TFOCYIAPCTBEHHAS NYMA
®ENEPAJIBHOI'O COBPAHUSA POCCUVICKOMN ®EAEPALIMU
BOCBMOr'o CO3bIBA

IIOCTAHOBJIEHHUE
TOCYOAPCTBEHHOI JIYMBI

O npoexte ¢peaepanbHoro 3axoua Ne 173061-8 «O BHeceHun
n3menennii B ®enepanbublii 3axon «0O06 oOpaiennu
JIeKapCTBEHHbBIX CPEACTB» B IeJIfIX NPOBeAeHUN IKCIIEPHMEHTA
0 OCYIIECTBJIEHHIO PO3HHYHO TOProBJIN J1€KaPCTBEHHbLIMH
npenapaTaMu AJs MEHIHHCKOTO NPUMEHEHHS, OTIHYCKAEMbIMH
MO pelenTy HA JeKAPCTBEHHbIH NpenapaT, AHCTAHIHOHHBIM
cnoco6om»

FocymapctBennas yma PenpepamsHoro CobOpanus Poccuiickoit

dJe,uepaunn NOCTAHOBIJAECT:

1. ITpusATHL B NepBOM YTeHUHU NpoekT PenepanbHoro 3akona Ne 173061-8
«O BHeceHun u3MeHeHuié B DegepancHbii 3akoH «06 obpamenuu
JEKapCTBEHHBIX  CpPeACTB» B LeMX  NpPOBEleHWs  OSKCIEpUMEHTa
I10 OCYILECTBIIEHUIO PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMHM IIpemapaTaMu
IU1. MEIULMHCKOTO IIpHMEHEHMU, OTITyCKaeMBIMH 1o pelenTty
Ha JIEKapCTBEHHBIA IIpemapaT, MAMCTAHIMOHHBIM CIOCOOOM», BHECEHHBIMH

ITpaBurenscTBoM Poccuiickoit Penepanuu.
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2.HanpaBute ykasaHHblif 3akoHompoekT IIpesugenty Poccuiickoit
®enepauun, B CoBer ®epepamnu PDenepansHoro Cobpamma Poccubickoit
Denepauny, koMUTETHI M KomuccHu I'ocymapctBeHHoit Jlymei, Bo (pakuuu
B [locymapcreennoit [yme, B IlpaButensctBo Poccuiickoit PDeneparium,
* 3aKOHOJATeNbHEIE OpraHbl Cy6bekToB Poccuiickoit denepalu.

YCTaHOBUTh, 4YTO I[IONPaBKH K  YKa3aHHOMY  3aKOHOIPOEKTY
HanpaBistorcs B Komuter I'ocymapctBeHHoOM JlyMBI MO OXpaHe 3IOpOBBA
B IIATHAAUATUAHEBHEIN CPOK CO OHS NMPHHATHA Hactoslero IlocranoBneHus.

3. Komutery I'ocymapcteenHoit JlyMbl 110 oxpaHe 340pOBbsi A0pabOTaTh
yKa3aHHBI#  3aKOHONPOEKT ¢  Y4YeTOM  IMOCTYNHBIIUX  [OMPaBOK
U BHECTH ero Ha paccMotpeHue I'ocymapcrBeHHo# JlyMBbl BO BTOPOM YTEHUH.

4. Hacroamee [TocraHoBnEeHNe BCTynaeT B CHITYy CO JHA €ro NpUHATHA.

B.B.Bonoauxn

MockBa
14 cemrtab6pa 2022 ropa
P 1940-8 T']



Brocures ITpapatenscreom
Poccuiickoii ®enepaiun

IIpoekr

w113064-8
®EJIEPAJIBHBINA 3AKOH

O puecennn u3Menennii B ®eaepanpunbiii 3axon " 00 oGpamennn
JIEKApPCTBEHHEIX CPEACTB'' B HeAdX TPoBeNeHus IKCIepAMEHTA
[0 OCYIMIECTBICHHIO PO3HHIHOM TOPTOBIIM JIeKapCTBeHHBIME
npenapaTaMu JJs MEXAUNHHCKOr0 NpUMeHenns, OTHYCKaReMbIME
IO penenTy HA JeKapCTBEHHbIH OpenapaT, AUCTARNEOBHLIM cocoGoM

Crates 1

Brectu B ®epepanpHbii 3akoH oT 12 ampens 2010 roma Ne 61-@3
"O6 o6pamenun nexapcTBeHHEIX cpeacTB" (CoOpanue 3aKOHOZATENBCTBA
Poccwmiickoit ®egepamun, 2010, Ne 16, c1. 1815) caexyromue n3MeHeHNA:

1) wacts 2 cTaThd 9 HOMOJHMTH ITYHKTOM 4 CIEAYIOLIEro CONeP KaHUS:

"4) cobmonenne TpeGopaHWifi K INPOBENEHMIO OKCIEPUMEHTA IO
ocyﬁecwnexmm POBHHYHOM TOPrOB/IM JIEKApPCTBEHHEIMH TpeNapaTaMu i
MEJVIMHCKOTO TIPHMEHEHHS, OTIYCKAeMEIMU TI0 PELIENTY Ha JIEKAPCTBEHHBLIN
npenapar, JMCTAHLHOHHEIM CIHOCOGOM, NpPeXyCMOTpEHHRX crathell 55'
Hactosmero PefepabHOrO 3aK0Ha.";

2) IODOJNHUTE CTAThEH 55' cemyomero ComepKaHu:.
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"Cratea 55'. IIopAnOK OCYIIECTRICHMS PO3HHIHON TOPTOBIH
JICKAPCTBEHHBIME HPeNapaTaMH ISt METHIHHCKOTO

OpPHMEHEHNA, OTIIYCKaeMBIMH IO peNenTry Ha

JeKAPCTBEHHLIA Npenapar, ANCTAHNEOHHLIM
cmocooom

1. B nepuog ¢ 1 mapra 2023 roga mo 1 mapra 2026 roza B ropoze
dbenepamsaoro sHaveHus Mockee, B benroponckoit # MockoBekoit 06aacTax
(nanee B wactosmel cratee - cyOpexrnl Poccuiickoli ®Demepanun)
NpegycMaTpUBaeTCss MpPOBEJEHWE OKCIEPUMEHTa MO  OCYIIECTBICHHIO
PO3HMYHOH TOPrOBNM JIEKAPCTBEHHBIMH IpenapaTaMu Ui MEAULMHCKOTO
IPUMEHEHNs, OTHYCKAEMEIMH N0 pPeUeNnTy Ha JNeKApPCTREHHENA mpenapar,
IVCTAHIIMOHHEIM crioco0oM (Jajiee - IKCIepHMEHT).

