[OCYJAPCTBEHHAS IYMA
DE[IEPAJIBHOTO COBPAHMSI POCCHIICKON ®EJEPALIMU
CEJIbMOT'O CO3bIBA

BBIIMUCKA U3 ITPOTOKOJIA ot 11.05.2021 Ne 311
3ACEJJAHUSL COBETA I'OCYIAPCTBEHHOU JYMBbI

"11" wmas 2021r.

79. O npoekTe degepaabHoro 3akona Ne 1145391-7 "O BHeceHUH U3MeHEHUH
B OTAe/bHbIC 32KOHOAATE/bHbIe AKTHI B YaCTH COBEPIICHCTBOBAHHSA CHCTEMbI
OK23aHHA MEAHUHMHCKOH MOMOIUM JETAM ¢ OHKOJOTHYECKHMH H reMaToJIOrHYe-

ckuMH 3aGoneBanuamu' - BHocaT Aenyrarbl TocymapcrBenHoii  Jlymer
N.A.fIpoBas, A.K.HUcaes

Ipuusto pemieHue:

1. HanpasuTh yKa3aHHbI [poeKT ¢enepanbHoro 3akoHa Ilpesuaenty Poccuit-
ckoit Menepauun, B KOMUTeThI, KoMuccHio I'ocynapctaennoit Qymol, gppakuuu B 'ocy-
mapcteeHHoit Jyme, Coser ®enepaunu Penepansuoro Cobpanus Poccuiickort depe-
pauuu, [TpasutensctBo Poccuiickoit denepanuu, CueTHyto nanaty Poccuiickoi Depe-
pauuy, O6mectBeHnyI0 nanary Poccriickoit denepauuu, 3akoHoaaTeNbHbIe (MpeACTa-
BUTEJIbHBIE) H BHICIIHE HCIIOJHUTENBHBIE OPTaHbl TOCYIapCTBEHHOH BJIacTH CyOBEKTOB
Poccmitckoii depepaunu i MONTOTOBKM OT3LIBOB, NpEINOXEHHH ¥ 3aMevyaHui, a
TaKxke Ha 3akmodeHue B [IpaBoBoe ynpasnenue Annapara 'ocynapcTeenHo# JJyMsr.

Ha3HayuTh OTBETCTBEHHHLIM B paboTe Haj MpoekToM ¢eIepalbHOrO 3aKOHa
KomureT I'ocynapctsenHoit J{yMbl 1o 0XpaHe 310pOBbSL.

OT35bIBHl, MpENJIOXEHUS U 3aMevaHusi HanpaBuTh B Komuter I'ocynapcrseHHOH
JIymbl 110 oxpane 300poBbs A0 10 uroHg 2021 roga.

2. Komuretry [ocynapcTBeHHOH JIyMBl 1O oxpaHe 3[I0pOBbsl C YY€TOM IOCTY-
MUBIINX OT3HIBOB, MPETIOKEHHH U 3aMEYaHHH TOATOTOBUTh YKa3aHHBIA MPOEKT dene-
paJIbHOrO 3aKOHA K paccMOoTpeHu:o IocyrapceTBenton JlyMoi.

3. BKJIIOUHTD YKa3aHHBIH POeKT (eAepalbHOro 3aKOHa B IPHMEPHYIO IPOrpaM-
My 3aKOHOMpoekTHoM paboThl ['ocymapcTBenno# JyMbl B MEPHON BECEHHEH CECCHM
2021 rona (4IOHB).
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Poccuiickoi Penepaunu

B.B. BOJIOJHHY

Yeaxaembiii Bayecnas BukropoBuu!

Ha ocHoBaunu yactn | craten 104 Koucrutyuuu Poccuiickoit denepaunu
BHOWY Ha paccMoTperne [ocymapersennoid [lymbt ®Depepanssoro CobOpauus
Poccufickoti ®epepeiu B KauecTBe 3aKOHONATENbLHOH HHHULMATHBBl MPOCKT
¢enepanbHoro 3akona <O BHeCEHHM M3MEHEHWH B OTAENbHbIE 3aKOHOOATeJbHbIC

AKThH! B 4aCTH COBEPIUCHCTBO3AHUA CUCTEMBI OKa3aHUs MEJMIIMHCKON NOMOLLU JeTSM
C OHKOJIOTHYECKHUMH H FéMaTOJIOrM4Ye. KUMH 3a00J1€BAHUAMMK» .
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[IpoexT
Buocutcs nenytatamu
locynapcTBenHoin JyMmel

