POCCUVICKAS] ®EJIEPALIAA
O®EJEPAJBHBINU 3AKOH

O BrHecenun u3mMeHenuii B @enepanbubiil 3aK0H «O0 odpamennn
JIEKAPCTBEHHbBIX CPEACTB» B YaCTH IOCYyJapCTBEHHOI0 PeryJMpoOBaHus HEeH
HA JIeKApCTBEHHbIE MPenaparhbl, BKIOYEHHbIE B Iepe4YeHb JKU3HEHHO
He00X0MMBIX H BAXKHEHIIHX JEKAPCTBEHHbIX NPENaparToB

[Mpunsar N'ocynapcrBenHon Jlymon 23 mas 2019 rona
Ono6pen ComeToMm ®depmepanuu 29 maa 2019 ropa
Cratpa 1

Buectu B ®enepanbhbiii 3akoH oT 12 ampens 2010 roma Ne 61-@3
«O06 obpameHuu JekapcTBeHHbIX cpencTtB» (CoOpaHue 3aKoHOJATeNbCTBA
Poccuiickoit ®eneparnuu, 2010, Ne 16, cr. 1815; Ne 42, ct. 5293; 2012, Ne 26,
cT. 3446; 2013, No 27, ct. 3477; Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2015,
Ne 10, cr. 1404; Ne 29, c1.4367; 2016, Ne 27, cT. 4283; 2018, Ne 1, cT. 9; Ne 49,
cT. 7521) cnenyrouye U3MEHEHHUS:

1)B nyHkTe 9 cratbd 5 CJIOBA «YCTaHOBIEHHBIX MPOU3BOAUTEIIMHU

JCKApCTBCHHBIX TIMpenapatoB IMPEACHAbHBIX OTIIYCKHBIX HEH Ha XHU3HCHHO

[T
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HEOOXOIUMbIC ¥ Ba)KHEHINNE JeKapCTBEHHBIE MpEnapaTh» 3aMEHUTh CIOBAMU
«IpeIeNTbHBIX OTIIYCKHBIX I1€H NPOU3BOIUTENEH Ha JEKapCTBEHHBIE MTpemnaparsl,
BKJIIOYEHHBIE B IEPEUYEHb JKM3HEHHO HEOOXOAMMBIX M  BaKHEHIINX
JICKapPCTBEHHBIX MPENAPATOB,»;

2) B crathe 60:

a) B IIyHKTE 2 CJOBa «YCTaHOBJIECHUS MPOU3BOAUTEISIMU JEKAPCTBEHHBIX
TPENapaToB IpEJeNbHBIX OTIYCKHBIX LI€H» 3aMEHHMTh CIOBaMH «pacyueTa
NpEAENbHBIX OTIYCKHBIX LIEH IPOU3BOJUTETICH;

0) B IyHKTE 3 CI0Ba «YCTAaHOBJIECHHBIX NPOU3BOANUTEISIMH JIEKapCTBEHHBIX
TperapaToB MpeAelbHbIX OTITYCKHBIX LIE€H» 3aMEHHUTh CIIOBAMHU ((IPENENbHBIX
OTITYCKHBIX I1€H MPOU3BOIUTENIEH;

3) craThio 61 U3JI0KUTH B CIEAYIOMEH pelaKIuu:

«Crathg 61. T'ocymapcTBeHHAsI perucTpaNMs U MepeperucTpanusi

npeaejbHbIX OTIIYCKHBIX IEH MPOU3BOIUTE e

Ha JIeKapCTBEHHbIE MpenaparTbl, BKIOYeHHbIE

B MepeveHb KU3HEHHO He0OX0AUMBIX U BaKHEHIITHX
JIEKAPCTBEHHbIX NPenapaToB

1. IlpenenpHasd OTIyCKHas I€HA NPOU3BOAUTENS Ha JEKAPCTBEHHBIN
npenapar, BKJIIOUEHHBIN B NE€PEYeHb KU3HEHHO HEOOXOMUMBIX M BaKHEHUIIHX
JEeKapCTBCHHBIX IMpenapaToB, NOJIEKHUT TOCYJAapCTBEHHOM pETUCTPAINH

B mOpsnke, ycraHoBlieHHOM IlpaButenscTtBoM Poccmiickori ®epeparyn,

Ha OCHOBAaHUY IMPEACTABJICHHOIO B YIOJIHOMOYEHHBIN (QenepanibHbIidi Opra
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HCIIOJIHUTEIGHOM ~ BJIACTH  3adBJICHUS  JepKarelld WO  Biajenbla
PETHCTPAIIIOHHOTO YIIOCTOBEPEHUS JIEKAPCTBEHHOT'O npernapara
(YDOJTHOMOUYEHHOTO MM JIHIIA).

