TOCYIAPCTBEHHAA TYMA
®EJIEPAJIBHOIO COBPAHUSI POCCUNMCKOM ®EIEPAITIU
CEZTbMOT'O CO3bIBA

BBIIINCKA U3 ITPOTOKOJIA or 26.07.2018 Ne 139
3ACEJJAHUS COBETA TI'OCYITAPCTBEHHOU JTYMBI

"26" wroma 2018r.

8. O npoexre ¢eaepaabnoro 3axkoHa Ne 494344-7 ""O BHeCeHHH H3MEHEHHH H
nonosnenuii B Kogexc Poccuiickoii ®Pegepanun 06 afMHHHCTPATHBHLIX MPaBO-
Hapymenusix'' (00 ycraHoBJeHMH aJMHHHUCTPATMBHON OTBEeTCTBEHHOCTH 3a
HapyllleHHe TNOpAAK2 oDecnedeHHs JIEKAPCTBEHHBIMM npenapaTaMH) - BHOCHT
wien Corera @eaepaunn A.B.Beasikon : : ‘

I[pnmrro PELECHME: - . o o i

1. HampaButh YKaSaHHBIPI npoeKT (benepanbnoro 3aKOHa Hpeanz[eHTy Poccnn-
cko#t Denepaniny, B KOMHTETHI, koMHccHIO ['ocynapcTBenHo#i JyMbl, @pakuun B I'ocy-
napcreenHor [yme, Coser ®enepanun Penepansnoro Cobpanus Poccuiickoit dene-
panuu, IIpaButensctBo Poccmiickoit @enepanuu, Cuernyro nanaty Poccuiickoit Dene-
pauun, O6mectBennyio nanary Poccuiickoit ®@enepaunu, Bepxosreifi Cyn Poccwmii-
ckoil Denepanny, 3aKOHOAATENbHEIE (IPeICTaBUTENbHbIE) H BLICIIME HCIIOIHUTEIBHBIE
OpraHbl FOCY/JapCTBEHHO! BIIaCTH CyObexToB Poccuiickoi denepailii Iiis OATOTOBKH
OT3BIBOB, NPEMJIOKEHUH ¥ 3aMEYaHui, a TaKkKe Ha 3aKIOYCHHE B HpaBOBoe yTipaBie-
Hue Anmnapara I'ocynapcteensoi {ymsr.

- HasHaunTh OTBETCTBEHHBIM B paboTe Hajl--HPOEKTOM (eepanbHOTO 3aKOHA
Komurer I'ocynapcTBeHHO#H J[yMbl IO TOCyIapCTBEHHOMY CTPOMTEILCTBY H 3aKOHOJA-
TeNbCTBY, coucnomuuTeneM — Komurer I'ocynapcTBeHHOM JlyMbI 110 OXpaHe 310pOBh.

OT38IBBI, MPEIUIOKEHUS U 3aMevaHds HanpaBUTh B KomureT I'ocynapcreenHoi
JlyMBl [0 TOCYIApCTBEHHOMY CTPOHTENHCTBY M 3aKOHOIATENLCTBY OO 26 OKTAOpa
2018 roma.

2. Komutety I'ocynapctBeHHO# JlyMBI 10 TOCYAapCTBEHHOMY CTPOHTENLCTBY H
3aKOHO/IATENLCTBY C YI€TOM MOCTYIHBIIMX OT3HIBOB, IPEIJIOKECHUN U 3aMEUaHUH TIO-
TOTOBHTH YKa3aHHBIN NPOEKT (defepalbHOro 3aKoHa K paccMoTpeHHIo I'ocynapcTeen-
Hoit Jlymoii.

3. BKIIOUHTh yKa3zaHHBIA NpOeKT ¢eneparbHOro 3aKoHa B NPOEKT NMPHMEPHOH
IpOrpaMMEI 3aKOHOIpoekTHO#H pabotel I'ocynapcreeHHoi JlyMel B EPHOJ OCEHHEH
ceccuu 2018 roxa (HOOpb).
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YJ1EH COBETA ®EAEPALIUA
®ELEPAJIBHOIO COBPAHNSA POCCUNCKON DEOEPALIUA

yn.b.Amurpoeka, a. 26, Mockea, 103426

o I 2018 1. N DF-UA T 5’, /46
IIpencenaremo
T'ocynapcreenHoit dymu
®denepanbHoro Cobpanus
Poccuiickoit @enepanmu
B.B. BOJIOJINHY

Yeaxkaemuii Bsuecaas Baxropormu!