2.B pamkax OJKCOEPHMEHTAa €ro yJacTHUKH BHpaBe JUCTAHLHOHHEIM
croco60M  OCYINECTBIATH  POSHAYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMH
npenaparaMM = AiS  MEJUIOEHCKOTO  NpPAMEHCHHA,  OTMYCKaeMBIMH
110 PelleNTy Ha JeKapCTBEHHENX Ipenapar (B ToM 4ucie chOpMHpOBAHHOMY
B (opMe 3IEKTPOHHOTO JOKYMEHTa B JIMYHOM KabuHeTe rpaxiaHuHa
B denepansHoft rocyaapcTBeHHOM HH(OpManmoHHOH cHcTeme "EnmHbIi
NOPTa TOCYAAPCTBEHHAIX H MYHMIMIANBHEX YCIyT (bysxumid)" u (wm)
Ha PETMOHANGHEIX IOpTafax TIOCYJapCTBEHHEIX H  MYHHUMITANBLHBIX
yemyr), BKIIOYEHHBIME B IIEPEYCHB nercapémennmc npernaparos

¥ (apMakoTepameBTHYECKHX  TIPYNN  JIEKAPCTBEHHEIX  NpPENapaTos,
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PaspellicHHEIX K peanu3aiyi B paMKaX SKCHOEPHMEHTA, YTBEPKACHHEIN
YHOIHOMOYEHHEIM ~ (QefepaTEHEIM  OPraHOM  MCHOJHMTENBHOM  BIACTH
(32 MCKIOYEHAEM NIEKAPCTBEHHEIX NPeNapaToB, CONEPKANK HApKOTHICCKHE
CPeACTBa, ICHXOTPOIIHEIE BEINECTBA H HX IPEKYPCOPHI, NEKAPCTBEHHEIX
IIperapaTos., COJIepKaUX CHJILHOACHCTBYIOIMME BeIEeCTRa,
pamuodapManeBTHYECKHX JeKapCTBEHHBIX npéﬁapaTOB,
AMMYHOOHOTOTHIECKHX JISKapCTBEHHEIX [IPENapaToB, a TAKKE JIeKapCTBEHHRIX
IIperaparoB, MMEIOMKMX B COOTBETCTBUM C HMHCTPYKUMEH IO IPHMEHEHHIO
NEeKapCTBEHHOTO [pelapara TEeMIEPATYpHEIR peXUM XpaHEHHS HIDKE
15 rpagycos lienmbcms, couprocomepamMXx JIEKAPCTBEHHEIX IIPENapaToB
¢ oOpeMHOM Jgojrfeif 3THIOBOIO CIOMpPTa CBEIIE 25  IOPOLIEHTOB
¥ NeKapCTBEHHBIX MPENapaToB, M3TOTOBICHHBIX alTeYHbIMKM OpraHW3aIMsIMHL).
Kpurepun BKJIIOYCHUSA NIeKapCTBEHHEIX TIpenapaToB
1 (apMakoTepalmeBTHHECKMX TPy  JICKApPCTBEHHEIX  NPEnapaToB
B yKa3saHHBIA mepedeHp ycraHasiupatorcs IlpasurenscrBoM Poccuiickoi
Depeparmu. IlonokeHMsd HACTOANIEH CTAaTBM HE  PaclpOCTPaHAIOTCS
ﬁa NIeKapCTBEHHBe IIPenapaThl, OTMycKaeMble OeCINIaTHO WM CO CKUAKOH
rpaxgaHaM, memﬁnm mpaBo Ha ofecledyeHHe  JIGKapCTBEHHBIMH
IpenapaTaMy 32 CYeT CpelicTB OIOIDKETHBIX ACCHTHOBaHMM (eAepanbHOro

Gromxera u O10KeTOB cyOBekToB Poccuiickolt @enepaumy.



3. YyacTHUKAMM  SKCHEpHMEHTA  SBISIOTCA YTIONHOMOYCHHBIH
denepanbHEl OpraH WCHONHWTENHHOW BNACTH, YNOJHOMOYEGHHLIE OPraHBI
HCTIOJHUTENBHON BRAcTH CyOBeKTOR Poccmiickoit Pepmepanuu, MeIuuuHCKUe
OpraHW3ayH ¥ anTedHsle OpraHM3alHH, COOTBETCTBYIOMHME TpeboBaHUAM,
yc'ranoanemm B COOTBETCTBHH C JacTHIO 4 HacTOSIIEH CTaThU.

4. TlonoxeHne O NMOPSAKE NPOBENEHHS SKCIIEPUMEHTA, B TOM YHCIE
TpeGOBaHUA K MEJMIMHCKMM OpTaHM3aWsAM M ANTEYHHIM OpTaHM3aIlAsM,
SBILIIOLIMMCS ~ YYAaCTHUKAMM  SKCIEPUMEHTa, IHOPSNOK  OCYIIECTBIICHMS
POSHUYHON TOPrOBIH JIEKapcTBEHHBIMH IIpenaparaMd sl MEZWIHHCKOIO
IpEMEHEHNs, OTIYCKaeMBIMM IO pelENTy Ha JEKapCTBEHHBIA Ipelapar,
JWICTAHUMOHHEIM CriocoGoM, TpeGOoBaHUS K HOCTaBKe TaKUX JeKapCTBEHHEIX
NpenapaToB rpakaaHaM, a TakKe NpaBula BHEAAYM paspelicHus Ha
OCYIIECTBIEHHE pPO3BMYHONX TOPrOBIH JICKapCTBEHHBIMM IIpenapaTaMu
1%  MENMUMHCKOTO  IPAMEHEHHS, OTHYyCKaeMEIMH [0  pementy
Ha JICKapCTBEHHEBIA Ipenapar, ,uncﬁaunonnmm cnocoOoM, YTBEPKAAETCS
IIpaputenscTBoM  Poccutickoit @enepalmn. TpeGopanus K anTeYHBIM
OprapM3alysiM, SBIDHOMUMCA YYACTHMKAMM JKCIEPHMEHTa, HE MOryT
OuITh HUKe TpeOOBaHWM, YCTAHOBNCHHHLIX K AaNTEYHHM OpraHu3alysIM
B COOTBeTcTBMM ¢ wuacTeio 1' crarem 55 Hactosmiero ®egepanbHOro

3aKOHa.