2. 3aperucTpupoBaHHasl Ipele/bHas OTIYCKHAs IIeHAa NPOM3BOIUTENS
Ha JIEKapCTBEHHBI Mpenapar, BKIIOYEHHBIA B TMEpPeYeHb IKHU3HCHHO
HEOOXONMMBIX ¥ BaXXKHEHIIWX II€KapCTBEHHBIX IIPEIapaToB, MOXET OBITh
HepeperucTpupoBaHa B CTOPOHY YBEJIMYEHHUS OJIUH Pa3 B KaJCHAAPHOM IOy Ha
OCHOBAaHUM TMPEJCTABICHHOrO B YIOJHOMOYEHHHIH (enepanbHbIi opraH
WCTIOTHUTENbHOM BiacTé [0 1 OKTAOpS KaKAOTO roja 3asBICHUS JAepKares
WK BJIaJieNibIla PETUCTPAIIOHHOIO YA0CTOBEPEHMS JIEKAPCTBEHHOTO Ipenapara
(YmOJTHOMOYEHHOTO UM JIUIA).

3. 3aperucTpupoBaHHasl TNpelenbHas OTIYCKHAs IIeHAa TNPOM3BOJIUTENS
Ha JIEKAPCTBEHHBIH Mpenapar, BKIIOYCHHBIH B MEpPeUCHb IKHU3HEHHO
HEOOXOAWMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IMIPEmapaToB, MOKeT OBITH
HEePEPErucTpUPOBaHa B CTOPOHY CHIIKEHHS Ha OCHOBaHHMM TPEICTABICHHOTO
B YIIOJJHOMOYEHHBIA (efepanabHblii OpraH UCIOJHUTEIRHOM BIIACTH 3asBICHHS
JiepaKaTelis WM BIAJeblla pETHCTPAlMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara (yIoJIHOMOUYEHHOTO UM JIULIA).

4. llepxarens HWIM  BIaAelell PErMCTPAllMOHHOIO  yIOCTOBEPEHHUS

JIeKapCTBEHHOTO Tpenapara (YIOJIHOMOYEHHOE UM JIUI0) 0053aH NPECTaBUTh B
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YIIOJIHOMOYEHHBIN (efepalbHblii OpraH MCIOJHWUTENbHOM BJIACTU 3asBICHHE
0 IEepeperucTpamuyd 3aperHCTPUPOBAHHON MpeneapbHOH OTHYCKHON IIEHBI
MPOM3BOJUTENS] HA JICKApCTBEHHBIM Mpenapar, BKIIOYEHHbIM B IEpedeHb
’KU3HCHHO HEOOXOMWMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX Mpenaparos,
B CTOPOHY CHMKEHHMS B CIELYIONHMX CIIy4asx:

1) cHIKEHHE 1IEHbl B MHOCTPAHHOM BAJIIOTE HA JIEKAPCTBEHHBINA Ipermapar
B CTpaHE TIpOM3BOAMTENS M (WIM) B CTpaHaX, B KOTOPHIX JIEKAPCTBEHHBIN
mpernapaT 3aperucTpIpOBaH U (MIIM) B KOTOPBIE IIOCTaBIISETCS TPOU3BOIUTEIEM;

2) CHWKeHHe T1eH Ha pedepeHTHBIe JIEKapCTBEHHBIE MperapaThl
B COOTBETCTBUH C NYHKTOM 1 HacTtosmed dYactu (A1 COOTBETCTBYIOIIMX
BOCIIPOMU3BENACHHBIX,  OHOAHAIOTOBBIX  (OMONOJOOHBIX)  JIEKAPCTBEHHBIX
IIpenapaToB);

3) mpeBpIllicHUE  NPENEABHON  OTIYCKHOM  IIeHBI HAa  MEpPBHIM
BOCHIPOM3BEIACHHBIM,  OHOaHANOroBeld  (OMOMOOOHBIN)  JIEKAPCTBEHHBIHM
npenapaT WHOCTPAHHOI'O IMPOM3BOACTBA HAl IPENCIbHON OTIIYCKHOM II€HOU
MpOU3BONUTENs] ~ Ha  BTOPOM  BOCIPOM3BEIEHHBIM, O10aHamOTOBBIN
(Ouoroo0HBIN) JTeKapCTBEHHBIN Ipenapar, pacCuuTaHHOW B COOTBETCTBHH C
METOINKON, yTBepxkaeHHO! IIpaBuTenscTBoM Poccmiickoit @enepannu;

