Hayuonanvnuiii npasosoit Hnmepnem-nopman Pecnyoauku benapycw, 19.05.2020, 2/2732

3AKOH PECIIYBJIMKHM BEJIAPYCb
13 mas 2020 r. Ne 13-3

00 usmenenun 3axkona Pecny0simku besapycb
«0O 1ekapcTBEHHBIX CPEACTBAX»

Ipunam [lanamoii npeocmasumeneti 9 anpens 2020 e.
Oo0obpen Cosemom Pecnyonuku 22 anpens 2020 .

Crarpa 1. 3akon Pecniybnnku benapycs ot 20 uronst 2006 r. Ne 161-3 «O nexapcTBEHHBIX
CPEICTBAX» M3JIOKHUTH B HOBOM PEIaKIIHH:

«3AKOH PECITYBJIMKU BEJIAPYCbH
00 oOpaneHnM JieKAPCTBEHHBIX CPEACTB

Hacrosmuii 3akoH HampaBlieH Ha COBEpIICHCTBOBAHHE IPABOBBIX W OPraHU3AIMOHHBIX
OCHOB TOCYJIapCTBEHHOT'O PETYJIMPOBAHMS B chepe 0OpalieHus JISKAPCTBEHHBIX CPEICTB B IEIISIX
obOecnieuenuss  Hacenenus  PecnyOnuku — benmapych  Oe3omacHbiMH,  3((EKTUBHBIMHU
Y Ka4eCTBCHHBIMU JICKAPCTBEHHBIMH CPEJICTBAMHU.

I'JIABA 1
OBILIME ITOJIOKEHUA

Crartbs 1. OCHOBHBIE TEPMHUHBI, HCIIOJIb3YeMble B HACTOSILIEM
3akoHe, M UX onpeaeSIeHUs

JUid nened HacTOALIEro 3aKOHA HCIOJB3YHOTCS CIEAYIOIUE OCHOBHBIE TEPMUHBI M MX
OIIpEICJICHUS:

AHTHUCENTUYECKUI JIEKapCTBEHHBIN Npemnapar — JIEKapCTBEHHBIH Ipemnapat, 00Jaatonuii
MIPOTUBOMHUKPOOHBIM,  MPOTHUBOBUPYCHBIM,  IPOTHUBOINAPA3UTAPHBIM,  IPOTUBOTPHUOKOBBIM
NEHUCTBUEM W UCIOJB3YEMBIH IPEMMYIIECTBEHHO I BHEIIHETO INPUMEHEHMs B LEJAX
MEAUIMHCKON MPO(UIAKTUKY U JIeUeHUS HTHPEKIIMOHHBIX 3a00JI€BaHU;

anTeka — KOMIUIEKC  CHELMAIM3MPOBAHHBIX  IMOMELIEHUH  (Celualn3upOBaHHOTO
MOMEILIeHUs1) U 000pYAOBaHUsI, IPEeIHA3HAYEHHBIN /JI aITEYHOTO M3TOTOBJICHUS, pealu3alui,
OTIIyCKa JIEKaPCTBEHHBIX CPEACTB, MEAMIMHCKMX HW3JAEIUM M APYTUX TOBAPOB aANTEYHOIO
aCCOpPTHMEHTA U MPUHAAJISKALINI Ha TIpaBe COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM OCHOBAaHUU
opuandyeckomy Juny PecnyGnuku  benapych, HMHIUBUAYaJbHOMY  MpPEANPUHUMATEINIO,
3apeructpupoBaHHoMmy B PecnyOnuke benapych, HHOCTpaHHOMY IOPUIMYECKOMY JIMILY,
MHOCTPAaHHOW OpraHu3allid, CO3AAHHBIM B COOTBETCTBHUHU C 3aKOHOAATEIBCTBOM HWHOCTPAHHBIX
rocy/apcTB, MpPU HAJIWYUM OTKPBHITOIO B YCTAHOBJIEHHOM TIOpSAKE IPEICTaBUTENHCTBA
Ha Tepputopun Pecnyonuku benapyck (nanee, eciu He YCTaHOBJIEHO HMHOE, — HOPUAMYECKHE
JUIA W UHAUBUAYAJIbHbIE MpEeANpPUHUMATENN), UMEIOUIMM  CIEeUalbHOE pa3pellieHue
(JTMIIeH3MI0) Ha OCYIIECTBICHUE (papMalleBTHYECKOM 1eATEIbHOCTH;

0€30I1aCHOCTH JIEKAPCTBEHHOTO NIperapara — XapakTepUCTUKa JIEKapCTBEHHOTO Ipernapara,
OCHOBaHHAas  Ha JOCTaTOYHOW  JOKazaTelbHOW  0aze, MOATBEp)KIAIOIIEH  OTCYTCTBUE
HEJOMYCTUMOI'0 PHUCKa, CBA3aHHOTO C BO3MOXKHOCTBIO NMPUYMHEHHUS Bpeda M (UJIu) HaHECEHUS
yiiep6a 370pOBbIO YellOBEeKa, MPU COOIIOICHUH TPeOOBaHUN MO METUIIMHCKOMY MPUMEHEHHIO,
TPaHCIIOPTUPOBKE, XPAaHEHHUIO,

BCIIOMOTATEeNIbHOE  BELIECTBO —  BEIECTBO, 33 UCKIIOUYEHHEM  (papMaleBTHUECKUX
cyOcTaHnuii (akTHBHBIX (apMmaleBTHUECKUX cyOcTaHuuil) (nanee — (apmaleBTHUECKHE
CyOCTaHIMM), BXO/AIIEE B COCTaB JIEKAPCTBEHHOTO MTpenapara sl MpUAaHus eMy He0OX0MMbIX
CBOICTB;
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rOCy/lapCTBEHHAsl PETUCTpalMsl JIEKapCTBEHHOI'O CPEACTBA — Ipoleaypa IpU3HAHUS
COOTBETCTBUSl  JIEKAPCTBEHHOTO  CPEICTBAa  NPEOBSABISIEMbIM K HEMy  TpeOOBaHUSAM
no 6e3omacHOCTH, S((EKTUBHOCTH | KaueCTBY, OCYILIECTBIseMas B IEISIX €ro J0mycka
K peayii3aluy U MEJAUIIMHCKOMY MPUMEHEHHI0 Ha Tepputopun Pecniy6nuku benapycs;

locynmapcTBeHHBI  peecTp  JIGKAPCTBEHHBIX  cpeacTtB  PecnyOnmmku — bemapych —
roCy/apCTBeHHbI HH(MOPMALMOHHBIA pecype, COJEpKallfil CBEACHUS O JEKapCTBEHHBIX
CpeICTBaX, 3apETUCTPUPOBAHHBIX B PecnyOnnke benapyce;

JepKaTellb PEerucTPallMOHHOTO YAOCTOBEpEHUs — Iopuauyeckoe suio PecryOmuku
benapych, uWHAMBHIYyaJdbHBI  NpEeaNpUHUMATENb, 3aperUCTpUpOBaHHBIA B PecmyOmnuke
benapych, uHOCTpaHHOE MOPUIUYECKOE JUIO, HMHOCTPAHHAs OpraHu3alus, CO3JaHHbIC
B COOTBETCTBUHU  C 3aKOHOJATEIbCTBOM  HHOCTPAHHBIX IOCYIapCTB, KOTOPBIM  BBIAAHO
PETUCTPALIMOHHOE yIOCTOBEPEHHE U KOTOphle HECYT OTBETCTBEHHOCTh 3a 0E€30MacHOCTbD,
3G HEKTUBHOCTD U Ka4E€CTBO JICKAPCTBEHHOT'O CPE/ICTBA;

JNOKJIIMHUYECKOe  (HEKJIIMHUYECKOE)  HCCeIoBaHWE  JIEKAPCTBEHHOIO  CPEACTBA —
XHUMHYECKoe, (HU3nUecKoe, OHOJOTHMYECKOe, MHUKPOOHOIOTHYecKoe, (apMaKoIOTHIECKOe,
TOKCHUKOJIOTHYECKOE MO0 APYroe SKCIepUMEHTAIBHOE UCCIICJOBAHUE WU CEPUSI HCCIET0BaHUN
10 U3YYEHUIO JIEKAPCTBEHHOT'O CPEACTBA IIYTEM IPUMEHEHUS HayYHbIX METOJOB OLIEHOK B LIEJISX
M3YYEHHUS €ro Crenupuyeckoro AeUCTBUSA U (UJIM) 0Ka3aTeIbCTB O€30MacHOCTH IS 310POBbS
YeJI0BEKa;

WHCIIEKTUpOBaHWe ((papmameBTHYECKass HHCIEKIMSA) — OICHKa »dTama (mporecca)
oOpalieHusl JeKapCTBEHHBIX CPEJCTB B IENSAX YCTAHOBIICHHS €Tr0 COOTBETCTBHS TPEOOBAHUAM
HaJJIexaIux GpapMaleBTUYeCKUX MPaKTUK B chepe oOpaleHust IeKapCTBEHHBIX CPE/ICTB;

UHCTPYKUHUS 110 MEAMLIIMHCKOMY  IPUMEHEHHUIO0  (JMCTOK-BKJIAJbIII) —  JOKYMEHT,
MOMEIIAEMBbI B YIIAKOBKY C JICKAPCTBEHHBIM TpenaparoM, coaepxkamuid  uHPOpMaIuio
TUTSL IOTPEOUTEIIS;

UCCIIEeyeMbIil JIeKapCTBEHHBIN IMpernapaT — JIEKapCTBEHHBIM Mpenapar, KOTOPBIA Mpu
MIPOBEJICHUN KIMHUYECKOIO MCCIEAOBaHUs (MCHBITAHUs) IIOJBEPIraeTcs MWCIBITAHUIO WIN
MpUMEHsIeTCS Ui CPaBHEHMS, BKJIIOYas IU1ae0o, B TOM YHUCIE 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBI  Ipemapar B cllydae, €cld CIOoCO0 €ero NpHUMEHEHUs  OTJIMYaercs
OT YTBEPXKAECHHOTO, a TAK)KE €CJIM OH MCIOJb3YETCs 110 HOBOMY ITOKa3aHMIO JJI MEAUIIMHCKOIO
MPUMEHEHHUSI WJIH TOTY4YEHUSI TOTIOTHUTEIbHOW HH(POPMAIIUU IO YTBEPKICHHOMY ITOKa3aHUIO;

KAauecTBO JIEKapCTBEHHOTI'O CpEACTBAa — COBOKYINHOCTb CBOMCTB U XapaKTEPUCTHK
(dapmarieBTHUECKOM  CyOCTaHIIMM, JICKAPCTBEHHOTO TMperapaTta, oOecrneuuBaromias Hx
COOTBETCTBHE LI€JIEBOMY Ha3HAYECHMIO JIJISI MEAULIMHCKOIO IPUMEHEHNUS;

KJIMHUYECKOE HCClieIoBaHUe (MCMBITAaHWE) JIEKAapCTBEHHOIO IMIperapara — H3y4eHHue
TUarHOCTHYECKUX,  JIeUYEOHBIX,  NPOPUIAKTHUYECKHUX, (apMaKoJOTUYECKUX  CBOMCTB
JICKapCTBEHHOT'O  Mperapara B IPOLEcCe €ro MEIUIUHCKOIO0 MPUMEHEHHUS CYObEeKTOM
UCCIIEIOBaHMs, B TOM YHCJIE€ IPOLECCOB BCAChIBAHUSA, paCHpEleNIeHUs, MeTaboau3Ma
U BBIBEJICHUSA, TIyTEM [PUMEHEHUS HAayYHbIX METOJOB OIEHOK B LENSAX MOJYyYEHHUS
JI0Ka3aTeNbCTB  0€30MacHOCTH M 3(PPEKTUBHOCTH  JIEKAPCTBEHHOTO IMperapara, JIaHHBIX
O HE)KENATENbHBIX  pEaKIMsAX  OpraHu3Ma  4YeJOBeKa  Ha MEIMIIMHCKOE  MPUMEHEHUE
JIEKapCTBEHHOTO TIpenapara u 00 3pdexre ero B3auMoJeHCTBHS C IPYTUMHU JIEKApPCTBEHHBIMH
npernapaTamMu U (WIK) TUIIEBBIMH MPOTYKTaMU;

JIeKapCTBeHHasi (opMma — COCTOSIHUE JIEKapCTBEHHOTO IIpernapara, COOTBETCTBYIOILEE
croco0aM ero BBEICHHMS U MEIUIMHCKOTO MpPHUMEHEHHs U 00ecleunBaroniee JIOCTHKEHHE
HeoOxoaumoro 3¢ dexTa;

JICKapCTBEHHOE CPEACTBO — CPEACTBO, MpEACTaBIAIONIee COOOH WM coaepxaliee
BELIECTBO JINOO KOMOMHAILIMIO BEHIECTB, BCTYIAIOIIEE B KOHTAKT C OPraHM3MOM YEJIOBEKa,
npeJHasHauYeHHOE IS JICYEHUsS,, MEJUIIMHCKON NpoduiIakTHKK 3a00sieBaHUIl uenoBeka JHOo
BOCCTAHOBJICHHS, KOPPEKIUH WWJIM H3MEHEHUs (U3MOJOrudYeckux (QyHKUUNH ero opraHusma
MOCPENICTBOM (hapMaKOJIOTHYECKOr0, MMMYHOJIOTUYECKOT0 JINOO METa0OIMYECKOro BO3ACHCTBUS
WM )11 JUATHOCTUKH 3a00JIEBAHUM U COCTOSIHUI YeJIOBEKA;

JIEKapCTBEHHBIH Mpenapar — JeKapCTBEHHOE CPEJICTBO B BUJIE JIEKApCTBEHHOM (pOpMBI;
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HEeXXeJaTeNnbHas peaklus — HEeNpeJHaMEpeHHas HeONaronpusTHas peakius OpraHu3Ma
YeJIOBEKa, CBS3aHHAas C IPUMEHEHHMEM JIEKApCTBEHHOIO IIpernapara WM HCCIEeLyeMOoro
JICKQpCTBEHHOTO ~ MperapaTa | Mpeanojiaraioiias Hajludyue BO3MOXKHON  B3aUMOCBS3H
C IPUMEHEHUEM TaKUX JIEKapCTBEHHBIX IIPENapaToB;

HETpeBHICHHAS HEXKENaTeNIbHAs PEaKIis — HeXeNnaTeabHasi peakius, XapakTep, CTeNeHb
TSKECTH WIM HCXOJA KOTOPOH He COOTBETCTBYIOT HH(pOpMalMHU, cojepxalieiics B oOuiei
XapaKTepUCTHKE JIEKAPCTBEHHOTO Mpernapara JIn0o OpoIope uecaeqoBaTess A HCCIeyeMOoro
JIEKapCTBEHHOTO Ipernapara;

HOPMATHUBHBIM JIOKYMEHT IO Ka4YeCTBY — JIOKYMEHT IPOU3BOAMUTENS JIEKAPCTBEHHOTO
CpeACTBa, YCTaHABIMBAIOIIMN TpeOOBaHMA K KOHTPOJIIO KadecTBa JIEKAPCTBEHHOI'O CPEICTBA,
COZep AN  TOKa3aTeNd KadyecTBAa M OMHCAHHWE METOJOB U aHAJUTUYECKUX METOJUK,
UCIOJIb3YEMBIX IIPH KOHTPOJIE KaueCTBa JICKapCTBEHHOI'O CPE/ICTBA;

oOpalleHne JIeKapCTBEHHBIX CPEICTB — pa3paboTKa, AOKIMHUYECKHE (HEKIMHHYECKHUE)
UCCIIEIOBaHMsI, KIMHUYECKHE MCCIEeOBaHUs (UCHBITAaHUA), HKCIEPTH3a, HHCIEKTUPOBAHHE
(papmaneBTHUeCcKass MHCHEKIMs), perucrpanus, (apMakoHaI30p, KOHTPOJIb KayecTsa,
IIPOMBIIIJICHHOE MPOU3BOJCTBO, AllTEYHOE M3TOTOBJIECHUE, XPAHEHUE, TPAHCHOPTHPOBKA, BBO3,
BBIBO3, pealM3anus, OTHYCK, MEIUIMHCKOE NPUMEHEHHE, BO3BpAT IPOU3BOAUTENIO WIH
MOCTaBIINUKY, YHUUTOXEHHE JIEKAPCTBEHHBIX CPE/ICTB;

o0ImIasi XapakTepUCTHKAa JICKApCTBEHHOTO Mpenapara — JOKYMEHT, COJIep KAl
uHbOpMALMIO U1 MEIULUUHCKUX U (apMalleBTUYECKMX  paOOTHUKOB 0 0e30mMacHOM
1 2QPEeKTUBHOM MEIUIMHCKOM TPUMEHEHUH JIEKAPCTBEHHOTO TIpenapara, pa3MelIeHHBINA
B ['ocynapcTBeHHOM peecTpe JekapcTBEHHbIX cpeacTB PecnyOnuku benapyces u (wiin) eauHom
peecTpe 3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPENICTB EBpa3uiickoro 3KOHOMHYECKOTO CO03a;

