FOCYIAPCTBEHHAA IYMA
QEJIEPAJIBHOT'O COBPAHUA POCCUUCKOY OENEPALIUY
CEZIbMOTO CO3BIBA

MOCTAHOBJJIEHHUE
TOCYJIAPCTBEHHOU JYMBI

O npoexrte ¢eaepanbroro 3akona Ne 913136-7 «O BHeceHHM M3MeHEHHH
B ctaThio 60 PenepanbHoro.3axona «00 obpameHuy JeKapCcTBEHHBIX
cpeacTs» H ctaThio 38 ®enepanbHoro 3akoHa «00 ocHOBaX OXpaHbI
3q0poBes rpaxkiaaln B Poccniickoli Pegepanmm»

I'ocynapcreennas  [yma  @enepamsHoro CoOpanus  Poccuiickoif

CDG,HepaLU/IH NNOCTAHOBJACT:

1. IlpunaTe B 1EpBOM YTEHMHM MPOEKT (QelepallbHOTO  3aKOHa
Ne 913136-7 «O BHeceHum u3MeHeHHU B cTaTbio 60 DenepanbHOro 3akoHa
«O0 oOpaleHHH JIEKAPCTBEHHBIX CPEACTBY U CcTaThio 38 MefepaibHOro 3aKoHa
«O6 ocHOBax OXpaHBl 370pOBBA TIpaxgaH B Poccuiickoit ®enepanum»,
BHECEHHBIH  fenyrtatamu [ ocymapctBenHod  Jlympr  B.B.BonomusbiM,

C.1.HeseposeiM, A.K.HcaeBbiM, [1.A.Mopo30BBIM.



2. HampaBuTh  yKa3aHHBIA  3aKoHompoekT Ilpesumenty Poccuiickoii
OQenepaunu, B Coer ®eneparuu  Pepepansroro Cobpanust Poccuiickoii
Denepaliuy, KOMUTETBI 5§ KOMHUCCUHU I'ocynapcTBenHoi Hympl,
BO Qpakuuu B [ocynmapcreensodt [yme, B IlpasuTenscrtBo Poccuiickoit
Denepanyy, 3aK0HOJATENbHBIE (IPEACTABUTENBHEIE) OpraHbl IroCyIapCTBEHHOM
BIIaCTH CyOBekToB Poccuiickoit Menepaiyu.

YCTaHOBHTE, 4TO HOMPABKU K YKa3aHHOMY 3aKOHOIIPOEKTY HaIIpaBISIIOTCS
B Komurer I'ocynapcrennoit JyMmsl 1o oxpane 370poBbs 0 18 gacos 17 MapTa
2020 rona.

3. Komurety I'ocymapersenroit Jlymer mo oxpane 3J40pOBbs 10paboTaTh
YKa3aHHBIH 3aKOHONPOEKT C y4eTOM IIOCTYIIHBUIMX IMONPABOK U BHECTH ero
Ha paccMoTpenne ['ocynapcTBenHo# JlyMbl BO BTOPOM YTEHMUH.

4, HaCTo;uuee ITocranosienue BCTYIIA€T B CUJIY CO AHA €I0 PUHATHA.

@epepansHoro Cobpanusjj

Poccuiickoit @eneparyn § B.B.Bononun

MockBa
17 mapra 2020 ropa
N 7937-7 T



Buocurcs JleryTaTaMi
I'ocymapcreennoit Jlymer

B.B. Bonoauaem,
C.U. HeBepoBEiM,
A K. UcaeBriM,

H.A. Mopo3oBbIM

IIpoekTt

A 13136 7

®EJEPAJBHBIN 3BAKOH

O BHecennu u3MeHeHHil B craThio 60 @egepanbHOro 3aKoHa
«06 oGpalenun JekapCTBeHHBIX CPEACTB» U cTaTbIo 38 MemepaIbHOrO
3akoHa «00 ocHOBaX oXpaHbI 30POBLS I'paxkiaaH B Poccuiickoii
Pepepanun»