4) npeBHIIIICHUE  TPEAECIBHONM  OTHYCKHOM  II€HBI HAa  HEPBBIA
BOCIIPOM3BEACHHEIA,  OMOaHANOroBeli  (6MONOJOOHBINA)  JIeKAPCTBEHHBIH

npenapar IMpou3BOgUTE]I MoCyaapcTBa - 4JiCHa EBp&SHﬁCKOI‘O OKOHOMHYCCKOTO
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COI03a HaJ MNPENCNbHOHW OTIYCKHOM II€HOW NIPOM3BOAMTENS Ha BTOPOH
BOCIIPOU3BEIEHHBIN,  OMOaHanoroBelii  (OMOMOAOOHBIM)  JEKAPCTBEHHBIH
mperapaT NPOU3BOAUTENS FOCYAAPCTBA - uileHa EBpasuiickoro 3KOHOMUYECKOT0
COI03a, pACCUMTAHHOM B COOTBETCTBUHM C METOJIUKOI, YTBEPKIACHHOI
ITpaButenscTBOM Poccuniickor ®enepanyi.

5.Tlopsnok  mepeperucTpaliid  3apEerUCTPUPOBAHHEIX  IIPEAEIbHBIX
OTITYCKHBIX II€H MPOM3BOAMUTEINIEH HA JEKAPCTBEHHBIE MPENApaThl, BKIKOUECHHbIE
B IIepeUeHb KU3HCHHO HEOOXOAMMBIX M BaKHEHINIUX JIEeKAPCTBEHHBIX
IpenaparoB, B CIIy4asx, IPENYCMOTPEHHBIX JacTAMU 2 - 4 HACTOSIIEH CTaThy,
ycranasinuBaercs [IpasutensctBoM Poceuiickoit denepanum.

6. DKOHOMUYECKHI aHAIN3 MPEAEIBHON OTIYCKHOM EHBI MPON3BOIUTENS
Ha JIGKAPCTBEHHBIM MpemnapaTr, BKIYEHHBIA B MEPEYCHb IKU3HEHHO
HEOOXOOMMBIX Y  BAKHEHMIIMX JEKapCTBEHHBIX TMpemnapaTroB, IIpH €
TOCY/IapCTBEHHOW PpErMCTpallid WM  IEPEPETUCTPAIlMM  OCYIIECTBIISETCS
denepalbHBIM OPraHOM HCHOIHUTEIBHON BIACTH, OCYILECTBISIOMIM (DyHKIUH
1o OPUHATHIO HOPMAaTHUBHBIX ITPaBOBBIX aKTOB
¥ KOHTPOJIIO 32 COOJIIOICHHEM 3aKOHOJATENBCTBA B CEpe rocyaapCTBEHHOTO
peryaupoBaHus 1eH (TapudoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpenenbHBIX OTIIYCKHBIX II€H, YKa3aHHBIX B dHacTiIx 1 u 2
HACTOSAINEH  CTaThbW, TMPU HMX TOCYHAPCTBEHHOH  PETUCTpAIlUd  WJIH

nepeperucTpaniu OCYHICCTBIACTCA B COOTBETCTBUH C MSTOHHKOﬁ,
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yrBepxkacHHOM [IpaButensctBoM Poccuiickont @enepanuy U yYUTHIBAOIIEH B
TOM YHCJIE:

1) cobmonenne OamaHca WMHTEPECOB NOTpeOUTENeH JIeKapCTBEHHBIX
npenaparoB, BKIIOYEHHBIX B [EpPEeYeHb  JKU3HEHHO  HEO0OXOAUMBIX
¥ BOXKHEHMIIMX JIEKAPCTBEHHBIX MPEINAPATOB, U IPOU3BOAUTENIEN JTEKAPCTBEHHBIX
MpenapaTos, BKIYECHHBIX B MEPeUeHb KU3HEHHO HEOOXOAMMBIX U BAKHEUIIHX
JEKapCTBEHHBIX IPENAPaTOB;

