3akoH Pecnybnukn benapycbh ot 20.07.2006 N
161-3
(pea. ot 13.05.2020)
"O6 obpalieHnn nekapcTBeHHbIX cpeacTs”

[lokymeHT npenocrtasneH KoHcynbTaHTIINIOC
www.consultant.ru

[laTta coxpaHeHus: 28.05.2021


http://www.consultant.ru/
http://www.consultant.ru/
http://www.consultant.ru/

3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

3apeructpupoBaHo B HauyoHansHoM peectpe npaBoBbIX akToB

Pecnybnuku Benapyck 26 utonsa 2006 r. N 2/1258

3AKOH PECMYBJIUKN BENAPYCb
20 nrons 2006 r. N 161-3

OB OBPALLUEHUUN NEKAPCTBEHHbIX CPEACTB
(B pea. 3akoHa Pecnybnukn benapyck ot 13.05.2020 N 13-3)

MpuHaT Manaton npeactasutenen 23 noHa 2006 ropa
OpobpeH Cosetom Pecnybnuku 30 noHa 2006 roga

Hactoswmini 3akoH HanpaBfieH Ha COBEpPLUEHCTBOBAHME MNPaBOBbIX W  OPraHU3auMOHHBIX OCHOB
rocyqapCTBEHHOIO peryrnvMpoBaHus B cdepe obpalleHusi reKkapCTBEeHHbIX CPeacTB B Lensx obecneveHus
HaceneHuuss Pecnybnuku Benapycb 6esonacHbiMu, 3@EKTUBHBIMW W  KAYeCTBEHHbIMW FeKapCTBEHHbIMU
cpeacTeamu.

rMABA 1
OBLUMUE NONOXEHUA

CtaTtbs 1. OCHOBHbIe TePMUHbI, UCNOJIb3yeMble B HaCTosALlEeM 3aKkoHe, 1 ux onpepeneHunsa

[nsa uenen HacTosiwero 3akoHa MCNoJb3YyKTCA crneayrune OCHOBHblIe TEPMUHBLI U UX onpeaeneHnA:

aHTUCENTUYECKU NeKapCTBEHHbIN npenapaTt - NeKapCTBEHHbIN npenapar, obnapgatowwinmn
NPOTMBOMMKPOOHBIM,  MPOTUBOBUPYCHbIM,  MPOTMBOMNApasnTapHbIM,  MPOTUBOTPUOKOBBIM  OENCTBUEM W
NCNONb3yeEMbIN NPEUMYLLECTBEHHO ANSA BHELUHEro NMPUMMEHEHUS B LEeNaxX MegULMHCKON NPOMUIIaKTUKA U NevYeHus
MHPEKUNOHHBIX 3aboneBaHun;

anTeka - KOMMJIEKC CreuvanuavMpoBaHHbIX MNOMelleHuid  (CneunannaMpoBaHHOrO  MOMELLeHUs) U
o6opyaoBaHus, NpegHasHa4YeHHbI AN anTeYHOro U3roTOBINEHUS, peanun3aunm, oTrnycka NekapcTBEeHHbIX CPeacTs,
MeOVLIMHCKUX U3Oenunii u Apyrx ToBapoB anTe4YyHoro accopTUMeHTa W NpuHaAnexaluuii Ha npaese co6CTBEHHOCTU
WM Ha WHOM 3aKOHHOM OCHOBaHMWM topuandeckoMy nuuy Pecnybnvkv Benapycb, uvHAMBUAOYanbHOMY
npeanpuHumaTtento, 3aperucTpuposaHHomy B Pecny6nuke Benapycb, WHOCTpaHHOMY OPUAOMYECKOMY nULy,
MHOCTPaHHOW OpraHu3aumu, COo3faHHbIM B COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPaHHbIX FOCYAapcTB, Mpu
HanM4YMu OTKPLITOrO B YCTAHOBIIEHHOM TOpPsiAKe NpeacTaBUTeNbCTBa Ha Tepputopumn Pecnybnuvku Benapych
(manee, ecnv He YCTaHOBIEHO WHOE, - OPUANYECKME NULA W UHOMBUAYasbHbIE MPeAnpUHUMAaTenu), UMELUM
crneupasnbHoe paspelleHmne (NMLEH3MI0) Ha OCYLLECTBIEeHME (hapMaLeBTUYECKOW OeATEeNIbHOCTY;

Ge3onacHOCTb NekapCTBEHHOMO Mpenapara - XxapakTepucTUKa NekapcTBeHHOro npenapaTa, OCHOBaHHas Ha
[OCTaTo4yHOW [okasaTenbHoi 6a3e, noATBepXalolleid OTCYTCTBME HeOoMNyCTUMOro puCKa, CBSI3aHHOMO C
BO3MOXHOCTbIO MpUYMHEHUA Bpeda U (MnKW) HaHeceHuss yllepba 340pOBbI0 4YenoBeka, Mpu cobnoageHun
TpeboBaHWi N0 MeaULMHCKOMY NMPUMEHEHWI0, TPaHCMOPTUPOBKE, XPaHEHWIO;

BCMOMOraTenbHoOe BELEeCTBO - BELIECTBO, 3@ WUCKIOYeHMeM dapMaueBTUYEeCKUX CybCcTaHuui (aKTUBHbIX
dapmaueBTnyeckux cybctaHuun) (ganee - bapmaueBTudeckMe cybcTaHuum), Bxofgsllee B COCTaB
nekapcTBEHHOro npenapara ans npuaaHusa emy HeobxoamMMbiX CBOWCTB;

rocygapcTBeHHasi perucTpaums JeKapCTBEHHOro CcpefctBa - npouedypa Mnpu3HaHUMs COOTBETCTBUS
neKkapCcTBEHHOro cpeAcTBa NpeabsABseMbIM K HEMY TpeboBaHMAM No 6e3onacHOCTU, 3EKTUBHOCTM 1 KaYecTBy,
ocyuiecTBnsiemas B Lensix ero Jonycka K peanu3aumm U MeAMLMHCKOMY NPUMEHEHMWIO Ha Tepputopun Pecnybnuku
Benapych;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

KoHcynbTaHTln0C: npumeyaHue.

CocynapcTBeHHbIN peecTp NekapCTBeHHbIX cpeacTB Pecnybnukn Benapych pasmelleH Ha ouLmnansHOM canTe
PecnybnukaHckoro yHuTapHoro npeanpuatna “LleHTp akcneptns w  ucnbiTaHUA B 3apaBOOXpaHeHun"
(https://www.rceth.by/).

[ocynapcTBEHHbI peecTp JiekapCTBEHHbIX cpeacTB Pecnybnukn bBenapycb - rocygapCTBEHHbIN
MH(OPMALIMOHHBIN pecypc, codepXalui CBeOeHWst O JEKapCTBEHHbIX CpPeACcTBax, 3aperncTpupoBaHHbIX B
Pecnybnuke benapych;

JepxaTenb  PerucTpauuMoHHOro  yOOCTOBepeHus - topuaudeckoe nvuo  Pecnybnvkvm  Benapyce,
VHOVBMAYarbHbIV NPeANPUHMMATENb, 3aperucTpupoBaHHbIi B Pecnybnvke Benapychk, MHOCTpaHHOE lopuanyeckoe
MU0, UHOCTPaHHasi opraHu3auusi, co3daHHble B COOTBETCTBUM C 3aKOHOAATENbCTBOM MHOCTPAaHHbLIX rOCyAapcTs,
KOTOPbIM BbIAAHO PErMcTpauuoHHOE YOOCTOBEPEHME U KOTOpble HecyT OTBETCTBEHHOCTb 3a 6e30nacHOCTb,
3 HEKTMBHOCTb U KAYECTBO NEKAPCTBEHHOIO CPEACTBA;

JOKMUHMYECKoe (HeKMMHMYEcKoe) uccrefoBaHue neKkapCTBEHHOro CpeacTsa - XMMUYeckoe, om3nveckoe,
Guonoruyeckoe, MUKPOBMOMornyeckoe, dhapmakonoruyeckoe, TOKCMKOMornyeckoe nméo apyroe
3KCMepUMeHTanbHoe MccrneaoBaHue UMM Cepust UCCrnedoBaHUi Mo U3YYEHUIO NEeKapCTBEHHOro cpeacTsa nyTem
NPUMEHEHMS Hay4YHbIX METO40B OLIEHOK B LIEeMsAX U3Yy4eHUs ero creunduyeckoro 4eicTems 1 (Mnu) gokasaTenscrs
Ge3onacHOCTY NS 3[00PpOBbs YENoBeKa;

MHCNeKTUpoBaHue (dhapmMaLeBTMyYeckas NHCNEKUMS) - oLeHKa aTana (npouecca) obpalleHms nekapcTBEHHbIX
CpeAcTB B LensxX YCTaHOBIEHWS €ro COOTBETCTBUS TpeboBaHWsaM Hagnexawmx apmaueBTUYeCcKMX NPakTuK B
chepe obpalleHnst nekapCTBEHHbIX CPEACTB;

MHCTPYKUMS MO MEAMUMHCKOMY MPUMEHEHUIO (NTUCTOK-BKNadbIl) - AOKYMEHT, MoMellaeMblii B YNaKoBKY C
nekapcTBEHHbIM MpenapaToM, coaepxaluuii MHopMaLuuio AN noTpeduTens;

nuccnegyemMbll  nekapcTBEHHbIM Mpenapat - JieKapCTBEHHbIN npernapaT, KOTOopbld Mpu nNpoBeAeHun
KMMHUYECKOro MCCnefoBaHmns (UCNbiTaHWs) NOABEPraeTCs UCTIbITAHUIO UMW MPUMEHAETCS NS CPaBHEHUS, BKNoYas
nnauebo, B TOM YMcre 3aperncTpmpoBaHHbIN NeKkapCTBEHHbIN nNpenapar B criyyae, ecnmn cnocob ero npumeHeHus
OTNn4YaeTcss OT YTBEPXAEHHOro, a TakkKe eCn OH MUCMOoNb3yeTcA Mo HOBOMY MOKasaHWilo Ansg MeAuLMHCKOro
NPUMEHEHUSA NI NONYYEHNsT ONONTHUTENBHOW MHAOPMaLUKN NO YTBEPKAEHHOMY MOKa3aHuIo;

Ka4eCTBO JeKapCTBEHHOro cpeactBa - COBOKYMHOCTb CBOWCTB U XapakTepucTtuk d)apmaueBqueCKon
Cy6CTaHLI,VIVI, JNIEKapCTBEHHOIo npenaparta, obecneumnBatollas Mx COOTBETCTBUE LuenesomMy HasHa4deHuo aOnd
MeONLMNHCKOIo NpuMeHeHus;

KIMNHN4YecKoe wuccreanoBaHune (I/ICFIbITaHMe) NlekapCTBeHHOro npenaparta - u3ydeHne AOUarHoCTu4ecKux,
ne4yetHbIX, I'IpO(bMﬂaKTW-IeCKMX, cbapmakonormqecmx CBOWCTB JIeKapCTBEHHOro npenapata B Mpouecce ero
MeANLIMHCKOIro npuMeHeHua Cy6'beKTOM ncecnegoBaHnda, B TOM 4uUcrne npoueccoB BcacbiBaHUA, pacnpeneneHuns,
MeTabonuama 1 BbiBEAEHWS, nytemMm npuMMeHeHuAa Hay4HblIX MeTOLOB OLUEHOK B LendAxX nonyyvyeHna OOoKa3aTesnbCTB
©e3onacHoOCTM U 3(b(beKTMBHOCTM NNIeKapCTBEHHOro npenaparta, gaHHbIX O HeXenaTelibHbIX peaKkuunAax opraHmn3ma
yenoBeka Ha MeJuLUMHCKOE NMpuUuMeHeHUe JeKapCTBEHHOro npenaparta un 06 SCb(beKTe €ero B3aMMoOencTBusa C
OPYruMin nekapCTBeHHbIMU npenapatamMmm u (MJ'II/I) nuuwieBsbiMN NPOAYKTaAMU;

nekapcTBeHHas dopma - COCTOsiHWE reKapCTBEHHOro mnpenapara, COOTBETCTBylollee crnocobam ero
BBEOEHNA Y MEAMLIMHCKOro NpUMeHeHus: n obecrneymsaioLlee JOCTKeHNe Heobxoamumoro addekTa;

NeKkapcTBEHHOE CPeacTBO - CPeACcTBO, NpencTaBnsiowee coboit unu cofepxallee BeLLecTBO NuGO
KOMOMHaLUMIO BeLLecTB, BCTyralllee B KOHTaKT C OpraHMsMoM YesioBeka, NpedHasHauYeHHoe [Afsl NeyveHus,
MeOVLMHCKOM MNpodunakTukM 3aboreBaHuil YeroBeka G0 BOCCTAHOBMEHMWS, KOPPEKLUUWM WM U3MEHEHUS
dmanonornyecknx YHKUMI ero opraHusamMa MocpeacTBOM hapMakosiorMyeckoro, MMMYHOSOTMYECKOro NnGo
MeTabonM4yeckoro BO3AeNCTBUS UMK AN AMArHOCTUKK 3a60ofeBaHmWin U COCTOSIHUI YeroBeKa;

nekapcTBeHHbIN NpenaparT - NekapcTBEHHOe CPpeacTBO B BUAE NeKapCTBEHHOW hopMbl;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

HexxeraTesibHasi peakuusi - HenpegHamMepeHHasi HeGnaronpusiTHasi peakuusi opraHu3Ma YerioBeka,
CBA3aHHas C MpYMEHeHVWEeM FeKapCTBEHHOro npenapaTta WM UCCleQyeMoro JeKkapCTBEHHOro npenapaTta U
npeanonaratoLlas Hanmune BO3MOXHON B3aMMOCBSI3V C MPYMEHEHMEM TakMX JIEKapCTBEHHbIX NpenapaTos;

HenpeaBmnaeHHaa HeXXenatellbHaA peakuna - HexXenaTtelnbHaa peakuud, Xapaktep, CTeneHb TAXeCTu Uunm
ncxon KOTOpOIZ He COOTBEeTCTBYHT I/IH(*)OpMaLI,MI/I, CO,EI,Gp)KGLLI,GVICFl B oOwen XapaKTepucTtnke nekapcTtBeHHOro
npenapara nn6o 6p0Lulope ncecnenoBartena ana nccneayemMoro fiekapCTtBeHHOro npenapara,

HOPMaTMBHbIA OOKYMEHT MO KayecTBy - [OKYMEHT Tpou3BOOMUTENs NIeKapCTBEHHOrO CpeAacTBa,
ycTaHaBNuBawLWNin TpeboBaHNA K KOHTPOIMIO KadyecTBa NeKapCTBEHHOrO CPeAcTBa, COoAepXaluui rnokasaTenu
KayecTBa W oOMucaHWe MeTO4OB W aHanuTUYecKMX MeTOAMK, WCMOMb3yeMblX MNpU KOHTpoNe KadvecTsa
nNeKkapcTBEHHOro CPeacTBa;

obpalleHne nekapCTBEHHbIX CPEeACTB - paspaboTka, AOKIMHUYECKME (HEKIMHWYECKME) uccrieoBaHus,
KMMHUYECKNE WCCredoBaHusl (MCMbITaHUS), 3KCMepTM3a, WHCMeKTMpoBaHue (dapmaueBTudeckass WHCMeKuus),
perucTpaumsi, papMakoHaa30p, KOHTPOJlb KayecTBa, MPOMbILSIEHHOEe MPOM3BOACTBO, anTeyHoe W3roTOBIEHME,
XpaHeHne, TPaHCTOPTMPOBKA, BBO3, BbIBO3, peanu3auusi, OTMNYCK, MeaWUMHCKoe MpYMeHeHne, Bo3Bpar
MPOM3BOAMNTENIO UM MOCTaBLUMKY, YHUYTOXEHME NEKAPCTBEHHBIX CPEACTB;

oblwaa xapakTepucTvka JleKapCTBEHHOro npenapata - AOKYMEHT, codepxawmi uHdopmaumio Ans
MeauuMHCKUX 1 apmaueBTnyeckux paboTtHukoB o 6esonacHoM U 3D(EKTUBHOM MEAMLUHCKOM NPUMEHEHUU
riekapCTBEHHOro npenaparta, pasMelleHHbIi B [ocyaapcTBEHHOM peecTpe neKkapCTBeHHbIX cpeacTB Pecnybnvku
Bernapycb 1 (unn) egouHOM peecTpe  3aperMcTpyMpoBaHHbIX — JleKapCTBEHHbIX CcpeacTB  EBpasumickoro
3KOHOMWYECKOrO COH33;

ONnTOBas peanu3auns neKkapcTBEHHbIX cpeacts (OucTpubbioums) (ganee - onToBas peanu3auus
neKapCTBEHHbIX CpeacTB) - AesATEeNbHOCTb, CBsi3aHHasi C MpUOOpeTeHVMeM, XpaHEeHUEM, BBO3OM, BbIBO30OM,
peanu3auven (3a WUCKMNYEeHWeM peanu3aumm HacerneHumo) 6e3 orpaHmdeHus o6bemMoB, TPaHCMOPTMPOBKOW,
YHUYTOXEHMNEM NIEKapPCTBEHHbIX CPEACTB;

opcaHHble (peakue) 3aboneBaHus - rpynna TsHKemMbIX XPOHUYECKUX MNPOrpeccupyrolimx 3aboneBaHuin,
MUMeIoLUNX, KaK NpaBumo, FrEHETUYECKYIO MPMPOAY U YPOBEHb pacnpoCTpaHeHHOCTM B nonynsaumMm He 6onee ogHoOro
cnyyas Ha 10 000 yenoBek, NPUBOAALLMX K COKPALLEHNIO OXXMAAEMON NPOAOIPKUTENBHOCTU XXU3HWU, UHBANNOHOCTY;

opdaHHbIN (peaKuin) NneKkapCTBEHHbIW npenapaTt - NeKkapCTBEHHbI npenapart, npefHasHayeHHbl Ang
ONarHoCTMKK, 3TUONATOreHEeTUYECKOro UM NaTOrEHETUYECKOrO NIeYeHNs (NedYeHunsl, HanpaBNeHHOrO Ha MeXaHWU3m
pa3BuTKs 3aboneBaHus) opdaHHbIX (peakux) 3adboneBaHui;

nepeYyeHb OCHOBHbIX NEKAPCTBEHHbIX CPEACTB - ycTaHaBnuBaemblt MWHWCTEPCTBOM 34paBOOXpPaHeHus!
CTMCOK JIEKAPCTBEHHbIX CPEACTB, YAOBIETBOPSIOLUMX KU3HEHHO BaXkHble NMOTPeGHOCTM HacerneHusi PecnyGnuku
Benapycb B obGecrneyeHnn nekapcTBEHHbIMW CPeACTBaMU, a Takke MCMOoSib3yeMblil A1l IbFOTHOTO, B TOM 4Yucre
GecnnaTHoro, oGecrneyeHnst eKapCTBEHHbIMU CpeACcTBaMU OTHAESNIbHbIX KaTeropui rpaxaaH npy  OkasaHuu
MEANLIMHCKON MOMOLLM B aMBynaTopHbIX YCIOBUSIX;

NPOMbILLNIEHHOE NPOU3BOACTBO JIEKAPCTBEHHbIX CpeAcCTB - OEATENIbHOCTb NMPOn3BOAUTENA NEeKAPCTBEHHbIX
cpencTs, BKI4akLwlasn npmoGpeTeHl/le MCXOOHOIo Cbipbda, MatepuanoB W npoaykuun, BbINOJNTHEHUE oOHON nnu
HECKONMbKUX CTagui TEXHOIOrM4Yeckoro npouecca, B TOM 4ucne npouecca ynakoBkW, KOHTPOJIb Ka4vyeCTBa, Bblaady
paspeleHna Ha BbilNyCK, XpaHeHune, peann3auunto NIeKapCTBEeHHbIX CPeACTB;

perncTpaumoHHoe [OoCbe - KOMMMEKT OOKYMEHTOB, NpeacTaBnsieMblil 3asiBUTENeM AN rocygapCTBEHHOM
pernctpaumm (NOATBEPXOEHUA rocyaAapCTBEHHOW peructpalmu) nekapCTBEHHOro Cpeactsa Ha TeppuTopum
Pecnybnuku Benapycb, cogepxaliux ceegeHusa o 6e3onacHocTn, 3PdEKTUBHOCTN U KavyeCTBE JeKapCTBEHHOMO
CPeAcCTBa, U UHbIE AOKYMEHTHI, onpeaensemble CoBeToMm MuHuctpos Pecnybnvku benapych;

perucTpaunMoHHoe YOOCTOBEpeHUEe - [OKYMEHT, BblgaBaemblii MUHUCTEPCTBOM 34paBOOXPaHEHUs Mo
pe3ynbTaTam OCYLLECTBMEHMS rocyqapCTBEHHON pernctpauuv (NoaTBEp)KAeHMs! rocyAapCTBEHHON pernctpaumm)
neKkapcTBEHHOro CpeacTBa;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