Ha ocHoBammm crate 104 Koucrutymmm Poccuiickoit @emepaiuu
BHOCHTCSI Ha paccMorpeHme I'ocymapctBenHoi# dymu ®enepansHoro CobpaHus
Poccuiickoli @enepali B KayecTBe 3aKOHONATENLHON HMHWIIMATHBEL IIPOEKT
denepabHOTO 3akoHa «O BHeceHMM WM3MEHeHHMM M JonoiHenui B Komekc

Poccuiickoi Pegepanyy 06 aqMUHHCTPATUBHBIX PaBOHAPYIIEHSIX».

Ipmnoxenus: 1) Texcr 3akoHOnpoeKTa Ha 1. B 13K3.

2) INosicuurensHas 3amucka Ha 31. B 1 3ka.

3) IlepeyeHnr axTOB (elepalbHOTO 3aKOHOJATEeILCTBA,
TOIJIeKaIMX TIPA3HAHUIO YTPaTUBILIM cuiy,
MIPUOCTAHOBIIEHHIO, H3MEHECHHUIO WM NPUHATHIO B CBSI3U C
NpUHATHEM NAaHHOTO (elfepalbHOTO 3aKOHa, Ha 1ia. B 1
3K3.

4) ®OuHaHCOBO-3KOHOMMUYECKOe 0GOCHOBaHME Ha 1. B 1
9K3.

5) Ko Tekcra 3aKOHOMPOEKTa ¥ MaTepHajioB K HEMY Ha
9JIEKTPOHHOM THCKE.

Ynen CoBera ®eneparmmn KOB
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BHocHTCA WICHOM
Cogera QPenepannn
Poccuiickoit Penepaiiuu

A .B. bengaxoBem
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N GG43yY - X

®EJIEPAJILHEIA 3AKOH

O BHecennn HimeneHnuii n sonoanenuii B Kogexe
Poccuiickoii Peaepannn 06 aJMHHACTPATHBHBIX NPAaBOHADYLIEHHAX

Buectu B Komexc Poccuiickoit @epepaumu 06 aIMHUHHCTPaTHBHBIX
npaBoHapymenusx oT 30 gpexaGps 2001 roma Ne 195-03 (Co6pa1me‘
saKkoHoAarenbcTBa Poccuiickoit ®Pemeparmum, 2002, Ne 1, cr. 1) cnenyiomupe
H3MEHEHH:

1) HONONHATE CTAThel 6.34 CIIEAYIONIETO COMCPIKaHuUs:

«6.34. Hapymenue nopsaka o0ecrnedeHus JeKapCTBEHHEIMU [IpernapaTaMy H
CIIeIHaNu3NPOBaHHBIMH NPOAYKTaMHU Ne4eOHOTO TATAHUSA

HecpoeBpemeHnoe u (WnM) oKa3zaHHOe He B IIOJHOM o0BeMe oOpraHaMH
rocyZapcTBeHHOM BiacTH cybbekToB Poccuiickoii Pemepaumn B chepe OXpaHB
300pOBbS  o0ecreyeHde IPaXOaH JieKapCTBeHHLIMH IpenaparamMd ¥ (Unu)
CIIeNHaIM3UPOBAaHHLEIME INPOAYKTaMHM JIe4eGHOTO IMTaHHfA, OCYIIECTBIAEMOe B

pPaMKax CHCTEMBI JIBI'OTHOI'O JIEKQpPCTBECHHOTO oﬁecneqemm, a TakKXxe B paMKax
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OKa3aHus MeIWIMHCKONH NMOMOIIM IpakaaHaM C 3aboneBaHMsMHM, BKIIOYEHHBIMHM B
1epedeHb JKU3HEYIPOXKAIOIIMX M XPOHMYECKMX TIPOTPECCHPYIONMX — PEeAKHX
(op¢annEix) 3aboneBaHui, nperycMoTpeHHbIH DenepanbHbIM 3ak0oHOM «O6 ocHOBax
OXpaHHI 310pOBbA rpaxkaan B Poccuiickoit ®denepanuuy, -