ONTOBAs. pealu3alus JIEKapCTBEHHBIX CPEACTB (IUCTpUObIOLHMA) (Hajee — ONToBas
peanmm3anysl  JIEKapCTBEHHBIX  CPEICTB) —  JIESATENBHOCTh, CBSI3aHHAs  C MPUOOPETEHHEM,
XpaHEHHEM, BBO30OM, BBIBO30M, peanu3auuel (3a UCKIIOYEHHEM peau3allMid HacelleHUto) 0e3
OrpaHUYEHUS] 00bEMOB, TPAHCTIOPTUPOBKOM, YHUYTOKEHHUEM JIEKAPCTBEHHBIX CPEJICTB;

opdanHble (penkue) 3a00JIeBaHUS — IPYIIA TSHKEIbIX XPOHHYECKUX MPOrPECCHPYIONIUX
3a0oNeBaHNl,  WMEIOMNX, Kak  TpaBWIO,  TEHETHYECKYl0  TPUPOAY U YPOBEHb
pacrpoCTpaHEHHOCTH B MOMYJALUU He Oojiee oaHoro ciaydass Ha 10 000 yenoBek, MpUBOIAIINX
K COKpAIICHUIO 0KUTaeMON TIPOIOJDKUTEIBHOCTH )KU3HH, MHBAJIUIHOCTH;

opbaHHbIl  (penkuii)  JEeKapCTBEHHBIM  mpemapaTr —  JIEKapCTBEHHBIM  mpemnapart,
MpeIHa3sHAuYeHHBIH Ui AMarHOCTHKH, JTHUOMATOTEHETUYECKOTO WM  NaTOT€HETHYECKOTO
JeyeHust (JeYeHHsl, HAlpaBJIEHHOTO HAa MEXaHU3M pa3BUTHUs 3a00s1eBaHus) Op(aHHBIX (PEAKHX)
3a00JIeBaHUI;

MEepeYeHb OCHOBHBIX JICKAPCTBEHHBIX CPEJACTB — YyCTaHABIMBAEMbIi MUHHCTEPCTBOM
3/IpaBOOXPAHEHMs CIMCOK JIEKAPCTBEHHBIX CPEICTB, YAOBJIETBOPSAIOUINX >KU3HEHHO Ba)KHBIE
notpedHocTH HaceneHus: Pecyonuku benapyck B oOecriedeHUH J€KapCTBEHHBIMHU CPEACTBAMU,
aTakKe UCMOJNb3yeMbId Ui JbTOTHOTO, BTOM 4ucile OecIlaTHOro, oOecredeHus
JIEKApCTBEHHBIMH CPEACTBAMHU OT/EIBHBIX KaTETOPHH TpakJaH NMpPHU OKa3aHWW MEIHIIMHCKOU
MOMOIIM B aMOYJIaTOPHBIX YCIOBHSX;

MIPOMBIIITICHHOE TIPOM3BOJICTBO JICKAPCTBEHHBIX CPEICTB — JCSTEIHHOCTDh POU3BOIUTEIS
JIEKApCTBEHHBIX CPEJCTB, BKIIOYAIOIIAs NPUOOpPETeHHEe MCXOIHOTO ChIpbs, MaTepHajoB
Y TIPOJTYKIIMH, BHITTOJIHEHHE OJTHOW MJIM HECKOJIBKUAX CTaIMi TEXHOJIOTHIECKOTO MPOIecca, B TOM
qucie Mpoliecca YINaKOBKH, KOHTPOJIb KauecTBa, BbIAAady pa3pelleHus Ha BBIYCK, XpaHEHUE,
peann3aIuio JIEKapCTBEHHBIX CPE/ICTB;

PETUCTpPAlMOHHOE JIOChE — KOMIUIEKT JIOKYMEHTOB, TPEACTaBIsIEMbI 3asiBUTENEM
IUTS TOCYAaPCTBEHHOW  perucTpanvy  (MOATBEPXKICHUS  TOCYJAapCTBEHHOW  PETHUCTPAIIHH)
JIEKapCTBEHHOTO CpeJCTBa Ha TeppuTopuu PecmyOnuku benapych, copepkammx CBeJeHHS
0 6e30macHOCTH, (PPEKTUBHOCTH U KauecTBE JIEKAPCTBEHHOT'O CPEICTBA, M MHBIE JOKYMEHTHI,
omnpenensemble CoBetom Munuctpos Peciyonuku benapycs;

PETUCTPAIMOHHOE  YJIOCTOBEPEHHME —  JOKYMEHT,  BblJaBaeMbli  MUHUCTEPCTBOM
3/IpABOOXPAaHEHMs] IO pe3yJbTaTaM  OCYILECTBJIEHUS  TOCYAApCTBEHHOH  perucTpaluu
(moaTBEpKAEHUS TOCYAAPCTBEHHOM PEruCTpalvy) JIEKapCTBEHHOIO CPE/ICTBA;
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PETUCTpAIlMOHHBI HOMEp — KOZOBOE€ OOO3HAYeHHE, MPHCBANBAEMOE JIEKAPCTBEHHOMY
CPEICTBY IO pe3yibTaTaM OCYIIECTBIECHUS €ro TOCYJapCTBEHHOM perucTpalu;

Pecniybnukanckuit hopMyssip IEKapCTBEHHBIX CPEJCTB — CIIUCOK JIGKAPCTBEHHBIX CPEJICTB
C 10Ka3aHHON 3((PEeKTUBHOCTHIO, JOMYCTUMON O€30MaCHOCThIO, HamboJIee IKOHOMUYECKU
BBITOJTHBIX TPH UCIIOJIB30BAHNH OIOJKETHBIX CPEJICTB, BBIIEIIEMbIX Ha 3/IpaBOOXPAHEHUE;

PUCKH, CBS3aHHbIE C IPUMEHEHUEM JIEKapCTBEHHOIO IIpernapara, — JIOObIE pPHCKH,
CBsI3aHHBIE C 0€30MaCHOCTHIO, A(PPEKTUBHOCTHIO M KAUYeCTBOM JIEKAPCTBEHHOTO IIpernapara,
B OTHOUICHHH 3/10pPOBbsI MallMEHTOB WJIM HACEJICHUS WIM PUCKHU, BEAYIIHE K HEXeIaTeIbHOMY
BO3/JICHCTBUIO HA OKPYKAIOLLYIO CpENY;

COOTHOIIEHHUE «I0JIb3a — PUCK» — PE3YJIbTAT OLEHKU IOJOKUTEIbHBIX TEPAeBTUYECKUX
3G (EeKTOB  JEKApCTBEHHOTO Ipermapara IO OTHOIIEHHIO K PUCKaM, CBS3aHHBIM C €T0
MEIUIIMHCKUM PUMEHEHUEM;

CPOK TOJIHOCTH JIEKapCTBEHHOI'O IIpernapaTa — IE€pHOJ BPEMEHM, B TEUEHHE KOTOPOIO
JIEKapCTBEHHBIN Tpernapar He yTpauuBaeT 0e30MacHOCTH, 3((PEKTUBHOCTH U KauyecTBa MpH
HQ/IJISKAIIEM XpAaHEHUH B YCJOBUSAX, YKAa3aHHbIX Ha YIIAaKOBKE, B OOILIEH XapaKTepUCTHKE
JIEKapCTBEHHOTO Tpemnapara | (WiM) HWHCTPYKIMH [0 MEIUIUHCKOMY MPUMEHEHUIO (JIHUCTKe-
BKJIAQJIBIIIIE);

CyOBEKT Hccle0BaHUs — GU3NYECKOE JTUII0, YYACTBYIOIIEE B KITMHUYECKOM HCCIIEIOBAaHUH
(MctipITaHMM) JIEKAPCTBEHHOTO TIperapara B COCTABE TPYIIbI, MOJIYyYarolled HCCIeayeMbli
JIEKapCTBEHHBIN Mpemnapar, TM00 B COCTaBE KOHTPOJIBHOM IPYIIIIBL;

¢banbcupuUIpPOBaHHOE JIEKAPCTBEHHOE CPEACTBO — JIEKAPCTBEHHOE CPEACTBO, YMBIIUIEHHO
cHaO)KeHHOE HEIOCTOBEpHON HHQOpMAIMEl 0 ero coctaBe | (WJIHM) MPOU3BOJIUTENE, a TAKKe
HEIOCTOBEPHOH nH(popManueit 000 BCex dTarax ey MOCTaBKU JIGKAPCTBEHHOTO CPEJICTBA;

bapmakoHaa3op — JeSITeNIbHOCTb, HampaBlieHHAs Ha BBISIBIICHUE, OILICHKY
U IPEJOTBPALCHUE HEXKEJIATEIbHbIX [TOCIIECTBUI IPUMEHEHUS JIEKApCTBEHHBIX IPENapaTos;

(dapmakorneliHas CTaThs — TEXHUYECKUII HOPMATHUBHBIN MPABOBOM aKT, YCTAHABIMBAIOIIHIA
TpeOOBaHUSI K METOJaM KOHTPOJII KadyecTBa JICKAPCTBEHHBIX CPEICTB U 00OPYIOBaHUIO,
HE00XOIMMOMY JIJIsl IPOBEACHUSI UCIIBITAHUN KayecTBa JIEKAPCTBEHHBIX CPEJICTB, YITAKOBOYHBIM
MaTepuagaM, peakTUBaM, JIEKapCTBEHHBIM (opmaMm, KauyecTBY JIEKAPCTBEHHBIX IIperaparos,
(dapManeBTUUECKMX CyOCTaHLMM, JIEKAPCTBEHHOTO PACTUTENBHOTO ChIPbs, CTaHIAPTHBIM
oOpasiiam, BCIOMOTaTeIbHBIM BEIIIECTBAM;

¢dapmanieBTHUeCKass ~ CyOCTaHLUSA —  JIGKAPCTBEHHOE  CPEJACTBO,  MpeAHa3HAYEHHOE
JUIS IPOMBIIIIJIEHHOTO MTPOU3BOJICTBA U alITEYHOT'0 M3TOTOBJICHUSI JIEKAPCTBEHHBIX NPENapaToB;

(bapMaeBTUYECKUI MHCIEKTOp — (PU3HUECKOE JIMII0, YIIOJIHOMOYEHHOe MUHHCTEpCTBOM
3/IpaBOOXPAaHEHMsI Ha MpoBeJeHHE (apMaleBTUUECKOW HWHCIEKIUU | BKIIOUYEHHOE B pEecTp
(dapmaneBTHuecKUX HHCTIEKTOpoB PecniyOnuku benapycs;

3G(PEKTUBHOCTh  JICKAPCTBEHHOTO  Mperapara —  COBOKYIHOCTb  XapaKTEPUCTHUK
JIEKapCTBEHHOI'0  Iperapara,  OOECHEeUMBAIOIIMX  JOCTHXKEHHE  MPO(PHUIAKTUYECKOTO,
JMAarHOCTHYECKOro WM JjedeOHoro »3¢ddexra nub0 BOCCTAHOBICHHE, KOPPEKLHUIO WM
M3MEHEeHeHre (PU3NO0JIOTMUECKUX (PYHKIIMN OpraHu3Ma 4eloBeKa.

TepmuHbl «OHMOAHATOIMYHBIA JIEKApCTBEHHBIN IMpenapar (OumoaHayior, OMONOJ0OHBIN
JIEKApCTBEHHBIM Tpemapar, OuoCUMWIAp)» (masee — OWOAHATOTHYHBIA  JICKAPCTBEHHBIN
npernapar), «OMONOTUYECKU  JIeKapCTBEHHBIN npenapar», «OMOTEXHOJIOTUYECKUI
JIEKapCTBEHHBIN IpernapaTy, «BOCIPOM3BEACHHBIM JIEKAPCTBEHHbINM IMpernapaT (T€HEpHK)»
(amee — BOCIIPOM3BECHHBIN JIEKapCTBEHHBIN TMpemapar), <«THUOpUIHBINH JIeKapCTBEHHBIN
mpernapar, «rOMEONaTHYecKoe  JIEKapCTBEHHOE CPEICTBOY, «MMMYHOJIOTUYECKU I
JIEKapCTBEHHBIN Mpemnapar (MMMYHOOHOJOTMYECKHH JIeKapCTBEHHBIN Mpemapar)» (nanee —
MMMYHOJIOTHYECKHI JIEKapCTBEHHBIM IIpernapar), <«JIEKapCTBEHHOE pPAaCTUTEIbHOE ChIPhey,
«oOuienpuHsTOoe  (FPYyNINHPOBOYHOE)  HAMMEHOBAHUE  JIGKAPCTBEHHOIO  IIperaparay,
«OpPUTMHANbHBINA JIEKAPCTBEHHBIH TMpenapary, «paanodapMaleBTUUECKOEe JIEKapCTBEHHOE
CPEICTBO» HCIIOJIB3YIOTCSI B HACTOAILEM 3aKOHE B 3HAUEHUSX, ONPEACIECHHBIX MEXAYHapOAHO-
MIPaBOBBIMU aKTaMH, COCTaBJISIOUIMMH MpaBo EBpasuiickoro 3KOHOMHYECKOIO COr03a B cdepe
oOpalleHus JIEKAPCTBEHHBIX CPEJICTB.

OnpeneneHrs HHBIX TEPMUHOB COJEPIKATCS B OTACIBHBIX CTAaThsIX HACTOALIETO 3aKOHA.

4



Hayuonanvnuiii npasosoit Hnmepnem-nopman Pecnyoauku benapycw, 19.05.2020, 2/2732

Cratss 2. [IpaBoBoe pery/iMpoBaHHue OTHOLIEHHUI B cepe
o0paleHus JIeKapCTBEHHBIX CPEACTB

OtHomeHust  Bcdepe  oOpalieHHs  JIGKAPCTBEHHBIX  CPEACTB  PETYIHUPYIOTCA
3aKOHO/IaTEIILCTBOM 00 OOpalIeHny JICKapCTBEHHBIX CPEACTB, MEXKIyHApOIHBIMH JOTOBOPAMHU
PecniyOnuku benapych, a Takke MeXIyHapOIHO-TIPABOBBIMU aKTaMH, COCTABJISIOLUIMMH IPABO
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

3aKOHOIATENECTBO 00 oOpareHuu JIeKapCTBEHHBIX CpeACTB OCHOBBIBACTCS
Ha Koncrurynnn PecnyOnukn bBenapych ¥ cocTOMT W3 HACTOSIIEro 3aKOHA M MHBIX aKTOB
3aKOHO/IaTEIIbCTRA.

Ecnu mexaynaponusiM oroBopoM PecryOnuku benapych ycTaHOBIEGHBI MHBIE HpaBHIIA,
4eM Te, KOTOpbIE COJIEPKATCs B HACTOSIIIEM 3aKOHE, TO NPUMEHSIOTCS —IpaBHia
MEX[yHapOIHOTO JIOTOBOPA.

Crarba 3. Cdepa neiictBusi HacTosiero 3aKkoHa

JlelicTBUE HACTOALIEr0 3aKOHA PACHpPOCTPAHAETCS HA IOPUAMYECKUX M (PU3MUECKUX JIHLL,
BTOM  4YHCI€  MHIUBUAYAJIbHBIX  MpPEANpPUHHUMATENEH,  ydacTBYIOIIUMX B OOpallleHUH
JIEKapCTBEHHbIX  CPEJCTB,  BKJIIOYas  OpPUTHMHAJbHBIE  JIEKAPCTBEHHBIE  IpEnaparsl,
BOCITIPOW3BE/ICHHBIE JIEKAPCTBEHHBIE Npenaparhl, THOPHUIHBIC JIEKAPCTBEHHBIC IPEMapaThl,
AHTHCENITUYECKUE JIEKAPCTBEHHBIE IIpenapaThl, I'OMEONAaTUYECKUE JIEKAPCTBEHHBIE CPEJICTBA,
panuodapmaneBTUYeCKUE  JIEKApCTBEHHbIE  CpPEACTBA,  OMOJIOTMYECKHE  JICKApCTBEHHBIE
npernaparsl (B TOM qucie UMMYHOJIOTHYECKUE JIeKapCTBEHHbIE Ipernaparsl,
OMOTEXHOJOIMYECKHE  JIGKAPCTBEHHBbIE  Ipermaparbl, OMOaHAJOIMYHbIE  JIEKApPCTBEHHbIE
npemnaparsl), opdaHHble (penKHe) JIEKapCTBEHHbBIE Ipemnaparbl, JApYrHe JIeKapCTBEHHBIC
mpenaparel, a TakKe HCCIeNyeMble JICKapCTBEHHBIE —Tpemnaparsl, (apMareBTUYECKHe
CyOCTaHIIMM M JIEKApCTBEHHOE PACTUTENIbHOE ChIpbe (Jlajiee, €CciIM HE YCTaHOBJIEHO HHOE, —
JIEKapCTBEHHbIE CPEJICTBA).