PervcTpauMoHHbIi HOMep - KogoBoe oGo3HadyeHue, npucBavBaemMoe IeKapCTBEHHOMY CPeacTBy Mo
pesynbTaTam OCYLLECTBNEHUS ero rocyaapCTBEHHOW perncTpaumuy;

PeCI'Iy6J'IMKaHCKMﬁ cbopMynﬂp NIeKapCTBEHHbIX CpeacTB - CMMNCOK JNeKapCTBEHHbIX CcpeacTtB C JOoKa3aHHom
Gq)(*)eKTI/IBHOCTbIO, ,D,OI'IyCTMMOﬁ ©e3onacHocTblo, Hambonee 9SKOHOMWUYECKN BbIFOAHBLIX npu KnCnonb3oBaHUN
OOKETHbIX cpencTs, BblaendemMblX Ha 3paBoOXpaHeHne;

pUCKKN, CBA3aAHHbIE C MNPUMEHEHMEM NEKAPCTBEHHOro npenaparta, - nobble pUCKKU, CBA3aAHHbIE C
6e30nacHOCTbO, 3OEKTUBHOCTLIO U Ka4ECTBOM NEKapCTBEHHOIO Npenaparta, B OTHOLEHUN 340POBbs NaLMEHTOB
WUNWN HaceneHns UNn pucku, BegyLine K HexxenaTteribHOMy BO3LENCTBUIO HA OKPYXKaOLLYIO Cpeay;

COOTHOLWIEHNEe "nonb3a - puUcK" - pesynbTaT OUEHKW MONOXUTENbHbLIX TepaneBTUYECKUX 3dEKTOB
rniekapCTBEHHOro npenapaTta Mo OTHOLLEHWIO K pUCKaM, CBSI3aHHbIM C €r0 MeAMLUHCKUM NPYMEHEHNEM;

CpPOK rOOHOCTU NeKapCTBEHHOrO npenapata - nepuo BpPEMEHW, B TeYEHUEe KOTOPOro IeKapCTBEHHbIN
npenapaTt He yTpaumBaeT 6e3onacHocTy, a(PEKTUBHOCTM N KayecTBa Npu Hagnexalem XpaHeHuu B YCrOBUSX,
YKa3aHHbIX Ha YynakoBKe, B OOLWEN XapakTepucTuke FeKkapCTBEHHOro npenapata M (MnNu) MHCTPYKUMM MO
MeOMLMHCKOMY MPUMEHEHUIO (NNCTKe-BKNaablLle);

Cy6'beKT ncecnenoBaHna - cbmswquKoe nngo, yyacteyrulee B KIIMHUYECKOM WMccnegoBaHuUn (VICI'IbITaHVIVI)
NIeKapCTBEHHOro npenaparta B COCTaBe rpynnbl, nonyqarou.l,eﬂ VICCJ'Ie,EI,yeMbIIZ ﬂeKapCTBeHHbIVI npenapart, nnbo B
cocTaBe KOHTpOJ'IbHOIZ rpynnbl;

anbCuUMpPOBaHHOE NEKAapPCTBEHHOE CPEACTBO - NEKApCTBEHHOE CPeACTBO, YMbILUMEHHO CHabXeHHoe
HeJoCTOBEPHON MHGOpMaLMen O ero coctaBse M (MnNn) Npou3BoauTeENe, a Takke HeAOCTOBEPHON MHOopMauven
060 BCex aTanax Lenu nocTaBkn NieKapCTBEHHOro CpeacTsa;

cbapmaKOHa/:wop - OedATeNlbHOCTb, HanpaBJyieHHad Ha BbldBJIeHMe, OuUeHKYy W npeagorspalleHne
HexxenaTenbHbIX NoCneacTBMin NPUMEHEHNA NEKAPCTBEHHbIX NMpenapaTos;

hapmakonenHas crTaTbsl - TEXHWYECKMN HOPMATMBHbLIA MPaBOBOW aKT, YCTaHaBnuBalOWMKA TpeboBaHUSA K
MeTodaM KOHTPONSA KavecTBa fekapCTBEHHbIX cpeacTB M obopygoBaHuto, Heobxogumomy Ans npoBedeHus
UCMbITaHUMA KavyecTBa IEKapCTBEHHbIX CPEACTB, YMaKOBOYHbIM MaTepuanam, peakTuBam, eKapCTBEHHbIM
dopmam, KayecTBy IeKapCTBEHHbIX MpenapaToB, apmaueBTU4eCKMX CyObCTaHUMA,  feKapCTBEHHOro
pacTUTENbHOIO Cbipbsl, CTaHAApTHLIM 06pa3uam, BCromMoraTenbHbIM BELLECTBaM;

papmaueBTUyeckas cyGCTaHUMA - NeKkapcTBEHHOe CpeacTBO, NpefHas3HayeHHoe ANS NPOMbILLIEHHOTO
MPOM3BOACTBA M anTe4YHOro M3roTOBIIEHUS JIeKapCTBEHHbIX NpenapaTtos;

hapMaLeBTUYECKUIN MHCMNEKTOP - dU3NYECKOe NULO, YNOSIHOMOYeHHoe MWHMUCTEPCTBOM 34paBOOXPAHEHMS
Ha npoBefeHne papmMaLeBTUYECKOW MHCMEKUUM W BKIKOYEHHOE B peecTp dapmMaueBTUYECKMX WHCNEKTOPOB
Pecny6nuku benapyce;

3 heKTUBHOCTb NEKapCTBEHHOrO MnpenapaTa - COBOKYMHOCTb XapakTepUCTUK NeKapcTBEHHOro npenapara,
obecneyvBaloWmMX OOCTWXKEHWE MNPOGUNIaKTUYEeCKoro, AuarHocTudeckoro wnu nevebHoro adpdpekta nunGo
BOCCTaHOBEHWE, KOPPEKLMIO UM U3MEHEeHeHWe PU3MONOrnYecknx qoyHKLM opraHMaMa Yenoseka.

TepMuHbl "OMOaHaNoOrM4YHbIN NeKapCTBEeHHbIM npenapat (6uoaHanor, 6MoONOAOOHBLIN NEeKapCTBEHHbIN
npenapat, buocumunsp)" (aanee - GuoaHanoOrMYHbIN NEKapCTBEHHbIN NpenaparT), "énonornyeckunin NekapCTBEHHbIN
npenapat”, "GUMOTEXHOMNOrMYEeCKUn nekapCTBEHHbIN npenapaTt”, "BOCNPOU3BEAEHHbLIN NEeKapCTBEHHbIN npenapaT
(reHepuk)" (Oanee - BOCMPOU3BEAEHHbIN NEKAPCTBEHHbIV npenapar), "rmbpuaHbii NekapCTBEHHbIA npenapart”,
"romeonarmnyeckoe nekapcTBeHHoe cpencTeo”, "MMMYHOMNOMNYECKNI neKapCTBEHHbIN npenapaTt
(vMMyHOOMONOrMYeCKUIA NEKApPCTBEHHbIN MpenapaT)” (ganee - MMMYHOSOIMYECKUA NEeKapCTBEHHbIW npenapar),
"NekapcTBEHHOE pacTuUTeNbHOEe cChbipbe”, "obLienpuHAToe (rpynnMpoBOYHOE) HAMMEHOBaHWE EeKapCTBEHHOMO
npenapaTta", "opuUrMHanbHbIN NIEKapCTBEHHbIM npenapat”, "paanodapmaleBTmyeckoe fnekapcTBeEHHOe cpeacTso”
MCMonb3ylTCA B HacTosAwem 3akoHe B 3Ha4YeHusx, onpedeneHHbIX MeXAyHapoOHO-NPaBOBbIMU akTamu,
COCTaBnsLWUMM NpaBo EBpa3ninckoro 3KOHOMMYECKOrO Cot3a B cdhepe obpalleHUs nekapCTBEHHbIX CpeacTB.
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

OnpegeneHus VHbIX TEPMUHOB COAEpPXaTCs B OTAENbHbIX CTaTbsX HACTOSALLEro 3akoHa.
CtaTbs 2. [lpaBOBOe perynupoBaHue OTHOLIEHUI B cchepe obpalleHUs nekapCTBEHHbIX CpeacTB

OTHoLweHNs B cq)epe 06pau.|,eH|/|;| NeKapCTBEeHHbIX CpencTtB perynmpyroTca 3akoHOO4aTeslbCTBOM 06
o6pa|.|.|,eH|/1|/| NeKapCTBEeHHbIX CpeancTts, MeXAyHapoAHbiMU O0orosopamu Pecny6n|/||<m Benapbe, a TaKkKe
MeXayHapoOHO-NpaBOBbIMU akTaMU, COCTaBNALWNMN NpaBo EBpaSMVICKOFO 9KOHOMMYECKOro cor3sa.

3akoHogaTenbcTBO 06 O6paL1J,eHVIVI JNIeKapCTBEHHbIX CpencTB OCHOBbIBAeTCA Ha KOHCTVITyU,VIVI PeCI'Iy6J'IVIKVI
Benapbe N COCTOMUT U3 HacTosIWero 3akoHa 1 MHbIX akTOB 3aKOHOAATENbLCTBA.

Ecnn mexagyHapoaHeim gorosopom Pecnybnuku Benapycb ycTaHOBNEHbl UHblE NpaBuna, YeMm Te, KOTopble
copepXxarcs B HacToswem 3akoHe, TO NPUMEHSAITCS NpaBuna MexxayHapoaHoro 4orosopa.

CtaTbA 3. Chepa gencrBua HacTosero 3akoHa

Oenctene HacTtosiero 3akoHa pacrnpoCTPaHSIETCA Ha OPUAMYECKUX U (PU3MYECKUX Nuu, B TOM 4ucre
VHOMBMAYalNbHBLIX NpeanpvHUMaTenel, y4yacTBYHOLWMX B OOpalleHWn eKapCTBEHHbIX CPEeACTB, BKIoYas
OpUrMHanbHble NekapcTBEHHbIE NpenapaThl, BOCMPOM3BEAEHHbIE IEeKapCTBEHHble Mpenapatbl, MbpuaHble
nekapcTBeHHble MpenapaTbl, aHTUCENTUYECKUE eKapCTBEHHbIE MpenapaTtbl, roMeonaTUiyeckue feKapCTBEHHbIE
cpencTea, paguodapMaleBTUYeCKMe NEeKapCTBEHHbIE CPeAcTBa, Buonornyeckme nekapcTBeHHble Mpenaparsbl (B
TOM YuCIEe MMMYHONOrMYECKME NEKAPCTBEHHbIE MpenapaTtbl, GUOTEXHOMNOrMYECcKNe NeKapCTBEHHbIE MpenapaTsl,
OGuoaHanornyHble nekapcTBeHHble npenapartbl), opdaHHble (pedkue) nekapCTBeHHble MnpenapaTtbl, Apyrue
rnekapcTBEHHbIE npenaparthbl, a Takke uccreayemMble nekapcTBeHHbIE Npenapathbl, papMaLleBTMyeckne cybcTaHLum
1 NekapcTBEHHOE pacTUTenbHOE Chipbe (Janee, eCnm He YyCTaHOBIEHO MHOE, - NeKapCTBEHHbIE CPeACTBa).

Cratbs 4. OCHOBHbIE NPUHLUNBbI FOCYAAapPCTBEHHOMN MONMUTUKUN B chepe obpalleHusi nekapCTBEHHbIX
cpeacTs

OCHOBHbIMM npuHUunnamMmm rocyp,apCTBeHHoﬁ NOJNMNTUKN B ccbepe o6pau.|,eH|/|;| NeKapCTBEHHbIX CpeacTB
ABNAKOTCA:

rocyoapCTBEHHOE perynupoBaHne obpalleHnst fieKapCTBEHHbIX CPeACTB;
OOCTYNHOCTb NeKapCTBEHHbIX CPEACTB;

noafepxka u passuTe MexayHapoaHOro CoTpyaHNYecTBa.

Crtatbfl 5. JOCTYNHOCTb NIeKapCTBEHHbIX CPeacTB

IlocTynHOCTb NeKapCTBEHHbLIX CPeacTB SABNAETCA HeobxooumbiM ycrioBueM obecnevyeHust HaceneHus
CBOEBPEMEHHON MEANLMHCKOM MOMOLLIbIO.

I'ocy,qapCTBo obecneunBaeT OOCTYNHOCTb JIeEKapCTBEHHbIX CpeaCcTB NyTeEM:

Hauboree MOMHOrO0 HAacbIWEHUS BHYTPEHHEro pblHKA 6Ge3onacHbIMKU, 3PEEKTUBHBIMU U Ka4yeCTBEHHbLIMU
nekapCTBEHHLIMU CpeacTBaMu, B NEPBYI0 ovepeb BKIOYEHHbIMU B PecnybnvkaHckuin hopmynsp nekapcTBEHHbIX
cpencTs, NepeyeHb OCHOBHbIX NTEKapCTBEHHbIX CPEACTB;

CcoBepLUeHCTBOBaAaHUA CUCTEMbI pealnn3aunmn fiekapCTBeHHbIX CPeNCTB.

KoHcynbTaHTln0C: npumeyaHue.

MonoxeHne o nopsagke 6GecnnaTtHOrO W NbFOTHOrO obecneyeHns NeKapCTBEHHbIMU  CpeacTBaMu U
NnepeBsi30YHbIMYM  MaTepuanaMmy OTAENbHbIX KaTeropun rpaxaaH YTBEPXAEHO nocTaHoBreHnem CoBeTa
MuHuctpoB Pecnybnukm Benapyce ot 30.11.2007 N 1650.
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

JlbrotHoe, B ToM uucne GecnnaTtHoe, obecneyeHne fekapCTBEHHbIMU CPeacTBaMy OTAENbHbIX KaTeropuii
rpakgaH OCYLLECTBIISIETCS MO peLentaM Bpayel B Npeaeriax nepeyHsi OCHOBHbIX NTIEKAPCTBEHHbLIX CPeACTB.

CraTbs 6. FocyaapcTBeHHasa dapmakonesa Pecny6nukun Benapycb

locynapctBeHHass pbapmakoness Pecnybnvku Benapycb npeactaBnsieT coboint cMcTeMaTu3MpoBaHHLIN,
noaaepXuBaeMbliil B akTyanbHOM COCTOSIHUM COOPHMK OBLLMX U YaCTHbIX (hapMaKoMenHbIX CTaTen, yTBepKaaeMblX
MuHMCTEPCTBOM 34paBOOXPAHEHNS.

O6wume dapmakonerHble ctatbu ocygapcTBeHHoW chapmakonen Pecnybonuku Benapycb ycTaHaBnmuBakoT
oblwpne TpeboBaHUsA K MeTodaM KOHTPONS KayecTBa NeKapCTBEHHbIX CPeAcTB M obopydoBaHuio, Heobxoanmomy
ONsl MPOBefEeHWNst MWCMbITAaHUA KavecTBa JIEKAPCTBEHHbIX CPEACTB, YMNAKOBOYHbIM MaTepuarnam, peakTuBam,
neKkapcTBeHHbIM hopmam, dapmaueBTUYEeCKUM CyOCTaHUMAM, NEeKapCTBEHHOMY pPacCTUTENbHOMY  Chipblo,
CTaHgapTHbIM obpasuam, BcnomoraTenbHbIM BeELLECTBAM, WUCMOMb3yEMbIM B MNPOMbILLNIEHHOM MNPOU3BOACTBE
neKkapcTBEHHbIX CpeacTB.

YacTHble dhapmakonenHble ctatbk [ocyaapcTBeHHon dapmakonen Pecnybnukm Benapycb yctaHaBnuaroT
TpeboBaHMA K KayecTBY JIEKApPCTBEHHbIX MpenapartoB, apMaueBTUYeCckux CcyoCTaHUMiA, JeKapCTBEHHOro
pacTUTENBHOIO Cbipbsi, PEAKTUBOB, BCMOMOraTerbHbIX BELLECTB, YMNakoBOYHbIX MaTepuarnoB, MCMNOMb3YyEMbIX B
NPOMBbILLIIEHHOM NPOW3BOACTBE, aNnTEYHOM U3rOTOBIIEHWNM NTEKAPCTBEHHbBIX CPEACTB.

Cratba 7. Hagnexawme capmaueBTUYECKME MpPaKTUKM B cdpepe obGpalleHUs NeKapcTBEHHbIX
cpeacTs

Hagnexawme dapmaueBTmyeckue npaktukm B cdepe obpalleHuss neKkapCcTBEHHbIX  CPEeACTB
pacnpoCTPaHSATCS Ha BCe aTanbl (NpoLecchl) obpalleHns nekapCTBEHHbIX CPEACTB U BKIIOYAIOT:

Hap,ne»(au.l,yro anTeYHY NPakTuKy, yreBepxgaemyro MMHMCTepCTBOM 34paBooxpaHeHna n npeacTtaBAalLWYO
cobow COBOKYMNHOCTb npasui no ante4HoOMy M3rotoBJ1€HNKO, KOHTPOJ1O Ka4eCTBa, KOHTPOJIK 3a CPOKaMu rogHOCTH,
ynakoBke U MapKupoBKe, YyCIoBUAM XpaHEeHUA, (paplvlau.eamquKomy KOHCYIbTUPOBAHUIO U peann3aunn, oTnycky
NNeKapCTBEHHbIX CpeacTB, BKIo4asa TpGGOBaHI/IH K nomMelwleHnAaAm, O60pyﬂ,OBaHI/II-O n Knaccmcpw(au,mm anTtek no
KaTeropusam,

Ha,qnemau.l,yro NPaKTUKy  XpaHeHUusA NNeKapCTBEHHbIX  CPeacCTB, yTBEepXgaemyro MMHMCTepCTBOM
34paBOOXpaHEeHNA N NpeacTaBAlLYO cobon COBOKYMHOCTb npaBui no opraHn3aumm XpaHeHua nekapCcTBeHHbIX
cpencTs, BKIO4aa Tpe6OBaHMF| K noMeLlleHnam n O60pyﬂ,OBaHMI'O, B Lensax obecneyeHns KadecTea u COXpPaHHOCTU
NeKapCTBEHHbIX CPEeACTB,;

Hagnexalyto NpOM3BOACTBEHHYIO TMpPaKTWKy, yTBepxaaemyto MUWHUCTEPCTBOM 34PaBOOXPAHEHUS U
npeacTaBnsoLwyo coboil COBOKYMHOCTb MpaBwUi MO OpraHM3auuy MpPOMbILLSIEHHOTO MPOU3BOACTBA U KOHTPOIO
KayecTBa JlIekapCTBEHHbIX CPEACTB;

MpaBuna Hagnexalwien KNMHUYEeCKOM npakTUkM EBpasMnCcKoro SKOHOMUYECKOro COH3a, YyTBepXaaemble
peweHnem CoBeTa EBpasninckor 3KOHOMUYECKON KOMUCCUUN U NpeacTaBnsowme cobom COBOKYNMHOCTb 3TUYECKUX U
Hay4HbIX TpeboBaHUN K NNaHWPOBaHWUIO, NPOBEAEHMIO, peann3aunm, MOHUTOPUHTY, ayauTy, OOKYMEHTUPOBAHUIO,
aHanuay v npeacTaBneHnto pe3ynbTaToB KITMHUYECKUX UCCIEeAOBaHUA (MCMbITaHWIA) NeKapCTBEHHbIX NpenapaTos,
obecneunBaoLmnX 3aWUTy nNpas, 6e30nacHOCTb 1 6narononyyne cyoGbEKTOB UCCIEA0BaHMSA U NOMydYeHe B paMKax
KITMHUYECKMX UCCIiefoBaHN (UCMbITaHWIA) NeKapCTBEHHbIX NpenapaToB HaAEXHbIX U JOCTOBEPHbIX AAHHbIX;

