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3AKOH PECIIYBJIMKHU BEJIAPYCbH

20 urong 2006 r. Ne 161-3

00 oOpalieHHuH JIeKapCTBEHHBIX CPEICTB

ITpuHsm ITanamot npedcmasumeseti 23 uwHsa 2006 200a
O0obpeH Cosemom Pecnybauku 30 utoHs 2006 200a

HN3MeHeHUs U OOMOTHEHUS:

3akoH Pecnybonuku Benapych ot 5 aBrycta 2008 r. Ne 428-3 (HauuoHanbHBIN
peecTp npaBoOBHX akKTOB PecnyOnuku Bemapycw, 2008 r., Ne 196, 2/1525)

<H10800428>;

3akoH Pecny6nukyu benapyck ot 15 uiong 2009 r. Ne 27-3 (HaumoHanbHBIN
peecTp mpaBoBHIX akKTOB PecnyOnuku Bemapycs, 2009 r., Ne 148, 2/1579)

<H10900027>;

3akoH Pecny6nuku Bbenapychk orT 22 pekabpsa 2011 r. Ne 326-3
(HaumoHanbHBEIM peecTp MpaBoBbIX akToB Pecnyonuku Bemapych, 2012 ., Ne 1,

2/1878) <H11100326>;

3akoH Pecnyb6nuky benapyck oT 17 Hosi0psg 2014 1. Ne 203-3 (HarmoHanbHBIN
npaBoBo¥ HHTepHeT-mopTan Pecnybnuku Bemnapycsh, 20.11.2014, 2/2201)

<H11400203>;

3akoH Pecny6nuku Bemapyck ot 29 uiong 2016 r. Ne 386-3 (HaruoHabHBIN
npaBoBoii HHTepHeT-mopTan Pecnybnuku Benapycs, 02.07.2016, 2/2384)

<H11600386>;

3akoH Pecny6nuku benapych oT 13 mMasg 2020 r. Ne 13-3 (HanuoHanbHBN
npaBoBol MHTepHeT-opTan Pecnyonuku bemapycs, 19.05.2020, 2/2732) - HOBas

pemakius <H12000013>

Hacrosmuii 3aK0H HampaBjieH Ha COBEPIIEHCTBOBaHME IIPABOBLIX U OPraHU3allMOHHEBIX
OCHOB TOCY[apCTBEHHOT'0 PEryJupoBaHUusA B chepe oOpalieHUS TeKapCTBEHHBIX CPEJNCTB
B 1ensax obecmeyeHus HaceneHus PecnyOnuku bBenapych 6e3omacHbIMU, 3()pGEKTUBHEIMU
1 Ka4eCTBEHHBLIMU JIEKapCTBEHHEIMU CPEICTBaMU.
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OBIIUE ITOJIO2KEHUA

Crarbsi 1. OCHOBHBIE TEPMHHBI, HCIIO/Ib3yeMbI€ B HaCTOSIEM
3aKoHe, M X ompeaeIeHus

I7s menei HacTosIIero 3aKOHa MCIOJb3YIOTCS CIeOYIOIIAe OCHOBHEIE TEPMUHE M UX
OIIpefieNIeH s :

QHTUCENTUYECKUU JIeKapCTBEHHHIU IpemnapaT - JIeKapCTBEHHHIYM Iipelnapart,
obmamamIUui MPOTHBOMUKPOOHBIM, TPOTUBOBHPYCHHIM, TIPOTHMBOIApas3uUTapHBIM,
IPOTUBOTPUOKOBEIM [EUCTBUEM U UCIOJb3yEMBIM NPEUMYLIECTBEHHO IJIi BHELIHETO
IPUMEHEHUS B IeNsIX MeOUIUHCKOUW NpPOPUIAKTUKH U JedeHUSI HHPEeKIUOHHBIX
3a00JeBaHuY;

alnTeka - KOMIIJIEKC CIlenualu3WpPOBaHHBIX NMOMeIIeHUHN (CIenuanu3upoBaHHOTO
noMenieHus) ¥ 000Opy[HOBaHUS, NpefHa3HAaYeHHBIX [JIS alTEYHOTO H3TOTOBIIEHHUS,
peanu3aliuiy, OTIIyCKa JIeKapCTBEHHBIX CPEMICTB, MEAUIIMHCKUX U3[ENIUN U OPYTUX TOBapOB
anTeyHOr0 aCCOPTHUMEHTa M IpUHaAjeXalluil Ha IpaBe COOCTBEHHOCTH UJIM Ha UHOM
3aKOHHOM OCHOBaHUM IOpupudeckomy nuily PecmyOnuku Benmapych, MHOAUBHUAYATbHOMY
NpefNpuHUMAaTENI0, 3aperucTpupoBaHHOMYy B Pecny6nuke Benapych, WHOCTpaHHOMY
IOPUAMYECKOMY JHILY, MHOCTPAaHHOW OpraHM3allu¥, CO3MaHHEIM B COOTBETCTBUU
C 3aKOHOJATEIhCTBOM MHOCTPAHHAIX TOCYIapCTB, IIPU HAJIMUYUK OTKPHITOTO B YCTAHOBJIEHHOM
mopsfKe INpecTaBUTeNbCTBa Ha Teppuropuu Pecnydbnuku Bbenapych (manee, ecnu
He YCTaHOBJIEHO MHOe, - IOPUAUYECKHUe JIUIla U MHANBUAYaJbHbIE NMPEANPUHUMATENN),
MMeIOIIUM CIlellalibHOe pa3pelleHue (JTUIEeH3UI0) Ha OCYIIeCTBIeHre hapMaleBTUYeCcKOn
NesSTeNbHOCTH;

0e30macCHOCTh JI€KAapPCTBEHHOrO IpemapaTa - XapaKTePUCTHKA JIeKapCTBEHHOTO
npemnapara, OCHOBaHHas Ha [JOCTAaTOYHOM MOKa3aTelbHOW 0Oas3e, MOATBEPXKOAIONIEH
OTCYTCTBHE HENOIyCTUMOTO PHMCKA, CBI3aHHOTO C BO3MOXXHOCTHIO IPUYHUHEHMS Bpemda
u (unu) HaHeceHus ymepba 3MO0POBbI0 YelOBeKa, NMpH cobnmiomeHuun TpeOoBaHUM
10 MEOWIIMHCKOMY NMPHUMEHEHUIO, TPAaHCIOPTUPOBKE, XPaHEHMUIO;

BCIIOMOTAaTeJIbHOE BEIIEeCTBO - BEL[eCTBO, 3a UCKIIYeHHeM (apMalleBTUYeCKHUX
cybcTtaHuuy (aKTUBHHIX (hapMalleBTUUECKUX CyOcTaHIUi) (manee - dhapMalleBTUYECKHE
cyOCcTaHIIUK), BXOAsIlee B COCTaB JIeKapCTBEHHOTO Ipelapara A NpUOaHUSI eMy
HeOOXOOUMEIX CBOMCTB;

rocyJapCTBEHHAs PETrUCTpalus JIeKapCTBEHHOI'0 CpefCTBa - MpolieAypa NMpPU3HaHUS
COOTBETCTBUS JIEKAPCTBEHHOTO CpPENCTBa NpPenbsABISEeMHIM K HeMy TpeOOBaHUSIM
1o 6e3omacHOCTH, 3GGEeKTUBHOCTY U KadyeCTBY, OCyIIeCTBIsieMas B IeNsIX ero JOIycKa
K peanu3aluy ¥ MEOUIIMHCKOMY IIPUMEHEHUI0 Ha TeppuTopuu Pecy6nuku Bemapych;

[ocymapCTBeHHBI peecTp JIeKapCTBEHHHIX cpefacTB PecnybOnuku Bemapych -
rOCyJapCTBeHHBIM MHGDOPMALMOHHBIN PECypC, COmepXKalluil CBeJeHHUS O JTeKapCTBEHHBIX
Cpe[ICTBaX, 3aperuCTPHUPOBAHHEIX B Pecniybuke benapyces;

mepXkaTelb PEerdCcTPaluMOHHOTO YIOCTOBEPEHUS - IOpUOWYeckoe nUIO PecnyOnuku



Benapych, MHOAMBUOyaNbHBIN MpEeANpPUHUMATENL, 3apeTUCTPUPOBaHHBEINU B PecnyOnuke
Benapych, HHOCTpaAHHOE HOPUOUYECKOE JIUI[0, NHOCTPaAHHASl OpraHu3alus, CO3LaHHBIE
B COOTBETCTBUM C 3aKOHOOATEIbCTBOM HHOCTPAHHHIX T'OCYHapCTB, KOTOPHIM BHIJAHO
pPerucTpalroHHOEe YOOCTOBEPEHUE U KOTOpPhle HECYT OTBETCTBEHHOCTH 3a 0€30IaCHOCTS,
3(ppeKTUBHOCTE U KaYeCTBO JIEKAPCTBEHHOTO CPEACTBa;

OOKIUHUYECKOe (HEKIMHHYECKOoe) HCCIIefOBaHWE JEeKapCTBEHHOTO CpPefcTBa -
XUMHYeCcKoe, pu3ndeckoe, OMOIOTHUYeCcKoe, MUKpoOuogorudeckoe, GapMakKoIoriieckoe,
TOKCUKOJIOTHYecKoe NuOO Apyroe 3KCIepHMEHTajbHOE HCCJIeloBaHWE HIU CepHus
HCCIe0OBaHUM II0 M3Y4YEHUIO JIEKapCTBEHHOTO CPEACTBa NMyTEM NMPUMEHEHHUS HayYHBIX
METOLOB OLIEHOK B I[e/IIX U3YYEHUS ero CreuPuiecKoro geucTBus 1 (UIu) J0Ka3aTelbCTB
0e30IIaCHOCTH IS 3MOPOBhS YEJI0BEKa;

MHCIeKTUpoBaHue (papmaleBTHYeCKass MHCIEKIHUS) - OeHKa 3Tamna (mporecca)
oOpaleHus TeKapCTBEHHBIX CPELCTB B LIeNIsIX YCTAHOBJIEHUS €70 COOTBETCTBUS TpeOOBaHUIM
HajIexalmx ¢papMaleBTUUeCKIX IPakTUK B chepe oOpalleHus 1eKapCTBEHHBIX CPENICTB;

MHCTPYKLIUS 10 MEOUIIMHCKOMY IPUMEHEHHUI0 (JIUCTOK-BKIAAHIII) - MOKYMEHT,
IoMelllaeMbI B YIaKOBKY C JIEKAPCTBEHHHIM IIpenapaToM, COfAepzXKalluil HHPOpMaILHio
IJIST IOTPeOuTeIs;

UCCIeqyeMbIN TeKapCTBEHHBIM IpernapaT - TeKapCTBEHHBIN MpelapaT, KOTOPHHM Ipu
IIPOBEEHNU KJIMHUYECKOTO MCCIeN0BaHUs (MCIBITAHUS) IOABEPTraeTCsl UCILITAHUIO UJIU
IpUMEHSIeTCS OJI9 CpaBHeHUs, BKII0OYas Iaue0o, B TOM YUCJIe 3aperuCTPUPOBAHHBIN
TeKapCTBeHHHIM IpenapaT B cjiydae, eClId CIoco0 ero NMpuUMeHeHHUS OTIUYaeTCs
OT YTBEPXKJAEHHOTO, a TaKXe eCJIH OH HCIONb3yeTCS IO HOBOMY IOKa3aHUIO
OIS MeOUIMHCKOTO NPUMEHEeHUS MU IOJy4YeHUs OONONHUTENbHOU HHOpMalUu
110 YTBEPXKOEHHOMY IIOKa3aHUIO;

Ka4yeCTBO JIEKAPCTBEHHOTO CPEICTBA - COBOKYIHOCTh CBOWCTB M XapaKTEPHUCTHUK
dbapMalleBTUYECKOW CyOCTaHIWMHU, JIEKAPCTBEHHOTO IIpemapaTa, obecrmedyuBalioImias WX
COOTBETCTBUE II€JIEBOMY HA3HAYEHUIO [JIT METUIIMHCKOTO MPUMEHEHUSs;

KIMHUYECKOe HCCiefoBaHMue (MCIbITaHME) JTeKapCTBEHHOTO IIpelrapara - U3ydeHue
OUATHOCTUYECKUX, JedeOHHIX, NpodurakTuyeckux, (HapMaKOJIOTUYECKUX CBOUCTB
JIeKapCTBEHHOTrO IIpernapara B IpollecCce ero MeOUIIMHCKOTO NMpUMeHeHUs CyObheKToM
UCCIIeOBaHUS, B TOM YMCJIe NPOIECCOB BCACHIBAHUS, pachpenesieHusi, Mmetabonu3ma
Y BBIBEIEHUS, NyTeM INPUMEHEeHHS HAay4YHBIX METOMOB OIEHOK B IIeNSIX MONy4YeHHUs
moKa3aTesbCTB 0e30MacHOCTH U 3(PGHEeKTUBHOCTH JT€KapCTBEHHOTO IpellapaTa, HaHHBIX
0 HeXeJaTeJIbHBIX PeakKIUgX OpraHM3Ma 4YejloBeKa Ha MEOUIIMHCKOe NMpPUMeHeHUe
JIeKapCTBEHHOTO IpemnapaTa u 00 apdekTe ero B3aMMOAEWCTBUS C OPYTHUMU
eKapCTBEeHHBIMU IpelapaTaMyu U (MJIM) MUIEBHIMU NMPOAYKTaMHu;

JeKapCTBeHHasl ¢popMa - COCTOSIHME JIeKapCTBEHHOT0 IIpelnapaTa, COOTBETCTBYIOIIee
croco6aM ero BBeJeHHS U MEOUIIMHCKOTO IpUMeHeHusT U obecledynBaoIiee JOCTHXKEHHUE
Heo0xoguMoro 3¢pheKTa;

JIeKapCTBEHHOE CPEACTBO - CPEACTBO, MPefCTaBisiolnee co00i MM comepxKallee



BeIlecTBO Mu60 KOMOWHALIMIO BEIIECTB, BCTyIaloOIlee B KOHTAKT C OPraHM3MOM YeJI0OBEKa,
IpefHa3HaYeHHOe IJIs IeYeHUs, MeIUIIMHCKOM MpoduTakKTUKY 3aboneBaHul 4eoBeka ITu00
BOCCTAHOBJIEHUS, KOPPEKINYU UM U3MeHeHUsT QU3n0JI0ruuyeckux GyHKIUM ero opranu3Ma
nocpencTBoM (apMaKOIOTHYECKOTO0, MMMYHOJIOTHYECKOTo Nu00 MeTabonuuecKoro
BO3MENCTBUS WM [JIS OMArHOCTUKM 3a00jIeBaHUM M COCTOSTHUM 4YeJI0OBEKa;

JeKapCTBEHHBIH IIpenaparT - IeKapCTBEHHOE CPEMICTBO B BUIE JIEKAapPCTBEHHOM (HOPMEI;

HexXKeJaTelbHas peaklus - HellpefHaMepeHHas HeOnaronpusaTHas peakius opraHu3Ma
YyeJ0BeKa, CBI3aHHAs C MPUMEHEHHEeM JIeKapCTBEHHOTO IIperapaTa UM UCCIeZyeMOTo
JeKapCTBEHHOTO IIperapaTa ¥ Ipefnojiaraiollas Haluuue BO3MOXKHOU B3auMMOCBSI3U
C IpUMeHeHNEeM TaKuX JIeKapCTBEHHHIX ITPENapaTos;

HellpeBUJeHHAs HeXeJlaTellbHas pPeakIlus - HexKelaTelbHas peakllus, XapakKTep,
CTEemeHb TSIXKECTH WX HUCXOH KOTOPOM He COOTBETCTBYIOT MHGOPMAIUM, COmepkKallencs
B 00Illeil XapaKTepPUCTHKE JIEKapCTBEHHOTO IpemapaTa aub0 OpoIIope HUcciaenoBaTems
[IJIST UCCIIeTyeMOTO0 JIeKapCTBEHHOT 0 IIpemnapara;

HOPMATHUBHBLIM MOKYMEHT II0 Ka4eCTBY - MOKYMEHT MPOU3BOMUTEIS JIEKaPCTBEHHOTO
Cpe[CTBa, yCTaHaBIXBAIOUIMY TpeOOBaHUS K KOHTPOJIIO Ka4eCcTBa JIEKapCTBEHHOTO CPENICTBa,
comepxXkaluil IMoKa3aTelud KayeCTBa M ONKMCAHME METONOB M aHATUTUUYECKUX METONUK,
MCIIONTh3YEMBIX IIPU KOHTPOJIE KaueCTBa JIeKapCTBEHHOTO CPECTBA;

obpallleHre TeKapCTBEHHBIX CPEICTB - pa3paboTKa, MOKIMHUYECKHe (HEKIIMHUYECKUe)
MCCJIeOBaHUs, KITMHUYECKHe UCCIIeqoBaHus (UCIBITAHUS), 9KCIEePTU3a, HHCIEKTUPOBaHNUE
(bapMmaleBTHYECKas MHCIEKINs), pPerucrpanusi, ¢apMakKoHaaA30pP, KOHTPOJIbL KayecTBa,
IIPOMEIIIJIEHHOE IIPOU3BOACTBO, allTeYHOE M3TOTOBJIEHHE, XpaHeHHe, TPAHCIOPTHUPOBKaA,
BBO3, BEIBO3, Peajn3aliusi, OTIIyCK, MEOUIIMHCKOe IIPpUMeHeH e, BO3BPAT IIPOU3BOIUTENIO UK
IIOCTABIIUKY, YHUYTOXKEHUE IeKapCTBEHHBIX CPENCTB;

ob6miass xapakTepuCTHKa J1€eKapCTBEHHOrO IpelapaTra - JAOKYMEHT, comepXkKalluiu
nHGoOpMaLHUIO OIS MEOUIIMHCKUX XU ¢dapMalleBTHUYECKHUX PabOOTHUKOB 0 0e30macHOM
1 3(pGbeKTUBHOM MeOUIMHCKOM IIPUMEHEHUM JIEKapCTBEHHOTO MpellapaTa, pPa3MelleHHB!
B ['ocymapCcTBeHHOM peecTpe JIeKapCTBEHHHIX cpencTB PecnyOnuku bemapych u (unm)
€eOUHOM peecTpe 3aperduCTPUPOBAHHBIX JIeKAPCTBEHHHBIX CpencTB EBpasuiicKoro
9KOHOMHYECKOT0 COI03a;

OIITOBas peanu3anus JIeKapCTBEHHBIX CPedCcTB (OUCTPuObIOIUS) (Iajiee - OMTOBas
peanu3alus TeKapCTBEHHBIX CPEICTB) - MesATEeJbHOCTb, CBI3aHHAs C MPUOOpPeTeHueM,
XpaHeHHeM, BBO30M, BEIBO30M, peanu3aluel (3a UCKIIOYEHHEM peanu3allid HaCeleHUIo)
0e3 orpaHuueHusT 00beMOB, TPAHCIIOPTUPOBKOM, YHUUTOXKEHNEM JIEKAPCTBEHHBIX CPEMCTB;

opdanHble (pegkue) 3a00IeBaHUS - TPYIIIIA TIXKEIBIX XPOHUYECKHUX MTPOrPEeCCUPYIOITIX
3aboeBaHUl, MMEIOMMUX, KaK IPaBUJI0O, TEHETHYECKYI0 NPUPOAY U YypPOBEHb
pacnpoCcTpaHeHHOCTH B Momynsainuu He Oonee omHoro ciaydas Ha 10 000 uyemnoBex,
IIPUBOMSIINX K COKPAIIEHWI0 0XKHUTaeMOM IIPOOOIKUTENBHOCTH XKU3HU, UHBATUIHOCTH;

opdbaHHBEUN (pemKuil) NeKapCTBEHHHIN IpenapaT - JIeKapCTBEHHHBIM IIpemapar,



IpeaHa3HAYeHHBIN MJIT OMATHOCTUKM, STHOMATOTEHETHYEeCKOTO WM MaTOreHeTHYeCKOTO
nmedYeHus: (JIeYeHUs, HAIPABIEHHOTO HAa MEeXaHW3M pa3BUTHUS 3a0o0neBaHus) oppaHHBIX
(pemkux) 3aboneBaHui;

TlepedyeHb OCHOBHBIX JIEKAPCTBEHHBIX CPEMCTB - YCTaHABIMBAeMblli MUHUCTEPCTBOM
3[paBOOXPaHEHMs CIIMCOK JI€KApCTBEHHBIX CPENCTB, YIOBIETBOPSIOUINX XKU3HEHHO BaKHbBIE
noTpe6bHOCTH HaceneHus Pecny6nuku Bemapychk B o0ecnedeHWH JI€KApPCTBEHHBIMU
CpefcTBaMH, a TakKXke MCIOJb3yeMBId OJis NFOTHOTO, B TOM 4YwHcCJie 6GeCIIaTHOTO,
obecrieueHus J1eKapCTBEHHBIMU CPEJCTBAMU OTHEIbHEIX KaTeropuy rpaxkaaH IPU OKa3aHUU
MEOUIIMHCKOM ITOMOIIY B aMOyTaTOPHBIX YCIOBUSX;

