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TOCYIAPCTBEHHAS IVMA
®EJIEPAJIBHOT'O COBPAHUSI POCCUUCKOM ®ENEPALIUU

CEJIbMOT'O CO3bIBA

IHOCTAHOBJJIEHHE
T'OCYIAPCTBEHHOM VMBI

O npoekre ¢enepannHoro 3axona Ne 592388-7
«O BHecenun nimMeHenuii B @egepanabHblii 3axoH «006 oOpamenun
JIeKapCTBEHHBIX CPEJCTBY» B YACTH rOCYAapCTBEHHOIO PeryIHpPOBAHHS HeH
Ha JieKapcTBEHHbIE NpenapaThbl, BKAIO4YEHHbIE B IepeYeHb KHU3HEHHO
Heo0X0AMMBIX M BaXKHEHINIUX JIeKapCTBEHHBIX NpeNnapaToB»

locynapcrBennas [yma ®epepansnoro CoOpanus Poccutickoii

Qenepallii NOCTAHOBJARET:

1. [IpuHaTh B MEpBOM YTCHUM MNPOEKT (eaepalbHOTO 3aKOHA
Ne 592388-7 «O BHecenuu usmenenuii B ®enepansHeiii 3akoH «O6 obpameHuu
NIEKapCTBEHHBIX CPEACTB» B YacTH TOCYAApCTBEHHOIO peryjldpoBaHHsS LEH
Ha JIeKapCTBEHHbIE  IIpenapaThl, BKIIOYEHHBIE B [I€pe4YeHb KU3HECHHO
HeOOXOAMMBIX ¥ BAXHEHIIUX JIEKApCTBEHHBIX IMpeNnapaToB», BHECEHHBIH

INpaBurennctBoM Poccuiickoi @enepanu.




2. HampaButh ykaszaHHbIM 3akoHOnpoekT Ilpesunmenty Poccuiickoit
®epepauuu, B Coer ®epepammm PenepanvHoro Cobpanus Poccuiickoi
®epnepatuuy, KOMMTETBI U komuccud  T'ocymapcTBeHHOM Jymsl,
Bo Gpakuuu B [ocymapctBennoid [lyme, B [IlIpaBurensctBo Poccurickoi
depepauuy, 3aKOHONATENbHBIE (IIPEACTABUTENbHBIE) OPraHbl IoCyIapCTBEHHOHN
BIacTH cyOobekToB Poccutickont ®enepanun.

YcTaHOBUTH, 4TO IIONIPAaBKH K YKa3aHHOMY 3aKOHOINPOEKTY HalpaBIsSOTCS
B Komuter Nocynapcreennoi JlymMel o oxpaHe 3M0pOBbS B TPHALUATHIHEBHBIN
CpOK co aHA NpuHATUS HacToguiero [locranoBnenus.

3. Komutety ['ocynapctBeHHOM [{ymbl 0 OXpaHe 3[40poBbs A0paboTaTh
yKa3aHHBIM 3aKOHOMPOEKT C YYeTOM I[IOCTYMHBIIKMX MONPaBOK M BHECTH €ro
Ha paccmotpeHue ['ocynapcTBeHHo# JlyMbl BO BTOPOM YTEHUM.

4. Hacrosee [locTaHOBNEHHE BCTYNAET B CUILY CO AHS €r0 MPHUHATHUS.

INpencenarens I"o(:y,uapc‘rlsermi 3
®enepansHoro Codpan

Poccuitckoit @enepan B.B.Bonoaun
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Buocutcs IlpaButensctrom
Poccutiickoit @enepatuu

N S92 38 7 [Ipoext

®EJEPAJBHBIN 3AKOH

O BHecenuu usameHenmii B ®eaepanbublii 3axoH "0 obpamerHuu
JeKapcTBEHHBIX cpecTB' B YacTH rocyAapcTBEHHOr0 PeryIHpoOBaHMS
IleH Ha JieKapCTBeHHbIe NMpenapaThbl, BKJIIOYEHHbIE B epPeYeHb KUIHEHHO
Heo0X0AMMBIX H BaXKHEHIIINX IeKaPCTBEHHBIX MPENapaTon

Crartps 1

Buecty B DenepanvHrifi 3akoH oT 12 ampens 2010 roma Ne 61-P3
"O6 ofpamenuu nexapcTBeHHEIX cpenactB” (Co6paHue 3aKOHOJATENLCTBA
Poccutickoit ®enepauun, 2010, Ne 16, ct. 1815; Ne 42, ct. 5293; 2012, Ne 26,
cT. 3446; 2013, Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2015,
Ne 10, cr. 1404; Ne 29, cr.4367; 2016, Ne 27, ct.4283; 2018, Ne 1, ct. 9)
Cllefytoliue UAMEHEHHUS:

1)B nyHkte 9 crateu S5 cinoBa "yCTaHOBNEHHEIX MPOU3ROAUTENAMU
NeKapCTBEHHRIX MpENapaToB MpeJeNbHBIX OTMYCKHBIX LEH Ha )>XU3HEHHO
HEOOXOAMMEIE U BaOXHEHIIINE nexapc*rﬁeﬁﬂble mpernapaTthl” 3aMEHHUTh CIOBaMM
"lpeAeNpHEIX OTIYCKHBIX LEH [POU3BOAWTENEH Ha JIEKAPCTBEHHEBIE
npenapa'rbi, BKJIIOUYEHHBIE B MEPEYEHb XKU3HEHHO HeOOXOOUMBIX U BAXKHEHIITUX