5. YonHoMoueHHEIH (penepanbHbiH Opral HCHOIHUTENBHON BIACTH:

1) ocymecTBigeT MeTOHMWECKOE  CONMPOBOXICHHE  JKCIEPUMEHTR,
BKIIOYAas METOAWYECKOE CONPOBOXACHUE nem‘,em;noc'm MEIQUIAHCKUX
OpraHM3aliuid ¥ anTedHEX OopraEM3alui Mo OQOPMIICHHIO, WCIOIH3OBAHMIO
H XpaHCHHIO DpeNeNTOB Ha JIeKApCTBEHHEHIH IipenapaT, B TOM YHCIe
'cOpMHPOBAHHEIX B JOPME 3IEKTPOHHOTO JOKYMEHTA,;

2) np'e;chaBnaeT\ B  IlpaBmrenmncrtBo  Poccuiickoit VCDenepamm
NpeIBapUTENBHEIN (B MEPUON NpPOBEEHUS 3KcnepméHTa, HO He MO3JHee
YeM 32 JBa MecAla [0 HCTCYCHHS CpOKa MpPOBEJEHHUS 9KCIIEPAMEHTA)
H WTOTOBBIA (IO OKOHYAHMM 3KCIEPUMEHTa, HO HE IIO3[JHEE HeM dYepes
IBa MeCAlla IOCIe WCTeYeHHA CpOKa TPOBENEHMS 3KCIEPMMEHTa) JOKIab!
O pe3yibTaTax IIPOBEEHUA DKCIIEPUMEHTa u OPEJIOKEHAST O BHECEHWH
M3MEHERMI B 3aKOHOIATENIECTBO 00 0bpamie N JeKapCTBEHHEIX CPeCTB.

6. YnonIHOMOYEHHSI OpraH MCTIONHWTENHHOJ  BiIacTH  cyOnexra
Poccuiickoii Denepanyu:

1) BupaBe yCTaHOBHTD 0cO0EHHOCTH IPOBECHAN SKCIIEPAMEHTA;

2) yIBepxkaaeT mopsAnok  orfopa  MENUUMHCKHX  OpraHusanui
u an'rem opr@mﬁ JUIS VYACTHA B SKCIEPHMEHTE, a TaKkKe IPOBOXAT
Takoii oT00p M yTBEpKAaeT NepedeHb MEHIIHCKHX 6pra1-m3auaﬁ* ¥ TIepeqeHb

aNITEYHBIX oprannsaumr’l, COOTBETCTBYIOIIUX meGOBaHm, YCTaHOBIIEHHBIM
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B COOTBETCTBUM C YaCTHIO 4 HACTOSINEH CTATHH, U ABILAIOLUMXCA YIaCTHHKAME
SKCIepHMEeHTa; |

3) ocymecTBiser MOHHUTOPHHT [IpOBENEHUS 9KCIIEpUMEHTa
M IepeiaeT ero pesyipTaTHl B YNOMHOMOYEHHBIA (enepanpHEIi oprax
UCTIOHUTEIbHOH BJIACTH;

4)  obGecrieuuBaer  uHGOPMAUMOHHO-TEXHHYecKoe  obecmedeHue
[IpOBeJeHHs arccriepnmeHTa IIOCPEICTBOM  MCNONB30BaHUA TOCYHAapCTBEHHOM
HHQOPMAMOHHOH cHcTeMBI B chepe 3xpaBooxpaHeHus cybrexra Poccutickoi
Denepanuy ¥ (WIH) METUNMHCKAX WHQOPMAIMOHHEIX CHCTEM MEIUIHHCKHX
OpraHM3alii, ABISIOMMXCS YYACTHWKAMM OSKCIIEPUMEHTa, B3aMMOAEHCTBMA
C eJUHOM rOCyHapCTBEHHOU nmiropmaunom;;oﬁ cucteMoit B cdepe
3[paBOOXPAHEHHA.

7. MenuuuHCKHE M anTeyHEle OpraHM3aliid BIOpaBe OTKAasaThCs
OT Yy4acTHd B OSKCIEpHMEHTe, IHOAaB B  YIOJHOMOYCHHBIH OpraH
HCTIONHUTENBHOM BITACTH cyOBeKTa Poccuticko# Oenepauyy
COOTBETCTBYIONIee 00paeHye B THCEMERHOH GopMe.

8. Anreunnie OpraHW3allUH, SBISIOMMECT YIACTHUKAMH IKCIIEPHMEHT?,
oOsaHbL:

1) cobmopath TNONOKEHWE O MOpAAKe NPOBEICHUA SKCICPUMEHT,

YTBEPKIAEMOE B COOTBETCTBHY C HacThIO 4 HACTOSINEH CTaTHH,



2)npu  mpojaxe  NUCTAHIHMOHHEIM  CHOCOGOM  JIEKAPCTBEHHOIO
npenapara Jjid MEAHIIHHCKOIO MPHMEHEHUs, OTIyCKaeMOro mo peuenty
Ha  JIEKapCTBEHHBIM  mpenapar, ofecneyuTs TpPH  OCYIIECTBICHHM
JOCTaBKM WACHTHOUKAIMIO IUYHOCTH TpaXKJAHWHA, IONYYAOUIEro TaKoi
JIEKapCTBEHHBIM Nperapar, B HEAX YCTAHOBIEHMS COOTBETCTBHA JIMIHOCTH
3TOr0 TrpaXJaHWHA W JMUQ, YKA3aHHOrO B pen;enie H2a JeKapCTBEHHKIN
npenapar (€ro 3aKOHHOTO NpeACTAaBUTENS), MO0 JWMuA, YHOTHOMOYEHHOTO
NUIOM, YKA3aHHEIM B pEHENTE HA NEKAPCTBERHEIR npej:capa': (ero 3axOHHEIM
IpeicTaBUTENEM), Ha IIOJIY‘.ICHI/IC‘ NEKapCTBEHHOrO Ipemapara (mamee
B HACTOAMICH CTaThe - JIMIO, YKa3aHHOE B pelenTe (3aKOHHBIH NpeJicTaBHTENb,
YIOITHOMOYEHHOE JIUI0).