IIPOMBIIIIJIEHHOE IIPOM3BOOCTBO JIEKAPCTBEHHBIX CPEOCTB - HOEATEJIILHOCTH
IIPOU3BOOUTEIIA JIEKAPCTBEHHEIX CPENCTB, BKIIIOYaAlOIIas HpI/IO6peTeHI/Ie HCXOOHOT'O CBIPBA,
MaTepuaJIoB M IIPOAYKIIKWY, BEIIIOJTHEHHE OOHOM HJIM HECKOJIbKUX CTagul TEXHOJIOTHUYECKOI 0
Inmponecca, B TOM 4HHCIIe ITPOoIMeCCa YyIIaKOBKH, KOHTPOJIb Ka4Y€CTBa, BbEIAAYy Pa3pPEIIEeHUug
Ha BHIIIYCK, XpaHEHNE, Pealln3allhIO JIEKAPCTBEHHBIX CPENCTB;

perucTpanydoHHOe NOChe - KOMIJIEKT JOKYMEHTOB, IPENCTaBISIEMBIN 3asiBUTEJIEM
OJIs TOCYHapCTBEHHOUW perucTpanuy (IOOTBEpKOEHUS TOCyHapCTBEHHOW PErucTpaliiu)
JIeKapCTBEHHOTO CPe[iCTBa Ha Teppurtopuu Pecnybnuku Bemapych, comepKamux cBegeHus
o 6e3omacHoCTH, 3G(PEKTUBHOCTH U KayeCcTBe JeKAapCTBEHHOTO CPeACTBa, U HHHE
INOKYMEHTHI, ornpenesnseMble CoBeToM MunucTpoB Pecnyonuku Benapycs;

pPEerucTpalnoHHOEe YOOCTOBEPEHHE - OOKYMEHT, BhaBaeMbli MHUHUCTEPCTBOM
3[IpaBOOXpaHEeHUs II0 pe3ylibTaTaM OCYIIEeCTBIE€HUS TOCYyHapCTBEHHON perucTpaluuu
(mogTBepXKAEHMS TOCYOapCTBEHHOM PErHCTpallii) JTeKapCTBEHHOI'O CPEACTBa;

pel"I/ICTpaI_II/IOHHBII;I HOMEDP - KOOOBOE o6o3Haqu1/Ie, IIpuCBanBaeMoOe€ JIEKaPCTBEHHOMY
CPEeICTBY IIO Pe3YyJIbTaTaM OCYIIECTBIIEHUA €TI0 l"OCYI[apCTBeHHOfI perucTpanuniy,

PecnyOnuKaHCKUN (GOPMYIISIP JT€KAPCTBEHHBIX CPEICTB - CIHCOK JIEKAPCTBEHHHIX
CPencTB C MOKa3aHHOU 3(P(PeKTHBHOCTHIO, HONyCTHMOH 06e30macHOCThI0, Hauboiee
9KOHOMHWYECKHM BBITOOHBIX MPU KCIIOIb30BAHUU OIOAXKETHHIX CPENCTB, BHIAEISEMBIX
Ha 3[paBOOXpPaHEHMUE;

PHUCKH, CBSI3aHHBIE C MPHMEHEHHEeM JIeKapCTBEHHOTO IMpelapara, - J00ke PUCKH,
CBsi3aHHBIE C 6€30ITaCHOCTHIO, 3(PHEKTUBHOCTHIO U KaUeCTBOM JIEKAaPCTBEHHOTO IIpelapara,
B OTHOIIIEHUU 3[I0POBbS IAIIMEHTOB WIN HACEJIEHUS UM PUCKY, BelyIlue K HexXelaTeIbHOMY
BO3[I€MCTBUIO HA OKPYKaIOIIyI0 CPeny;

COOTHOIIIEHUE «II0JIb3a - PUCK» - PE3YJIbTAT OLIEHKHU MOJI0KUTENILHEIX TePaleBTUYEeCKUX
3(pdeKkToB TeKapCTBEHHOTO Ipelapara I0 OTHOIIEHHWI0 K PHUCKaM, CBI3aHHHIM C €ro
METUIIMHCKUM IIPUMEeHEeHHEM;

CPOK TOOHOCTH JIEKAPCTBEHHOTO IIpenapara - Mepuof BPeMeHH, B TEUeHUE KOTOPOTO
JIeKapCTBEHHHIN IIpemnapaT He yTpauuBaeT 0e30macHOCTH, 3PpGHeKTUBHOCTHA U KaueCTBa IIPHU
HafjexalleM XpaHeHUX B YCJIOBUSIX, YKa3aHHHIX Ha yIaKOBKe, B 00IIel XapaKTepPUCTUKe
JI€eKapCTBEHHOTO TIpernaparTa U (Ujiu) HHCTPYKIUY 110 MEOUIIMHCKOMY IPUMeHEeHHI0 (TUCTKe-



BKJIQ[bIIIE);

cy0BeKT HucclefoBaHUA - (U3UYECKOe JIUI0, y4acCTBYIOIlee B KIMHUYECKOM
MCCIeIOBaHUM (MCITBITAaHWM) JIEKAPCTBEHHOTO IIpellapaTa B COCTaBe T'PYIIIEI, MMOJTyYalole
MCCIIelyeMblid JIeKapCTBEHHBIN TIpemnapar, 1100 B COCTaBe KOHTPOJIbHOU TPYIIIIH;

banbcudunupoBaHHOE JI€KapCTBEHHOE CPENCTBO - JIeKapCTBEHHOE CPEeAcCTBO,
YMBIIITIEHHO CHabXeHHOe HEeNOCTOBEPHOW HMHpoOpMalluei 0 ero cocraBe u (UIu)
IIPOU3BOJKTENIE, & TaKXkKe HeIOCTOBePHOU nHpopMaIuel 060 Bcex 3Tanax Ienu MOCTaBKU
JIeKapCTBEHHOTO CPENCTBa;

bapMakKoOHAM30p - MesATeIbHOCTh, HaIpaBJIeHHAas Ha BHSBIEHHE, OIEHKY
U IpefoTBpallleHHe HeXejJaTeJIbHBIX IOCJIENCTBHH NIPHUMEHEHHUS JIeKapCTBEHHHIX
IIPenapaToB;

dbapMakonerHas CTaThsl - TEeXHHMYECKHM HOPMATHUBHBIKA IPaBOBOM akT,
yCTaHaBNIMBawmui TpeboBaHUS K MeTOaM KOHTPOJIS KaueCTBa JIEKapCTBEHHBIX CPENCTB
1 000pyIOBaHUIO, HEOOXOOUMOMY [IJIsI IIPOBENEHUS UCIBITAaHUN KayecTBa JI€KAPCTBEHHBIX
CPencTB, YIIaKOBOYHLIM MaTepHajaM, peakKThBaM, J1eKapCTBEHHBIM (popmMaM, KadeCTBY
JIeKapCTBEHHBIX TIIpemapaToB, ¢apMalleBTUUYEeCKUX CyOCTaHUUM, J€KapCTBEHHOTO
PACTUTEJIBHOTO CHIPhS, CTAHJAPTHBIM 00pas3IiaM, BCIIOMOTIaTeIbHLIM BeIeCTBaM;

dbapMalleBTHYeCKass CyOCTaHIUS - JIEKAapPCTBEHHOE CPeOCTBO, NpegHAa3HAYEeHHOe
IJsi TIPOMBHIIJIEHHOTO IPOM3BONCTBA M alTEYHOTO H3TOTOBJIEHHUS JEeKapCTBEHHHIX
IpernapaTos;

dbapMalleBTUUYECKUNA MHCIEKTOP - (QU3UYECKOe JIUI0, YIOIHOMOYEHHOE
MuHUCTEPCTBOM 3[4pPaBOOXpPaHEHHUS Ha IpoBefeHUe (GapMaleBTUYECKON HHCIEKLUUHU
U BKJIIOUEHHOe B peecTp (papMalleBTUYECKUX HHCIEKTOPOB Pecmy6iauku Bemapycs;

93¢ GEeKTUBHOCTL J€KAPCTBEHHOTO IIpemapara - COBOKYIHOCTb XapaKTEPUCTHUK
JeKapCTBEHHOTO Mpenapara, obecneYyuBalOUIUX [OCTUXKEHHE NPOGUIAKTUIECKOTO,
NUATHOCTUYECKOro unu jedebHOro 3derTa nub0 BOCCTAHOBIEHHE, KOPPEKIUIO WU
u3MeHeHeHne (pU3u0IOruYecKuX (QYHKIUN OpraHM3Ma 4YeIoBeKa.

TepMuHB «OMO0AHATOTUYHLIM JIEKAaPCTBEHHBIM mpenapaT (6uoaHanor, 0MOMOmOOHBIN
JIeKapCTBEHHBIM IIpenapaT, 6uocuMunsp)» (manee - OMOAHATOTUYHBIN JIeKAapCTBEHHBIN
mpemnapar), «OMOIOTHYECKHWN JIeKapCTBEHHBIM Ipemapar», «OHOTEXHOJIOTUYECKUHU
JIeKapCTBEHHHIM MpelapaT», «BOCIPOM3BENEeHHLIN J1eKapCTBEHHBLIM IIpenapar (reHepuk)»
(mamee - BOCIpPOM3BENEHHBIM JIEKAaPCTBEHHHIN Ipelapar), «TUOPUAHBIN JIeKapCTBEHHBIN
mpemnapaTr», «ToOMeoOmaTU4YeCKOe JIeKapCTBEHHOE CPEOCTBO», «UMMYHOJOTUYECKUU
JIeKapCTBEHHBIM IpenapaT (MMMYHOOMOJIOTHYECKUY JIeKapCTBEHHBIM Ipemapar)» (manee -
VMMYHOJIOTUYECKUY JIEKapPCTBEHHBIN MpelaparT), «JeKapCTBEHHOE PaACTUTEJIbHOE CHIPhE»,
«00ImenpruHATOE (TPYNNHPOBOYHOE) HaWMMeHOBaHHE JIeKapCTBEHHOTO IIpemapaTa»,
«OpUTHHAIbHBEIY JIEKaPCTBEHHBIM NIpenapar», «paguodapManeBTAUYECKOEe JTeKapCTBEHHOE
CPenCcTBO» KCHOJB3YITCS B HACTOAIleM 3aKOHe B 3HAYEHUSX, ONpefesIeHHBIX
MeXOYHapOOHO-IPAaBOBEHIMU aKTaMM, COCTaBASKWIIMMHU IIpaBo EBpa3uuCcKOro
9KOHOMHYECKOTO Coi03a B chepe obpallleHUs: JIeKapCTBEHHBIX CPENCTB.



OHpeHeHeHI/Iﬂ HWHBIX TEPDMHHOB COOEP2KATCA B OTOEJIBHEIX CTAThAX HACTOSAIIETO 3akoHa.

Crartbs 2. IIpaBoBoe peryjinpoBaHHe OTHOIIIEHHH B cdepe
oOpaleHusI TeKapCTBEeHHBIX CPeICTB

OTtHomeHuss B cdepe oOpalneHus JTEeKAapPCTBEHHHIX CPEOCTB PETryIUPYIOTCS
3aKOHOMATeNbCTBOM 00 oOpalmeHWu JIeKapCTBEHHBIX CPEACTB, MeXAYHAPOOHBIMU
noroBopaMu PecnyOnuku bBemapych, a TakXe MeXAYHApPOAHO-IIPABOBHIMM aKTaMH,
COCTaBJISIOMKXMY TTPaBO EBpPa3uiicKOro 3KOHOMHYECKOT'O COI03a.

3akoHOOaTenbCTBO 00 oOpalleHUM JI€KAPCTBEHHEIX CPENCTB OCHOBHEIBAETCH
Ha KoHcTuTyuu Pecny6muku Benapyck ¥ COCTOUT M3 HACTOSIIETO 3aKOHA M MHHIX aKTOB
3aKOHOZIaTeNIbCTBA.

Ecnu MexXayHapogHBIM J0T0BOpoM PecnyOnuku benapych yCTaHOBIEHH UHBIE TTPABUIIA,
yeM Te, KOTOpHle COmepXkKaTcd B HacTosglmleM 3aKOHe, TO NPUMEHSIOTCA NpaBuia
MeXKIYHAPOIHOIO [Or0BOpa.

Crartbsa 3. Cdepa mercTBHA HaCTOAMIEr0 3aKOHa

[leiicTBHe HACTOAIIETO0 3aKOHA PaCIPOCTPaHSETCS Ha IOPUANYECKUX U PU3UUECKUX
JIWI, B TOM YMCJe UHAMBUAYAIbHLIX MPeANpUHUMAaTesield, Y9IacTBYIOIIUX B oOpalieHun
JIEKapCTBEHHHIX CPENCTB, BKJII0Yasl OpPUTUHAJIbHEIE JIeKAapPCTBEHHBEIE IIpemnaparthl,
BOCIIPOM3BeIEHHLEIE JIeKapPCTBEHHBIE IIpenapaThl, TUOpUIHbIE TeKapCTBEHHbIE TTPeapaTH,
aHTHCENTUYECKUEe JIeKapCTBEHHBIE IIperapaThkl, IOMeollaTUYeCKHe JieKapCTBEHHEIEe
cpencTtBa, paguodapmaleBTHUYeCKHe JeKapCTBeHHHe CpefcTBa, OUOJOTHYECKUE
JIeKapCTBEHHBIE TIPenapaThl (B TOM YKCJie MMMYHOJIOTUYEeCKHe JIeKapCTBEHHbIE IIpernaparhl,
OMOTEXHOIOTHYECKNE JIeKapCTBEHHBIEe TIpenapaThl, OMOaHallOTUYHbIE JIeKapCTBEHHHIE
npenapartkl), opdaHHble (peAKWe) NeKapCTBeHHBIE NpeNapaTh, APyrue IeKapCTBEeHHBIE
npemnapark, a TakXke HCClIefyeMble JIeKapCTBEHHBIEe IpenapaTh, (papMaleBTHUYECKHE
cyOCcTaHUIUM U JIEKapCTBEHHOE PACTUTEIbHOE CHIpbe ([lajiee, eCy He YCTaHOBIEHO UHOE, -
JIEKapCTBEHHBIE CPENCTRA).

Cratbs 4. OCHOBHbBIE IPUHITHIILI TOCYTAaPCTBEHHOH MOJIMTHKHU B
cdepe oOpalleHHus1 IeKapCTBeHHBIX CPEICTB

OCHOBHBIMUM NPUHLUUIAMU TOCYHAapCTBEHHOW MONUTUKU B chepe obOpalleHUs
JIEKapPCTBEHHBIX CPENCTB SIBIISIOTCS:

rocyapCTBEHHOE peryIupoBaHue obpalleHus TeKapCTBEHHBIX CPENCTB;
OOCTYIIHOCTb JIEKAPCTBEHHBIX CPENCTB;
IoAfepKKa ¥ Pa3BUTHE MEeKIyHAPOJHOTO COTPYAHHAYECTBA.

Cratrbsa 5. [JOCTYyIIHOCTH JIEKapCTBEHHBIX CPEACTB

IOCTYIIHOCTD JIEKaPCTBEHHBIX CPEMCTB SBISIETCS HeOOXOIUMBIM YCI0OBUEM 00eCcIeueHust
HacCeJIeHUsI CBOEBPEMEHHOU MEOUIIMHCKOM ITOMOIIIBIO.
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FOCYJIapCTBO obecrieynBaeT OOCTYIIHOCTD JIEKAPCTBEHHEIX CPEOCTB IIYTEM:

HauOoJlee IOTHOTO HACHIIEHWS BHYTPEHHEr0 PhIHKA 0e30macHBIMH, 3()PEeKTUBHEIMU
U KaYeCTBEHHBIMH JI€KAapPCTBEHHHEIMM CPENCTBAaMH, B MEPBYI0 Oo4Yepedb BKIIOUYEHHBIMHU
B PecnyOnukaHCKuM (GOpMynsp JTeKapCTBEHHBIX CPENCTB, IepedeHb OCHOBHBIX
JIEKAPCTBEHHHBIX CPEJICTB;

COBEPHIEHCTBOBAHUSA CUCTEMEI peain3alliy JIEKaPCTBEHHBIX CPENCTB.

JIbroTHOE, B TOM 4uclie OecmnnaTHoe, o0ecliedeHNe NeKapCTBEHHBIMU CpPEeICTBaMu
OT[IeIbHBIX KaTEeropui rpaxkngaH OCYIIeCTBISETCS 10 PelleliTaM Bpauel B Ipefesiax epeyuHs
OCHOBHBIX JIEKAPCTBEHHBIX CPEMCTB.

Crarbs 6. T'ocymapcTrBeHHasi papmakonesi Pecnyoinuku benapych

l'ocymapcTBeHHasi (apmakomnes Pecnybnuku Bemapych mnpepcTaBnisieT co0Oou
CUCTEMATU3UPOBAHHLIM, NOOOepKUBAEMBIl B aKTyaJlbHOM COCTOSSHUM COOPHUK 00IIUX
¥ YaCTHBIX (papMaKOIIEMHBIX CTaTel, YTBEPKAaeMbiX MUHUCTEPCTBOM 3[PaBOOXPaHEHUS.

O6mue papMakomneiHble cCTaTbu ['ocymapcTBeHHOU apMakonen Pecnybnuku benapychk
yCTaHaBNIUBAIOT 00Iue TpeOOBaHUS K METOIaM KOHTPOJISI Ka4eCTBa JIeKapCTBEHHBIX CPEICTB
1 000pyIOBaHUIO, HEOOXOOUMOMY [IJIsT ITPOBENEHUS MCIBITAaHUN KayecTBa JIEKAPCTBEHHBIX
CpPencTB, YNaKOBOYHHIM MaTepuajaM, peakKTHBaM, JIeKapCTBEHHHM ¢dopmaM,
dbapMalleBTUUYECKUM CYOCTaHIIUSM, JIEKAPCTBEHHOMY PACTUTEIbHOMY CHIPBIO, CTaHOAPTHLIM
obpa3IiaM, BCIIOMOTaTeIbHEIM BeIleCTBaM, MCII0Ib3YEeMbIM B ITPOMBIIITIEHHOM ITPOU3BOJICTBE
JIeKapCTBEHHHIX CPEJICTB.

YacTHBle (apMakolelHble cTaTbu [ocymapcTBeHHOU (apMmakoneun PecnyOnuku
Benmapych ycTaHaBIMBalOT TpeOOBaHKMSA K KadeCTBY JIeKapCTBEHHBIX IIpelapaToB,
bapMaueBTHUYECKUX CyOCTaHLUMM, JIeKAPCTBEHHOTO PaCTUTENIBHOTO CHIPbS, PEaKTUBOB,
BCIIOMOT'aTEJIPHEIX BEIIECTB, YIIAKOBOYHBLIX MaTEPUasIOB, UCIOJIb3YEMEIX B IIPOMBIIITIEHHOM
IIPOU3BOLCTBE, allTEYHOM U3TOTOBJIEHUHU JIEKAPCTBEHHEIX CPENCTB.