BIIeYeT HaJlOXKeHHe aJIMHHHUCTPaTHBHOTO MTpada Ha JOJKHOCTHBIX JIMI[ B
pa3Mepe OT CTa TBICSY JO IMIECTHCOT THCAY pyOielt wiu AUCKBATH(UKAIIUIO Ha CPOK
OT JBYX IO TPEX JET.»;

2) ctatsio 23.1 nocne nudp "6.33," nononHUTL IUPpamu "6.34,".

Ilpesupent
Poccutiickoit ®enepariun



IHOACHHMTEJIBHAS 3AITMCKA

K OPOeKTY ¢elepalibHOTO 3aKOHA
«O BHecenun nimenennii u nonoanennii B Kogexc
Poccuiickoii Penepanun 06 aAMHHUCTPATHBHLIX HPaBOHAPYICHHNX)
B Poccuiickoit ®@enepaunn BceM IpaxkiaHaM TapaHTHPYIOTCA HPaBO Ha

OXpaHy S3[0pOBbS ¥ IIpaBO Ha MEAMIMHCKyI0 miomoms. JlanHble npaBa
BRIp@XalOTCS, B TOM YHCI€, B JOCTYNHOCTH CaMO# MEIHIMHCKOA IOMOIIH H
JIEKapCTBEHHBIX CPENCTB, HEOOXOAMMEIX MallMEeHTYy. Tem He menee, B 2017 roxy
00eceYeHHOCTh TpaXJaH OGonbmuHCTBA Ccy6hekToB PO  Kak >KH3HEHHO
HeoOXOMUMBIMH U BaXKHEWIIMMHU JNekapcTBeHHBIMM npenapatamu (KHBIIT), Tak
H IpenapaTaMH, HeoOXOIUMEIMH s JiedyeHHs op¢aHHEIX 3aboneBaHui, ocTanack
nocratoyHo Hu3ko#. ITo wroram mepBoro momyromus 2017 roja, Mo AaHHBEIM
Pocopasnansopa, obecrniesenrnocts JKHBJII coctaBuna Bcero 65% B cpeaneM
IO CTpaHe.

ITo pesynsraTamM MOHMTOPHHIA accopTuMenTa ¥ lieH Ha JXHBJI, xoropsrit
npoeoaut Poc3npaBHanzop, 3a 3TOT IEPHOX BHIPOCIO KOJMYECTBO PETHOHOB, Iae
nokKasarelnb [JOCTYMHOCTH INpemapaToB cocraBuser Huxke cpennero. [lo
pe3ynbTaTaM onpoca JIuru 3alIUTHUKOB TIAalMeHTOB, Gosiee 70 IIpOUEHTOB
POCCHICKHX JIBPOTHAKOB MCIBITBIBAIOT IPOGJIEMBI PH MOTydeHHHM OeCIIaTHEIX,
rapaHTHPOBaHHBIX 3aKOHOM JI€KapCTB.

OTnenbHO CTOMT OTMETHTH MpoGieMy o06GeCIedeHHOCTH OHKOOONBHBIX
HeoO0XOIUMBIMHU NEeKapCTBEHHBIMHA CpeAcTBaMH. [IpH OTCYTCTBHH YETKO
YCTaHOBJIEHHBIX CTaHIAApTOB JIEYeHUA OHKOIOIMHM PETHOHBI BCE 4Yalle OTMEHSIOT
HazHayeHHBle B ¢eflepaNbHBIX HHCTHTYTaxX Npenaparsl [l JleYeHHd
OHKOJIOTHYECKHX 3abONeBaHMi, OCYIECTBIAA 3aMeHy Ha Golee NOCTYNHBIE H
3a49acTyro MeHee d3(QeKTHBHEIE IpenapaTsl.