. A SlpoBoii

A . K.HcaeBbiM

w 11Y85397- F
OEJNEPAJNBHBIA 3AKOH

O BHeCeHHMH H3IMEHEHHH B O0TAe/IbHbIE 3aKOHOAATE/IbHBIE AKTbI B YaCTH
COBEPIIEHCTBOBAHHA CHCTEMbI OKa3aHHA MEeJHLUHHCKOH MOMOLUH JeTHAM C
OHKOIOTHYEeCKHMHU H reMaToJOrH4eCKHMH 3a00/1eBAHHSAMH

Cratbs 1

BHectu B DenepansHblit 3akoH oT 21 Hoabps 2011 rona N 323-03 «O6
OCHOBAx OXpaHbl 310poBbs rpaxaaH B Poccuiickoit ®enepaumu» (Cobpanue
3aKoHoJaTeNnbCTBa ’occuiickoil Mepepauun, 2011, Ne 48, c1. 6724; 2013, Ne 48,
cT. 6165; 2014, Ne 30, ct. 4257; Ne 49, ¢1. 6928; 2015, Ne 10, c1. 1403, 1425:
Ne 29, ct. 4397, 2016, N 1, ct. 9, 28; Ne 27, ct. 4219; 2017, Ne 31, cr. 4791,

Ne 50, ct1. 7544, 7562, 2018, Ne 1, c1. 49; Ne 30, c1. 4543) cnepyrouue

H3MCHCHUS!
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1) gononHuTs cTatheit 36.3 craeayoniero CoAepKaHus:
Ctaths 36.3. OcofeHHOCTH OKA3ZAHUA MeIHUHHCKOH moMOUIM AeTAM

¢ OHKOJIOrHYecCKHMH u reMaToJMOru4yecKuMH
3200eBaHUAMH

1. HasHayeHMe W  mnpUMEHeHHe  JIEKADCTBEHHBIX  Mpenaparos,
MPeAyCMOTPEHHBIX B COOTBETCTBYIOWIMX KJIMHHYECKHX PEKOMEHIALMAX, NpH
OKAa3aHMM  MEOMILMHCKOH  MOMOIUM  JeTAM ¢ OHKOJOrH4eCKHMMH H
reMaToNOriyecKMMHU 3a00neBaHUAMM [0 fapaMeTpaM MpPUMEHEHHA, HE
YKa3aHHbIM B HHCTPYKUMHM [0 MPUMEHEHHIO JIeKapCTBEHHOro npenapara,
JONYyCKalOTCs B HHTEpecax H3/ieyeHus nalieHTa.

2. Ha3Hauende W MpUMEHEHHE 3aperHCTPUPOBAHHBIX HA TEPPHUTOPHH
Poccuiickoit  Demep iuMH NeKapCTBEHHBIX MPEMapaToB, HE BXOAALUMX B
COOTBETCTBYIOLME ¢1 HOAPTHl MEAMUMHCKOH rnomowu M (MiK) He
NpeayCMOTPEHHbIX COOTBET. TBYIOLUMH KIHHHYECKMMH PEKOMEHIALUMAMHY, MPU
OKa3aHUM  MEQHUMHCKOH  MOMOUL!  [eTAM €  OHKOJIOTHYECKHMH H
remMatoioryyeckiM . 3abosieBaHUAMHM NV [apaMeTpaM TNPUMEHEHHUd, He
yKa3aHHbIM B MHC DYKUMHM 110 NPHMEHEHHIO JEeKAapCTBEHHOrO [Iipenapara,
JOMYCKAIOTCA B MHT. necax MW3jeueHHs MalMeHTa MO pELIeHHIO BpayeOHOM
KOMHCCHH.

3. CneunanusdpoBaHHas MeAHUKMHCKAA OPraHu3auus, MoaBeIOMCTREHHAS

denepanbHOMy OpraHy MCHONHUTENBHOH BAacTH, BHpaBe (HOPMUPOBATH



nepedeHb 3GGEKTHBHO TNPHUMEHEHHBIX JIEKAPCTBEHHBIX [PENapatos, TpH
OKa3aHHU  MEIHULHMHCKOM  noMolwu  JeTAM ¢ OHKOJIOTHYECKMMH U
reMaToONOrMYyecKMMM 3a00NeBaHMAMM [0 [apaMeTpaM TNpUMEHEHHsS, HE
YKa3aHHBIM B HHCTPYKUHMM MO MpPHMEHEHHIO JeKapCTBEHHOrO Mpenapara, H
HAMpaBIATh €ro Ha pacCMOTPEHHE B YMOJHOMOYEHHBIH (elepanbHbIH oprat
MCIONHUTENLHON BAACTH ¢ peKOMEeHAALUEN O BKIKOYEHHM JaHHBIX NpenapaTtos
B COOTBETCTBYIOLIME KIMHUYECKHE PEKOMEHOAUWH W COOTBETCTBYIOLLHE
CTAHAAPTHI OKa3aHHs MeAMLMHCKOH TTOMOLLH.