Crartbsa 7. Hagnexkamue (papMalieBTHUECKHE IPAKTHKH B cdepe
oOpaileHusl IeKapCTBEHHBIX CPeICTB

Hapnexamue (apMalleBTUYECKHE MPAKTUKUA B chepe oOpalleHUsT JTeKapCTBEHHHBIX
CPEeCTB PacCIpOCTPaHSAIOTCSA Ha BCe 3Tallbl (IIpoLecChl) oOpalleHus TeKapCTBEeHHBIX CPENCTB
1 BKJIIOYAIOT:

Hapgnmexamyoo anTedyHYl0 IMPakKTHUKY, YTBepXaaeMyw MUHUCTEPCTBOM
3IpaBOOXpaHeHUs U IPEeACTaBISIOMYI0 CO00M COBOKYMHOCTh IpPaBUNI IO AllTEYHOMY
M3TOTOBJIEHNI0, KOHTPOJII0O KadyecTBa, KOHTPOII0 3a CPOKaMu TOOHOCTH, YyIaKOBKe
¥ MapKHPOBKEe, YCJOBUSAM XpaHeHHS, (papMaleBTUUECKOMY KOHCYIbTHPOBAHUIO
¥ peaju3alliy, OTIYCKY JeKapCTBEHHHIX CPEICTB, BKJI04as TPeOOBAHUS K IIOMEIIEHUSIM,
000pyOOBaHUIO U KIaCCUGHUKAINY alTekK 10 KaTeropusim;

Hapnexalqyio NpakTHUKy XpaHEHUS JIEKapPCTBEHHHIX CPENCTB, yTBepXKAaeMYIO
MUHUCTEPCTBOM 3[PaBOOXPAHEHUS U TNPEACTABISAIONIYI0 CO00M COBOKYIHOCTH IPaBHUII



10 OPraHMU3AIMY XPAaHEHHUs JTeKapPCTBEHHHIX CPENCTB, BKI0Yasi TpeOOBaHUS K TOMEIIeHUSIM
1 000pPyIOBAHMIO, B IENIsTX 00ecredyeHus KauyeCTBa U COXPAHHOCTH JIEKAPCTBEHHHEIX CPELCTB;

Hapnexamyi HIpPOM3BOOCTBEHHYI0 INPAKTUKY, yTBepXKOaeMylo MUHHCTEPCTBOM
30paBOOXpaHeHUsI U MPENCTaBIAINIYI0 C000M COBOKYMHOCTh IIPABUJI 10 OpraHU3aluu
IIPOMBIIIJIEHHOT'0 MIPOM3BOZICTBA ¥ KOHTPOJTIO Ka4eCTBa JIeKapCTBEHHBIX CPENCTB;

[TpaBuna Hapgjnexallled KIUHUYECKOU NPaKTUKU EBPa3uiCcKOro 3KOHOMUYECKOTO
CO0103a, yTBepxkpaaeMble pemeHueM CoBeTa EBpa3uiCKOM 3KOHOMHUYECKOW KOMHUCCUU
U TpeacTaBiaswimue coO60M COBOKYIHOCTb 3THUYECKHMX M HAY4YHHIX TpeOoBaHUU
K IIJTaHNPOBAHUIO, TPOBEAEeHUI0, Peanun3alliii, MOHUTOPUHTY, ayOduTy, JOKyMEeHTHUPOBAHMUIO,
aHalu3y W MpenCcTaBIEHUI0 PEe3ylIbTaTOB KIMHUYECKUX HCCIEeOOBaHUU (MCIBITAHUU)
MeKapCTBEHHBIX IIpenapaToB, o0ecneyuBaWIIMX 3allUTy INpaB, 0e30MacHOCTH
u OGnaromonyuyue CyOBEKTOB HCCIEMOBAaHUS W IMOJYYeHHE B PaMKaX KIMHUYECKHUX
HCCNefOBaHUM (MCOBHITAHKM) NEeKapCTBEHHHIX IIPenapaToB HameXXHHIX U [TOCTOBEPHBIX
NaHHBIX;

[IpaBuna Hapnexaliei mabopaToOpHOM MPakKTUKM EBPa3umiCcKOT0 3KOHOMHUYECKOTO
Co103a, yTBepxkpaaeMble pemieHrneM CoBeTa EBpa3uiCKOM 3KOHOMHYECKOW KOMHUCCUHU
U IpefcTaBasgoomue co60l COBOKYIHOCTh TpeOOBaHMM K OpPraHU3allMHd, IJIaHUPOBAHUIO
U NIPOBEMIEHUI0 MOKIHHUUYECKUX (HEKIIMHUYECKHUX) UCCIeIOBaHNM TeKapCTBEHHBIX CPENCTB,
0o(popMIIEHHIO Pe3yNIbTaTOB ¥ KOHTPOJIIO KaYeCTBa YKa3aHHBIX UCCIeq0BAHUY;

[TpaBuna Hamnexallel TUCTPUOLIOTOPCKOM MPAaKTUKU EBpa3uiicKOT0 SKOHOMHYECKOTO
CO103a, yTBepXkpaaeMble peleHueM CoBeTa EBpa3ulCKOUM 3KOHOMHUYECKOU KOMHUCCUU
U IpefcTaBasoomue co60i COBOKYIIHOCTh IIPaBUJI 10 OpraHu3anuu U GyHKIMOHUPOBAHUIO
cucTeMbl obecredeHMss KayeCTBa, rapaHTUPYIOMIUX KaueCTBO JIEKAPCTBEHHHBIX CPEJCTB
Ha MPOTSXKEHUM BCEX 3TAlOB I[eNX IIOCTaBKH, BKJIoUas NMpuoOpeTeHHe, XpaHeHUE
U TPAHCHOPTUPOBKY, OT IPOU3BOAUTENA OO IOPUOUYECKUX JIAIL U UHOUBUIYAIbHBIX
IpeAnpruHUMaTesied, OCYLIECTBIIANIIUX IPOMBIIIJIEHHOE IPOU3BOLCTBO, peau3aluio
JIEKapCTBEHHBIX CPEACTB, a TakKXkKe 00 OpraHu3alldil 30paBOOXPaHEeHUs U UHBIX OpTaHU3alui,
OCYILECTBJIAIOIINX MEIUIIUHCKYIO NesATEeIbHOCTD;

[TpaBuia Hapanexalled NPakKTUKU (papMaKoHag30pa EBpa3uiiCcKOro 9KOHOMHYECKOTO
CO0103a, yTBepxkpaaeMble pemeHueM CoBeTa EBpa3uiCKOM 3KOHOMHUYECKOW KOMHUCCUU
U IpefcTaBsaiomue co60i COBOKYIHOCThL IIPaBUJI IO OpPraHM3allud U OCYIIEeCTBIIEHUIO
OepXKaTensIMU PEeruCTPALMOHHBIX YIOCTOBEPEeHN X MHUHUCTEPCTBOM 3ApaBOOXPaHEHUS
IesaTeNnbHOCTH 10 (hapMaKOHaA30py;

[IpaBusna Hagnexalley MPOU3BOACTBEHHOM MPAKTUKKA EBPa3uiiCKOr0 3KOHOMUYECKOI 0
COoI03a, yTBepxkpaaeMble pemeHreM CoBeTa EBpasuiCcKOd 5KOHOMHYECKOUM KOMUCCHUU
U TpefcTaBisgiomue co00i COBOKYIHOCTh IPaBUJI 110 OpPraHU3alU¥ IPOMBILIIIEHHOTO
IIPOU3BOJCTBA X KOHTPOJIIO KaYyeCTBa JIeKapCTBEHHBIX CPEACTB, IPOU3BOAUMEBIX [JISI IIOCTABKHU
Ha PBIHOK EBPa3uiicKoro 3KOHOMUUYECKOI'0 COH3a.

Crarbsa 8. MexXayHapogHOe COTPYIHHUYECTBO

Pecnybnuka bBenmapych ocCyliecTBaseT MeXAYHaApPOJLHOEe COTPYLHUYECTBO



C UHOCTPAHHBIMYU rOCyJapCTBaMU U MeXAyHapOOHBIMU OpraHu3alusaMU B chepe oOpalleHus
JeKapCTBEHHBIX CPEeACTB MOCPEACTBOM pa3paboTK{ U BHIIOJHEHUS MeXAYHapOOHBIX
Hay4HHIX IIporpaMM, oOMeHa uHdoOpMaluen, IPOTPECCUBHEIMU MeTOgaMMu pa3paboTKu
¥ TeXHOJIOTUSIMU IIPOMBIIIJIEHHOT0 IIPOXU3BOACTBA, allTEYHOT 0 U3TOTOBIEHUS JIeKaPCTBEHHBIX
CPenCTB, a TakKXe y4acTus B MHBIX MEPOIPHUSATUSAX II0 JIeKapCTBEHHOMY 00ecIledyeHuIo
HacCeJleHUs.

B Pecny6nuke bemapych moamep:KWBalOTCS U pa3BUBAIOTCS He IMPOTHBOpedallue
3aKOHOJATEeNbCTBY (HOPMEl MeXKAYHAPOJHOTO COTPYOHUYECTBAa B 00J1acTsAX pa3paboTky,
IIPOMBIIIJIEHHOTO TPOM3BOMACTBA, AalTEeYHOTO HM3TOTOBJIEHUS, PETUCTPalNK, KOHTPOIS
KayeCTBa, peanu3aliyd JIEKapCTBEHHBIX CPEACTB, (papMakKoHaA30pa, MHCIEKTUPOBaHUSA
(hbapMaleBTHUYECKUX HHCIEKIHM), a TakKxXe HHPOPMAIMOHHOTO B3aMMOAEUCTBUS
0 BBHISIBJIEHHI0O U IPOTUBOMENCTBHIO OOpalleHWI0 HEKAaYeCTBEHHBIX U (UIH)
banbCcuPUIUPOBAHHEX JTE€KAaPCTBEHHHIX CPEACTB.

I'TABA 2
TI'OCYIAPCTBEHHOE PETYJIMPOBAHHUE B COEPE OGPAIIIEHUS
JIEKAPCTBEHHBIX CPEICTB

Cratba 9. TocymapcTBeHHOe peryjidpoBaHHe B cepe oOpaineHus
JIEKapPCTBEHHBIX CPEICTB

l'ocymapcTBeHHOe perynupoBaHue B chepe obOpallleHus JIeKapCTBEHHBIX CPELNCTB
ocymecTBnaoT [Ipe3ument Pecny6nuku Bbemapyck, CoBeT MunucTpoB PecnyOnuku
Benapycs, MUHHCTEPCTBO 3OpaBOOXpaHEeHUs, MECTHBE UCIOJNHUTENIbHEE
U pacCHopsgUuTe/IbHBIE OPTaHH B IIpefesiaX UX KOMIEeTeHUUN U B IOPSAOKe, YCTAHOBJIEHHOM
3aKOHOMIATeIbCTBOM.

['ocymapCTBeHHYIO IONUTUKY B chepe oOpallleHus TeKapCTBEHHBIX CPEMICTB OIPENEIIsieT
[Tpe3upmenT Pecrybnuku Benapyce.

Peanu3anyio rocygapCTBeHHOM NOJIUTUKY B chepe oOpalleHns TeKapCTBEHHBIX CPELCTB
obecneunBaeT CoBeT MunuctpoB Pecnybnuku benapycs.

MUHHUCTEPCTBO 3[PaBOOXPAHEHUS Peanu3yeT IOCYyOapCTBEHHYIO MOJIUTUKY B chepe
oOpalreHus JeKapCTBEHHHIX CPECTB IyTeM:

BHIJaU¥ pal3pelleHWid Ha MPOBeJeHHe KIMHUYECKUX MCCIeJoBaHUM (MCHBHITAHUN)
JIEKapPCTBEHHBIX IIPEIapaToB;

roCyJapCTBEHHOU PErUCTPAlliU JIEKapCTBEHHBIX CPEMCTB;
JIUIIEeH3UPOBaHU hapMalleBTUYEeCKOU IesITeTbHOCTY;

OpraHu3alliu U (MNIM) IPOBeNeHNs WHCIIEKTUPOBaHus ((papMalleBTUYEeCKUX HHCIIEKITH)
3TarnoB (MpoIileccoB) oOpalleHusT TeKapCTBEHHHIX CPEOCTB Ha COOTBETCTBUE TPEOOBAHUSIM
Hafiexamux (apMalleBTUHYeCKUX IPaKTUK B chepe oOpallleHus JIeKapCTBEHHBIX CPEJICTB;

OpraHu3allii CUCTEMEI KOHTPOJIA Ka4€CTBa JIEKAaPCTBEHHEIX CPECTB;



OpraHn3anyy CUCTEMEI Q)apMaKOHansopa;

OpraHu3allu¥ OCYIIECTBJIEHUS TOCYHapCTBEHHOTO (apMalleBTUYECKOT0 Hama3opa
3a cobOmomeHMeM INpPoBepsieMHIMH CyObekKTaMu TpeOoBaHUM 3aKOHOOATEIbCTBA
00 obOpalleHnu TeKapCTBEHHBIX CPENCTB, B TOM YMCJIe B YACTH YCJIOBUM MMPOMBILIITIEHHOTO
IIPOM3BOMCTBA, AllTEYHOTO H3TOTOBJIEHMS, pPeaju3alldiy, XpaHEeHHUs, TPAHCIOPTHUPOBKHU
¥ MEIUITMHCKOT0 MPUMEHEeHHUS B OpraHM3alusX 3[[paBOOXPaHeHHUs JTeKapCTBEHHBIX CPEOCTB
(mamee - rocygapCTBeHHBIM (GapMalleBTHUYECKUN HaAA30p 3a cobniogeHueM TpebGoBaHUU
3aKOHOJaTe/IbCTBa 00 oOpalleHnH JIeKapCTBEHHBIX CPEJICTB);

IIPHUOCTAHOBJIEHUS Pearu3allid ¥ MeIUITMHCKOT0 ITPUMeHEeHHs JT1eKapCTBEHHBIX CPEeICTB
WU W3BATUSA U3 oOpalleHus HeKadeCTBEHHHIX U (anbCUDUIMPOBAHHBIX JIEKAaPCTBEHHBIX
CPenCcTB, a TakK¥Xe JIeEKapCTBEHHBIX CPENCTB C YCTAHOBJIEHHHIM HeOIaronpusiTHHM
COOTHOIIIEHUEM «II0JTb3a - PUCK»;

OCYIIECTBIIEHUSA MHBIX (I)YHKI_[I/II;I, MpegyCMOTPEHHBIX HAaCTOAIOUM 3aKOHOM M MHBIMH
dKTaMH 3aKOHOOATEJIbCTBA.

MecTHBIEe HCIIOJIHUTEIbHEIE ¥ PACIOPSAUTENIbHEIE OPTaHkbl IPOBOAST IOCYyIapCTBEHHYIO
MONUTUKY B chepe oOpalleHUs JTeKapCTBEHHHIX CPEeNCTB B Ipefenax KOMIETEHIIUH,
oTpeniensieMoil 3aKOHOJATEeILCTBOM.

Cratrbsa 10. I'ocymapcTBeHHas1 perucTpanus (MoaTBepKIeHHEe
roCyIapCTBEHHOH PErHCTPaIlHH) JIeKapCTBEHHBIX
cpencTB. Perucrpanusa (mogrBepxKaeHHe PerucTpanim)
JIEKapPCTBEHHBIX CPEeICTB B paMKax EBpa3suiCcKoOro
3KOHOMHYECKOr0 COI3a

JleKkapCTBEHHHBIE CPEMICTBA IONYCKAIOTCA K peanu3alui ¥ MeJULUHCKOMY ITPUMEHEHNIO
Ha TeppuTtopum Pecny6nuku Bemapychk mocie WX TOCYyHapCTBEHHOW pPerucTpaluu
(moATBEePXKIAEHUS TOCYOapCTBEHHOUW PEeTruCTpaldy) UJIM perucTpaluu (MOATBEePKAEHUS
perucTpanuu) B paMKaxXx EBpa3uicKoro 3KOHOMHYECKOTO COI03a, €CNU HHOe
He MTPeIyCMOTPEHO HACTOSIIUM 3aKOHOM UJTM UHBIMM 3aKOHOMATETbHBIMYU aKTaMH.

['ocynapCTBeHHOU perucTpalyu He MOoAJiexar:
JIeKapCTBEHHBIE CPEICTBA, U3TOTOBIIEHHLIE B allTeKax;

JIeKapCTBEHHLIE CPEJCTBA, NMpefHa3HaueHHEIE [JIsS HCIOJL30BAaHMS B KAadyecTBe
BLICTABOYHEIX 00pa3IioB;

JIeKapCTBeHHBIE CPENCTBa, NMpedHa3HaUYeHHbIe [/ IPOBEOEHUS 3KCIEPTU3H IMPHU
OCYIIECTBIEHNUU TOCYOapCTBEHHOW perucrtpauuu (MOATBEPXKAEHUS TOCyHapCTBEHHOU
perucTpauuu) JeKapCTBEeHHBIX CPEOCTB UM PETUCTPaluy (MOATBEPXKOECHUS PETUCTPAIIUN)
B paMKax EBpa3uiicKoro 3KOHOMHUYECKOT'0 COI033a;

JIeKapCTBEHHHEIE CPeACTBa, IpefHa3Ha4YeHHHIE O/ MPOBeOEeHUS OOKINHUYECKUX
(HeKJIMHUYEeCKUX) MCCIIeIOBAHNH, KIMHUYECKUX HCCJIeNOBAaHUM (MCIBITAHUMN);



JIEKapCTBEHHBIE CPEeOCTBd, BBE3€HHBI€E Ha TEPPHUTOPHIO PeCHY6J'II/IKI/I BenapyCB
(I)I/I3I/I‘-IGCKI/IM JINIIOM [JIA JIMYHOI'O IIPHMEHEHUI;

JIEKapPCTBEHHEIE IIPEIIapaThI, IIPOIIeJIIne BCEe CTaAuH TEXHOJIOTHYECKOI'o IIPOoIecCcCa,
3d UCKIIIOYEeHHUEM IIPOIeCCcOoB (1)8.COBKI/I U (unn) YIIaKOBKH;

JIeKapCTBEeHHLIE CPELCTBa, IIpefHa3HaYeHHEBIE [JI IIPOMEIIIIEHHOI0 IPOU3BOLCTBA
TOJIPKO Ha 3KCIIOPT ¥ He NpefHa3HauYeHHBIe O/ peanu3allil Ha TePPUTOpuu PecnyOnuku
Benapycs;

dbapMmaleBTUYeckKrue CyOCTAHIUU IPH HAJUYUKU B PETUCTPALUOHHBIX [OChe
Ha JIeKapCTBEHHEBIE IIperapaThl, B COCTaB KOTOPHIX OHU BXOISAT, HOKYMEHTOB IIPOU3BOIUTENIEH
aTuX (papMmaleBTUYeCKUX CyOCTaHIIMM, OTBeYaloIIux TpeOOBaHUSAM, MPeObSBITEMBIM
K JOKYMEHTaM, COCTaBJISIOUIMM PETUCTPAIIMOHHEIE OCHE.

JlekapCTBEHHOE PACTUTENIBHOE CHIPhE TOCIIE TPOX0KAEHUS CTaAUX TPON3BOICTBEHHOTO
mpolecca INpUOaHUSI €My ONpefeieHHOUW JeKapCTBEHHOU (OPMHE MNOOIEXHUT
roCyogapCTBEHHOW perucTpaluy KakK JeKapCTBeHHHIM IMpemapar.

OpurvHalbHEE JIeKapCTBEHHBIE IIpelapaThl O JiedeHUusd, MEeAULUHCKOU
IPOMUIAKTUKY UM OUATHOCTUKU KU3HEYIPOXKAWIINUX UJIU TAXKEJIBIX UHBATUIU3UDPYIOLIUX
3aboieBaHu, IeKapPCTBEHHBIE ITPemapaThl s jJedeHus opdaHHbIX (penkux) 3aboeBaHui
IPA OTCYTCTBUU 3(P(HEKTHUBHEIX METOMOB OKa3aHUS MEOUIIMHCKOW MOMOIIM MOTYT
[OIYCKAThCA K peanu3alyui ¥ MeJUIIMHCKOMY IPUMEHEHUIO II0CIie IPOX0XKAEeHUS IPOLeqyPhl
VX YCJIOBHOU TOCYAAapCTBEHHOU PEruCTpanuu (IOATBEPKOEHNS YCIIOBHOX rOCYyHapCTBEHHOU
perucTpanun).

[l1s1 rocymapCTBEHHOU PeTUuCTpaluuy (MOOTBEPKOECHUS TOCYOapCTBEHHOM PETUCTPAaIiN)
JIeKapCTBEHHOT0 CPefCcTBa, YCIOBHOM TOCYHapCTBEHHOM perucTpanuu (MOATBEPKOEHUS
YCIIOBHOM TOCyHapCTBEHHOW peTrucTpalldyu) JIeKapCTBEHHOTO IIperapaTra 3asBUTEIb
IIPEICTaBIIsEeT PErduCTPAlMOHHOE OOCHE.

B KauecTBe 3asBUTE]ISA MOT'YT BEICTYIIQTh:

lopuaudeckoe nuio PecnyOnuku benapych, WHOWBUAYaJbHBIN IpPEeOIPUHUMATEND,
3aperucTpupoBaHHEI B Pecnybnuke Bemapych, MHOCTpaHHOe HOPUAMYECKOE JIHIIO,
MHOCTpaHHas OpraHu3allys, CO3JaHHbIe B COOTBETCTBUU C 3aKOHOAATEILCTBOM UHOCTPAHHBIX
roCynapCTB, NMPOU3BOALINNE JEeKapCTBEHHBIE CpefCcTBa UM pa3Mellalollyue 3akKas
Ha IIPOMBIIIJIEHHOE MNPOU3BOACTBO JIEKAPCTBEHHHIX CPEACTB B MHOW OpPraHM3aluH,
OCYIIEeCTBIISIONIEeH TPOMEIIIIEHHOe ITPOHM3BOCTBO JIEKAaPCTBEHHBIX CPEICTB, MO0 BXOMSIITe
B COCTaB 00beMHEHHUS, B KOTOPOe TaKXKe BXOOUT IIPOU3BOIUTENh JIEKAPCTBEHHEIX CPEJICTB;

lopugudeckoe nuio Pecnybnuku Bemapych, WHOMBUAYAIbHBEIM NPENNPUHUMATEND,
3aperucTpupoBanHbii B PecnyO6nuke Bemapych, MHOCTpaHHOE IOpUAMYECKOE JHUIIO,
WHOCTPaHHAas OPraHU3allus, CO3MaHHbIE B COOTBETCTBUM C 3aKOHONATEIbCTBOM WHOCTPAHHBIX
roCygapCcTB, SABAAKUHECS OQUIMATBHHIME TPEACTAaBUTENIMHU [OepXKaTens
PEeruCTPAlMOHHOTO yAOCTOBEPEHUS.