Octpoit OCTaeTcs npobneMa obecmeueHus HEOOXOAUMBIMU
TEKAPCTBEHHBIMM CpEICTBAMH T'PaKIaH, GONBHEIX OpQaHHBIMH 3a00JI€BAHHSIMH.
3auacTyl0 MMeeT MEeCTO NpaKTHKa OGOCHOBaHHS OTKa3oB B ofecmedeHUH
JIeKapCTBEHHBIMU MperiapaTaMH [ JiedeHnud opdaHHEIX 3abolieBaHHA B CBI3H C
OTCYTCTBHEM TAKMX MpENapaToB B DPErMOHANBHEIX IEpPEHYHAX, XOTA MON0OHOe

IPOTUBOPEUHT (heepaNbHOMY 3aKOHOAaTeNsCTBY. Tak, B COOTBeTCTBHH C 1.1 CT. 6
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DenepanbHOro 3akona ot 12.04.2010 Ne 61-®3 «O6 obpalneHNH eKapCTBEHHBIX
CPEACTB», K I[IOJHOMOYHAM OpPraHOB HCIOJNHHUTEJIBHOW BIACTH CyOBeKTa
Poccuiickoli ®epepanmu npu oOpallleHMU JE€KapCTBEHHBIX CPEICTB OTHOCHTCH
pa3paboTka H peanu3aldsl PErHMOHABHEIX IIPOrpaMM 00ecledeHuss HaCelleHMs
NEeKapCTBEHHBLIMM IHperapaTamMu. BMecre ¢ TeM, Takue IPOrpaMMBl MOTYT
COiepXaTh JAOIONHUTENbHEIE MapaHTHH B cfepe 34PaBOOXPAHEHUS M HE MOTYT
COKpanjaTk YPOBEHb (eEpaIbHBIX IApaHTHH, YCTAHOBIECHHBIX, B YacTHOCTH,
craThell 44 @enepambHOro 3akoHa «O6 ocHOBax OXpaHBI 370POBBS IDOKIaH B
Poccuiickoil Deneparpmy.

Cpenn Dpu4uH yXyZANIeHHs JIeKapCTBEHHOro ofecliedeHHs] HaceleHus
cyObektamu P® HaspiBaeTcs gaehWIMT OIOMKETHBIX CpPeACTB PErHOHOB,
COKpallleHHEe BEIITyCKa psia NeKapCTBEHHBIX CPEJICTB KaK HepeHTaOeNbHbIX, HO He
MeHee BaXHBEIM (akTopoM ABIAE€TCA M  HECOBEPIUEHCTBO  IPOLEAYPHI
INIAaHMPOBaHU M aHaimu3a mnorpebHocTedl HaceneHMA IPU OCYMIECTBICHHH
roc3aKyIoK.

Kax CBHAETENLCTBYIOT PesylbTaThl MOHMTOPHHTA, posesennoro dormom
«3nopoBbe» coBMecTHO ¢ aktuBucraMH OH®, O6ONIBIIMHCTBO DPErHOHOB
COCTABIAIOT CBOM CIIMCKM JIbI'OTHBIX JIEKAPCTB HE U3 IIPeNapaToB (esiepanbHoOro
nepeusst KHBJII, nensi Ha KkOTOphle pPEryndpylOTCA IOCYAApCTBOM, a H3
JIeKapCTB, LEHBl Ha KOTOphIE IOABEpXKEHHI 3HAa4UTENbHOMY pocty. M moxobnas
TIONITHKA TPUBENIA K TOMY, YTO B pslie CYOBEKTOB B PETHOHANLHEIE NEPEYHH He
Tomany mpenapats i nededus BUY u onkonormdeckux 3abosesaHui, Py TOM,
9TO B HMX GBUIA BKITIOYEHHI JIeKapcTBa C HEJOKa3aHHOH 3(0(eKTHBHOCTRIO H Jjaxe
TOMEONAaTHYECKHE IpenapaThl. B HEKOTOPHIX PperMOHANBHBIX NepedHAX ObLiM
HCIIONB30BaHEl TOPrOBEIE HaWMEHOBAaHHS IIPENapaToB BMECTO MEXIYyHapOIHBIX
HENIATEHTOBAHHBIX HaMMEHOBaHWif, 4YTO OrpPaHMYMBAET KOHKYPEHIMIO IIpH
3aKymnKax M BeeT K pOCTy LEHEI JIoTa.