[MopsaoK pPacCMOTPEHHS  pEKOMEHJAUMA O  BKIOYEHUM  JAHHBIX
NeKapcTBEHHbBIX [pernapaTtoB B COOTBETCTBYIOIME KIHHHUECKHE PEKOMEHJALIMH
M COOTBETCTBYIOUIME  CTaHZApPThi  OKa3aHUA  MEAMUMHCKOH  MOMOLUM
YCTaHaBJUBAIOTCA YO HOMOYEHHbIM (efiepanbHbIM OPraHOM HCMONHHTENLHOH
BJIACTH.

4. Tlepesn HauyanoMm ., DUMEHEHHUS JIEKAPCTBEHHBIX TIPENaparoB To
napameTrpaM [pUMEHEHUS, He YKa 1HHbIM B HHCTPYKUMH NO NPHUMEHEHH!O
NeKapCTBEHHOrO [penapara, Jjedalh Bpay AOMKEH NpPOHMHGOPMUPOBAThH
nmauHeHTa (B clydasX, YCTAHOBICHHBIX 3aKOHOAATENbCTBOM Poccuiickoit
®ejepaunu, poauTeNedl WM 3aKOHHBIX MpeACTaBUTeNIed) O NeKapCTBEHHOM
npenapare, o6 oxumaeMoit >PQPEeKTUBHOCTH MpeanaraemMow Teparidd, O
6e30MacHOCTH JNleKapCTBEHHOro mnpenapaTa, CTeleHH pucKa s MalueHTta, a

TaKKe O JedcTBHAX B cllyyae HeNpeaBUAEHHBIX 3(D(PEKTOB BIMAHUSA



JIEKApCTBEHHOTrO fpenapara Ha COCTOSHHE ero 310pOBhA.

5. llpuMeneHne  nexapCTBEHHbIX  [IperapaTtoB [PH  OKa3aHHH
MEAMUMHCKOM MOMOUIM [OETAM C OHKOMOFHYECKHMH M reMaTOoNorH4YeCKUMHU
3a00neBaHUAMM M0 MapaMeTpam NPUMEHEHHS, HE yKa3aHHBIM B HHCTPYKLHH I10
NPUMEHEHHIO JIEKAPCTBEHHOrO Npenapara, BIpaBe OCYLIECTBIATh MEAULIMHCKHE
OpraHH3alMU, KOTOPBIE HUMEIOT JMUEH3UIO Ha OCYLIECTBIIEHUE MEAWLIMHCKON
[esTeIbHOCTH, BKIIOYEHBI B [MepeyYHM, YTBEepKIAEHHble (enepansHbIMU
opraHaMd HCMONHUTENbHOW BJACTH W OpraHaMud COCYNAapCTBEHHOH BIACTH
cybvektoB Poccuiickoit Denepauuu B cpepe oxpaHbl 300pOBbS B COOTBETCTBHH
C HMX [MOABEAOMCTBEHHOCTbIO, M B KOTOPBIX OCYLIECTBAAETCS MeNHLHUHCKas
JEATENBHOCTD, HAMIPABNEHHAN HA OKa3aHHEe MENULMHCKON [TOMOLLM MO MPOQHITIO
«JIeTCKast OHKOAOTHA» U (U1U) «reMaTONoruUs».

6. Cranpaptel MEQUUMHCKONW MOMOWM fAeTAM C OHKOROTUHECKUMU U
reMaToJIOTHYeCKMMM  3a0oneBaHWAMH  pa3padaTblBAlOTCA  HAa  OCHOBE
KTHHHYECKHUX pEeKOMeHAaL 1, OMOOpEeHHbIX H YTBEPKAEHHBIX B COOTBETCTBHH
co ctatbeit 37 pactosiero deaepan. HOro 3akoHa, B NOPAAKe, YCTAHOBAEHHOM
YNOJAHOMOYeHHbIM  (dedepanbHbiM - Opra IOM  MCMOJHHUTENBHOH  BNacTH, W
BKJIIOYAIOT B C€ ) YCpeOHEHHble MOKa3aTeNd 4YacTOTbl MPEJOCTABICHUA H
KPaTHOCTH MPUMEHEHHS:

) MeaMuMHCKMX yciyr, BKJIFOUEHHBIX B HOMEHKJATYPY MeIWLHHCKHX

YCAyT;



2) 3aperdCTpHpOBaHHBIX Ha TeppuTOopUH Poccuiickoil ®deaepaunu
JIeKapCTBEHHBIX MpenapaToB (C yKa3aHMeM CpefHHX [03) B COOTBETCTBHH C
dapMakoTepaneBTHYECKO TPYIIIONA M0 aHaTOMO-TEPaNneBTHYECKO-XUMHYECKOH
KnaccubrKanmy, PEKOMEHAOBaHHOH BeemupHoii opraHusanuet
30pPABOOXPAHEHUS,;

3) MeIMUMHCKUX W3AENUH, UMIINTaHTHPYEMbIX B OPraHH3M YeNloBeKa;

4) KOMITOHEHTOB KPOBH;

S5) BMIOB e4e0HOro NUTAHMUSA, BKIIOYAs CleUUaTM3HpOBaHHbIE POAYKThI
71e4eOHOro MUTaHM;

6) HHBIX MEIHUMHCKMX YCIYr HMCXOAs M3 ocoBeHHocTel 3aboneBaHus
(cocTosHus).

7. MenuurHckas opraHu3aLus, OKasblBalOLas OHKOAOTHYECKYO MOMOLLb
AETAM, MO pelleHUKK BpaueGHON KOMUCCUM BrpaBe MPOAOIKUTL HabIoAeHHe U
JleyeHHe NalHeHTa Moc ‘e AOCTHIXEHUA UM COBEpLUEHHOIETHA.

2) 4acTb 3 craTbit 8() LOMONHUTL YHKTOM § CHEAYIOLIEra COMEPHAHHA:

«8) Ha3Ha4YeHWe M MPUMEHEHI € MPH OKAIAHHU MEeJULMHCKOM MOMOLLK
ACTAM €  OHKOJIOTHYECK MM W  reMaTojorHuyecKuMu 3a00MeBaHUAMH B
COOTBETCTBHYU CO cTaThbell 50.3 PeaepantHoro 3akoHa oT 21 Hoabps 2011 roga
Ne 323-@3 «OG6 ocHoBax OXpaHbi 310pPOBbS rpaman B Poccuiickoit

d)enepaunn» [0 rnapaMeTrpam NpUMEHEHHS, He YKa3aHHLIM B HWHCTPYKUHH Mo

NPUMEHEHUIO JIEKAPCTBEHHOTO npenapata».



Crarba 2

Buectu B 4acTs 4 ctatbu 35 denepansHoro 3akoHa ot 29 nosdps 2010
roga N 326-®3 «O6 oba3aTebHOM MEJHLHHCKOM CTPaxoBaHHH B POCCHHCKOH
®enepaunn» (Cobpanue 3akoHoaarenbctBa Poccuiickoit Penepaunn, 2010, Ne
49, c1. 6422; 2011, No 49, ct. 7047; 2012, Ne 31, ct. 4322; Ne 49, ct. 6758;
2013, Ne 27, c1. 3477, Ne 48, c1. 6165; 2014, No 11, c1. 1098; Ne 30, cT1. 4269;
No 49, c1. 6927, 2015, Ne 51, c1. 7245; 2016, Ne 1, ¢c1. 52, Ne 27, ct. 4183, 4219;
2017, Ne 1, cr. 12, 13, 34; 2018, Ne 31, ct. 4857; Ne 49, ct. 7509; Ne 53, cr.
8415; 2019, Ne 6, ct. 464; Ne 30, c1. 4106; Ne 49, c1. 6958; 2020, Ne 14, cT.
2028; Ne 17, c1. 2725) n3MeHeHHe, U3JI0KMB €r0 B ClieAYIOlen peaakiUuy:

«4, CtpaxoBoe obecnedeHue B COOTBETCTBMU € 0a30BOH MporpamMmoii
0053aTeIbHOTO  MEQHUMHCKOTO CTpaxoBaHMs YCTaHaBAMBAeTCA MCXOAS U3
CTaHAAPTOB MEOM.(MHCKOH [MOMOLUH M TMOPSAKOB OKAa3aHWs MEIMLHMHCKOH
MOMOWM,  YCTAHOBMEHHBIX  YTNOJHOMOYEHHRIM  (enepanbHbIM  OpraHom
HCIIONHUTENBHOM BACTH, @ TaKkKe HA OCHOBE KAMHUYECKHX PEKOMEHAALMI UK
peuIeHUs BpayeOHONH KOMUCCHUU MPH OKA3AHWUH METUUMHCKONW MOMOLUM NeTAM C
OHKOJIOTHYECKHMH M reMaToforuyeckKumMu 3abonieBaHUSIMH B COOTBETCTBHMH CO
cratbeil 36.3 Penepansuoro 3akoHa ot 21 HosOps 2011 roga Ne 323-03 «O6

OCHOBax OXpaHbl 310poBba rpaxiaaH B Poccuiickoit denepaunm».