Cratps 1

Brecru B ctatero 60 @enepansHoro 3akona ot 12 ampens 2010 roaa
No  61-@3 «O6 ofpamennn JeKapcTBEHHBIX cpefictB» (Co6pamue
3aKoHoJarenbcTBa Poccuiickot @enepanuu, 2010, Ne 16, cr. 1815; Ne 42,
cr. 5293; 2012, Ne 26, cr. 3446; 2013, Ne 48, c1. 6165; 2014, Ne 52,
ct. 7540; 2019, Ne 23, ct. 2917; Ne 52, c1. 7793) énenymmne A3MEHEHUS:

1) ab3an mepBEIM H3T0KUTE B CHEAYIOMER pefaKIiH:
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«l. TocymapcTBeHHOe perynmupoBaHHE II€H Ha JICKapCTBEHHBIE
IpenapaTsl Uil MEIUIMHCKOTO  IPUMEHEHHS OCYIIECTBIISIETCS
IIOCPELCTBOM: »;

2) NOTIONHUTE YacTsIMH 2 U 3 CIeAYIOIIero conepmaHﬁﬂ:

«2. Ilpy BO3HHMKHOBEHHM 4Ype3BEIYaifHOM CUTYyalluH, YIPO3EI
PacmpoCTpaHeHHs  MH(EKIHMOHHOTO  3abOJeBaHHs, HPEACTABIAIOLIEr0
OIaCHOCTE AJIL OKPYXAIOWIMX, a TAKXe B CIy4ae, eClii B TeYEHHE TPUILATH
KaJICHAApHBIX JHEH MOApsk Ha TEPPUTOPHSX CyOBEeKTOB PoccHMCKOi
Qefiepallid  pOCT PO3HHYHBIX I€H HA JeKapCTBEHHEBIE [penapaTel, He
BKJIIOYCHHBEIE B IICPEUYCHL JKH3HEHHO HEOOXONHMMBIX U BaXXHEUIIHX
JISKapCTBEHHBIX IPENapaToB, COCTABAT TPHALATE U 6oJiee IPOIEHTOB
IpaBurenbcrBo Poccmiickoit Deepaluti B YCTAHOBIEHHOM UM IIOpSIIKE U
0 yTBCPKICHHOMY WM MEPEYHIO JIEKAPCTBEHHEIX IIPENaparoB, He
BKIIIOYCHHBIX B IIE€PEYCHb IKHU3HEHHO HEOOXOZHUMBIX W BaXKHEHIITHX
JICKapCTBCHHBIX IIPENApaTOB, YCTAHABIMBACT IPEAENBHO JONYCTUMEIE
POSHMYHBIC LEHBI Ha TaKHe JIEKapCTBEHHEBIE Ipenaparhl Ha CPOK He Golee
9eM JICBSIHOCTO KaJIeHIapHEIX JHEH.

3. B TeueHme neBSHOCTa KaNeHJApHEIX JHEH CO AHS YTBEPXKICHUS
Ilpasurensctom  Poccuiickoit  ®@enepanun IEePeYHsl JIEKAPCTBEHHEIX

HPeIIapaToB U NPeaeNIEHO HOIIYCTHMBIX PO3SHHUYHBIX II€H Ha HUX, YKa3aHHOI'O
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B 4acTH 2 HacTosAlen CTaTbH, HE NOIIYCKAIOTCA peaim3anug U OTIYCK TaKuxX
JICKAPCTBCHHBIX I[IPENAapaToB OO IIEHAM, HPEBRIITAOIIHM YCTaHOBJICHHEIE
IPEACIIbHO JOIIYCTUMEBIE PO3HHYHEBEIC IICHBI Ha JaHHbIE JICKapCTBECHHEIE
[Iperapartsal.».