NIEKapCTBEHHBIX MIpenaparos,";
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2) B cTathbe 60:

a) MYHKT 2 U3TI0KUTH B CHEAYIOMIEH peJaKIuu:

"2) yTBEpXHEHUS METOAUKH pacyeTa INpeAeNbHEIX OTIYCKHBIX LieH
NpOU3BOJUTENEH Ha JNEKAPCTBEHHBIE Npenaparhbl, BKIIOYEHHHIE B NEepedyeHb
KUIHEHHO HEOOXOMUMBIX U BaXKHEWIINX NEKAPCTBEHHBIX PEMapaToB, a TaKxke
BHEAPEHUS MEXaHU3MOB (QOPMHUPOBAHUS CUCTEMEI peEePEHTHRIX LEH;";

6) B mnyHkre 3 cnoBa "yCTaHOBNEHHBEIX [POU3BOAUTENSIMU
NIEKapPCTBEHHHIX NPEnapaToB NpeJeNbHbIX OTIYCKHBIX LIeH" 3aMEHUTh CIOBaMHU
"MpeensHBIX OTIYCKHEIX HEH MPOU3BOAUTENEH";

3) cTateio 61 M3NOXHUTE B ClleAyrOLIEH penaximn:

"Cratbs 61. T'ocynapcTBeHHasi perucTpanus u nepeperuérpmma

MpeAeNbHBIX OTHYCKHBIX LIEH MPOM3BOAUTe e

Ha JIeKaPCTBEHHbIE NMpenapaThl, BKIOYeHHbIE

B NepeyeHb KUIHEHHO Heo0X0AMMBIX M BaXKHEHIUX
JIEKapCTBeHHbIX MpenapaTos

1. IIpenencHass OTHyCKHas LEHAa IIPOMU3BOAMUTENS Ha JE€KapCTBEHHBIN
[penapar, BKIFOYCHHBIH B MepedeHb XXKU3HEHHO HEOOXOMUMEIX M BaKHEHIIMX
NEKApCTBEHHBIX IIPENaparoB, IMOJNEXUT [OCYAAPCTBEHHOW perucTpanuu
B nopsake, ycraHoBieHHoM IIpaButennctBoM Poccuiickoit ®enepanu,
Ha OCHOB2HHWHM TNPEJNCTABJIEHHOrO0 B (QelepalbHEIl OpraH UCIONHUTENBHON
BIIACTH, OCYyIUeCTBAAOmUNE (YyHKIMH 10 BhpabOTKE M  pealu3aluyu

rOCYAapCTBEHHOM [MOJUTMKA M HOPMaTHBHO-IIPAaBOBOMY pETYJIHUPOBAHUIO

B cq:nepe 30paBOOXpaHCHHMA, 3asdABIICHHUA JOCPXKATEId HIM BJIadcnbla
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PETHUCTPALHOHHOTO yAOCTOBEPEHUS NIEKapCTBEHHOTO nperapara
(YynmomHOMOYEHHOTO UM JIUIIA).

2. 3aperucTpMpOBaHHas MNpefenbHas OTHYCKHAS LEeHA MPOU3BOIUTENS
Ha JIEKapCTBEHHBIM [Ipenapar, BKIIOYEHHBIH B MEpPeYEHb KUIHEHHO
HEOOXOAMMEIX M BaXHEHIIMX JEKapCTBEHHBIX MpPENapaToB, MOXET OBITH
MepepPErucTPUPOBAHA B CTOPOHY YBEIHWYEHUS OOUH pa3 B KATCHIAPHOM TOLY
Ha OCHOBaHUHU IMIPEJCTABICHHOTO B (elepalbHEI OpraH HCIONHUTENILHOR
BJIACTH, OCYLIECTBISIOUIME QYHKIUWM N0 BeIpaboTKE U  peanu3aluu
rOCYyAapCTBEHHOM IMONUTHKM ¥ HOPMATHUBHO-IIPABOBOMY pETyIMPOBAHUIO
B cepe 3aparooxpaHeHud, 10 1 OKTAOps KaKAOro rofa 3asBlEHUS AepKaTens
MM BIaAENblia PErHMCTPALMOHHOIO  YAOCTOBEpPEeHUS  JIEKAPCTBEHHOIO
npenapata (YnoaHOMOYEHHOTO UM JIUIA).

3. 3aperucTpupoBaHHas MpejeibHas OTIYCKHAs LeHa MPOU3BOAUTENS
Ha JIeKapCTBEHHBIM [pemapaT, BKIIOYEHHBI B MNEPEUYCHb IKUIHEHHO
HeOOXOAMMEIX W BXHEHIIMX JEeKAPCTBEHHBIX I[IPEMapaToB, MOXeT OBITH
MepeperucTpUpoBaHa B CTOPOHY CHIDKEHMS Ha OCHOBAaHHMH MPEACTaBIEHHOTO
B (emepanbHbiii OpraH HUCIIONHUTENBHOMN BIACTH, OCYLIECTBIAIOMME QYHKIUH
no BeIpabOTKE M peanu3alMy roCcyJapCTBEHHOM IMOIUTUKH M HOPMaTHBHO-
paBOBOMY peryaMpOBAHUI0 B chepe 3[paBOOXPAHEHU, 3asBICHUS JepiKaTeNs
WM  Bhajenblla pPErMCTPallMOHHOTO  YIOCTOBEpPEHHS  JIEKApCTBEHHOI'O