9. Jlvio, OCYIIECTBIIOMEEe MOCTaBKY JICKAPCTBEHHOTO IIpenapara
B8 MEIUUMHCKOrO  NpPUMEHEHHd,  OTHYCKaeMOTO IO  peHentTy
Ha JIeKapCTBEHHEBIM npemapar, of0ssaHo moTpeboBaTh y TIPKJAHUHA,
TOyqaiomero Takod JIEKAPCTBEHHEIH Ipenapar, NPEABIBATE MNOKYMEHT,
YZOCTOBEPAIOIIMH efo NAYHOCTH, i HMACHTUQUKAUWE JMYHOCTH STOTO
rPaXJaH¥HA W YCTAHOBIIGHMSA COOTBETCTBHA €ro JHMYHOCTH M JIMNa,
YKa3aHHOTO B pelLienTe (3aKOHHOTO NPEACTABHTENS, YIONHOMOYEHHOTO JIHIa).
B cilygae BEISBICHWS HECOBMANCHUA NMYHOCTH rPaXKHaHMHa, NOIyJaiomero

NEKApCTBEHHEIM [pemapar, ¥ JMia, yKa3agHoro B penente (3aKOHHOrO
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Npe/ICTABUTENIs, YHOMHOMOYEHHOTO JIMIA), 4 TaKKe B ClOydae oOTKasa
rpméﬁm‘{a, MONY9alomIeTo  JIEKapCTBEHHBIM  Npenapar, [peXbiBHTEH
JNOKYMEHT, YJOCTOBEpMIOMAA €rc JMYHOCTE, nﬁno, OCYIIECTRISIOMEE
JOCTABKY JIEKAPCTBEHHOTO MNpenapaTa i MEIUIMHCKOTO HpUMEHEHHS,
OTIYCKaeMOT0 IO pelienTy Ha JIEKApCTBEHHEIM Ipenapar, 0GiA3aHO BEpHYTH
JaHHEIH JIeKapCTBEHHEIN NperapaT B aNTeYHY0 Opranu3aluio.

10. TloxrBepxneHMeM (bam“a nepefadu JICKAPCTBEHHOIO IIpelapara
Il MeIAHMAHCKOrO npmenennﬁ, OTIYCKAEMOTO [0  PelemTy
Ha JeKapCTBEHHHIN Npemapar, JHUIYy, YKa3aHHOMY B pellenTe (3aKOHHOMY
IPEACTABUTENIO, YHONHOMOYEHHOMY JIMI(y), SBJIOTCA KAaccOBBIE  uex
H TOANMCH JMIfA, YKa3aHHOIO B pelenrte (3aKOHHOTO NPEACTaBHTEN,
ynd:momoqennoro JAMNa), Ha JOKyMeHTe O [ONyYeHHMH  TaKoro
JeKapCTBEHHOTO Iperapara 1o ¢opuMe, »yTBepxc,naemoﬁ YIIOJHOMOYEHHEIM
denepanbHEIM  OpraHOM —McmonHHMTENBHOM BmacTH. Ilocme  mepenaum
JeKapCTBEHHOrO IIpenapara JIHWHy, YKasaHHOMY B pelente (3aKOHHOMY
TpEeICTABUTENIO, YHONHOMOYEHHOMY JHILY), 3TOT HOKYMEHT Mepefaercs
JMLOM, OCYIIECTBISIOIMM. JIOCTaBKY JielcapcheHHoro mpenapara i
MEUIUHCKOTO MPHMEHEHMS, OTIHYCKAeMOro O PelenTy Ha JIeKapCTBEeHHBIH
Ipenapar, B ANTEeYHYK OPraHH3alliio, OCYIIECTBHBIIYIO OTIYCK IAaHHOTO

JIEKAapCTBEHHOrO npernapara. B ciydac BEUSBICHUA NpHU [epefade JHmy,
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YK4a3aHHOMY B pelnenTe (3aKOHHOMY NPEICTABHUTENIO, ynosmonaoqeﬁnomy/
JIMITY), TEKAPCTBEHHOTO npenapata (HakToB er0 MEeXaHUYeCKOro IMOBPEXACHHUA
TAKOM  JIeKapCTBEHHBI IpenapaT JHIOM, YKA3aHHEIM B  pellenTe
(3aKOHHEIM npe,ucraBnTeJieM, YIOTHOMOYEHHBIM JMIOM), HE NpHHUMAETCS
H BO3Bpamiaercs 6e3 ero OIIaThl B aITEYHYIO OPraHU3ALHIO.

11.3a Hapymesusa 3axkoHojarenbcTBa Poccumiickoit ®Depepanuw,
COBEpIIEHHEIE MPH IIPOBSACHUYM OKCIEPUMEHTa, €ro YJYacTHUKY HecyT
OTBETCTBCHHOCTh,  YCT2HOBJIGHHYIO  3aKOHOJATENLCTBOM  Poccuiickoi
Depepanu.

12. KonTtpons 3a ucnonHeHHeM TpeGoBaHui, CBA3AHHEIX ¢ IIPOBEACHUEM
9KCIIEpHMEHTa, OCYILIECTBIeTCA (QefepanbHEIM OpPraHOM MCIIONHHUTEILHOR
BJACTH, OCYIUECTBILIOIMM (YHKIMH NO KOHTPOMIO M Hajg3opy B chepe
3IpaBOOXpaHEeHHs, B IOpAAKe, ycraHOBIeHHOM (PelepaibHEIM 3aKOHOM
oT 31 moma 2020 roga Ne 248-®3 "O rocyzapcTBEHHOM KOHTpole (Hanzope)
U MyHHIIEITAIGHOM KOHTpo#e B Poccuiickoi @enepanun”.”.