Ipe3unent
Poccuiickoit ®enepaunu B.[lytun

fopaef_ # o



NOACHUTEJBHAS 3AIIMCKA
K NpoeKTy degepaibHOro 3aKoHa «O BHeceHHU H3IMeHeHHHl B OTAe/IbHbIE
3aKOHOAATeNbHbI¢ AKThI B YACTH COBEpPIICHCTBOBAHHUA CHCTEMbI OKa3aHHs
MEeAHIHHCKON MOMOILH AeTAM C OHKOJIOrHYeCKHMH H reMaTo/IOrHYeCKHMH
3a001eBAHHAMHK»

[pobnema HasHaueHHs JEKapCTBEHHBIX MpEnapaToB BHE WHCTPYKUHH
(npenapatoB «ohd-nefida») Haubonee OCTPO MPOABAAETCA B Cdhepe JiedeHHs NeTeH
C OHKOJIOPMYECKUMH M reMaToNorHuecKHMH 3a00/1eBaHHUAMM.

B Hacrosiuee BpeMs OOMBLUMHCTBO HMHCTPYKLUHA MO MNPHUMEHEHUIO
MPOTHBOOMYXONEBbIX [pernapaToB B MHpe He COHEPKHMT YKa3zaHHUH Ha
BO3MOKHOCTbL WX TMPHMEHEHUS B OTHOLICHMH OeTeH C OHKOJNIOrHYECKUMH
3ab0oneBaHUAMH, TO €CTh (AKTHYECKH JiedeHHe JHeTeH C OHKONOrHYeCKMMHM
3aboneBaHHAMH CErogHs OCHOBAHO MCKIIOYMTENBHO HA TaK Ha3blBAeMbIX
nperiapatax BHe HHCTPYKLHH MO NpuMeHeHHo («odd-neHbi»).

Takum obpazoMm, Ge3 npuMeHeHHUs MpenapatoB «odbh-neddn» uineveHue
AeTedl ¢ OHKONOrH4eCKUMU M MeMaToNOrHYeCKuMHU 3a0051eBaHHAMU HEBO3IMONKHO.

OnHako npu H. 3HAYEHUU NEKApCTBEHHOro npenapara «op@-neiida» rnpu
MpOBEPKAX CTPaxOBbIMu | OMMAHHAMH MEIMUMHCKUE OpraHW3aUuMK M[01y4aloT
cankuuu B BHae 100% cHATH. omnaThl JeyeHUsl. MOCKOJIbKY B HBIHE ACHCTBYOLLEM
3aKOHOAATE/IbCTBE €JMHCTBEHHOE )<JIOBHE A1 MPHMEHEHUS JI€KapCTBEHHbBIX
IpenapaToB — COOTBETCTBHE C WHCTpYKUHMEH MO MPUMEHEHWUD NEKAPCTBEHHOrO
fipenapara.

BO3 npennaraer pemats maHHYKO 0pobiieMy Ha ypoOBHE HALMOHANLHOT'O
3aKOHOAATE/IbCTBA C Y' 2TOM IJIaBHOMO THHYECKOro NPHHLMMA - CMAaCeHHe KU3HU
peb&Hka.

bnaronaps nomaepxke [NpesuaeHta Poccuu JeTCKHM OHKOMOram yAanoch

[O0OMTBCA XOPOWIMX pe3ynbTaToB fedeHus f[eTefi ¢  OHKOMOMUECKHMH M

reMaTosiorH4ecKuMH 3a00eBaHUAMH.
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[poGnema mnpumeHeHHst «o(d-neitdbn» kax Tpedyrowas ornepaTuBHOIO
3aKOHOOATEbHOro pelleHus noaHsra crneuvanuctamu Llentpa um. [l.Porauesa,
KOTOphlii Osin co3gan no nopyvenuto [lpesupenta Poccun w cran onopHoit
MeJULUMHCKON W HAy4HOM 6a30i Afis BCei CTpaHbl O BOMpOCaM JiedeHus AeTei ¢
OHKONIOTHYECKMMHU U reMaToNOrMHecKMMHU 3a00NeBaHUAMM.