npenapata (YoJHOMOYEHHOTO UM JIHIA).
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4. [lepxarens WM BHafienell perdcTpalMOHHOIO  YAOCTOBEpEHUs
JIEKapCTBEHHOTrO Mpemnapara (yInoJIHOMOYEHHOE UM JIMLIO) 00s3aH IPeACTaBUTE
B (hefiepaNbHBI OpraH MCIONHUTENbHOM BIACTH, OCYLIECTBIOMMHE QYHKIUY
1o BEIpabOTKE U peanu3alldd TOCYJAPCTBEHHON ITOJIUTHKH U HOPMAaTHUBHO-
NpaBOBOMY pEryJMpoBaHHI0O B cdepe 31paBOOXpaHEHUs, 3asBICHUE
O [MepepervcTpalii 3aperdCTPUPOBAHHOW TMpEAENbHOM OTITYCKHOM LIEHBI
NpOU3BOAUTENS HA JIEKAPCTBEHHBIM Mpemnapar, BKIIOYEHHBIH B IMEpedeHb
XU3HEHHO HEOOXOAMMBIX ¥ BaKHEHINMX JIEKAPCTBEHHBIM IpernapaTos,
B CTOPOHY CHMXXEHHS B CIIEIYIOLIUX CIIydasx:

1) cHIKeHME 1IeH B HHOCTPAHHOM BaIOTE HA JIEKAPCTBEHHBIN Mpenapar
B CTpaHe MpOU3BOAMTENS U B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIH mpenapar
3aperuCTPUPOBAH U (UJIH) B KOTOPBIE NOCTABNAETCS MTPOU3BOJUTENEM;

2) CHIDKeHHe LleH Ha pedepeHTHBIE JIGKApCTBEHHBIE IIpenapaTs
B COOTBETCTBUM C NMYHKTOM | Hacrosiuedt yacTu (A7 COOTBETCTBYIOLIUX
BOCNIPOM3BEACHHEIX, OWOaHANOroRRIX (OMOMOJOOHBIX)  JeKApCTBEHHBIX
IpenaparoB);

3) npeBrIllleHUe  MpeJeNsHOM  OTMYCKHOM  LIEHH HA  MEpBHI
BOCNIPOU3BEACHHEIN, OuoaHanoroBeli  (GHOMOJOOHEIN)  JleKapCTBEHHBIMH
[penapaT MHOCTPAHHOIO IPOU3BOACTBA HAJ NPEAENBLHON OTIIYCKHONH LEHOU

[IpOMU3BOJAMTENS  HAa  BTOPOM  BOCIpOM3BENCHHEINH, O6GHOaHAIOrOBBIN

28092227.doc
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(6nonono6HEI) NEeKapCTBEHHEIN Mpenapar, pacCYMTaHHOM B COOTBETCTBMU
¢ METOAMKOM, yTBepx)AcHHOM [IpaButenncTBoM Poccubickoit @eneparu;

4) NpeBBIIICHHE  MPEACNBHOW  OTIYCKHOM  LEHR  Ha nepﬁmﬁ
BOCIIPOM3BEACHHRBIN, Ouoananorossit  (6uomofOOHEIA)  JIEeKApCTBEHHEIM
npenapar NPOU3BOJUTENS rocyJapcrsa - 4jieHa EBpasutickoro
3KOHOMHYECKOTO COI03a Haj MpEAeNnbHOM OTMYCKHOM LEHON MPOU3BOMUTENS
Ha  BTOPOH  BOCHpOMW3BEJIEHHBIA,  OuoaHamoroBelii  (6uonogoGHEIIM)
NIEKapCTBEHHBIN Mpenapat NpoUu3BOXUTENS FOCyAapcTBa - wieHa Espasutickoro
3KOHOMHYECKOro COM03a, paccyuTaHHOMU B COOTBETCTBHU
¢ MeToauKOM, yTBepxkaeHHOH [IpaBurenscteoM Poccutickoit @eneparum.

5.[lopsnok mnepepervcTpauuu  3apErUCTPUPORAHHEIX  MpPeAENBHEIX
OTIYCKHBIX IIEH ITPOU3BOJUTENEH Ha JIEKaPCTBEHHBIE MPENapaThl, BKIIOYEHHEIE
B TeEpedyeHb JKU3HEHHO HeOOXOOWMEBIX W BaXKHEHIIMX JIeKapCTBEHHBIX
MpenaparoB, B ClIydasx, MpelyCMOTPEHHEBIX YacTAMHU 2 - 4 HacTOsIel CTaThy,
ycranaBnuBaetcs [IpasutenscteoM Poccuiickoit @enepariuu.

6. DOKOHOMHYECKH  aHAIM3  MNpefenbHONM  OTIYCKHOH  ILEHBI
MIPOM3BOJUTENS Ha JEKapCTBEHHBIM IMpenapaT, BK/IIOYEHHBIH B INEpeUECHb
XHU3HEHHO HEOOXOAMMEIX M BAXHEHIUMX JIEKapCTBEHHEIX IIperaparos,
npu €€  TOCYHapCTBEHHOM  pPErucTpallid  WIH  [epeperucTpaluu
OCyIECTBNACTCA  (elepalbHRIM  OpraHOM  HMCIOJHWTENILHOX  BJIACTH,

OCYIIECTRIAIOMUM QYHKIMH [0 MPUHATUIO HOPMATHBHEIX MMPABOBBIX AKTOB
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U KOHTPOIIO 32 COOMIOACHNEM 3aKOHOJATENRCTBA B chepe rocylapCTBEHHOrO
perynupoBaHus LeH (TapudoRB) Ha TOBapH! (YCIYIrH).