Ilo undopmauum, npepoctapieHHON I eHIpoKypaTypodl Ha 3ampoc Jlurm
3aMIWTHUKOB IallMeHTOB, Tombko B 2016 rogy mno Poccum Owlno Berisieno 15
THICAY HapyIIeHUIt O IeKapCTBEHHOMY 00ecIiedeHHIO.

B Poccum yxe He meppelii o oOCyxzpaercs HEOOXOOHUMOCTH BBEICHHA

CHCHH&J’IYI3PIPOB3HHO§I HOPMEI, yc*raHaBnHBammeﬁ ’ OTBECTCTBECHHOCTD
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MenpaOOTHHUKOB 38 OTKa3 B BhlIade PeLIENTOB Ha JICKAPCTBEHHBIE MPENapaTs! pH
HaJTMYUH [I0Ka3aHud K UX NpuMeHeruto. OQHaKo, 10 CUX T0p He CTaBHJICS BOIIpOC
06 YCTAaHOBJICHHHM OTBETCTBEHHOCTHM [ [OKHOCTHEIX JIMI[ OPraHOB
rocyjgapcreeHHo# BimactH cybpexkroB Poccuiickoit denepaluy, BHHOBHEIX B
HapyIleHWH MHOopsixa oOecreueHus IpakAaH HEOOXOTUMBIMH JIEKapCTBEHHBIMHE
HperiapaTaMy.

Hacroamuii 3aKOHOMPOEKT MpefycMaTpHBacT, YTO HECBOEBPEMEHHOE WK
OKa3aHHOe He B IIONHOM 00BeMe ofecrmeueHHe rpaxOaH JeKapCTBEHHBIMH
nperapaTaMid WiH CHEUaTH3HPOBaHHBIME INIPONYKTaMH Jiede6HOro MIUTAHUS
OynmeTr Bledh HAJOXEHHE aIMUHUCTPATHUBHOrO mTpada Ha NO/DKHOCTHBIX JIMI B
pazMepe OT CTa THICAY JO IIECTHCOT THICTY. pybned uimM ,uHcKBaJmQ)nKanmo Ha

CPOK OT ABYX IO TpeX JIET.
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OHUHAHCOBO-5 KOHOMMYECKOE OBOCHOBAHHME
K NPoeKTy ¢eepajbHOro 3aK0HA
«O BHeceHHH H3MeHEeHHH H Jonoanenni B Koaekce
Poccuiickoii @exepanun 06 aIMHHUCTPATHBHLIX IPaBOHAPYHIEHHAX»

IMpunatue npoekra ¢QepepanbHOro 3akoHa «(O BHECEHUH M3MEHEHHH M
nononaenuit B Kopekc. Poccuiickoit Pepepanmun 00 anMUHHCTPATHBHEIX
IpaBOHApYNIEHWIX» He MNoTpedyeT JONMOMHUTENBHBIX PAacXOJOB W3 CpEACTB

(benepanpHOro GromKeTa.



NEPEYEHD

aKTOB ¢eaepalbLHOro 3aKOHOAATEILCTBA, NOAJIeXKAMNX IPH3HAHUIO
YTPaTHBUIEMH CHJIY, IPHOCTaHOB/IEHHIO, H3MEHEHHIO, JONOJHEHHIO HITH
NPUHATHIO B CBA3M ¢ NpHHATHeM ¢eiepajbHOro 3aKoHa
«O BHeceHHM U3MeHenHuM ¥ nonoanenuii B Kogexc
Poccuiickoii ®enepanun 06 aiMHHACTPATEBHLIX PABOHADYMEHANX»

B cBi3m c TNpHHATHEM IaHHOrO NpoeKTa (QeNepaJbHOro 3aKOHa He
HOTpedyeTcss NpH3HAHUA YTPAaTHBIIHMH CHIY, NPHOCTAHOBIEHUS, H3MEHEHMS,

AOMNOJIHEHU UMY MIPUHATHUA OJPYTHX 3aKOHOOATENBHEIX aKTOB.



