FOCY[IAPCTBEHHAS [IVMA _
®EJIEPAJILHOTO COBPAHUSI POCCUICKOI ®ENEPALIMU
CEJIbMOI'O CO3BIBA

BBIIINCKA U3 ITPOTOKOJIA ot 11.05.2021 Ne 311
3ACEJJAHUS COBETA T'OCYJAPCTBEHHOM JYMBI

"11" wMmas 2021r.

79. O npoekre PpeaepanbHoro 3axkona Ne 1145391-7 "O BHeceHHH H3MeHEHHIA
B OTJe/ibHbIe 3aKOHOAATedbHbIe AKTHI B YACTH COBEPIIEHCTBOBAHHA CHCTEMbI
OKa3aHHUSl MEAHLMHCKOH MOMOLUH JeTAM ¢ OHKOJNOTHYeCKHMH H reMaToJiorHye-

CKHMH 3a0ojieBaHHsIMH"' - BHOCAT Jenyratbl IocygapcrBeHHo#i JIymbl
U.A.SpoBan, A.K.HUcaeB

IIpunsaTo pemenue:

1. HanpaBuTh yka3zaHHBIH HpoekT denepansHoro 3akoHa IlpesumeHty Poccuii-
ckoit Menepanuu, B KOMUTETHI, KOMUCCUIO I'ocynapcTBeHHol J{yMmbl, dpaknuu B [ocy-
napctBeHHoi [{yme, CoBer ®enepauuu Denepansaoro Cobpanus Poccuiickoit Dene-
pauuu, IIpaButensctBo Poccuiickoit @eaepanuu, Cuetnyio nanaty Poccuiickoii ene-
pauuu, Ob6mectBeHHy0 nanary Poccuiickoit denepanuu, 3akoHoHaTeNbHbIe (MIpeacTa-
BUTE/IbHBIE) H BBICIIHE HCIOJHUTENbHbIE OpPraHbl TOCYAapCTBEHHON BIAcTH CyOBEKTOB
Poccuiickoit Pepepanyu [is MOATOTOBKHM OT3BIBOB, MPEANOXKECHUN M 3aMe4yaHUi, a
TaKxe Ha 3akiodeHue B [IpaBoBoe ynpaBnenue Annapata ['ocynapctBenHo# {ymsl.

Ha3HayuTh OTBETCTBEHHBHIM B paboTe Haj MpOeKToM ¢edepalbHOro 3aKoHa
Komurer I'ocynapctsenHoit J{yMbl 1o oxpaHe 3/I0pOBbSL.

OT3bIBBI, MpeJIoKeHUs U 3amedaHus HanpaBUTh B Komurer 'ocynapcrseHHoR
Hymel o oxpasne 300poBbs 10 10 uroHs 2021 rona.

2. Komurery ['ocynapcTtBeHHOH [[yMBI 1O OXpaHE€ 3AOPOBBSI C YYE€TOM IOCTY-
NUBLIKX OT3BIBOB, OPEAOXEHHH U 3aMeYaHuil IOATOTOBUTh YKa3aHHBIN MPOEKT (ere-
paJIbHOr O 3aKOHa K paccMoTpeHu:o I'ocynapcTeeHHon Jlymoi.

3. Briro4HTh yKa3aHHBIH MPOeKT ¢efepabHOIO 3aKOHA B IPHUMEPHYIO IIpOrpaM-
My 3aKOHOIpPOEKTHO# paboThl I'ocymapctBenHoO#t JlyMBI B mepHOA BeceHHEH CecCHH
2021 roga (1rOHB).

Poccuiickoit @enepauyps B.B.Bonoaux
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Ilpencenarento
I'ocynapctBenHo# JlyMbi
®enepansHoro Cobpanus
Poccuiickoit Penepaumu

B.B. BOJIOJHUHY

YBaxaembiii Bayecnas Bukroposuu!

Ha ocuoBanuu wactu 1 craten 104 KoHctutyuun Poccuiickoit ®enepaumu
BHOWY Ha paccmoTpenue [ocymapcreennoit Jdymbr Degepansuoro Cobpanus
Poccuiickoit Penepe'iuu B KauecTBe 3aKOHOATENbHOH HHHLUATHBBI MPOEKT
¢enepanbHoro 3akoHa <O BHECEHHUH W3MEHEHMH B OTHE/NbHBIE 3aKOHOAATEBHbIE

AKThI B YaCTHU COBEPLISHCTBO3AHUA CUCTEMBI OKa3aHUs MEIHULIMHCKON MOMOILH JEeTAM
C OHKOJIOTHYECKHMH H reMaToJIoruye. KUHMHU 3a00MeBaHUAMU» .

