

15. PaccMoTpeHne npe/lioKeHUi OCYIIECTBIISIETCS KOMHCCHEHR B CPOK, He
npesbiatomui 30 pabouux aHeH co qHS UX IMOTYYEHHS.

B cny4yae ecnum B ykasaHHBIH CpOK IMpeAJIO)KEHHE HE MOXKET OBITh
pacCMOTPEHO, KOMHCCHUsS IIpUHUMAaeT pelleHWe O MNPOICHHH CpOKa ero
paccMoTpeHus, HO He Oonee uyeM Ha 30 gHeir, 0 dYeM MHUHHCTEPCTBO
3apaBooxpaHeHuss  Poccuiickoit  ®enmepauuu  yBeqoMiiseT — 3asBHUTEIIS.
CooTBeTcTByIOlIEE YBEIOMJIEHHE MOXET OBITh NepelaHO YIIOJHOMOYEHHOMY

2441702.doc



NpEACTaBUTENIO 3asBUTENI JIMYHO IIOJ PACIUCKy, HAMpaBlIEHO [0 MOYTe
3aKa3HbIM NHCBMOM HWJIM MepefaHo B 3JEKTPOHHOH (opMe C HCHOJIB30BaHUEM
cetu "MHTepHeT".

16.Ilpy BO3HUKHOBEHWH KOH(IUKTA HMHTEPECOB COOTBETCTBYIOIIHE
YJIeHbl KOMHUCCUM HE Yy4YacTBYIOT B NpolLenypax IpHUHSITHSA pEelIeHUs
B OTHOILICHUH TPEJIOKEHHUS.

YneHpl KOMHCCHH, MPEACTABUBIIME HEJOCTOBEPHYIO HWH(MDOPMAIMIO WU
HE I[PEeACTaBUBIIME (HECBOEBPEMEHHO TMpPEACTABHBLIME) B  KOMHUCCHIO
UHGbOpMaLMIO 0 HAIUYUU OOCTOSATEIHCTB, CIIOCOOHBIX NMPUBECTH K KOH(DIUKTY
UHTEPECOB IIPM PACCMOTPEHHHM MpEMIOKEHHM, MO PEIIEHUI0 KOMHCCHUU
OTCTPAHAIOTCA OT JAbHEUIIEro y4acTusi B AESTENBHOCTH MO (HOPMUPOBAHHIO
IIEpEeYHEH, a pellicHHe B OTHOLIEHUHU MPEIJIOKEHUS, IPUHATON0O KOMUCCUEN TIPU
WX YYaCTHUH, OAJIENKUT IIEPECMOTPY.

17. Komucenst Ipu pacCMOTPEHHH BOIPOCa O BO3MOXKHOCTH BKJIIOUEHUS
MEIULIMHCKOIO M3JENHUs B NIepeYeHb UM UCKIIOYEHUS] MEIULIMHCKOIo U3/enus
U3 IepeYHs OLIEHUBAET JOCTOBEPHOCTH MPEACTABIEHHBIX 3aiBUTEIEM CBEACHHUM,
COOTBETCTBHE MEIULIMHCKOTO U3JeNus TpeOOBaHUSAM, TPEayCMOTPEHHBIM
nyHKTaMu 2 - 4 Hacrosmmx IlpaBui, ¥ OpuUHHMaeT pelleHHe O BKIIOYEHHHU
(MCKJIIOUYEHHH) MEIULIMHCKOTO U3/IeNHs B MEPeueHb WIIH O HElleNecoo0pa3HOCTH
BKJIIOYEHUS (MCKIIIOYEHUS) MEIULIMHCKOTO U3/IeNUs B [IEpEUeHb.

18. Komuccusi BopaBe 1O pe3yjbTaTaM OCYIIECTBIEHUS MOHHUTOPHHTA
0e30MacHOCTH MEIUMUMHCKOIO HU3JIeNTUs NpPHU [ONyYeHHH TOATBEPKICHHOM
uHGOpMAIK O HeXeNaTeNbHBIX peakIHsIX MPH €ro NMpPUMEHEHHW BBICTYITUTh
MHULMATOPOM MCKIIFOUCHUSI MEIUIIMHCKOTO U3JIEIUS U3 NEepeyHS.

19.C yueToM TPUHATBIX KOMHCCHEH pElIeHHH B OTHOIICHHH
npeioxkeHnii MuHucTepcTBO 3apaBooxpaHeHus Poccuiickoit ®enepannu:

a) GopMHUpYyET NMPOEKTHI NIEPEUHENH;

0) unpopMupyer 3asgBUTENled O peIIeHUAX B OTHOIICHHWH HX
HpeJI0KEHUH;

B) pa3MemaeT MHGOpMalHIO, CBA3aHHYI C (OPMHpPOBAHHEM IMEepeYHEe,
Ha cBoeM o¢UIMaTIbHOM caiite B ceTH "HMHTepHeT".