Crarbs 4. OCHOBHbIC NIPUHIMIIBI TOCY1APCTBEHHON MOJTUTHKH
B cepe oOpamieHus 1eKapPCTBEHHBIX CPEACTB

OCHOBHBIMM ~ TPUHLUIIAMH  TOCYJApCTBEHHOM  MOJIMTUKM B cepe  oOpaiieHus
JIEKAPCTBEHHBIX CPEJICTB SABJISIFOTCS:

rOCyJJapCTBEHHOE peryaupoBaHie 0OpaleHNs JeKapCTBEHHbBIX CPE/CTB;

JOCTYITHOCTB JIEKAPCTBEHHBIX CPEICTB;

MOAJIEPKKA U Pa3BUTHE MEKIYHAPOIHOIO COTPYAHUYECTBA.

Crartbs 5. JI0CTYNIHOCTD JIEKAPCTBEHHBIX CPEICTB

JIOCTYyIMHOCTh JIEKapCTBEHHBIX CPEJICTB SIBISETCS HEOOXOIUWMBIM YCIOBHEM OOecTieueHus
HACEJICHUSI CBOEBPEMEHHOW MEIUIIMHCKON TOMOIIBIO.

INocynapcTBo oOecnieunBaeT JOCTYMHOCTD JIEKAPCTBEHHBIX CPEJCTB MMYTEM:

HamOoJee TMOJIHOTO HACHIIIEHUS BHYTPEHHETO pBIHKA Oe30MacHbIMH, 3(P(EKTUBHBIMU
Y KQYECTBEHHBIMU  JIEKAPCTBEHHBIMM  CPEACTBAMM, B IIEPBYK0  OYEPEAb  BKJIIOUYCHHBIMHU
B PecriyOnukanckuii popmyssip TeKapCTBEHHBIX CPECTB, MEPEYCHbh OCHOBHBIX JIEKAPCTBEHHBIX
CPEJICTB;

COBCPUICHCTBOBAHUSA CUCTEMBI p€aIn3alun JICKAPCTBECHHLIX CPEICTB.

JIbroTHOE, B TOM uyHucie OecruiaTHOe, oOOecliedeHHe JIEKapCTBEHHBIMU CpPEICTBAMU
OT/ACJIBHBIX KaTeropui IpakJAaH OCYIIECTBISAETCS IO PEeLEenTaM Bpadyedl B Mpeaesiax IMepeyuHs
OCHOBHBIX JIEKAPCTBEHHBIX CPEJICTB.

Cratssa 6. I'ocynapcrBennas papmakones Pecmydiukn besapyce

locynapctBennass  ¢apmakomnes  Pecniybnmuku — benmapych  mpexacrasisier  coOoif
CUCTEMATHU3UPOBAaHHBIA, MOAJAEPKUBAEMBIM B aKTyaJlbHOM COCTOSIHUM COOpHHMK  OOIIMX
Y YaCTHBIX (hapMaKONEeHHbIX cTaTell, yrBep:KaaeMbIX MHUHHUCTEPCTBOM 3/JpaBOOXPAHEHUSI.
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Oo6mme apmakoneitnsie ctarbu ['ocynapcrBennoit dapmakonen Pecny6nuku bemapych
YCTaHABIIMBAIOT OOIIMe TpeOOBaHMS K METO/JaM KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPE/ICTB
1 000pYyZOBaHUIO, HEOOXOAMMOMY JUISI IPOBEJCHHUS HCHBITAHUNA KadyecTBa JICKApPCTBEHHBIX
CPEICTB, YIAaKOBOUHBIM MaTepHallaM, peakTHBaM, JeKapCTBEHHBIM GopMam, papMaleBTHIECKIM
cyOCTaHIMsIM,  JIEKAPCTBEHHOMY  pPAcTUTEIBHOMY  CBIpbIO,  CTaHAAPTHBIM  oOpaslam,
BCIIOMOTAaTENbHBIM  BEIIECTBAaM,  HCIOJB3YeMbIM B IPOMBIIUIEHHOM  INPOHU3BOJCTBE
JIEKapCTBEHHBIX CPEJICTB.

Yactabie (hapmakorieitabie ctaThi ['ocymapcTBenHoi hapmakonen Pecnyonuku benmapych
YCTAaHABJIMBAIOT TPEeOOBAaHUS K KAueCTBY JICKApPCTBEHHBIX IpENapaTroB, (apMareBTHUECKUX
CyOCTaHIIM, JTEeKapCTBEHHOTO PACTUTEIBHOTO ChIPbs, PEAKTUBOB, BCIIOMOIaTEIbHBIX BEIECTB,
YIIAKOBOYHBIX MAaTEpUAJIOB, HCIIOJIB3YEMbIX B IPOMBIIUIEHHOM HPOU3BOJACTBE, alTEYHOM
W3TOTOBJICHUH JIEKAPCTBEHHBIX CPE/ICTB.

Crarea 7. Hapaexamue ¢papmaneBTHYecKHe NPAKTHKH
B cepe oOpalieHUs JeKAPCTBEHHBIX CPEACTB

Hapnexamue apmaneBTuueckie NpakTUKU B cepe oOpaleHusl JIEKapCTBEHHBIX CPEJICTB
pacrpoCTpaHsIOTCS Ha BCe JTambl (Ipolecchl) OOpalleHusi JIEKapCTBEHHBIX — CPEJICTB
1 BKJIFOYAIOT:

Hamexainyto anTedyHyro NpakTHKY, YTBEpPKIaeMyr MMHHCTEPCTBOM 31paBOOXPAHEHUS
U IPEJCTAaBIISIIONLYI0 COO0M COBOKYNHOCTh MPaBHJI IO allTEYHOMY H3TOTOBJIEHUIO, KOHTPOIIO
KAauecTBa, KOHTPOJIIO 3a CPOKAMM TOJHOCTH, YIAKOBKE W MapKUPOBKE, YCIOBHUAM XpaHEHMS,
(apMarieBTHYECKOMY KOHCYJIBTHPOBAHUIO W pPeajN3allii, OTIYCKY JIEKApCTBEHHBIX CpEACTB,
BKJIFOYast TpeOOBaHUS K IOMEILEHUSM, 000pYJOBAHUIO U KJIACCU(PHUKALIMU AlTEK 110 KATErOpUsIM;

Hamnexxamyro  OpakTUKy  XpaHEHMs  JIEKAPCTBEHHBIX  CPEACTB,  YTBEPKIAEMYIO
MUHHCTEPCTBOM  3[PAaBOOXPAHEHUS U MPEACTABIAIONIYI0 COOOW COBOKYNHOCTb IPaBUII
10 OPraHu3allil XPaHEHUs JIEKapCTBEHHBIX CPEJCTB, BKJOuYas TpeOOBaHUS K IOMEIICHUAM
1 000pYZI0BaHUIO, B LIEJIAX 00eCIIeYeHUsI KaueCTBa U COXPAHHOCTH JIEKAPCTBEHHBIX CPEJICTB;

Hamnexamyro  DpOW3BOACTBEHHYHO  NPAKTUKY, YTBEPXKAAEMYHO  MMHHUCTEPCTBOM
3/IpABOOXPAHEHMs] U MPEACTABISIOIIYI0 COOOM  COBOKYNHOCTb MpPaBMJ IO OpraHU3aIllUH
MIPOMBIIIJIEHHOT'O TIPOM3BOJICTBA U KOHTPOJIKO KAYECTBA JIEKAPCTBEHHBIX CPEJICTB;

IIpaBuna HajuieKaled KIMHUYECKON IPAKTUKU EBpasuiiCKOro 3KOHOMHYECKOIO COHO3a,
YTBEPKIAEMBIE peueHnemM Cogerta EBpazutickoit SKOHOMHYECKON KOMHCCHUH
U TIPEICTaBIISIONE COOOH COBOKYITHOCTh 3THUECKUX U HAyYHBIX TpeOOBaHUHU K IJIAHUPOBAHMUIO,
MPOBEACHUIO,  pEAJ3alM¥, MOHMTOPUHIY,  ayauTy, JOKYMEHTHPOBAaHUIO,  aHAIU3Y
U TIPE/ICTABJICHUIO PpE3yJbTaTOB KIMHUYECKUX HCCIeOBAaHUN (MCIBITAaHUN) JIeKapCTBEHHBIX
IpernaparoB, O0ECMEYMBAIOIINX 3aIIUTy MpaB, OE30MaCHOCTh U Ojaromnonydne CyObeKTOB
UCCIIEIOBaHUSl U MOJIyUeHHWE B paMKax  KIMHUYECKUX  HUCCIEJOBaHMM  (MCHIBITaHMI)
JIEKAPCTBEHHBIX IIPENApaTOB HAJCKHBIX U JOCTOBEPHBIX JaHHBIX;

[IpaBuna Hajexamieil nabopaTopHO NMpakTUKU EBpasuilckoro s5KOHOMHYECKOTO COH03a,
yTBEpKIaeMble pelieHueM Cosera EBpasuiickoit YKOHOMUYECKON KOMHCCHH
U IPEJCTaBISIONINE COOOW COBOKYIHOCTh TpeOOBaHUM K OpraHU3allMM, IUITAHUPOBAHUIO
U TIPOBEJICHUIO JTOKJIMHUYECKUX (HEKIMHUYECKUX) MCCIEOBAHUN JIEKapCTBEHHBIX CPEJICTB,
0 OpPMIIEHHUIO PE3YJIbTATOB U KOHTPOJIIO KayecTBa YKa3aHHbBIX UCCIIeI0BaHUM;

[IpaBuna Haiexamed JUCTPUOBIOTOPCKOW NpakTUKU EBpasuilckoro sKOHOMHUYECKOTO
coro3a, yrBepxkaaeMble pemeHueMm CoBera EBpa3uiickoi 3KOHOMHYECKOW KOMHUCCHUHU
U TIPE/ICTABIAIONME COOOM COBOKYIHOCTh IPaBWJ IO OpraHM3aluu | (PYHKIIMOHUPOBAHHIO
CUCTeMBbl OOECHEeYeHHs KauecTBa, TrapaHTHUPYIOIIUX KAadyeCTBO JIEKAPCTBEHHBIX CpPEJICTB
Ha MPOTSHKEHWH BCEX OTAaloB IEMM IIOCTaBKM, BKJIIOYas INPUOOpETeHHEe, XpaHEHHe
U TPAaHCHOPTUPOBKY,  OT IPOU3BOJAMTENSA  JO IOPUIMYECKHX  JIMI W UHAWUBUIYaJbHBIX
NpEANPUHUMATENICH,  OCYIIECTBISIIOIUX  MPOMBILUIEHHOE  IIPOU3BOACTBO,  PEAIU3ALMIO
JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE JIO OpPTraHM3alMi 31paBOOXPAHEHUS W MHBIX OpraHH3alui,
OCYLIECTBIIAIOIINX MEIULUHCKYIO 1EATEIbHOCTD;
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[IpaBuna Haanexamed NpakTUKA ¢apMakoHaa3opa EBpa3uiickoro 3KOHOMHYECKOTO
coro3a, yrBepxkaaeMble pemieHueMm CoBera EBpa3uiickoi SKOHOMHYECKOW KOMHUCCHUHU
Y TIPEJICTABNISIONINE COOOH COBOKYITHOCTh TIPAaBHJ IO OPTaHU3AIUU U OCYIICCTBICHUIO
JEpKATEISIMA ~ PETUCTPALIMOHHBIX  YIOCTOBEpPEHUHM W MHUHHUCTEPCTBOM  3/1paBOOXPAHEHHUS
JEeSTEeNBHOCTH 10 (hapMaKoOHa130py;

[IpaBuna Hajyexamield NPOU3BOJICTBEHHONW IPAKTHUKUA EBpa3suilckoro 3KOHOMHYECKOIO
coro3a, yrBepxkaaemble pemieHueM CoBera EBpasmiickoil  SKOHOMHUYECKOM KOMHUCCUU
U IPEJCTABISIONINE COOOW  COBOKYINHOCTh IPaBWJI IO OPraHU3aldd  [POMBIIIJICHHOTO
MPOU3BOJICTBA M KOHTPOJIIO KadyecTBa JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUMBIX JIJIsl IOCTABKU
Ha pbIHOK EBpa3uiickoro 5KOHOMHUYECKOIO COH03a.

Cratbs 8. MexxayHapoaHoe COTPYIHUY€CTBO

Pecniy6nuka benapychk ocyiiecTBisieT MeX1yHapOJHOE COTPYAHUYECTBO C MHOCTPAHHBIMU
rOCyJapCTBaMH U MEKAYHApOIHBIMU OpraHU3alisiMH B cdepe oOpalieHusi JIeKapCTBEHHBIX
CPEACTB IOCPEACTBOM pPa3pabOTKU U BBIIOJHEHHUS MEXAYHAPOJHBIX HAYUHBIX MPOrpamM,
oomMena wuH(pOpMaIHel, MPOrPECCHBHBIMH  METOJAaMH  Pa3pabOTKHM W TEXHOJOTHSIMHU
IIPOMBIIIICHHOI'O IPOM3BOJICTBA, AllTEYHOTO M3TOTOBJICHUS JIEKAPCTBEHHBIX CPEICTB, a TAKXKe
y4acTusl B MHBIX MEPONPUATHSX MO JEKapCTBEHHOMY 00€CIIEUEHUIO HACETICHMUSI.

B Pecnybnuke benapych moJiepKUBAlOTCS U pa3BUBAIOTCS  HE NPOTHBOpPEYALHE
3aKOHO/ATENbCTBY (HOPMBI MEXKIYHAPOJHOTO COTPYyJHHYECTBA B 00JacTAX pa3paboTKy,
IIPOMBIIIJICHHOT'O IIPOM3BOJICTBA, AlITEYHOIO0 M3TOTOBJIEHUS, PETMCTPALIUU, KOHTPOJISI KauecTBa,
peanuzanuu JIEKapCTBEHHBIX CPEJICTB, (dapmaxkoHaa30pa, MHCIEKTUPOBAHUS
(papmarieBTHUECKUX MHCIIEKIUI), a TaKKe HHPOPMALMOHHOTO B3aUMOJICHCTBUS 110 BBISBICHUIO
Y IPOTUBOJICHCTBHIO  OOpAIIEHUI0  HEKAYeCTBEHHBIX W (WiM)  (QambCHPUIMPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB.

I')IABA 2
I'OCYIAAPCTBEHHOE PEI'YJIMPOBAHUE B COEPE
OBPALIEHUSA JIEKAPCTBEHHBIX CPEACTB

Crartbs 9. 'ocynapcrBeHHoe pery;iupoBaHue B cdepe
o0panieHus JeKapCTBEHHBIX CPEICTB

l'ocynapcTBeHHOEe perynupoBaHHe B cpepe oOpallleHHs JIeKapCTBEHHBIX  CPEICTB
ocymiectBisitoT Ilpesunent Pecnyonuku benapycs, Coer Munuctpo Pecniyonuku bemapyce,
MUHUCTEPCTBO 3paBOOXPAHEHUS, MECTHBIE HCIIOJIHUTENBHBIE U PACIIOPSANTEIbHBIE OpraHbl
B IIpeieax X KOMIIETEHIIMH U B MOPSIJIKE, YCTAHOBIEHHOM 3aKOHO/1aTEIbCTBOM.

I'ocynapcTBeHHYI0 MONUTUKY B cepe oOpallleHHs JeKapCTBEHHBIX CPEICTB OMNpeAesser
IIpe3unent Pecnyonuku benapycs.

Peanuszanuio rocynapcTBeHHOW MOJUTUKU B cpepe oOpallleHusl JeKapCTBEHHBIX CPENICTB
obecnieunBaet Coser MunuctpoB Pecniybnuku benapyce.