Ilpunokenue; TekcT 3aKOHOMPOEKTA U MaTepHalbl K HEMY Ha /4 11,
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[poexT
Baocutcs genytatamu

CocynapctBenHol Qymsl

. A SpoBoit

A .K.HcaespiM

n 174 £347- F
OEJEPAJIBHBIA 3AKOH

O BHeceHHH HIMEHEHHl B OTAeJIbHbIE 3aKOHOAATE/IbHBIC AKTHI B HaCTH
COBEDLHICHCTBOBAHHA CHCTEMbBI OKa3aHUA MeIUUHHCKOH MOMOLIUH JAeTAM C
OHKOJIOTHYECKHMH H reMaToJIOrH4eCKHMH 3a00/1eBAHUSIMH

Crartbs 1

Buectu B PenepansHhblii 3akoH oT 21 Hos6ps 2011 roga N 323-®3 «06
OCHOBax oOXpaHbl 3710poBbs rpaxxgaH B Poccuiickoli ®enepauuun» (Cobpanue
3aKoHoJaTenbCcTBa ’occuiickoit Menepauun, 2011, Ne 48, c1. 6724; 2013, Ne 48,

cT. 6165; 2014, Ne 30, ct. 4257; Ne 49, ct. 6928; 2015, Ne 10, c1. 1403, 1425:

z

29, ct. 4397, 2016, Ne 1, c1. 9, 28; Ne 27, ct. 4219: 2017, Ne 31, ct. 4791;
Ne 50, c1. 7544, 7562; 2018, Ne 1, ct. 49; Ne 30, ct. 4543) crenylolme

H3MCHEHUAA:
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1) ononaHuTh cTatheil 36.3 cneayroniero coaepKaHus:
Cratbs 36.3. OcofeHHOCTH OKA3ZAHUA MeAUUMHCKON NMOMOLIH AeTAM

¢ OHKOJOrHUEeCKHMHU 7| reMaToorHuecKuMHu
3200/1eBAHUAMH

1. Ha3snayeHMe W  mNpUMEHEHUE  JIEKAPCTBEHHBIX  MPENApaTos,
NMpeayCMOTPEHHbIX B COOTBETCTBYIOLUMX KIMHMYECKHX pPEKOMEHIaLMUAX, MpH
OKa3aHMM  MENUIMHCKOH MOMOLUM  JOeTAM C  OHKOJOTHYECKUMH H
reMaTonoruyeckUMM 3abojieBaHUAMM 10 [apaMeTpaM IpUMEHEHHs, He
YKa3aHHBIM B MHCTPYKLMUHM [10 MPUMEHEHHUIO JIeKapCTBEHHOro Iipernapara,
JOMYyCKalOTCS B UHTEpecax U3/eYeHHUs MalueHTa.

2. Ha3HauenHe MW mnpuMeHEHHe 3aperMcTPUPOBAHHBIX Ha TEPPHUTOPHUU
Poccuiickoit  ®Demep wuni  E€KapCTBEHHBIX [PENapaTtoB, HE BXOMALUUX B
COOTBETCTBYIOLLME C1 HOAPThI MEJHULMHCKOH nmnomowm U (WIk) He
MpeayCMOTPEHHBIX COOTBET. FBYFOLUMMY KIHHHYECKUMU PEKOMEHIAUHMAMH, MTPU
OKa3aHUM  MENMLMHCKOH  MOMOLL! JeTAM ¢  OHKOJIOTHYECKHMU H
reMaToJIOrMUYeCKuM :  3aboNeBaHHUAMU NO  [OapamMeTpaM TpUMEHEHHUs, He
yKa3aHHBIM B HHC DYKUMHM [0 MPUMEHEHHIO JIEKapCTBEHHOrO [pernapara,
OOMYyCKArOTCst B HMHT. necax H3JIeYeHHs [alMeHTa MO peLLUEeHHIO BpaveOHO
KOMHCCHH.