MpaBuna Hagnexauwen nabopaTopHOM NpPakTUKM EBpasMMCKOro 3KOHOMMYECKOrO CO3a, YTBepXaaemble
peweHnem CoBeTa EBpasuinckonn 3SKOHOMMYECKOW KOMWUCCMM W MNpeacTaBnswowme cobor  COBOKYMHOCTb
TpeboBaHMI K opraHu3aumu, NNaHWPOBAHUIO U NPOBEAEHWIO AOKNMHUYECKUX (HEKIUHUYECKMX) MCCneaoBaHun
neKkapCTBEHHbIX cpeacTs, 0popMNeHNto pe3ynbTaToB M KOHTPOJSIO Ka4eCcTBa yKa3aHHbIX UCcrneaoBaHui;

MpaBuna Hagnexawen AuCTPUOBIOTOPCKOM  MpakTukM  EBpasvMnckoro  9KOHOMMYECKOrO  COH3a,
yTBepxaaemble peweHvem CoBeTa EBpasuinckon 3KOHOMWYECKOW KOMMUCCMM U MpeacTaBnsowme cobon
COBOKYMHOCTb MpaBuil N0 opraHusaumn n yHKLMOHMPOBaHUIO CUCTEMbI OBecneyYeHns kayecTsa, rapaHTUPYOLNX
KayeCTBO J1eKapCTBEHHbIX CPEACTB Ha MPOTSXEHUM BCEX ITanoB Lenu MoCTaBku, BKMYas npuobpeteHue,
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

XpaHeHUe 1 TPaHCMOPTUPOBKY, OT NPOU3BOAUTENS 4O HOPUANYECKUX NUL U MHOMBMAYabHbIX NpeanpuHnuMaTene,
OCYLLECTBMSAIOWMX MPOMbILUIIEHHOE MPOM3BOACTBO, peanusaumio NeKapCTBEHHbIX CpPeacTB, a Takke [Ao
opraHusauuin 3gpaBoOXPaHEHUs U UHbIX OpraHM3aunii, OCYLLECTBISIOWMX MEANLMHCKYHO AeSTENbHOCTb;

MpaBuna Hagnexatllen npakTukn papmakoHag3opa EBpasnMnckoro aKOHOMUYECKOrO COK3a, YTBepXKaaeMble
pelweHnem CoseTa EBpasumnckon aKOHOMUYECKON KOMUCCUUN 1 NpeacTaBnsioLlme cobor COBOKYNHOCTb NpaBu no
OpraHusaumm W OCYLIECTBMIEHUIO AepXaTensiMu PEerucTpauMoHHbIX  yOOCTOBEPEHUA U MUHUCTEPCTBOM
3[paBOOXpaHEHNs1 AeATENbHOCTU MO hapMakoHaaA30py;

MpaBuna Hagnexaiwied NPOU3BOACTBEHHOW  MNpaKkTMKM  EBpasuiMcKoro  9KOHOMMYECKOrO  COH3a,
yTBepxgaemble peweHnem CoBeTta EBpasuMickon SKOHOMMYECKOMW KOMUCCUMM W npeacTaBnswoolime cobon
COBOKYMHOCTb MpaBui No opraHuM3auuu NpOMbILLMEHHONO0 NPOU3BOACTBA U KOHTPOMIO KayecTBa NeKapCTBEHHbIX
CpeacTB, NPOU3BOAMMBIX ANS MOCTaBKM Ha PbIHOK EBPa3ninckoro 3kKOHOMUYECKOrO CO3a.

Cratba 8. MexxgyHapoaHoe COTpyAHMYECTBO

Pecny6nuka Benapycb ocyLLeCcTBNAET MeXayHapoaHoe COTPYAHNYECTBO C MHOCTPaHHbLIMU FocyAapcTBaMm u
mMexayHapoOHbIMM OpraHM3auusmMmn B cdepe obpalleHnsi NekapCTBEHHbIX CPeACTB MOCPEeACTBOM pa3paboTku U
BbINOMHEHNA MEXOyHapoAHbIX Hay4yHbIX MporpamMMm, obmeHa WHdopMaunen, NPOrpeccUBHbIMA  MeToaamMu
pa3paboTKun U TEXHONOTMAMM NMPOMBILLIIEHHOTO NPOU3BOACTBA, anTeYHOro U3roTOBEHUSs! NleKapCTBEHHbIX CPEeacTs,
a TakkKe y4yacTusl B MHbIX MEepOnpUATHSIX Mo NekapCTBEHHOMY 0GecneyYeHnto HaceneHus.

B Pecnybnuke benapycb nogaepxuBaloTcsa 1 pa3BMBaloTCa He NpoTMBOpeYalune 3akoHogaTenbcTBy Oopmbl
MeXAyHapoOHOro CcoTpyaHuMYecTBa B obnactax paspaboTkv, NPOMbLIWNEHHOrO NPOM3BOACTBA, anTeyHoro
N3roTOBIEHNs, pPerncTpauun, KOHTPOMs KavecTBa, peanu3aumu rnekapcTBeHHbIX CPeacTB, dapMakoHaasopa,
MHCMEeKTUpoBaHNs (dapMaLeBTUYECKUX MHCNEKUNIA), a Takke MH(POPMaLIMOHHOTO B3aUMOAENCTBUS NO BbISBIIEHWNIO
1 NPOTUBOAENCTBUIO 0OPALLEHNI0 HEKAYECTBEHHBIX U (MNK) danbCcUULMPOBaHHbIX TEKAPCTBEHHbIX CPEACTB.

FMABA 2
rOCYAAPCTBEHHOE PEIYJINPOBAHUE B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB

Cratba 9. FlocyaapcTBeHHOe perynupoBaHue B cdhepe obpaleHUs nekapcTBeHHbIX CpeacTB

[ocypapcTtBeHHOe perynupoBaHMe B cdepe obpalleHus FeKapCTBEHHbIX CpeacTB  OCYLUECTBSAOT
MpesungeHT Pecnybnuku Benapyck, CoBeT MuHuctpor Pecnybnuvkn benapycb, MMHUCTEPCTBO 34paBOOXpaHEHMs,
MECTHblE WCMOMNHUTENbHbIE U pacnopsguTenbHble opraHbl B Mpefenax WX KOMMAeTeHUMM W B nopsiake,
YCTaHOBMEHHOM 3aKOHOAATENbCTBOM.

locymapcTBeHHyO MONMMTUKY B cdepe obOpalleHns JNekapCTBEHHbIX cpeacTB onpegenset [lpesugeHT
Pecnybnuku benapyce.

Peanusaunio rocygapcTBeHHOM MOMUTUKM B cdpepe obpalleHus nekapcTBeHHbIX cpeacTB obecneynsaet
CoseT MuHuctpos Pecnybnukn benapyce.

MWHUCTEPCTBO 34paBOOXPaHEHWs1 peanuayeT [OoCyOdapCTBEHHYID MONUTUKY B cdepe obpalleHus
NeKapCTBEHHbIX CPeaCTB NyTeM:

Bbldayn paspelleHun Ha npoBedeHWE KIMHMYECKUX UccneaoBaHui  (MCMbITAHWA) — NeKapCTBEHHbIX
npenaparos;

rocyaapCTBEHHOWN pPerncTpaunm riekapcTBeHHbIX CPEACTB;
NUUEH3NPOBaHMA hapMaLeBTUYECKON OeATENbHOCTY;

opraHusaumun u (Unm) NPOBEAEHUS] UHCNEKTUPOBaHUA (chapMaLeBTUYECKMX VUHCMEKLUIA) aTanoB (NpoLeccoB)
obpalleHUs NekapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHMAM Hagnexalmx dapmaleBTUYeCcKMX NPaKkTuK B
cthepe o6pallieHns1 NEKapCTBEHHbIX CPeACTB;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

OpraHM3aLmmn CUCTEMbI KOHTPOTS Ka4eCTBa NeKapCTBEHHbIX CPEeCTB;
opraHv3aLmmn cucteMsl hapmakoHaasopa;

OopraHusauMn OCYLLECTBIIEHNSI TOCYAapCTBEHHOro (hapMaleBTMYECKOoro Hagsopa 3a cobniogeHvem
npoBepsieMbiMK cybbekTamu TpeboBaHMii 3akoHogaTenbCcTBa 06 OOpalleHUM JeKapCTBEHHbIX CPEACTB, B TOM
yncre B 4YacTu YCIOBWUI MPOMbILIIIEHHOrO MPOM3BOACTBA, anTEeYHOTO M3rOTOBMEHUS, peanu3auuu, XpaHeHus,
TPaHCMOPTUPOBKM M MEAULMHCKOrO NMPUMEHEHUS B OpraHuM3auusix 34paBOOXpaHeHWsl NeKapCTBEHHbIX CPencTB
(manee - rocynapcCTBEHHbIM (hapmaLleBTMYECKUiA HaA30p 3a cobnodeHvem TpeboBaHuWii 3akoHodaTenbcTBa 06
obpalleHnn NeKkapCTBEHHbIX CPEACTB);

NPUOCTaHOBJIEHUA peanun3aunm n MeguumHCKOro npuMeHeHuA JeKapCTBEeHHbIX CpeAcCTB UM U3bATUA U3
06anJ,eHVIﬂ HEeKa4eCTBEHHbIX U (*)al'leVICpVILI,VIpOBaHHbIX JIeKapCTBEHHbIX CpeacTB, a TaKkKe J1eKapCTBEeHHbIX
cpencTB C yCTaHOBJ1EHHbIM He6J'IarOI'IpI/IFITHbIM COOTHOLLEHNEM "Nnosb3a - pI/ICK";

OCYyLLEeCTBITIEHNA  UHbIX (byHKLI,I/Il7l, npeayCMOTPEHHbIX  HacToALUM 3aKOHOM W WHbIMK  aKTamu
3aKkoHoaaTenbCcTBa.

MecCTHble UCNOMHUTENBHbIE U pacnopaanTenbHble opraHbl NPOBOAAT roCyaAapCTBEHHYHO MOJINTUKY B ccbepe
06paLLl,eHVIF| JNTeKapCTBEHHbIX CPEeACTB B npeagesiax KoMmneTeHunu, onpe,qenﬂeM0|7| 3aKoHOOAaTeIbCTBOM.

KoHcynbTaHTln0C: npumeyaHue.
O perunctpaumm LieH Ha nekapcTBeHHble cpeactBa cM. Yka3s [NpesungeHta Pecnybnukn Benapycb ot 22.08.2018
N 345.

Crtatba 10. locymapcTBeHHass peructpaumsi (noaTBepxAeHUEe rocyAapCTBEHHOW perucrpauum)
nekapcTBeHHbIX cpeacTB. Peructpauums (noarBepXxaeHue pervcTpauuu) neKkapcTBeHHbIX CpeacTB B
pamkax EBpa3nMinckoro akoHoMM4ecKoro cotosa

JlekapcTBeHHble CpeAcTBa [OMycKalTCa K peanusauum U MeauUMHCKOMY MPUMEHEHUIO Ha Tepputopumn
Pecnybnvkn bBenapycb nocne wx rocygapcTBEHHOW peructpaumm  (MOATBEPXKOEHWs  rocydapCTBEHHOW
perncrTpaumm) unu peructpaumm (NoATBEPXKAEHNS pernctpauun) B paMmkax EBpasninckoro SkoHOMUYEeCKOro cowsa,
€eCnn NHoe He NPeaYyCMOTPEHO HACTOALLMM 3aKOHOM UM UHBIMW 3aKoHOAATEeNbHbIMU akTaMu.

locyaapCTBEHHOW perncTpauum He noanexar:
neKkapcTBEHHble CPeACTBa, M3roTOBMEHHbIE B anTekax;
nekapcTBeHHble CpeAcTBa, NpeAHa3HayYeHHble AN UCNOMb30BaHNUsA B Ka4ecTBe BbICTaBOYHbLIX 06Pa3LIoB;

nekapcTBEHHble CpeacTBa, nNpefHasHayeHHble Ans NpPOoBeAEHUs 3KCNepTusbl MNpUM  OCYLLECTBIEHUN
rocyfapCTBEHHOW perucrpaumm (NoaATBEPKAEHUS rOCYyAapCTBEHHOW perncTpaumm) nekapCcTBEHHbIX CPeAcTB Unu
pernctpaumm (NoaATBEPXKAEHUA perncTpaunmn) B pamkax EBpasminckoro SKOHOMUYECKOro Cor3a;

neKkapcTBeHHble cpefcTBa, MpeAHasHayeHHble Ans  MPOBeAeHUs  OOKMUHUYECKUX  (HEKITMHUYECKUX)
nccnenoBaHui, KNMHUYECKMX UCCreaoBaHui (UCnbiTaHuin);

nekapcTBeHHble cpeacTBa, BBE3eHHble Ha Tepputoputo Pecnybnukm Benapycb dwusnyeckum nuuom Ans
NNYHOTO NMPUMEHEHNS;

neKkapcTBeHHble Mnpenapatbl, NpolleAlwe BCe CTaauMu TEeXHOSIOrMYecKoro npouecca, 3a WCKIHYeHneM
npoueccoB acoBkn N (UNK) YNaKOBKY;

neKkapcTBeHHble CpeAcTBa, NpeAHa3HavYeHHbIe Ars NPOMbILLINEHHOrO NPoM3BOACTBA TOMLKO HA 3KCMOPT U He
npefHasHavYeHHble Ans peanv3auun Ha TeppuTopun Pecnybnvku benapyce;

(*)apMaLl,eBTI/I‘-IeCKMe Cy6CTaHLI,I/|I/I npu HannM4ynm B perncTpaunoHHbIX JOCbEe Ha NNeKapCTBEHHbIE npenaparThbl, B
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

COCTaB KOTOPbIX OHW BXOOSAT, JOKYMEHTOB Npou3BoauTenei aTux gapmaueBTUYeckmx cybCcTaHLui, oTBeYaroLwmnx
TpeGoBaHUAM, NPeabABNAEeMbIM K IOKYMEeHTaM, COCTaBMNAKLWUM PerncTpaLmoHHbIe JOChe.

NekapcTBEHHOE pacTUTENbHOE Chipbe MOCME MPOXOXAEHWUS CTaauuM NPOM3BOACTBEHHOIO npolecca
npuaaHus emy OnpederieHHOW eKapCTBEeHHOW (OOpMbl MOANEXUT TOCYAapCTBEHHOW perucTpauum  Kak
nekapcTBEHHbIN Npenapar.

OpurvHanbHble NeKapCTBEHHbIE Mpenapartbl Ans feYeHus, MegULMHCKON NPpOMUNaKkTUKA UM AUarHOCTUKU
XKN3HEYTPOXAKLMX UNN TAXKENbIX MHBANVAM3UPYOLWMX 3ab0neBaHuin, ieKapCTBEHHbIE MpenapaTthbl Ans nevyeHus
opdraHHbIX (peakux) 3aboneBaHUn Npu OTCYTCTBUN IPPEKTUBHBIX METOAOB OKa3aHUs MeOWMLMHCKOM MOMOLLM
MOryT JONyCKaTbCsa K peanu3aumm 1 MeauLMHCKOMY NPUMEHEHMIO NOCNe NPOXoXAeHUsa npoueaypbl UX YCNOBHON
rocyfapCTBEHHOW peructpaumm (NOATBEPXKAEHUSA YCINOBHOW roCcy4apCTBEHHOW perucrpawmm).

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHne 06 ynpoLlleHHOM nopsaaKe OCYLLEeCTBIEHUS [OCYAAapCTBEHHON perncTpaumm nekapcTBEHHbIX
CpeacTB yTBepXaeHo noctaHoBneHveM Coseta MuHuctpos Pecnybnuvku benapyck ot 01.04.2020 N 191.

[nsa rocygapcTBeHHOW pernctpauun (NOATBEPXAEHUS TFOCYAapCTBEHHOW perncrpauun) fiekapCcTBEHHOro
CPeACTBa, YCNOBHOM rocyaapCTBEHHON perncrpaumm (NoATBEPXKAEHMS YCIIOBHOW rOCYAapCTBEHHON perucrpaumm)
nekapCTBEHHOro npenapaTta 3asBuTenb NpeacTaBnseT perncTpaumMoHHOe OOChE.

B kadecTBe 3asBuTens MOTYyT BbICTYyNnaTh:

topuamnyeckoe nvuo Pecny6nuku Benapycb, MHOMBMAYaNbHbI NpeanpyHUMaTesb, 3aperncTpMpoBaHHbIn B
Pecny6nuke Benapycb, WHOCTpaHHOE lOPUMANYECKOE JIMLO, WHOCTPaHHasi OpraHusauusi, cosdaHHble B
COOTBETCTBUW C 3aKOHOAATENbCTBOM MHOCTPaHHbLIX FOCYdapcTB, NMPOU3BOASALLME NEKApCTBEHHblE CpeacTBa WUnu
pasMellaloliMe 3aKka3 Ha MPOMbILINEHHOe TMPOM3BOACTBO FEKAPCTBEHHbLIX CPEACTE B MHOM OpraHusauuu,
OCYLLECTBMALLIEN MNPOMBILLNIEHHOE MPOM3BOACTBO MEKAPCTBEHHbIX CPeacTs, nvMbo BXodsllMe B COCTaB
06beaMHEHNS], B KOTOPOE TakkKe BXOAWUT NPOM3BOAMTENb NEKapCTBEHHbIX CPEACTB;

topuamnyeckoe nvuo Pecny6nuku Benapycb, MHOMBMAYanbHbIA NpeanpuHMMaTesb, 3aperncTpMpoBaHHbIn B
Pecny6nuke Benapycb, WHOCTpaHHOE lOPUANYECKOE JIMLO, WHOCTpaHHas OpraHu3auusi, cosdaHHble B
COOTBETCTBUW C 3aKOHOAATENIbCTBOM MHOCTPaHHbLIX rOCyAapCcTB, ABMsoWmMecs ouLmanbHbIMU NpeacTaBUTensamm
JAepxaTensi perncTpauyoHHOro yA0CTOBEepPeHusI.

He ponyckaetca wucnonb3oBaHWe B COCTaBe€ PErucTPauMOHHbIX  [OCbe  BOCMPOM3BEOEHHBIX W
OMoaHaNoOrMMyHbIX NeKapCTBEHHbIX MpenapaTtoB [aHHbIX O pe3ynbTatax [OKIUHUYECKMX (HEKIMHUYECKUX)
NCCregoBaHUM M KNMHUYECKUX WCCIefoBaHUA (MCMbITAHWIA) OPUIMHAlNbHBIX FEKapCTBEHHbLIX npenapaToB 6e3
MACbMEHHOTO CcOrnacus BnafenbLeB TakMx [aHHbIX B TeYeHMe YeTblpex feT C [Jatbl rocyaapCTBEHHOW
peructpaumm B Pecnybnuke benapycb 3TUX OpuUrMHamnbHbIX JIEKAPCTBEHHbIX MpenapaToB. B cnyvae
pacnpocTpaHeHnust (nydnvkaumm) nHdopMaumn BrnagernbLeM UM OT ero MMEHUM WHbIMK Nuuamn O pesynbTatax
OOKMNHUYECKNX (HEKMNMUHUYECKUX) UCCNeaoBaHuM U KIUMHUYECKUX WCCrefoBaHWA (MCMbITaHUA) OpUrMHarbHbIX
nekapCTBEHHbIX MpenapaToB B 06LLEAOCTYNHBIX UCTOYHMKAX MHpopMaLumM 0O UCTEYEHUS] yKa3aHHOro Cpoka Takoe
pacnpocTtpaHeHne (nybnukaumsi) cuMtaeTcsl cormacuem Bnagernbua 3Ton MHopMauMM Ha ee packpbiTue wu
KOMMeEpPUYECKOEe UCMONb30BaHME.