MuHUCTEPCTBO 3/pAaBOOXPAHEHHUSI pEATU3yeT TOCYNAapCTBEHHYIO IOJUTUKY B cdepe
00palleHus JIEKAPCTBEHHBIX CPE/ICTB MMYTEM:

BbIAYU  pa3pellieHud Ha NpOBEJCHHE KIMHUYECKUX HCCIeOBaHUN  (MCHBITaHHI)
JIEKapCTBEHHBIX MPENApaTOB;

roCy/1IapCTBEHHON PETUCTPALIMU JIEKApPCTBEHHBIX CPECTB;

JIMIIEH3UPOBaHUS (papMalleBTUIECKOH J1eATeIbHOCTH;

opraHu3zaiuu 4 (WiM) NpOBEACHHsS] MHCIEKTUpPOBaHMS ((hapMalleBTUUECKUX WHCHEKIUH)
3TanoB (MpoleccoB) oOpalleHus JEKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TpPEOOBaAHHIM
HaJuIexalux GpapMaleBTHYECKUX MPaKTUK B chepe oOpaleHust IeKapCTBEHHBIX CPE/ICTB;

OpraHM3alK CUCTEMBI KOHTPOJISI KA4eCTBA JIEKAPCTBEHHBIX CPEJNICTB;

OpraHM3allK CUCTEMBI (hapMaKoOHAa130pa;

OpraHu3alli  OCYIIECTBJIECHUS  TOCYAAPCTBEHHOrO  (hapMalleBTUYECKOro  Ha/a30pa
3a COONTIOZICHUEM TIPOBEPSEMBIMU CyOBEKTaMH TPEOOBAHWH 3aKOHOAATENIHLCTBA 00 OOpalIeHUH
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JICKApCTBCHHBIX CpPCACTB, B TOM YHCJIIC B YaCTHU YCJIOBI/Iﬁ MNPOMBIIIJICHHOI'O TIPOMU3BOJACTBA,
alnTeYHOr0 W3TOTOBJICHHS, pEAIH3alliH, XPAHCHHS, TPAHCIIOPTUPOBKU U MEAMIIUHCKOTO
NPUMCHCHHMS B OpPraHM3alusAX  37PAaBOOXPAHCHHUS  JICKAPCTBCHHBIX  CPEACTB  (Jasiee —
rOCY/IapCTBEHHBIN (hapMalleBTHUECKHIA HAI30p 3a COOJI0ACHHEM TPeOOBaHUI 3aKOHOIATEIbCTBA
00 oOparlieHuu JICKApCTBEHHBIX CPEJICTB);

MPUOCTAHOBIICHHUS PEATU3allMd ¥ MEAUIIUHCKOTO MPUMEHEHHs JICKAPCTBEHHBIX CPEICTB
UM  HU3BbATUA U3 06paH_IeHI/I$I HEKAYCCTBCHHBIX U q)aJILCI/I(bI/II_[I/IpOBaHHBIX JICKApCTBCHHBIX
CPEICTB, aTaKKe  JICKAPCTBEHHBIX  CPEJCTB  C YCTAHOBJICHHBIM  HEOJAroNnpHUsTHBIM
COOTHOILICHHEM «I10JIb3a — PHCKY;

OCYIIECTBIICHHS HMHBIX (QYHKIHHA, MPEIYCMOTPEHHBIX HACTOSIIMM 3aKOHOM | WHBIMH
aKTaMH 3aKOHOJIATeNILCTBA.

MecTHbIC UCIOJHHUTEIbHBIC U PACTIOPSAAUTEIILHBIC OPTraHbl MPOBOIAT T'OCYAAPCTBCHHYIO
NOJUTHKY B cdepe oOpaiieHus JIGKAPCTBEHHBIX CPEJICTB B Mpejeiax  KOMIICTCHIINH,
OIpeessIeMOi 3aKOHOIATEIbCTBOM.

Cratsba 10. I'ocynapcrBennas perucrpanus (oaATBepKIeHHe roCy/1apCcTBeHHOMH
perucTpanum) JeKapcTBeHHbIX cpeacTB. Peructpanus (moarsep:xieHue
PerucTpanum) JJeKapcTBeHHBIX cpecTB B pamkax EBpa3uiickoro
IKOHOMHYECKOI'0 COI03a

JlexapcTBEHHbIE CpPEICTBA JOIMYCKAIOTCA K pealu3alud U MEIULHUHCKOMY MPUMEHEHHUIO
Ha Tepputopun  PecnyOnuku — benapyck  mocie  HMX  rOCYyJapCTBEHHOM — perucTpainuu
(ToATBEpXKACHUS TOCYJApCTBEHHOW PETUCTpAIlHM) WM  PErucTpauud  (MOITBEPKIACHUS
peructpanuu) B pamkax EBpa3uiickoro 3KOHOMHYECKOI0 COI03a, €CJIM MHOE HEe IPEIYCMOTPEHO
HACTOSIIMM 3aKOHOM HJIM MHBIMH 3aKOHOJaTeIbHBIMH aKTaMH.

I'ocynapcTBeHHOM perucTpalyy He MOoAJIexaT:

JIEKapCTBEHHbIE CPECTBA, U3TOTOBJICHHBIE B AlITEKAX;

JIEKapCTBEHHbIE  CPEJCTBA,  INpEJAHA3HAYECHHbIE  JUIS MCIIOJIB30BaHMS B KaueCTBE
BBICTABOYHBIX 00pa3IlOB;

JIEKapCTBEHHbIE  CPEJCTBA, IpEeAHAa3HAYEeHHbIE JIJIs MPOBEJEHHUs HKCHEPTH3bl  IpHU
OCYILIECTBJICHUM  TOCYJAapCTBEHHONM  perucTpauuu  (IMOATBEPKICHUS  T'OCYJapCTBEHHOMN
perucTpanym) JeKapcTBEHHBIX CPEACTB WM pErucTpanuu (TMOATBEPXKACHUS PErucTpaLiu)
B paMKax EBpa3uiiCKOro 5KOHOMHUYECKOTO COH03a;

JIEKapCTBEHHbIE  CPEJCTBA,  IpEeJHA3HAUYEHHBbIE  JUIS MPOBEACHHUS  JOKIMHUYECKHX
(HEeKJIMHUYECKUX ) UCCIIETOBAHUM, KIMHUYECKUX UCCIIE0OBAHNUN (MCTIBITAaHU);

JIeKapCTBEHHbIE  CpPEACTBA, BBE3CHHble Ha TeppuTopuio  Pecnybnuku  benapych
(bU3NYECKUM JIMLOM IS JINYHOTO PUMEHEHUS;

JIEKapCTBEHHbIE IIpernapaThl, MPOILIEANINEe BCE CTaJWU TEXHOJOTHYECKOro Ipolecca,
3a UCKIIFOUYEHUEM MPOIIeCCOB (PaCOBKU U (WJIH) YIIAKOBKU;

JIEKapCTBEHHbIE CPEJICTBA, MTPEIHA3HAUEHHBIE /ISl IPOMBILUIEHHOTO MTPOU3BOJICTBA TOJIBKO
Ha KCIIOPT U He NMpeIHa3HaueHHbIe IS peain3aluu Ha Teppuropun Pecriyonuku benapycs;

¢dapmaneBTHUECKHE ~ CYOCTaHIMM NP HAJIMYMM B PETUCTPAIMOHHBIX  JIOChE
Ha JIEKapCTBEHHBIE Tperaparhbl, B COCTaB KOTOPBIX OHU BXOJAT, JOKYMEHTOB IPOU3BOJHUTEICH
3THX  (hapMaleBTHUECKUX CYOCTaHIMH, OTBEYAOIIUX TPEOOBAHHSM, MPEIBSBISIEMBIM
K JOKYMEHTaM, COCTaBJISIOIIMM PETHCTPALIMOHHBIE JOChE.

JlexapCTBEHHOE PACTUTENBHOE CHIPbE IOCIE MPOXOXKIEHHUS CTaJAUM MPOU3BOJICTBEHHOTO
npolecca MpUAaHUsl eMy OINpPE/IEeTIeHHON JeKapCTBEHHOM (hOPMBI MOJUICKUT TOCYAapCTBEHHOU
perucTpalmm Kak JIeKapCTBEHHBIN Mpernapar.

OpuruHaibHbIe JIEKApCTBEHHBIE Mpernaparbl Ul JIEUeHUs,, MEJUIIMHCKON NMpOodUIaKTUKH
WIA JUArHOCTUKU KU3HEYTPOXKAMOIMUX WM TSDKENBIX WHBAIAIU3UPYIOMNX 3a00JIeBaHUM,
JIEKapCTBEHHbIE MpenapaTsl JUId JeueHus: oppaHHbIX (peaKux) 3a00jeBaHUN NMPH OTCYTCTBUH
3¢ (HEeKTUBHBIX METOJIOB OKa3aHMsS MEAMIIMHCKOM IMOMOIIM MOTYT JOIYCKaThCs K pean3aluu
U MEIUIIMHCKOMY  TPUMEHEHHIO  TOocje  MPOXOXKICHHS  HpOLEayphl  HMX  YCIOBHOMU
roCy/1apCTBEHHON perucTpaluu (OATBEPKACHUS YCIOBHOM rOCy/1apCTBEHHON PETUCTPALIiN).
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JUisi TOCYAapCTBEHHOM perucTpanuu (MOATBEPKICHHUSI TOCYyJapCTBEHHON DPErHCTPaLny)
JIEKapCTBEHHOTO CPEJICTBA, YCIOBHOM TOCYAAPCTBEHHOM perucTpanuu (IOATBEPKICHUS
YCIOBHOM  TOCYIapCTBEHHOW  pPErUCTpaluu) JIEKapCTBEHHOIO  Ipernapara  3asBUTEIb
IIPECTABIISET PETUCTPALIMOHHOE TOCHE.

B kauecTBe 3asBUTENS MOTYT BBICTYIATh!

opuanyeckoe smno PecnyOnuku  benapych, WHAMBUAYalbHBIA IpelIpUHUMATEND,
3aperucTpupoBaHHbiii B Pecryonuke benapych, ”HOCTpaHHOE FOPUANYECKOE JIUIIO0, HHOCTPAHHAS
OpraHM3alysi, CO3JaHHBIE B COOTBETCTBHM C 3aKOHOIATEIBCTBOM HMHOCTPAHHBIX TI'OCYAAPCTB,
MIPOU3BOAIIME JIEKAPCTBEHHBIE CPEACTBA WM pPa3MELIAIOIIME 3aKa3 Ha IPOMBIIIICHHOE
IIPOU3BOJCTBO  JIEKAPCTBEHHBIX  CPEACTB B MHOW  OpraHU3aluHd,  OCYIIECTBIIAIOIICH
MPOMBIIIICHHOE  MPOU3BOACTBO  JICKAPCTBEHHBIX  CPEACTB, JHOO BXOJIIME B COCTaB
00bEeIMHEHNUS, B KOTOPOE TAK)KE BXOAUT IPOU3BOIUTENb JICKAPCTBEHHBIX CPEJICTB;

opuauueckoe auno PecnyOnuku benapych, WMHAMBUAYaJIBbHBIA IpeaNpUHUMATEID,
3aperucTpupoBaHHblil B Pecniybnnke benapyck, HHOCTpaHHOE IOPUINYECKOE JIUI0, MHOCTPaHHAs
opraHu3anys, CO3JaHHbIE B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM HMHOCTPAHHBIX TIOCYIapCTB,
ABJIAIOILNECS ouLnanbHEIMU IIPEICTaBUTENSIMU JepKaTens PETUCTPALIMOHHOTO
YAOCTOBEPEHUS.

He pomyckaercss UCnoiabp30BaHUE B COCTABE PETUCTPALIMOHHBIX JOChE BOCIPOU3BEIEHHBIX
1 OMOAHAJIOTMYHBIX JIEKAPCTBEHHBIX IpPENapaToB JaHHBIX O pe3yjbTaTaX JAOKIMHUYECKHX
(HEeKJIMHUYECKUX) UCCIEeIOBAaHUN U KIMHUYECKUX HCCIeOBaHUN (MCIBITAaHUI) OpUTMHAIBHBIX
JIEKapCTBEHHBIX IpenapaToB 0€3 MUCbMEHHOTO COIJIacusl BJaJeibleB TAKUX JaHHBIX B TEUECHUE
4yeThlpeX JIeT CJaThl TOCYIapCTBeHHOM perucrtpauuu B PecnyOnuke benapych 3Tux
OpUTMHAJIBHBIX JIEKApCTBEHHBIX IpenaparoB. B ciayuae pacnpoctpaHeHust (myOJuKaiuu)
uHbOpMalUK BIAJENbLIEM WIM OT €r0 MMEHU MHBIMU JIMLAMH O pe3yJbTaTax JOKIMHUYECKUX
(HEeKJIMHUYECKUX) MCCIIEN0BAaHUN U KIMHUYECKUX HCCIIEJOBAaHUM (MCIBITAHUN) OPUTMHAIBHBIX
JICKapCTBEHHBIX IpenaparoB B OOLIETOCTYNHBIX MCTOYHMKAX HHGOpMALUU 10 UCTCUCHUS
YKa3aHHOT'O CPOKa TaKO€ pacnpocTpaHeHHE (IyOJMKalus) CUMTAETCs COrJacueM Biajleiblia
9TOM MH(OpPMAIMK HA €€ PACKPBITUE U KOMMEPUECKOE UCIIOIb30BAHNUE.

[lepeyeHp [OKYMEHTOB, COCTaBJISIOIIMX PErMCTPAlMOHHOE JIOChE, YCTAHABIMBAECTCS
CoBerom MunuctpoB PecnyOmuku benapycb. TpeOGoBaHUs K JOKYMEHTaM, COCTaBISIOIINM
PErUCTPAalMOHHOE A0ChE, YCTAHABIUBAOTCS MUHUCTEPCTBOM 3paBOOXPAHEHUSI.

'ocynapcTBeHHYI0 perucTpanuio (MOJATBEPXkKAECHUE TOCYAAPCTBEHHOM pEerucTpanum)
JIEKapCTBEHHBIX CPEICTB, YCIOBHYIO TIOCYIApCTBEHHYIO pPETUCTpalvio (TMOATBEPXKACHUE
YCIOBHOM TroOCYylapCTBEHHOW pEerucTpaly) JIEKAPCTBEHHBIX MPEenapaToB OCYIIECTBIISET
MWUHHUCTEPCTBO 3PaBOOXPAHEHUS.

[Io pe3ynbTraTaM OCYIIECTBIECHHUS TOCYJAapPCTBEHHOM perucrpanu (IOATBEPKICHUS
TOCYJJapCTBEHHOI perucTpainym) JeKapCTBEHHOIO CPEACTBa WM YCIOBHOM TOCyIapCTBEHHOU
peructpauuu (TMOATBEPXKACHUS YCJIOBHOM TOCYIapCTBEHHOM pPEruCTpalyu) JIEKapCTBEHHOTO
IpenapaTa BbIAAETCS PErUCTPAlMOHHOE yaocToBepeHue. [lopsiok BelIauM perucTpaliioOHHOIO
ynocToBepeHus ycraHaBiauBaeTcst Copetom Munuctpos Pecniyonuku benapycs.

3apeructpupoBaHHble (apManeBTHUECKasi CyOCTaHIUs, JIEKAPCTBEHHBIN Mpenapar, B TOM
qyclie MPOILEIINNA YCIOBHYIO TOCYIAapCTBEHHYIO DPETHCTpAIUIo, a Takke (apmalleBTUYecKas
cyOCTaHIMs, BXOJIAIIAsl B COCTaB JIGKAPCTBEHHOTO Mperapara, BKI4JatTces B I'ocy1apcTBeHHbIN
peecTp  JeKapcTBeHHBIX  cpenctB  PecnyOmuku — bemapych,  KOTOpbIii  pa3meriaercs
Ha opuIMaTbHOM caiiTe MUHHMCTEpCTBA 3/IpaBOOXPAHEHUS B INI00ATBHON KOMIBIOTEPHOH CeTH
HuTtepner.

CrpykTypa, mopsaaok  ¢GOpMHpOBaHMS U BeACHHUS [ oCymapCTBEHHOTO — peecTpa
JeKapcTBeHHbIX cpenctB PecnyOnuku benapyce ycranaBmuBaroTcst CoBeTroM MUHHCTPOB
Pecniy6nmku benapych.

[Ipu rocynapcTBeHHOW perucTpanuu (MOATBEPKACHUU TOCYJApPCTBEHHON perucTpaiun)
JIEKapCTBEHHOT'O CPE/ICTBA MPUHUMALTCS pelieHre 00 OTHECEHUHU JIEKAPCTBEHHOT'O CPEJICTBA K:

JIEKapCTBEHHBIM IIpernapaTaM, pealn3yeMbIM IO pelenty win 0e3 penenta Bpaya, JuOo
JIEKapCTBEHHBIM IIperapaTam Uil OKa3aHHUsl MEJUIMHCKOM TOMOIIY B CTALIMOHAPHBIX YCIOBUSX;

HAapKOTHYECKUM CPEICTBAM WJIN IICUXOTPOIHBIM BEUIECTBAM;
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JIEKapCTBEHHBIM CpPEJICTBAM CIHUCKAa «A», TOKCHKOJOTHYECKHME CBOMCTBA KOTOPBIX
IPEJCTABISAIOT MOTEHIUAIBHYIO OIIACHOCTD IS 3I0POBbs YEJIOBEKA U TPEOYIOT OCOOBIX YCIOBUI
xpa"eHus. Ilopsnok W ycimoBus BeIEHMsI 3TOrO CIIMCKAa YCTAaHAaBIMBAKOTCA MUHHCTEPCTBOM
3IpaBOOXPaHEHHUS.

Ha BnepBbie peructpupyemsiii B PecnyOnuke benapych JexkapcTBEHHBIH Ipenapar
BBIIACTCSL PErMCTPALMOHHOE YIOCTOBEPEHHE CO CPOKOM JAeWcTBHA IATh JeT. Ilo mcreyenun
IIATWJIETHEIO0 CpPOKa JEHCTBHS PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHBIN IIperapar
JOJDKEH TPOMTH MNpOLEAypY IOATBEP)KIEHUS TOCYyNapCTBEHHOW perucrpauuu. llpm
MIOATBEPKIACHUH TOCYJAapCTBEHHOM pETUCTpalUy Ha JEKAPCTBEHHBIM IIpenapar BblIAeTCs
OeccpodHOe PerucTpaliMoHHOE YAOCTOBEPEHUE.