3. CneunanusupoBaHHas MeIHULMHCKAs OPraHH3aLus, MOABEIOMCTBEHHAS

(enepanbHOMy OpraHy MCMOMHMTENBHOW BRacTH, BhpaBe (OPMHPOBATH



nepeueHb 3(QHEKTHBHO NPUMEHEHHBIX JIEKAPCTBEHHBIX [pPENapaToB, IpH
OKa3aHHH  MeAUUUHCKOM MOMOIUM  JeTIM C  OHKOJIOTHYeCKMMH U
reMaToNorMyYecKuMH 3aboneBaHusMM MO TMapaMeTpaM NpHUMEHeHMs, He
yKa3aHHBIM B MHCTPYKLUMH MO MPUMEHEHHIO JIeKapCTBEHHOrO Mpernapara, U
HampaB/sSITh €ro Ha pacCMOTpPEHUE B YITOJHOMOUEHHBIH ¢enepalbHbIA opraH
MCTIONHUTENBHOR BIACTH ¢ peKOMeHAaluelt O BKIOYEHUM JaHHBIX MpenapaTos
B COOTBETCTBYIOLUME KIHHUYECKME pEKOMeHOAUMH H COOTBETCTBYHOLLHE
CTaHAAPTh! OKA3aHUA MEJULIMHCKOH MOMOLIH.

[Mopsimok paccMOTpeHHs peKOMEHAAUMA O BKAIOYEHWUM  JaHHBIX
JIeKapCTBEHHBIX [PenapaToB B COOTBETCTBYHOLIHE KIMHUYECKHE pEKOMEHIaLMH
M COOTBETCTBYIOLIHME CTAaHZAPThl  OKa3aHWi  MEIHLMHCKOH  MOMOLUM
YCTaHAB/IMBAKOTCA YNO HOMOYEHHbIM (eaepanbHbIM OPraHoM HCMONMHUTENBHON
BJIACTH.

4. Tlepex HayanoM . OUMEHEHMs JIEKAPCTBEHHBIX TIPENapaToB 10O
napaMeTpaM IPUMEHEHHMs, HE yKa 1HHBIM B MHCTPYKUHMH MO MNPUMEHEHHIO
JIEKapCTBEHHOr0 [penapara, JedawlMih Bpay JOMKEH MpoHHGOPMHUPOBATH
nagueHta (B clyqasX, YCTAHOBIEHHBIX 3aKOHONATENBECTBOM Poccuiickoit
®egepauuu, pomuTeneil WM 3aKOHHBIX [pelCTaBUTENEH) O JeKapCTBEHHOM
npenapare, o6 oxuaaeMoit IPQPeKTUBHOCTH MNpensaraeMoil TepanuH, O
Be30MacHOCTH NIeKapCTBEHHOrO Mpernapara, CTeleHd pUCKa NS MalMeHTa, a

TaKKe O [EeHCTBUAX B Ciiydae HeNpeABUACHHBIX 3D(EKTOB BAMAHHUA
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feKapCTBEHHOrO Mpernapara Ha COCTOSHUE €ro 30pOBbsl.

5. TlpumeHeHue  neKapcTBEHHbIX MpenapaToB MPd  OKa3aHHUH
MEIUIUHCKOW MOMOWIM HETAM C OHKOIOMMYECKUMH U reMaToNnoruyecKuMH
3a00neBaHUAMHM 110 [apaMeTpaM PUMEHEHUS, HE YKa3aHHBIM B HHCTPYKLHUH 110
NPUMEHEHUIO TEKapCTBEHHOTO Mpenapara, BIpaBe OCyLUECTBIATE MEAULMHCKHE
OpraHu3alMH, KOTOpblE MMEIOT JIMLEH3MIO Ha OCYlLLEeCTBIIEHHE MEAMUMHCKON
IesATeNbHOCTH, BKIIOYEHBI B Mepe4YHH, YTBepKAeHHbIE (eaepasbHBIMU
OopraHaMd HCHONHUTENbHOH BAACTH W OpraHamMd rOCYOAapCTBEHHOH BacTH
cybrektoB Poccuiickoii @eaepauuu B cepe oxpaHsl 310pOBbS B COOTBETCTBUH
C UX MOABEAOMCTBEHHOCTbIO, W B KOTOPBIX OCYLUECTBISETCS MeIULMHCKAs
AEATENLHOCTD, HAMIPABIEHHAs HAa OKa3aHWE MEAULIMHCKOM MOMOLLM MO npodumo
«JI€TCKast OHKONOrUA» U (MJIH) «IeMaTOJIOrHs».