7. Pacyer mpefenbHBIX OTIYCKHBIX LIEH, YKa3aHHBIX B 4acTax 1 u 2
HacToAUle# CTaThbM, MpPU UX TOCYJApPCTBEHHOM  pErucTpauudy  WiIu
MepeperucTpalyii  OCYIIECTBIISETCS B  COOTBETCTBUM C  METOAUKOIMA,
yreepxkaeHHoi [IpaButensctBom Poccuibickoit @epepauuu U yduThIBaroIeit
B TOM YucIne:

1) cobmonenue OanaHca HHTEpecoB moTpebuTenedl JeKapCTBEHHBIX
NpenapaToB, BK/IIOYEHHBIX B  IIEPEYEHb  JKU3HEHHO  HEOOXOAUMBIX
M  BaXHEHIIMX  JICKapCTBEHHRIX  IIpEenapaToB, H  IMPOU3BOAUTENEH
JIEKapCTBEHHBIX  MpENapaToB, BKIIOYEHHHIX B  I[EpeYeHb IKUIHEHHO
He0OXOAMMBIX U BaXKHEHIIKX JIEKApPCTBEHHBIX MPEeaparos;

2) bakTUYeCcKyr0 OTINYCKHYI0 L€Hy Ha JIEKapCTBCHHEIE Iperaparhl
B Poccuiickoit ®Depnepauuu, LEHy BBO3a JIEKAapCTBEHHBIX IpeNaparoB
B Poccuiickyro ®enepaiuio, a Takke LEHb Ha aHAJIOTHYHEIE JIEKAPCTBEHHEIE
npenapaTtsl, HaxoAsmuecs B obpammenuu B Poccuiickoit Pegepanuu;

3) 3aTparth MPOU3BOJUTENS JIEKapCTBEHHOTO npemnapara
Ha MPOMU3BOJICTBO U pealli3aliMio JIEKapCTBEHHOTO Mpenapara;

4)ueHy Ha JIEKapCTBEHHBIH mpemapar, ero LeHy B CTpaHe
MPOU3BOAMTENS U B CTpPaHaX, B KOTOPhIX JIEKapCTBEHHBI Mpenapar

3aperuCTPUPOBaH U (UJIH) B KOTOPHIE TOCTABIAETCS IPOU3BOIUTENEM.
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8. He pomyckaroTcs peanusalys M OTIYCK JIEKapCTREHHBIX TNpeENapaTos,
BKIIOYEHHREIX B [€PEYEHb KU3HCHHO HEOOXOOUMBIX M  BaXHeHIIux
JIEKApCTBEHHAIX MPENaparoB, Ha KOTOPHIE NMPOMU3BOAUTENSAMH JIEKAPCTBEHHBIX
MpenapaToR HE 3aperycTpUpOBaHA NpeAeNbHAs OTIIYCKHAA LIeHa, peanu3alus
TIPOM3BOAUTENAMM JIEKAPCTBEHHBIX IMPENapaToB IO LEHaM, NPEBHIIAFOIUM
3aperucCTPUPOBAHHEIE WM [TEPEPETHCTPUPOBAHHBIE MPEAENIbHEIE OTHYCKHEIE
LIeHbl Ha JIEKapCTBEHHBIE MpenapaThl € YYeTOM Hanora Ha RoGaBlieHHY:O
CTOUMOCTb.

9. Oco6eHHOCTH  rOCYyJapCTBEHHOTO  pEryJMpPOBAHUSA  MpeNeSIbHBIX
OTMYCKHBIX LIEH MPOU3BOAUTENEH Ha IEKAPCTBEHHEIE NpeNapaThl; BKIOYEHHEIE
B [MEpedyeHb IKUIHEHHO HEOOXOAMMBIX M BaXHEUMIMX JIEKAPCTBEHHBIX
TpenapaToB, B 3aBHUCHMOCTH OT SKOHOMMYECKHMX U (MJIM) COLIMANIBHBIX
KpuTepueB (U3MEHEHHE YCIOBMif, NOpSOKa M CTOMMOCTH MPOU3BOACTBA
JEKAPCTBEHHBIX TMpPENapaToB, HCHONB3OBaHWE HOBHEIX (OpM, METONOBR H
crocobOB rOCyapCTBEHHOTO peryJMpoBaHHS LIEH HAa JIEKapCTBEHHBIE
mpenapathl, B TOM YHCJIE Ha OCHOBE MeEXaHusMa pedepeHTHOro
1leHo00pa3oBaHus, M3MEHCHUN MOpsAAKAa OKa3aHWs MEIULIMHCKON ITOMOILIIH,
M WHblE U3MeHeHHWs) YycraHaBnuBarotcd IIpaButenscTBoM Poccuiickoit

®enepanuu.";
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4) B craThe 62:

a) B yactd 1 cnosa "npenencHele OTIYCKHBIE LEHE" 3aMEHUTH CIIOBaMHU

281 nepeperucTpupOBaHHEIE IpefeNnbHEIe OTIYCKHEIE LE€HBI
npousBoauTENnen”;

6) B yacTH 2:

B nyHkte 6 cnoBo ", mepeperucrpanMy’ 3aMEHUTh CIIOBaMH

"unu nepeperucTpalyu’;

JOMONHHUTE MYHKTOM 6' CIE/yIOIEro ConepiaHu:

"6') maTa BCTYIIEHMs B CHJIY MPUKA3a YNONHOMOYEHHOTO (efepanbHOro
OpraHa HCIIOTHUTENhHOH BIACTM O TOCYJApCTBEHHOW  perucTpanuu
WIN TepeperucTpalud NpefenbHON OTIYCKHOW LEHBl [pOM3BOAMTENS
Ha ﬁexapﬂneunmﬁ npenapar, BKIIOYEHHBEI# B MepedeHb KUIHEHHO
HEOOXOAMMBIX ¥ BXKHEHMIIUX JIEKapCTBEHHBIX NIpenaparos;";