CornacHo 3aKOHOMPOEKTY, (OATOTOBIEHHOMY COBMECTHO C [deTCKUMHU
OHKOJIOTaMH, npenapatel «od¢-1eiiba», yxe BKIIOYEHHBIE B KIMHUYECKHE
pEeKOMEeHJaUuy  WIM  Ha3HayeHHble  BPayebHOM  KOMHCCHEH,  CMOTYT
BeCTpenaATCTBEHHO HCIONB30BATLCS B LEAAX H3fdedeHus aeted. Tlpu ITom
3aKOHOMPOEKT YCTPaHAeT HeOoMpeleNeHHOCTh B O(OPMIIEHHM OfnaThl JaHHbIX
npenapatos yepe3 OMC W npu oxa3aHUH BbICOKOTEXHONOTHYHON MENULIMHCKOW
MTOMOLLH.

3aKOHOMPOEKTOM MpeafaraeTcs monoiHuth, Pefepanbhblif 3akoH «OO
OCHOBaxX OXpaHbl 340poBbsi rpaxaaH 8 P®d» Hooit crateeit  36.3,
npeaycMarpuatouief 0COOEHHOCTH OKa3aHHUA MEIMLIMHCKOW MOMOILUM IETAM ¢
OHKOJIOTHYECKHMH '1 [eMaTOJIOTHYECKHMH 3a00eBaHHAMMU.

[penaparel «2¢QQ-neitbn», BKAOYEHHblE B KIUHHUYECKHE PEKOMEHIaUHH
WJIH  Ha3Ha4YeHHble  Bpa4yeOHOH  KOMHcCHedl, cMoryt OGecnpensiTcTBEHHO
MCNONb30BaTLCA B LeNSX 1 edeHus nered. Ilpy 3TOM 3aKOHOMpPOEKT ycTpaHseT
HEOMpeNeNEHHOCTh B OPOPMIIEHUM OINAThl JaHHbIX npemnapatoB yepes OMC u
OpH OKa3aHHH BbICOKOTEXHOJOMMYHONW MEAHLIMHCKOW MOMOILLM, He BKIIOYEeHHOH B
0a3oByto nporpavmy OMC.

[lepen HauanoM roUMeHEHHs NE€KAPCTBEHHBIX MPENAapaToB M0 MapaMeTpaM
MPHMEHEHHS, He yKaza HbIM B HHCTPYKUHMHM [0 MPUMEHEHUIO JIEKapCTBEHHOIO
nmpenapata, Jje4alldii -pady AOMkeH OyneT MpoMHGOPMHPOBATH MauueHTa (B
Cy4yasx, YCTaHOBJEHHBIX  3aKoHOMaTenbCTBOM  Poccuiickoit  Depepaunm,
porvTeNied WAW 3aKOHHB.X MpEeACTaBHTened) O JieKapCTBEHHOM [Mperapare, 06
OXuaaeMoil  IPPexTUBHOCTH  NpespnaraeMoil  Tepandu, o 6e300aCHOCTH

JeKApPCTBCHHOrO Npenapara, CTEACHM pUcKa JJis NaluenTa, a TakKe o NEeNCTBUAX B



ciyuae HenpeXBHACHHBIX d(dEKTOB BIAMAHMSA JIEKAPCTBEHHOrO Mpenaparta Ha
COCTOSIHUE €ro 3J0pPOBbA.

IlpuMeHeHHe JeKapCTBEHHBIX MPEnaparos odd-nefibn mpu  OKA3AHUH
MEMIMHCKOH MOMOINM AeTAM ¢ OHKOJOrHYeCKHMH H reMaToJorM4eCKUMH
ja6ofleBaHUAMU OyayT BMpaBe OCYLIECTBAATH MEIMUMHCKHE OpPraHU3aUMH,
KOTOpbi€ MMEIOT JIMLEH3UIO Ha OCYLUECTBJIEHHE MEIWUHWHCKOH NEATENbHOCTH, U
BKJIIOYEHB! B [EpeYHH,  YTBEPXKIEHHbIE  (enepanbHbIMU  OpraHamu
WCTIONHUTENBHOW BAACTH W OpraHaMd TOCYJAapCTBEHHOH BacTH CyOBeEKTOB
Poccuiickoit ®efepaudu B cdepe OXpaHbl 310pOBbS B COOTBETCTBUH C UX
MOABEAOMCTBEHHOCTBIO, M B  KOTOpbIX  OCYLLECTBifeTCs  MEAHUHHCKas
JeSTeNbHOCTD, HATPABJEHHAsA HA OKa3aHWe MENUUMHCKOH MOMOLIM [0 NpOpHIio
«JIeTCKas OHKONOrHUs» H «IeMATONOTHSI».