He pmomyckaeTcss HCIONb30BaHME B COCTaBe PETUCTPALMOHHBIX [OOChe
BOCIIPOM3BENEHHBIX U 0M0aHAIOTUYHBIX JIEKAaPCTBEHHHIX ITPerapaToB JaHHBIX O Pe3yabTaTax
OOKIMHUYECKUX (HEKJIMHHUYEeCKHUX) MCCIeJOBaHUNW M KIMHUYECKUX HCCJIeIO0BaAHUM
(MCTIBITAHUM) OPUTHHAJIPHBEIX JIEKAPCTBEHHHIX IIperapaToB 0e3 MHUChMEHHOIO COTJIacHs
BJIafIeNIbIIEB TAaKUX MAaHHBIX B TeYeHHUE YETHIPEeX JIET C JaThl TOCYyIapCTBEHHON PETrUCTpalluu
B PecnyO6nuke Benapych 9TUX OpPUTMHANLHBIX JIEKAaPCTBEHHBIX IpemapaToB. B ciydae
pacnpocTpaHeHus (nyOnukanuu) uHGOpPMAIUU BlafeNiblleM UIXA OT ero MMeHU UHBIMU
JAIIAMU O pe3ylibTaTaX OOKIMHUYECKUX (HEeKIMHUYECKUX) UCCIeIOBaHUN ¥ KINHUYECKUX
MCCIIeqOBAHUY (MCIIBITAHUM) OPUTHHAIBHBIX JIEKaPCTBEHHBIX IIPeTapaToB B 00IIeqOCTYITHEIX
MCTOYHMKaX MHDOpPMaluKU OO0 MCTEYEeHUsS YyKa3aHHOTO CpPOKa TakKoe pacIpoCTpaHeHHe
(my6nukamus) cCYUTaeTCsl COTrJlacMeM Blafenblla 3TOM MHDOPMaluM Ha ee PaCKPHITHE
1 KOMMEepPUYeCKOe HCI0JIb30BaHue.

[TepedyeHb MOKYMEHTOB, COCTABJISAIIINX PETUCTPALMOHHOE [0Che, yCTaHaBIMBAETCS
CoBeToM MunuctpoB Pecnybnuku Bemapych. TpeboBaHUS K JOKYMEHTaAM, COCTABIISIONIUM
perucTpauroHHOe OOChe, YCTaHaBIMBalOTCA MUHNCTEPCTBOM 3IPaBOOXPaHEHNUS.

['ocymapCTBEHHYIO perucrpainuio (MoATBepkKOeHUe TOCyHapCTBEHHOU PEeTruCTpaliiiiu)
JIEKapCTBEHHBIX CPEICTB, YCJIOBHYI0 T'OCYJapPCTBEHHYIO PETUCTpPaIuio (IIOATBEPKAECHUE
YCJIOBHOM TOCYHapCTBEHHOM perucTpaliiy) JIeKapCTBEHHBIX IIpernapaToB OCYIIECTBISET
MUHKUCTEPCTBO 3TPaBOOXPAHEHUS.

[To pe3ynbTaTaM OCYIIECTBJIEHUS TOCYZapCTBEHHOU pPerucTpanuu (IOOTBEpKIEHUS
roCyJapCTBEHHOM peTrucTpalui) JJeKapCTBEHHOT0 CPefiCTBA UM YCIOBHOM rOCygapCTBEHHON
perucTtpaiuu (IOOTBEPKOEHUS YCIOBHOU IOCYJapCTBEHHONW PEruCTpalii) J1IeKapCTBEHHOT 0
npenapaTa BBEAAeTCS peTrucCTpPpalUuoOHHOEe YyAOCTOBepeHHe. I[lopsIgoK BHgAuHu
PErucTpalliOHHOT0 YAOCTOBepeHHUsI ycTaHaBnuBaeTcs CoBeToM MuHHUCTPOB PecnyOnuku
Benapycs.

3apeructpupoBaHHbEIe (papMalleBTHYeCKass CyOCTaHIIMS, TeKapCTBEHHHIM IIpemapar,
B TOM YHCJie NPOLIEAIINYA YCJIOBHYIO TOCYyZapCTBEHHYI0 perucrpalnuil, a TakKxe
dbapMalleBTUYeCcKas CyOCTaHIMS, BXOAsIlas B COCTaB JIeKapCTBEHHOTO IIpelapara,
BKJTIOYAIOTCS B ['0CymapCTBEHHHIN peecTp JIeKapCTBEHHHIX cpefcTB Pecnybnuku Bemnapycs,
KOTOPHIM pa3MmellaeTcd Ha OoQuIManbHOM caliTe MHUHUCTEPCTBa 3[PaBOOXpaHEHUS
B T7100anbHOM KOMIIBIOTEPHOU ceTu WHTEpHeT.

CTpykTypa, mOpsgok GopMHUPOBAHUS U BegeHus [0CymapCTBEHHOTO peecTpa
JEeKapCTBEHHHX cpefacTB PecnyOnuku Bemapych ycTtaHaBnuBaioTcs CoBETOM MUHHCTPOB
Pecny6nuku Bemapyce.

[Tpu TocymapCTBEHHON perucTpaluy (MOATBEPKIEHUY TOCYyIapCTBEHHON PEeTUCTPallii)
7eKapCTBEHHOT'0 CPECTBa IPUHUMAETCS pelleHne 06 OTHECEeHUM JIeKapCTBEHHOTO CPeCcTBa
K:

JeKapCTBEHHHIM IIpelapaTaM, peaau3yeMbIM 110 PelenTy unu 0e3 peremnrta Bpada, 1160
JeKapCTBEHHBIM TIpemapaTaM MAJis OKa3aHUsS MEOWIIMHCKOW IOMOIIXM B CTAIMOHAPHBIX
YCITOBUSIX;



HAPKOTHYECKUM CPEeOCTBaAM MIIU IICUXOTPOITHEIM BEIIECTBAM;

JIEKaPCTBEHHBIM CPEACTBaM CIMCKa «A», TOKCHUKOJIOTHYECKHE CBOMCTBA KOTOPBIX
IPeNCTaBISIOT MOTEHIIMAJIbHYI0 OMACHOCTD MJIS 3MI0POBhSI YejioBeKa U TPeOyIOT 0COOBIX
yCloBui xpaHeHus. [TOpSIIOK ¥ YCIOBUS BeOEeHUS ITOTO CIMCKa YCTaHABIMBAKTCS
MMHHCTEPCTBOM 3APAaBOOXPAHEHMS.

Ha BmepBhie peructpupyeMmuin B PecnyOnuke bBenmapych neKapCTBEHHBIM Ipemapart
BHIJTa€TCS PETHCTPAIMOHHOE YIOCTOBEPEHUE CO CPOKOM AEUCTBUSA MATH JieT. [10 uCTeYeHun
IATUIETHET0 CPOKa IeMCTBUS PETUCTPAIIMOHHOIO YIOCTOBEPEHUS JIeKaPCTBEHHEBIN IIpernapar
IONXKEeH NPOUTH TMPOLEAYPY NOATBEPXKAEHUS TOCYyHapCTBEHHOW perucTtpauuu. Ilpu
TIOATBEPXKOEHUU TOCYyIapCTBEHHOM perucTpaldy Ha JIeKapCTBEHHBIN IpernapaT BhAAETCS
OecCcpoYHOEe PeTUCTPAILMOHHOE YAOCTOBEPEHHUE.

[Tpu TpOX0KOEHUU NPOLEOYPH YCIOBHOU IOCYOapCTBEHHOW PETruCTpalliy Ha BIePBHIE
peructpupyeMeii B Pecnybnuke bBenapych nekapCTBeHHBIM IIpenapaT BhIAaeTCs
perucTpanuoHHOEe YOAOCTOBEpPEHHE CO CPOKOM HeuCTBUS OOUH rof. [logTBepXpoeHue
YCIIOBHOU T'OCYyIapCTBEHHOU PETrUCTPalUM OCYLIECTBIISETCS €XEerOfHO.

JlekapCTBEeHHHI IpemnapaT, NOCTYNUBIINKA B peaju3alWi0 B MEPHUOM OEUCTBUSA
PETUCTPALMOHHOTO YOOCTOBEPEHHUS, MOOMYyCKaeTCsd K peald3aldd U MeOUIUHCKOMY
IPUMEHEHHUIO N0 UCTEYEHUS CPOKa F'OJHOCTH, YKa3aHHOI0 Ha YIIaKOBKe, 0e3 MOATBEPKAECHUS
ero ToCcymapCTBeHHOU perucrtpanuu. OgHOBpeMeHHas peanu3alus JeKapCTBEHHOTO
mpemapaTta B paHee U BHOBb COTJIaCOBAHHOM yMakKOBKe U (MNIH) C paHee U BHOBbB
COTJIaCOBAaHHOM HMHCTPYKLHEN 10 MeOULMHCKOMY MPUMEHEHUIO (IMCTKOM-BKJIaAbIIIEM)
IOIyCKaeTCs OO0 MCTe4YeHHUs CpOKa TOOHOCTH JIEKapCTBEHHOTO IIpelapara.

IomyCcKaloTCs pean3anus 1 MeJUIMHCKOe IpUMeHeHHue TeKapCTBeHHOTO Ipernapara,
Ipou3BeNeHHOro B TeueHne 180 KaleHOapHHX AHEH IIOCIe JaThl IPUHSATHS PeIleHus
0 TIOATBEPXKIEHUU ero rOCyNapCTBEHHOM PEeTruCTpalliid B COOTBETCTBUU CO CBEIEHUSIMH,
comepXKalIMMUCS B MOKYMEHTAX, COCTABIAIOIIAX PErHCTPAlMOHHOE MOChe, MO daThI
IPUHSATHUS TAKOTO PELIeHUS, 0 UCTeUEeHHUs CPOKa €r0o FOJHOCTH, 3a UCKITIOUeHHEeM CIIydaeB
IPUHSATHS PeIIeHus O HEeBO3MOXHOCTH [aJIbHEHIIEero IMPOKM3BOMCTBA JIEKAPCTBEHHOTO
IpemapaTta B COOTBETCTBHM C PaHEE COTJIAaCOBAHHEIMU JOKYMEHTAMH, COCTABIISIOIINMU
PEeruCTPaIMOHHOE JOChe.

Ha 3aperucTpupoBaHHHEIK JIE€KAapCTBEHHBIM IIpelapaT BHOAKTCA COTJIaCOBAHHBIE
¢ MuHUCTEPCTBOM 3[pPaBOOXpPaHEHUS:

HOPMAaTUBHBIM TOKYMEHT 110 KAYECTRBY;

WHCTPYKIUS 110 METUIIMHCKOMY ITPUMEHEHHUI0 (JTMCTOK-BKJIA IbIIN);
o0Ir1ast XapakKTepuCTHKA JIeKapCTBEHHOTO ITpenapara;

MaKeThl YIIaKOBOK.

Ha 3aperucTpupoBaHHyo (hapMaleBTHYeCKYyl0 CyOCTAHIMIO BHIOAIOTCS GeccpoyHoe



PETUCTPAIMOHHOE YOOCTOBEPEHUE M COTJIACOBAHHBIM ¢ MUHUCTEPCTBOM 3IPaBOOXPAHEHUS
HOPMAaTHUBHBIN NOKYMEHT I10 KayeCTBY. [Ipy 9TOM NPOX0XKAEHKEe IPOLefyPH IOATBePKOEHUS
rOCyapCTBEHHOW PETUCTPAlUy He TpebyeTcs.

Ha nekapcTBeHHBIE CPELCTBa, IpegHa3HadYeHHbIe [JId IPOMBILIITIEHHOT 0 IIPOU3BOACTBA
Ha 3KCIOPT, MUHUCTEPCTBO 3[pPaBOOXpPaHEHUs BBITAET CEPTUPHUKAT (PapMalleBTUIECKOTO
IPOAYKTa, IPEOyCMOTPEHHBIU [N MeXAYHapOOHOU TOPTrOBJIX B COOTBETCTBUU
C peKoMeHpauusMu BceMUpHOU oOpraHu3aluyd 3OpaBOOXpaHEHUSI, B MOpAQKe,
ycraHoBneHHOM CoBeToM MunucTpoB Pecnybnuku Bemapycsk.

[Ipu mW3MeHEHWM CBENEeHHH, COomepXKaIUXCs B HOKYMEHTaX, COCTABIISIOIINX
perucTpalioHHOEe M0Che, OCYIIECTBISETCS BHECEHHEe COOTBETCTBYIOIIUX H3MEHEHUU
B PETHMCTPALMOHHOE [IOCHE.

B rocymapCTBeHHOM perucTpaluu (MOOTBEPXKAEHUU TOCYHAapCTBEHHON pPEeTUCTPAlUN)
JIEKapCTBEHHOTO CPe[CTBa, BO BHECEHUU HU3MEHEHUHM B pPErucTpaluoHHOE LOChe
OTKa3hIBAEeTCd B CIlydae:

HelpegCcTaBIIEHUA 3asdBUTEIEM JOKYMEHTOB, COCTABIIAIOIINX PETUCTPAIIMOHHOE JOCHE;

HECOOTBETCTBUS HOKYMEHTOB, COCTABISIOINIUX pPEerucTpalydoHHOE OOoChe,
YCTAHOBJIEHHHIM TPe0OBaHUSIM;

HEyCTpPaHeHHUs 3aMedYyaHuy 110 Pe3ybTaTaM 3KCIEePTU3H JOKYMEHTOB, COCTABIISIOIINX
PETHUCTPAIIOHHOE [JOChE;

He0O0XOOUMOCTH IMPOBEOEHUs NOIMOJHUTENIbHBIX MOKIMHUYECKUX (HEeKJTMHUYECKUX)
HCCIIeJOBaHUM, KIMHUUYECKHUX MCCIEeJ0BaHUM (MCOBITAaHUM), a TaKXKe MHBIX MCCIeJOBaHUN
O ToATBepXaeHus: 6e3omacHoCTH, 3GGEKTUBHOCTH M KadyecCTBa JIEKAPCTBEHHOTO
Ipernapara;

IIOJIy4eHUS OTPUIATENIbHBEIX Pe3yIbTaTOB KIMHUUYECKUX UCCIeNOBaHUU (MCIBITaHUN)
JIeKapCTBEHHOTO IIperniapaTa 1160 WHBIX UCCIENOBaHUM A MOATBepPKOeHNUsI 6e301MacHOCTH,
3¢ ()EeKTUBHOCTH U KaueCTBa J1eKapCTBEHHOTO IIpenapara;

HECOOTBETCTBUSA TPOBEAEHHLIX KIMHUYECKUX HCCIEeAOoBaHUU (MCIBITAHUN)
JIEKAapCTBEHHOT'0 IIpernapaTa TpeOoBaHUAIM IIpaBun Hamiexalell KIMHUYECKON MPaKTUKU
EBpa3uiiCKoro 5KOHOMUYECKOT 0 COK3a;

HECOOTBETCTBUS IPOMBIIIJIEHHOTO IIPOM3BOACTBA JIEKAPCTBEHHOr0 CpPEACTBa
TpeboBaHUAM Hapmexaliell Tpou3BOICTBEHHOM MPAKTUKU;

€CNIM TIPU 3KCIEPTH3€ NOKYMEHTOB, COCTaBISIONIUX PETUCTPALIMOHHOE MOChE,
yCTaHOBIEHO, 4TO 3((GEKTUBHOCTb PETUCTPUPYEMOTO JeKapCTBEHHOTO IIpelapaTa
He TOATBepXOeHa UM PUCK NPUYUHEHHUS Bpefa 30O0POBbI0 YeJOBEKa BCIIENCTBUE
MEeIUIIMHCKOT0 MPHMEHEHHs JIeKapCTBEHHOT0 IIperapaTa IpeBhimaeT 3QGeKTUBHOCTh ero
IPAMEHEHUS;

HalIn4Yus B COCTaB€ JIEKAaPCTBEHHOI'O IIpellapaTa BelleCTBa, HE Pa3pelmeHHOI0



nns npuMeHeHus B PecmyOnuke Bemapycs;

IpefCTaBlIeHUs OJii TOCYyOapCTBEHHOM PEerucTpaluy JeKapCTBEHHOTO IMpemapara
C TOPTOBLIM HaMMeHOBaHWEM, OMMHAKOBLIM C TOPTOBHIM HaMEHOBaHUEM J1€KapCTBEHHOTO
npernapaTa, yXke BKJIOYEHHOTO B ['OCyJapCTBEHHBIM pPEECTP JIEKapCTBEHHBIX CPENCTB
Pecny6nuku bBenapych, 3a HCKIIOYeHHEM HCIOJIb30BaHUSA MeEXIYHApPOOHOTO
HelmaTeHTOBAHHOTO HaMMEeHOBaHHUS (HauMeHOBaHUS (apMalleBTHUYECKOM CyOCTaHIUH,
PEKOMEeHI0BaHHOTO BceMupHOM opraHu3aliell 3[ipaBOOXPAHEHUS) UKW OOIIENPUHSITOTO
(TpynnupoOBOYHOT0) HAUMEHOBAHMS JT€KapCTBEHHOI 0 IIpernapara;

IpeCTaBIIEHUS [IJII TOCYOapCTBEHHOM PETUCTPAllMU JIEKapCTBEHHBIX IIPEernapaTos,
cofepXkalliX OOHY U Ty ke (papMalleBTUUYECKyI0 CyOCTaHIIMIO, MO ABYyMS U Oolee
TOPTOBLIMM HAaWMMEHOBAHUSIMH, 3a HUCKIIOUEHMEM ClydyaeB yYKa3aHUS B UHCTPYKIUIX
10 MEOHINHCKOMY IPHMEHEeHHI0 (IMCTKaX-BKJafbllllaX) M OOIIMX XapaKTepHCTHKAX
JIeKapCTBEHHHBIX IIPerapaToB pa3HBIX MOKa3aHUM K MeOUIMHCKOMY IPHMEHEHUIO;

IpenCTaBIeHUusT OJis TOCYIapCTBEHHOM PeTHuCTPalli¥M JIeKapCTBEHHOTO IIperapara
C TOPrOBLIM HaMMEHOBaHKEM, He OTBEYAIOUIUM KPUTEPUSIM, IPEIbSIBIsIeMEIM K TOPTOBEIM
HaMMEHOBAHMSM JIeKapCTBEHHBIX IPeIapaToB, yCTaHaBIMBaeMEIM MUHHCTEPCTBOM
3MPaBOOXPAHEHUS].

[elicTBUE PErUCTPAIIMOHHOI0 YIOCTOBEPEHUS IPUOCTAaHABIIMBAETCS Ha CPOK He 6Gosee
IIECTH MECSIIEB B CIIyYae:

BBHISIBIEHUS TIPU MPOBEIEHUM MepPONpPUITUM M0 ¢dapMaKOHAA30py H3MEHEeHUMU
B COOTHOIIIEHUH «II0JIb3a - PUCK» BCJIEACTBHE MEOUIIMHCKOTO MPHUMEHEeHHs JIEKapCTBEHHOI0
npernapara, Ipu KOTOPOM PUCK NMPUYMHEHUS Bpeda 3M0POBbI0O YeJI0BeKa IIPEBHINIAET €ro
3O PEKTUBHOCTE;

OTKa3a [iepkKaTeJsl PeTUCTPAIIMOHHOTO YOOCTOBEPEHHUs OT BBHIIIONHEHHUs 0053aTeIbCTB
110 (papMaKOHAO30py, YCTAHOBIIEHHEIX MUHUCTEPCTBOM 30PABOOXPAHEHNUS;

OTKa3sa [epKaTessi PerdCTPAlMOHHOI0 YOOCTOBEPEHHUS OT IPOBEEHMs Ha3HAUYEeHHEIX
MUHHCTEPCTBOM 3[pPAaBOOXPAHEHUS KIMHHYECKHUX HCCIEeJOBaHUM (MCOBEITAHUH)
JIeKapCTBEHHOTO IIperaparTa;

BHISIBJIEHUST B MOKYMEHTAX, COCTABJISIONINX PETUCTPAIIMOHHOE NOChe, HeMOCTOBEPHHIX
CBeeHUN, KOTOPHEe He OBIIM U He MOTNH OBITh YCTAHOBJIEHHl NPU TOCYHAapPCTBEHHOU
perucTtpanuu (IMoaTBEPKAeHUY rOCYyIapCTBEHHON PETUCTPALUK) JIEKapCTBEHHOTO CPEICTBA;

OTKa3a [epxXaTejsi pPEerucTpaluoHHOTO YAOCTOBEPEHHUS OT OCYIIeCTBIEHUS
Ha3HAaYEeHHOr0 MUHUCTEPCTBOM 3IPaBOOXPaHEHUST MHCIEKTUPOBaHUS ((papMalleBTUUYeCKOU
VMHCIIEKIIMN) IIPOMBIIIIEHHOTO IIPOU3BOAICTBA JT€KaPCTBEHHOTO CPEACTBa Ha COOTBETCTBUE
TpeboBaHusSM Hapmmexalmel mpou3BOICTBEHHON MPAKTUKK IIPU MPU3HAHUY JI€KapPCTBEHHOTO
CpefiCcTBa HEKaueCTBEHHHIM;

HECOOTBETCTBUSA IIPOMBILIJIEHHOTO IPOU3BOACTBA JIeKapCTBEHHOTO0 CpefCcTBa
TpeboBanusM Hapnexaiied Mpou3BOACTBEHHOM MPaKTUKHU.