IIpn npoxoKIeHHH NpOLEAYPBl YCIOBHOW TIOCYJAapCTBEHHOM PEruMCTpaluy Ha BIIEPBBIC
peructpupyembiii B PecniyOnuke — benmapych — nekapcTBEHHBI  mpemapar  BbLIAeTCs
PEruCTPallMOHHOE YJOCTOBEPEHHE CO CPOKOM JCHCTBUA OAMH rox. IloarsepxkaeHue yciaoBHOM
roCyIapCTBEHHON PETUCTPALUN OCYILECTBISAETCS €KEr0IHO.

JlekapcTBeHHBIII  Mpenapar, NOCTYNMUBIIMKA B peaIM3alMI0 B [IEPUOJ  JICUCTBHUS
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS, JOIIYCKAETCS K pealIn3allMi U MEJULIMHCKOMY IPUMEHEHHUIO
710 UICTEYCHUsI CpOKa TOJHOCTH, YKa3aHHOTO Ha YIIaKOBKe, 0€3 MOATBEP)KACHUS €ro
rocylapCcTBeHHON perucrpanuu. OAHOBpEMEHHAs peajau3anus JIEKapCTBEHHOIO Ipernapara
B paHee U BHOBb COIJIJACOBAHHOM yINaKOBKE U (WJIM) C paHee U BHOBb COIVIACOBAaHHOMU
UHCTPYKLIMEH 10 MEIUIUHCKOMY  NPUMEHEHHMIO  (JMCTKOM-BKJIAJBIIIEM)  JIOIyCKaeTcs
JI0 HCTEYEHHUsI CPOKA I'OJTHOCTH JIEKAPCTBEHHOTO IIperapara.

JlonmyckaroTcss peanu3anuss M MEIULMHCKOE IPUMEHEHHME JIEKapCTBEHHOTO IIpernapara,
MIPOU3BEACHHOTO B TeueHue 180 KajleHAapHbIX [HEH TMocie JaTbl MPUHATHS PEIIeHUs
O IOATBEPXKACHUN €ro TIOCYJapCTBEHHOM pErucTpanuy B COOTBETCTBHM CO CBEICHUSIMU,
COJICpPXKAIIMMUCS B JOKYMEHTAX, COCTABIIAIOIIMX PErMCTPALMOHHOE JOChE, 0 AAThl IIPUHATUSA
TaKOro PpEUICHMs], J0 UCTEUEHUS CpPOKa €ro TOJHOCTH, 3a UCKIIOYCHHEM CIIy4aeB IPHUHSITHS
peuieHuss 0 HEBO3MOXKHOCTH  JTaJbHEHIIEr0  IIPOM3BOJACTBA  JIEKAPCTBEHHOI'O  IIpenapara
B COOTBETCTBUU C PAHEE COIIACOBAHHBIMU JOKYMEHTaMH, COCTaBISAIOLIIUMH PETUCTPALIOHHOE
J0ChE.

Ha 3apeructpupoBaHHBIM JIEKAPCTBEHHBIM IIpemapar  BbIJAIOTCS  COITIACOBAHHBIC
¢ MuHHUCTEPCTBOM 3paBOOXPAHEHUS:

HOPMAaTHUBHBIN JTOKYMEHT I10 KaY€CTBY;

MHCTPYKLHUS [0 METUIUHCKOMY IPUMEHEHHUIO (JIMCTOK-BKJIAJIBIII);

o0111ast XapaKTepUCTHKA JIEKAPCTBEHHOTO Mpernapara;

MaKEeThl YIIaKOBOK.

Ha 3apeructpupoBanHyio QapManeBTHYECKyl0 CYOCTaHIMIO BBIIAIOTCS OeccpouHoe
PEruCTPallMOHHOE YIOCTOBEPEHHME H COINIACOBAHHBIM ¢ MUHUCTEPCTBOM 31paBOOXPAHEHUS
HOPMAaTUBHBIN JOKYMEHT IO KadecTBy. [Ipm 3TOM mpoxoxkzaeHHe Npoueaypbl NOATBEPKICHUS
rOCyJJapCTBEHHOH perucTpaiuu He Tpedyercs.

Ha nekapcTBeHHBIE CpelcTBA, MpPEIHA3HAYECHHBIE JUISI IPOMBIIUIEHHOIO NPOU3BOJICTBA
Ha 3KCIOpPT, MUHHCTEPCTBO 3/paBOOXPAaHEHMs BbIIAaeT cepTU(dUKAT (papMaleBTHYECKOrO
MPOJIYKTA, MIPEAYCMOTPEHHBIN JUTSL MEXKTYHApOIHON TOPrOBJIN B COOTBETCTBUH
C pekoMeHAauusAMu BceMUpHON opraHu3alyy 3JpaBOOXPAHEHHUs, B IOPAAKE, YCTAHOBIECHHOM
Coserom MunuctpoB PecniyOnuku benapyce.

IIpy  u3MeHEHHMHM  CBEACHUH,  COAEPXKAIIMXCSA B JOKYMEHTaX,  COCTaBJISIOLIUX
PErUCTPAallMOHHOE  JOChE, OCYIIECTBIISIETCS BHECEHHME COOTBETCTBYIOIIMX  W3MEHEHUI
B PETUCTPALIMOHHOE JOChHE.

B rocymapcTBeHHOU peructpanuu (MOATBEPKIECHUU TOCYJapCTBEHHOM pPETUCTpALUN)
JIEKAPCTBEHHOI'0 CPEACTBA, BO BHECECHUU U3MEHEHUM B PETMCTPALMOHHOE JOCHE OTKAa3bIBACTCS
B CIIy4ae:

HEIPEICTaBICHUS 3asiBUTEIIEM TIOKYMEHTOB, COCTABIISIOIIUX PETUCTPALMOHHOE 1OCHE;

HECOOTBETCTBUS JOKYMEHTOB, COCTABIISIIOIIMX PETMCTPALIMOHHOE JIOChE, YCTAHOBJICHHBIM
TpeOOBaHUM;
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HEYCTpAaHCHMs 3aMEYaHUi 110 pe3yJabTaTaM »SKCIEPTU3bl JOKYMEHTOB, COCTAaBIISIOIIUX
PErUCTPaAIIMOHHOE JI0ChE;

HEOOXOMMOCTH TIPOBEJACHHUS JOMOJHHUTEIBHBIX JOKIMHUYECKHX (HEKIMHUYECKHX)
UCCIICIOBAaHUM, KIMHUYECKUX MCCIEJOBAaHUN (MCIIBITAaHUI), a TakKe MHBIX HCCIIEAOBAaHUM
IUIsL IOATBEPKICHHs 0€301MacHOCTH, 3((HEKTUBHOCTH U Ka4ecTBa JIGKAPCTBEHHOTO Mperapara;

MOJyYeHUsl OTPULATEIbHBIX PE3yJbTaTOB KIMHUYECKUX MCCIEI0BAaHUN (MCIIBITaHUN)
JICKQpCTBEHHOTO TMperapara JMOO0 HMHBIX HMCCIEJOBAHUHN JUIS MOATBEPKACHUS O€30MacHOCTH,
3¢ GEeKTUBHOCTH U Ka4eCTBa JIEKAPCTBEHHOI'O IIpenapaTa;

HECOOTBETCTBUS MIPOBEICHHBIX KIIMHAYECKUX UCCIIeIOBaHUI (uctpITaHMIA)
JIEKapCTBEHHOIo Ipenapara TpeboBaHusM [IpaBun Haanexaimed KIMHUYECKOW IPaKTHKH
EBpa3uiickoro 5KOHOMHUYECKOTO COK034;

HECOOTBETCTBHSI IPOMBIIIJIEHHOTO IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJICTBA TPEOOBAHUIM
Hapnexamen npon3BoACTBEHHON IIPAKTUKH;

€CllM INpU  DKCIEPTHU3e JOKYMEHTOB, COCTaBJSIOIIMX  PETUCTPAlMOHHOE  JI0ChE,
YCTAHOBJIEHO, 4YTO  3((EKTUBHOCTh  PETHCTPUPYEMOTrO  JIEKAPCTBEHHOTO  Iperapara
HE MOATBEPIKICHA WIN PUCK IPUUMHEHUS Bpe/a 3/10pOBbIO YeIOBEKa BCIEACTBUE MEIUIIMTHCKOIO
MPUMEHEHHS JICKApCTBEHHOTO Iperapara MpeBbimaeT 3 QeKTHBHOCTh €r0 IPUMEHEHUS;

HJINYMS B COCTaBE  JIGKAPCTBEHHOrO  IpermapaTra  BELIeCTBA, HE pa3pelIeHHOro
s npuMeHenus B PecrryOnmke benapycs;

NpPEJCTaBICHUS  JUIsl TOCYJapCTBEHHOM  PErucTpaldy  JIEKapCTBEHHOro  Ipernapara
C TOPrOBBIM HAWMEHOBAaHWEM, OJMHAKOBHIM C TOPTOBBIM HAaWMEHOBAaHHEM JIEKapPCTBEHHOTO
mpenapara, yKe BKIIOYEHHOro B locynapcTBeHHBI peecTp JIEKapCTBEHHBIX CPEICTB
PecniyOnuku benapych, 3a HCKIIIOUEHHEM HCHOIb30BAaHUS MEXKyHAPOIHOTO HEMATEHTOBAaHHOIO
HaUMEHOBaHMA  (HaMMEHOBaHUS  (apMalleBTUYECKOH  CyOCTaHLIMH, PEKOMEHIOBAaHHOIO
BcemupHoii opraHu3anuedl 3qpaBOOXpaHCHHS) WM OOIICHPHHITOrO (TPYMITUPOBOYHOTO)
HaUMEHOBAaHMs JIEKapCTBEHHOTO Npenapara;

NPEJCTaBICHUS IS TOCYAapCTBEHHOW  PETHCTpPAallMK  JIGKAPCTBEHHBIX  IPENaparos,
COJZIEpKALINX OJHY U Ty ke (papMalleBTUYECKYI0 CyOCTaHLMIO, O] ABYMs U 0oJjiee TOProBBIMU
HAaMECHOBAHMSMH, 32 UCKIIOUCHHEM CJIy4aeB YKa3aHUS B MHCTPYKIHAX IO MEIUIIUHCKOMY
MPUMEHEHHIO (JIMCTKaX-BKJIAJbIIIAX) M OOIIMX XapaKTePUCTHKAX JIEKAPCTBEHHBIX IpenapaToB
pa3HBIX MMOKa3aHUH K MEAUIIMHCKOMY MPUMEHEHUIO;

NpPECTaBICHNUS  JUIsl TOCYJapCTBEHHOM  pErucTpalliyd  JIEKapCTBEHHOro  Ipernapara
C TOPTOBBIM HAaWMEHOBAaHHEM, HE OTBEUAIONIMM KPUTEPHUSM, TMPEIBSIBIIEMbIM K TOPTOBBIM
HAaMEHOBAaHMAM  JIEKAPCTBEHHBIX  MPENaparoB,  YCTaHaBIMBaeMbIM  MHHHCTEPCTBOM
3JIpaBOOXPAHEHMS.

JleiicTBHE pErucTpalMoOHHOTO YJIOCTOBEPEHMs] NPHUOCTAaHABIMBAETCS Ha CPOK He Ooiee
IIECTH MECSIIEB B cIydae:

BBISIBIICHUSI TIPU  TIPOBEJCHUU  MEPONPHUATHHA 110 papMaKOHAA30py  HW3MEHEHHH
B COOTHOILIIEHUH <«I10JIb3a — PHUCK» BCIEICTBUE MEIUIIMHCKOIO MPUMEHEHHs JIEKapCTBEHHOIO
mpernapara, Tpd KOTOPOM PHCK TNPUYMHEHHS Bpela 3I0POBBIO YEJOBEKA IPEBBIIIAET €ro
3¢ (HEeKTUBHOCTE;

OTKa3a JepiKaTeis PETUCTPAIMOHHOTO YIOCTOBEPEHHS OT BEHITIOIHEHUS 00s3aTEIbCTB
1o (hapMaKkoHa/130py, YCTaHOBIEHHBIX MUHHUCTEPCTBOM 3/JpaBOOXPAHEHHUS;

OTKa3a JepKaTellsl PETUCTPAIIMOHHOTO YIOCTOBEPEHHs OT MPOBEACHUS Ha3HAYCHHBIX
MUHHCTEPCTBOM 3/1paBOOXPAHEHUS KIMHUUECKUX MCCIEJOBAHUHN (MCTIBITaHUI) JIEKapCTBEHHOT'O
npernapara;

BBISIBIICHUSI B JJOKYMEHTAX, COCTABIISIOUIMX PErUCTPAMOHHOE JI0Che, HEJOCTOBEPHBIX
CBEIEHWI, KOTOpbIE HE OBUIM W HE MOTJIM OBITh YCTAHOBICHBI TPH TOCYIapPCTBEHHOU
peructpanyu (MOATBEP)KICHUN TOCYAAPCTBEHHOM PEruCTpaluy) JIEKapCTBEHHOT'O CPE/ICTBA;

OTKa3a JiepKaTessi PeruCTPalliOHHOTO YJOCTOBEPEHUS OT OCYIIECTBIICHUS HA3HAYEHHOTO
MUHHCTEPCTBOM  37JpaBOOXPAHEHUs HMHCIEKTUPOBaHMUA ((papMalleBTUYECKOH MHCHEKIUH)
MIPOMBIIIJICHHOTO TIPOM3BOJICTBA JIEKAPCTBEHHOTO CPENICTBA HAa COOTBETCTBHE TPEOOBAHHSIM
Hannexameld mnpou3BOACTBEHHOW MPAKTUKU IpH TNPU3HAHUM JIEKAPCTBEHHOTO CPEICTBA
HEKa4eCTBEHHBIM;
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HECOOTBETCTBHSI MIPOMBIIIJICHHOTO TPOU3BO/ICTBA JIEKAPCTBEHHOTO CPECTBA TPEOOBAHHUSIM
Hannexaieit npou3BoICTBEHHON MPAKTUKH.

JlelicTBuE pErUCTPAlMOHHOIO YIOCTOBEPEHHUS ITPEKPALLAETCS B CIIyYae:

HCTEYEHHUS CPOKa JEHCTBUS PErUCTPAIMOHHOTO yIOCTOBEPECHHUS,

HEYCTpAaHEHHMsS  JepXKaTejleM  pPETHUCTPAllMOHHOTO  YAOCTOBEPEHHUS  OOCTOSITENBCTB,
MOBJIEKIIUX MPUOCTAHOBJICHUE ACHCTBHS PErHCTPALIMOHHOTO YIOCTOBEPEHUS;

oOpaleHus JiepKaTeNst PErUCTPAMOHHOTO YIOCTOBEPEHUS C 3asBICHUEM O MIPEKpaIlCHUH
JEHCTBHS PErUCTPAIMIOHHOTO YIOCTOBEPEHNUS;

BBIHECEHHS] CYAOM pCLICHHS O HapylIeHWH TMpaB IMpaBooOiaaatesis O0OBEKTOB
MHTEJUIEKTYallbHOM COOCTBEHHOCTH MPHU OOPAIEHUH JIEKAPCTBEHHBIX CPE/ICTB.

[lopsaiok M ycnoBHUsL OCYIIECTBIIEHUSI TOCYAAPCTBEHHOM perucTpauuu (IOATBEPKIACHUS
rOCy/IapCTBEHHOW pETrUCTpallM) JIEKAPCTBEHHBIX CPEACTB, YCIOBHOM TOCYIapCTBEHHON
peructpauuu (IOATBEPKIEHUS YCIOBHOM TIOCYAapCTBEHHOM perucrpanuu) JeKapCTBEHHBIX
MpernapaToB, BHECEHHS W3MEHEHHMI B PETUCTPALMOHHOE JOChE, a TaKKe MPUOCTAHOBJICHHS,
IIpEKpAllleHUs] [JEHCTBUS PETUCTPALMOHHBIX yJIOCTOBEpeHMIl ycraHaBinuBaroTca CoBeToM
MunuctpoB Pecniy6nuku benapyces.

Peructpanus (HOATBEp)KIAEHHE pErucTpalyu) JEKapCTBEHHBIX CPEACTB B paMKax
EBpa3uiickoro »KOHOMHYECKOTO COI03a U UHBIE MPOLEAYphl, CBSI3aHHBIE C PErUCTpaluen
JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBIIAIOTCSI MUHUCTEPCTBOM 3/IpaBOOXPAHEHUSI B COOTBETCTBUU
c CornamieHueM O €AWHBIX TNPUHIMUIAX U MpaBUiax oOpalleHus JEeKapCTBEHHBIX CPEICTB
B paMKax EBpa3miickoro 3KOHOMHYECKOTO coro3a ot 23 nexadbps 2014 roma u MeXIyHApOIHO-
MIPaBOBBIMU aKTaMH, COCTABJISIIOIIUMHU MTpaBo EBpa3uiickoro 3kOHOMUYECKOT0 COI03a.

