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MpuCyTCTBOBA/N: Mo cnucky (npunaraercs)

O paccMOTpeHMM W COornacoBaHWM MpoeKTa
Ykasza [lpesngeHta Pecnybnukn benapych
«O NUNOTHOM  MpPOeKTe MO  perncrpauunmu
npeaenbHbIX OTMYCKHbIX LIeH
NMPOV3BOANTENEN Ha NeKapCTBEHHbIe
cpeacTBa», MpoekTa nocTtaHoBneHns CoBeTa
MMWHUCTPOB Pecny6nmnku Benapyco
«O HEeKOTOpbIX BOnpocax perncrpauum
(nepeperucTpaunn) npeaenbHbIX OTMYCKHbIX
LeH nNpou3BOAWTENEN Ha  JIEKAPCTBEHHbIE
cpeactea», Npoekta 3akoHa Pecny6nvku
Benapycb «O BHeECeHWW [OOMOSHEHUA U
M3MEHEHWUI B 3akoH Pecnybnukn benapych
« O ecTecTBEHHbIX MOHOMONAX».

(Kontosny B.B., Opnosa [A.H., KasaueHok
AA., babayeHok W.B., Kaparmi B.H.,
LLla6nmHckas H.C.)

1 Ha 3acegaHun 06LLECTBEHHO-KOHCY/IbTATUBHOIO (3KCMEPTHOrO)
coseta npy MwuHUCTEPCTBE aHTUMOHOMO/ILHOTO PerynMpoBaHNsa N TOProB/y
Pecny6nukn benapycb (ganee - OKC) Oblnn pacCMOTPEHbl MPOEKT YKasa
Mpe3ngeHTa Pecny6nmkn benapycb «O NUIOTHOM MNPOEKTE MO perucrpauum
npefenbHbIX OTMYCKHbIX LieH MPOV3BOANTENEN Ha NIEKAPCTBEHHbIE CPeACTBa»
(nanee - npPoekT YKasza) W MpoekT noctaHoBneHuMA CoseTa MWHUCTPOB
Pecny6/mku Benapycb «O HeKoTopbIX BOMpocax perucTpaunm
(nepeperncTpaunn) npeaenbHbIX OTMAYCKHbIX LUEH NpPou3BOAMTENEN Ha



NeKapCTBeHHble  cpefctBa»  (danee  —  MPOEKT  MOCTaHOB/EHUS).
Mo fgaHHbIM NpoeKTaMm Oblsia NPeAcTaB/eHa creaytowas nHgopmMaums:

1.1. Opnosow A.H. o Tom, yTo:

MPOEKT YKasza pa3pabotaH B UeidX MNPaKTUYeCKoW peasmsauum
MCMOMIHEHUS MOANYHKTa 2.1 MyHKTa 2 pacnopsykeHus [Npembep-MUHUCTPA
Pecny6nukn benapyck ot 08.02.2018 Ne 35p, a Takke nopyyeHus CoseTa
MwuHucTpos Pecniy6nmkn benapycb o1 11.01.2018 Ne 32/810-95/444p-acn.

BbllweyKa3aHHbIM MOPYyYeHNAM NpeALlecTBOBasl NpoBefeHHbIn B 2017
rogy MAPT coBmecTHO ¢ MwuH34paBOM aHa/M3 LEH Ha JIEKapPCTBEHHbIE
CpeAcTea U nopsagka UxX (POpMMPOBaHWA Ha BHYTPEHHEM pPbIHKE, a Takxke
CpaBHUTE/NbHbLIA aHaM3 C  LeHaMW, C/IOKMBLUMMWUCA B COMpefesibHbIX
rocyaapcTBax.

B cBOWO oOdyepedb MNPOEKT TMOCTAHOB/IEHMS MpU3BaH 06ecneynTb
HOPMaTUBHYIO pernaMeHTaLuio nopagka OCYLLEeCTBNeHUs  perncrpauuu
(nepeperncTpaumnn) npegenbHbIX OTMYCKHbIX LEH NPOU3BOAUTENEA  Ha
NeKapCTBEHHbIE CPeACTBA, a Takke WHbIX HEe0OXOAUMbIX AN peasn3aunm
MUIOTHOIO NPOEKTa BOMNPOCOB.