[leiicTBUE pPeruCTpaiOHHOTO YOOCTOBEPEHU S ITPEKPAIlAaE€TCA B ClIydae:
HNCTEe4YEeHHus CPOKa OEeuCTBUS pPeruCTpanmoOHHOTO YOIOCTOBEPEHU T,

HEeyCTPaHEeHHUS OepiKaTeleM PEeTrUCTPAllMOHHOTO YIOCTOBEpPEeHHsS OOCTOSTENbCTB,
TIOBJIEKINIMX ITPUOCTAHOBIEHUE MEHCTBUS PETHUCTPAIMOHHOTO yIOCTOBEPEHUS;

oOpaImmeHusi OepxkaTens PEerucTPaluOHHOTO YIOCTOBEPEHUS C 3asBIEHUEM
0 IpeKpalleHuy OeWCTBHUS PETHCTPAIMOHHOTO YOOCTOBEPEHHS;

BEIHECEHUS CYOOM PEeIIeHus O HapyIIeHWHW IpaB IpaBoobGramaTens 006HEKTOB
MHTEJIeKTyalTbHOM COOCTBEHHOCTU NIpPU OOpallleHuH JeKapCTBEHHBIX CPENCTB.

[TopsAmoK ¥ YCIOBUS OCYILIECTBIEHUS TOCYyIapCTBEHHOW perucTpaluu (IOOTBEPXKIOCHUS
roCymapCTBEHHON pEerucTpaliy) JeKapCTBEHHBIX CPEOCTB, YCIOBHOM T'OCYHapCTBEHHOU
perucTtpanuu (IOATBEPXKOEHUS YCIOBHOM TOCYOapCTBEHHOUW PETUCTPaliu) JIeKapCTBEHHBIX
IIpelapaToB, BHECEHUS U3MEHEHUN B PETUCTPALIMOHHOE JOChe, a TaKXKe NMPUOCTAaHOBIEHUS,
IpeKpallleHusl [elCTBUS PErucTpaluoOHHBIX YIOCTOBEpeHUM ycTaHaBiauBaioTca CoBeTOM
MunuctpoB Pecnybnuku Bemapyce.

Perucrtpanusa (DOgTBepXAeHUE PerucTpalyu) J1eKapCTBEHHBEIX CPEACTB B paMKax
EBpa3uiiCcKOro 3KOHOMUYECKOr0 COX3a U WHEE IPOLENYPHl, CBA3aHHLEIE C PEeTUCTpalUen
JIEKaPCTBEHHEIX CPELCTB, OCYIIeCTBIAKTCI MUHUCTEPCTBOM 3IpPaBOOXpPaHEHUs
B cooTBeTCcTBUU Cc CornalieHueM O €OHWHBIX NMPUHIMIAX ¥ TpaBuiiax obpalleHus
JIeKapCTBEHHHIX CPeNCTB B paMKaX EBpa3uiiCKOro 9KOHOMHUYECKOI'0 CO03a oT 23 meKabps
2014 roma ¥ MeXAyHapOLHO-IIPABOBEIMU aKTaMU, COCTABIAWINUMU IpaBo EBpa3uiickoro
3KOHOMHUUYECKOI'0 COI3a.

Crartbs 11. JIunnen3upoBanue ¢papManeBTHIYECKOH TesiTeTLHOCTH

JIutieH3upoBaHue (papMalleBTUYECKON [EeSITeIbHOCTH OCYIIECTBIISIETCS B COOTBETCTBUU
C 3aKOHOMATEILCTBOM O JTUIIEH3UPOBAHUM.

Crarbs 12. CucTeMa KOHTPOJISI KaueCTBa JIEKAaPCTBEHHBIX CPECTB

CucTeMa KOHTPOJISI KauecTBa JIeKapCTBEHHBIX CPEICTB IPEACTaBIsIeT CO00M KOMIIIEKC
MEPOMPUSATHH, MPOBOOUMEBEIX IPHU KX MTPOMEIIIJIEHHOM IIPOM3BOACTBE, AITEYHOM
W3TOTOBJIEHUH, Peanu3allii, XpaHeHWHU, TPAHCIOPTUPOBKE, MEOUIMHCKOM MPUMEHEHUU
¥ TI03BOJSAIONIMX TapaHTHPOBATh KA4YeCTBO JIEKAPCTBEHHHIX CPEACTB, HAXOMSIIUXCS
B oOpallleHuu Ha Tepputopuu Pecnyb6nuku Bemapycek.

[Tpou3BoauTENb IEKAPCTBEHHOI'0 CPEACTBa Ha KaXYI0 BHITYILIEHHYIO CEepUl0 (IapTHIO)
JIEKapCTBEHHOTO CPeACTBa BhHIAAET MOANUCAHHLIN YIIOJTHOMOYEHHBIM UM JIUIIOM OOKYMEHT,
IOATBEPXKAAOIINKA COOTBETCTBHE KadeCTBa Cepuu (IapTHM) JIeKapCTBEHHOTO CpeACcTBa
TpeOOoBaHUSIM HOPMATHBHOTO NOKYMEHTA II0 KaYeCTBY, BKIIOYAOIIUY MOATBEPKIEHUE, YTO
cepus (mapTus) NTeKapCTBEHHOT'0 CPEACTBa MPOM3BegeHa B COOTBETCTBUHU C TPeOOBaHUSIMU
Hapnexalley Mpou3BOACTBEHHOU IIPAKTUKY U PETUCTPALMOHHEIM [IOChE.

s NMMYHOJIOTHYECKUX JIEKAPCTBEHHEIX IIPEIIapaTOB ITPOU3BOOUTEIIL OOIIOTHUTEIIEHO
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BHIJAa€T CBOAHBIM NPOTOKOJI Ha CepHuio (IapTHi0) UMMYHOJIOTUYECKOTO JIEKapPCTBEHHOTO
IperapaTa B COOTBETCTBUY C peKOMeHOalusiMu BceMupHOM opraHu3aliuy 30paBoOXpaHeHus.

JlekapCcTBeHHBIE CPENCTBA [0 IMOCTYIJIEHUS B peain3allidio, a TaKXKe JIeKapCTBEHHHIE
CpefcTBa, Haxoasiuecs B oOpallleHuH, MofiexaT KOHTPOJII0 KaueCTBa UCILITAaTeIbHEIMU
nmabopaTopusIMU, aKKPeIUTOBaHHKIMY B HallMOHAIbHOM CUCTEMe aKKpeouTaluu PecrnyOnuku
Benmapych [Ons HMCHOBITAHUM JIeKAapCTBEHHBIX CPeACTB. [lepedyeHb HCIHITATEIbHBIX
nabopaTopuii, TOPSIAOK U YCIIOBUS IPOBEOEHN KOHTPOJIS Ka4eCTBa JIeKapCTBEHHBIX CPEMICTB
yCTaHaBNIUBAOTCSI MUHUCTEPCTBOM 3[IPaBOOXPAaHEHUS, €ClIM MHOe He IPeayCMOTPEHO
3aKOHOMIATeTbHEIMM aKTaMH.

KOHTpOIL KayecTBa JIEKAPCTBEHHOTO CPeACTBa BKJIIOYaeT MPOBEeeHHEe HCIILITaHUU
Ha COOTBETCTBME ITOKA3aTeJIsIM KaueCTBa HOPMATUBHOTO IOKyMEHTa 110 Ka4eCTBY, a TaKXke
Ha COOTBETCTBHE PErUCTPAlMOHHOMY OOCbe II0 YIaKOBKe, MapKHPOBKE YIaKOBKH,
WHCTPYKIUHU 10 MEOUIMHCKOMY IMpPUMEHEHHWI (IUCTKY-BKIA[BIIIYy), MOKYMEHTY,
IOATBEPKOAOIIEMy ero KadecTBo. JIeKapCTBEHHOE€ CpPEeNCTBO, HE COOTBETCTBYIOIIee
TPeOOBAHUSIM HOPMATUBHOTO MOKYMEHTa II0 Ka4yeCTBY, IPHU3HAETCS HEKAaYeCTBEHHBIM.

HpI/I IIPU3HAHUU JIEKAPCTBEHHOI'O CPEACTBAa HEKAYECTBEHHBIM OCYIMECTBIIAETCA
HNHCIIEKTHUPOBaHHNE (d)apMaHeBTI/I‘-IeCKaH I/IHCHeKHI/IH) €ro IMpoOMBIIIJIEHHOT'0 IIPOM3BOOCTBaA
Ha IpegMeT COOTBETCTBHA TpGGOBaHI/If{M Hapgnexarenu HpOI/ISBOJICTBeHHOfI IIPAKTHUKHU
B ClIy4adX M IIOPAOKE, YCTAHABIIMBAEMBIX MI/IHI/ICTepCTBOM 30PaBOOXPaHEHU .

KauecTBO meKapCTBEHHHIX CPEACTB, U3rOTaBJIMBAeMbIX B allTeKaX, OMpPedeNsieTcs ux
COOTBETCTBUEM TpeboBaHUAM ¢apMaKOMeNHBIX cTaTei ['ocygapCTBeHHOU (GapMaKoleu
Pecnyb6nuku Benapych. JlekapcTBeHHbIE CPELCTBA, U3TOTOBJIEHHEIE B alTeKax, MOfjIexkaT
KOHTPOJII0 KayeCTBa B IMOPSAAKe U Ha YCJOBUSAX, YyCTaHaBIMBaeMbIX MUHUCTEPCTBOM
30paBOOXPaHEHUs, eClIU UHOe He NPefyCMOTPEeHO 3aKOHOONATE/IbHEIMU aKTaMH.

[Ipu BHISIBIEHWHM HEKadyeCTBEHHOTO JIEKapCTBEHHOTO CPEACTBA, MU3TOTOBJIIEHHOTO
B alTeKe, OCYIIECTBASETCS HMHCIEKTHPOBaHUE ((papMalleBTHUeCKas HMHCIEKIHSA) ero
anTe4YHOTOo U3TOTOBIEHUS Ha MPeaMeT COOTBETCTBUS TpeboBaHUAM Hapmmexkalnen anTedHOU
IIPAKTUKYU U (papMaKoIeNHbIX cTaTed ['ocymapcTBeHHOM dapmakoneun Pecriyonuku bemapych
B MTOPSIOKE M Ha YCIOBUSX, YCTaHABIMBAEMBIX MUHHUCTEPCTBOM 3IPaBOOXPaHEHNUS.

Crarbsa 13. Cucrema ¢papmakoHag3opa

Cuctema ¢apMaKoHam30pa IpeacTaBiasieT co00W CHUCTEMY, OPraHU3yeMYIO
nepXKaTelsIMHd PEruCTPAllMOHHBIX YIOCTOBEPEHHH ¥ MWHHCTEPCTBOM 3OPaBOOXPAHEHUS
IJIs BHIIIONTHEeHWS 3amad ¥ 00sg3aHHOCTEeW Mo ¢GapMaKOHAA30py, MpegHA3HAYEHHYIO
IJIsT KOHTPOJIsS 60e30IacHOCTH JIEKAapPCTBEHHBIX MPEapaToB, CBOEBPEMEHHOT'0 BHISBIIEHUS
BCeX M3MEHEHWH B OIeHKE COOTHOIIEHUS «II0JIb3a - PUCK» JIEKAaPCTBEHHHIX IIPerapaTos,
pa3paboTKK 1 BHEOPEHUS Mep 0 00eClIeueHHI0 MPUMEeHeHNST TeKapCTBEeHHEIX ITPernapaToB
IIPY IIPEBHIIIEHUY TI0JTb3bI HAfl PUCKOM.

IepxkaTenu PerucTPAlMOHHBIX yIOCTOBepeHuy 00s3aHbl 00€CIeYuTh OpPraHu3alluio
1 QYHKIMOHUPOBAHUE CHCTEMEI (hapMaKOHaA30pa B COOTBETCTBUY C TpeOoBaHUsIMU [IpaBuiI
Hafjexallleld TpaKTUKu papMakoHag3opa EBpa3uiiCKOro 3KOHOMHUYECKOTO COI03a.



[Topsimok uHCHeKTUPOBaHUS ((papMalleBTHUECKOW HHCIEKINH) Ha IPeaMET
COOTBETCTBUS OpraHU3aluu U PyHKIIMOHUPOBAHUS CUCTEMHEI (hapMaKOHaA30pa gepxKareen
PEerucTpalyuoHHHEX yOOCTOBepeHUUN TpeboBauusaM I[IpaBun Hamlexalled NPaKTUKU
dhapmakoHaa30pa EBpa3uiickoro sKOHOMUYECKOT0 COI03a yCTaHaBIMBaeTCI MUHUCTEPCTBOM
30paBOOXpPaHEHUS.

MepunuHcKue 1 ¢hapMalleBTUYecKre paboTHUKY 00513aHBI IPEACTABNATh HHGOPMALKIO
0 BBISIBJIEHHBIX HeXXeJlaTe/IbHBIX peaKlUsAX Ha JIeKapCTBeHHBIE IIpernapaThl B IOPSOKe,
yCTaHOBJIEHHOM MUHUCTEPCTBOM 3pPaBOOXPaHEHU .

Cratbsa 14. TocymapcTBeHHBIN (papMalleBTHYECKHH Haa30p 3a
Cco0JII0IeHueM TPeOOBaHUH 3aKOHOJAaTe/ILCTBa 00
oOpalleHHuH JIeKapCTBEHHBIX CPEICTB

['ocymapcTBeHHBIM (apMalleBTUYECKHM HaAA30pP 3a cobmomeHueM TpebOoBaHUU
3aKOHOATeNbCTBa 00 oOpalleHuy TeKapCTBEeHHBIX CPEMICTB OCYIIECTBIISET TOCylapCTBEHHOE
yupexneHue «[ocymapCTBeHHBIM (apMalleBTUUYECKUHM Han30p B cdepe oOpameHus
JeKapCTBeHHHX cpencTB «l'ochapmMHaAm30p» B COOTBETCTBUM C 3aKOHOOATEIbCTBOM
0 KOHTPOJIbHOM (Hag30pPHOU) OeSTeNIbHOCTH.

OCHOBHBIMHM 3ajadaM{ TOCYJapCTBEHHOTO (apMaleBTHUYECKOTO HaA3opa
3a coOmogeHneM TpeOoBaHUY 3aKOHOAATENNbCTBa 00 oOpallleHUM NeKapCTBEHHBIX CPENCTB
SBJISIIOTCSL NpefoTBpalleHue IMOCTYIJIEHUS B oOpallleHWe U CBOEBPEMEHHOEe H3bSATHE
3 obpalleHUs HEeKAaYeCTBEHHHX, (GalbCUPUIMPOBAHHHIX JIEKAPCTBEHHBIX CPENCTB
¥ JIeKapCTBEHHBIX CPEMCTB C MCTEKIIUM CPOKOM TOOHOCTH, IpeayIpexkaeHue, BEIBICHUE
U IIpecedyeHre HapylleHuY TpebOoBaHUY 3aKOHOMATeNbCTBA 00 oOpallleHuM JIeKapCTBEHHBIX
CPEenCTB.

I''TABA 3
PA3PABOTKA, JOKIMHUYECKHUE (HEKIMHUYECKHWUE) UCCIIEHOBAHUA
JIEKAPCTBEHHbBIX CPENCTB, KIIMHUYECKHE UCCJIEJOBAHUA
(MCITIBITAHUA) I METUIIMHCKOE ITPUMEHEHUE JIEKAPCTBEHHDBIX
ITPEIIAPATOB

Crarbsa 15. Pa3paboTKa JIeKapCTBEHHBIX CPeICTB

Pa3paboTKa JTeKapCTBEHHHIX CPEACTB BKIYAET MOKWCK HOBHIX (hapMaKOJIOTHYEeCKHU
AKTUBHHIX BEIIECTB HIX HOBHIX KOMOWHANWH (apMaKOJIOTHYECKH aKTHBHEIX BEIECTB,
Tocieayiollee M3y4eHWe WX CBOUCTB, GapMalleBTUYECKYI0 pa3paboTKy u pa3paboTKy
METONOB KOHTPOJS KaueCTBa, MOKIMHHYECKHe (HEKJIHHHYECKHe) MCCIeJOBaHHUI
JIeKapCTBEHHHIX CPEACTB U KIMHHYECKHEe HCCIIeNoBaHUsS (MCIBITAHUS) JIEKAPCTBEHHBIX
IpernapaToB.

Crarbsa 16. Joxki1uHHYeCcKHe (HeKJIHHHYECKHe) HCCIed0BaHHusA
JIEKapCTBEHHBIX CPEJCTB

IHoknuHuYeckue (HEKIMHHUYECKHE) HCCIIedOBaHMUS JIeKapCTBEHHBIX CPENCTB
He TPOBOMSATCS Ha (PU3NYECKUX JIUIIAX.



HoknuHUYeCcKUe (HEeKIUHUYEeCKHUe) UCCIeN0BaHUs JIeKapCTBEHHEIX CPENCTB, B TOM
YUClie C KUCIOJb30BaHMEeM 1ab0paTOPHBIX XKUBOTHBIX, NPOBOOATCS C COONMIOMEHHEM
TpeboBanuil IIpaBun Hapanexamed nabopaTopHOM mNpakTuku EBpasuuckoro
9KOHOMHMYECKOT0 C0H3a U B 00beMe, ONpenensieMoOM MeXAyHapOgHO-IPaBOBHIMU aKTaMy,
COCTaBIAIIMMY IPaB0 EBPa3uiiCKOr0 3KOHOMUYECKOT0 COM03a.

Crarbsa 17. KnuHnuyeckue HccjlegoBaHus (MCIILITAHHUS)
JIEKapCTBEHHBIX IIpPelapaToB

PellleHVve 0 Ha3HAYEHUU KIMHUYECKUX UCCIeNO0BaHUM (MCIBITAHUM) JIEKaPCTBEHHBIX
IIpernapaToB IPUHUMAETCs MUHUCTEPCTBOM 3IpaBOOXpPaHeHUS IPU HaTUYUU:

IIOJIOKUTENIbHEIX Pe3yJIbTaTOB HOOKIMHUYECKUX (HeKJIUMHUYEeCKUX) HCCIefOoBaHUU
3¢ deKTUBHOCTU U 6e30IIacHOCTH JIEKapCTBEHHBIX CPENCTB;

TI0JIOKUTEJILHEIX PE3yJIbTaTOB OLIEHKH COOTHOUIEHUS 0XKHUIaeMoii IOIb3kl A7 CyObeKTa
WCCIleoBaHUS U 00IIecTBa ¥ MPegBUAUMOro (IpeficKa3dyeMoro) pucka u (unu) HeynoOCTBa
B PpaMKax ITPOBefleHUsI UCCIeN0BaHus (UCIIBITAHUS);

yOemuTEeNbHBIX JaHHBIX 0 COOIONEeHNY MpaB, 0€30MMaCHOCTH U 01aromonyyusi CyObLeKTOB
HCCJIeHOBAHHUSI.

Knuunyeckue HCClIegoBaHUS (MCIBITaHUS) JIeKaPCTBEHHHBIX IIPerapaToB MPOBOASATCS
Ha Ccy0ObeKTaX MCCIIeloBaHUSA B TOCYHapCTBEHHHIX OpPraHM3alusiX 3ApPaBOOXpaHEHHUS
B IOPSIAKe M Ha yCJOBUSX, YCTaHaBIMBaeMbIX MHUHHCTEPCTBOM 3OPaBOOXPaHEHHS,
B COOTBETCTBUU C TpeOoBaHuMsAMU I[IpaBun Hafnexalled KIMHUYECKOW MPAKTUKHU
EBpa3uiiCKoro 3KOHOMHYECKOTO C0I03a M NporpamMmoi (IIPOTOKOIOM) KIMHUYECKHUX
uccliefloBaHuM (MCHBITAHUM) JIeKapCTBEHHHIX IIpernapaToB, omoOpseMoit He3aBUCUMBIM
3TUYECKMM KOMHUTETOM M YTBEpPXKAaeMoyW MUHMCTEPCTBOM 3APaBOOXPaHEHUS.

CoOTBeTCTBUE NPOBOOUMEIX Ha CyObeKTaX MCCIEefOBaHUS B TIOCYHapCTBEHHHIX
OopraHu3alusgX 30PaBOOXpaHEeHUs KIIMHUYECKUX UCCIIeloBaHUM (UCIIBITAHMM) JIeKapCTBEHHBIX
npenapatoB TpeboBaHusM [IpaBun Hapnexalled KIMHUYECKON MPaKTUKU EBpa3uiickoro
5KOHOMUYECKOT0 COl03a IOATBEpPKOAeTCS NOKYMEHTOM, BbllaBaeMHIM MUHHCTEPCTBOM
30pPaBOOXpaHEHUs [0 pe3yibTaTaM MHCIEKTUPOBaHUA ((papMalleBTUYECKOU HMHCIIEKIUH),
OCYLIECTBISIEMOTO B IOpPSIAKE U Ha YCJIOBUAX, yCTaHaBIUBaeMbX MHUHUCTEPCTBOM
3[paBOOXpPaHEHUs.