6. CraHpapTel MEIULMHCKOM MOMOUWIM JETAM C OHKOMOTHMYECKMMH U
FeMaToNIOrMYeCKMMH  3abosieBaHMAMHM  pa3padaTbiBalOTCA  Ha  OCHOBE
KAHHHYECKHUX peKOMEeHJaL1#, 0N0OpeHHBbIX U YTBEPXKAEHHBIX B COOTBETCTBHH
co ctatbed 37 ractosiuero ®denepan. HOro 3aKoHa, B NOPAAKE, YCTAHOBIEHHOM
YNOJIHOMOYEHHbIV  (elepaibHbIM  Opra iOM MCIOMHUTENBHOM BNAacTH, H
BKJIFOYAIOT B CE€)f YCpeNHEHHble [OKa3aTeNud YaCTOThl [PEJOCTABICHUA W
KPaTHOCTH MPHUMEHEHHS:

1) MeAMUHMHCKUX yCayr, BKJIFOYEHHBIX B HOMEHKJATYPY MeAMLIMHCKHX

yCyT;



2) 3aperMcTpHpoBaHHbIX Ha TeppuTopuu Poccuiickoil ®enepaunu
NMEeKapCTBEHHBIX IMpenapaToB (C yKa3aHWeM CpeAHMX H03) B COOTBETCTBUM C
dbapmakoTepaneBTHYECKOH PYNION MO aHATOMO-TepaneBTHYECKO-XUMHYECKOH
Knaccudpukanmm, pPEeKOMEHIOBaHHOM BcemupHoit opranusauuvei
3paBOOXpaHEHMS;

3) MeIMLIMHCKUX U3AeNUH, MMINIAHTHPYEMbIX B OPTaHU3M UellOBEKa;

4) KOMMOHEHTOB KPOBH;

5) BumOB ne4eOHOro NUTaHMA, BKIO4as CleLralu3HpoBaHHbIE POLYKThI
J1e4eOHOro MUTaHus;

6) MHBIX MEAULMHCKHX YCITYr UCXOAsd M3 ocoOeHHocTel 3adoneBaHMS
(cocTosiHuA).

7. MeauuuHckas opraHu3allis, OKa3blBaloLas OHKOMOTHYECKYHO MOMOLIb
AETAM, M0 pelieHUK BpayeGHOH KOMUCCHM BMpaBe MPOAOIKUTH HabmoaeHHe
Jle4yeHue rnalMeHTa 1oc ‘e JOCTHXXEHUA UM COBEpILUEHHOETHSL.

2) uacTb 3 c1atThkt 8(/ LOMONHUTHL IYHKTOM 8 CNEAYIOLUEr0 CONAEPKAHNA:

«8) Ha3Ha4YeHHe M MpPUMEHEH! € NPH OKA3aHMM MEAHUMHCKOH MOMOLIM
AETAM C OHKOJIOTHYECKI MM W [eMaToJIOTHHeCKUMU 3a00NeBaHHAMU B
COOTBETCTBUM CO cTaThell 5>6.3 PenepansHoro 3akoHa ot 21 Hos6ps 2011 roga
Ne 323-03 «OG6 ocHoBax OXpaHbl 300pOBbS rpakaaH B Poccuiickoii
d>e;(epaun;t>> MO MapaMeTpam MpPHUMEHEHHs, He YKa3aHHBIM B MHCTPYKLHM 110

OPUMEHEHHIO JIEKapCTBEHHOTO npenapara».



Cratbs 2

BuecTtn B 4acTh 4 ctathu 35 ®enepanbHoro 3akoHa ot 29 Hos6ps 2010
roga N 326-03 «O06 o6s3aTelbHOM MEIHLIHHCKOM CTpaxoBaHUu B Poccuiickoit
®epnepaunn» (Cobpanue 3akoHonatenbcTBa Poccuiickoit ®eneparnuu, 2010, Ne
49, ct1. 6422; 2011, Ne 49, c1. 7047; 2012, Ne 31, ct. 4322; Ne 49, c1. 6758;
2013, Ne 27, c1. 3477; Ne 48, c1. 6165; 2014, Ne 11, c1. 1098; Ne 30, cT. 4269;
Ne 49, ct. 6927, 2015, Ne 51, ct. 7245, 2016, Ne 1, c1. 52; Ne 27, c1. 4183, 4219;
2017, Ne 1, ct. 12, 13, 34; 2018, Ne 31, cT. 4857; Ne 49, ct. 7509; Ne 53, cT.
8415; 2019, Ne 6, cT. 464; Ne 30, ct. 4106; Ne 49, ct. 6958; 2020, Ne 14, cT.
2028; Ne 17, ct. 2725) u3meHeHHe, H3TOKHKB €ro B clieAyollel pelakunu:

«4. CtpaxoBoe obecrnedyeHHe B COOTBETCTBMM ¢ 0a30BOi NporpamMmoii
00s13aTeLHOr0 MEAMUMHCKOrO CTPaxOBaHHMs YCTAHABIMBAETCA MCXOAA U3
CTaHOAPTOB MEIU.(MHCKOH MOMOLUM U TMOPAAKOB OKA3aHUsg MEIMLIMHCKOH
MOMOLUM,  YCTAHOBMAEHHBIX  YMOJHOMOYEHHbIM  (enepajbHBIM  OpPraHom
MCMONHUTENIBHOM BIACTH, a TAK)KE HA OCHOBE K/IMHUUECKUX PEKOMEH JaLHii nnu
pelleHHs BpayeGHOH KOMUCCUM TIPH QKA3aHUH MEULIUHCKON MOMOLUM JETAM C
OHKOJIOTHYECKUMH Y reMaToforudeckuMu 3aboneBaHUSIMH B COOTBETCTBHH CO
ctatbedl 36.3 QenepansHoro 3akoHa ot 21 Hosbps 2011 roma Ne 323-03 «O6

OCHOBAax OXpaHbl 310pOBbA rpaxaaH B Pocculickoit Pegepaunu».

IIpe3unent
Poccuiickoit @enepanuu B.[lytun

Gefacct 7 =



NMOSICHUTEJIIBHAA 3AIIUCKA
K npoeKTy ¢eaepannHoro 3akona «0 BHeceHHH H3MeHeHMil B OTAe/IbHbIe
3aKOHOAATeNbHbIe AKThl B YHACTH COBEPLICHCTBOBAHHSA CHCTEMbI OKA3AHHS
MeAHIHHCKOH NMOMOILH AeTAM C OHKOJIOTHYeCKHMH H reMaTo/JJOrH4eCKHMH
3a001eBaHHAMH»

[Mpobnema Ha3HauweHMsl JeKApCTBEHHbIX MpENapaToB BHE HHCTPYKUUH
(npenapatoB «o¢h¢-neitdn») Haubonee ocTpo mposaBaseTcs B cdhepe NeyeHUs AeTer
C OHKOJIOTH4eCKUMHU U reMaToNOrHYyecKUMH 3a00neBaHHUSIMH.

B HacTosuiee Bpemss OONBIUMHCTBO HHCTPYKUHMA MO MNpHUMEHEHUIO
MPOTHUBOOIMYXOJEBBIX [penapaToB B MHpE He COHEPXUT YyKasaHudd Ha
BO3MOXHOCTh UX TpPUMEHEHHUS B OTHOLUEHHHM HeTeH C OHKOJNOrHYeCKUMHU
3aboneBaHUAMH, TO ecTh (DAKTUYECKH JledeHHe AeTedl C OHKOJNOTrMYeCKUMH
3a00/1€BAHUAMH CErofHA OCHOBAHO HCK/IIOYMTENBHO HA Tak Ha3blBAEMbIX
nperapatax BHE HHCTPYKLMH M0 MpHUMEHEHHIO («od-neiitn»).

Takum oOpazom, 6e3 npuMeHeHHs NpenapaToB «odpd-nenda» uineueHue
AeTed C OHKONOrH4eCKUMHU U TEMATONIOMHYECKUMH 3a601€BAHHAMU HEBO3MOKHO.

OnHako mpu H. 3HAYEHUM JIeKapCTBEHHOTO mpernapara «oQp@-neiidn» npu
MpOBEpPKaX CTPAaxOBbIMu | OMIAHUAMH MEIULMHCKHE OpraHu3aluM [oay4aioT
cankuuu B Buae 100% cHATH. onnaThl neueHUs, IOCKOIBKY B HEIHE AEHCTBYIOLLEM
3aKOHOJATe/IbCTBE €AWHCTBEHHOE Y~=IOBHE [ TMPUMEHEHUs JIeKapCTBEHHBIX
[IpenapaToB — COOTBETCTBUE C HMHCTPYKUMEH MO MPUMEHEHUH JeKApCTBEHHOTO
rnpenapara.

BO3 npennaraer petate naHHyo MpoGieMy Ha YpOBHE HALMOHATBHOIO
3aKOHOJATeJIbCTBA € y' 2TOM IJIaBHOIO 3THYECKOrO MPHUHLIMMA - CMIAaCEHHE XU3HHU
pebénka.

braronaps nomaepxke lMpesuaenta Poccnu aeTcKHMM OHKOMOraM yAanoch
JOOUTBCA XOPOWIMX PEe3yAbTATOB feueHUs feTefi C OHKOMOIMYECKHMH K

reMaTosioru4yecKkuMu 3a00eBaHUSIMU.
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[MpoGnema mnpumeHeHHs «o(pd-neitba» kak Tpebyrolas OrepaTUuBHOIO
3aKOHOJATENbHOTO peleHus nonHara crneuuanuctamu Llentpa um. [l.Porauesa,
KOTOpBI# Obu1 co3gan no nopydenuio [lpesunenta Poccun u cranm onopHoi
MeAMUMHCKON ¥ HAay4HOR 0a30if ANs BCel CTpaHbl O BOMpOcaM JiedeHUs JeTer ¢
OHKONOTHYECKMMHU U FeMAaTONOMMYECKHMHU 3a00/IeBAaHHSIMH.