Cratsbsa 11. JlunieH3npoBanne papManeBTHYECKOI 1esITeIbHOCTH

HI/IHGHBI/IPOBaHI/Ie q)apMaHeBTquCKOﬁ ACATCIIBHOCTH OCYHICCTBIIACTCA B COOTBETCTBUU
C 3aKOHOJATCIILCTBOM O JIMICH3UPOBAHWH.

Crarbs 12. CucremMa KOHTPOJISI KA4eCTBA JIEKAPCTBEHHBIX CPEACTB

Cucrema KOHTpOJII KayecTBa JIEKAPCTBEHHBIX CPEJICTB IPEJCTABISIET COOON KOMILIEKC
MEPOINPHUATHH, IPOBOAUMBIX IIPU UX IPOMBIIUIEHHOM IIPOU3BOACTBE, AlITEUHOM U3TOTOBIICHHH,
peanu3alnny, XpAaHEHWH, TPAHCIOPTUPOBKE, MEIMIMHCKOM IPUMEHEHUU U MO3BOJISIOMNX
rapaHTHPOBATh KauyeCTBO JIEKAPCTBEHHBIX CPEACTB, HAXOAIIUXCS B OOPAILIEHUH HA TEPPUTOPUU
Pecniyomuku benapyce.

[Tpon3BoauTENb JIEKAPCTBEHHOI'O CPEACTBA Ha KAKAYIO BBINYIICHHYIO CEpUI0 (IIApTHUIO)
JIEKAPCTBEHHOI'O0 CPEICTBA BBIAACT IOJINMCAHHBINA YIOJIHOMOYEHHBIM WM JIIIOM JOKYMEHT,
MOJITBEPXKIAIOUINIA  COOTBETCTBHE KauecTBa CepuM (MapTHM) JIEKapCTBEHHOTO CpeACTBa
TpeOOBaHUSAM HOPMATUBHOTO JOKYMEHTa IO KaYeCTBY, BKIIIOYAIOIIMN MOJATBEpPXKJIEHHE, YTO
cepus (mapTus) JEKapCTBEHHOI'O CpPEJACTBAa IPOU3BEIEHA B COOTBETCTBUHU C TPEOOBAHUAMU
Hannexaten npon3BoACTBEHHON IIPAKTUKU U PETUCTPALIMOHHBIM JIOCHE.

JInsi *MMYHOJIOTMYECKUX JIEKAPCTBEHHBIX IMPENApPaTOB IMPOU3BOAUTENDL JOMOJHUTEIBHO
BBIJIACT CBOJHBIM MPOTOKOJ HA CepHi0 (MAapTUI0) HMMMYHOJIOTHYECKOTO JIEKapCTBEHHOIO
rpenapara B COOTBETCTBHM C PEKOMEHIalUsIMU BceMrpHOM OpraHu3anny 3ipaBOOXPaHEHHUS.

JlexapCTBEHHBIE CpEACTBA [0 MOCTYIUICHUS B PEANU3ALUI0, A TAKXKE JIEKAPCTBEHHBIE
CpeICTBa, HaxXoAsIIMecs B OOpalleHUH, TMOJUIeKAaT KOHTPOJIIO KauecTBa HCIBITATEIbHBIMU
nabopaTopusiMU, AaKKpEIWTOBaHHBIMU B HarmoHaneHOW cucteme akkpeauTanuu PecrnyOnuku
benapych s ucnibiTaHUI JIeKapCTBEHHBIX cpelcTB. llepedeHb ncnbITaTeNbHBIX J1a0OpAaTOpUid,
MOPSIOK U YCIIOBHS IIPOBENCHMS KOHTPOJISA Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB YCTAaHABIUBAKOTCS
MuHHCTEPCTBOM 3/IpaBOOXPAHEHNS, ECIIM MHOE HE NPENyCMOTPEHO 3aKOHOAATEIbHBIMUA aKTaMHU.

KoHTponp kadecTBa JI€KapCTBEHHOI'O CPEACTBA BKJIKOYAET IPOBEIECHUE HCIBITAHUN
Ha COOTBETCTBUE IIOKA3aTEJSIM KAadyeCcTBA HOPMATHMBHOIO JIOKYMEHTA I10 Ka4eCTBY, a TAKXKe
Ha COOTBETCTBUE PETMCTPALIMOHHOMY JIOCHE I10 YIIAKOBKE, MAPKUPOBKE YIIAKOBKH, UHCTPYKLIUH
10 METUIIMHCKOMY MPUMEHEHHIO (JIMCTKY-BKJIAJbIILY), TOKYMEHTY, MOJITBEPKIAIOLIEMY €ro
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KayecTBO. JIeKapCTBEHHOE CpEICTBO, HE COOTBETCTBYIOIIEE TpPeOOBaHUAM HOPMATHUBHOTO
JOKYMEHTA 110 Ka4eCTBY, IPU3HACTCS HEKAYECTBEHHBIM.

IIpy npu3HaHUM  JIEKAPCTBEHHOIO  CPEACTBA  HEKAYECTBEHHBIM  OCYILECTBISETCS
MHCIEKTHpOBaHUE ((apMaleBTUUECKas MHCHEKIMs) €ro IpPOMBIIUICHHOIO IPOU3BOJCTBA
Ha MpeIMeT COOTBETCTBUS TpeboBaHusiM Hanmesxareld mpon3BOACTBEHHON MPAKTHKH B CIIydasx
U NIOpSJKE, YCTAaHABJIMBAEMbIX MUHUCTEPCTBOM 31paBOOXPAHECHHUS.

KauecTBO JI€KapCTBEHHBIX CPENCTB, W3TOTABIMBAEMBIX B alTeKaxX, ONpPEIENsIeTcd HX
COOTBETCTBMEM TpeOoBaHMsM (apmakoneiHblx crareil ['ocynapcTBeHHOW (apmakoren
PecniyOnuku benapych. JlekapcTBEHHbIE CpENCTBA, M3TOTOBJICHHBIE B alTeKax, IOAJEXKAT
KOHTPOJIIO  KauecTBa B IOPSAKE W HA YCJIOBHAX, YCTaHaBIMBAEMbIX MMHHCTEPCTBOM
3paBOOXPAHEHU, €CJIU MHOE HE NPEAYCMOTPEHO 3aKOHOAATECIbHBIMUA aKTaMHU.

IIpu BBIABIEHNMN HEKAYECTBEHHOT'O JIEKAPCTBEHHOI'O CPENCTBA, U3TOTOBJICHHOIO B aIlTEKE,
OCYILIECTBISICTCS ~ MHCIEKTUpOBaHME ((papmaneBTHUeCKass HMHCIEKIUS) €ro amnTeyHOoro
W3TOTOBJICHUSI Ha MpEeIMET COOTBETCTBUS TpeOoBaHusaM Haanexamneidl antedHoll NpakTUKU
u papmakonerinpix crareit ['ocynmapctBennoit (apmakonen Pecmybnmuku benapych B mopsiike
U Ha YCJIOBHUSAX, YCTaHABJIMBAEMbIX MUHUCTEPCTBOM 3paBOOXPAHECHHUS.

Crartbs 13. Cucrema ¢papmakoHnaazopa

Cuctema ¢apmakoHaJ30pa MpecTaBiIsieT co00i CHUCTeMy, OpraHU3yeMylo JepKaTelsiMU
PEruCTpaiuOHHbIX YI[OCTOBepeHI/Iﬁ u MI/IHI/ICTepCTBOM 3ApaBOOXPAaHCHHUA Jid BBIIIOJHCHUSA
3aa4 ¥ 00s13aHHOCTEH 1O (hapMaKkoOHaI30py, NPEIHA3HAYCHHYIO ISl KOHTPOJIS Oe3011acHOCTH
JICKApCTBCHHBIX IIPCIapaTtoB, CBOCBPCMCHHOI'O BbIABJICHUA  BCEX N3MEHEHHH B OLICHKEC
COOTHOILIEHUS «I0JIb3a — PUCK» JIEKAPCTBEHHBIX IPENapaTroB, pa3pabOTKU U BHEAPEHUS Mep
10 00eCIIEYEHUTO IMPUMCHCHUA JICKAPCTBCHHBIX IIPCIIApaTOB IIPHU IMPCBLBIMICHUHW I10JIB3bI Hal
PHUCKOM.

JlepxaTtenu perucTPAlMOHHBIX YAOCTOBEPEHUN 00s3aHBI 00CCIICYUTh OPTaHHU3AIUIO
1 QYHKLIMOHUPOBAHUE CUCTEMbI (DpapMakoHaa30pa B COOTBETCTBUU C TpeOoBaHusMu I[lpaBuin
HaJuIexallel IpakTuKu gpapMakoHaa3zopa EBpasuiickoro 3KkOHOMH4ECKOI0 COr03a.

ITopsimox uHcnekTHpoBaHUs ((hapMaleBTHUECKOW MHCIEKLMHU) Ha MPEeIMET COOTBETCTBUS
OpraHM3alyy U GyHKIIMOHUPOBAHUS CUCTEMbI (DapMaKoHaI30pa AepxkKaresel perucTpaluoHHbIX
ynocroBepeHuil TpeboBanusaM [IpaBui Haanexael npakThk (papmakoHaa3opa EBpasuiickoro
HKOHOMHYECKOI'0 COK03a YCTaHABIMBAETCS MUHUCTEPCTBOM 3/1paBOOXPAHEHUS.

MenunuHcke M (papMaleBTHUECKue paOOTHUKHM O0s3aHbl MPEJCTaBIATh MH(OPMAIHIO
O BBISABJICHHBIX HEXKEIaTCIbHBIX pCaKkuuax Ha JICKapCTBCHHLIC nmpemnaparbl B IIOpSAAKE,
YCTaHOBJIEHHOM MUHHCTEPCTBOM 3/IpaBOOXPaHEHUS.

Crarbs 14. I'ocynapcrBeHHbli (hapManeBTHYCCKHI HAI30P 32 COOJIIOICHUEM
TpeOOBaHUIl 3aKOHOAATeILCTBA 00 00pallleHUH JIeKAPCTBEHHbIX CPeJACTB

l'ocynapcTBeHHBIM  (apMmalleBTUYeCKM  Hag30p  3a coOMIofeHHMeM  TpeOOBaHMI
3aKOHOJATENhCTBA 00 OOpaIleHUH JIEKApPCTBEHHBIX CPEACTB OCYIIECTBISET TIOCYAapCTBEHHOE
yupexnaenue  «locymapcTBeHHbIH  (apManeBTHUECKHM  Haa30p B cdepe  oOpaiieHus
JeKkapcTBeHHbIX  cpeAcTB  «l'ochapmHan3op» B COOTBETCTBUM € 3aKOHOAATEIHCTBOM
0 KOHTPOJIbHOH (HaA30pHOM) NEATETLHOCTH.

OCHOBHBIMH 3a/1a4aMH TOCYJIaPCTBEHHOTO (papMaleBTUYECKOT0 Ha/A30pa 3a COOJI0/IEHUEM
TpeOOBaHUI  3aKOHOZATeNbcTBA 00 OOpAllleHMH  JIEKApCTBEHHBIX  CPENICTB  SIBISIOTCS
MpeOTBpAILllEHNEe IMOCTYIUIEHHS B OOpallleHne | CBOEBPEMEHHOE W3bITHE U3 00palleHus
HEKa4YeCTBEHHBIX, (hanbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U JIEKAPCTBEHHBIX CPEICTB
C UCTEKIIUM CpPOKOM TOJHOCTH, MpenylnpexIeHrue, BbISIBICHHE U IMPEecedeHre HapyleHul
TpeOOBaHUI 3aKOHO/IATENILCTBA 00 0OpaIlIEHUH JEKapCTBEHHBIX CPECTB.
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I'JIABA 3
PA3ZPABOTKA, JOKIMHNYECKHUE (HEKJIMHUYECKHUE)
HNCCIEJOBAHUSA JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKHUE
NCCIEJOBAHUA (MCIIBITAHUA) U MEJUITUHCKOE
INPUMEHEHMUE JIEKAPCTBEHHBIX IIPEITAPATOB

Crarba 15. Pazpadorka JieKapCTBEHHBIX CPeACTB

Pa3paboTka JieKapCTBEHHBIX CpPEACTB BKJIOYACT IIOMCK HOBBIX (DapMaKoJIOrHYeCcKU
AKTUBHBIX BEIICCTB WJIM HOBBIX KOMOMHanuii ()apMaKkOJIOrMYECKH aKTHBHBIX BELICCTB,
nocJenyomnee U3yudeHle UX CBOMCTB, (papManeBTHUECKyI0 pa3paboTKy M pa3paboTKy METOJ0B
KOHTPOJISI Ka4eCTBa, JOKIMHUYCCKHE (HEKIMHUYECKUE) HCCIIeIOBAHMs JICKAPCTBEHHBIX CPEICTB
Y KJIMHUYECKHE HCCIIeIOBaHUs (MCIIBITAaHM ) JIEKAPCTBEHHBIX MIPENapaToB.

Cratbs 16. JoxkanHuuyeckue (HEKJIHHHYECKHE) HCCIeI0BAHUA
JIEKAPCTBEHHBIX CPEICTB

JloknnHuYeckue (HEeKIMHUYECKUE) UCCIIEI0BaHUS JIEKAPCTBEHHBIX CPEACTB HE MPOBOJISATCS
Ha (QU3NYECKUX JULaX.

JloknuHuyeckue (HEKIMHUYECKHE) HCCIEAOBaHUs JICKAPCTBEHHBIX CPEICTB, B TOM YHCIIE
C MCTIOJIb30BAaHUEM JIAOOPATOPHBIX JKUBOTHBIX, IPOBOJAATCS C COOMIOACHHWEM TpeOOoBaHMN
[IpaBun Hagiexameld Jga0OpaTOPHOW TMPAaKTHKU EBpasuiCKOro 3KOHOMHYECKOTO COM03a
U B 00bEME, OIpENEIsIEMOM MEXAYHAapPOJHO-IIPABOBBIMU aKTaMH, COCTAaBJSIOLIUMHU IIPABO
EBpa3uiickoro 5KOHOMHUYECKOTO COI03a.

Cratba 17. Knnnuuecknue HCCJICT0OBAHUA (I/ICl'lbITaHl/lﬂ) JEKAPCTBCHHLBIX IIpelapaTroB

Pemenne o Ha3HaueHUM KIMHUYECKUX HCCIEAOBAaHUM (MCHBITAaHUN) JIEKApCTBEHHBIX
IpenapaToB NpuHUMaeTcs MUHUCTEPCTBOM 3paBOOXPAHEHUS [IPU HAJTUUUU:

MOJIOKUTEIBbHBIX ~ PEe3yJNbTaTOB  JOKIMHMYECKMX  (HEKIMHUYECKUX)  HCCIIEOBaHUM
3¢ (HeKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHBIX CPECTB;

MIOJIOKUTEIIbHBIX PE3YIbTaTOB OLEHKH COOTHOLICHMS O0XKHUJAEMOM IOJIb3bI IS CyOBbeKTa
HCCTIEOBaHUST U O0IIeCcTBa W MpEeABUAMMOro (TpeackazyeMoro) pucka u (wim) HeyaoOcTBa
B PaMKax MPOBEJCHUS UCCIIeI0BaHUs (UCTIBITaHuU);

yOeIUTENbHBIX JaHHBIX O COOJIIOJIEHUH TpaB, 0€30MacHOCTU U OJaronoiaydusi cyObeKTOB
UCCIIEIOBaHUS.

Knunnyeckue wuccnenoBaHusi (MCHBITaHUS) JIEKAPCTBEHHBIX IPENapaToB IMPOBOISTCS
Ha cyOBbEKTaX HCCIIEOBAaHUS B TOCYAAPCTBEHHBIX OpPraHU3ALUAX 3/APaBOOXPAHEHUS B MOPSJIKE
U Ha YCIIOBUSX, YCTaHaBIMBAeMbIX MMHHHUCTEPCTBOM  3[pPABOOXPAHEHMS, B COOTBETCTBHU
¢ TpeboBaHusMu [IpaBuin Hajuexamel KIMHUYECKOW MPpakTUKU EBpa3uiickoro 3KOHOMHUYECKOT0
COI03a U MPOrpaMMOi (IIPOTOKOJIOM) KJIMHUYECKHX MCCIeI0OBaHUN (MCIIBITAaHUI) JTIEKapCTBEHHBIX
MpernapaToB,  0400pSAeMOil  HE3aBUCHUMBIM  STHYECKMM  KOMHUTETOM U YTBEp)KIaeMou
MUHUCTEPCTBOM 3APaBOOXPAHEHHUS.