B) B YacTH 3 CJIOBO "perucrpanis’ 3aMEHUTh CIIOBAMH "pETrUCTpalius WU
nepeperucTpanus';

5)B uactM 2 cTaTeM 63 clOBa "3aperuMCTPUPOBAHHOH NpeNEIBHOM
OTMYCKHOM LeHBl" 3aMEHUTH ClioBaMM "'3aperucTpupOBaHHOM
WIA MepePerucTPUPOBAHHON MpeieNbHON OTIIYCKHOM LEHBI NPOU3BOAUTENS

(Ha maty peanu3alyy NEKapCTBEHHOIO IIpenapara IpoU3BOAUTENEM)" .
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Crartps 2

1. 3aperucTpupoBaHHElE [0 BCTYIUIEHHS B CHIY  HACTOSIIEro
@efiepanbHOr0 3aKOHA MNpefeNbHBIE OTMYCKHBIE LEHH MPOM3BOAMTENEH Ha
JIEKapCTBEHHBIE ~ MIPEMapaThl, BKIIOYEHHBIE B  INEPe4eHb IKU3HEHHO
HEOOXOMUMEIX M BaXHEHINMUX JIEKAPCTBEHHRIX MpernapaToB, MOAJIEKAT
obs3arenpHolf mnepepeructpauud B 2019 - 2020 rogax B mopske,
ycrasornenHoM [Ipasurenscteom Poccuiickoit @eepannu.

2. [lopsamox BeTynnmeHUs B CUTy MpHKasoB defepansHOro opraxa
MCIIOJIHUTENBHOM BIAacTH, OCYLIECTBISIOIEr0 (QYHKUMH MO0 BBEIpaGOTKe
M pealu3alMd ToCyAapCTBEHHOM TIONUTUKH U HOPMAaTHBHO-NPABOBOMY
perynupoBaHuIoO B cdepe 3ApaBOOXPaHEHUS, O EPEPErUCTPaLIUK NpeEIBHEIX
OTIYCKHEIX L[EH MPOU3BOAUTENEH HA TeKAPCTBEHHEIE MpenapaTkl, BKIIOYEHHEIE
B Mepe4YeHb HKU3HEHHO HEOOXOAMMBIX M BaKHEWIUMX JIeKapCTBEHHBIX
MpenapaToB, B COOTBETCTBUM C YacThiO | HACTOSINEH CTaThH YCTaHABIWBAETCH
[IpasutensctBoM Poccuiickoii Depepariuu.

3. OGs3aTenpHas NepeperucTpalus 3aperuCTpUPOBaHHEIX JO BCTYIUICHUS
B cuny Hacrosiiero ®DenepanbHOr0 3aKOHA NPEAENBHEIX OTIMYCKHBIX LIEH
NpPOM3BOJMTENER HA BOCIPOM3BeJeHHBIE, OuoaHanoroBele (6uonoaobHEIE)
JIEKApCTBEHHBIE  Mpenaparhl, BKIIOYEHHBIE B  [IEPEYCHb  HKMIHEHHO
HEOOXOAUMBIX u BaXKHEHUIINX NeKapCTBEHHBIN npenaparoe,

ocymectsisiercs B 2019 - 2020 rogax 6e3 mpejncTaBieHUs JepiKaTeneM

28092227 doc



10
WIM BIAJIENBLUEM PETHCTPALMOHHOIO YJOCTOBEPEHHS  JIEKapCTBEHHOTO
npenapara (YIOMTHOMOYEHHBIM UM JIMIOM) 3asBiieHUs B ¢efepanbHblil opraH
HCIIOJIHUTENRHOM BIacTH, OCYyIUeCTBIstonii (QyHKUMM 1O BBIpabOTKe
H peaiM3aldd ToCyJapCTBCHHOX IIONMTHKH M HOPMAaTUBHO-IIPAaBOBOMY
Pery/IMpOBaHHIO B chepe 3ApaBOOXpaHEHHUS. "

4. He pomyckaerca peanu3alis IpPOU3BONUTENIMHU JIEKAPCTBEHHBIX
npenaparop, BKTIOYEHHHIX B  IIEpeYEHh  IKU3HEHHO  HEOOXOAMMEIX
M BaXHEHWMMX  JEKAPCTBEHHBIX  MpenapaToB, 3aperUCTPUPOBAHHEIE
OpefieNbHBIE OTIYCKHEIE IIEHB Ha KOTOpEIE He MNepeperucTpupOBaHE
B COOTBETCTBUM C HYacThIO | HacTOsIIeH CTATBH, CO JHA, YCTAHOBIEHHOTO
IIpaButenscrBoM Poccuiickoii ®epepanum.

Crarba 3

Hacrosumii ®epepanbHelit 3aKOH BCTYMaeT B CHIY €O JHA €ro

0QUIHANTBEHOrO OMyOIUKOBAHUA.