CornacHO 3aKOHOMPOEKTY, MOArOTOBIEHHOMY COBMECTHO C AeTCKUMH
OHKOJIOTaMH, mpenapatel «od¢-neiiba», yxe BKIIOYEHHbIE B KIMHUYECKUE
peKOMEHJauM¥  WId  Ha3HauyeHHble  BpayebHOH  KOMHCCHEH,  CMOryT
OecnpensaTCTBEHHO HWCIONB30BAaThCA B LEAAX H3jdedeHus aereil. ITlpu >ToM
3aKOHOMPOEKT YCTpaHseT HEOINpeleNleHHOCTh B OQOpPMJIEHUM OMaThl JaHHbIX
npenapato yepe3 OMC u npu oxa3aHUM BbICOKOTEXHOJOTMYHOH MEAMLIMHCKON
MOMOILLH.

3aKOHOMPOEKTOM mpefsaraetcs gononuuts PegepanbHbli 3akoH «(06
OCHOBaX OXpaHbl 370poBbfi rpaxiaH B P®d» HoBoét crareeit 36.3,
npeaycmarpuBatoLieit 0COOEHHOCTH OKa3zaHHWA MEAMLIMHCKOW MOMOLUM AETAM ¢
OHKOJIOTHYECKUMH i reMaTOJOTHYECKUMH 3a00/IeBaHHUSIMH.

[lpenapatel «2¢}-neiba», BKIOYEHHblE B KIMHUYECKHE pEKOMEHOaluH
WIM  Ha3HayeHHble Bpa4yeOHONl  Komuccuel, cMmoryt OecnpensATCTBEHHO
MCMONb30BaThCsA B LENAX b 3leueHus Aeteid. Ilpu 3Tom 3akoHOMpoekT ycTpaHser
HEOMpEeaeNIEHHOCTL B OQOPMIICHHM OIUIaThl JaHHbLIX npemnapato udepes OMC wu
[IPH OKa3aHWM BHICOKOTEXHONOMMYHON MEAULIMHCKON MOMOLLM, He BK/IIOYEHHO# B
6a3oByto nporpavmy OMC.

[Tepen Hauanom rouMeHeHHs JEKAapCTBEHHBIX PENapaToB MO MapaMeTpam
NPUMEHEHHSA, He yKasza HBIM B HMHCTPYKUHH MO MPUMEHEHUIO JE€KapCTBEHHOrO
npenapara, jevaliuwii pady AOMKeH OylaeT npouH(OPMHUPOBaThH MalMeHTa (B
Cily4dasX, yCTAaHOB/IEHHBIX  3aKOHOJaTeNbCTBOM  Poccuifckoit  Penepauus,
poauTesiell MM 3aKOHHB.X MpeACTaBHTeNeil) O JeKapCTBEHHOM Mpenapare, 06
oxuiaemMolt  >hdexTUBHOCTH nNpeanaraeModl  TepanMu, o0 6e30MaCHOCTH

JICKAPCTBCHHOrO npenapara, CTeNeHH pUcKa MJisi NalueHTa, a TaK)Ke O JeHCcTBUSIX B
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ciaydae HeMnpeaBUAEHHBIX 3¢ (eKToB BIUAHMA JEKAPCTBEHHOrO Mpenapara Ha
COCTOSIHUE €ro 3J0pPOBBA.

[IpuMeHeHHe JeKapcTBEHHBIX MpenapartoB o¢d-neidn npu OKa3aHWM
MEAULMHCKONH IOMOIIM JeTAM C OHKOJOFMYECKUMH M TIeMaTONOTHYECKHMH
3a6oneBaHusMU OyAyT BHpaBe OCYLIECTBAATh MEAWLMHCKME OpraHU3aUMH,
KOTOpble MMEIOT JIMLUEH3UIO Ha OCYILeCTBIEeHHE MEAULHUHCKON NeATeNbHOCTH, U
BKJIFOYEHBI B [MEpeyHH,  YTBEPXKICHHble  (pedepanbHbIMU  OpraHamu
WCTIONHUTENBHOM BAACTM M OpraHamMd roCyAapCTBEHHOW BiacTU CyOBEKTOB
Poccuiickoii Demepauud B cdepe OXpaHbl 3A0pPOBBA B COOTBETCTBHHU C X
MOABEOMCTBEHHOCTbIO, M B  KOTOpBIX  OCYLUECTBIAETCS  MeIMUHHCKAs
AesTeNbHOCTh, HaMpaBieHHasi Ha OKa3aHHe MEAULIMHCKON MOMOLIM MO NpOQHIIO
«€TCKas OHKOJNOTHsA» U «[eMaTOJIOTHSI».