I'Iepequb OOKYMEHTOB, COCTaBNALWNX perncTtpaumoHHoe OoCbe, yCTaHaBIIMBaeTCA CoBeToM MMHMCTpOB
PeCHY6ﬂI/IKVI Eenapbe. Tpe6OBaHVIF| K OOKYMEHTaM, COCTaBnAlwmnMMm permcTtpaylmoHHoe 0ocCbe, yCTaHaBIMBalkOTCA
MVIHI/ICTepCTBOM 34PpaBOOXpPaHEHUA.

[ocynapcTBeHHy0  peructpauuio  (MOATBEPXOAEHUE TOCySapCTBEHHOM  perncTpauum)  nekapCTBEHHbIX
CpefcTB, YCIOBHYIO roCygapCTBEHHYIO perncrTpaumnio (noareepXxaeHme YyCroBHON rocygapCTBEHHON pervctpaunm)
nekapCTBEHHbIX NpenapaToB ocylecTBnseT MMHNCTEPCTBO 30paBOOXPaHEHNS.

Mo pes3ynbTataM ocyLiecTBleHns FocyﬂapCTBeHHOIZ perncrtpauunmn (I'IO,EI,TBep)K,EI,eHI/IH Focyﬂ,apCTBeHHOﬁ
peFMCTpaLI,MI/I) NNIeKapCTBEHHOro cpeactea WM yCJ'IOBHOI7I Focyﬂ,apCTBeHHOﬁ perncrtpauunm (I'IOJJ,TBep)K,EI,eHI/Iﬂ
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

YCMNOBHOW  rocyapCTBEHHOW  peructpauum) nekapcTBEHHOro npenapata  BblgaeTcs  perMcTpauuoHHOe
yoocToBepeHue. opsaok Bblgayn pervcTpauuoHHOro YAOCTOBEpPEHMsT ycTaHaBnmeaeTcs CoseTomM MuHUCTpoB
Pecnybnuku benapyce.

BapeructpupoBaHHble apmaleBTMyeckas CyO0CTaHLUMS, neKapCTBEHHbIW npenapaTt, B TOM u4ucne
npoLlealwnin YCNoBHYO roCyAapCTBEHHYIO perncTpaumio, a Takke dapmaleBTunyeckaa cybctaHuus, Bxoasllasa B
COCTaB IleKapCTBEHHOro npenaparta, BKMA4YalwTca B [OCyQapCTBEHHbLIN peecTp fekapCTBEHHbIX CPEeACcTB
Pecnybnukn Benapycb, KOTOpbI pa3mMellaeTcs Ha oduumanbHoM cavite MuHucTepcTBa 34paBOOXpaHEeHus B
rnobanbHOM KOMMNbIOTEPHON ceTn MHTepHeT.

CTpykTypa, nopsgok ¢opmMupoBaHMs U BefdeHus [0CydapCTBEHHOro peecTpa NeKapCTBEHHbIX CPEencTB
Pecnybnuku Benapyck yctaHasnusattca Cosetom MuHnctpos Pecnybnukm benapyce.

Mpy rocyaapCTBEHHOW pernctpaunn (MOATBEPXKAEHUWM FOCYAapCTBEHHON perncTpauuv) NnekapcTBEHHOro
cpeacTBa NpUHMMAaEeTCs pelleHne 06 OTHECEHUN NeKapCTBEHHOIO CPeACcTBa K:

NekapCTBeHHbIM npenapartam, peanundyemMmblM Mo peuenty unum be3 peuenTta Bpaia, nn6o NeKkapCTBeHHbIM
npenapartam Ond okasaHua MeANLMHCKOM MOMOLLN B CTalMOHapPHbIX YCINOBUAX;

HapKOTU4YEeCKMM cpeacTtBamMm Ul NCUXOTPONnHbIM BeLWeCTBaMm,

nekapcTBeHHbIM cpefcTBaMm  cnucka "A", TOKCMKOMOrM4yeckne CBOWCTBA KOTOPbIX MpPeacTaBnsiioT
NOTEHLManbHY ONacHOCTb ANs 300POBbs YenoBeka u TpebyoT 0cobbIX YCNoBu XpaHeHus. Nopsagok n ycnoeums
BEAEHMS 3TOro crnucka yctraHaBnuearotTcad MUHMCTEPCTBOM 34paBOOXPAHEHMS.

Ha Bnepeble pernctpupyemblii B Pecnybnuke Benapycb JiekapCTBeHHbIi nNpenapaT BblgaeTcs
perncTpaunMoHHoe YOOCTOBEPEHME CO CPOKOM AeMlcTBUSA MATb NeT. Mo ucTedeHun NSTUNETHEro cpoka AeicTBus
PerncTpaLnMoHHOrO YOOCTOBEPEHUS] JIeKapCTBEHHbIV MNpenapaT [oShkeH MNpoWTW npouedypy MoATBEepXAEHUs
rocyoapcTBeHHol peructpauun. Mpy NoATBep)KAEHUM T[OCYAApCTBEHHOW perucTpauuMm Ha NekapCTBEHHbIN
npenapar BblaaeTcs 6eccpoyHoe pervcTpaumnoHHoe YAoCToBEepeHMe.

Mpy NpoxoxaeHuy npoueaypbl YCIOBHOW rocyqapCTBEHHON perncTpauun Ha BrepBble perucTpupyembliin B
Pecnybnuke Benapycb nekapcTBeHHbI npenapaTt BblAaeTcs pPerucTpauuMoHHOEe YOOCTOBEPEHME CO CPOKOM
Aencteus oauH rod. MoaTeepkaeHWe YCIOBHOM rocyAapCTBEHHOW perncTpaLnm ocyLLecTBSEeTCA eXeroaHo.

JlekapcTBeHHbI npenapaTt, MNOCTYNuBLLUMIA B peanu3auuio B nepuosd  OencTBus  peructpalyMoHHOro
YyOOCTOBEPEHMS, AOMNyCcKaeTcs K peanu3auum U MeguUMHCKOMY MPUMEHEHUI0 OO0 UCTEeYEeHUs CpoKa FOAHOCTMH,
yKa3aHHOro Ha ynakoBke, 6e3 noaTBepXXAeHWs ero rocyaapcTBeHHon pernctpaumn. OgHoBpeMeHHas peanusauus
neKkapCcTBEHHOro npenapaTa B paHee 1 BHOBb COrfiacoBaHHOW ynakoBKe W (Mnun) C paHee U BHOBb COrfiacoBaHHOM
WHCTPYKLUMEN NO MEANLMHCKOMY MPUMEHEHMIO (MMCTKOM-BKNaAbllLemM) AonycKaeTcs A0 UCTeYeHUss Cpoka roqHoCTH
rneKapCcTBEHHOro npenapara.

ﬂ,OI’IyCKaPOTCFI peanun3auma n MmeamumnHcKkoe npuMmeHeHue rnekapcrtBeHHOro npenapara, npomn3BegeHHoOro B
TeyeHne 180 KaneHaapHbIX OHen nocne patbl NMPUHATUA peLueHnAa O noaTBepXAeHun ero Focyﬂ,apCTBeHHOﬁ
permncrtpaunm B COOTBETCTBUN CO CBeEAEHNUAMU, coaepXalnmMmmnca B OKYMeHTax, CoOCTaBALWNX pernctpaymnoHHoe
nocbe, OO0 AaTbl NMPUHATUA TaKoro pewleHund, Ao UCTeYeHUA CpoKa ero rogHoctu, 3a WUCKIHYeHunem cliydaeB
NPUHATNA pelleHnd O HEBO3MOXHOCTU AanbHenwero npon3soAcTBa JieKapCTBEHHOIO npernaparta B COOTBETCTBUM C
paHee corinmacoBaHHbIMU OOKYMEHTaMW, COCTaBNALWNMUN perncTtpaumMoHHOe 4OChbe.

Ha 3apernctpuMpoBaHHbLIN NEKapCTBEHHLIA NpenapaTr BblOAKTCA cornacoBaHHble ¢  MwuHUCTEpPCTBOM
34paBOOXPaHEHNS:

HOPMAaTUBHbIN OKYMEHT MO KayecTBy;
WHCTPYKUUS MO MEAULMHCKOMY NMPUMEHEHMIO (TMCTOK-BKagbILw);
o6LLas xapakTepucTika nekapCcTBEHHOIO Npenapara;

MaKeTbl YNakoOBOK.
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

Ha 3apeructpupoBaHHylo (hapMaLeBTMYecKkylo CcyGCcTaHUMIo BblgaloTca GeccpoyHoe perucTpauvoHHoe
yOOCTOBEpPeHMe U COrnacoBaHHblM ¢ MUHUCTEPCTBOM 34paBOOXpaHEeHVs HOPMAaTUBHbLIA AOKYMEHT MO KayecTsy.
Mpun 3TOM NpoxoxaeHve npoueaypbl NOATBEPXAEHNS rOCYAapCTBEHHOWM perncTpauum He TpeByeTcs.

Ha nekapcTBeHHble cpefcTBa, MpeAHasHayeHHble AN MPOMbILMIEHHOrO MNPOW3BOACTBA Ha 3KCMOPT,
MUWHMCTEPCTBO 3[paBOOXpaHeHusl BbloaeT cepTudukaTt hapMaLeBTUYecKoro NpoaykTa, NpeaycMOTPEHHbIA ans
MeXXOyHapoOHOW TOProBfM B COOTBETCTBMM C pekoMeHOauusimu BceMupHoi opraHusauuy 3apaBoOXpaHeHus, B
nopsiake, yctaHoBrneHHoMm CoseTom MuHucTpoB Pecny6nvku Benapyce.

Mpn M3MeHeHMM CBeOEeHW, coAepXallMxcs B AOKYMEHTax, COCTaBRSALWMX PEerMcTpauMoHHOE [OCbE,
OCYLLECTBMNAETCS BHECEHME COOTBETCTBYHIOLUNX U3MEHEHWIA B PEMMCTPALMOHHOE 4OCHE.

B rocynoapcTBeHHON peructpauuv (MOATBEPXKAEHUWU TrOCYAapCTBEHHOM pernctpauuv) nekapCTBEHHOro
cpeacTea, BO BHECEHUM U3MEHEHMI B perMcTpaunoHHOe AOChe 0TKasbiBaeTCs B Criyvae:

HenpeacrtaBlieHnAa 3adaButTenieM JOKYMEHTOB, COCTaBALWNX perncTpaynoHHOE O0Che;
HECOOTBETCTBUNA JOKYMEHTOB, COCTaBJIALWNX pErTMCTPALUMOHHOE O0Cbe, YCTaHOBJ1IEHHbIM Tpe6OBaHMﬂM;

HeycTpaHeHUsa 3amevyaHuit Mo peaynbTaTam 3KCMNepTUsbl AOKYMEHTOB, COCTaBMALIUX perucTpaLmoHHoe
Jocbe;

HEeOOXOAMMOCTM  NPOBEeAEeHUst  OOMNONMHUTENbHbLIX  OOKIUHUYECKUMX  (HEKNMHUYECKUX)  UCCregoBaHum,
KMMHUYECKUX MCCneaoBaHui (MCMbITaHUM), a Takke WHbIX UCCRefoBaHUA Ansi NOATBEPXAeHUs Ge3onacHocTw,
3 PEKTUBHOCTU 1 Ka4ecTBa fleKapCTBEHHOro Npenapara;

MONYyYEHUs1 OTpULUATENbHbIX Pe3ynbTaToB KMMHUYECKUX WCCNefoBaHuiA  (MCMbITAHUA) FEeKapCTBEHHOIO
npenapata nubo WHbIX WCCNegoBaHWM Ans MNOATBEpXAeHWs 6Ge3onacHocTW, 3pdEKTMBHOCTM U KadvecTBa
nekapcTBEHHOro npenapara;

HECOOTBETCTBUA MpoBeAEeHHbIX KITMHUYECKUX nccrneaoBaHui (MCHbITaHMVI) JIeKapCTBEHHOro npenaparta
Tpe6OBaHl/IF|M npaBI/IJ'I Hagnexawen KrnMHU4Yeckomn NPaKTUKn EBpa3l/II7ICKOFO 9KOHOMUMYECKOro cor3a,

HECOOTBETCTBMS MPOMBILLIIEHHOTO MPOM3BOACTBA fIEKApCTBEHHOrO cpeacTBa TpeboBaHuaM Hapgnexalen
NPOVN3BOACTBEHHOW NPAKTUKK;

€CcrnM Mpu 3KCnepTu3e [OOKYMEHTOB, COCTaBMSIOWMX PErncTpaumoHHOe [OCbe, YCTAHOBMEHO, 4TO
3(PPEKTUBHOCTL PEMMCTPUPYEMOro NEKAPCTBEHHOMO MnpenapaTta He NoATBEpXXAEeHA WM PUCK NPUYUHEHUS Bpeaa
3[0POBbI0 YeNoBEKA BCMEACTBUE MEOMLMHCKOIO MPUMEHEHUS FEeKapCTBEHHOrO npenapara npeBbllaeT
3PPEKTUBHOCTb €r0 NPUMEHEHMS;

HanuMuMsl B COCTaBe JEeKapCTBEHHOrO rMpenaparta BellecTBa, He paspelleHHOro Ans MNPUMEHEHWUs B
Pecnybnuke benapyco;

npeacTaeneHnss AN rocydapCTBEHHOM  pernctpauuM  fekapcTBEHHOro npenapata C  TOProBbIM
HanuMeHOBaHMEM, OOMHAKOBLIM C TOProBblM HaMMEHOBaHWEM FEeKApCTBEHHOro npenapaTa, YKe BKIIIOYEeHHOro B
locyOapCTBEHHbI peecTp NekapcTBeHHbIX cpeacTs Pecnybnuku Benapycb, 3a WUCKMOYEHWEM WCMONb30BaHUS
MEXOYHapOOHOIO  HEMaTeHTOBAHHOTO HaMMEHOBaHWs  (HaMMEHOBaHUS  hapMaleBTMYecKoi  cybcTaHuuu,
peKoMeHAOBaHHOrO BceMupHON opraHusauueri 34paBoOXpaHeHWs) UM oBLEnpPUHATOrO  (FPYNnMPOBOYHOIO)
HanMeHOBaHWs NTekapCTBEHHOTO Npenapara;

npeacTaBneHus Ans rocygapCTBEHHON peructpaumm rnekapCcTBEHHbIX NpenapaToB, COAEPXKaliMX O4HY U Ty
Xe dapMaueBTMYeCKyl0 cybcTaHuMio, nog ABymst M Gonee TOProBbiIMM HauMEHOBAHMSMM, 3@ WUCKIOYEHMEM
CrNy4yaeB YyKasaHMs B WHCTPYKUMUSIX MO MEAMLMHCKOMY MPUMEHEHMO (NIUCTKax-Bknagbiwax) u  obLmx
XapaKTepucTmkax NekapCTBEHHbLIX NPenapaToB pasHbiX NokasaHWUin K MeAULMHCKOMY MPUMEHEHMIO;

npeacTaBneHnss [Ansi  rocyaapCTBEHHOW  perMcTpauuyM  NekapCTBEHHOro npenapata C  TOProBbiM
HauMEHOBaHWEM, He OTBEYaLLMM KPUTEPUSIM, NMPEAbABMASEMbIM K TOProBbIM HaUMEHOBAHMSAM JIEKapCTBEHHbIX
npenapaToB, ycTaHaBnmBaemMbiM MUHUCTEPCTBOM 34paBOOXPaHEHMS.
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

[encTBre perncTpaunoHHOro YOOCTOBEPEHUS] NMPUOCTaHaBNMBAETCsl Ha CPOK He Boriee LWecTM MecsiLeB B
cryyae:

BbISIBNEHNS NMpU NPOBEAEHMU MeponpuaTUn No dapMakoHaa3opy M3MEHEHUN B COOTHOLUEeHWW "nonb3a -
puck" BcreactemMe MeauUMHCKOro NPUMEHEHNA NekapcTBEHHOro npenapara, NpyM KOTOPOM PUCK MPUYMHEHMS Bpeaa
340pOBbIO YerioBeka npesblaeT ero 30PEKTUBHOCTL;

OTKa3a agepxartena permctpaunoHHOIro ygoctoBepeHna OT BbINOJTHEHUA 06a3aTenbCTB Mo cbapmaKOHap,sopy,
YCTaHOBJ1€HHbIX MVIHI/ICTepCTBOM 34PpaBOOXpPaHEHUA;

OTKasa [fepXaTens permcTpauuoHHOro YOOCTOBEPEHUs OT NpoBeAeHUs HasHadeHHbIX MuHucTepcTBOM
34paBOOXPaHEHNS KITMHUYECKUX UCCNea0oBaHUn (MCMblTaHWIA) NeKapCTBEHHOMO Npenapara;

BbISIBIIEHUS] B JOKYMEHTaX, COCTaBMSOWMNX PEerncTpaunoHHoe A0Cbe, HEAOCTOBEPHbIX CBEAEHWI, KoTopble
He ObiIM M He MOrnK GbiTb YCTAHOBIEHBI MPY FOCYAAPCTBEHHON peructpauun (NoaTBeEpPXKAeHUN rocyaapCTBEHHON
perucTpawmmn) nekapcTBeHHOro cpeacTea;

oTKasa JepxaTensl perucTpaurMoHHOrO YAOCTOBEPEHNs OT OCYLLECTBNeHMs1 Ha3HaYyeHHoro MUHUCTepCTBOM
30paBOOXPaHEHUs1  MHCMEKTUPOBaHUA  (bapMaueBTUYECKON WHCMEKUMM) MNPOMbILSIEHHOrO  MPOW3BOACTBA
NeKkapcTBEHHOro cpefcTBa Ha COOTBeTCTBMe TpebGoBaHusaM Haanexallei nNpou3BOACTBEHHOW MNPaKTUKM MpK
NpU3HaHWM NeKapCTBEHHOIo CpeacTBa HEKAYECTBEHHbIM;

HECOOTBETCTBMS MPOMBILLIIEHHONO NPOM3BOACTBA NEeKapCTBEHHOro cpeacteBa TpeboBaHuam Hagnexawen
NPOV3BOACTBEHHOW MPaKTUKK.

Henctene perncTpaumMoHHOro yaooCctoBepeHua npekpawiaetcd B Clyyae:
NCTevYeHna cpoka nencTeuns perncTpaumMoHHOro yaooctoBepeHus;

HeyCTpaHeHUA aepxartenem perncTtpaymnoHHOro yOoocTtoBepeHus 06CTOATENLCTB, noBneKwnx
npmnocTtaHoBJ1IEHNE OencTeums perncTpaumoHHOro yaoCctoBepeHUd;

obpalleHns OepxaTtens PerncTpaumoHHOro YOOCTOBEPEHWUs C 3asBfieHMeM O MNpeKpallueHun OencTBus
PErncTpaLMoHHOro YA0CTOBEPEHWS;

BblHECEHMA CyOAOM peweHna O HapyweHun npas npasooGna,anenﬂ 06beKkToB MHTeﬂﬂeKTyaﬂbHOVI
COOCTBEHHOCTU npu 06pau.|,eva| JIEKapCTBEHHbIX CpeacTB.

MopsgoK M yCnoBusS OCYLLECTBIIEHUS] TOCYAAPCTBEHHON peructpauun (MoaTBEPXOEHUS] roCyAapCTBEHHOWN
permctpaumm) nekapcTBeHHbIX CpeacTB, YCINOBHOW rOCYyOapCTBEHHOW perncrpauun (NoATBEpPXAEHUS YCNOBHOW
rocygapCTBEeHHON pernctpauun) nekapCcTBEHHbIX NpenapaToB, BHECEHWS U3MEHEHUIA B PErMcTpauMoHHOe A0Cbe, a
TakKe NPUOCTaHOBIEHNS, NPeKpaLLeHNss AENCTBUSA PErMCTPaLMOHHbBIX YOOCTOBEPEeHUI ycTaHaBnusatoTca CoBeTom
MwuHncTpoB Pecnybnuku benapyce.