Cratbn 2 |

Hacrosmuit ®enepansHblil 3aKoH BCTymaer B cuiry ¢ 1 mapra 2023 roga

u peiicteyeT A0 1 mapta 2026 roga.

[Ipesupent
Poccuiickoit ®enepanun



ITOSICHUTEJBHAS 3AITNCKA

K NpoeKTy Penepanapnoro 3akona "O BHecenun uzmenennii B Geaepanbubiii
3aKoH ''O0 o0pailieHHH JeKAPCTBEHHBIX CPEACTB" B LIEAX NPOBEACHAS
IKCOEPHMEHTA N0 OCYIIECTBIEHHIO PO3SHHYHOH TOProB/IN JIeKAPCTBEHHBIMHM
npenapaTamu JJst MeJHMIHHCKOro NpHMeHeHH s, OTNYCKaeMbIMH 0 peuenTy
Ha JIEKAPCTBEHHbIH Npenapar, JHCTAHIMOHHBIM criocoGom"!

Ipoexr ¢enepanphHoro sakoHa "O BHeceHMM u3MeHeHuil B DenepansHbiii
3akoH "O6 oOpaleHHHM JeKapCTBEHHBIX CpeACTB" B UENAX MPOBENCHMS
3KCIEPUMEHTA IO OCYIIECTBICHMIO PO3HWYHOH TOPIOBIM JIEKapCTBEHHBIMH
npenapataMd A MEAMIMHCKOTO MpHUMEHEHHs, OTIyCKaeMBIMH [0 peLenTy
Ha JIEKapCTBEHHBIN Mpernapat, AMCTAHUMOHHBIM criocoGoM" (nanee - 3aKOHOIMPOEKT)
- pa3paboran B cooTBeTCTBUM ¢ nopydenueM [Ipesumenrta Poccmiickoit ®eneparyu
oT 26 ampens 2022 r. Ne I1p-740 (myHKT 2) B Lensx NPOBENECHHS IKCIIEPHUMEHTA
[0 OCYHIECTBIEHWIO OpraHu3alMsiMi PpPO3HMYHOM TOPTOBIH JIEKAPCTBEHHBIMH
npenaparaMd A1 MEAMIMHCKOrO NpHUMEHEHHUs, OTIyCKaeMBIMM [0 pelenTy
Ha NIeKapCTBEHHEIH MpenapaTt, AUCTaHIMOHHEIM criocoboM (manee - SKCIepUMeHT).

3aKOHONpPOEKTOM  MNpeAnaraeTcs  AononHWTh  DelepalbHbif  3aKOH
"Q6 ofpalieHuu NeKapCTBEHHLIX CPENCTB" cTaThel 55', perymupyiomeit BOIPOCH
IIPOBEJICHUS SKCIIEPHMEHTA, BKIIOYAas [EpHOJ IIPOBENCHUA SKCIICPUMEHTA, NIEpedeHb
cyonekToB Poccuifckoit demepanuu, Ha TEPPHTOPHH KOTOPBIX Oyner npoBeaeH
9KCIEPUMEHT, a TAKXKe MHBIE YCIOBHUS POBEACHNUS OKCIIEpHMEHTA.

YcraHaBIMBaeTCsA, 4TO B paMKaxX SKCIEPUMEHTA €ro YJYacTHUKM BIIpaBe
OCYLIECTBIATh PO3HUYHYIO TOPIOBNIO JIEKapPCTBEHHBIMHM IpenapaTaMy s
MEJMUMHCKOr0 NpUMEHEHHs, OTIYCKAaeMBIMH II0 pELenTy Ha JIeKapCTBEHHBIN
npenapaT (B TOM d9ucne opOpMIEHHOMY B (GOpMe I3IIEKTPOHHOTO JOKYMEHTa),
JUCTAHIIMOHHBIM  CIIOCOOOM, BKIIOYEHHBIMH B IN€pe4yeHb JIEKapCTBEHHBIX
npenapatoB ¥ ¢apMakoTepaleBTHYecKUX TIPyNIl IIeKAPCTBEHHBIX IIperiaparos,
paspelleHHBIX K peanu3ald B paMKax OKCIEPUMEHTA, YTBEPXKACHHBIH
YIONHOMOYEHHBIM befepalbHEIM ~ OpraHOM  HCIOJHMTENBHOH  BJAcTH
(33 HCKMIOYEHHMEM JIEKApPCTBEHHEIX MperaparoB, OTITyCKaeMEBIX OecmnatHo HiM
CO CKMIKOM, rpaKJaHaM, HMEIOIIVM IpaBO Ha obecrnedyeHHME JIEKAPCTBEHHBIMH
TiperiapaTaMy 3a CYeT CPEACTB GIOKETHBIX aCCHTHOBAHUM (efepaibHoro GroKeTa
u GromxeToB cyobextoB Poccuiickoit ®egepauuy, JEKapCTBEHHBIX MPENapaTos,
COlepKalliX HapKOTHYeCKHe CpeicTBA, MCHXOTPOIHEIE BemecTsa U MX
NPeKypcophbl, JEKAPCTBEHHBIX MpenapaToB, COACPKAWMX CUNBHOACHCTBYMOMME
BELIECTBA, paguodapMaleBTHYECKHX JIeKapCTBEHHBIX NpenapaTos,
UMMYHOOHOJIOTHYECKHX JIeKapCTBEHHBIX NPEnaparoB, a TaKXKe JICKAPCTBEHHBIX



IPENaparoB, MMEIOMUX B COOTBETCTBHM ¢ MHCTPYKIHMEH N0 NpPUMEHEHMIO
NIEKapCTBEHHOrO Ipernapara TeMIIEPATYpHEI pexXuM XpaHeHHus Hike 15 rpamaycos
Llenscus, CNUPTOCOAEPXAMUX JIEKAPCTBEHHBIX MperapatoB ¢ obveMHON momneit
STHIOBOTO CHMpPTAa CBBIIe 25 TIPOLEHTOB K JIEKAapCTBEHHBIX [IPEapaTos,
M3rOTOBJIEHHEBIX alITEYHBIMH OpraHH3alUAMU).