Ilpesument
Poccutickoit @eneparuu

i



NOACHUTEJBHAS 3AITUCKA

K npoexTy ¢efepanbHoro 3akoHa " BHeCeHHH HIMEHEHHUIH
B DenepannHbtii 3akoH 'O0 ofpamenun NekapcTBeHHBIX cpeacTs"
B HaCTH rOCyapCTBEHHOr0 PeryiHpOBAHUSA HEH HA JIEKAPCTBEHAbIE
npenaparsl, BKJAKYEHHbIE B IepedeHb )KUIHEHHO He0GX0AUMBIX
H BasKHEHIIHUX JIEKapPCTBEHHBIX penaparToB'

ITpoext ¢enepansHoro 3akona "O BHeceHHMM H3MeHeHu# B DepepaneHbit
3akoH "OO6 ofpaileHUM JIEKApCTBEHHBIX CPEACTB" B YacTU [OCYAAPCTBEHHOrO
perynupoBaHus LEH Ha JEKapCTBEHHBIE INpelapaThl, BKIIOYEHHEIE B IEpEYeHb
KHU3HEHHO HEOOXOMMMBIX M BaXKHEHIUMX JEKapCTBEHHBIX mpemapartoB” (manee
COOTBETCTBEHHO - 3aKoHonpoekT, XHBJIIT) paspaboTan Bo uCNONHEHUE NOPYYESHUA
Ilpesunenta Poccuiickoit @emepamuu ot 29 nexabps 2016 r. NeIIp-2586
(nynktet | - 3) u ykasanus [Ipesunenta Poccutickoit ®epepanum ot 6 monst 2018 r.
NeTIp-1161 B umemsax yrepxmenus [IpaBurensctBoM Poccuiickoii Demepanuu
npasun  obsg3aTensHo# — mepepeructpauud B 2018 - 2019 romax  panee
3apEeruCTPUPOBAHHEIX NIPEENBHEIX OTIYCKHEIX LEH Ha IeKapCTBEHHbIE MPEnapaTh |
YCTaHOBNEHUS OOA3aHHOCTH JepikareNnedl WIM BIANENBUEB PErUCTPALMOHHEIX
YAOCTOBEpPEHHH JIEKAPCTBEHHBIX MPENapaToR CHMXATh paHee 3aperHCTPUPOBAHHLIE
LIeHBI Ha JIEKapCTBEHHBIE MpenapaThl NPU HACTYIUIEHWM CIIy4aeB, YCTAHOBMEHHBIX
[IpasurenscrBoM Poccuiickoit Denepanuu.

3aKOHOMPOEKTOM MpeAyCMaTpuBacTcs, obs3aTenbHas MepeperucTpalus
32pPErvCTPUPOBAHHBIX MpPEENBHEIX  OTIYCKHBIX I[€H Mpou3BojuTeneit Ha
neKapcTBEHHblE NpenapaThl, BKMO4YeHHbie B mnepedeHs JXHBII, B cTopoHy
CHIDKEHUS [MpU HACTymleHUM ycTaHOBNeHHBIX [IpaButrensctBoM Poccuiickoit
Denepaiuy clydaeB, B TOM YHCIC CHIDKCHME LEH B MHOCTPAHHOH BamioTe Ha
NIeKapCTBEHHbIE Mperaparsl B CTpaHe IPOU3BOAUTENS M B CTpaHax, B KOTOPBIX
NeKapCTBEHHbIE IpenapaThl 3aperiCTPUPOBaHBI WM B KOTOpBIE IMOCTAaBIAOTCH
TPOU3BOJUTENEM.

Taxxe 3aKOHOIIPOEKTOM IpeycCMaTpUBaeTCs 00s13aTeNbHAs [IepeperucTpanis
B 2019-2020 rogax mnpemenbHBIX  OTMYCKHBIX L[EH  Ipou3BoguTeseit
Ha JIEKapcTBEHHBIE Mpenaparthl, BKmMoueHHele B  nepeyeds JKHBIJIIL,
3apervCTPUPOBAHHEIX paHee M0 pasIUyHEIM METOAUKAM.

3aKOHOMPOEKTOM HOTIONHUTENBEHO YTOYHSAETCH, YTO 3apPErUCTPUpOBaHHAs
fMpefenbHas OTIYCKHAS IieHa MPOM3BOJAMTENS HA JIEKapCTBEHHEIN IIpenapaT MOXeT
OBITE NEpeperuCTPUPOBaHa B CTOPOHY YBEIWYEHUA HE Yallle OTHOrO pasa B Iofi.

B cBf34 C TeM, YTO NOpH 00A3aTENBHOW IepeperucTpaluyu MpenenbHoN
OTIYCKHOM LEHBI IIPOM3BOJAMTENS Ha JEKapCTBEHHEBIM Npenapar NpexycMOTpEH
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IIepEeXONHBIA NMEPUOM, B Te4YeHHE KOTOPOr0 peamu3aiys X BBO3 JIEKapCTBEHHOTO
npenapata Ha Teppuropuio Poccuiickoii ®DefepanuuM  IIPOM3BOAMTENIEM
OCYLIECTBIISIOTCS 10 paHee 3aperdCTPUPOBaHHOM LieHE, B 3aKOHOMPOEKT BKIIIOYEHEI
monoxkeHus, Hapensgouue [TpapurensctBo Poccuiickoii ®enepanuu MOJIHOMOYHSIMU
10 YCTAHOBIEHHMIO TMOPAJKAa BCTYIUIEHWS B CHIy 3apeTHCTPHUPOBAaHHOM M
NepeperucTpUpPOBAHHON MpefielbHOM  OTIIYCKHOM IEeHbl IPOM3BOAUTENS Ha
JIeKapCTBEHHBIH [IpemapaT M CpoOKa, M0 MCTEYEHHH KOTOpOro peanu3aius
NPOU3BOAUTENIEM JIEKAPCTBEHHOIO MpeEapara ¢ y9eTOM paHee 3aperuCTPUPOBAHHOM
LEHbl HEe OMycKaeTcs.