Pernctpaums (noarBepxxaeHve perncrpaumm) nekapcTBEHHbIX CpeacTB B pamkax EBpasunckoro
9KOHOMUYECKOrO COK3a U  WHble Mpoueaypbl, CBsA3aHHble C perucTpaumMen NeKapCTBEHHbIX CpPeacTs,
ocyulecTBnsoTcss MUHUCTEPCTBOM 34paBoOOXpaHeHUs B COOTBETCTBUM ¢ CornalleHneMm O eAuHbIX MpUHLMNax u
npaBunax obpalleHuns riekapCTBEHHbIX CPeACTB B pamkax EBpasniickoro aKOHOMMYECKOro coto3a oT 23 fgekabps
2014 roga n mexgyHapogHo-nNpaBoBbIMW akTamu, COCTaBMAOWMMN NpaBo EBpasninckoro 3KOHOMUYECKOrO Coto3a.

Cratbsa 11. JluueH3snpoBaHue dapmMaLeBTUYECKON AeATENbHOCTU

JinueHsmpoBaHne  hapmMaleBTUYECKON  OESATEeNbHOCTU  OCYLLEeCTBNSIeTCA B COOTBETCTBMM  C
3aKOHO4AaTENbCTBOM O JINLLEH3UPOBAHNN.

CraTtbA 12. Cucrtema KOHTPONA Ka4yecCcTBa JiIeKapCTBEeHHbIX cpeacTB

Cuctema KOHTpPOMsl KayecTBa NEKApCTBEHHbIX CPeACTB MNpeAcTaBnsieT cobOoM KOMMNIEKC MepOonpuUATUN,
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

MPOBOAUMBIX MNPV WX TMPOMBILLNIEHHOM MPOM3BOACTBE, anTeYHOM W3rOTOBIEHUM, peanu3aumu, XpaHeHuw,
TPaHCMOPTUPOBKE, MEAUUMHCKOM MPUMEHEHWM W MO3BOMSIOWMUX rapaHTUPOBaTb Ka4YeCTBO JEKAPCTBEHHbIX
CPEACTB, HaxoasLWMXcs B oOpalleHun Ha TeppuTopumn Pecnybnuku Benapych.

I'Ipomsso,qmenb NekapCTBeHHOro cpeactea Ha KaXayrw BbIMyLWEeHHYH Ceputo (nameo) NeKapCTBEHHOIo
cpeanctea BbloaeT nognucaHHbIn YNONTHOMOY€HHbIM UM JUUOM [OOKYMEHT, I'IO;I,TBep)KLI,al'OIJJ,MIZ COOTBETCTBME
Ka4yectBa cepumn (ﬂapTVII/I) JNIeKapCTBEHHOro cpencrtea TpeGOBaHVIFIM HOpPMAaTMBHOIoO OOKyMeHTa Mo Ka4ecTBy,
BKItOYatoLLNI noareepxXxneHue, 4to cepud (I'IapTVIF-I) NeKapCTBEHHOro cpeacrtsa npou3esegeHa B COOTBETCTBUU C
TpeGOBaHMﬂMI/I Hapnexallen I'IpOI/I3BOLI,CTBeHHOl7I NPaKTUKn N perncTpaumoHHbIM OOCbe.

Ona nmMmyHONorMyecknx nekapCTBEHHbIX MpenapaTtoB Mpov3BoauTENb AOMOMHUTENbHO BblAAeT CBOAHbLIN
NpOTOKON Ha ceputo (MapTU) MMMYHOSIOMMYECKOro JeKapCTBEHHOrO npenapata B COOTBETCTBUM C
pekoMmeHaaumsiMy BcemupHom opraHm3auumn 3gpaBooXpaHeHuns.

JlekapcTBeHHble cpeacTBa [0 MOCTYMMEHWs B peanu3auuio, a Tawkke JeKkapcTBEHHble CpeacTBa,
Haxogswmecs B oOpalwleHun, noArnexaT KOHTPOMK  KayecTBa  McMblTaTeNbHbIMW  nlabopatopusamu,
akKkpeauToBaHHbIMM B HauuoHanbHOW cucTteMe akkpeauTauum Pecnybnukum Benapyck Ans  vchbITaHWi
nekapcTBeHHbIX cpefcTB. [epeyeHb UcnbITaTenbHbIX nabopaTtopuii, NOPSAOK U YCHOBUS NPOBEAEHMST KOHTPONS
KadecTBa JlekapCTBEHHbIX CpeacTB YCTaHaBnvBalTcs MUWHUCTEPCTBOM 34paBOOXPAHEHMS, €ClM UHOEe He
npenycMoTpPEHO 3aKoHoAATENbHLIMU akTaMu.

KOHTpOJ'Ib KayecTBa Ji€KapCTBEHHOro cpencrtBa BKIKOYaeT npoBegeHune UCMbITAHWIA Ha COOTBETCTBMUE
nokKkasartensamMm Ka4vectBa HOPMaTtuMBHOINO JOKyYMEHTa MNo Ka4decTBy, a TakKkKe Ha COOTBeTCTBMEe perncrpauynoOHHOMY
0OCbe MO YNnakoBKEe, MAapKUPOBKE YMakKOBKU, UHCTPyKUMM NO MeaAUUMHCKOMY MNPUMEHEHUH (ﬂI/ICTKy-BKJ'Ia,D,bIIJJy),
OOKYMEHTY, noareepXaakwuwlemMy ero Ka4ecrtBo. ﬂeKapCTBeHHoe Ccpencteo, He COOTBeTCTByHOLUlEE Tpe6OBaHVIFIM
HOPMAaTUBHOIO AOKYMEHTa No Ka4vecTBY, NPpU3HaeTCA HeKa4eCTBEHHbIM.

Mpn npu3HaHWUM NEeKapCTBEHHOrO CPeAcTBa HeKayeCTBEeHHbIM OCYLLUECTBISIETCS MHCNEKTMpOBaHWe
(dbapmaueBTUYECKAs MHCMEKUMS) ero NpoMbILLIIEHHOro NPOU3BOACTBA HA MpeaMeT COOTBETCTBUSI TpebGoBaHUsIM
Hagnexaiien npous3BOACTBEHHOW MpPaKTUKM B Crnydasix W Mopsigke, YycTaHaBnuBaemblx MUHUCTEpPCTBOM
30paBOOXpaHEHMS.

KayecTBO nekapCTBEHHbIX CPEACTB, W3roTaBfvMBaeMbiX B anTekax, onpefensieTcs uX COOTBETCTBUEM
TpeboBaHuaM dapmakoneriHbix ctaten ocyaapctBeHHon dapmakonen Pecnybnukm Benapyck. JlekapcTBeHHble
cpeacTBa, W3rOTOBMEHHble B anTekax, MOoANexaT KOHTPOS0 KayecTBa B MOpAAKe WM Ha  YCIOBUSIX,
ycTaHaBnvMBaeMblX MWHUCTEPCTBOM 30paBOOXPAHEHUSA, €CNMU WHOEe He MpeAyCMOTPeHO 3aKkoHoAaTerbHbIMM
aKTamu.

[Mpun BbISIBNEHUN HEKAYECTBEHHOMO NeKapCTBEHHOro CpeacTBa, U3rOTOBNEHHOro B anTeke, OCyLLecTBrseTcs
WMHCNEKTMpOBaHMe (dapmaLieBTUYEeCKas MHCMEKUMs) ero anTeyHoro WU3roTOBeHUs Ha npeaMeT COOTBETCTBUS
TpeboBaHuaM Hapnexallen anteyHon NpakTukM U dapmakonemnHblx ctaten [ocygapcTBeHHOW dhapmakoneun
Pecnybnvku Benapycbk B nopsigke v Ha yCcroBusix, ycTaHaBnnBaembix MMHUCTEPCTBOM 34paBOOXPaHEHMS.

Cratbsa 13. Cuctema chapmakoHagsopa

Cuctema dhapmakoHagsopa npeactaBnsieT cobor CUCTEMY, OpraHn3yemyto aepXXaTtensMmm permcTpaumoHHbIX
yooctoBepeHun un  MUHUCTEpPCTBOM 34paBOOXpaHEHWst [Ans  BbINOMHEHWS 3agady U obsizaHHOCTen no
dapmakoHaa3opy, nNpefHa3HA4YeHHyl  Ons KOHTpons  6e30nacHOCTM  NEeKapCTBEHHbIX  Mpenaparos,
CBOEBPEMEHHOIO BLISIBIIEHUS BCEX W3MEHEHUN B OLEHKE COOTHOLWEHWA "nomb3a - pUcCK" nekapCTBEHHbIX
npenapatoB, pa3paboTku M BHeApeHUs Mep No obecneyeHuto NPUMEHEHUS NeKapCTBEHHbLIX MpenapaTtoB Mpu
NPEeBbILLEHNN NOMb3bl HAL PUCKOM.

[epxatenu perncTpaunoHHbIX YAOCTOBEepeHWin 06a3aHbl 06ecneunTb opraHnsaumio U yHKUMOHMPOBaHME
cucTembl hapMakoHad3opa B COOTBETCTBUM ¢ TpeGoBaHusMM MpaBun Hagnexallein npakTuku dapmakoHagsopa
EBpasmniickoro a3koHOMU4eCKOro cotosa.

Mopsgok nHcnekTupoBaHus (dhapmaueBTUYECKON MHCMEKUMN) Ha nNpegMeT COOTBETCTBUS OpraHusaumm um
YHKUNOHNPOBAHUSA cCUCTEMbI (hapMakoHaa3opa AepXaTenen perucTpauMoHHbIX yoocToBepeHun TpeboBaHuaMm
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

lMpaBnn Hagnexaiwlen nNpakTUKM dgapMakoHaasopa EBpasnnckoro 9KOHOMWYECKOrO COH3a YyCTaHaBfMBaeTcs
MuHUCTEPCTBOM 30paBOOXpaHEHNS.

MeguumHckne un d)apmaueBTquCKme paGOTHMKI/I 0643aHbl npeancraBnATb I/IHd)OpMaLl,I/IIO O BbIABJ1€HHbIX
HeXenaTternbHbIX peakunax Ha JeKapCTBeHHble npenapaTtbl B Nopdnke, YCTaHOBJ1IEHHOM MI/IHI/ICTepCTBOM
3ApaBoOXpaHeHus.

KoHcynbTaHTln0C: npumeyaHue.

dopMa KOHTPOSbHbIX CMUCKOB BOMPOCOB (Y4EK-NUCTOB), MPUMEHSIEMbIX MNPU OCYLIEeCTBNEHUN Haasopa 3a
YCNOBUSIMA  MPOMBILLSIEHHOrO  MPOM3BOACTBA,  aMTEYHOrO  W3rOTOBMEHWUsl,  peanu3auuv,  XpaHeHwus,
TPaAHCMOPTUPOBKM U MELMULMHCKOrO NMPUMEHEHMUS NIEKAaPCTBEHHbIX CPEACTB B OpraHU3auumsax 30paBoOOXpaHEHNs,
yTBepxaeHa npukasom MuHuctepcTBa 3apaBooxpaHeHuns Pecnybnukn bBenapycs ot 29.01.2018 N 61

Ctatbaa 14. TlocypapcTBeHHbIW hbapmaueBTMYECKMW Hap3op 3a cobnwaeHuem TpeboBaHUM
3aKoHoaaTenbcTBa 06 obpalleHUn nekapcTBEHHbIX CPeacTB

ocynapcTBeHHbIM  hapMaLeBTUYECKM Haa3op 3a cobnogeHnem TpeboBaHuM 3akoHoAaTenbcTBa 06
obpalleHnn nekapCTBEHHbIX CPEACTB  OCYLUECTBNSET roCydapCTBEHHOe yuypexaeHwe "locynapCTBEHHbIN
dapmaueBTUYECKMN Haa3op B cdepe obpalleHns nekapcTBeHHbIX cpeacts "lfocdapmHaasop" B COOTBETCTBMM C
3aKOHO4ATENbCTBOM O KOHTPOMbHOMW (HaA30PHON) AeATENBHOCTY.

OCHOBHbIMM 3afjadYaMy roCyAapCTBEHHOrO hapMaleBTMYECKOro Haasopa 3a cobniogeHneMm TpeboBaHwi
3aKkoHodaTenbcTBa 00 oOpalleHnM NneKapCcTBEHHbIX CPeacTB SABMSKTCA NpedoTBpalleHMe MOCTynneHus B
obpalLeHne n cBOeBpEMEHHOE M3bATNE U3 0OpaLLEeHNs] HEKayeCTBEHHbIX, hanbCUULIMPOBaHHbBIX NEKapCTBEHHbIX
CPEACTB M NEKapCTBEHHbIX CPEACTB C MCTEKLWIMM CPOKOM FOAHOCTU, NpeaynpexaeHune, BbiBNeHUE U npecevyeHne
HapyLieHun TpeboBaHuMI 3akoHo4aTeNbCTBA 00 OOpaLleHnn nekapCcTBEHHbIX CPeaCTB.

KoHcynbTaHTlM0C: npumeyaHue.
PykoBoacTBO Mo o6LWMM BOMpocaM KIIMHUYECKMX WCCNenoBaHui yTBepxaeHo PekomeHnpauuamu Konnernn
EBpasunckon akoHomu4eckon kommceum ot 17.07.2018 N 11.

rMABA 3
PA3PABOTKA, AOKNMHUYECKUE (HEKITMHWYECKUE) UCCNEAOBAHUA NEKAPCTBEHHbIX CPEACTB,
KNMHWYECKUE NCCNEOOBAHUA (UCNbITAHUA) U MEOULUNMHCKOE NPUMEHEHME NNEKAPCTBEHHbIX
NPEMNAPATOB

CratbAa 15. Pa3paboTka nekapcTBeHHbIX CpeacTB

PaspaboTka nekapcTBEHHbIX CPEACTB BKMOYAET MOWCK HOBLIX (hapMaKoriormMyeckn akTUBHBLIX BELLECTB WM
HOBbIX KOMOWHauuii  (apMakoNOrM4eckn akTUBHbIX BELECTB, MOCreaylolee U3yyeHue WX CBOWCTB,
dapmaLeBTUYECKy0 pa3paboTKky u pas3paboTKky MEeTOOOB KOHTPOMS KayecTBa, AOKMMHMYECKUE (HEKNMUHUYECKUE)
ncecneanoBaHua nekapCcTBeHHbIX CpeacTB U KNMMHUYECKne ncecrneaoBaHmna (VICI'IbITaHVIﬂ) NNeKapCTBEHHbIX npenapaTtos.

CtaTtbA 16. JOKNMHMYECKMKe (HeKnVIHVI‘leCKMe) nccnenoBaHuA nNeKkapCcTtBeHHbIX cpeacTB

HoknuHuuyeckne (HEKNMMHUYECKNE) UCCNEAOBAHUS NEKAPCTBEHHbIX CPEACTB He NMPOoBOAATCA Ha hU3UYECKMX
niuax.

[oknnHnyeckune (HEKNMHMYECKNE) NCCREAOBaHNS NEKAPCTBEHHbIX CPEACTB, B TOM YMCME C UCMOSNb30BaHNEM
nabopaTopHbIX XMBOTHBIX, NPOBOAATCSA C cobniogeHmem TpeboBaHun [lpaBun Hagnexalien nabdopaTopHom
npakTukn EBpasnmnckoro 3KOHOMMYECKOro coro3a U B 06beme, onpenensaeMomMm MexayHapogHO-NPaBoOBbIMY akTaMu,
COCTaBMAOLWMMY NpaBo EBpasmMinckoro 3kKOHOMUYECKOro Co3a.

CtaTtba 17. KnuHM4yeckue nccnegoBaHus (MCnbiTaHUA) NeKapCcTBEHHbIX NpenapaToB
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

PeweHne o0 HasHa4YeHWM KIMHUYECKUX UCCIeAOBaHUiA  (MCMbITAHMIA) FieKapCTBEHHbIX MpenapaToB
npvHuMaeTcst MUHUCTEPCTBOM 34paBOOXPAHEHUS MPU HANUYMK:

NONOXUTEINbHbIX pe3ynbTatoB OOKIMUHUYECKUX (HeKJ'II/IHI/I‘-IeCKI/IX) nccrnegosaHmnin Sd)d)eKTMBHOCTI/I n
BGesonacHocTH NNeKapCTBEHHbIX CPEeACTB,;

MOMOXUTENBHBLIX PE3yNbTaToOB OLEHKU COOTHOLUEHMSI OXMAaeMol Monb3bl ANs cyObekTa uccnegoBaHus U
obLiecTBa 1 NpeaBnaMMoro (nNpegckasyemoro) pucka u (Mnu) HeyaobcTBa B paMkax NPOBEAEHUS UCCrenoBaHUs
(ncnbiTanus);

ybeauTenbHbIX AaHHbIX O cObnoaeHnn npas, 6e3onacHOCTM U Grnarononyyns cy6bLEKTOB NCCneaoBaHuUs.

KnuHunyeckne wnccnenoBaHnst (MCMbITaHWS) NEKapCTBEHHbIX MpenapaTtoB MpOBOAATCA Ha cybbekTax
MUccrnegoBaHUs B FOCYOAPCTBEHHbIX — OpraHM3auusx 34paBOOXpPaHEHUs B MOpsiAke WM Ha  YCMOBWSX,
ycTaHaBnvMBaeMblX MWHUCTEPCTBOM 34paBOOXpPaHEHUs, B COOTBETCTBMM C TpeboBaHuamu [paBun Hagnexallen
KNUHUYECKON MNpakTukM EBpasmMnckoro 3KOHOMMUYECKOTO COK3a U MNporpaMmmon (MPOTOKOMOM)  KITMHUYECKMX
nccnenoBaHUM (MCNbITaHW) NeKapCTBEHHbIX NpenapaToB, 0400pseMoln He3aBUCUMbIM 3TUHECKMM KOMUTETOM U
yTBepxaaemMon MMHUCTEPCTBOM 34paBOOXpPaHEHMS.

CooTtBeTCcTBUE npoBOAUMBLIX  Ha Cy6'beKTaX nccnenooBaHnda B rocygapCTBEHHbIX  OopraHusaunax
34paBOOXpPaHEHUA KITMHNYECKUX nccnegoBaHum (I/ICFIbITGHI/IVI) JNIeKapCTBEHHbIX NMpenapaTtoB Tpe6OBaHVIFIM I'Ipanm
Hagnexawen KInHMYecKomn NPaKTUKn EBpa3I/Il7ICKOFO OKOHOMMYECKOITo COH3a noaTBepxXaaeTCcA AOOKYMEHTOM,
BblAaBaeMbliM MVIHVICTepCTBOM 34dpaBooxpaHeHna no pesynbTataM WHCNEKTUPOBaHUA (CbapMaLl,eBTVI‘-IeCKOIZ
I/IHCFIeKLI,l/II/I), OCyLlecCTBNAEeMOro B nopsagke U Ha ycnoBuax, yCtaHaBJIMBaeMblX MVIHI/ICTepCTBOM 34paBoOOXpaHEeHnA.

HesaBuUCUMBIV 3TUYECKUIA KOMUTET CO34aeTcs NpU rocyfapCTBEHHbIX OpraHu3auusax 34paBOOXPaHEeHus B
KayecTBe 9KCMepTHOro CoBeTa M paccMaTpmBaeT Bonpockl obecrneyveHns npas, 6€30MacHOCTM U OXpaHbl 340POBbS
cyObekToB wuccrnefoBaHus, opobpsieT nporpammy  (MPOTOKON)  KIMMHUYECKUX WUCCNEeAoBaHWA  (MCNbITAHWIA)
rnekapCTBEHHbIX MNpenapaTtoB, OLEHMBaeT KBanudukauuio uccrnegoBaTene W Hanuuue  YCrnoBuMW B
roCy4apCTBEHHbIX OpraHvM3auusix 34paBOOXpaHeHVs Ansi NPoBedEeHUS KIMHWYECKUX UCCefoBaHWi (UCMbITaHWUI)
rniekapCTBEHHbIX NpenapaTos.

lMonoxeHne 0 He3aBMCMMOM 3TMYECKOM KOMUTETE yTBepXaaeTcss MMHUCTEPCTBOM 34paBOOXPAHEHNS.
Cratbs 18. NpaBa cy6beKTOB uccnegoBaHus

YyacTtne Cy6'beKTOB nccecnegoBaHnA B KITMHUYECKMX  MccnegoBaHUAX (VICI'IbITaHl/IﬂX) JeKapCTBEHHbIX
npenaparoB ABNAETCA ,EI,O6DOBOJ'IbeIM.