[MpoeKTOM NOCTaHOBNEHNS NMpeAnonaraeTca yTBepXKaeHue:

MOMOXEHMA O NOpsAKe perucTpauum (nepeperncrpayun) npegenbHbIX
OTNYCKHbIX LEeH MPOM3BOAUTENEN HA TEKAPCTBEHHbIE CPEACTBa;

MOMOXEHNS O NOPAAKE BELEHNS roCyapCTBEHHOro peecTpa npefenbHbIX
OTNYCKHbIX LieH MPOM3BOAUTENEN HA NEKAPCTBEHHbIE CPEACTBa;

MeToamkn pacyeta npefesibHbIX OTMYCKHbIX LeH MPou3BoAuTeNed Ha
NeKapCTBeHHble CpeAcTBa MNPU WX TOCYAapCTBEHHOM  perucTpauum  u
nepeperncTpaymm.

[Mpefnaraembli NakeT HOPMATUBHbIX MPaBOBbIX aKTOB MpedycMaTpuBaeT
peannsaLmio NMUIOTHOIO NPOeKTa MO PerucTpauun npefenbHbIX OTMYCKHbIX
LeH NPOW3BOAWTENE  Ha JIEKAPCTBA,  MPUMEHsieMble A9 JleYeHus
OHKOMOTMYECKMX U CepAeYHO-COCYAMCTbIX  3ab0neBaHu;  MeXaHU3m
perucTpauun LeH, MnpegnaraeMblii MUIOTHBIM MPOEKTOM, Hanpas/ieH Ha
NCK/KOYEHEe BO3MOXHOCTU peain3auun nekapcTs OnpeaenieHHbIX rpynmn mno
He060CHOBAHHO BbICOKUM LieHaM;

B HacTosiuiee Bpems peructpauus 3asBAeHHbIX LeH MPOM3BOAUTENEN
OCYLLECTBNAETCA OHOBPEMEHHO C pPerncTpaumelt IekapCTBEHHOro CPeacTBa
(haKTMYECKM ABNSETCA (HOPMasIbHOIA.

Tak, B pafe cnyyaeB 3KOHOMWYECKOe 0060CHOBaHWE MpefesibHOW LieHb
HOCUT 00LMIA XapaKTep, 3asB/IEHHan LieHa NPeBbILLAET LieHbl B COMpeaebHbIX
cTpaHax. pn 3TOM MexaHu3M MPOBEPKM NPeACTaB/IEHHbIX CBEAEHWIA O LieHax
N BO3MOXXHOCTb OTKasa B permcrpaumy Heob0CHOBAHHO BbICOKOW 3asB/IEHHOM

NPefenbHOM  LeHbl NGO  CHYDKEHUS TakoM  LeHbl HOPMAaTUBHO — He
YPerynmpoBaHbi.



1.2. PeyTtckoi J1.A. 0 TOM, YTO:

OXKMJAeTCA YCNELIHOCTb Nnpea/siaraemoro noaxoza,;

BeJOMCTBOM MOCTOAHHO BeAyTCHA MeperoBopbl C (hapmaLeBTUUYeCKUMU
KOMMaHUAMW MO CHVXKEHWUIO LIEH Ha IEKApCTBEHHbIE CPeACTBa.

1.3. LleBuyka B.E. 0 TOM, UTO:

BBeAeHVE MeXaHu3mMa permcrTpauum LeH Ha JfieKkapcTBa Ha OCHOBe
NPUHUMNA pedepeHTHOro LIeHO06pa3oBaHNA MpuBedeT K (POPMMPOBAHMIO
PbIHKA MO MeXAYHapOoAHbIM CTaHZapTaM, a TakKXe K CHWKEHWIO LeH Kak
y 6enopyccKunx, Tak Uy MHOCTPaHHbIX NMPOU3BOAUTENEN.