Crarps 2

Cratpio 38 ®@enepansyoro 3akona ot 21 HOs16ps 2011 roma Ne 323-33
«O0 ocHOBax OXpaHbl 3H0pOBBA TpaXAaH B PoccHHCKOi Denepanun»
(CobpaHue 3akoHOZATENBCTBA POCCHIHCKOIL @epepamnyu, 2011, Ne 48,
cT. 6724; 2013, Ne 48, c1. 6165; 2015, Ne 1, cT. 85; Ne 27, cr. 3951; 2017,
Ne 31, c1. 4765; 2019, Ne 52, ct. 7799, 7836) momoNHUTE YacTsamu 21 u 22
CIIELYIOIIETO COAEPIKAHHUS:

«21. Ilpx BO3HMKHOBEHMH 4Ype3BHIYAMHON CHTyauwH, YIPO3EI
PacnpoCTpaHEHHs  HHMEKIUOHHOTo  3ab0NeBaHMs, IIPEICTABISIOMEr0
ONIACHOCTB UL OKPYXKAIOIIMX, & TAKXKE B CIIydae, eClH B T€UeHHEe TPHALATH
KaIeHIApHEIX JHeH NOApsl Ha TEepPUTOpHAX CyOBeKTOR Poccumiickol
Depepaiudi POCT PO3HUYHEIX LEH HA MEJUIMHCKHME W3IEIHS COCTABAT
TPUIIATL U Oosee NPONeHTOB, IIpaBuTenncTBo Poccuiickoii Qenepanny B
YCT2HOBJICHHOM KM TMOpPSAKE U 10 YTBEPKIECHHOMY UM IIEPEYHIO
MEAMIMHCKAX U3JEIHH YCTaHABIUBAET IPENEIbHO JONYCTUMEIE PO3HIIHEIE

OEHBI Ha TaKHC MCIUIIMHCKHUE U3NCIIHA Ha CPOK He boilee ueM HACBAHOCTO



KaJleHJapHBIX JHEH.

22. B Teuenue NeBAHOCTA KallCHAAPHBIX AHEH O IHSA yTBEPKICHHS
IpasurenscteoM Poccutickoit @enepanuu nepedss MeTUIUHCKUX U3IENIHIA
H IPEJEIBbHO JOIyCTUMBIX PO3SHHYHEIX LIEH Ha HUX, YKa3aHHOTO B yacTu 21
HACTOALICH CTAaThH, HE JOMyCKAIOTCA pEanus3alus M OTIYCK TaKHX
- MEIMUMHCKUX H3JCNMHA MO I[eHaM, MPEeBLIINAIONIAM YCTAaHOBJIECHHBIE
IpENeJIBHO JOMYyCTHMEIE pO3HHYHBEIE LEHH Ha JaHHLIE MENULMHCKHUE
U3CITUAS.».

Cratbs 3

Hacrosumm#i @enepanbHEIl 3aKOH BCTYHAaeT B CHIY CO OHS €ro

O0QUIHATIBHOTO OIyOIMKOBAHYS.

IIpesnneHT
Poccuiickoit @enepanuu

%j%
. YA



HOACHUTEJIbHAS 3AIINCKA
K mpoekTy deiepajbHoro 3akoHa «Q BHECEHHH H3MEHeHHi B cTaThio 60
DenepanbHOro 3akona «06 o6paleHAN TeKAPCTBEHHBIX CPEACTB» H CTATHIO 38
PenepanbHoro 3akona «06 ocHOBAaX 0XpaHbI 310POBLH rpaskiaH B Poccriickoi
Penepanum»

IIpoexr QenepanbHoro 3akoHa «0 BHeCeHMHM H3MEHEHWH B craThio 60
OenepanbHoro 3akoHa «O6 0oOpalleHHH JEKAPCTBEHHBIX CPENCTB» M CTATBIO 38
GenepansHoro 3akoHa «O6 OCHOBaX OXPAHBI 3[0POBbA TPAXKIAH B POCCHICKOM
Oenepanun» (nagee — 3aKOHOIPOEKT) pa3paboTaH B LENSIX HCIONHEHHS ITyHKTa 14
IPOTOKOJIa 3aCelaHUs ONepaTHMBHOIO ImTaba II0 NPEeIyNpeXAeHHIO 3aB03a H
pacpoCTpaHeHUsT HOBOW KOPOHABUPYCHOH MH(EKINH Ha TeppUTOpuM Poccmiickoii
Denepanuy, Mo IpeacenaTenscTBoM 3amectutens [Ipencenarens IlpaButenscraa
Poccuiickoit @enepanun T.A. ['omrkosoit ot 7 despams 2020 r. Ne 5.