KnuHuyeckoe wuccnenoBaHue (UCMbITaHWE) JIEKAPCTBEHHOrO mnpenapaTta MpoBOAUTCA MNpU  Hannyuu
NMMNCbMEHHOIO cornacus cyObekTa MWCcCrnefoBaHuWsl Ha y4vacTue B MPOBEAEHUMN KITMHUYECKOro WCCreaoBaHus
(McnbiTaHUA) 3TOro fiekapCTBEHHOro npenaparta. B cnyyae yyactust B KIMHUYECKOM uccnegoBaHum (MChbiTaHum)
NeKapCTBEHHOro npenapara HeCOBEPLUEHHONETHErO CyObeKTa McCnegoBaHns Takoe KIMHMYECKoe uccrefoBaHne
(McnbiTaHne) NpoBOAUTCSA MPWU HANMU4YMM MUCbMEHHOIO COrnacusi OOHOrO U3 poauTesien, a B Criydyae y4yactus B
KNMHUYECKOM uMccnegoBaHuy (UCMbITaHWM) nuua, He CNOCOBHOro No COCTOSIHUMIO 3[00POBbS K MPUHATUIO
OCO3HaHHOTO peLUeHns, - ¢ NMUCbMEHHOro corfacusi cynpyra (Cynpyru) unm ogHoro n3 6nuskux poaCcTBEHHMKOB
(popuTenen, coBepLUEHHONETHUX AeTel, poaHbIX BpaTbeB (cecTep) u BHyKOB, Aefa (6abkn)).

3anpellaetcd yyacTue B MNPOBEOEHUM KIMHWYECKMX WCCNEeAoBaHUA  (UCMbITAHUIA) NeKapCTBEHHbIX
npenapaTos:

OepeMeHHbIX JKEHLUMH, 3a WCKMIYEHMEM Cry4vaeB, Korga wuccrnefyembll fekapCcTBEHHbIM npenapart
npegHasHadeH WCKMYUTENbHO ANA  feYeHUs [JaHHOW  KaTeropuu nuy, WNM - Korga Uenbl  KITMHUYECKMX
nccnenoBaHUN (MCMbITaHWA) 9TOrO NEKapCTBEHHOrO npenapara sBMAseTcs onTuMusauuna ero go3upoBaHus nubo
pexuma npuMeHeHus y 6epeMeHHbIX XXEHLLMH, a Takke Korgaa Heobxoammas uHgpopmaumss MoXeT ObiTb NonyyeHa
TONBKO NPU KIMHUYECKMX UCCIEefoBaHUSAX (MCMbITaHUAX) NEKAPCTBEHHbIX NpenapaToB Ha GepeMEHHbIX XEHLLMHaxX
NPV YCNOBUW UCKITKOYEHUST pUCKa NPUYUHEHUS BPEAa XM3HW U 300POBbI0 HEPEMEHHOW XEHLLUMHbI U N0Aa;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

HECOBEPLUEHHONETHNX, 3a WCKIOYEHUMEM Crly4aeB, Korda WCCredyeMmblil JiekapCTBEHHbIM npenapat
npegHasHayeH WCKMIYUTENbHO A1l NleYeHus OeTckux 3aboneBaHWi unyM  korga  Lesnblo  KIMMHUYECKMX
nccrnenoBaHuin (MCMbITaHWI) 3TOFO NEKapCTBEHHOro MnpenapaTta sIBfsieTcsl oNTUMKU3aLust ero Ao3npoBaHust nmbo
pexuma MNPUMEHEHNA Y HEeCOBEPLUEHHOMETHUX MPWU YCNOBWM NPedlecTBYHOLWMNX KIMMHUYECKUX UCCceqoBaHuii
(McnbITaHKMit) NekapCcTBEHHOro NpenapaTa Ha COBEpPLUEHHONETHMX CyObekTax UccrneaoBaHus;

,CleTeVI-CVIDOT N geTen, ocTaBLUMXcs 0e3 noneyeHuns pOﬂMTeﬂeVI;

n1u, He cnocoBHbIX MO COCTOSAHMIO 300POBbS K MPUHATUIO OCO3HAHHOMO PELLIEHMS, 3a UCKIMIOYEHEeM CryYaes,
Korga uccrnegyemblil NekapcTBeHHbINM npenapar npegHasHadeH ans MeguuUMHCKOro NPUMEHEHUS MO NOKa3aHWsAM,
COOTBETCTBYIOLUM ANArHo3y cybbekTa nccrnenoBaHus;

BOEHHOCNyXaWwnx n Jnud, Ha KOTOPbIX pacrnpoCTpaHAETCA CTaTyC BOEHHOCHYyXallux, 3a WCKIH4YeHnem
cny4aeB, Korga VICCJ'IED,yeMbIIZ ﬂeKapCTBeHHbIVI npenapart npegHa3HadYyeH WCKIMIYUTENbHO AnA NPpUMEHEeHUA B
BOEHHON MeauuMHE WM Korga LUenbl KINUHWMYECKUMX WCCneoBaHuin (MCHbITaHMVI) 9TOro JiekapCtBeHHOro
npenaparta ABJlideTcd onTuMn3auuna ero Jo3npoBaHnAa Unn pexxmma npnMeHeHna y yKaSaHHOIZ KaTteropuum nuu;

1L, B OTHOLLEHUW KOTOPbIX NPOBOAUTCS cyaebHasn aKkcnepTusa;
OCYXKOEHHBIX U MWL, CoaepXaLlUXca noa CTpaken;

n1U, NPU3HaHHbIX B YCTAHOBMEHHOM MOPSiAKE HEAEECNOCOOHbIMK, a TakkKe N1y, CTpagarlLmMX NCUXUYECKUMU
paccTpoircTBamu (3aboneBaHnsaMM), NPUHYAUTENBHO FOCMUTANM3MPOBAHHBIX Y HAXOOSLUNXCS HA NPUHYAUTENBHOM
nie4YeHnn B NCUXMATPUYECKOM CTaLMOHape.

Cy6'beKTbI nccnenoBsaHna M nuda, ykasaHHble B H4acTu BTOpOVI HacTosLLEN CTaTbW, UMEIOT npaBoO OTKa3aTbCA
OT y4acCTua B KIIMHUYECKMX UcCCriegoBaHUAX (VICﬂbITaHI/IFIX) JIeKapCTBEHHbIX NMpenapaTtoB Ha nobon cragumn mux
npoBegeHun4.

KnuHuyeckme uccnenoBaHusi (UCMbITaHMSA) NEKApPCTBEHHbIX MpenapaToB AOMMKHbl ObiTb MNpekpalleHbl B
Cny4yae BO3HWKHOBEHMWS Yrpo3bl XM3HM U 300POBbK CybObekTa uccrnegoBaHusi, HapylweHus TpeboBanun lMpaBun
Hagnexawen KNUHMYeCKon npakTukm EBpasnmnckoro 9KOHOMWYECKOrO COH3a MMM HOPM MEAWMLUHCKOW 3TUKN Y
OEeOHTOmNorMK, a Takke B criyqae HeoCcTaTovyHoON 3heKTUBHOCTU U BE30MacHOCTU UCCEeAYEMbIX NIEKAPCTBEHHbIX
npenapartos.

CtaTtbs 19. MegMumMHcKoe NpuMeHeHue NeKapCcTBEeHHbIX NpenapaToB

MeavunHckoe NpuMeHeHVe neKkapCTBEHHbIX MpenapaTtos, 3aperMcTpupoBaHHbiX B Pecny6nuke Benapyce,
OCYLLECTBNSIETCA MO MOKa3aHWsIM, TMPedyCMOTPEHHbIM  MHCTPYKUMSIMU MO MEAMUMHCKOMY  MPUMEHEHWIo
(MucTkamu-BKkNagbiwaMm) U obLMMU XapaKTePUCTMKaMM NIEKaPCTBEHHbIX NMPenapaToB, a Takke B COOTBETCTBUU C
KMUHWUYECKUMM MPOTOKONaMy UM MeToAaMu oKasaHusi MeaULMHCKOM MOMOLLM, YTBEepKAEHHbIMU MUHUCTEPCTBOM
30paBOOXPaHEHUSI.

3anpeu.|,aeTc;| MeaunUunHCcKoe npnmMmeHeHne nekapCTtBeHHbIX npenapaTtos:

He BKMIOYEHHbIX B [OCydapCTBEHHbII peecTp JiekapCTBEHHbIX cpeacTtB Pecnybnvkn Benapycb, 3a
UCKITIOYEHMEM CIly4aeB, NpPedyCMOTPEeHHbIX absauamy BTOPbIM, MATbIM M LIEeCTbIM 4YacTu BTopoi ctatbu 10
HacTosiLero 3akoHa;

HeKayeCTBEHHbIX U hanbCUPULIMPOBAHHbIX;
C UCTEKLINM CPOKOM FOgHOCTM;

B CNny4yasix MPUHATMS pELUeHMs] O MNPUOCTAHOBIEHUM WX peanu3auum WM u3baTUM U3 obpalleHus,
npeaycMOTPEHHbIX YacTsIMU BTOPOW - YETBEPTOMN CTaTby 26 HACTOsILLEro 3akoHa.

MeZavumHckoe NpYMeHeHWe NiekapCTBEeHHbIX NpenapaToB, NpeAHasHauYeHHbIX AN MPOBeAEeHUs KIIMHUYECKMX
nccrnefoBaHWin (MCMbITaHMWIM), OCYLLECTBISIETCS MO MoKasaHusiM, NpedyCMOTPEHHbIM NMpPorpaMMoit (MPOTOKOSIOM)
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

KNMUHUYECKUX UccnenoBaHni (UCNbITaHWM).

NekapcTBeHHble npenapaTbl, BBe3eHHble Ha TeppuTopuio Pecnybnuku bBenapycb B cnyvasx,
npeaycMOTpeHHbIX ab3auamu NATbIM - BOCbMbIM YacTy NepBoi cTaTbi 27 HacTosulero 3akoHa, OonyckalTcs K
MeAULIMHCKOMY NPUMEHEHWIO Mo NokKasaHUaAM, YKasaHHbIM B COOTBETCTBYIOLLMX COMPOBOAMTENbHBLIX JOKYMEHTAaX.

MeguumHckoe NPpUMEHEHNE OpUrnHalibHbIX J1IeKapCTBEHHbIX MpenapaTtoB, HaxoaAlwnxcd B npouecce
KNUHUYECKMX MCCreaoBaHnn (I/ICI'IbITGHI/IVI) N npegHa3Ha4YeHHbIX O5d nedvYeHud, MEeANLNHCKOMN I'IpO(*)VIJ'IaKTVIKVI nnn
ONarHOCTUKN XU3HeyrpoXxarwwmx wunn TaxXenbiX WHBaNMan3npyrowmnx 3aboneBaHun, B Uensx obecrneyeHust
paHHero gocrtyna naumMeHToB K HOBbIM MeTOA4aM NneYvyeHna OonycKaeTca npu ycrnosun:

OTCYTCTBUA Sq)(*)eKTI/IBHbIX METOA0B OKasaHUst MegULNHCKON NOMOLLM;
OTCYTCTBUA 3apernctpnpoBaHHbIX NIEKAPCTBEHHbLIX NpenapaToB;

NPEeBbLILLIEHWS NOMb3bl NMPUMEHEHMS AaHHbIX NIeKapCTBEHHbIX NPenapaToB Hag PUCKOM ANS 300POBbS U XU3HU
naumMeHToB.

nOpﬂ,D,OK n ycnosnda MeOUUMHCKOIo TMpuUMEHEeHUA OpUrnHalbHbIX JEeKapCTBEeHHbIX MnpenapaTtoB AOnsd
obecneyeHust paHHero aocrtyna nauyuneHToB K HOBbIM MeTodaM Jie4eHUdA YCTaHaBJIMBAKOTCA MVIHVICTepCTBOM
34PpaBOOXpPaHEHUA.

FMABA 4
MPOMbILUNEHHOE NMPOU3BOACTBO U ANTEYHOE U3rOTOBJIEHUE NEKAPCTBEHHbIX CPELCTB

Cratba 20. NMpombliwneHHOe NPOU3BOACTBO NeKapCTBEeHHbIX CpeacTB

MpombIlLNEHHOE NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB OCYLLECTBMSIETCA HA OCHOBaHUM creumanbHOro
paspeLueHns (NMLEeH3NN) Ha ocyLLecTBneHne hbapmMaueBTUYECKOW AeATENBHOCTN B COOTBETCTBUUN C TpeboBaHMAMMU
Hapnexaluen nponsBoacTBEHHON MPaKTUKMA.

CooTBeTCTBME MNPOMBILUIIEHHOTO MPOW3BOACTBA JIEKAapCTBEHHbIX cpeAcTB TpeboBaHusM Hagnexaiuen
NMPOVU3BOACTBEHHOW NPAaKTUKM MOATBEPXOAETCs OOKYMEHTOM (cepTudmkaTom), BblgaBaembiM MUHUCTEPCTBOM
30paBOOXpPaHEHMs NO pe3yfibTaTaM MHCNEKTMPOBaHUs (dhapMaLeBTUYECKOA UHCNEKLMUN).

CooTBeTcTBME  MPOM3BOACTBA  JIEKApPCTBEHHbIX  cpeAcTB  TpeGosaHwusam  [MpaBun  Hagnexallei
MPOM3BOACTBEHHON NPaKTUKM EBpasninckoro akKoHOMUYECKOro Co3a AJs NeKapCTBEHHbIX CPEACTB, NPOU3BOAMMbIX
ANs NOCTaBKM Ha pbiHOK EBpasuiickoro 3KOHOMWUYECKOro coto3a, NMoATBepXkaaeTcs AOKYMEHTOM (cepTudmkaTom),
BblgaBaeMbIM YMOSIHOMOYEHHbIM OpraHOM rocyaapcTBa - YreHa EBpasniickoro 3koHOMUYECKOro coto3a.

I'Ipomsso,u,menb NNIeKapCTBEHHbIX CpeacTB B CPOK He Mno3gHee 4emMm 4epes 12 mecsaueB nocne NPUHATUA
pewieHna O Bblgavye cneuunanbHOro paspelleHunda (J'IMLI,eH3I/IM) Ha ocyuiecTBrieHune cbapmau,eBTquCKoﬁ
0eATeNbHOCTU OO0JKeH NOoJNyYUTb OOKYMEHT (CepTI/Id)MKaT), I'IO,EI,TBep)K,D,al'OLLI,MIZ COOTBETCTBME MNPOMbILLIIEHHOIO
npon3BoaACTBa JieKapCTBEHHbIX CpeacTB Tpe6OBaHI/IF|M Hapgnexalien I'IpOI/I3BO,EI,CTBeHHOl71 NPaKTUKN. B
nocnegywuiemMm He pexe OOHOro pada B Tpu roga npoum3soguTerlb  LOOJDKEH obecneuntb BO3MOXHOCTb
ocyLiecTBneHus MHCNEKTUpoBaHNA (q)apmau,eBTquCKoﬁ I/IHCI'IeKLI,I/IM) NPOMbILLJIEHHOIo npon3BoacTBa
NeKapCTBEHHbIX CpeacTB And noaTtBepXAeHUA COOTBETCTBUA TpeGOBaHI/IFlM Hapgnexawen I'IpOM3BO,D,CTBeHHOIZ
NPakTukn B nopAaKke, yCTaHOBJIEHHOM 3aKOHOOAaTENIbCTBOM.

Mpov3BoauUTENb NEKapCTBEHHbIX CPEACTB Ha3Ha4yaeT YMNONMHOMOYEHHOe mnuUO (YNOMHOMOYEHHbIX 1),
“MeloLlee Bbicliee o6pasoBaHMe UM CTax paboTbl MO COOTBETCTBYHOLLEMY BuAy paboT U yCnyr, CBSI3aHHbIX C
MPOMBILLNEHHBIM NPOV3BOACTBOM NEKAaPCTBEHHBIX CPEACTB.

YNONHOMOYEHHbIM  JIMLOM  MPOU3BOAUTENSI JIeKapCTBEHHbIX CPeACTB  SIBNSETCA AOIMKHOCTHOE NN
MPOM3BOAMUTENS, HAa KOTOPOE BO3naraeTcsl OTBETCTBEHHOCTb 33 KA4YecTBO MPOM3BOAMMBIX W BbIMYCKaeMbIX B
peanu3aunio NeKkapCTBEHHbIX CPeACTB, rapaHTupyloLlee, YTo Kaxadas cepusi (NapTusi) NekapCTBEHHOro cpeacTea
npou3Be[eHa 1 NpoBepeHa B COOTBETCTBUM C TpeGoBaHuaAMK Haanexaluei NponM3BoACTBEHHON NPaKTUKK, UHLIMM
aKTaMu 3aKoHOAaTeNbCTBA, a TakKe PErMcTpaLlnoHHbIM JOChE.
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

YNOSIHOMOYEHHOe MU0 MPOXOAUT aTTecTauuio Ans MOATBEPXKOEHUS ero COOTBETCTBUS TpeGoBaHUsM,
NpeabABMSeMbIM K YNOMHOMOYEHHBIM fiLiaM NPOU3BOAUTENEN NEeKapCTBEHHbIX CPeacTB. TpeboBaHMs U NOPSAOK
aTTecTauMmn ynosHOMOYEHHbIX JUL, NPOU3BOAMTENEN NIeKapCTBEHHbIX CPeACTB yCTaHaBnmBatoTcs MUHUCTEPCTBOM
30paBOOXpPaHEHUs C y4eToM TpeGoBaHUii MeXayHapoaHO-NPaBOBbLIX aKTOB, COCTaBNAlLMX NpaBo EBpasuiickoro
SKOHOMMYECKOro Colo3a.

YNoNHOMOY€eHHbIe NuLa Npou3BoanuTerei NekapcTBEHHbIX CPEACTB, NpoLledLlMe aTTecTaumio, BKIYaTCs
B PEECTP YNOSTHOMOYEHHBIX NWL, NPOU3BOAUTESEN NekapcTBEHHbIX cpeacTB Pecny6nvku Benapyce.

dopmupoBaHve U BegeHuWe peecTpa oOCyWecTBnsATCcs MWHMCTEPCTBOM 34paBOOXpPaHEHWUs B MOPSiAKe,
YCTaHOBMNEHHOM 3TUM MUHUCTEPCTBOM.