1.4. Makeeson H.A. 0 TOM, YTO:

MHOrve 3apybeXxHble MPOW3BOAUTENN  MOMOXWUTENIbHO  OTHOCATCH
K npegnaraeMbIM rnoAxo4am Mo perncrpauun UeH;

60/IbLLUMHCTBO MPeLI10KEHWIA Accoupaunm MeXXyHapOAHbIX
(hapMaLeBTUYECKMNX NMPOU3BOAMTENEN ObINO YUYTEHO MpY pa3paboTKe AaHHbIX
AOKYMEHTOB.

1.5. JlagyTbKo H.A. BbiCKa3a/ OrnaceHne OTHOCUTE/IbHO BO3MOXKHbIX
nepeboeB C MocTaBKamy /1eKapCTB BCNEACTBME MPUHATUA HOBOW METOAMKMU
LIeHO06pa30BaHuS.

16. MWHWACTP aHTUMOHOMONBLHOIO PeryvpoBaHUs W  TOProBu
Bragumnp KontoBuY OTMETWA, UTO LieHbl Ha fIeKapCTBa ABNAKOTCA OAHUM U3
BOJIHYHOLLMX BOMPOCOB Y HACeNeHNs U BHOCAT 3HaYMTe/bHbIA BKIaL B UHAEKC
noTpebuTensCkux LeH. MNpu pa3paboTke MPOEKTOB HOPMATMBHBLIX MPaBOBbLIX
aKToB M peanmsauuMm MNWIOTHOMO NPOeKTa CTaBUTCA [BOWHasA 3ajauva:
COXPaHUTb Ha/MuMe Ha PblHKE f1eKapPCTBEHHbIX CPeACcTB MO AOCTYMHbIM
LieHawm.

17. C yuyeToM cocTOsBLUErocs  06CyXaeHUsa  4neHbl OKC
rOJ/IOCOBA/IM:

”3A" - 15 ronocos (Kontosuny B.B., BexxHosel, .B., CyBsoposa E.A.,
AHaHbeB [.B., babaueHok W.B., MaHakosa E.B., KapsarnH B.H., MaHkeBuy
E.H., Maprenos B.E., CamknH W.B., Cywa A.B., Tapacesu4 XX.K., TpnoHoB
H.1O., LLlabnnHckaa H.C., Lesyosa T.H.);

"MPOTUB* - 0;

"BO3LEP>XA/TNCbH* - Q.

Takum 06pa3om, uneHbl OKC eamHOrnacHo MporosocoBann  3a
HeoOXOANUMOCTb  MPUHATMS  pPacCMaTpVBaEMbIX MPOEKTOB  HOPMAaTMBHbIX
MPaBOBbIX aKTOB MO BBEAEHMIO MeXaHW3Ma perncTpauumn npeaenbHbIX
OTMNYCKHbIX LeH NMPOM3BOANTENEN Ha NIEKAPCTBEHHbIE CpeaCTBa.

B cooTBeTCTBUM C 4YaCTblO BTOPO MyHKTa 23 [ONOXEHUS peLueHune
CUMTaeTCs MPUHATLIM, €C/IM 3a HEr0 NPOro/I0COBa/I0 He MeHee ABYX TPeTein oT
0OLLIEN YNC/IEHHOCTN COCTaBa COBeTa.

2. [pn paccmoTpeHmMn npoekta 3akoHa Pecny6nvkn Benapycob
«O BHeCceHUWM [OMOMHEHMA W M3MeHeHWA B 3akoH Pecny6nvku Benapycb



«O eCcTecTBeHHbIX MOHOMOMMAX» (fanee - 3aKOHOMPOEKT), MOAroTOB/IEHHOM
Ha OCHOBaHWM MyHKTa 24 nnaHa NoAroToBKM 3aKOHOMPOEKTOB Ha 2018 rof,
yTBEpXKAeHHOro Ykasom [pesngeHTa Pecny6nvmkn Benapycb ot 10.01.2018
Ne 9, MPUHATb K CBefieHNIo NH(opMaLMIO
Ka3zaueHok A.A. 0 TOM,4TO:

NoAroToBKa 3aKOHOMNPOEKTa obycnoBneHa Heo6X0AMMOCTbIO
COBepLLEeHCTBOBaHMA HOpM 3akoHa Pecriybnmkmn benapycb «O eCTeCTBEHHbIX
MOHOMONUAX» (fanee - 3aKOH) C YYeTOM MpPakKTUKM MPUMEHEHNA 3akoHa U
NMPMBEAEHUS ero MOSIOKEHNIA B COOTBETCTBME C MHbIMM 3aKOHOAATE/IbHbIMY
akTamun Pecny6nvku benapyce.

cxogsa v3 npaBOMPUMEHUTESIbHOW MPaKTUKM YTOUYHEHbl HEKOTOpbIe
TEPMUHBbI 1 OMpefeneHns MOHATMIMHOIO annapara, a Takke BBefeHbl HOBbIE.
B npoekte 3akoHa YTOYHAKOTCA W nMpaBa CYObLEKTOB €CTECTBEHHbIX
MOHOMO/MIA B 4YacTu 00palleHnss B opraH pPerynMpoBaHus [LesaTe/lbHOCTY
CyOBLEKTOB €CTECTBEHHbIX MOHOMOMNIA Kak O BK/IKOYEHMW, TaK M UCKIHOUYEHUN
X ["OCyapCTBEHHOrO peectpa eCTEeCTBEHHbIX MOHOMO/NIA.
Cdepa aencTBmsA 3akOHa CKOPPEKTMpOBaHa B LENAX PacnpoCTpaHeHUs Ha
[eATeNIbHOCTb CYObEKTOB €CTECTBEHHbIX MOHOMO/IMIA 3aKOHOAATeNbCTBa O
MPOTUBOLENCTBUM MOHOIMO/INCTUYECKOM [eAaTeNlbHOCTU U PasBUTUK
KOHKYpPeHLMW.

MpegycmoTpeHa Takke  0083aHHOCTb  CyObeKTa  eCTECTBEHHOW
MOHOMNOMMW MPefoCTaB/ATL NOTPeOUTENAM LOCTYN K yCayram, OTHOCALLMMCA
K cepe eCTECTBEHHbIX MOHOMOMMIA, Ha PaBHbIX (HeAMCKPUMUHALMOHHLIX)
YC/IOBUAX COrlacHO TPeboBaHWAM aHTMMOHOMO/IbHONO 3aKOHOAATe/lbCTBa
Pecnybnvkn benapyce.

21. C ydyetom cocTosBLUEroca  06cyXaeHus  uneHbl  OKC
rO/IOCOBAJIN:

”3A* - 15 ronocos (Kontosuy B.B., BexxHosel, W.B., Cysoposa E.A.,
AHaHbeB [.B., babayeHok W.B., MaHakosa E.B., KapsarnH B.H., MaHkeBuY
E.H., Maprenos B.E., CamknH W.B., Cywa A.B., Tapacesuy XX.K., TpnoHos
H.1O., LWabnnHckaa H.C., Lesyosa T.H.);

"MPOTUB" - 0;

"BO3OEPXAJINCH* - 0.

Takum o06pa3om, uneHbl OKC eauMHOrnacHo Mporonocosasv  3a
HeobX0ANMMOCTb MPUHATUA NpPoeKTa 3akoHa «O eCTeCTBEHHbIX MOHOMOJIMAX.

B cooTBeTCTBUM C 4YacTblO BTOPO MyHKTa 23 [ONOXKEHUS peLLeHune
CUMTAETCA MPUHATBLIM, EC/IN 3a HEro MPOro/10CcoBasio He MeHee [BYX TPeTein oT
o6LLeNn YMCNEHHOCTH cocTasa COBETa;

[Npencepatens B.B.Kontosuny

CeKpeTapb E.A.CyBopoBa