Taxxe  3aKOHONPOEKTOM  ONPENENAIOTCS  YJIACTHHKH  IKCIIEPUMEHTa
(YrIonHOMOYEHHBIH ¢denepanbHbIit opraH HCIIOTHUTENLHOM BJIaCTH,
YIOHOMOYEHHbIE OpraHbl HKCIONHUTENBHON BIAacTH CYOBeKTOB Poccuiickoit

Denepanuy, MEOUHVHCKME OpPTraHW3AUWM M anTedHble opraHusanvu). [Ipu sTom
‘ TpeTyCMOTPEHO MPABO OTKA3a MEAMLMHCKMX M aNTEUHBIX OPIaHM3AIMil OT y4acTHs
B 3KCIICpPUMEHTE.

Kpome Toro, ycramaBnuBaercsa 00S3aHHOCTh ANTEYHBIX OPraHM3aUMi Tpu
IIPOJIa)ke PELENTYPHOTO JIEKAPCTBEHHOTO IpenapaTa JHUCTaHIHMOHHBIM CIIOCO60M
obecneunTs HACHTHQUKALMIO IHYHOCTH IPaXJaHHHA, KOTOpOMy odopMIteH pelenT
Ha JIEKapCTBEHHRIH INperapar, ¢ JHYHOCTHIO IpaXKfaHHHAa, KOTOPOMY OCYIIECTBleHa
JOCTaBKa JIEKapCTBEHHOrO Ipenapara.

Co3paHyve BO3MOXHOCTM  AMCTAaHLMOHHOM  NpPONaXM  JIEKAPCTBEHHBIX
npenapaTtoB U1 MEIULIMHCKOTO INpPUMEHEHMs, OTIYCKaeMBIX II0 peLenTy,
obecmeuuT IOIOIHUTENIbHYIO MOJUIEPIXKY Cy6BEKTOB MaJoro
IpeANpUHUMATENbCTBA, pafoTalomKX Ha anTEeYHOM pbHIHKE, UMEIOUMX JHLEH3UIO
Ha QapMaleBTHYEeCKYIO AesATeNbHOCTh U paspelieHle Ha OCYECTBICHHE POSHUYHON
TOPrOBJIM JIEKaPCTBEHHBIMHU MpenaparaMyd AUCTAaHLUHOHHBIM CIIOCOGOM, M MO3BONUT
TIOBBICUTE JOCTYTHOCTD JIeKapCTBEHHBIX IIpelapaToB, OTHYCKaeMBIX IO peLenTy
Ha JIGKapCTBEHHBIM Tmpemapar, M8 BCEX KaTeropui TIpaaaH, BKIIOYas
MaJIOMOOWJIBHBIX IpaxaaH, OONBHBIX XPOHWYIECKAMH 3a00I€BaHUSAMM, 2 TakKxKe
JPYTHX JIHI{ B YCIOBUSIX NTAHAEMHH.

B  3aKoHOMpOeKT  BKIOYEHH  TpeGoBaHUA,  KOTOpBle  CBS3aHbI
C OCYINECTBIEHWEM MPEMIPUHIMATENLCKON U HHON 3KOHOMHYECKOH AEATENbHOCTH
H OLEHKa COOMIOJEHHST KOTOPHIX OCYIIECTBISEICS B paMKax IOCyIapCTBEHHOIO
KOHTpOJA (ranzopa), MYHHULMIIATEHOTO KOHTpOJIA, NpHBJIIEYEHUSA
K aJMHUHHUCTPAaTHBHOM OTBETCTBEHHOCTH, INPEIOCTABICHMA JHIEH3HMH M HHBIX
paspellieHnif, aKKpeAWTalHM, OLEHKH COOTBETCTBHSA MPOAYKLHH, HHBIX (opM
OLEHKM M OKCrmepTussl (majee - oOsA3aTenbHBle TpeOOBaHMsA), CBENCHHUA
O COOTBETCTBYIOLIEM BHAE TIOCYJapCTBEHHOro KOHTpois (Hajmsopa), Bule
paspelllUTeNbHOR ~ JEATeNBHOCTM M Mpe;nojiaraeMod  OTBETCTBEHHOCTH
3a HapyLeHue 06A3aTeNbHBIX TpeGoBaHMit WK NOCIEACTBHAX X HECOGITIOEHHUS.



Peanmuzaiua 3aKOHONPOEKTA HE JIORNEYET HEraTMBHLIX  COLMANBHO-
SKOHOMUYECKHX, (HHAHCOBBIX M MWHBIX NHOCNEACTBUM ¥ HE OKAKET BIHAHWS
Ha JOCTIDKEHME NieNel rocyaapcTeeHHbX nporpamMm Poccuiickolt degepanuu.

AHaJTOrVYHEIE IO  COJEPXKAHMIO MPOEKTH!  (eNepalbHBIX  3aKOHOB
B HacToAmee Bpems B manarax @epepamsrHoro Cobpanus Poccuifckoit ®epepamun
Ha PaCCMOTPEHUH He HAXONATCH.

3akoHOIpPOEKT He NpPOTHBOpedHT nonoxeHusM JloroBopa o Espasuiickom
SKOHOMUYECKOM corose oT 29 mag 2014 ropma, a Takke MONMOMKEHUIM HHEIX
MeXIyHapOJHBIX JoroBopoB Poccuiickolt Peaepauumn.



OHUHAHCOBO-JKOHOMHIECKOE OBOCHOBAHHE

K mpoexTy deaepannaoro 3axona 'O paecenun n3menennit 8 Genepansprii
3aKon ""O0 oGpaleHHn NeKAPCTBERHBIX CPEACTB" B Ie/AX NMPOBENCHUS
IKCHEPHMEHTA M0 OCYLICCTRICHHIO POSHEYHON TOPIroBJIH JeKAPCTBEHHLIMA
npenapaTamMy J/isi MEARIIHHCKOr0 NPAMEHEH AN, 0THYCKACMbIME
[0 pemenTy Ha JeKapeTBeHHbIH HpenapaT, AUCTAHOHOHHLIM cocoGom"

Ipurstue PepnepansHoro 3axona "O pHeceHMu u3MeHeHMH B QelepalbHbNA
sakog "OO6 oOpamieHHH JIEKapCTBEHHBIX CpeICTB" B HeNIX IpOBENCHHA
9KCIIEPUMEHTa II0 OCYINECTBICHHIO pPO3HHYHOM TOPTOBIH JIEKApCTBEHHBIMH
OpemapaTaMd JUIS MEJMIUHCKOrO INPHUMEHEHWS, OTNMYCKAeMBIMH MO PpeUenTy
HA JIeKapCTBEHHEIM Mpemapar, IUCTAHOWOHHEIM crocoboM"” He moTpelGyer

IOHONHUTENBHEIX PACXONOB M3 COOTBETCIBYIOIIMX OHO/KETOB OrozKeTHOR
cucteMsl Poccuiickoli epeparyy.