He3aBUCUMEBINM 3TUYECKUU KOMUTET CO3[aeTCs MPU FOCYyHAapCTBEHHBIX OpPraHU3alMsIx
3apaBoOXpaHEeHMs B Ka4eCTBe 9KCIIEPTHOTO COBETa M pacCMaTpPUBAET BOIIPOCH 00eCIedYeHns
npaB, 6e301aCHOCTY U OXpaHBl 3OPOBbSI CYOBEKTOB HCCIEN0BaHus, 0f00pSET IporpaMmy
(IpOTOKON) KIMHHYECKUX HCCIIefoBaHUM (MCHBITAaHWU) TeKapCTBEHHHIX IIPENapaToB,
OlleHMBaeT KBanu(pUKAIUI0 UCCIegoBaTejied U HaJlUu4due YCJIIOBUU B TOCYyHapCTBEHHBIX
opraHu3aludaX 3OpaBOOXpaHeHUS [OJid IIPOBeJeHUs KIMHUYECKUX HUCCIIeJOBaAaHUU
(MCTIBITAaHWM) JIEKapCTBEHHBIX IIpeIapaToB.

[TooXeHWe O He3aBUCHMOM 3THYECKOM KOMUTETE YTBepKAaeTcs MHHHCTEPCTBOM
3[IPAaBOOXPAHEHHUS.



Cratbs 18. IIpaBa CyOBEKTOB MCC/IeIOBAaHUSI

Yyactue CYG'BeKTOB HCCIIegOBaHNs B KIIMHUYECKHUX HCCIIEJOBaHHUAX (I/ICHBITaHI/IHX)
JIEKapCTBEHHEIX IIPEIIAaPaTOB ABJIAETCA ,I[O6pOBOJ'IbeIM.

KnuHu4eckoe uccaeqoBaHue (MCIBITaHKWE) JIEKAPCTBEHHOTO IIperapaTa MPOBOOUTCS
IIpU HaJIM4YWMU MHUCHbMEHHOTO COTacus Cy0ObeKTa UCCIIefoBaHUSI Ha y4acTHe B IIPOBEIEeHUU
KIMHAYECKOT0 MCCIef0BaHus (MCIBITAHUS) 3TOTO JT€KapCTBEHHOIO IpelapaTta. B ciydae
y4acTHs B KIMHHYECKOM MCCIefoBaHUM (HMCHBHITAaHKWU) JIEKAaPCTBEHHOTO IpelapaTa
HECOBEPIIEHHONEeTHEr0 Cy0ObeKTa HCCJIeJOBaHMUS TaKoe KIMHUYECKOe MCCIIeJoBaHUe
(McTIBITaHME) MPOBOOUTCS IIPU HAIMYUU MHCbMEHHOTO COTJIaCus OOHOTO U3 POOUTENEH, a B
clly4yae ydacTus B KIMHMYECKOM HCCIeNOBaHWU (MCILITAHWU) JUIlA, HE CIOCOOHOTO
II0 COCTOSHUIO 3MOPOBbS K IPUHATHIO OCO3HAHHOTO PEIIeHHUs, - C MMCbMEHHOI' 0 COTIacus
cynpyra (Cympyru) Wik OOHOT0 U3 OIM3KUX POICTBEHHUKOB (POOUTENEH, COBEPIIIEHHOIETHUX
meTel, pomHEIX OpaTheB (cecTep) ¥ BHYKOB, mefa (6abkm)).

3ampelaeTcs y4acTue B IPOBEJEHUU KIMHUYECKUX MCCIefOBaHUW (MCIBITAHUU)
JIEKapPCTBEHHBIX IIPeIapaToB:

OepeMeHHBIX XKEeHIIWH, 3a UCKIIIOUeHUEeM CJIy4aeB, KOTla UCCIIeMyeMbIi JIeKapCTBEHHBIN
Ipernapar npegHa3HayeH UCKIIOUUTEIbHO O JIeYeHUs NaHHOW KaTeropuu JIUI] UK KOoTha
I[eJIbI0 KIMHUYECKUX HCCJeJoBaHMYU (MCHBEITAHHWN) 3TOr0 JIEKAPCTBEHHOTO IIpelapara
SIBJISTETCS ONTUMM3ALMS ero JO3UPOBaHUS NMHOO0 pexkuMa IPUMeHeHUus y 0epeMeHHBIX
JKEeHIIVH, a TakKXe Korfga HeoOxoguMas MHGOpMalusg MOXKeT OBITh IOJyYyeHa TOJbKO MPHU
KJIMHUYECKUX MCCIIeNOBAHUSIX (MCIBITAHUSX) JIEKAPCTBEHHBIX ITPEnapaToB Ha OepeMeHHBIX
JKEeHIIMHAX IPU YCIOBUU HMCKIIOUEHMWsS PUCKA NMPUYMHEHUS Bpeda XKU3HU U 3OPOBBIO
OepeMeHHOM XeHITUHEBL U T1J10/1a;

HECOBEPIIEHHOJETHUX, 3a HCKIIOUYEeHHEeM ClIy4aeB, KOTrJa HCCIEeOyeMBIi
JIeKapPCTBEHHBIN IpemapaT MpefHa3HaYeH HCKIKUYUTENbHO OJIS JIeYeHUS OEeTCKUX
3a00JIeBaHUHU MM KOTHa IeJIbI0 KJIMHUYECKUX HCCIIeJOBAHUM (MCILITAHUHA) 3TOTO
JIeKapCTBEHHOI'0 IMpelapaTa SBASETCS ONTHUMHU3AllMs ero HO3WpoBaHus MO0 pexkuMa
IpUMEHEHHUS Y HECOBEPIIEHHOJETHUX MPH YCIOBUU NPEAIIECTBYIOMNX KIMHAYECKUX
MCCleqOBaHuY (MCIIBITAHUM) JIeKapCTBEHHOTO IIpernapaTa Ha COBEPIIEHHONIETHUX CyObeKTax
HCCJIeNOBAHMUSI;

OEeTeu-CUPOT U IeTel, OCTaBIMIMUXCS 0e3 IOoIeYeHUsI POOUTENEeH;

JIAI, He CIOCOOHBIX II0 COCTOSHUIO 3[0POBbA K NMPUHATUIO OCO3HAHHOTO peIleHusd,
3a HMCKIIIOUEHUEM CJTy4yaeB, KOT[a UCCIeNyeMbIN TeKapCTBEHHbIH ITpenapaT npegHa3HadyeH
IJ1 MEOUUUHCKOTO NMPUMEHEHUs 10 I0Ka3aHUSM, COOTBETCTBYIOUIUM OUAarHo3y CyObeKTa
MCCIIEJOBaHNUS;

BOEHHOCIIYKalllUX M JIWI, Ha KOTOPBIX PACIIPOCTPaHAETCA CTATYC BOEHHOCIIYXKAIHUX,
3a UCKMIIOYEHUEM CIIy4deB, KOroa I/ICCHeI[yeMBIﬁ HeKapCTBeHHBIﬁ Ipernapart MMpegHa3Ha4YeH
HNCKIIIOYHUTEJIBHO OJIfd IIPHMMEHEHHUd B BOEHHOU MeJUuIUHE WM KOrfa Ielbl0 KINHUYECKUX
HCCIeN0BaHUM (I/ICI'[bITaHI/IfI) 9TOI'0 JIEKAPCTBEHHOT O IIPeIlapaTa ABJIAETCA OIITUMHU3allud €ro
JO3UPOBAHUSA UJIK PEXKKUMa IIPDUMEHEHUA Y YKaSB.HHOfI KaTeTropuu JINII;



JINII, B OTHOIIIEHNH KOTOPHIX ITPOBOOUTCHA cyne6Haﬂ 9KCIIEPTH34a;
OCYXIOEHHBIX U JINL, COOEPXKAIIUXCA I10[ CTpa}Keﬁ;

JIUI, TPU3HAHHLEIX B YCTAaHOBIIEHHOM IOPSAKE HEAeeCIOCOOHBIMM, a TakKxkKe JIHII,
CTpafaloUuX IICHXMYECKMMH pacCTpoiicTBaMu (3a00eBaHUSIMHU), NPUHYOUTEIBHO
TOCIUTANN3UPOBAHHEIX U HAaXOMAIIMXCS Ha MPUHYOUTEILHOM JI€UEHUH B IICHXHATPUYECKOM
CTallMOHape.

CyOBeKTH HCCIeNOBaHUSA W JIKIla, YKa3aHHBIE B YaCTU BTOPOW HACTOSIIEX CTaThH,
MMEIOT IIpaBO OTKa3aThCS OT y4aCTHUS B KIMHUYECKUX MCCIIEAOBAHUSAX (MCIBITAaHHUSAX)
JIeKapCTBEHHHIX ITperapaToB Ha J1I000H CTafiuy UX IIPOBEIeHHUs.

KnuHu4Yeckue uCCaeqoBaHus (MCIbITAHNUS) TEKAPCTBEHHHIX MIPEenapaToB JOIKHEBI ObITh
IIPEeKpalleHHl B ClTy4yae BO3HUKHOBEHHUS YTPO3bl XKU3HU U 3[0POBBIO CyOBbEKTa UCCIEqOBAHUS,
HapyieHuss TpeOoBaHuM IIpaBun Hagexkalned KIMHAYECKONW MPaKTHKKA EBPa3uiicKoro
9KOHOMMYECKOT'0 COI03a MU HOPM MEIUIMHCKOM 3THKM U [IEOHTOJIOTUHU, a TaKXKe B ClTydae
HemoCcTaTo4yHoU 3(pdekTuBHOCTH U 0€30MACHOCTH MCCIEAYyeMBIX JIeKapCTBEHHBIX
IIpernaparTos.

Cratbs 19. MegunHHCKOE IPUMEHEHHE JIeKapCTBEeHHBIX
npenapaTroB

MenguiinHCKOe IpUMEHEeHHe JIeKapCTBEHHBIX IMPeNapaToB, 3aperuCTPUPOBAHHHEIX
B PecnyO6nuke Bemapych, OCYIIeCTBASETCS IO IMOKa3aHUSM, MPEOyCMOTPEHHBIM
UHCTPYKIUSIMHU 110 MEOUIIMHCKOMY IPUMEHEHHIO (IMCTKaMM-BKIAABIIIAMKU) U OOIIUMHU
XapaKTEePUCTUKAMH JIEKaPCTBEHHBIX IIPEIIapaToB, a TaK¥XKe B COOTBETCTBUU C KIIMHUYECKUMU
IPOTOKOJaM{ MM MeTOHaM{ OKa3aHUS MEeOUIIMHCKON IMOMOIIM, YTBEPXKIEHHBIMHU
MUHUCTEPCTBOM 3OPAaBOOXPAHEHMS.

3ampelaeTcs METULIIMHCKOE IPHMeHeH e JIeKapCTBEHHBIX ITPEelapaToB:

He BKJIIOUEHHHIX B ['OCyHapCTBEHHBIM peecTp JIeKapCTBEHHHIX CPedCcTB PecnyOnuku
Benapyce, 3a HCKII0UYeHHEM ClIy4aeB, MPEAyCMOTPEHHBEIX ab3allaMyd BTOPHIM, ISTHIM
U IIeCTBIM YacCTH BTOpPOX cTaThy 10 HaACTOAIIEro 3aKOHA;

HEeKa4eCTBEHHBIX U (aTbCU(PUINPOBAHHEIX;
C UCTEKILINM CPOKOM T'OOHOCTH;

B Clly4yasX INPUHATUA peLIeHUs O IPUOCTAHOBJIEHUMU UX peaju3allud UJIA U3BATUU
13 obpallleHus, IPegyCMOTPEHHBIX YaCTSIMHU BTOPOM-YeTBEPTOM CTaThbyu 26 HACTOSIIETO
3aKOHa.

MegunuHCKOe I pPUMEHEeHHe JIeKapCTBEHHBIX IIpelapaToB, IpedHa3Ha4YeHHHIX
OIS TpPOBedeHUS KIWNHUYECKUX HCCIeJOBaHUU (MCIBHITAHUHN), OCYIIECTBISETCS
10 IOKa3aHMWSAM, IPEAYCMOTPEHHHIM IpPOrpaMMoOu (IPOTOKOJIOM) KJIMHHUYECKHUX
HCCIeJOBaHuM (MCIIBITAHUN).



JlekapCcTBeHHbIE TIpelapaThl, BBe3eHHbe Ha TeppuTopuio Pecnybnuku Benapych
B CJIy4asiX, IPedyCMOTPEeHHBIX ab3allaM{ MSATHIM-BOCHBMBIM YaCTHU MEPBOU cTaThbu 27
HACTOALIEero 3ak0Ha, AOMYyCKalTCd K MEAUIUHCKOMY NMPUMEHEHHUIO II0 II0Ka3aHHUAM,
yKa3aHHBIM B COOTBETCTBYIOILIUX COIPOBOAUTENBHBEIX JOKyMEHTaX.

MepnunuHCKOEe IpUMEHEeHNe OPUTHHAIbHEIX JTIeKapPCTBEHHBIX MTPellapaToB, HaXOOAIINXCS
B IIpOllecce KINHUYECKUX UCCIIeN0BaHUY (UCIbITaHUK) U IIpefHa3HaYeHHbIX [JI Te4YeHus,
MEOULNHCKON TNPOGUTAKTUKUA UM AMATrHOCTUKM XKUIHEYTPOKAIOUUX HUIU TAXKEJBIX
MHBATUON3UPYIOMKUX 3a00ieBaHui, B 1eNsaXx obecrnedyeHUs PaHHEro AOCTYyIa MallMeHTOB
K HOBBIM METOJaM JIeUeHUs J0IYCKAeTCs IIPU YCIIOBUU:

OTCYTCTBUS 5P(HEeKTUBHBIX METOOB OKa3aHUs MEOULIMHCKOX TOMOILIY;
OTCYTCTBUS 3apEeTUCTPUPOBAHHLIX JIEKAaPCTBEHHEIX ITPENapaToB;

TIPEBHIIIIEHUS TI0Ib3bI MPUMEHEHUS TaHHBIX JIEKaPCTBEHHHIX IIperapaToB Hafl PHUCKOM
IJIsT 30OPOBBS M JKU3HU ITAI[IEHTOB.

[TopsImOK M YCIOBUS MEOUIMHCKOTO NMPUMEHEHHUS OPUTHUHANBHBIX JIEKAPCTBEHHBIX
mpernapaToB Ajs ob0ecredeHus PaHHETO JOCTYyIa IMallMeHTOB K HOBHIM METOMaM JIeYeHUS
yCTaHaBNIUBaOTCA MUHUCTEPCTBOM 30PaBOOXPaAHEHMUS.

I'TABA 4
ITPOMBIIVIEHHOE ITPOU3BOJCTBO U AIITEYHOE U3I'OTOBJIEHUE
JIEKAPCTBEHHBIX CPEICTB

Crarbs 20. IIpoMbillJIeHHOE MPOU3BOACTBO JIEKAPCTBEHHBIX
cpeacTB

[IpoMBILlIIEHHOE TPOU3BOACTBO JI€EKapPCTBEHHBIX CPEACTB OCYIIECTBASETCS
Ha OCHOBAHHWHU CIEeNHaJbHOTO0 pa3pelleHus (JIHIEeH3WM) HaA OCYIIeCTBIEHHE
dhapmalleBTUUYECKOM [MesSTeIbHOCTH B COOTBETCTBUM C TpeboBaHMSIMH Hamnexaiien
IIPOU3BOICTBEHHON IIPAKTHUKHU.

CoOTBETCTBHE IIPOMEIIIIEHHOTO IIPOU3BOACTBA JIEKAPCTBEHHEIX CPEICTB TPeOOBaHUSIM
Hapnexaiey Mpou3BOACTBEHHON IIPAaKTUKHU IOATBEPKAAETCSI JOKYMEHTOM (CepTU(UKATOM),
BEIJlaBaeMbIM MUHHCTEPCTBOM 3ApaBOOXPaHEHUS IO pe3ylabTaTaM HHCIEKTUPOBaAHUS
(bapmalieBTMYECKOM HHCIEKINN).

CooTBeTCTBHE IMPOM3BOMCTBA JIEKAPCTBEHHHIX CPeACTB TpeOoBaHuSAM I[IpaBun
HajJjiexallled IIPOU3BOACTBEHHOW IpPakKTUKKA EBpa3suMiCKOro 3KOHOMHUYECKOTO COM03a
07151 TeKapCTBEHHBIX CPENCTB, IPOM3BOAUMEIX OJISI IIOCTABKM Ha PHHOK EBpPa3uiicKOTo
3KOHOMHYECKOT'0 CO003a, MOATBEPXKOaeTCsd HOKYMEHTOM (cepTuduKaTOM), BhIaBaeMbIM
YIIOJTHOMOYEHHEIM OPraHOM TOCyHdapCTBa - 4djieHa EBpPa3uiiCKOTO 3KOHOMHUYECKOTO COI03a.

[Tpou3BOmUTENIb TEKAPCTBEHHEIX CPEICTB B CPOK He Io3gHee 4eM 4epe3 12 MecsieB
mocjie MPUHSATHUS pelleHUs O BHAa4Ye CIelNHallbHOTO pa3pelieHUs (JIMIEH3UU)
Ha OCyIIecTBlIeHHe (apMalleBTUUYECKON MesITeIbHOCTU MOJIKEH MONYy4YUTh HOKYMEHT
(cepTuduKaT), NOATBEPKOAIOUIMKA COOTBETCTBUE IPOMBIIIJIEHHOTO IPOW3BOACTBA



JIeKapCTBEHHBIX CPencTB TpebOoBaHMAM Hapnexalmied NPOU3BOACTBEHHOW IIPaKTUKH.
B mocnepyonieM He pexke OJHOTO pa3a B TPU rofla IPOU3BOAUTENb OOIXKEH 00€CIEeYUuTh
BO3MOXKHOCTh OCYIIEeCTBJIEHUS HHCIEKTUPOBaHUA (papmMalleBTUYECKOW HHCIEKIIUH)
IIPOMBIIIIEHHOTO IPOU3BOACTBA JIEKaPCTBEHHLIX CPEACTB AJi IIOATBEPXKAEHUS COOTBETCTBUS
TpeboBaHusM Hapmnmexariedl MpPOuU3BOACTBEHHOM MPAKTUKU B MOPSAOKE, YCTAHOBIEHHOM
3aKOHOJaTEeIbCTBOM.

[Ipou3BOOUTENb JIEKAPCTBEHHBIX CPENCTB Ha3HayaeT YIOJIHOMOYEHHOE JIHIIO0
(yHOMHOMOYEHHBIX JIMI[), uUMelollee BhICcIlee oOpa3oBaHHe U CTaxX pPabOTH
II0 COOTBETCTBYIOIIEMY BHAY PAa00T U YCIIYT, CBI3aHHAIX C IIPOMEIIIIEHHEIM ITPOX3BOACTBOM
JIEKAPCTBEHHLIX CPELCTB.

YIOMTHOMOYEHHEIM JIHMIIOM INPOH3BOMUTENS JIEKAPCTBEHHHIX CPENCTB SBIISETCSH
MOIKHOCTHOE JIMIIO IIPOM3BOIUTENIS, Ha KOTOPOE BO3JIaraeTCs OTBETCTBEHHOCTE 338 KaUeCTBO
IIPOU3BOOUMEIX U BEITYCKA€MHX B Pealun3alliio JIeKapCTBEHHEIX CPENCTB, TapaHTUPYIOIIee,
YTO KaXpas cepus (mapTusi) JIeKapCTBEHHOTO CPEeACTBa IPOM3BegeHa M NPOBepeHa
B COOTBETCTBMH C TpebOoBaHHsIMM Hamnexalne#d IPOH3BOACTBEHHON NPAKTHKH, WHHIMHU
AaKTaMH 3aKOHOMATENIbCTBA, 4 TaKxXKe PEeTHCTPAI[MOHHEIM [OChe.

Y1onHOMOY€EHHOE JIULIO0 MIPOXOAUT aTTeCTAlUI0 [ IOATBEPKIEHUS er0 COOTBETCTBUS
TpeOOBaAHUSAM, NIPEABIBASIEMBIM K YIOMTHOMOYEHHBIM INHIlaM IPOU3BOOUTEINEH
JeKapCTBEHHBIX CpencTB. TpeGoBaHUS U MOPAMOK aTTeCTALlUM YIIOJTHOMOYEHHBIX JIHUII
IPOU3BONUTENEH JIEKAPCTBEHHBIX CPEACTB YyCTaHaBIMBAWOTCS MUHUCTEPCTBOM
30paBOOXpPaHEHUS C y4eToM TpeOoBaHUM MeXOYHAPOIHO-IIPABOBHIX aKTOB, COCTABIISIOIINX
npaBo EBpa3uiicKOro 3KOHOMUYECKOT0 COI03a.