B Hacrosimmee Bpemsa 3aKoHOIaTeNbCTBOM Poccmiickoit  Demeparmu
IPENyCMOTPEHO I'OCYHAapCTBEHHOE DPETyIMPOBaHME LEH TOJBKO Ha JIEKApPCTBEHHEIE
npenaparsl, BXOIJAINHE B IIEPEYEHb >KU3HCHHO HEOOXOMUMEIX M BaKHEHIIHX
JIEKapCTBEHHBIX IIPEaparos.

Bmecte ¢ TeM mpu BO3HMKHOBEHHH YPEe3BBIYaiHOM CHTyalluy WIH YTPO3bI
pacmpocTpaHeHMst 3a00NeBaHUH, MPENCTaBIIOMNX ONACHOCTh AJIA OKPYIKAIOIIHX,
MM IIPH HEOOOCHOBaHHOM 3aBBINICHWH IEH Ha HEOGXONMMEIE JeKapCTBEHHEIE
npenaparsl ¥ MEAWIWHCKHE U3NeNus, rpaxnane Pocculickolt ®@enepanuy TOIDKHED
UMETh JIOCTYyNHbIE€ JIEKAPCTBEHHBIE IIpelapaThl ¥ MEJUIIMHCKHE H3ISIus,
3¢ GeKTUBHEIE IS JISUSHHS KOHKPETHOTO BHa 3200 IeBaHMs.

[lenbro  3aKOHONpOEKTa SBIAETCS YCTAHOBIEHHE B 3aKOHOLATENHCTBE
Poccuiickoit ®enepamuy HOPM, PETyIHPYIOLIMX BONPOCH IIEHOOOPA3OBAHUS Ha
TOBapEl, KOTOPBIE IIPH BO3HUKHOBEHHM YpPE3BBIYAHHON CUTYalld¥ WM YIPO3EI
pacmpocTpaHeHHs 3a0oNeBaHui, MPEeACTABISIOMUX ONACHOCTh I OKPYXKAIOIINX,
CTAHOBATCS XU3HEHHO HEOOXOIUMBIMH.

3aKOHONIPOEKT IpemycMaTpHBaeT mpaBo IlpaBUTenscTBa PoccHitcKoi
OQefepalun  yCTaHABNMBATh IIPENENbHO HOIYCTHMEIE DO3HHYHEIE I[EHBI Ha
JIEKapCTBCHHBIE NIPENIApaThl, HE BKIIFOUECHHEIE B IIepeUeHb KU3HEHHO HEOOXOIUMBIX U
BKHEHITNX JCKAPCTBEHHBIX IIPENaparoB, ¥ MENUIMHCKHE H3IETHS 110 IIepedHsM,
yrBepxknaeMbiM IlpasurensctBom Poccuiickoit @enepanuu, mp¥ BO3HEKHOBEHHH
Ype3BBIYaiHON CHTYyalluH, YTPO3BI pacIpocTpaHeHus 3aboiieBaHuH,
IPECTABILIOIINX OIIAaCHOCTD IS OKPYXKAIOIIKX, & TAKXKe B CIIy4adx, €ClI B TCUCHHE
TPUALATH KaleHIapHBIX IHEHW MOJAPsA] HA TeppHUTOpHIX cyObekToB Poccuiickoi
Qepiepaliii pOCT POSHMYHBIX LIEH Ha yKasaHHEIE JIEKapCTBEHHEIE Iperaparthl 1
MEIUIIHCKHE U3IEIHs COCTABUT TPUALATH B GOJiee IPOIIEHTOB.

IIpenenbHo mOMycCTMMEIE PO3HMYHEIE IEHBI yCTAHABIMBAIOTCS Ha CPOK He
Ooee yeM NeBIHOCTO KaleHIapHAIX JHeil.