CooTBeTrcTBHE  NPOBOAMMBIX  HA CYOBEKTaX  HMCCIEAOBAaHUS B FOCYyAapCTBEHHBIX
OpraHu3alMsIX 3]PABOOXPAHEHMS KIMHUYECKUX HCCIIEAOBAaHUM (MCIBITAaHUI) JIEKapCTBEHHBIX
npenapatoB TpeOoBanusM [lpaBun Hagexameld KIMHUYECKOM TmpakTuku EBpasuiickoro
SKOHOMMUYECKOTO COI03a TOATBEPKAAECTCS JTOKYMEHTOM, BbIAABAEMBIM MMHHCTEPCTBOM
3/paBOOXpAHEHUs] IO pe3ysibTaTaM HMHCHEKTUpOBaHUS  ((apMaleBTUYECKON HHCIEKINH),
OCYILIECTBISIEMOIO B IOPAJKE W HA yCIOBMSX,  YCTAHABIMBAEMBIX  MMHHCTEPCTBOM
3/IpaBOOXpaHEHUSI.

HezaBucuMBIN 3THYECKHMH KOMMTET CO3AAETCA IPHU TOCYJAPCTBEHHBIX OPIraHU3ALMAX
3/IpaBOOXPAaHEHHUS] B KaueCTBE SKCIIEPTHOIO COBETAa M pacCMaTpUBAeT BOIMPOCHI oOecreueHus
npaB, OE30MAaCHOCTH U OXPaHBbl 3/I0pPOBbsI CYOBEKTOB HCCIIEAOBAHUS, OJOOPSET IMpOorpammy
(IpOTOKO) KIMHUYECKUX UCCIEIOBAaHHUM (MCTIBITAHUI) JIEKAPCTBEHHBIX MPENapaToB, OLEHUBAECT
KBaJIM(HUKAIIMIO HCCIE0BaTeNe U HaJMYMe YCIOBHH B TOCYAapCTBEHHBIX OpraHMU3aLUsAX
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3/paBOOXPAHEHUS Ul IPOBEJIEHUS KIIMHUYECKUX MCCIEAOBAaHUN (MCIBITAHUI) JIEKApCTBEHHBIX
[penaparos.

ITonoxkeHne O HE3aBUCUMOM OITHYECKOM KOMMTETE YTBEPKAAETCA MUHUCTEPCTBOM
3/1paBOOXPAHEHHUS.

Cratsbsa 18. IIpaBa cy0beKTOB HCCIIeJ0BAHUS

VYyacte CcyOBEKTOB MCCIEIOBaHUA B KIMHUYECKUX MCCIEIOBAHUAX (MCIBITAHUSIX)
JICKApCTBEHHBIX MPETIAapaTOB SBISAETCA JOOPOBOIBHBIM.

Knunuueckoe uccienoBaHue (MCHBITaHUE) JIGKAPCTBEHHOI'O IpenapaTta MPOBOAUTCS IMPH
HAUIMYMM THCBMEHHOTO COIJIacusi CyOBbEKTa WCCIEAOBAaHHUS HA y4acTHE B IPOBEICHUH
KJIMHUYECKOI0 HCCIEe0BaHMUs (MCIBITaHUS) STOr0 JIEKApCTBEHHOro Impemnapara. B cioyuae
ydyacTHsi B KIMHMYECKOM  HCCIEJOBaHUM  (MCIBITAHWU)  JIGKAPCTBEHHOIO  Ipemnapara
HECOBEPLICHHOJIETHETO  CyOBEKTa  MCCIEIOBaHMA  Takoe KJIMHUYECKOe  HCCIel0BaHME
(ucnbITaHWE) MPOBOAUTCA IPU HAIWYMM TNHCbMEHHOIO COIJIACHS OJHOIO U3 POJUTENEH,
aB cly4yae ydacTHs B KJIMHHYECKOM MCCIIEJOBAaHUU (MCIBITAHUM) JIMLA, HE CHOCOOHOTro
10 COCTOSIHUIO 3[I0pOBBbSl K MPUHATHIO OCO3HAHHOI'O PELIEHMs, — C IMHUCbMEHHOIO Ccorjacus
cynpyra (Cynpyru) wid OJHOrO M3 OJIM3KUX POACTBEHHHUKOB (pOIUTENEH, COBEPIICHHONIETHUX
JeTel, poJHBIX OpaTheB (cecTep) U BHYKOB, Niesa (0a0km)).

3ampeniaercss y4yacTue B IIPOBEJCHMM KIMHMYECKMX HCCIEIOBaHMN  (MCIIBITAaHUIN)
JIEKapCTBEHHBIX NPENapaToB:

OepeMEeHHBIX >KEHIIMH, 3a UCKJIIOUYEHUEM CIIy4yaeB, KOT/Ia HCCIIEAYEMbIH JIEKapCTBEHHBIN
npenapaTr INpeJHa3HaueH MCKIIOUUTENbHO JJIs JICUYEHUS JTAaHHOM KaTeropuu JHI WM Korja
LEJIBI0 KIIMHUYECKUX HCCIEe0BAHUM (MCIIBITaHUI) 3TOrO JIEKapCTBEHHOI'O Ipernapara sBIsSeTcs
ONTUMHU3ALMS €r0 JO3UPOBAHUS JUOO pexuMa NMPUMEHEHUsI y OEPEMEHHBIX KEHILIUH, a TAaKKe
Korga HeoOxoaumas HHQOpManuss MOXXeT ObITh IOJy4e€Ha TOJBKO MpPH KIMHHUYECKUX
UCCIIEIOBaHUAX (MCIBITAHUSAX) JEKApPCTBEHHBIX IIPENapaToB Ha OEPEMEHHBIX JKEHIIMHAX MpU
YCJIOBUU HCKJIIOUEHHs] pUCKa NMPUYMHEHMs Bpeia KM3HHU U 3]I0pOBbIO0 OEpEeMEHHOM >KEHILMHBI
U IUI0J1a;

HECOBEPUICHHOJIETHUX, 33 UCKIIIOUEHUEM CIIy4aeB, KOTJa HCCIENYyEeMbIN JIEKapCTBEHHBIN
npenapaT npeJHa3HayeH UCKIYUTEIbHO /IS JISUEHHS JETCKUX 3a00J1€BaHUM WM KOT/1a LIEJIbI0
KJIMHUYECKUX HCCIEeIOBaHUN (MCIBITAaHUM) 3TOr0 JIEKapCTBEHHOIO Ipernapara  sBIsSeTCs
ONTHMHU3ALMS €ro JO03UPOBaHUS JMOO peKMMa NPUMEHEHUS Yy HECOBEPIIEHHOJETHUX IpU
YCIOBUM TNPEIIECTBYIOUIMX KIMHUYECKUX HCCIENOBAaHUN (MCIBITAaHUM) JIEKaPCTBEHHOTO
Ipernapara Ha COBEPILIEHHOJIETHUX CyObEKTax UCCIIEOBAHUS;

JeTei-CUPOT U JeTeH, OCTaBIIUXCS 0€3 MOoneueHHs poAUTeIeH;

JIMIl, HE CIIOCOOHBIX I10 COCTOSIHMIO 370POBbS K IMPHUHATHIO OCO3HAHHOTO peEIIeHus,
32 UCKJIFOUEHHEM CJIy4aeB, KOIJa MCCIEeIyeMblil JICKapCTBEHHBIN Ipernapar IpelHa3HauYeH
JUI METMIIUHCKOTO MPUMEHEHHs 10 MOKa3aHUsIM, COOTBETCTBYIOIIMM JMAarHo3y CcyObekTa
UCCIIIOBaHMS;

BOCHHOCIYXAIlUX M JIML, Ha KOTOPBIX PACIpPOCTPAHSIETCS CTaTyC BOEHHOCTYXAIHX,
3a UCKJIFOUEHHEM CJIy4aeB, KOIJa MCCIEeIyeMblil JIKapCTBEHHBIN Ipemnapar IpelHa3HauYeH
UCKJIIOUUTENIHO IS IPUMEHEHUsI B BOGHHOW MEIUIMHE WIM KOTJa LENbl0 KIMHHYECKUX
UCCIEeIOBaHUM (MCMBITaHUI) 3TOTO JIEKapCTBEHHOI'O Ipemnapara sBISETCS ONTHUMH3AIUS €ro
JI03UPOBAHUS WU pEKHUMa IPUMEHEHUS Y YKa3aHHOM KaTeropuu JInIi;

JIUL, B OTHOLLIEHUH KOTOPBIX MPOBOJUTCS CyeOHas SKCIIEPTH3a;

OCY>KJIEHHBIX U JIUL, COAEPKAIINUXCS O] CTPaXKEH;

JUL, TPU3HAHHBIX B YCTAHOBJIEHHOM TIOpSAKE HEJEeClOCOOHBIMM, a TakKe JIHII,

CTpaIar0IINX IICUXUYECKUMU paccTpoiicTBaMu (3aboJIeBaHUSAMU), MPUHYAUTEITHHO
TOCTIMTAIM3UPOBAHHBIX W HAXOASAIINXCS Ha MPUHYIUTEILHOM JICYCHUU B IMICUXUATPHUIECKOM
CTalMoHape.

CY6T)6KTI)I HCCIICOOBAHMUA M JIMLA, YKa3aHHBIC B YaCTH BTOpOI)'I HaCTOSIH_[eI\/’I CTaTbu, UMCIOT
IIPaBO OTKA3aTbCs OT yYacTHUs B KIIMHUYECKUX MCCIEIOBAHUAX (MCHBITAHUAX) JIEKAPCTBEHHBIX
MIpernapaToB Ha JIF0O0N CTa MU UX MPOBEICHUSI.
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Knuanueckue wuccienoBaHus (MCHBITAHMS) JIGKAPCTBEHHBIX INPENapaToB JOJKHBI OBITH
IIPEKpAIlEHbl B CIy4ae BO3HUKHOBEHMS YIPO3bl KM3HHM M 310pPOBbIO CYyOBEKTa HCCIICAOBaHMUS,
HapymeHust TpeOoBanmii [IpaBunm Haanexamed KIMHHUYECKOW MpakTHKH EBpasuiickoro
SKOHOMMYECKOTO COK03a MM HOPM MEIUIMHCKOM 3THKM U JACOHTOJIOTMH, a TAKXKE B Cllydae
HEI0CTaTOYHON Y(PPEKTUBHOCTH U 0€30MaCHOCTH HCCIETyEMBIX JIEKAPCTBEHHBIX MPETMapaToB.

Crarba 19. MeaunuHcKkoe NpUMeHEeHHe JIeKAPCTBEHHbIX MPenapaTos

MeauuvHCKOE  IPUMEHEHHE  JIEKApCTBEHHBIX  IIPENapaToB,  3aperUCTPUPOBAHHBIX
B PecniyOnuke benapych, ocymiecTBisieTcst 10 MOKa3aHUSAM, IPEAYCMOTPEHHBIM MHCTPYKIMSIMU
110 MEAULIMHCKOMY TPUMEHEHHIO (JIMCTKAMH-BKJIAAbIIIAMH) M OOUIMMHU  XapaKTEPUCTHUKAMHU
JICKapCTBEHHBIX IPENapaToB, a TAaKXKEe B COOTBETCTBUM C KIMHUYECKUMM IMPOTOKOJIAMM WM
METOJJaMH  OKa3aHUsl  MEIUIMHCKOM  IOMOIIM,  YTBEPKIACHHBIMU  MMHHCTEPCTBOM
3JIpaBOOXPAHEHMS.

3anpermiaercs MEAUIIMHCKOE IPUMEHEHHE JIEKapCTBEHHBIX IIPENapaToB:

HE BKJIIOYEHHBIX B I'OCYIapCTBEHHBIH peecTp JIEKapCTBEHHBIX CpeAcTB PecryOnuku
benapycs, 3a HCKIIIOUEHHEM CIIy4aeB, IPELYCMOTPEHHBIX a03allaMy BTOPBIM, MSATHIM U LIECTHIM
yacTu BTopoil cratbu 10 HacTosiero 3akoHa;

HEKAa4YeCTBEHHBIX U (aIbCUPUIMPOBAHHBIX;

C UCTEKIIUM CPOKOM I'OJJHOCTH;

B Cllydasx [PUHATHS PELIEHUS O NPUOCTAHOBICHUM HUX pEaJU3aluu WM HU3bATUU
u3 o0paleHus, NpeayCMOTPEHHBIX YacTAMHU BTOPOI—YEeTBEPTOM CTaThi 26 HACTOSILEro 3aKOHA.

MeauuMHCKOE ~ NpPUMEHEHHE  JIEKapCTBEHHBIX  IMPENaparoB,  IpeIHa3HAYEHHBIX
JUIs IPOBEIEHUS] KIIMHUUYECKUX HCCIIeI0OBaHUN (MCIBITAaHUI), OCYILECTBIIETCS IO MOKa3aHUSM,
[IPEyCMOTPEHHBIM IPOrpaMMoOii (IPOTOKOJIOM) KIMHUYECKUX UCCIIEIOBAHUN (MCTIBITAHUI).

JlekapcTBeHHbIE IpemnapaTbl, BBe3eHHbIe Ha Tepputoputo Pecnybnuku benapych
B CllydasiX, IPEIyCMOTPEHHBIX a03allaMM MATBIM—BOCBMBIM YacTW TMEpBOH  cTarhu 27
HACTOSILEro 3aKoHa, JI0IYCKAITCS K MEAULIMHCKOMY IPUMEHEHHUIO 110 TOKa3aHUsAM, YKa3aHHbBIM
B COOTBETCTBYIOIIUX CONPOBOAUTENbHBIX JOKYMEHTAX.

MenuiuHckoe MPUMEHEHHE OPUTMHAIbHBIX JIEKAPCTBEHHBIX IPENapaToB, HAXOIAIIUXCS
B [Ipollecce KJIMHMYECKUX MCCIEOBAaHUN (UCHBITAaHUI) U IMpeIHa3HAaYeHHBIX [ JICUCHMUS,
MEIULUMHCKOW MPO(UIAKTUKM WA JAMArHOCTHKHM  SKU3HEYTPOXKAIOUIMX WM TSDKENbIX
WHBAJIUAM3UPYIOIIMX 3a00J€BaHMi, B LENsIX oOecrnedyeHus paHHEro JOCTyNa NalUueHTOB
K HOBBIM METOJIaM JIEUEHUS AOIyCKAEeTCsl IPU YCIOBUH:

0TCYTCTBUS (P PEKTUBHBIX METOJOB OKAa3aHHsI MEIUIIMHCKOM TOMOIIH;

OTCYTCTBHSI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB;

MIPEBBILIEHUS] TOJb3bl NMPUMEHEHUS IaHHBIX JIEKApCTBEHHBIX IPENnapaToB HajJ PUCKOM
JUISL 3/10POBbSI U KU3HU MALIUEHTOB.

[Topsimoxk ¥ yclIOBUSL METUIIMHCKOTO TPUMEHEHUS OPHUTMHAIBHBIX JIEKaPCTBEHHBIX
IpernapaToB Juig 00ecliedeHHs] paHHEro JOCTyNa NaIMeHTOB K HOBBIM METOJaM JIeUeHUs
yCTaHaBIMBaOTCd MUHUCTEPCTBOM 31paBOOXPAHEHUS.

I'/TABA 4
IMPOMBIIIVIEHHOE ITPOU3BOACTBO U AIITEYHHOE
MN3I'OTOBJIEHUE JEKAPCTBEHHBIX CPEJACTB

Cratbs 20. IIpoMblinieHHOE NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB

[TpoMbIlIEeHHOE MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISAETCS HAa OCHOBAHHH
CHEIHALHOTO pa3pelieHus: (JIMIEH3UH) Ha OCYIIECTBICHNE (papMareBTUUECKON NeSATeTbHOCTH
B COOTBETCTBUU ¢ TpeboBaHusIMU Hamnexaiei mpon3BOACTBEHHON TPAKTUKH.

CooTBeTcTBHE MPOMBIIUIEHHOTO IMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSIM
Hannexxamield mpou3BOJCTBEHHOW MPAKTHKUA TOATBEPHKIAETCS JTOKYMEHTOM (CepTH(UKATOM),
BbIIaBa€MbIM  MUHHCTEPCTBOM  3APABOOXPAHEHHUS IO pe3ysibTaTaM  HHCIEKTUPOBAHMUS

(bapmareBTHUECKON WHCIICKITUH ).
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CooTBeTcTBHE  TPOM3BOJACTBA  JICKAPCTBEHHBIX  CpeACTB  TpeOoBaHusM  IlpaBun
HaJJeXKale MPOU3BOJCTBEHHOM  MPAKTUKU  EBpa3suiicCKOro  3KOHOMHUYECKOTO  COH03a
JUIS IEKAPCTBEHHBIX ~ CPEJICTB, MPOM3BOAMMBIX JUISl IOCTaBKM HA pbIHOK  EBpasuiickoro
SKOHOMHMYECKOTO CO03a, MOATBEPXKIAACTCA JTOKYMEHTOM (cepTU(HUKATOM), BbAaBaCMbIM
YIIOJIHOMOYEHHBIM OPraHOM I'OCyAapCcTBa — WieHa EBpa3uiicKOro 5KOHOMUYECKOTO COH03a.