20. IlpoekTsl mepeyHel TMOJJIeXaT COIrIacOBaHUIO ¢ MHHHCTEPCTBOM
IIPOMBILIJIEHHOCTH W Toprosid Poccuiickorn ®enepaunu, MHUHHCTEPCTBOM
TpyAaa M coudanbHOM 3amuthl Poccuiickoit ®epepanuu, DenepanbHOM
AHTUMOHOIIONBHOU ciyx0ol, DenepansHOi ciyx00it Mo Hamg3opy B cdepe
3alMTHl TpaB notpeduteneit u Onaromony4usi 4denoBeka u DenepanbHBIM
areHTCTBOM HAy4YHBIX OpraHHu3allui.
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[TPHUJIOXXEHUE
K [IpaBuiam GopmupoBaHus
repevyHeld MEIUIUHCKUX U3IETUI

(hopma)

B xomuccuio MunucrepcTBa
3apaBooxpaneHus Poccuiickon
®enepaiiny Mo HOPMUPOBAHUIO

nepeyHed MeJULIUHCKUX U3eNTUN

NPEAJOXEHMUE

0 BKJIYE€HHH MEIHLIHHCKOI'O H31CJINA B HEPCUCHb MEAHIIHHCKHX
H3eJINI HIH 00 HCKJIIOYEHHH MEAHUHUHCKOIO H3/1€JIM51 U3 HEpPpEeIHH
MeIHIMHCKHUX H3eJHi

[Ipennaraercs

(BKJIHOYHTD, MCKJIIOUHUTD - YKa3aThb HY>KHOE)

MCIUITHHCKOC U3ECIINE

(HaI/IMeHOBaHI/Ie MEIULHWHCKOrO M3a€ins C YKa3aHUEM l'[pHHa).Ule)KHOCTCﬁ,

HEOOXOMUMBIX IS NMPUMEHEHUA MEAULIMHCKOTO U3CIIHUA MO Ha3Haqumo)

B (M3)

(nepequb MEIULIMHCKHUX U3IENHM, WMILIAHTHPYEMBIX B OpraHu3M Ye€JIOBEKaA,

niepeveHb MEAMLIMHCKHX U3/IeJIHii, OTIYCKAeMbIX M0 peLenTaM Ha MeULHHCKHE U3JeNus
NpH MpeOCTaBNeHNH Habopa COLMANILHBIX YCIIYT, - YKa3aTh HYXKHOE)

I/IH(i)OpMaLII/ISI O MCAHUIITMHCKOM H3ACIIMH

Haznauenne MCIOHUIHAHCKOI'O M3ACIIHA, YCTAHOBJIICHHOC IIPOU3BOAHUTCIIEM

HpOI/ISBOI[I/ITeJIB (I/ISI‘OTOBI/ITCJII)) MCOHIIMHCKOI'O U3CIIN

2441702.doc



Nudopmanus o 3asButene

HanmeHnoBanue opraHu3anmu HIH (l)aMI/IHI/IH, UMs1, OTHECTBO Ipa)xXxJaHHuHa

AJnpec (MeCTO HaxXOXXIASHUS) HIIH MECTO JXKUTEILCTBA

Tenedon, dakc
Anpec 3JeKTpOHHON MOYTHI
OTBeTCTBEHHOE JIULIO, TOJDKHOCTD

CBeI[eHI/ISI, O6OCHOBBIBaIOIJ_II/Ie BKJIFOUEHUE MEJUITHMHCKOTO H3€JINA B IICPCUYHH
HJIN UCKITIOYCHHEC MCIUIITMHCKOI'O U3ACIIHUA U3 nepequﬁ

Perucrpanus menuuunckoro usznenus B Poccuiickont ®enepanyn:
Jata (Y4.MM.ITIT)
HOMEp PErUCTPALlUOHHOIO YI0CTOBEPECHUS
IOpUANYECKOE JIMII0, HAa MM KOTOPOIO BBIJAHO PErUCTPallUOHHOE
yIOCTOBEpEHUE

CBEICHUSI 00 OTCYTCTBUM HWJIM OTMEHE TOCYJIapCTBEHHOM perucTpaliu
MEIULUHCKOTO u3Jenus B Poccuiickoi Oenepaunu

By MeaMLMHCKOro u3enus B COOTBETCTBMM C HOMEHKIATYpPHOH
KIaccU(pHUKaLMe MEIUIMHCKUX U3JeNHid, yTBEp)XIEeHHOH MHHHCTEPCTBOM
3apaBooxpaHeHus Poccuiickod @enepauvu, UMM yKa3aHHe Ha OTCYTCTBUE
TaKoro BUJa

CTaH,I[apTBI MeQUIIUHCKOH IIOMOIIH, B KOTOPBIC BKIIIOYEHO MCIHIIUHCKOC
u3aeime, UMINIAHTUPYEMOE B OpTraHu3M Y€JI0BEKA, UJIK YKAa3aHUEC HA OTCYTCTBUE
TaKHX CTaHAapTOB
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KnrHuueckue pexomeHAanuu (IPOTOKOJBI JIEUEHHS) IO BOIPOCaM
OKa3aHUs MEIULMHCKOHN ITIOMOIIIH, B KOTOPBIE BKIIOUEHO MEJUIIUHCKOE U3eNHe,
WIM yKa3aHue Ha OTCYTCTBHE TaKUX peKOMEH AU

Iloomuce 3asBurens / /

Jlata

IIpumedanue. 3amojHEHHWE BCeX MO3MUMH  HACTOAIIETO  TPEIIOKECHHS
obsizatenibHO. [IpH  OTCYTCTBHH CBeleHHIH IMPOCTABIAIOTCS
MPOYEPKH.
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