Kpome Toro, BriepBble  MOABIAETCA  MEXaHU3M  (POPMHUPOBAHUA
hbenepanbHbLIMH ACTCKHMH OHKOJOTHYECKHMHM LEHTpamH nepedds 3PPeKTHBHO
NPUMMEHEHHBIX JIe {apPCTBEHHBIX Mpenaparos «odd-neidi», HanpasnsieMbiXx B
MUH3ApaB ¢ peKOMEeH JalHAMH O BKJIFOUEHUH HaHHBIX MPENapaToB B KIHHHYECKHE
PEKOMEHJAUMM WNUM « "aHAApT OKAa3aHHUd MEIMLMHCKOH TOMOLIH, KOTOpbIH
MOANEWKUT 00s3aTeNbHOMY paccMoTpeHio MunzapasoM. TTopsaok paccMoTpeHUs
pEKOMEH JauMit MO BKIFOUEHHIO MPENApaToB B KNMHUYECKUE PEKOMEHAALMK NUG0
CTAHAAPThI OKA3aHHS MEeJHUHHCKON MOMOLUH YCTaHABAUBAETCA YIOTHOMOUYCHHbBIM
¢deaepaibHbIM OPraHOM HCMONHHUTENILHOH BAACTH.

B Hactoswee BpeMs meiicTBytollas HOpMa O TpeboBaHUM K CTPYKType U
COAEP’KAHUIO CTAHAAPTOB OKa3aHWs MENMUMHCKOH [OMOIUH  (aKTHYECKH
HCKTIOHaeT BO3MOXHOCTb OCYIUECTBAEHHUs JE€YEHHUS OeTedl ¢ OHKOJOrMYECKUMHU
3a0oneBaHuaMy B pamkax OMC u BMII, nockonbky daxTuyecku COACPHUT
MpAMOM 3arpeT Ha BKIKOYEHHE B CTAHIAPTHI 3aperuCTPUPOBAHHBIX Ha TEPPHTOPHH
Poccuiickoii enepauny nekapcTBEHHbLIX [penapaToB He B COOTBETCTBUMU C
HHCTPYKUHKEH MO MPUMEHEHHIO eKapcTBEHHOro Mpenapara.

3aKOHOMNPOEKT YCTpaHseT I[PAaBOBYK) HEOMpEeneNeHHOCTh B  BOMPOCE

GOpMHpOBAaHHS CTAaHOAPTOB OKa3aHUA MENMUHHCKOH [OMOIUM JOeTsM ¢
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OHKONOTMYECKMMH U TeMaTojorH4eckMMH 3aboneBRaHusMU, UTO [O3BOMUT CHATH
CYILECTBYIOIIHE B HACTOsLUEE BpeMs CJIOXHOCTH MMpH ODOPMIEHUH OIIATH
JAeyeHus NeTelt ¢ NMpUMeHeHWeM MpenapartoB od@-yeldn B pamMKax Mporpammsi
OMC, obecrieunt rapaHTuu 18 6onbHoOro pededka, Tak Kak 1o Gakrty 310 CHATUE
OapbepoB B pealM3aUMd IKM3HEHHO HeoDXoAuMOoHl KBalHQHUKMPOBAHHOMH
MeJULHHCKON MOMOLIH.

Takum o6Gpa3oM, JekapcTBeHHble mpenapatsl odd-neitbn npuobperaroT
MPaBOBOM CTATYC /Ul HX HCMob3oBanus B pamkax OMC.

B uensx yctpaHeHHMs CyLIECTBYIOLUMX MpobieM M 3alMThl NpaB MnalHeHTa,
obecrneyeHys HeNnpepbiBHOCTH W KOMIINEKCHOCTH JIeHeHHS OHKOJIOTHYECKOro MiH
reMaTonorivyeckoro  3afoneBaHust, BO3IHUKIErOo B  [OETCKOM  BO3pacte,
3aKOHOMPOEGKTOM  [peaycMaTpuBaeTcs, UYTO  MEJMLUMHCKAas  OpraHu3auHd,
OKa3blBalOlass OHKOJIOTHYECKYIO MOMOLb AeTAM, MO pelieHHIo BpauyeOHOM
KOMHCCHHM BIMpaBe MPOJAOIKUTH HabaloJeHHe M JieHeHHe MaLMeHTa [ocje
NOCTUXKEHHSt UM COBEpLUEHHONETHS.