KpomMe Toro, BnepBble mMosiBAfeTCS  MeXaHM3M  (POPMHUPOBAHUS
penepanbHeIME AETCKMMH OHKONOTMYECKMMM LEHTpaMu nepedHs (deKTHBHO
NMpUMEHEHHBIX J1€ :apCTBEHHBIX MpenapatoB «odd-neidn», HanpasiseMblX B
MuH31paB ¢ peKoMeH "allusiMU O BKIIFOYEHHH JaHHBIX MPenapaToB B KIMHUYECKHE
PeKOMEHJAUMKM WM ( "aHOapT OKa3aHUs MEIMLMHCKOH TMOMOILM, KOTOpbIH
MOAJIEXHUT 00A3aTeIbHOMY paccMoTpeHHio MunzapaBom. [Topsaok paccMoTpeHus
PeKOMEHIaUMi MO BKIIOYEHHUIO MPENapaToB B KNMHUYECKHE peKOMEHOAUMK Au00
CTAaHAAPThI OKa3aHUA MEAUUHHCKOMN MOMOLLUM YCTaHABIHBAETCS YIOTHOMOYEHHbIM
(enepanbHbIM OPraHoOM HCIMOAHUTENBHOM BAACTH.

B HacTosiwiee Bpems neficTByrolas HOpMa O TpeGOBaHUM K CTPYKType W
CONEPKAHUIO CTAHAAPTOB OKa3aHWsA MEAMLUMHCKOH [MMOMOILUH  (DaKTHYECKH
HCKIIOYAeT BO3MOXHOCTh OCYILUECTB/IEHMS JIeYeHUs AeTeil ¢ OHKOJIOMMYECKHUMHU
3aGoneBanusmMu B pamkax OMC u BMII, nockosibky (akTHYECKH CONEPKUT
NpAMOH 3alpeT Ha BKIIOYEHHE B CTAHAAPTHI 3apPErUCTPUPOBAHHBIX HA TEPPUTOPHH
Poccutickoit denepalnu neKapCTBEHHBIX MPENapaToB HE B COOTBETCTBHMH C
MHCTPYKUMEH MO MPUMEHEHHIO IEKapCTBEHHOrO Mpenapara.

3aKOHOMPOEKT  ycTpaHAeT IMPABOBYK HEOMpEAENEHHOCT B  BOMPOCE

(popMHpOBaHHA CTAaHOAPTOB OKAa3aHHA MEAHLUHMHCKOH [OMOILM [eTAM C



Y

OHKOJIOrHYE€CKUMM U IeMaToJOrHuecKMMH 3aDoneBaHUAMY, YTO I03BOJIUT CHATH
CYLIECTBYIOIIME B HACTOsLIEE BpeMs CJIOXHOCTH IMpH OGOPMIEHUH OIIAThI
JAeyeHHs NeTelt ¢ MpuUMeHeHHeM MpenapatoB o¢d-yeibn B pamKax MporpaMmal
OMC, o6ecrieunt rapaHTiu g 60NbHOro peGeHka, Tak Kak no GakTy 3TO CHATHE
GapbepOB B pealu3alMHd IKU3HEHHO HeoO0XoauMoil KBasupHUKUPOBAHHOM
MeJULIUHCKON MOMOLIH.

Takum o06pa3oM, JekapcTBeHHble Mpenapatbl odd-neitdbn npuobperaroT
NpaBOBO# CTATyC 7Sl MX UCMONb30BaHUsA B pamkax OMC.

B uensx ycTpaHeHHs CyLIECTBYROIUMX MpodieM M 3alMThl MpaB MaLlMUeHTa,
obecrneyeHus HenpepbIBHOCTH M KOMILIEKCHOCTH NeHeHUs! OHKONOTHYeCKOro Wi
reMaToNnorM4yeckoro  3aboneBaHUs, BO3HUKLIENO B  [JETCKOM  BO3pacTe,
3aKOHOMPOEKTOM  [peAycMaTpuBaeTcsi, 4YTO  MEIULMHCKas  OpraHu3auus,
OKa3bIBalOLIasi OHKOJOrMYECKYIO0 [OMOWIb JEeTAM, 10 peuieHuio BpayeOHOH
KOMHMCCHM BrpaBe TMpPOAO/KUTh HabmoNeHWe U JNedyeHHe MnauueHTa [oche
JOCTHXKEHHSI UM COBEPLUEHHONETHSI.