ONEPEYEHD

denepanLHLIX 32KOHOB, NOACKAMKX BPHIHAHUIO YyTPATHBIIMMHE CHXY,
DPHOCTAHOBJCHHIO, H3MEHEHHIO H/IH NPHHSITHIO B CBSI3H C IPHHATHEM
¢penepaabroro 3axona ""O BHecennn H3MeHeHni B PelepalbHblil 3aK0H
"O6 obpamennu TeKAPCTBEHHLIX CPeACTB'’ B NEJIAX NPOBeJeHUs
IKCHEPHMEHTA N0 OCYIECTRICHNIO POSHNIHON TOPTOBJIM JeKAPCTBeHHbIME
npenapaTaMi XIS MeJHIUHCKOro NPUMEHeHu s, OTIHYCKAEeMbIMH TI0 penenTy
HA JIeKapCTBEHHbIH npenapar, AMCTAHIHOHHBLIM criocobom '

[punsTtre PenepansHoro 3akoHa "O sHeceHWM W3MeHeHui B DexepanbHELi
3akoH "OO6 oOpalneHnEM JICKapCTBEHHBIX CPEeACTB" B THelX IpOBeJEeHMA
SKCICPUMEHTa TI0 OCYINECTBICHWIO pPO3HMYHOK TOPTOBIM JIEKAPCTBEHHBIMM
IpenapaTaMdl i MeQUIEHCKOrO NpHMEHEHWd, OTITYCKaeMbIMH IO penenty
Ha NeKapCTBEHHEIM [penapar, IUCTaHIMOHHEIM crHocoboM" me nmortpedyer
[pAU3HAHAA YTPATHBIIAMM CIIY, NPHOCTAHOBICHHA, HW3MECHCHHA WIN IPAHATUA
IpYrEx QelieparbHbIX 3aKOHOB.



HUEPEYEHD

HOPMATHBHBIX IpaBoBHIX axToB IIpesngenta Poccmitckoit ®enepanuy, Mpapurenncrna Poccniickoit Menepanun 1 degepannabix
OpraHoB RCNOAHATENLHOR BAACTH, NOATCKAIHUX NPUZHAHUIO YTPATHRIIAMM CHIIY, IPHOCTANOBACHHAI0, HIMEHEHHIO
. BJIH APHHSTHIO B CBA3H ¢ OpHHATHeM depepannHoro 3axoHa O srecennn namenennii B GeepansHbiil 3aK08
"6 oGpaitenay JeKapCTBEHARIX CPEACTBY B NeNAX HPOBeACHAS DKCHIEPAMENTA M0 OCYNIECTBACHRIO PO3nAaInoik
TOPTOBAH JEKAPCTBEHARIMEA TPERAPATAMHE Al MEAHIHHCKOr0 IPUMEHEHRS, OTYCKAEMBIME 0 PelenTy
Ha JleKapcTBeHALIH HpenapaT; XHCTAHIHONHLIM ciocobom"

Caenenns o hegepansaex
Hg:g::m nomm Kparxoe omucanue (1es, opraHax HCTIOSIBHTENbHOA
N Hamveropaare POCKTa o, BKE TpOEKTa TpoexTa NpeIMeT, COREPXAHACS) BAACTH HCIIONHETEIAX B
n/n HOPMaTHEHOTO NPaBOBOTO aKTa vy 1poeKTa HOPMATHBHOTO COHCHOIHATENIX pa3paboriu
HOPMATHBHOTO HOPMATHBHOTO
{paBOBOro.aKTE HpaBOBOTO KB MPaBOBOTO aKTa DPOCKT2 HOPMATHBHOLO
TIPaBOBOTO KTa
Hopmarusasie mpaporste akTr [Ipanaremcrsa Poccritckott ®emeparmu
1. Tlpoexr mocrarornesma IIpasarenncraa cTaTea 1 mpoexTa 1 BoaGpx YCTaHOBASHAS NOPALKA Munsapas Poccrn,
Poccumiickoit ®exepannn "[lonoxenue (esepansHOro 3aK0HA 2022 r. DpOBCHCHAR JKclepaMenta  MumsxoroMpaserTEA Poccnn,
0 HOpAAKE IPOBEACHUA IKCHEPHMCHTa 10 OCYIUECTBICHHIO Muunuadpst Poccug,
N0 OCYNICCTRACHAIO POINEYROM TOProBM POSHITHON TOProRIK Mundus Pocenr,
NEKAPCTBEHHEIMHE IPENAPATAME JUIS JIeKapCTBCHHBIMH Pocaapasuagsop
MeJIMTAHCKOT0 [IPUMEHEHHS, OTITYCKACMEIME DpenapataMy Js
10 PELIENTY Ha NCKaPCTBCHHEI Tpenapar, METUIHHCKOTO NPHMCHCHUA,
JACTAHIFORALI cocobon” OTIYCRACMBIMH
00 peuenTy Ha
JICKAPCTBCHHEAIA IpeNApaT,
JAMCTABIMONHEIM cnocoGom
2. Tipoexr nocranosnenus [IpspuTenmcTsa crared 1 mpoekTa | HosGps HeoGX0NHMOCTS Maen3apan Poccuw,
Poccuiickoil Denepaunan "0O6 yraepikaeHun ¢henepanbHOrO 3aK0HA 2022 r. YTBEpIKNCHUS KPHTCPHEB Poc3gpapuansop