YImonHOMOYEeHHEIE JIHIla IPOW3BOJUTENIEH JIEKAaPCTBEHHEIX CPENCTB, MPOIIEIINe
aTTeCTAIlNIO, BKITIOYAIOTCS B PEECTpP YIOTHOMOYEHHHIX JTHI TPOHU3BOIUTENEH TeKapCTBeHHBIX
cpenctB Pecniy6nmuku benapycs.

dopMupoBaHHE U BeJleHHEe peecTpa OCYIIEeCTBISIOTCA MHUHUCTEPCTBOM
30paBOOXpaHEHUA B NMOPSAAKe, YCTAHOBJIEHHOM 3TUM MUHUCTEPCTBOM.

HpI/I OCyIIeCTBJIEHNX IPOMEINIJIEHHOTO IIPOU3BOACTBA JIEKAPCTBEHHEIX CPENOCTB
IIPONU3BOOUTEIID:

BHeIpseT W MoAAepXkuBaeT (PyHKIMOHMPOBaHHE (apMaleBTUUECKOW CHUCTEMEI
Ka4yecTBa, IIO3BOJISOINEN obecneynBaTh COOTBETCTBHE IIPOHU3BOJMMEIX JT€KaPCTBEHHBIX
CPEeOCTB IeJIeBOMY Hal3HAYEHHUIO OIS MEeOUIMHCKOTO0 NMPUMEHEHHS, OOKyMeHTaM,
COCTABIISAIOIIAM PETUCTPAIIMOHHOE I0Che, U (M/IM) mMporpaMMaM (IIPOTOKOIaM) KIIMHUYECKUX
HCCIeqOBaHu# (MCIBITAHUI);

rapaHTUpPyeT HCIONb30BaHWE B INPOLECCE MPOMHIIIIEHHOTO IPOU3BOACTBA
JIeKapCTBEHHHIX IIpernapaToB TOJbKO (hapMalleBTUUECKHX CyOCTaHIIMM, MPOU3BEIEHHBIX
B COOTBETCTBUM C TpeOOBaHUSIMU HafJiexkallleld IPOU3BOACTBEHHON NMPAKTUKU CTPAHBL -
IPOU3BOAUTENS (hapMalleBTUUECKOU CyOCTaHIUY;

obecreunBaeT cobmiogeHue TpeboBanui IIpaBui Hapexkallel OUCTPUOBIOTOPCKOM



IPaKTHKK EBPasuiiCKOro 9KOHOMHUYECKOTO COI03a IIPH OITOBOH peanu3aluy JTeKapCTBeHHEIX
CPe[ICTB;

He3aMeOJUTeNbHO HHDOPMUPYeT MUHHCTEPCTBO 3[PaBOOXPaHEHHUS O CIydasx
BEHISIBIEHUS (GanbCUPUIUPOBAHHEIX JIeKapCTBEHHBIX CPENCTB, COOTBETCTBYIOUIUX
HalMEeHOBAaHUSIM JI€KapCTBEHHBLIX CPENCTB, IPOU3BOOUMBIX HM;

B CJIy4ae yCTAHOBJIE€HUS HECOOTBETCTBUS KaueCTBa MPOU3BOAMMLIX T€KapCTBEHHHIX
CPenCTB IPOBOAUT PaccieioBaHUE C BHISIBIIEHUEM U YCTpaHEHWEM MPUYUH U UHPOPMUPYET
MuHHUCTEPCTBO 3APaBOOXpPaHEHUS O pe3ylbTaTaX pacCiaegOoBaHUS B MOPSIOKE M CPOKH,
yCTaHaBIHMBaeMble MHUHUCTEPCTBOM 3IPaBOOXPaHEHHUS, a TaKxke obOecrmeyuBaeT
OCYILeCTB/IEHNE UHCIEKTUPOBaHUS ((papMaleBTUUYECKOM HUHCIIEKIUN);

obecreyrBaeT MOAaepXKaHWE B aKTyaJlbHOM COCTOSHHU CBEOEHUU OTHOCHUTEIILHO
IIPOMEIIITIEHHOT0 ITPOU3BOICTBA JIEKAPCTBEHHBIX CPENCTB, COMEPKAIIUXCS B OKYMEHTaX,
IIPEeICTaBIIEHHbIX IJIS JINIIEH3UPOBaHUS (hapMalleBTUYEeCKOM [esiTeIbHOCTH B YaCTH pPaboT
¥ YCIYT II0 IPOMBINIIEHHOMY NTPOU3BOMACTBY JIEKAPCTBEHHBIX CPENCTB U UX OINTOBOM
peanu3alum.

3ampeliaeTcsi MPOMBIIIIIEHHOE TTPOU3BOACTBO JIEKAPCTBEHHBIX CPENICTB:

He BKJIIOUYEHHHIX B ['0CyHapCTBEHHBIM peecTp JIeKapCTBEHHHIX CPedcTB PecnyOnuku
Benapycs, 3a HCKII0YeHHEM J1€eKapCTBEHHBIX CPENCTB, IpegHa3HauYeHHbIX OIS IPOBEEeHUS
OOKNIMHUYECKUX (HEKJIMHUYECKUX) HCCIeOOBaHMU, OCYIIEeCTBIEHHS TOCyZapCTBEHHOU
perucTpanydy UKW PerucTpanydy B paMKax EBpas3uiicKOro 3KOHOMHYECKOTO C0I03a,
JIeKapCTBEHHHIX CPEJCTB, NMpefHa3HaYeHHBIX IJIST IPOMBIIIIEHHOTO IIPOU3BOMICTBA TOJIHKO
Ha 9KCIIOPT, a TaKXe MpegHa3HauYeHHHIX 715 KIMHUYECKUX UCCIeI0BaHu (MCIILITAHUM);

IPU OTCYTCTBUU (MCTEUYEHUHU CpPOKa OEeHCTBUA) OOKYMeHTa (cepTudukara),
IIOATBEPKJAIOIIET0 COOTBETCTBHE TPOMBIIIIEHHOTO IIPOM3BOACTBA T€KAaPCTBEHHBIX CPENCTB
TpeboBaHuSIM Hapmexkainei NMpoM3BOACTBEHHOM NMPaKTUKU, MOKyMeHTa (cepTudukara),
IIOATBEPKIAIOIIEr0 COOTBETCTBHE MPOMBILIIIEHHOTO IIPOM3BOACTBA T1€KaPCTBEHHBIX CPELCTB
TpeboBaHusAM I[IpaBuUn HaflexXalllel NPOU3BONCTBEHHOW MPAKTHUKM EBpPasuiicKoro
3KOHOMUYECKOTO CO0I03a, B TOM YHUCJIE JIEKAPCTBEHHHIX CPENCTB, IpeJHa3HAYeHHBIX
O MPOMBIIIJIEHHOTO IMPOM3BOACTBa TOJIBKO HA 3KCIOPT, a TaKXe IpefHa3HaYeHHBIX
IJISI KIMHUYECKUX UCCIeqOBaHUM (MCIBITAHUN).

Crarbsa 21. HHCcniekTHpoBaHue (dapManeBTHYECKasi HHCIIEKITHST)
NPOMBINIJIEHHOT 0 IPOU3BOCTBA JIEKAPCTBEHHBIX
cpeacTB

MHcnekTupoBanue (papmalieBTAUECKass MHCIEKIMS) IPOMBILIIEHHOTO IPOM3BOACTBA
JeKapCTBEHHBIX CPENCTB Ha COOTBETCTBHE TpebOoBaHUsIM Hapnexkalei Mporu3BOACTBEHHOU
IPaKTUKH OCYLIeCTBASETCS ¢apMaleBTUYECKAM HHCIEKTOpaToM MUHHUCTEpPCTBa
30paBOOXpaHeHUus U (MNIKU) YIOJTHOMOYEHHOM MM OpPTraHM3alliy B MOPSAOKEe U Ha YCIIOBUSAX,
yCTaHaBIMBAEMBIX 3TUM MUHUCTEPCTBOM.

HHcnekTupoBaHue (hapmalieBTUYecKas MHCIEKIINWS) IPOMBIIIIEHHOT0 ITPOU3BOICTRA



JIEKapPCTBEHHBIX CPEOCTB Ha COOTBETCTBHUE Tpe60BaHI/I${M Hagnexarteu HpOI/ISBOJICTBeHHOfI
IIPAKTHUKHN OCYIIECTBIIAETCA (l)apMaHeBTI/I‘-IeCKI/IMI/I HHCIIEKTOPaMu:

IpU JTUIeH3UPOBaHUM (GapMalleBTUYECKON NesSTeIbHOCTH B YacTH paboT M yCnyr
10 IPOMBILIJIEHHOMY IIPOU3BOLCTBY JI€KAaPCTBEHHBIX CPEHACTB U UX ONTOBOU peanu3alliy,
B TOM 4YHCJIe NpefHa3HAaYeHHHLIX TOJIbKO Ha 3KCIOPT, JeKapCTBEHHHIX MHpeIlapaToB
O KIUHUYECKUX MCCIeN0BaHUM (MCIIBITAaHU), IPH BHECEHUHN M3MEHEHUH B CIeluabHOoe
paspelieHue (TUIEeH3UI0);

IIPA OCYIIEeCTBIEHUM TOCYZapCTBEHHOM perucrtpanuu (MOATBEPXKOEHUS
rOCYoapCTBEeHHOM perucTpalliy) JIeKapCTBEHHBIX CPEIOCTB HUJIU PETruCTPaluu
(mooTBepXKIOEeHUS perucTpanuu) JeKapCTBEHHHIX CPEACTB B paMKax EBpasuicKoro
9KOHOMUYECKOTO COI038;

IJIs TIOATBEPKIEHUS COOTBETCTBHUS IPOMEIIIIEHHOT0 MPOU3BOACTBA JIEKAPCTBEHHHBIX
cpencTtB TpeboBaHusAM Hapmexalnel HIPOM3BOACTBEHHON NPAKTHKH B COOTBETCTBUU
C IIJTAHOM MHCIIEKTHPOBAHUS, €KETOMHO YTBePKIaeMbIM MUHUCTEPCTBOM 3TPaBOOXPaHEHUS;

B ClIy4ae BHIIBIEHUS HeKayeCTBEHHOTro u (unu) ¢GpanbCUPUIUPOBAHHOTO
JIEKapCTBEHHOTO CPEACTBA WU IPHU IONyYeHUX HHPOPMAILUK O JIEKAPCTBEHHOM CPEMICTRE,
CBUOETENbCTBYIOIEN 00 YTpO3€e KU3HU U 3[0POBbIO HACEeJIeHUS.

[Ipu BHISIBJIEHUU B XOM€e MHCIEeKTUpoBaHUA (dhapMaleBTUUYECKON HHCIEKIIUU)
IIPOMBILIJIEHHOTO IIPOU3BOJCTBAa JIEKAapPCTBEHHHIX CPeACTB (aKTOB, CO3[AIOIIUX YTPO3Y
NpUYKMHEHUS Bpefa XKU3HU WU 3[0POBHI0O HaceneHHUs, papMaleBTUYECKUN HHCIEKTOP
B IIpefejiax CBOeM KOMIIETEHUIWM NPUHUMAET MEPHl, HallpaBIeHHBIE Ha 3alpelleHue
peanu3aluu JIeKapCTBEHHOIO CpPefCTBa, IMPEeACTaBNISAIIIero yrpo3y NpUYMHEHUS Bpepda
JKW3HYU UK 3[0POBBIO HACEJIeHUs, a TaKXKe Ha 3alpelleHne OCYLUeCTBIEHUS IesATEIbHOCTH,
CBS3aHHOU C IIPOU3BOACTBOM M KOHTPOJIEM KayeCTBa JIEKapCTBEHHOI'O CPENCTBa.

dopMupoBaHUe U BefeHUEe peecTpa (papMaleBTUUECKUX MHCIEKTOPOB PecnyOnuku
Benapych ocyuiecTBnsA0TCI MUHUCTEPCTBOM 3APaBOOXPaHEHUS B NIOPAAKE, YCTAHOBJIEHHOM
aTuM MuHnucrepcrsoM. CBegeHUsd, cofepxXKalluecsd B peecTpe ¢apMaleBTAYECKHUX
MHCIIEKTOpOB Pecnyb6nuku benapych, pasmemaoTcsi MUHUCTEPCTBOM 3[IpaBOOXPaHEHUS
Ha CBoeM o(HuIIMaIbHOM CaliTe B ri100abHOM KOMITBIOTEPHOU ceTu MIHTEpHET.

Crarbsa 22. AiTe4YHOEe U3Tr0OTOBJICHHUE JIEKaPCTBEHHBIX CPEICTB

[Tom anTe4YHHIM M3rOTOBJIEHUEM JIEKAapPCTBEHHBIX CPEACTB MOHUMAETCS U3TOTOBIIEHUE
JIeKapCTBEHHBIX IIpellapaTOB C HCIOJb30BaHMEM (QapMaleBTUYECKUX CyOCTaHIIUH,
BKJII0OYEHHBIX B ['0CylapCTBEHHHIM peecTp JIeKapCTBEHHBIX CpeficTB Pecnyb6nuku Bemnapyces,
a TakxKe BCIIOMOTaTEeJIbHAIX BELIECTB U JIEKaPCTBEHHOT'0 PaCTUTENIBHOTO CHIPbSI.

JlekapCTBEeHHBIE CPEMCTBAa M3TrOTABIMBAIOTCS B alTeKax II0 pellelnTaM Bpadei nuOo
TpeboBaHUSAM (3asiBKaM) OpraHH3alui 3OPaBOOXPAaHEHHUS MM HX CTPYKTYPHHIX
Iogpa3aeleHu.

AnTedHOEe M3TOTOBIIEHHE JIEKAPCTBEHHEIX CPEOCTB OCYINECTBIIAETCA B COOTBETCTBUU



c TpeboBaHusiMu Hapgmexkariel anTeyHOU NMpPaKTHUKH, a TakXke (papMaKOMENHBIX CTaTel
F'ocymapcTBeHHOUM (apMakoneu Pecnybnuku Bemapych Ha OCHOBAHMHU CIIELMAJIbHOTO
pas3pelneHus (IUIEH3UU) Ha OCYILIeCTBIeHNE (hapMaleBTUYECKOU OeATeIbHOCTH.

I'/TABA 5
PEAJIN3ALINA, OTIIYCK, XPAHEHUE, TPAHCIIOPTUPOBKA,
ITPUOCTAHOBJ/IEHUE PEAJTM3AIIUUA U MEJUIINHCKOI'O ITIPUMEHEHNA,
N3IDbATHUE U3 OBPAIIEHNW A, BO3BPAT ITPOU3BOIUTEIIO UJIN
IIOCTABIIUKY, YHUYTO2KEHHUE, BBO3, BbIBO3 JIEKAPCTBEHHbBIX CPE[ICTB

Cratbs 23. Peann3anusi TeKapCTBEeHHBIX CPEICTB

Peanu3anus JT€KAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS OPUOHUYECKUMHU JIHUIIAMHU
U UHOWBUOYAIbHEIMU MPEOIpUHUMATEIIMHA Ha OCHOBAHUM CIIENMANIbHOTO pa3pelieHus
(MWIeH3WM) Ha OCYIIeCTBIeHHEe (apMaleBTUYECKON AesTeIbHOCTH.

3anpemaeTCH peann3aludga TEeKapCTBEHHEIX CPENCTB:

IofJieXXallluX rOCygapCTBEHHOM PEerdCTpaluy U He BKIIOYEHHHIX B ['0CyJapCTBEHHBIN
peecTp NeKapCTBEHHHIX cpefcTB PecnyOnuku Benapych, 3a UCKITIOUEHUEM JIEKapCTBEHHBIX
CpPEenCTB, BBE3EHHLIX Ha TeppuTopuio Pecnybnuku Benapych B ciay4asixX, IpefyCMOTPEHHBIX
ab3allaMy MATHIM-BOCEMBIM YaCTH IEPBOM CTAThX 27 HACTOSINEr0 3aK0Ha;

yKa3aHHBIX B a03allax TPeTheM-IIECTOM YaCTU BTOPO# cTaTbi 10 HACTOAIIET0 3aKOHa;
IIPY OTCYTCTBUU JOKYMEHTOB, IIOATBEPAKAAIOIINUX UX Ka4eCTBO;

HeKaueCTBEHHHIX U (anbCUPUIMPOBaHHBIX;

C UCTEKIINM CPOKOM T'OTHOCTH;

B ClIy4YasX INPUHATHUS PELIeHUSA O IPUOCTAHOBJIEHUM WX peaJu3allluyd WU UIBATUHU
u3 oOpalleHus, MPeayCMOTPEHHEIX YaCTSMU BTOPOM-4YETBEPTON CTAaThbU 26 HACTOSIIETO
3aKoHa;

B MHBIX CITy4asx, IPeOyCMOTPEHHBIX 3aKOHOAATeIbHBIMU aKTaMu.
CraTrbs 24. OnToBas peajiu3alus T1eKapCTBEeHHBIX CPeICTB

Opupvyeckue nuila ¥ MHOUBUOYaJbHbBIE NPENIPUHUMATENIN [IPU OCYLIECTBIEHUU
OIITOBOW peanu3alU¥d JTeKapCTBEHHHIX CpPeAcTB o00s3aHb cobGmiomaTh TpeOOBaHUS
Hapnexalmed NpakKTUKW XpaHEeHHWsS JIEKapCTBEHHBIX CpeAcTB, [IpaBun Hapgnexalleu
OUCTPUOBIOTOPCKOM MPAKTUKX EBPasuiiCKOTO 3KOHOMMYECKOI'O COI03a.

COOTBETCTBHE OCYIIECTBASEMON IOPUAUYECKUMU NUIAMU ¥ HHOUBUOYAJIbHBIMHU
IpedIpUHUMATEISIMUA OITOBOM peanr3aliiy JIeKapCTBEHHEIX CPefCcTB TpeOoBaHUSAM [IpaBun
Hajlexalned OuCTPUOBIOTOPCKOM NpaKTUKKU EBPa3suMCKOro 3KOHOMHYECKOTO CO003a
MOATBEPXKIOAaeTCd MOOKYMEHTOM, BhZaBaeMbIM MHUHHCTEPCTBOM 3OpPaBOOXPaHEHUS
10 pe3yiabTaTaM MHCIEKTUPOBaHMUS ((hapMaleBTUUECKOU HMHCIEKIAH), OCYIIeCTBISIEMOTO



B ITOPsAOKe, YCTaHABIIMBAEMOM CoBeToM MI/IHI/ICTpOB PeCHy'6J'[I/IKI/I Benapy(:b.
OnrtoBas peann3anus JIEKaPCTBEHHBIX CPEOCTB OCYINECTBIIAETCA:

IOPUOUYECKUM JNHIlaM ¥ HHOUBUOYaAJIbHBIM NOpPEANPUHUMAaTENIIM, HMEIIUM
cIenuajgbHOEe pa3pellleHue (NIUIIeH3UI0) Ha OCYyIeCcTBIeHHe (QapMalleBTUYECKOH,
MEIUIIMHCKOM, BeTEPUHAPHOU [esATEeIbHOCTH;

roCy[lapCTBEHHLIM OpraHM3alusIM 3[paBOOXPaHEHUsS, YUupexXOeHUusIM o0pa30oBaHUS
U coumanbHOro obcnyxuBanusg u benopycckomy OOiectBy KpacHoro Kpecra;

HaY4YHO-UCCIIenoBaTEeJIbCKUM OpPraHu3alludM [OJId TIIPpOBeJeHUusA HaAaY4YHO-
HCCIegoBaTEIIbCKUX pa60T;

BOMHCKHAM dYacTsaM (yupexpeHusiMm) Boopyxkennwx Cun Pecnyb6nuku Benapych
M OPYTUM BOMHCKMM (HOPMUPOBAHUSIM, OpraHaM BHYTPEHHHUX [eJl, OpraHaM
¥ TMOApa3feleHusIM [0 Ype3BBIYAaWHBIM CHUTyaLHUIM;

['ocymapCTBEHHOMY KOMUTETY CyOeOHBIX 9KCIIePTH3;
06a3aM xpaHEeHUS MeIULMHCKON TEXHUKU U UMYIIECTBa.

IomyckaeTcs ONTOBas peanu3alids JeKapCTBEHHHIX IperapaToB, peaau3yeMux 0e3
pelenTa Bpada, IOPUAMYECKHUM JNHIlAM, He MMEWIIMM CIeIHallbHOTO pa3pelleHus
(IMIleH3UM) Ha OCYIIeCTBIeHHe (¢apMaleBTUUYECKOW, MEOUIIMHCKOW HesTEeNbHOCTH,
Iyt COOCTBEHHOT'O MCIIONb30BAaHUS B COOTBETCTBUM C MHCTPYKIUSIMU 10 METUIIMHCKOMY
IpHMEHEeHUI0 (TMCTKaMu-BKIIafbiaMu) 0e3 MpaBa IMoCleayolle peanu3alni.

Cratbs 25. Po3HHYHas peanu3alus, OTIYCK JIeKapCTBEHHbBIX
cpeacTB

Po3HuuYHasg peanu3aiusi JeKapCTBEHHHIX CPEACTB - [AESITEIbHOCTH, CBSI3aHHAS
c mpuoOpeTeHueM, XpaHEHHEM M pean3alliell JIeKapCTBEHHHIX MperapaToB HaCeNeHHIo,
OPTraHW3alXSIM 30PABOOXPAHEHUS ¥ UHEIM OPTaHU3AUUSIM /1T MEAULIUHCKOTO IPUMEHEHUS.