[lpennaraeMb @ 3aKOHOMPOEKTOM HOBEMIBI OOCYXKAEHbl W MOAAEPIKAHBI
BEAYLUHMH OETCKMML. OHKojoramu Poccuu u QopmupyroT nodpoxenarenbHble,
OesonacHple W afanTHLNBAaHHBIE K OOWEH CcucTeMe MeAULMHCKOW MOMOILLH
npouesypbl 4  BO3MOXHUCTH  Jj24E€HHS JeTel C  OHKOJIOTHYEeCKHMH U
reMaToNorHyeckKMMu 3a60oneBaHUAMH.

3aKoHOMNpoeKT Takke nomdepxkaH MunioctoM Poccun u [Ipesuauymom
Cosera 3akoHogareneii.

CoaBTopamu 3akoHOMpoeKkTa BLICTYMUAM OHKoMord w3 HMUL[ ATOU
uM.[1.Porauesa, HMHL| ouxonorun um.H.H.Bnoxuna, JIIL MUBC um.bepesuHa,
HauwoHansHoro menuuuuckoro ueHtpa onkonoruu uM. H.H.ITerposa, PIKB
®Ir'AOY BO PHHMY wum. H.U.IMTuporosa, HauuoHalsHOro MemMUHMHCKOrO
ueHrpa um.B.A Anmazosa, HHUU nerckolf oHkonoruw, remaTosiiorvyd U
Tpancnopronorun  P.M.['opbaueBol, O6GnacTHOW  HeTCKOH  KIMHHYECKOI
GonbHuubl Nel r. EkarepunGypra, OpeHOyprckoro 06AacTHOrO KIMHHYECKOTO

oHkonoruyeckoro aucnancepa, HMULI remaronorun, HMHUOU um.I1.A epuena.

Hepoef) =




OPUHAHCOBO-5KOHOMUYECKOE OBOCHOBAHHUE

K MpPoeKTy (peaepaibHOIO 3aKOHA
«O BHeCeHMH H3IMEHEHHUIT B OTAe/IbHbIe 3aKOHOJaTe/IbHbIe aKThI B YACTH
COBepIIeHCTBOBAHUS CHCTEMbI OKA32HHSA MeAHUHHCKOH MOMOLUH AETHAM ¢
OHKOJIOTHYECKHMH H reMaTo/IorHyeckHMH 32601eBAHHAMHU»

[lpuHsATHE  [OaHHOrO  3aKOHOMpOeKTa He  noTpedyeT  pacxoJos,
[IOKpbIBAEMBIX 32 cueT defepanbHOro OHOMKETa, a TaKXKe He MOBAEUET KAKHX-

nubo u3MeHeHHH GHUHAHCOBBIX 0043aTeNbCTB rOCYAApPCTBA.



HNEPEYEHD

aKToOB ¢reepaNbHOro 3aKOHOAATEIBCTBA, MOANEKALLHX NPHIHAHHIO
YyTpPaTHBUIHMH CHJY, TPHOCTAHOBJIEHUIO, H3MEHEHH 0, JONOTHEHHIO HITH
NPHHATHIO B CBSI3M ¢ NPUHATHeM deaepaibHOro 3akoHa «O BHeCEHHH
H3MeHeHMUil B 0Te/IbHbIe 3aKOHOAaTeNbHbIE AKThl B YaCTH
COBEepIIEHCTBOBAHUSA CHCTEMbI OKa3aHHA MEIHLHHCKOH MOMOLIH JeTAM C
OHKONOrHYeCKHMH H reMaTOo/IOrH4eCKUMH 3200/ 1eBaHHAMH»

IpunsTie ¢enepanbHoro 3akona «O BHeCEHHMHM HW3MeHEHWH B OTHEeNbHbIE
3aKOHOJaTeNbHble aKTHl B 4acTH COBEPILEHCTBOBAaHHS CHUCTEMbI OKa3aHMs
MEAMLIMHCKOW MOMOLIM JeTSM C OHKONOTUYECKHMH U TeMaTONOTHYeCKUMH
3a0oneBaHusiMH»  He  noTpebyeT  mMpu3HaHus  YTPATHBLINMHM  CHIY,

NPUOCTAHOBACHNUSA, HIMECHEHUA UK TPUHATHA MHBIX 3aKOHOAATEIIbHbLIX aKTOB.