KpATCPHCB BKATOUCHHA JICKaPCTBEHHBD. BEKNIOYCHHA NEKAPCTBCAHEIX



Caenenns o denepamhanix

ObocropaEne Cpox K
HeoXomMocTH DONTOTORNK paTKoe ONHCRHRE (e, Oprafiax BCnOMHKTENLHON
Ne Hamvenosarne npoexTa - BKH ipoeICTa T8 TIDEIMET, CONCPRAHENAC) BIIACTH HCHONHBTENIX U
1w HOPMATHBHOIO NPABOBOTO akTa mm:pt ° HOro nopnufa?[cnna oro OpOEKTa HOPMATHBHOIO COMCTIONHHTENIX paspaGoTke
MATHB IPABOBOTO AKTY, HpPOSKTa HOPMATHBHOTO
TPABOBOrO 8KTA TPABOBOrO aKTa IpaRoBor axTa
HpeHapaToB B GapMaKoTepaneBTHUECKEX TPy TPENApaToR B NEPEeHD
JIeKapCTBEHHBIX IPETAPATOB B ePedCHb TIEKaPCTREHHEIX OPENapaToB
AeKApCTREHHBIX TPEmapaTor # dapMaKoTepanesTHIECKHX
H (aPMAKOTEPANEBTRILCKAX TPYTII REKAPCTREHHEN -
IpYIN NEKAPCTBEHHLIX NPENapaToB, | TPEIAPATOS , PASPEICHHEIX
PaspenieHHBIX K PEANM3anyH B PaMKaxX X PEAITHIAMAY B PAMKEX
IKCIICPEMCHTA HO OCYIISCTRCHUIO POSHEIRO] IKCIEPHMEHT? 11O
TOPIOBAH NICKAPCTBCHHEIMY PENAPATAME JULK OCYINCCTBIACHIIO PO3HHaHO#
MEARIAHCKOTO TPAMCHEHES, OTIYCKAEMBIME TOPTOBIH NIEKAPCTBEHABIMHA
HO PELeNTY Ha JISKAPCTBeHHEIY Penapar, DpenapaTaMu 1
JHACTRHIMOREED cHocoGoM” , MCIHIAHCKOTO IPAMEHCHUA,
OTIIYCKACMuiMH TIO PenenTy
HA NICKapCTBCHERHR
Hpenapar, JACTAHIRONHEM
crrocoGoM
Hopmarusasie Oparoskie aKTsl eePAnLALIX OPranoB HCIOIRHTELBOH BIACTH
3. Hpoexr npukasa MuBsapasa Pocoru CTaThq | OpoekTa 1 gos6pa Be0DX0IHMOCTS Maumsapas Poccuy,
*06 yTEEPKICHUR NEPLTHS ACKANCTREHHLIX theaepaneroro 3aKoRa. 2022r. YTBEPKACHAA NEPETHAN Pocsppasramsop
OpEnapaToB # (apMakoTepaneRTHYECKHX OEPEHHA IEKAPCTBEHHEIX
TPy NEKAPCTBCHELIX OPEnaparoB, IPenaparoB U
Pa3speniesHAX K PCATH3ANAR B PAMKAX QapPMAKOTCPANICBTAYECKHX
3KCHEPUMEHTA [0 OCYINECTRISHMIO POHHTION [PYIIL MEKAPCTREHHEIX |
TOPFORMH JICKAPCTBEHHEIME NPEIapaTaMH OpEapaToR , pR3pelneHHbIX
IUTH MEUMI{UHCKOO TIPHMCHOHNA, K Peanumanym & pamKax
OTTIYCKaeMEIME 0O PELenTy Ha JeKapCTBeHHEL! 9KCTIEPRMERTA [0
tipenapar, AMCTAHIMOHHEM citocafoM" OCYIIECTRIICHHIO POSHUTHOR



Ne HamveroBarre mpoexra
/i HOPMATHBHOI'O PABOROIC AKT2

OBocroranme
HeoGxommocTy
HOATOTOBKH [IPOCKTA
HOPMATHEHOTO
OPaBOROTO akKTa

Cpox
TOATOTOBKE

HOPMATRBEOTO
HpaBoBOTO AKTA

Kparkoe onucanne (1ens,
(pesMer, CoREPXaARKe)
HpPOCKTa HOPMATHBHOTO

DpaBOBOrO aKTa.

Cregenns 0 pesepalnasx
opraiax ECIONHETCBRON
BITACTH UCIONHHATENAX
COHCHOIHHTEITIX pa3pafoTiy
POCKTa HOPMATHBEOIO
[paBoBOIo aKTa

4. Ilpoekr npakasa Musznpasa Poccan
*06 yTeepRICcHMY HOPME! 0 NONYYEHHEH
JIEKAPCTBEHHOTO TPETApaTa B paMKax
SKCIICPAMCEHTA IO OCYINECTRICHIIO PO3RUTHON!
TOPIOB/H NEKANCTBCHHRMM IPEapaTaMK
JAS METHITUHCKONO NPUMEReHH,
OTIYCRACMBIMY [0 PELENTY Ha JeKAPCTBEHHLLL
ppenapar; ZUCTaHNHOHHEM cnocobox”

craThd | mpoexra
denepansroro 3akotHa

1 BosOpR
2022 r.

TOPIOBIIH JICKAPCTBEHEEIME
TpenapaTaMy Kk

MCIITHHCKOIO IPHMCHCHIA,

OTNYCKAEMEIMY TIO PeNEnTy
Ha ICKAPCTBCHABIR
Openapar, AMCTRHIEOHABIM
cmocabonm

HeoGXOMAMOCTE
YTBEpHACHAS POPMEL 0
NONyYeHHH TEKapCTEEHAOIO
npenapara B PAMKax
SKCHOEPHMEHTA IT0
OCYMECTRNCHHIO POSHHTHONK
TOPIORNMH NCKAPCTRERHBIMA
fIpenapaTanm

JUIA MeIITHHCKOTO
TPHMCHCHEL,
OTIUyCKASMBIMY TI0 PENeNTY
fla NeKAPCTBERHbIR
Apelapar, AMCTaRHIHOHHEM
crnocabom

Mauauzzapar Pocer,
Pacanpasnaisop