I'IpM OCyLleCTBJIEHN NMPOMBbILLJIEHHOIo Npon3BoAcTBa JieKapCTBEHHbIX CpeaACTB NpPon3BOAUNTENb:

BHeApsieT U nogaepxusaet PYHKUMOHUPOBAHUE hapMaLeBTUYECKOW CUCTEMbI KadecTBa, NO3BOMSOLLEN
obecneunBaTb COOTBETCTBME MPOU3BOANMbIX NEKAPCTBEHHbLIX CPEACTB LeNeBOMY Ha3Ha4YeHUo Ans MeanLIMHCKOro
NPUMEHEHUS, OOKYMEHTaM, COCTaBMSKOLUM perucTpaumMoHHoe Aocke, WM (Mnu) nporpammam (MpoTokonam)
KNUHUYECKUX nccnenoBaHui (UCNbITaHum);

rapaHTMpyeT WCMONb30BaHMEe B MPOLECCE MPOMBILLNIEHHOIO MPOU3BOACTBA NEeKapCTBEHHbIX MNpenapaToB
TONMbKO (hapMaLEeBTUYECKMX CYGCTaHUMIA, NPouU3BedEeHHbIX B COOTBETCTBMM C TpeboBaHWMsSIMM Hagnexallen
MPOM3BOACTBEHHON NPAKTUKN CTPaHbl - TPOM3BOAUTENS hapMaLeBTUYeCcKon cybecTaHumm;

obecneunsaet cobnogeHne TpeboBaHun NpaBun Hagnexawen oucTpmbbLIOTOPCKON NpakTnkn EBpasuinckoro
9KOHOMWYECKOTrO COK3a NpU ONTOBOW peanu3aumm NekapCTBEHHbIX CPeacTB;

He3ameannTeribHO I/IHCbOpMVIpyeT MVIHVICTepCTBO 34paBOOXpaHEHNA o crnyyadax BblABJ1IE€HUA
CbaJ'IbCI/I(*)VILI,I/IpOBaHHbIX NeKapCTBeHHbIX CpeacTB, COOTBETCTBYHLWMNX HAaUMEHOBaHUAM JeKapCTBEHHbIX CpencTs,
npon3BoANMbIX NM;

B Cllydyae YCTaHOBIIEHUSI HECOOTBETCTBUSI KayecTBa MNPOM3BOAMMbBIX JEKAPCTBEHHbLIX CPEeACTB MpPoBOAUT
paccrnefoBaHue C BbISIBIIEHWEM W YCTPaHEHUEM MPUYMH U MHOPMUPYeT MUHUCTEPCTBO 34paBOOXPaHEHUsI O
pe3ynbTaTax paccnefoBaHusi B MOpsiAKe U CPOKK, yCTaHaBnMBaeMble MUHUCTEPCTBOM 30paBOOXPAHEHUS], @ TaKkKe
obecneymBaeT OCYLLECTBNEHNE NHCNEKTUPOBAHUSA (hapMaLleBTUHECKOW NHCMEKLMNY);

obecrieumBaeT nogdepXaHue B akTyanbHOM COCTOSIHUM CBEAEHUA OTHOCUTENbHO MPOMbILLNIEHHOrO
MPOM3BOACTBA NEeKapCTBEHHbIX CPEACTB, COAEPXKaLUMXCA B AOKYMEHTaX, NpeAcTaBeHHbIX A8 NULeH3MpoBaHus
(hapmaLeBTMYECKOW OesATENIbHOCTM B YacTu paboT U yCnyr no NPOMbILNIEHHOMY NMPOU3BOACTBY NEKAPCTBEHHbIX
CPEACTB M UX ONTOBOW peanu3aumm.

3anpeu.|,aeTc;| NPOMbILLITIEHHOE NMPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB:

He BKIOYEHHbIX B [0OCyOapCTBEHHbI pPEECTp JeKapCTBeHHbIX cpenctB Pecnybnukn benapych, 3a
WCKMIOYEHMEM TEKapCTBEHHbIX CPeAcTB, MpedHasHavyeHHbIX OS89 NPOoBeAEeHUs OOKITUHUYECKMX (HEKNMHUYECKUX)
nuccrnegoBaHui, OCYLLECTBIIEHUA TOCYAApCTBEHHOW perncrpaumMm unm peructpauum B pamkax EBpasuiickoro
9KOHOMWYECKOIo COH03a, NEeKapCTBEHHbIX CPEeACTB, NpeAHa3Ha4YeHHbIX 415 MPOMbILLIIEHHOrO NPOU3BOACTBA TOMLKO
Ha 3KCMopT, a TakkKe NpegHasHa4YeHHbIX AN KMMHUYECKNX NccrnenoBaHni (McnbiTaHun);

npu OTCYTCTBUU (MCTEYEHMM CPOKa AENCTBUA) JOKYMeEHTa (cepTudmkaTa), NOATBEPXKAAOLEro COOTBETCTBME
NPOMBILLNIEHHOTO MNPOW3BOACTBA NEKapCTBEHHbIX Cpeacts TpeboBaHusM Hagnexalen npousBoACTBEHHON
NpakTuKW, [JOKyMeHTa (cepTudmkara), MNOATBEPXKAALWeEero COOTBETCTBME MPOMBILLIIEHHONO MNPOU3BOACTBA
nekapcTBeHHbIX cpeAcTB TpeboBaHuam [lpaBun Hagnexallerd npou3BOACTBEHHOW MpakTukn EBpaswuiickoro
9KOHOMWYECKOIrO COK3a, B TOM YMCME NeKapCTBEHHbIX CpPeacTB, NpedHa3HayeHHbIX AMS NPOMbILLIIEHHOrO
NPOU3BOACTBA TOJIBKO HA JKCMOPT, a Takke NpeAHasHa4vYeHHbIX 411 KIMMHUYECKUX UccneaoBaHnii (MCnbITaHun).

Cratba 21. UHcnekTupoBaHue (thapMaueBTUYeCKass MHCMEKLMsl) NPOMbILSIEHHOro MPOU3BOACTBA
reKapcTBEHHbIX CPeAcTB
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

NHcnekTupoBaHve (dhapmaueBTMYecKasi MHCMEKUMS) MPOMBILIIIEHHOrO MNPOW3BOACTBA  fEKapCTBEHHbIX
cpeacTB Ha cooTBeTcTBMe TpeboBanusiM  Hagnexallei npow3BOACTBEHHOW MpPaKTMKM — OCYLLECTBISIETCS
(hapmaueBTMYECKUM MHCNEKTopaToM MUHUCTEpCTBa 34paBOOXpaHeHNs U (M) YNONHOMOYEHHOM UM opraHu3aumm
B NopsAOKe M Ha YCroBUsIX, yCTaHaBNMBaeMblX 3TUM MUHUCTEPCTBOM.

MHCHEKTVIpOBaHI/Ie ((*)apMaLl,eBTVI‘-IeCKaFI VIHCI'IeKLI,VIFI) NPOMbILWJIEHHOro npoun3sBoacTBa J1€KapCTBEHHbIX
cpeaoctB  Ha COOTBETCTBUE Tpe6OBaHVIFIM Hapgnexalien I'IpOVI3BO,EI,CTBeHHOl7I NPaKTUKM OCYyLLEeCTBIIAETCA
q)apMaU,EBTVI‘-IeCKVIMVI MHCMEKTopamMu:

npy NUUEH3NPOBaHUN hapmaLeBTUYECKON OEATENbHOCTU B 4actu paboT um ycnyr o MpPOMbILUNEHHOMY
NpOV3BOACTBY NEKApCTBEHHbLIX CPEeACTB M MX ONTOBOW peanusauum, B TOM 4Yucne npegHasHayeHHbIX TOMbKO Ha
3KCMOPT, NEKapCTBEHHbIX NpenapaToB AN KINUHUYECKUX UCCneaoBaHun (MCNbITaHWMM), Npy BHECEHUU N3MEHEHUIN B
crneumanbHoe paspeLleHne (NMUUeHs3nio);

MpU OCYLLECTBIIEHNM FOCYOAapPCTBEHHON perucTpauun (NMoATBEpXKAEHUS TOCYAapCTBEHHOW peructpauum)
NeKapCTBEHHbIX CPEACTB WK pernctpaunn (MoATBEPXKOEHWUS perucTpaumun) NekapcTBEHHbIX CPeACTB B pamKkax
EBpa3snitckoro a3koOHOMUYECKOro COt3a;

Onsi NOATBEPXAEHUS COOTBETCTBUSI MPOMbILLIIEHHOrO NPOM3BOACTBA NEKAPCTBEHHBIX CPeacTB TpeboBaHNAM
Hagnexaiwien npou3BOACTBEHHOW MpakKTUKW B COOTBETCTBMM C MNM@HOM WHCMNEKTUPOBAHWS, E€XErofgHo
yTBEpXAaemMbiM MUHUCTEPCTBOM 34paBOOXPaHEHNS;

B Cliy4vae BblABIIE€HNA HEKQYECTBEHHOIO U (VIJ'II/I) CbaﬂbCVI(*)VILI,I/IpOBaHHOFO JNIeKapCTBEHHOIO cpeacTBa Uin npu
nony4eHuu I/IH(*)OpMaLI,VII/I O JneKapcTBeHHOM cpenctse, CBVI,EI,eTeJ'IbCTByPOLLI,eIZ 06 yrpose XusHu " 300pPOBblO
HacerneHua.

I'IpM BblABIIEHMN B XO0O€ WHCNEeKTUpoBaHUA ((*)apMaLleBTMHeCKOVI l/IHCFIeKLI,VII/I) NPOMbILLJIEHHOIO
npon3BoAcTBa J1EKapCTBEHHbIX CpeacTB (*)aKTOB, Co3[anLWmnx yrpody npuyYnHeHua Bpena XmM3Hm Unm 3a0poBbH
HaceneHuAa, (*)apMaLl,eBTI/I‘-IeCKI/Iﬁ MHCNEKTOop B npepenax CBOEN KoMMeTeHuun NPpUHMMaET Mepbl, HanpaBli€HHbIE
Ha 3anpewieHne peanusaumm nekapCTtBeHHOro cpeactsa, npeacrasndarowero yrposdy npudMHEeHuA Bpena >KU3HU
nnn 300poBbH HaCelneHnd, a TakkKe Ha 3anpelleHne ocyuecTBleHnda AeATENTIbHOCTH, CBSAA3aHHOW C npon3BoaCTBOM
N KOHTpPOJ1IEM Ka4yeCTBa JileKapCTBEHHOro cpeacTea.

dopmupoBaHne 1 BegeHue peectpa dapmMaueBTUYECKUX  MHcnekTopoB  Pecnybnukm  benapycbh
ocyuwecTBnaTca MUHUCTEPCTBOM 30paBOOXpPaHEHUs B nopsagke, YCTaHOBAEHHOM 3aTUM  MWHUCTEpPCTBOM.
CeepeHus, cogepxalumecs B peectpe dhapmaleBTUYECKMX MHCNekTopoB Pecnybnukn Benapych, pasmelsatoTcs
MWHUCTEPCTBOM 34paBOOXpaHEHMS HAa CBOEM OdULManbHOM caiTe B rnobanbHOM KOMNbITEPHOW ceTu IHTepHeT.

CtaTbfl 22. ANTe4YHOE U3roTOBJIEHUE NNEeKapCTBEHHbIX CPeACTB

Mog anTeyHblM M3roTOBMNEHWEM NEKapCTBEHHbIX CPeACTB MNOHUMAEeTCs W3rOTOBMEHWE JeKapCTBEHHbIX
npenapaTtoB C WCMNOJfb30BaHMEM hapMaLeBTUYECKMX CYOCTaHLMIA, BKIOYEHHbIX B [OCYyQapCTBEHHLIN peecTp
nekapcTBeHHbIX cpenctB Pecnybnuvkn benapycb, a Takke BCMOMOraTesibHbIX BELLECTB U JIEKAPCTBEHHOrO
pacTUTENbHOTO ChIpbS.

JlexapcTBEHHbIE CPEACTBaA U3rOTaBMMBAOTCA B anTekax rno peuentam Bpayen nnbo TpeboBaHusiM (3asiBkaMm)
opraHu3auuii 3gpaBoOXPaHEHNUST MU UX CTPYKTYPHbLIX NogpasaeneHui.

ANTEYHOE MW3roTOBMNEHME JIEKAPCTBEHHbIX CPEACTB OCYLLECTBNAETCA B COOTBETCTBMM C TpeboBaHusaMM
Hagnexallen anTeyHom NpakTukn, a Takke gpapmMakonerHbix ctaten FocygapcTBeHHom dhapmakoneun Pecnybnvkm
Benapycb Ha OCHOBaHUWM cheuuanbHOro paspelleHus (NMUEeH3un) Ha ocyulecTBneHve apmaueBTU4EeCcKom
OeATENbHOCTY.

rMABA 5
PEAINTU3ALUA, OTMNYCK, XPAHEHUE, TPAHCINOPTUPOBKA, MPUOCTAHOBJIEHME PEANTU3ALIUA U
MEOULIMHCKOIO NPUMEHEHUA, U3BATUE U3 OBPALLIEHUA, BO3BPAT NPOU3BOOUTENIO UITA
MNOCTABLLUUKY, YHUYTOXEHUE, BBO3, BbIBO3 IEKAPCTBEHHbIX CPE[CTB
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

CrtatbA 23. Peanunsauusa nekapCTBeHHbIX CpencTB

Peanusauna nekapcTBEHHbIX CPeACTB OCYLLECTBMNSAETCA pUAMYECKUMU NULaMM M UHAMBUAYAIbHBIMU
npeanpuHUMaTensMyM Ha  OCHOBaHWM  CreuMarnbHOro  paspelleHuss  (NMUEH3UMW) Ha  OCyLlecTBreHue
hapmaLieBTUYECKON OeATEeNbLHOCTY.

3anpeLlyaeTca peanvsaums nekapcTBeHHbIX CPeacTB:
KoHcynbTaHTlM0C: npumeyaHue.
O npumeHeHun ocBoboxaeHusa or HOC npu peanu3auny He3aperMcTpUpOBaHHbIX NEKapCTBEHHbIX CPEACTB CM.

nMcbMo MuHucTepcTBa no Hanoram u cbopam Pecnybnuku Benapycb, MuHMcTepcTBa 34paBOOXPaAHEHUS
Pecny6nuku Benapycbk ot 22.03.2018 N 2-1-9/00537/5-2-8/3762.

noanexawmx rocygapcTBEHHOW perncTpaumm UM He  BKMAYEHHbIX B [OCyoapCTBEHHbLIN  peecTp
nekapcTBeHHbIx cpeacts Pecnybnukun bBenapycb, 3a UCKNIOYEHMEM NEKapCTBEHHbIX CPEeACTB, BBE3EHHbIX Ha
Tepputopuio Pecnybnukvu Benapycb B cny4vasix, npegyCMOTpeHHbIX ab3auamu naTbiM - BOCbMbIM YacTu NepBou
cTaTbk 27 HacTosllero 3akoHa;

YKa3aHHbIX B absauax TPpeTbeM - LUECTOM YacCTu BTOpOI‘;I ctatby 10 HacToswero 3akoHa;
npn OTCYTCTBUMN OOKYMEHTOB, NOATBEpPXAaLWnNX NX Ka4eCTBO,

HEKa4eCTBEHHbIX U Q)aﬂbCVIQ)I/ILI,I/IpOBaHHbIX;

C NCTEKLLMM CPOKOM roaHOCTU;

B CInyyasix MNPUHATUS PELUeHVSI O TMPUOCTAHOBIIEHUM WX peanu3auMnm unu usbatm u3 obpalleHus,
NPeayCMOTPEHHbIX YacTsIMU BTOPOIA - YeTBEPTOM cTaTbh 26 HacTosLero 3akoHa;

B MHbIX CNy4asx, NPeayCcMOTPEHHbIX 3aKOHOAATENbHbIMU aKTamu.
CrtatbA 24. OnTOoBasA peanusauus NeKapcTBEHHbIX CPeACTB

Opuanyeckne nuua u MHAMBUAOYanbHble NpeanpUHUMAaTEN MpPU OCYLLECTBIIEHUM OMTOBOW peanuaauuu
neKkapcTBEHHbIX CpeacTB 0b6si3aHbl cobniogaTtb TpeboBaHus Hagnexallel npakTukM XpaHeHUst NekapCTBEHHbIX
cpeacT., MpaBun Hagnexaluen AUCTPUGHLIOTOPCKON NPaKTUKX EBpasnitckoro 3KOHOMUYECKOTo Colo3a.

CooTBeTCTBME OCYLLECTBNAEMON OPUONYECKUMU FMUAMU WU MHAVBMAYANbHBIMW  NpegnpuHuMaTensmm
ONTOBOW peanu3aunv NnekapcTBeHHbIX cpeacTs TpeboBaHunsM lNpaBun Hagnexallen ANCTpMBbI0TOPCKON NPAKTUKK
EBpasnMnckoro 3KOHOMUYECKOro Ccok3a MOATBepXAaeTcs  OOKYMEHTOM, BblaaBaeMbiM  MUWHUCTEPCTBOM
30paBoOOXpPaHEeHNs MO pesynbTaTtam MHCNEKTUpoBaHus (hapmaueBTUYECKOW WMHCMEKUMM), OCYLLECTBNAEMOro B
nopsiake, yctaHasnuesaemom Cosetom MunHnctpoB Pecnybnukmn Benapyce.

OnToBas peanusaumna nekapCTBeHHbIX CpenCcTB OCYLLEeCTBNAETCA:

ropungn4ecknMm nuuam . nHguBuayanbHbIM npegnpuHuMaTenam, MMerwum chnedumanbHoe pa3pelleHne
(NMnueHsno) Ha ocyllecTeneHne hapMmaleBTUYECKON, MEANLMHCKOW, BETEPUHAPHON OEATENBHOCTMY;

rocyAapCTBEHHbIM OpraHuMsauusm 34paBOOXpPaHEeHUs, ydpexaeHusMm obpasoBaHMA UM COUMAnbHOro
o6cnyxumBaHusa n benopycckomy O6wectBy KpacHoro Kpecra;

Hay4HO-MCCreaoBaTenbCKMM OpraHM3aUmnam Ans npoBefeHns Hay4Ho-UccneaoBaTenbekux pabor;

BOMHCKMM 4acTam (ydpexaeHusim) BoopyxeHHbix Cun Pecnybnukun bBenapycb u  ApyruM  BOWHCKAM
hopMUPOBaHNAM, OpraHam BHYTPEHHUX Aen, opraHam v nogpasgeneHusm no YpesBbliHaiHbIM CUTyaUmnsM;

FocyaapCcTBEHHOMY KOMUTETY CyAeBHbIX 3KCNepTus;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pea. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

6azam xpaHeHUs MegULIMHCKON TEXHWUKU U UMYLLECTBaA.

,D,OI'IyCKaeTCFl onToBad peanusaudnda nekapCTBEeHHbIX npenapartoB, peann3yemMblX be3 peuenTta Bpauva,
ropnany4eckmmMm - nuuam, He uMmMewLwnMm  cneunanbHoro paspeLueHunsa (J'II/ILI,eH3I/IM) Ha ocyuiecTBlieHne
d)apmau,eBqueCKon, MeOULMHCKON [OeaTenbHOCTU, Ans COOCTBEHHOro MCMNOMb30BaHWA B COOTBETCTBUMM C
MHCTPYKUMAMM NO MeOULUMHCKOMY NPUMEHEHUIO (J'II/ICTKaMI/I-BKJ'IaﬂbILIJaMI/I) be3 npasa nocnep,ylou.l,eﬁ peanunsaunn.

KoHcynbTaHTln0C: npumeyaHue.

MuHucTepcTBO 34paBooxpaHeHus Pecnybnuku Benapycb ycTaHaBNMBaeT HOPMY eANMHOBPEMEHHOW peanusaunm
ONS nekapcTBEeHHbIX cpedcTs, Takux kak "BOAPBILHUKA HACTOWMKA", "MYCTbIPHUKA HACTOWKA",
"BANIEPUAHBI HACTOWKA", "KANEHOYNbl HACTOWKA" n "MYPABBWHbLIA CMWPT" - 1 cnakoH.
Peanusaums ux n3 antek B Ho4YHoe BpeMs 3anpelyeHa (nucbmo MuHucTepcTBa 3apaBooxpaHeHus Pecnybnvkm
Benapycb o1 19.12.2016 N 4-2-6/829-1135).

CrtatbA 25. Po3Hu4YHanA peanu3auuna, oTnyck NieKapCTBeHHbIX cpeacTB

Po3Hu4Has peanun3auna nekapcTtBeHHbIX CpeactB - [OeATeNlbHOCTb, CBA3aHHaA C np|/|o6peTeH|/|eM,
XpaHeHnemM u peanvlsau,meﬁ NNIeKapCTBEHHbIX npenapaTtoB HacelieHUo, opraHn3aunamMm 3gpaBooXpaHEeHUA U MHbIM
opraHusauunam gna meauumHCKOro npuMeHeHu4.

Po3Hu4Has peann3aumnda nekapcCrBeHHbIX CpencTB OCYLECTBIAETCA B anTekax, 3a UCKIYeHnemM Criy4aes,
npenycMoTpeHHbIX YaCTAMU TpeTbeVI n HETBepTOVI HacTosALEeN CTaTbu.

B uensx obGecneyeHus NekapCTBeHHbIMU CpeacTtBaMM HaceneHuna CeribCKUX HacCeneHHbIX MNYHKTOB, B
KOTOPbIX OTCYTCTBYKOT anTeKkn, pPO3HUYHaA peanu3aunda JeKapCTBEHHbIX CpenctB MOXEeT OCYLeCTBNATbCA
MeaNLNHCKUM pa6OTHI/IKOM FOCyﬂapCTBeHHOVI opraHu3aumn  340paBOOXpPaHEHMA Unnm ee  CTPYKTYPHOro
nogpasaeneHnsa, pacnofioXXeHHbIX B CeNibCKUX HacesnlieHHbIX NYHKTax, a Takke TakuM MeguumnHCKUM pa6OTHI/IKOM B
Xoae Bble3dHbIX MEeOUMUMHCKMX OCMOTpPOB  HacelieHnda B nopdake, YCTaHOBJIEHHOM MMHMCTepCTBOM
34PpaBOOXpPaHEHUA.