2) dhakTHYECKYI0 OTIYCKHYIO IIeHy Ha JIEKapCTBEHHbIE IIPeraparsl
B Poccumiickoii ®epepanuu, LEHY BBO3a JIEKAPCTBEHHBIX IIPEHapaToB
B Poccuiickyro ®@enepanuio, a TakkKe LEHH HA aHAJIOTHYHBIE JIEKAPCTBEHHBIC
mpernaparsl, Haxosuuecs B o0pamenuu B Poccuiickoit @enepanuu;

3) 3aTpaTsl MIPOU3BOIUTENS JEKapCTBEHHOTO npenapara
Ha IIPOMU3BOJICTBO U pEeATH3AIUIO JEKAPCTBEHHOIO NIpenapara;

4) neHy Ha JEKapCTBEHHBIN Npenapar, ero eHy B cTpaHe NPOU3BOAATENSL
¥ B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN MpenapaT 3aperucTpupoBaH H (Win) B
KOTOPBIC ITOCTABISAETCS MPOU3BOIUTEIIEM.

8. He momyckaroTcsi peanu3alus U OTIYCK JIEKAPCTBEHHBIX IPENapaTos,
BKJIIOUCHHBIX B IE€PEYCHbh JKU3HEHHO HEOOXOMMMBIX M  BaXKHEHIHX
JIEKapCTBEHHBIX IPENaparoB, HA KOTOPbIE NPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX
TIPENapaToOB HE 3apEeTrUCTPUpPOBAHA IIpeAeiibHAasl OTIYCKHAs II€Ha, peanu3anus

IPOM3BOJUTENSAMH JICKADCTBEHHBIX MpPENapaToB IO II€HAM, INPEBBIAIOIIAM
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3aperucTpUPOBaHHBIE WM TEPEPErHCTPUPOBAHHBIE MPENEIbHBIC OTIYCKHBIC
[IEHBl Ha JIEKapCTBEHHBIE IIpenaparbl C YYETOM Hajora Ha J00aBIEHHYIO
CTOUMOCTB.

9. OcoOeHHOCTH  TOCYIapCTBEHHOTO  pPEryJIUpOBaHUS  TPEIeIhHBIX
OTITYCKHBIX IIeH MPOU3BOAMTENIECH HA JIEKAPCTBEHHBIE MPenapaThl, BKIIOYCHHbIE
B IE€pEYEHb KHU3HEHHO HEOOXOAMMBIX U BAXHEHUIIMX JIEKapCTBEHHBIX
IpenapaToB, B 3aBUCUMOCTH OT JKOHOMHMYECKMX | (WIHM) COIHAIbHBIX
KpuTepueB (M3MEHEHHUE VYCIOBUM, NOpsAIKAa W CTOMMOCTH IPOM3BOACTBA
JEKapCTBEHHBIX MpEnaparoB, HCIONb30BAaHUE HOBBIX (OpPM, METOIOB U
croco00B  TOCYAapCTBEHHOTO PpETyJUpOBaHMS II€H Ha JIEKapCTBEHHEIE
mpernapatbl, B TOM 4YHCI€ Ha OCHOBE MEXaHHW3Ma peQepeHTHOTO
11eH000pa3oBaHus, U3MEHEHUH TOPAJKA OKa3aHWS METUITMHCKOW ITOMOIIHU, |
WHBIE  U3MEHEHWs) ycraHaBnmuBaioTcs  [IpaBuTensctBoM — Poccuiickoit
denepanuu.»;

4) B cTathe 62:

a) B yacTu 1 cloBa «mIpeaeNbHble OTIYCKHbBIE IIEHBD» 3aMEHHTH CJIOBaMH
«Hnm HEepEepErucTpUPOBAHHBIE nopeneabHbIe OTITyCKHBIE II€HBI
IPOU3BOIUTENCIY;

0) B wactu 2:

B IyHKTe 6 CIOBO «, MEPEpPETUCTpalluM» 3aMEHUTh  CJIOBaMHU

WY TIEPEPETUCTPAIIUNY;
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JOTIONHHUTH TYHKTOM 6' CJIEIYIOLIEr0 COep/KaHMs:

«6") maTa BCTYMIIEHMS B CHIIY MPUKA3a YIOTHOMOYEHHOTO (beIepatbHOro
opraHa HCHOJHUTENbHOM BIACTM O TOCYJapCTBEHHOW  pErucTpaliuu
WIM [epEeperucTpanuyd MNpeleabHOM  OTIMYCKHOM II€HBl  IPOU3BOIHUTENS
Ha JIEKapCTBEHHBIM IMpemapar, BKJIIYEHHBIM B TMEpeYeHb IKU3HCHHO
HEOOXOAMMBIX U BAXXHEHIIHX JIEKAPCTBEHHBIX TIPENapaToB;»;