OcoOrii DOpPSAOK BCTYIUIEHHMS B CHIYy 3aKOHONpoekTa o0yclnoBneH
HE00X0JUMOCTEIO CKOpEHIIEro yperyIupoBaHus COOTBETCTBYIOIIHX
[IPaBOOTHOIIECHHUH.

IIpennaraeMele 3aKOHOIMPOEKTOM pEIIEHUS HE OKAXKYT BIUSAHUS HA HOXOJIBI
WIH PacxXofsl COOTBETCTBYIOIIEro OlomkeTa OromkeTHOM cucteMmnl PoccHiickoit
Genepanuy, a TakKe Ha JOCTHDKEHME IleNlel TroCyJapCTBEHHBIX IMpOrpamMm
Poccuiickoii Penepanyu.

3aKOHOMNPOEKT COOTBETCTBYeT IonoxeHusM JloroBopa o Espaszuiickom
9KOHOMHYECKOM  COH3€, TMOANMMCAHHOrO B TI.Actane 29mas 2014r.,
u CornamieHus O eIMHBIX NpPHHIMIAX M MpaBUIaX OOpalleHUs JieKapCTBEHHBIX

CPeACTB B paMKax EBpa3miiCKOr0 3KOHOMHMYECKOr0 COI033a, 3aKII0YEeHHOro
B I'. Mockge 23 nexabps 2014 r.
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®UHAHCOBO-3KOHOMHMYECKOE OBOCHOBAHHE

K HpoeKTy defepanbHOro 3akoHa "O BHeceHHH H3IMeHeHuil
B DPenepanbubiii 3axon "00 o6panienny iekapcTBeHHBIX CpefcTB"
B 4aCTH rocyAapcTBEHHOr0 Pery/IHpOBaHHS LeH Ha JeKapCTBeHHbIE
npenapaTthl, BKIIOYeHHbIE B lepedeHb XKU3IHEHHO He00X0XUMbIX
H Ba)kKHeHMHX JeKapcTBeHHbIX NpenaparoB'

Peanu3anusg @eniepalbHOTo 3aK0Ha "O BHeceHHU HU3MEHEHUI
B Denepaneueiii 3akoH "OO6 obpameHuM NexapCTBEHHBIX CpeACTB" B HacTw
rOCyJapCTBEHHOTO  peryqMpOBaHMs II€H Ha JIeKapCTBEHHBIE [MpenapaTl,
BKIIIOYEHHEIE B MEpPEeYeHb XUIHEHHO HEOOXOMUMBIX U BaXKHEHMIMX JIEKAPCTBEHHBIX
npenapatoR” He MOTpe0yeT NOMONHUTENBHBEIX pAacXOJOB 32 CHET OIOMKETHBIX
accuraoBaHuil denepansHoOro GropKera.
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NEPEYEHDB

(denepanbHbBIX 3aKOHOB, HOAJIEKAMMX NPHIHAHKIO YTPATHBIIHMH CHITY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO WM IPUHATHIO B CBS3H ¢ NPHHIATHEM
®DepepannHoro 3axkona 'O BHeceHud U3MeHeHn# B PeepaibHbIH 32K0H
"O06 oOpamieHNH JIeKAPCTBEHHbLIX CpeACTB' B YACTH rocyapcTBEHHOIO
pery;iHpoBaHHS LeH Ha JeKapcTBeHHbIe Mpenaparhbi, BKIOYEeHHbIE B IepeyueHb
JKM3HEHHO He00XOAHMBIX H BaXKHEHIIIUX JeKapCcTBeHHbIX NMpenapaTon'

IIpunstue @enepanpHoro 3akoHa "O BHeceHMM u3MeHeHUHH B DepepanbHbIif
3akoH "O6 obpaleHWd JIeKapCTBEHHBIX CpPEACTB" B YacTH IOCYAapCTBEHHOIO
perynupoBaHus HEeH Ha JIeKapCTBEHHBIE IIpenapaThl, BKIOYEHHBIE B II€pEdEHB
XU3HEHHO HeOOXOMUMBIX H BaXKHEHIINX TeKapCTBEHHEIX NPenapaToB” He nmoTpebyer

NpU3HAHUA YTPAaTUBLIMMHU CUIy, IPUOCTAHOBNEHMS, H3MEHEHMUS WIH NPUHATHS
demepanbHBIX 3aKOHOB.
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INEPEYEHD

HOpMATHBHBIX NPaBoBbIX akToB [Ipesnnenta Poccuniickoii ®enepauun, lipasurennersa Poccniickoit @eaepaunu u dpenepaibubix

OPraHOB HCHIOJIHMTENbHON BJACTH, NOANEKALIMX NPHIHAHUIO YTPATHBLIUMH CHJIY, NPHOCTAHOBJICHUIO, H3MEHEHHMIO UM
NPHHATHIO B ¢BA3H ¢ NpuHsTHeM Penepannnoro 3axona "O BHecennu usmenenuii B Peaepasbubiii 3akon "6 obpamennn
NEeKAPCTBEHHBIX CPeACTB' B HACTH rocyJapcTBEHHOr0 PEryJIHpPOBaHU LEH HA JeKapCTBEeHHBIE NPenapaThl, BKJIIOYEeHHbIe

B NepeYeHb MKH3HEHHO HEOOXOANMBIX H BaXcHeLLIMX JeKapCTBEHHBIX NpenapaTos'