PosHnyHas peanusauuns nekapcTBEHHbIX CPeACTB B MecCTax MpOBEeAEHUs MeXAyHapOAHbIX TeMaTU4ecKux
BbICTABOK, MEXAyHapOAHbIX CMOPTUBHBIX, @ TakkKe KyNbTYPHO-MaCCOBbIX MEPONPUATUA AONYCKaeTcst B Cryyasx u
nopsiake, ycTaHaBnmBaemblx MUHUCTEPCTBOM 30paBOOXpaHEHMS.

Po3Hu4Has peanusauna nekapCTtBEeHHbIX CpencTB OCYWEeCTBIAeTCA No peuenty u 6e3 peuenTta Bpada.
I'Iepequb NNeKapCTBEHHbIX MpenapaTtoB, pearindyemMblX 6e3 peuenTta Bpa4a, yCTaHaBIIMBaeTCA MVIHI/ICTepCTBOM
34paBOOXpPaHEHNA B COOTBETCTBUMN C npaBI/IJ'IaMVI onpeaeneHna KaTeFOpMVI JIEKapCTBEHHbIX nNpenapaTos,
OTnyCKaeMbIX be3 peuenTta n No peuenTty, yTBepXaeHHbIMU pelleHnem EBpa3l/II7ICKOl7I 3KOHOMMYECKOM KOMUCCUN.

KoHcynbTaHTlM0C: npumeyaHue.
[ocynapcTBeHHbIM peecTp nekapCTBEHHbIX cpeacts Pecnybnukn benapyce pasmeltaeTca Ha cante
(http://www.rceth.by).

WHdopmauus o nekapCTBEHHbIX Npenapartax, NoAnexalumx peanusauum no peuenty u 6e3 peuenta Bpaya,
nocrne ux rocygapCTBEHHOW perncTpauum u BHeCeHWst B [0CygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB
Pecnybnukn Benapycb pasmelwiaetcs Ha ocduumansHoM cante MuHUCTEpPCTBa 34paBOOXPAHEHUs] B rroOanbHON
KOMMNboTEPHOW ceTn VIHTepHeT.

nopﬂﬂOK BbIMNCbIBAHNA peLenTtoB Bpadva Ha JeKapCTBeHHble npenapaTtbl, B TOM 4ucrne B cbopme
ONMEeKTPOHHOIo OOKyMeHTa, U (*)OprI ©naHkoB peuenTtoB Bpada Ha nekapCcTBeHHble npenapartbl, 3a UCKINIO4YEeHNEM
nopsAagka BbINUCbIBAHUA peLIENTOB Bpada Ha JNeKapCTBeHHble MnpenapaTtbl U d)OpM ©naHkoB peuenTtoB Bpa4va Ha
NeKapcTBeHHble npenapaTtbl And I5nbrotHoro, B TOM 4uUcCne 6ecnnaTtHoro, obecneveHns NeKapCTBEHHbIMU
npenaparamu, yCtaHaBJ/IMBaKTCA MVIHI/ICTepCTBOM 34paBOOXpPaHEHUA. nOpﬂﬂOK BbIMNCbIBaHNA peLenToB Bpaya Ha
NeKapCTBeHHbIE MNMpenapatbl U q)OprI 6naHkoB peuenToB Bpaya Ha JieKapCTBEHHbIE npenapartbl AnA nNbrotHoro, B
TOM uucne GecnnartHoro, obecneveHus JIeKapCTBEeHHbIMU NpenapaTtamMn yCTaHaB/IMBaAKOTCA CoBeTom MVIHVICTpOB

KOHcyanaHTﬂnmc www.consultant.ru CtpaHuua 22 u3 25

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=6AF7E3EA65D96DDBA0F0C1625356F10085445796213CA342424BDDED7544A4E2B7778EA9B9710E241D30CBA1A2BB75038280S5nBK
consultantplus://offline/ref=6AF7E3EA65D96DDBA0F0C1625356F10085445796213CAF47404CDDED7544A4E2B7778EA9B9630E7C1132C3BFA3BE6055D3C60FB9F59F9D35D2B9FA008FS8nEK
consultantplus://offline/ref=6AF7E3EA65D96DDBA0F0C1625356F10085445796213CA2464147D0ED7544A4E2B7778EA9B9630E7C1132C3BFA2B76055D3C60FB9F59F9D35D2B9FA008FS8nEK

3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

Pecnybnuku benapyce.

an/I pOSHI/ILIHOﬁ peanusaunn neKkapCcTBeHHbIX CpencTtB wpunaundeckme nula W uvHanBuayarbHble
npegnpuHnMmaTenm obsa3aHbl:

OCYLLIECTBMATb CBO AeATENbHOCTL C cobnioaeHneM TpebosaHuit Haanexaltlei ante4yHol NpakTUKkm;
MUMeTb B HanNM4yuM NeKkapcTBEHHblE CPeaCTBa, BKMIOYEHHbIE B NepeyeHb OCHOBHbIX NEKaPCTBEHHbIX CPEACTB.

OTI'IyCK JIEKapCTBEHHbIX  CpeAcCTB  OCYLUeCTBJIAETCA antekamu OpFaHMSaLlVIVI 34paBoOOXpaHEHUA,
OKa3blBaloOLWWMX MeanUNHCKYHK NOMOLLb B CTaluMOHAPHbIX YCITOBUAX (,qanee - 6ONbHNYHbIE OpFaHVI3aLI,VIVI).

OTnyck nekapCTBEHHbIX CPeaCcTB OCYyLLEeCTBNAETCHA No TpeboBaHusM (3asiBkam) BONbHUYHBIX OpraHu3auun u
(Mnn) nx CTPYKTYPHbIX NogpasfeneHnin ang HenocpeacTBEHHOrO OKa3aHWA MeAWLMHCKOW MOMOLUM nauueHTam B
3TUX BONBHUYHBIX OpraHM3auusax u (M) X CTPYKTYPHbIX nogpasaeneHnsx.

Ctatba 26. XpaHeHMe, TPaHCNOPTUPOBKA, MNpuocCcTtaHoBJlIeHue peanudaumm wn MegUUUNHCKOro
nPpUMeHeHusAa, u3bATNEe U3 O6paLI.|,eHMF|, BO3BpaT npousBoAuTeNnio WU nNoCTaBLUUKY, YHUYTOXEHue
JNNeKapCTBeHHbIX CcpeacTB

neKapCTBeHHble cpencTtea OOJDKHbI XpaHUTbCA B COOTBETCTBUU C Tpe6OBaHI/|FIMVI Hapgnexaluen NPaKTuKn
XpaHeHnA JeKapCTBEeHHbIX CpeactB W TpaHCNopTupoBatbCA B COOTBETCTBMM C TpeGOBaHVIHMVI I'Ipanm
Hagnexawlien /J,VICTpI/I6bIOTOpCKOI7I NPaKTUKn EBpa3I/IIZCKOFO OKOHOMUYECKOIo COK3a B yCIioBUAX, obecneunBaoLLmnx
MX COXPaHHOCTb U Ka4eCTBO.

B cnyyae BbldBNeHna npu npoeBeaeHMn KOHTPOSIA KadeCTBa J1eKapCTBEHHOro cpenctBa HECOOTBETCTBUM
perncTpaunoHHOMYy OOCb€ MO YynakoBKe, MAapKUMpPOBKE YMNaKOBKW, MHCTPYKUMM NO MeOAULUHCKOMY MNPUMEHEHU
(ﬂI/ICTKy-BKJ'Ia,D,bILuy), OOKYMEeHTY, noareepXxaawuwemy ero kKadecrtBo, MNpPUOCTaHaB/IMBAKOTCA peanusaunda wu
MeanUunHCKoe npuMeHeHne [OaHHOro JiekapCTtBeHHOro cpeactea. PeweHne 0 BO3MOXHOCTM ganbHENLNX
peanundaunmm 1 MeOUUUHCKOINo TMpuUMEeHEHUA JeKapCTBEHHONo cCpeacrtea nNpuUHUMaeTca MMHVICTepCTBOM
34paBoOOXpaHeHUaA Mnpun ycnoBun OTCYTCTBUA PUCKa ON1A 300pOBbA NauyMeHTOB Npu ero npuMeHeHun nocrne
nony4yeHna n pacCcMoTpeHnda nMCbMeHHOro 00BbSACHEHUS nponssoanTena o npnynHax 1 BblBOAaX No pesynbTatamMm
npoeegeHHOoro paccrnengoBaHuA BblABIIEHHbIX HECOOTBETCTBUMN.

Peanusauna n meauumHckoe npuMeHeHne rnekKapCTBeHHbIX MnpenapatoB, A4 KOTOpPbIX MOOO3peBaeTCcA
He6naronpl/|;|THoe M3MEHEHNE COOTHOLEHMS "nonb3a - pl/ICK", NnpunocTaHaBIINBAKOTCA.

JlekapcTBeHHbIE Mpenapatbl, AN KOTOPbIX YCTAHOBIIEHO HEOMNAronpuATHOE COOTHOLLEHWe "monb3a - puck”
nNpy MEQULMHCKOM NPUMEHEHWM, NoanexaT U3baTuio u3 obpaLleHus.

HekayecTBeHHbIE NeKapCTBeHHble CpeacTBa, JieKapCTBEHHble cpeactBa C UCTEKWWMM CPOKOM TOAHOCTU
noanexart Wu3bATUIO U3 06pau.|,eH|/|;|, BO3Bpaty npoum3BoguTeniio wunn nNocCTaBLUMKY nn6o YHUYTOXEHUIO.
(DaJ'IbCI/ICbI/ILI,I/IDOBaHHbIe NeKapCTBeHHble cpeacTBa noanexar U3bATuo 13 O6paLLl,eHMF| N YHUUTOXEHUIO.

MopsigoK M YCINOBWSI XpaHeHWsi, TPaHCMOPTUPOBKM, MPUMOCTAHOBIIEHUS peanu3auuy 1M MeOMLMHCKOro
NMPYMEHEeHWs], 3bSTUSA 13 obpalleHns, BO3BpaTa NPOM3BOAMTENNIO MU MOCTABLLMKY, YHUYTOXEHMWS NeKapCTBEHHbIX
cpeacTe ycrtaHaBnuBatoTcs CoBetom MuHucTpoB Pecnybnuvku Benapycb, ecnu nMHoe He NpeaycMOTPEHO
3aKoHoZaTeNbHbIMU aKTamu.

CtaTbf 27. BBO3 U BbIBO3 NIeKapCTBEHHbIX CPeACTB

Paspelwaetca BBO3 Ha Tepputopuio Pecnybnukn benapycb nekapCTBEHHbIX CPEACTB, BKIMOYEHHbIX B
[ocymapcTBeHHbIV peecTp nekapcTBEHHbIX cpeacTB Pecnybnukn Benapych, a Takke nekapCTBEHHbIX CpeacTB:

npeaHasHauyeHHbIX 0N NPOBeAeHUs OOKMUHUYECKUX (HEKNMMHUYECKUX) UccrneaoBaHuii, rocynapCTBEeHHOM
peructpaumm (NoATBEpPXOEHUS TOoCYdapCTBEHHOW perucTpauun), WUCNonb3oBaHUsA B KayecTBe BbICTABOYHbIX
06pasLoB 6e3 Npasa UxX ganbHelillen peanMsaumu;
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3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020)
"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs”

HokymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHus: 28.05.2021

npeaHasHavYeHHbIX Ans NpoBeAeHUs KNMHUYECKUX UCCNeAoBaHNiA (MCTbITaHui);
BBO3UMbIX (PU3NYECKUM MULIOM ANS IMYHOTO NPUMEHEHUS;

npegHasHavYeHHbIX s NPeAYyNPeXaeHUs U yCTpaHeHs NocneACcTBUN Ype3BbluaiHbIX CUTYaLMIA NPUPOAHOTo
N TEXHOTEHHOTIO XapakTepa, B TOM YuCcrie anMaeMmyeckux 3aboneBaHui;

BBO3UMbIX B KQYeCTBE MHOCTPaHHO 6e3B03Me3aHON NMOMOLLK;

npegHasHa4YeHHbIX Ans  OKasaHus MeOUUMHCKON MOMOLUM MO JKM3HEHHbIM MOKa3aHMsSIM  KOHKPETHOro
nauneHTa WM OKasaHus MeOUUMHCKOM MNOMOLUM OrpaHUYEHHOMY KOHTUHIEHTY MauUWEHTOB C [JoKa3aHHOW
HeahPEKTUBHOCTBLIO UMM HENEPEHOCMMOCTLIO 3aPErMCTPUPOBaHHbIX JIEKAPCTBEHHbLIX CPeacTB, MO0 ¢ opdaHHbIMK
(pegkmn)  3aboneBaHusMM U (UNIN)  KU3HEYrpoXawluMmn  3aboneBaHuaMKU, nMBGO € TSKENbIMU
WHBanNMAN3npyoLLnMn 3aboneBaHnsMu;

npegHa3Ha4YeHHbIX Ana obecneyeHus paHHero gocrtyna nayMeHToB K HOBbIM METO4aM NeYeHUd;

BBO3VMMbIX B WHbIX CryYasix, NMpedyCMOTPEHHbIX MeXOyHapoOHO-NMPaBOBbLIMU akTamu, COCTaBMISOLLUMMU
HOpMaTMBHYIO NpaBoBylo 6a3zy TamoXeHHOro coto3a M EOMHOroO 3KOHOMMYECKoro NMpocTpaHcTBa U (MnKU) NpaBo
EBpa3sunitckoro 3koHOMUYECKOro Coto3a.

3anpewaetcs BBO3 Ha Tepputoputo Pecnybnukn benapycb HekayecTBeHHbIX, (hanbCudULMPOBaHHbIX
nekapCTBEHHbIX CPeACTB, a TakkKe NekapCTBEHHbIX CPeaCTB C MCTEKLLNMM CPOKOM FrOAHOCTM.

BB0O3 Ha TaMoXeHHY TeppuToputo EBpasuiickoro akoHomm4yeckoro cotosa B Pecny6nuke Benapycb v BbiBO3
C TaMOXeHHoW TeppuTopun EBpasuiickoro 3KOHOMMUYEckoro coto3a B Pecny6nuke Benapycb nekapCTBEHHbIX
CPeACTB OCYLLIECTBNAKTCA Npu cobnogeHnn TpeGoBaHuii, YCTaHOBMEHHbIX MeXOyHapoOHO-NPaBOBLIMA aKTaMu,
COCTaBISOLWUMM HOPMaTUBHYO NpaBoByo 6a3y TamoxkeHHOro cotsa 1 EQMHOro akoHOMMYeCckoro NpPocTpaHcTea U
(vnun) npaBo EBpasnitckoro 3KOHOMUYECKOro COH3a, HAaCTOALMM 3aKOHOM M MHLIMU akTamiy 3aKoHoZ4aTesNbCTRa.

rMABA 6
NMHPOPMALIUA O NEKAPCTBEHHbIX CPEOCTBAX. PEKNAMA JNIEKAPCTBEHHbIX NMPEMAPATOB

Cratbs 28. UHpopmaums 0 nekapCcTBEHHbIX cpeacTBax

NHdopmaumna o nekapcTBeHHbIX NpenapaTax, peanusyemblx Ges pelenTa Bpada, NpenocTaBnseTcs C
MOMOLLbIO CPedCcTB MNepedayn MHGOPMauuM, B TOM 4UMCIE YKasblBAeTCHd B WMHCTPYKUMSIX MO MeOULMHCKOMY
npYMeHeHMo (NMCTKax-BKNaaplllax), 06X XapaKTepUCTMKax NeKapCTBEeHHbIX Npenapartos.

Pa3mMeleHne MHGOpPMaLUMK O NiekapCTBEHHbIX MpenapaTtax, peanusyemMbix Mo peuenTy Bpaya, AornyckaeTcs
TOMbKO B CMeuManMavpoBaHHbIX MeYaTHbIX U34aHWsIX, MecTax MNMpoBeAeHVs MEeAVLMHCKUX U (hapMaLleBTUYECKUX
BbICTABOK, CEMWUHAPOB, KOHMEPEHLUMIA U UHBLIX aHaNOrMYHbIX MEpPONpUATUI, Ha MHTEpHEeT-pecypcax U B pamMkax
OHMaH-MeponpUATUA, NpeaHa3HaYeHHbIX AN MeOULUMHCKMX U (papMaLeBTUYEeCKUX paBOoTHMKOB, B MHCTPYKLMAX
no MeauLMHCKOMY MpUMEHEeHMIo (NMCTKax-BKnaablllax), 06LmUX XxapakTepUCcTMKax nekapCcTBEHHbIX Npenaparos.

NHpopMMpOBaHe MeaMUMHCKUX U chapMaueBTUYeCcKnXx paboTHUMKOB O JEeKapCTBEHHbIX CpeacTBax,
BKIMIOYEHHBIX B [OCydapCTBEHHbIN pPeecTp NekapCTBeHHbIX cpeacTB Pecnybnuku Benapycb, npeactaBUTENsSIMU
MPOM3BOAMTENEN JIEKAapPCTBEHHbIX CPEACTB OCYLUECTBMSIETCH B MOPSAKE U HA YCNOBUSIX, YCTaHaBNMBaeMbIX
MWHUCTEPCTBOM 34paBOOXPaHEHMS.

KoHcynbTaHTlM0C: npumeyaHue.
O pekname nekapCTBEHHbIX CPEACTB B YYpPEeXOEHUAX 34paBOOXPAHEHUS CM. NMCbMO MUHUCTEPCTBA TOProBIu
Pecny6nuku Benapyck ot 06.06.2013 N 10-21/453k.

CraTtbA 29. Peknama nekapcTBeHHbIX NnpenapaTroB

Peknama nekapcTBeHHbIX NpenapaTtoB OCYLLECTBASETCA B COOTBETCTBMM C 3aKOHOA4ATENbCTBOM O pekname.

KOHcyanaHTﬂnmc www.consultant.ru CtpaHuua 24 u3 25

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=6AF7E3EA65D96DDBA0F0C1625356F10085445796213CA543454ED8ED7544A4E2B7778EA9B9710E241D30CBA1A2BB75038280S5nBK

3akoH Pecnybnuku Benapycek ot 20.07.2006 N 161-3
(pen. ot 13.05.2020) HokymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 obpalLeHnn nekapCcTBEHHbIX cpeacTs” Rara coxpateuns: 28.05.2021

rMABA7
OTBETCTBEHHOCTb 3A HAPYLUEHME 3AKOHOOATEJIbCTBA OB OBPALLEHUN NEKAPCTBEHHbLIX
CPEACTB

CrtatbAa 30. OTBETCTBEHHOCTb 3a HapylueHue nopsaKka obpalueHus IeKapCTBEeHHbIX CPeacTB

Jlnua, HapywmBlIME YCTAHOBMEHHLIN 3aKOHOAATENbCTBOM MOPSAOK 0OpalleHust nekapCTBEHHbIX CPEACTB,
HecyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbHLIMU akTaMM.

Ctatba 31. Bo3meweHue Bpeaa, MPUUYUHEHHOTrO XMU3HM U 300POBLIO YeyioOBeKa BcrencTBue
MegULMHCKOro NpMMEeHEHUA NeKapCTBEeHHbIX CPeaAcTB

Bpep,, FIpVI‘-IVIHeHHbIIZ XN3HU N 300POBbIO0 YeJloBEKa BClieacTBne MeaunumnHCKOro npuMeHeHuna nekapcrtBeHHbIX
cpencTte, B TOM 4ucne npu nposeaeHUn KIMHUYECKUX nccnegosaHni (I/ICFIbITaHI/IIZ), noanexmT Bo3MeLlEeHUo B
nopsagke, ycCtraHoBJlIeHHOM 3akoHOO4ATENTbCTBOM.
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