KpoMe TOro, 3akoHONPOEKTOM IIpeniaraeTcs 3ampeTHTh pEalH3allfio K
OTIyCK JIEKAPCTBEHHBIX IIPEIapaToB U MEIUIMHCKAX H3IENHH, BKIIOYEHHBIX B
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yKa3aHHBbIE NEPeYHH, IO LeHaM, IPEBLINAIONNM YTBEPXKACHHbIe [IpaBUTesCTBOM
Poccuiickont ®Oeznepaliuy mpeielbHO JOMYCTUMbIE PO3HAYHEIE [IEHE.

Peanmzanys 3aK0HONPOEKTa TO3BOIUT CTAGUIIM3APOBATh PO3HUUHbIE IIEHE! Ha
JIEKapCTBEHHBIE IpenapaThl M MEIULMHCKUE H3JIeNHUS B IIelIX oOecleyeHHus WX
JOCTYIHOCTH Jiis TOTpeOuTeNel (TpaXkIaH ¥ MeIHIMHCKUX OpTraHu3aIui).

3aKOHOIPOEKT COOTBETCTBYET IOJOXKeHUsM Jlorosopa o EBpasuiickoM
OKOHOMHYECKOM COI03€, & TaKXKe IOJIOXKEHUAM MHBIX MEXITYHAPOAHBIX HOTOBOPOB
Poccuiickoii ®epmepanlui U He OKaXeT BIMAHMA HA [JOCTIDKEHWE Ieliel
roCyapCTBeHHBIX IporpaMM Poccutickoit @enepanyn.




OPHHAHCOBO-9KOHOMHNYECKOE OBOCHOBAHMUE

K NpoeKkTy deaepanbHOre 3akoHa «O BHeCeHHM H3MeHeHHUH B cTaThio 60
DefepanbHoro sakona «O6 oOpaleHHH JeKAPCTBEHHBIX CPEACTB» H
craThio 38 Menepanbuoro 3akona «O6 0CHOBAaX 0XpaHBI 3A0POBbS
rpaxiaad B Poccuiickoii enepannn»

Peanmuszanus @enepayibHoro 3axoHa «O BHECEHHH M3MEHEHHH B CTaThIO
60 @enepanprOro 3axoHa «O6 obpallleHHn JIEKapCTBEHHBIX CPECTB» U CTATHIO
38 @enepanpuoro 3axkoHa «OO6 OCHOBaX OXpaHbl 3OpPOBBA TIPAXKIAH B
Poccniicko#t ®@enepanum» He HOTpeOyeT NOIOJHHTENEHBIX PACXOIOB 33 CUET
OrOIKETHBIX aCCUTHOBAHUM (elepanbHoro 6romLKeTa.




INIEPEYEHDB

}enepanbHbIX 3aKOHOB, MONIEHKAHUX NPH3HAHAIO YTPATHBIIAMHE CHJIy,
NPHOCTAHOBJIEHHIO, H3MECHEHHIO HJIH NPHHSTHIO B CBA3H C IPHHATHEM
®enepasibHOTo 3aKoHa «O BHECEHHH H3MEHEHMH B CTaTbIo 60 DenepaabHOro
3aKoHa «O06 o6paneHHH TeKAPCTBEHHBIX CPEACTBY» H CTAThIO 38
@epepaianHoro 3akona «O6 0CHOBAaX 0XpaHBI 310POBbS I'PaKIaH B
Poccuiickoi Degepannu»

Hpuustne @enepanbroro 3akona «O BHECEHHH W3MEHEHHH B CTATHIO 60
DepnepanbHoro 3akoHa «O6 06parmeHHH TeKapCTBEHHBIX CPEACTB» U CTATBIO
38 @enepansHoro 3akoHa «06 OCHOBax OXpaHBl 3JOPOBBA TpaxjiaH B
Poceniickoll @epnepaiuu» He moTpebyer NpusHAHHS YTPaTUBIINMH CHIY,
IIPHOCTAHOBIECHNS, U3MCHCHHS MJIA IPUHATAS HHEIX QefepatbHBIX 38KOHOB.