B) 4acTh 3 TIOCJE CJIOBAa «PErHCTpalUs» MAOMNOJHUTH CIOBAMH «UJIH
HepeperuCTpaIus»;

5)B dWactu 2 crateM 63 cloBa «3aperMCTPUPOBAHHON MpeneabHOM
OTITYCKHOM  IIEHBI»  3aMEHUTh  CIIOBAMU  «3apETUCTPUPOBAHHOW  WJIU
NEPEePEruCTPUPOBAHHON TPENEIbHON OTITYCKHON IIEHB MPOU3BOAUTENS (HA AATY
peanu3aliy JIEKapCTBEHHOTO IIpernapara Mporu3BOJUTEIEM )».

Cratbs 2

1. 3aperucTpupoBaHHBle O [THS BCTYIUIGHHS B CHJIy HACTOSIIETO
®denepanpbHOr0 3aKOHa IIPeACNIbHBIE OTIYCKHBIE II€HBI NPOU3BOAMTENCH HA
JIeKapCTBEHHBIC MTPEraparhl, BKIIOUEHHBIE B TIepeueHb )KU3HEHHO HeOOXOIUMBIX
M BaXHEHIIMX JIEKQpCTBEHHBIX IPEenaparoB, MOJIEXKaT 00sS3aTeabHON
nepepeructpaniun B 2019 -2020 romax B TOpsAIKe, YCTaHOBJIEHHOM
IIpaBurenbctBoM Poccuiickoit @enepaliviu.

2. [lopsgok  BCTYIUIEHHS B CHJIy TPUKA30B  YIIOJHOMOUYEHHOTO

benepasbHOrO OpraHa  MCIOJHUTENBHOM BIAaCTH O  IepeperucTpanuu

34577
07.06.2019



9

IpeaeTbHBIX OTHYCKHBIX II€H MPOU3BOAMTENEH Ha JIEKaPCTBEHHBIE Ipemnaparsl,
BKIIOYCHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JICKapCTBEHHBIX MpPENapaToB, B COOTBETCTBUM C 4acThio 1 Hacrosmied craTbu
ycranaBnuBaetcs IIpaBurenscTsom Poceuiickor Penepannn.

3. Obsi3aTenpHasl MEPEPETUCTPALUsl  3aPETHCTPUPOBAHHBIX  JIO0  JHA
BCTyIUIeHUS B cmiy Hactosmero @enepanbHOro 3akoHA NpeneTbHBIX
OTHYCKHBIX II€H TPOM3BOAWTENIECH HA BOCIPOU3BEICHHBIE, OHMOAHAIOTOBHIE
(bnomono0HBIE) JIEKAPCTBEHHBIE Ipenaparbl, BKIIOYEHHBIE B TIEpPEUYCHb
KU3HEHHO HEOOXOAMMBIX W BAKHEHMMX JIEKAPCTBEHHBIX IIPENapaTos,
ocymectiasgercs B 2019 - 2020 romax 0e3 mpeAcTaBIeHHUS JepKaTelneM WX
BJAJCIBIIEM PETUCTPAllMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOrO Tperapara
(YHOTHOMOYEHHBIM MM JIHILIOM) 3asBJIEHHS B YIOJIHOMOYEHHBIN (perepanbHbIi
OpraH UCIOJHUTEIHHON BIACTH.

4.He pomyckaeTcss peaqu3allds MPOU3BOIUTENSIMH JIEKApCTBEHHBIX
IpenapaToB, BKIIOYEHHBIX B  IEPEYeHb  JKU3HEHHO  HEOOXOIUMBIX
1 BOXHEUINMX JIEKAPCTBEHHBIX IPENAPATOB, 3apErUCTPUPOBAHHBIE NPEEIbHbIC
OTITYCKHBIE IIEHBI Ha KOTOpbIE HE NIEPEPETUCTPUPOBAHBI
B COOTBETCTBMHM C 9YacThi0 1 HacTosAmEed CTaThbu, CO JIHS, YCTAaHOBJICHHOTO

IIpaBurenscTBOM Poccuniickoit denepanuu.
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Cratba 3
Hacrosmmit @®enepanbHbli 3aKOH BCTynaer B CHIYy CO JHA €ro

ounmaIbLHOTO OMyOIMKOBaHUS.

B.Ilytun

Mocksa, Kpemib
6 utons 2019 roga
Ne 134-@3
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