Po3HuuHas peann3anud JTEeKapPCTBEHHBIX CPEOCTB OCYIIECTBIIAETCA B allT€KaX,
3a UCKIIIOYEHUEM CIIy4daeB, MIPEeJyCMOTPEHHLBIX YaCTAMU TpeTbefI u t-IeTBepTOI;i HACTOSIIen
CTAThbH.

B nensx obecrnedeHus IeKapCTBEHHBIMY CPEICTBAMM HACeJIeHUs CeTbCKUX HaceIeHHBIX
IIYHKTOB, B KOTOPHIX OTCYTCTBYIOT alITEK¥, PO3HUYHAS pean3allus JTeKapCTBEHHBIX CPENCTB
MOXKET OCYUIeCTBIISITbCSI MEOWIIMHCKUM PAOOTHMKOM TOCYIapCTBEHHOW OpraHU3aluu
30PaBOOXPAHEHUS HIHU €e CTPYKTYPHOTO MOApa3fesIeHusI, PACI0I0KEHHEX B CEIbCKUX
HaCeJIeHHBIX IMYHKTaX, a TaKXke TaKUM MEeOUIMHCKMM PabOTHMKOM B XO[e BHIE3OHHIX
MEeIUINHCKUX OCMOTPOB HACEJIeHHUS B IMOPSAKe, YCTAHOBIEHHOM MUHHCTEPCTBOM
3[IpaBOOXPAHEHUSI.

Po3uuyHasa peann3anua JE€KapPCTBEHHBIX CPEOCTB B MECTaX IIPOBEOEHHUA
MEXIOYHAPOOHBIX TEMATHYE€CKHX BEICTABOK, MEXOYHAPOOHBIX CIIOPTHUBHBIX, a4 TAdKXe



KYJIbTYPHO-MaCCOBEIX MEPOIIPUSATHH HOMYCKAETCS B CIydasX ¥ IOPSAKe, yCTaHABIMBAEMEBIX
MMHHCTEPCTBOM 3PAaBOOXPAHEHHUS.

Po3HuYHas peanu3alus JIeKapCTBEHHBIX CPEOCTB OCYIIECTBIISIETCS IO pelenTy u 6e3
pelienTa Bpada. [lepedeHb JIeKapCTBEHHBIX IIpellapaToB, peain3yeMblx 0e3 pelenTa Bpaya,
yCTaHaBIMBaeTCsI MHHHUCTEPCTBOM 3OpPaBOOXPaHEHHWS B COOTBETCTBUU C I[IpaBumamu
ompeneNieHUs KaTeTOpH# JIeKapCTBEHHHIX IIperapaToB, OTIyCKaeMbIXx 0e3 pelemnTa
U II0 PEeLeNTy, YTBePXKAEHHBIMU pelleHueM EBpa3uiiCKOM 3KOHOMUYECKOW KOMHUCCHH.

HMHudopmanus 0 meKapCTBEHHBIX IIperapaTax, HoAieXalluxX pealu3alyuyl [0 pelenTty
u 0e3 pelenTta Bpayda, IOCIe HUX TOCYHapCTBEHHOUW pPeTUCTpalM¥M U BHECEHUS
B ['oCyapCTBEHHBIN PEECTP JIeKapCTBEHHBIX CpencTB Pecnybnuku Bemapychk pa3Meniaercs
Ha oduIlMaTbHOM caiiTe MUHUCTEPCTBA 30PaBOOXPaHEHUS B IJI00abHOW KOMIIbIOTEPHOM
cetu UHTEpHET.

[TopsimOK BHIMMCHIBAHUS PELIENITOB Bpaya Ha JIeKapCTBEHHBIE ITPeMapaThl, B TOM 4HUCIie
B popMe 3JIEKTPOHHOTO OOKYMeHTa, ¥ (opMbl 6/1aHKOB PELENITOB Bpaya Ha JIeKapCTBEHHEBIE
mpernapaTsl, 3a UCKIIOUYEHNEeM MOPsIKa BEIMUCHBAHUS PEIeIITOB Bpaya Ha JIEKapCTBEHHBIE
npenapaThl 4 ¢popM 6/1aHKOB PELIENITOB Bpaya Ha JIeKapCTBEHHBIE ITPerapaThl Ojisl TbTOTHOTO,
B TOM 4ucje 0ecIiaTHOTO, o0ecreuyeHus TeKapCTBEHHbIMY IIperapaTaMy, YCTaHaBIMBalOTCS
MuUHHCTEPCTBOM 3ApaBooXpaHeHHs. [IopsAmOK BHIIKUCHIBAHMS PeEIENTOB Bpaya
Ha JIeKapCTBEHHHIE IpemnapaTrhl ¥ ¢GopMbl 0JTaHKOB PEIENTOB Bpada Ha JeKapCTBEHHHIE
npemnaparThl Ojig JIbTOTHOTO, B TOM 4ucJie OecliaTHOTro, o0ecrnedyeHusl jTeKapCTBEHHBIMU
nIpernapaTamMu ycTaHaBnuBaioTcsd CoBeToM MunucTtpoB Pecnybnuku bemapyce.

[Ipy pO3HMYHOU pealu3aldU JIeKapCTBEHHHIX CPE[CTB IOPUAUYECKHUE JHUIla
U VHOUBHUAYaJIbHbIE MPeANpUHUMaTeny 00s3aHb:

OCYIIECTBNIATL CBOIO HESTENbHOCTb C coOnmiopgeHueM TpeOoBaHuii Hamnexarieu
anTeyYHOU IPaKTUKU;

NMETh B HAJIMYHHU JIEKADPCTBEHHBIE CPENCTBaA, BKIIOYEHHEIE B II€epEe4Y€Hb OCHOBHBIX
JIEKapCTBEHHEIX CPENCTB.

OTIyCK NIeKapCTBEHHHIX CPEACTB OCYIIEeCTBASETCS alTeKaMHU OpPraHu3aluu
3MpaBOOXPaHEHM s, OKAa3hBAIOIUX MEAUIHWHCKYI0 IOMOIIb B CTAllMOHAPHHIX YCIOBUIX
(manee - OONBPHUYHBIE OPTAHU3AIUN).

OTnyck neKapCTBEHHHIX CPENCTB OCYIIecTBAsSeTcs Mo TpeboBaHUAM (3asiBKaM)
OONPHUYHBIX OpraHuU3auUu¥ u (UNIHU) HUX CTPYKTYPHHX TMOJApa3felieHuu
]Il HETIOCPEACTBEHHOT0 OKa3aHUs MEeQUIMHCKON IIOMOIIY NaldeHTaM B 9TUX O00JIbHUYHBIX
OpraHu3anuax 4 (Uau) uxX CTPYKTYPHEBIX TOAPa3qe/IeHUX.

Crarbsi 26. XpaHeHHe, TPAHCIIOPTUPOBKA, IPUOCTAaHOB/IEHHE
peanu3aliui U MEJUIIHHCKOI' O IPUMEHEHHUsI, U3bsATHEe
U3 oOpalieHusi, BO3BpaT NPOU3BOTUTEII0O HIIH
IOCTABIIUKY, YHUUYTOKEHHE JIEKAaPCTBEHHBIX CPECTB



JleKapCTBEeHHbIE CPeACTBa MONXKHB XPAHUTHCSI B COOTBETCTBHM C TpeOGOBaHUSIMU
Hapnexameyd NpaKTHUKU XPaHEHUS JIEKAaPCTBEHHBIX CPEACTB M TPAHCIOPTUPOBATHCS
B COOTBETCTBUM C TpeOoBaHuUsIMHU [IpaBun Hapjjexalled OUCTPUOBIOTOPCKON NMPaKTUKHU
EBpa3uiicKOro 3KOHOMHYECKOT0 C0I03a B YCIOBUAX, 00eCledyrBalOUIUX UX COXPaHHOCTH
M Ka4eCTBO.

B cryyae BBISIBIIEHUS NIPY ITPOBEOEeHUN KOHTPOJISI KAYeCTBa JIeKapCTBEHHOI'0 CPeCcTBa
HECOOTBETCTBHM pPETUCTPAllMOHHOMY [0Che IO yIakKOBKe, MapKHUPOBKEe YIaKOBKH,
WHCTPYKIUU 10 MEOUIMHCKOMY TMPUMEHEHHWI (JIUCTKY-BKIAMBIIYy), MOKYMEHTY,
IOATBEPKOAIONIEeMY ero KaueCTBO, IPUOCTAHABIMBAIOTCS peanu3allus U MeOUIMHCKOe
IIpUMeHeHNe JaHHOI'0 JIEKapCTBEHHOI'0 CPeficTBa. PellleHre 0 BO3MOXKHOCTHU [laJIbHEUIINX
peanu3aluy ¥ MEOUIIMHCKOTO NPHUMEHEeHMs JIeKapCTBEHHOT0 CpPeaCcTBa NMPUHHUMAETCS
MUuHKUCTEPCTBOM 3IPaBOOXPAHEHHUS IPHU YCIOBUU OTCYTCTBUS PHUCKA MOJIS 3TOPOBHS
MallMeHTOB IPU €r0o INPUMEeHEHUHU IOCJie MONyYeHUS M PacCCMOTPEHUS MUCbMEHHOTO
00bsICHEHUSI MTPOM3BOMUTENS O INPUYMHAX M BHIBOJAX IO pPe3ylibTaTaM IIPOBEIEHHOTO
pacciemoBaHus BBISIBIEHHBIX HECOOTBETCTBHUM.

Peanusaiusa 1 MeOQUIIMHCKOE IIPUMEHEHHNE JIEKaPCTBEHHLBIX IIPEIIAPATOB, OJId KOTOPBIX
IIogo3peBaeTcCcd HGGH&TOHpI/IHTHOG N3MEeHEeHNEe COOTHOIIEHHA «II0JIb3a - PHCK»,
IIPUOCTAaHABJIMNBAIOTCA.

JlekapCTBEHHBIE IIpemapaThl, OJIS KOTOPHX YCTAHOBJIEHO HeOIarompusTHOE
COOTHOIIIEHUE «II0JIb3a - PUCK» IPU MEOULINHCKOM IPUMEHEHUHU, MOIexkaT U3bITUIO
13 o0pallleHus.

HekauyecTBeHHEBIE JIEKapPCTBEHHBIE CPENCTBA, JIEKAPCTBEHHEBIE CPEeOCTBa C HCTEKIINM
CPOKOM T'OOHOCTH ITOOJIeXKaT UI3IBATHUIO U3 o6pa1ueHI/15{, BO3BpPATy IMPOUI3BOOUTEIIIO HIIU
IIOCTAaBIIUKY 6o YHUYTOZXKEHHUIO. q)aJ'IBCI/I(bI/IHI/IpOBaHHLIe JIEKAPCTBEHHBIE CPEOCTBA
nogsiezkaT U3bATHUIO K3 06paH_IeHI/IH U YHUYTOXKEHHIO.

ITopsAAmOK ¥ yCIOBUS XpaHEHUS, TPAHCIOPTUPOBKY, IPUOCTAHOBIIEHUS peanlu3aluu
¥ MEOUIMHCKOTO IPUMEeHEeHUs, U3bATUA U3 oOpalleHUs], BO3BpaTa IPOU3BOAUTENIO0 WU
IIOCTABINUKY, YHUUYTOXKEHUS JIeKapCTBEHHEIX CPENCTB ycTaHaBnuBawTcs CoBeTOM
MunucTtpoB Pecnybnuku Benapych, eciu uHOe He IPEAYCMOTPEHO 3aKOHOMATENIbHBIMU
aKTaMu.

Cratbs 27. BB03 H BHIBO3 JIEKAPCTBEHHBIX CPEICTB

Pa3peraeTcsi BBO3 Ha Teppurtopuio Pecnybnuku benapych neKapCTBEHHBIX CPELNCTB,
BKJTIOUEHHBIX B ['0OCYyIapCTBEHHBIM peecTp JeKapCTBEHHHIX cpencTB Pecnybnuku Bemapycs,
a TaKXe J1eKapCTBEHHBIX CPEJICTB:

npegHa3HauYeHHbIX [JIS1 TPOBEAEeHUs JOKIMHNYECKUX (HEKIMHUYECKNX) UCCIIelOBaHNUH,
rOCy[JapCTBEHHON perucTtpauuu (MOATBEPKIAEHUS TOCYyHapCTBEHHOW pEerucTpaluu),
VICII0/IH30BaHMS B Ka4eCTBe BBICTaBOUHEIX 00pa310B 6e3 IpaBa UX JalbHEUIeN pealn3aluy;

IIpedHa3Ha4YeHHBIX OJIA IIPOBEOEHUA KIINMHNYECKUX HCCIIeIOBAaHUN (HCHBIT&HPIIZ);



BBO3HNMBIX (1)H3I/I‘-IeCKI/IM JINIIOM [JId IMYHOTI'O ITPUMEHEHN;

npefHa3HaYeHHBIX [JIS IPeAyIpexXaeHus U YCTPaHEeHUs MOCIeCTBUM Ype3BhlYalHBIX
CUTyallu¥ MPUPOMNHOTO M TEXHOTEHHOTO XapakKTepa, B TOM YHCJIe 3MUAEeMUYECKHUX
3a00JIeBaHU;

BBO3MMEIX B KQUeCTBE HHOCTPAHHOK 0€3BO3ME3HOM ITOMOIIIH;

npenHa3HAYeHHBIX /IS OKa3aHUS MEeOUIIMHCKOW ITOMOIIY 110 XHU3HEHHBIM ITOKa3aHUSIM
KOHKDPETHOTO TMallieHTa UM OKa3aHWs MEOUIIMHCKOW MTOMOIIY OTPaHUYEHHOMY KOHTUHTEHTY
MallMeHTOB C MOOKal3aHHOU Hed3()p(PEeKTHBHOCTHI HJIU HEIEepPEeHOCHMOCTLIO
3aperuCTPUPOBAHHEIX JIEKAPCTBEHHBIX CpPencTB, nubo ¢ oppaHHHIMU (PEeIKUMH)
3ab0oneBaHuAMY M (MNIK) KU3HEYTPOXKAWIIUMU 3ab0neBaHUSIMHU, TUOO C TAKEIBIMU
VMHBATUOU3UPYIOMIUMU 3a00/1€BaHUSIMU;

IMpegHa3HA4YEeHHBIX OJIA obecrneueHus PaHHETO JOCTYIIa MaMeHTOB K HOBEIM METOOaM
JIEYEHUd;

BBO3UMEIX B MHBIX CIydasdx, MPeAyCMOTPEHHBIX MeXAYHAapPOOHO-IPAaBOBLIMU aKTaMH,
COCTaBASIOIIMMHE HOPMATHBHYI0O NpPaBOByl0 6a3y TaMozxKeHHOTO coio3a M EpmunHOrO
3KOHOMMYECKOTO MPOCTPAHCTBa U (MIX) IpaBo EBpa3uiiCKOr0 3KOHOMHYECKOTO COH03a.

3ampelaeTcs BBO3 Ha TeppuUTOpHi0 Pecnmybnuku Benmapych HeKadyeCTBEHHHIX,
dbanbCcuPUINPOBAHHBEIX JT€KAapPCTBEHHHIX CPENCTB, a TaKXke JIeKapCTBEHHBIX CPEOCTB
C UCTEKIIUM CPOKOM TOOHOCTH.

BB03 Ha TaMOXeHHYI TeppuTopui0 EBpa3umiicKoro 3KOHOMHUYECKOTO COI03a
B Pecnybnuke Bemapych ¥ BHBO3 C TaMOXEHHOW TeppuTopuu EBPasuucKOro
SKOHOMMYECKOTO0 coio3a B Pecniybnuke benapych TeKapCTBEHHBIX CPECTB OCYIIECTBIISIOTCS
npu cobnmiogeHun TpPeOOBaHUM, YCTAHOBIEHHHIX MeEXIYHAPOOHO-TIPABOBBIMU aKTaMH,
COCTaBNAKIIUMYA HOPMaTHUBHYI0 IpaBOBYyW 0Oaly TaMoxkeHHOTOo coio3a u EmumHOTO
3KOHOMMYECKOTO MPOCTpPaHCTBa U (Mnu) npaBo EBpPa3uiiCKOro 5KOHOMHUYECKOTO COH03a,
HaCTOSIIMM 3aKOHOM U MHLIMK aKTaM{ 3aKOHOOATENbCTBA.

I''TABA 6
NH®OPMAIIUA O JIEKAPCTBEHHbBIX CPEINCTBAX. PEKJIAMA
JIEKAPCTBEHHDBIX IIPEITAPATOB

Cratrbsa 28. UHpopManusi 0 TeKapCTBEHHBIX CpeACTBax

HMudopManus o JeKapCTBEHHHIX IIpellapaTax, peanu3yeMbXx 0e3 pelenTa Bpaua,
IIPeOCTaBIgeTCs C IOMOIIbI0 CPEACTB Iepefaduu WHPOPMaLKUK, B TOM YHUCJIe YKa3bIBAeTCs
B MHCTPYKIMUSX 0 MEAUIMHCKOMY INpUMeHeHUI0 (JIUCTKax-BKIafblliax), 00IIux
XapaKTepUCTUKaX JIeKapCTBEHHBIX IIPenapaTosB.

Pa3Memnienne nHoOpMaluy O JIeKAaPCTBEHHBIX ITperapaTax, peaaru3yeMblX 110 PeLenTy
Bpaya, OOMyCKAaeTCS TOJILKO B CIEeIMaJM3UPOBAHHLIX IeYaTHHX H3TaHUSIX, MeCcTax
IIPOBEMIEHUS MEOUIMHCKUX U (hapMalleBTUYECKUX BHICTABOK, CEMHUHApPOB, KOH(MEpPEHIUM
M WHBIX aHAJOTHYHBIX MEpPONPUSITUN, HAa MHTEPHET-pecypcax M B paMKaxX OHJIAWH-



Mep0HpI/IHTI/II7I, IIpefHa3HAaYEeHHBIX OJId MEeOUIIMHCKUX U Q)apMaHeBTI/I‘{eCKI/IX paGOTHI/IKOB,
B HMHCTDPYKIOHUAX II0 MEOJHUIHWHCKOMY IIPHMEHEHHNIO (TucTKax-BKJaghmax), O6H.[I/IX
XdpPaKTEPUCTUKAX JIEKapPCTBEHHEIX IIPEIlapaTOB.

HMHbopMUpOBaHNE MEOUIIMHCKUX U (hapMalleBTUYECKUX PAaOOTHUKOB O JIEKapCTBEHHBIX
CpeICcTBax, BKIIOYEHHBIX B ['0CymapCTBEHHEIN PeeCTp IeKapCTBEHHEIX CPeICTB PecrnyOnuku
Benapych, IpeICTAaBUTEISIMU IPOU3BOMUTEIIEH JIEKAPCTBEHHEIX CPEACTB OCYIIECTBIISIETCS
B IIOPSIOKE W HA YCJIOBUSX, yCTaHABIMBAEMEIX MUHUCTEPCTBOM 30PAaBOOXPaHEHUS.

CraTrbs 29. Peki1aMa 1eKapCTBeHHBIX IIpenapaToB

PeknaMma JIEKAPCTBEHHEBIX IIPEIIapaTOB OCYIEeCTBIAETCA B COOTBETCTBUHU
C 3daKOHOOATEeJILCTBOM O PeKJIaMe.

I'TABA 7
OTBETCTBEHHOCTD 3A HAPYIIEHUE 3AKOHOIATEJ/IbCTBA Ob OGPAIIEHUH
JIEKAPCTBEHHbBIX CPEICTB

Crarbsi 30. OTBeTCTBEHHOCTH 3a HapyllleHHe NopsifKa o0pameHus
JIeKapCTBEHHBIX CPEeICTB

Jluna, HapPpYyIOUBIIHUE y'CTaHOBJIeHHBIfI 3dKOHOJATEeJIbCTBOM IIOPAOOK 06an.IeHI/IH
JIEKAPCTBEHHEIX CPEAOCTB, HECYT OTBETCTBEHHOCTL B COOTBETCTBHUHU C 3aKOHOOATEJIbHBIMHA
dKTaMHU.

Crarbsa 31. Bo3melnenue Bpena, IPUYUHEHHOI'0 2JKU3HH U 3JOPOBBIO
YyeJI0BeKa BCJIeCTBHE MEIUIIMHCKOI' 0 IPUMEHEeHU 1
JIEKapCTBEHHBIX CPEeICTB

Bpen, IpUYMHEHHBM XW3HU U 3[00POBBLI0 4eJiOBEKa BCJIEACTBUE MEOUIUHCKOIO
IIPUMEHEHUs JIeKapCTBEHHHIX CPENCTB, B TOM YHCJIe IIPU NPOBELEHUU KIUHUYECKUX
VUCCIeNOBaHUU (MCHBITAHUU), MOAJIEKUT BO3MEIIEHWI0O B MOPSAOKE, YCTAHOBIEHHOM
3aKOHOMATEIbCTBOM.

IIpe3unent Pecnyouku Benapych A.JlykalieHKo