B ceasu ¢ npunstuem DesepansHoro 3akona "O BHeceHuy u3MeHeHu#t B DenepainbHblil 3akoH "O6 obpalueHuy JexapcTBEHHBIX
CpeACTB" B HacTM TOCYAApPCTBEHHOTO pPEryJMpOBaHHMsS ILEH Ha JIEKapCTBEHHBIC IpenapaTrhi, BKJIIOYEHHBIE B IEpeYeHb JXKM3HEHHO
HeoOXOAUMBIX W BaXHEHIIMX JIeKapCTBEHHBIX Npenaparos” noTpebyeTcs NPUHATHE CIEAYIOIMX noctaHosieHu# IlpaBuTenscTsa

Poccuiickoit @epepanuu:

Oboceppanme Llens, npeamer Hcnonuurens
Ne HaumeHoBaHue NIpoeKTa HeGOROIIMOEH | CpOR IOZrOTEREN M coZlepXXaHue Y COMCIIOJIHUTEIN pa3paboTiu
n/on | HOPMATHUBHOIO NPABOBOIO aKTa . HOPMATHBHOTO NPaBOBOTO IIpOeKTa HOPMAaTHUBHOTO
HOPMaTHBHOTO | MIPaBOBOTO aKTa PRIy AMPORAHIA M, S
IIPaBOBOTO aKTa
1. TIpoexT MocTaHOBJIEHMS 3aKOHONPOEKT B TEYEHHE YCTaHOBJIEHUE Munzapas Poccun,
IpasurenscTBa Poccniickoi 3 MecsLeB co oHA ~ MOpAAKa Munnpomropr Poccun,
®epepanuu "O BHECEHUH BCTYIUIEHUA B CHJIy TOCYAapCTBEHHOTrO Mumnioct Poccun,
M3MEHEHHH B IOCTAHOBJICHHE ®DenepaibHOrO peryJupoBaHus LEH MunskxoHompassutusa Poccuu,
I[paBurenscTBa Poccuiickoil 3aKOHa Ha JIEKapCTBEHHBIE Mundun Poccun,
®enepaunu ot 29 oxta6ps 2010 r. npenaparsl, ®AC Poccun
Ne 865 "O rocynapcTBEHHOM BKJIIOYEHHBIE
PEeryJIMpOBaHMHU LIEH B IIepeyeHb >KU3HEHHO
HEeoOXOMUMBIX

Ha JIeKapCTBECHHBIC IIPENapaThl,
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ObocHoBanue
Ne HaumeHoBanue npoexra HeohXoMMMOETH | CpoX NOAFoTaBKH Eecf:;;g::::: i concn?:r?::eljx?e:: aborku
n/m | HOPMATHBHOrO MPABOBOroO aKTa HEAROToRER HOpMATHBHOTO paBOBOrO IPOEeKT riny
HOPMAaTHBHOI'O | [PaBOBOrO aKTa perfnnpoaauua P Hp;g:gxa::::‘)m
IIpaBOBOTrO aKTa
BKJIIOYEHHEBIE B NEPEYEHD M BaXXHEHILIUX
KU3HEHHO HEOOXOAUMBIX JIEKapCTBEHHBIX
¥ Ba)KHEHILUX JIEKAPCTBEHHBIX [penapaTroB
npemnapaTtos"

2. TIpoext nocTaHOBJEHHUS 3aKOHONPOEKT B TEUEHHE yCTaHOBJICHUE Munsapas Poccun,
IIpaBurenscrBa Poccuiickoi 3 MecsueB co AHA ~ mopAAka Munnpomropr Poccun,
®enepaiun "O BHECEHUU BCTYIUIEHHS B CHJIY TOCYAAapCTBEHHOIO MusniocT Poccuu,
H3MEHEHHi B IOCTAHOBJICHHE ®DenepansHoOro peryJInpoBaHus LieH Munskornompassutus Poccun,
IMpaButenscTBa Poccuiickoil 3aKOHA Ha JIEKapCTBEHHEIE MuHnpun Poccun,
Menepaunuu ot 15 centabps 2015 r. npenaparsl, ®AC Poccun
Ne 979 "O BHeceHHU U3MEHEHUH BKJIIOYEHHbBIE
B njocraHosJieHue IIpaBuTenscrTBa B IIepeyeHb XKU3HEHHO
Poccuiickoit @enepanuu HeoOXOaUMBIX
ot 29 oxta6ps 2010 r. Ne 865 ¥ BaXCHeMLIMX
1 00 yTBEpXXAEHHUH METOAUKH JIeKapCTBEHHBIX
pacuera yCcTaHABJIMBAEMBIX npenapaTos

TNPOU3BOAUTEIAMHU JIEKAPCTBEHHBIX
npenapaToB NpeaenbHbIX
OTIYCKHBIX 1I€H Ha JIEKAaPCTBEHHbIE
npernaparhl, BKIIOYEHHBIE

B IIEpEYEHB XKU3HEHHO
HeOOXOAUMBIX ¥ BAXKHEHIIINX
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Ne
n/n

HaumeHoBaHue INIpoeKTa
HOpPMAaTHBHOTO IIPaBOBOI'O aKTa

ObocHoBaHue
HeoOXOAMMOCTH
1O rOTOBKM
HOpPMATHUBHOTO
IIpPaBOBOTO aKTa

Cpox noaroToBku
HOPMaTHBHOTO
TpaBOBOTO AKTa

Hens, npeamer
U COJlEpIKaHMe
TIPaBOBOTO
peryaupoBaHus

Hcnonsurens
¥ COMCTIONHUTENE pa3paboTku
IIpoeKTa HOPMaTHBHOTO
IIPaBOBOTO aKTa

JIEKAPCTBEHHEBIX MPENapaToB, pH

HX TOCYJapCTBEHHOM perucrpanuu

1 TiepeperucTpanuu”
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