[lpeanaraemb : 3aKOHOMPOEKTOM HOBEMBI OOCYKACHBI M MOLAEPIKAHDI
BeQyLUMMH OEeTCKHUML. OHKonoraMu Poccuu u dopmupyior nodposxenatesibHble,
Oe3onmacHble U ajNanTHLNBAHHBIE K O0WeEH CcucTeMe MEeAMUMHCKOW MOMOLLH
npouenypbl W  BO3MOXHUCTH  j24eHHs JeTeil C  OHKOJIOTHMYECKUMH H
reMaTONOTUUECKMMU 3a00N1eBAHUAMMU.

3aKOHONPOEKT Takke noanepxkan MuxioctoM Poccuu u [lpesnanymom
Coserta 3akoHonaTenei.

CoaBropaMmu 3aKOHONPOEKTa BLICTYNMAM oHkanoru w3 HMWLL JTCOU
um.Jl.Porauesa, HMUL] oukonorun um.H.H.Bnoxuna, JIOL MUBC um.BepesHa.
Haunonanssoro Meguuusckoro uentpa ouxonoruu um. H.H.ITetposa, PAKB
®I'AOY BO PHUMY wum. H.HM.Iluporosa, HauuoHaNbHOrO MegMUUHCKOLO
ueutpa uM.B.A.Anmazosa, HHUUM nerckoli OHKONOTHM, TIeMaTONOrMH U
TpaHcnoptonory  P.M.['opbaueBoit, O06nacTHON  HeTCKOH  KIMHUYeCKOid
Oonbuuubl Nel r. ExatepunGypra, OpenSyprckoro o6aacTHOrO KiIHHHYECKOFO

OHkonorudeckoro aucnancepa, HMHL remaromorun, HMUOU um.I1.A Tepuena.




OUHAHCOBO-ODKOHOMUYECKOE OBOCHOBAHHUE

K npoekTy dresepaJbHOr0 3aKOHA
«O BHeceHHH H3MEHEHHIT B OTe/IbHbIE 3aKOHOAATeIbHbIE aKThl B YACTH
COBEpIUIEeHCTBOBAHHA CHCTEMbI O0KA3aHHA MEeAHUHHCKOM MOMONIH AeTHAM ¢
OHKOJIOTHYE€CKHMH U reMaTo/IorH4eckuMH 3a60neBAHHAMH»

[lpvHsATHE  HaHHOrO  3akoHoMpoexkta He  noTpeQyeT  pacxolos,
MOKpPHIBAEMBIX 32 cHeT degepanbHOro OIOMKETa, a TAKKE He MOBeHeT KaKuX-

nubo uaMeHeHHH QUHAHCOBBIX 00A3aTENLCTB rOCYAAPCTBA.



NEPEYEHDb

aKToB delepatbHOr0 3aKOHOAATEIbCTBA, NOANEHRAIHX NPHIHAHHIO
yTPATHBILHMH CHJIY, TPHOCTAHOB/IEHHIO, H3MEHEHHIO, TONOJHEHHIO HITH
NPUHATHIO B CBA3M C NPHHATHEM (edepaibHOro 3akoHa «0 BHeCEHHH
H3IMEHEHHU B OTAe/IbHbIe 3aKOHOAaTe/AbHbI€ AKThl B YACTH
COBEpPUIEHCTBOBAHUSA CHCTEMbI OKA3aHHA MEJIHLHHCKOH IOMOUIH AeTAM C
OHKOJIOrHYEeCKHMU U [€MATONONHYeCKHMHA 3300/1eBAHUAMM»

Tpunsatue ¢enepanivHoro 3akoHa «O BHeCEHHH W3MEHEHWH B OTHENbHbIC
3aKoHOAaTeNbHble aKThl B 4aCTH COBEPILEHCTBOBAHHWA CHCTEMbI OKa3aHMA
MEIUIMHCKOM TMOMOUIM HeTAM ¢ OHKOJIOTHYECKHUMHM M TeMaTOJOrHYeCKHMH
3abonepanusMu»  He  noTpedyer  Mpu3HaHusg  yTPATHBLUHUMH CUiy,

NIPUOCTAHOBACHMS, UIMEHEHUS UK OPHHITUA HHBIX 3aKOHOAATC/IbHBIX aKTOB.