[Ipoun3BoauTeNb TEKAPCTBEHHBIX CPEJICTB B CPOK HE MO3HEE YeM uepe3 12 MecsieB nocie
IPUHATHUSL PELIEHHs O BbIJAY€ CIELHUAIbHOIO paspellieHus (JIMLEH3MU) Ha OCYLECTBIECHHE
(dhapMareBTUUECKOM  JEATEIbHOCTH  JIOJDKEH  TONY4YUTh  JIOKYMEHT  (cepTtudmukar),
MIOATBEPXKIAIOIIUN COOTBETCTBUE IPOMBIIIEHHOTO IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
TpeboBanusiM Hajuiexarield nmpou3BOACTBEHHOM MpakTUKHU. B mocneayromiem He pexke OJHOTO
paza BTpU TIoJa MPOU3BOAMUTENL JIOJDKEH OOECHEUUTh BO3MOKHOCTH OCYILIECTBIICHHUS
MHCIEKTUPOBaHUA  ((papManeBTUUYECKOW  HMHCIEKIMH) MPOMBIIUIEHHOTO  I[POM3BOJICTBA
JICKApCTBEHHBIX CPEICTB Ui MOJATBEPXKACHUS COOTBETCTBHA TpeOoBaHusM Hamiexamieit
MIPOU3BOJCTBEHHON IPAKTUKH B TIOPAJIKE, YCTAHOBICHHOM 3aKOHOJATEIIbCTBOM.

[IpousBoauTenb  JEKAapCTBEHHBIX  CPEICTB  HAa3HA4aeT  YIOJHOMOYEHHOE  JIMIIO
(YNOTHOMOYEHHBIX ~ JIUIY), HMeroIIee BBICIIIEE o0Opa3oBaHue U cTax  paboThl
10 COOTBETCTBYIOIIEMY BHIY Pa0dOT M YCIIYT, CBSI3aHHBIX C MPOMBIIIICHHBIM IMPOU3BOACTBOM
JIEKApCTBEHHBIX CPEJNICTB.

YIOJIHOMOYEHHBIM  JIMIOM  IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEACTB  SIBIISETCS
JOJDKHOCTHOE JIMIIO TPOM3BOJAUTENS, HA KOTOPOE BO3JAraeTcsi OTBETCTBEHHOCTh 3a Ka4e€CTBO
IIPOM3BOJIMMBIX U BBITYCKAEMbIX B PEalM3alUI0 JIEKAPCTBEHHBIX CPEACTB, FapaHTUPYIOLIEE, YTO
Kakaas cepust (mapTus) JEKapCTBEHHOT'O CPEACTBa MPOW3BEACHA U MPOBEPEHA B COOTBETCTBUU
¢ TpeOOBaHUAMHU Hamnexamen IIPOU3BOACTBEHHOMN [IPAKTUKH, WHBIMU aKTaMu
3aKOHO/IATENIbCTBA, & TAKIKE PETMCTPALIUOHHBIM J1I0ChE.

Y10JIHOMOYEHHOE JIMLO MPOXOJUT aTTECTALMI0 ISl OJATBEP)KIEHUSI €r0 COOTBETCTBUS
TpeOOBaHUSAM, MPENBABISIEMBbIM K YIIOJIHOMOYEHHBIM JIMIIAM MPOU3BOJUTENEH JEKapCTBEHHBIX
cpeactB. TpeOoBaHMS W MOPSAOK AaTTECTAllMM  YIOJHOMOYEHHBIX JIAI[ IPOWU3BOAUTENCH
JIEKAPCTBEHHBIX CPEJCTB YCTAHABIMBAIOTCA MUHUCTEPCTBOM 3PABOOXPAHEHUS C YYETOM
TpeOOBaHUN  MEXIYHAPOAHO-TIPABOBBIX  aKTOB, COCTABJISIONIMX TpaBo  EBpasuiickoro
SKOHOMMYECKOTO COI03a.

YHomHOMOYEHHBIE JIMLA TPOU3BOAMUTENECH JIEKAPCTBEHHBIX CPEACTB, IPOLISAIINE
aTTeCTallMIO, BKJIKOYAIOTCS B PEECTP YINOJIHOMOYEHHBIX JIML[ IPOU3BOAUTENEH JIEKAPCTBEHHBIX
cpencts Pecy6onuku benapyce.

DopMHUpPOBaHUE U BEIEHUE PEECTPA OCYLIECTBIIAIOTCS MHUHHUCTEPCTBOM 31PABOOXPAHEHUS
B IIOPAJIKE, YCTAHOBJIEHHOM 3TUM MUHHUCTEPCTBOM.

[Ipn ocyuiecTBI€HUH MPOMBIIUIEHHOTO TMPOU3BOACTBA  JIEKAPCTBEHHBIX  CPEICTB
IIPOU3BOIUTEID:

BHEIpSIET U MOAJEPKUBaeT (YHKIIMOHUpPOBaHHE (PapMaleBTUUYECKOW CHUCTEMBbl KauecTBa,
MO3BOJIAIONIEN 00ecreunBaTh COOTBETCTBUE MTPOU3BOIUMBIX JIEKAPCTBEHHBIX CPEJICTB LIEIEBOMY
Ha3HAYEHUIO /Il MEIUIIMHCKOTO IPUMEHEHUS, TOKYMEHTaM, COCTAaBJISIIOIINM PETUCTPALIMOHHOE
J0Che, U (MJIM) IporpaMMam (IIPOTOKOJIaM) KIMHUYECKUX UCCIIeJOBaHUN (MCIIBITAaHUN);

rapaHTUPYET UCMOJIb30BaHUE B MPOLIECCE MPOMBILIUIEHHOTO TPOU3BO/ICTBA JIEKAPCTBEHHBIX
IpernapaToB TONBKO (apMaleBTUUYECKUX CYOCTaHIUM, TNPOU3BEIEHHBIX B COOTBETCTBHH
C TpeOOBaHUSAMU HAJUIeKaIle MPOM3BOACTBEHHONM MPAKTUKU CTpPaHbl — MPOU3BOIUTENS
(bapmMareBTHUECKON CyOCTaHIIUM;

obOecrieunBaer coOmoaeHue TpeOoBaHui [lpaBun Hagiexamed AUCTPUOBIOTOPCKON
MIpaKTUKN EBpa3uiicKoro 3KOHOMHUYECKOTO COI03a IPU ONTOBOM pealM3allM JIEKapCTBEHHBIX
CPEICTB;

He3aMeUTUTENbHO HHPOPMUPYET MHUHUCTEPCTBO 3/[paBOOXPAHEHUS O CIy4asX BbISBICHUS
GbanbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, COOTBETCTBYIOIIMX  HAMMEHOBaHUSM
JIEKapCTBEHHBIX CPEJICTB, IPOU3BOJUMBIX HM;

B Cllydae YCTAaHOBJIEHHS HECOOTBETCTBMSI KayecTBa IMPOU3BOJIMMBIX JIEKAPCTBEHHBIX
CpeACTB NPOBOJUT pacciell0OBaHHWE C BBIABICHHWEM M YCTPaHEHUEM MPHYUH M UH(POPMHUPYET
MuHHCTEPCTBO  3PAaBOOXPAHEHHs O pe3yibTaTaX pAacCleJOBaHUs B MOPAJKE U CPOKH,

17



Hayuonanvnuiii npasosoit Hnmepnem-nopman Pecnyoauku benapycw, 19.05.2020, 2/2732

ycTaHaBJIMBaeMble MUHHUCTEPCTBOM 3/IpaBOOXPAHEHUS, a TAaKXKe 00ECIeUnBaeT OCYIIECTBICHHE
WHCIIEKTUPOBaHUS ((papMarieBTUIECKON MHCIICKITHH ),

o0ecrieynBaeT MOJACP)KaHUE B AKTYaJIbHOM COCTOSIHUM CBEACHUH  OTHOCUTEIILHO
IIPOMBIIIJIEHHOTO IPOM3BOJACTBA JICKAPCTBEHHBIX CPEACTB, COACPXKAILUMUXCS B JOKYMEHTax,
MPEJCTABICHHBIX JUIA JULEH3UPOBAaHUS (papMaIleBTUYECKON JESATEIbHOCTH B 4YacTh padoT
U yCIOyr IO NPOMBIIUIEHHOMY IIPOM3BOJACTBY JIEKAPCTBEHHBIX CPEICTB U UX ONTOBOMU
pean3anmi.

3anpenaercs IPOMBILITIEHHOE IPOU3BOJCTBO JIEKAPCTBEHHBIX CPENICTB:

HE BKIIOYEHHBIX B I['OCyZapCTBEHHBI peecTp JIEKapCTBEHHBIX CpeACTB PecmyOnmku
benapycp, 3a UCKIIIOUEHUEM JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYCHHBIX [UIS IPOBEACHUS
JNOKIIMHUYECKUX  (HEKJIMHUYECKUX)  HCCIENOBAaHUM,  OCYILECTBICHHUS  IOCYIapCTBEHHOMU
perucTpalMy MM pPEerucTpauuy B paMKax  EBpasmiicKOro »KOHOMHYECKOIO  COH03a,
JIEKapCTBEHHBIX CPEJCTB, NPEJHA3HAYEHHBIX JJIS IPOMBIIIJIEHHOIO IPOMU3BOJCTBA TOJIBKO
Ha 3KCIIOPT, a TAKKe NPEJHA3HAYCHHBIX JJIs1 KIIMHUYECKUX UCCIIe0BAaHUM (MCTIBITAaHU);

Ipu  OTCYTCTBMHM  (MCTEUCHHHM  CpOKa  JICWCTBUA) JOKyMeHTa (ceprudukara),
MIOATBEPKJAOIIETO COOTBETCTBUE IPOMBIIUIEHHOTO IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB
TpeboBanusM Haanexamieid NpPOW3BOJACTBEHHOW TPAKTHKH, MJOKyMeHTa (ceprudukara),
IIOATBEP>KAIOLIETO COOTBETCTBUE IPOMBIIUIEHHOIO IPOM3BOJCTBA JIEKAPCTBEHHBIX CPENICTB
TpeOoBanusm  [lpaBun  Hamiexamedl  TPOM3BOJICTBEHHOM — MpakTHKKM  EBpaszuiickoro
SKOHOMHMYECKOTO COK03a, BTOM YHCJIE JIEKAPCTBEHHBIX CPEACTB, IpPEAHA3HAUYECHHBIX
JUIS IPOMBIIIJIEHHOTO ~ IPOM3BOJICTBA  TOJIBKO  HA OKCIOPT, a TakkKe MpeJHa3HAYEHHBIX
JUIs KIIMHUYECKUX MCCIel0OBaHUN (MCIIBITaHU).

Crarbs 21. UHcnekTHpoBaHue ((papManeBTHYECKAsi HHCIIEKIHSA)
NPOMBINICHHOT0 IPOM3BOACTBA JICKAPCTBEHHBIX CPEICTB

WucnektupoBanue ((hapManeBTHUECKas HMHCIEKIUSA) MPOMBIIUICHHOTO ITPOU3BOJCTBA
JICKapCTBEHHBIX CPEJCTB Ha COOTBETCTBUE TpeboBaHusAM Hajnexaimeli npou3BOICTBEHHOM
MIPAKTHKHU OCYUIECTBIISAETCS (hapmaleBTHUECKUM MHCIIEKTOPAaTOM MuHuncrepcTBa
3/IpaBOOXpaHEHMs] M (WJIM) YIOJHOMOYEHHOW MM OpraHM3allid B MOPAIKE U Ha YCIOBHUSX,
YCTaHABIMBAEMBIX 3TUM MUHUCTEPCTBOM.

WucnexktupoBanue ((apmaneBTHUECKass HMHCIEKIUS) POMBIIUIEHHOTO MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJCTB Ha COOTBETCTBHE TpeboBaHusM Haanexaieil MNpou3BOICTBEHHON
MIPAKTUKU OCYLIECTBIsETCS (papMaleBTHUECKUMHU HHCIIEKTOPaMH:

IpU  JUIEH3UPOBAHUU (papMaleBTUYECKOW JESITeNbHOCTH B 4acTH padOT U ycayr
I10 TIPOMBIIUIEHHOMY IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB U UX ONTOBOW pealln3alid, B TOM
YHUCJIE MPEIHA3HAYEHHBIX TOJBKO Ha HKCIIOPT, JICKAPCTBEHHBIX IPENapaToB I KIMHUYECKUX
UCCIENOBaHUM (MCHBITAaHUM), NpPU BHECEHUHM M3MEHEHMH B CIIEHUAIbHOE pa3pelieHue
(MUueH3u);

IIPU OCYILECTBICHUH FOCYAApCTBEHHON perucTpauuu (MOATBEPKIACHUS TOCYIapCTBEHHON
perucTpanym) JIeKapcTBEHHBIX CPEACTB WM pErucTpanuu (MOATBEP)KACHUS PErucTpaLiu)
JIEKApCTBEHHBIX CPEJICTB B paMKaxX EBpa3suiicKOro 5KOHOMHUYECKOIO COH03a;

JUIsL TIOATBEPKACHHUS COOTBETCTBUs IPOMBILIJIEHHOIO IPOU3BOJCTBA JIEKAPCTBEHHBIX
cpenctB TpeboBaHusM Hajiexxameir mpou3BOJICTBEHHON MPAKTHKHA B COOTBETCTBHH C TUTAHOM
MHCIIEKTUPOBAHMS, €KETOJHO YTBEPKIaeMbIM MUHUCTEPCTBOM 3IpaBOOXPAHEHUS;

B Cllyyae BBISIBJICHHUS HEKaYeCTBEHHOIO M (WiH) Qalbcu(PUIUPOBAHHOTO JIEKAPCTBEHHOIO
CpeAcTBa WM MPU MOJYyYeHUU MH(POPMALUU O JEKApCTBEHHOM CPEJICTBE, CBUJECTEIbCTBYIOIIEH
00 yrpo3e *HU3HHU U 37J0POBbIO HACETICHUSI.

IIpy  BbIIBIEHWHM B XO/A€  HWHCHEKTHpPOBaHUS  ((papMaleBTUYECKOH  WHCIIEKIIHN)
MIPOMBIIIJIEHHOTO MPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB (DAKTOB, CO3JAIOLIUX YIPO3y
OPUYMHEHUS BpeAa JKU3HM WIIM 3/I0pOBbIO HaceleHHs, (apMaleBTHUECKUI HHCIIEKTOP
B IIPEJIEJIaX CBOEW KOMIIETEHIIMM IPUHUMAET MEphI, HAIIPaBJICHHBIE Ha 3alpEHICHUE peaTn3aliu
JIEKAPCTBEHHOT'O CPEJCTBA, NIPEACTABISAIOLIErO YIPO3y NPUUMHEHUS Bpea KU3HU WIN 310POBBIO
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HAceJleHMs,  aTakKe  Ha 3alpelieHHe  OCYIIECTBICHHUS  JEATENbHOCTH,  CBS3aHHOM
C IIPOM3BOJICTBOM M KOHTPOJIEM KauecTBa JICKAPCTBEHHOTO CPECTBA.

dopMupoBaHUE U BeACHUE peecTpa (apMaleBTHUECKUX HWHCIEKTOpoB PecnyOnuku
benapycp ocymecTBisitorcsi MUHHCTEPCTBOM 3pPaBOOXPAHEHUS B MOPSJIKE, YCTAHOBICHHOM
>tuM MunucrepcTBoM. CBefieHNUs, cCoieprKalIuecs: B peectpe (papMamneBTUIeCKUX HHCIEKTOPOB
PeciyOnmukn  Benmapych, pasmemarorcs  MUHHCTEPCTBOM — 3paBOOXPAHEHHS  HA CBOEM
ounmansHOM caiiTe B I1100aJIbHOM KOMIIBIOTEPHOH ceTu MHTepHeT.

Crarbs 22. AlTe4HOE U3TrOTOBJICHHE JIEKAPCTBEHHBIX CPEICTB

Iloxg anTeyHbIM M3rOTOBICHUEM JIEKAPCTBEHHBIX CPEICTB IIOHUMAETCS H3TOTOBIICHHUE
JIEKapCTBEHHBIX MPENapaToB ¢ UCMOIb30BaHUEM (hapMalleBTHUECKUX CYOCTaHLIUN, BKIFOYEHHBIX
B ['ocymapcTBeHHBIII peecTp JIEKapCTBEHHBIX cpeacTB PecmyOnuku benapych, a Taxke
BCIIOMOTI'aTeJIbHBIX BEUIECTB U JICKAPCTBEHHOI'O PACTUTEIIBHOTO ChIPBSI.

JlekapCTBEHHBIE CpEICTBA M3TOTABIMBAIOTCS B allTeKax [0 perentam Bpadyerd oo
TpeOoBaHUsAM (3asBKaM) OpraHU3aIil 3APaBOOXPAHEHUS WM UX CTPYKTYPHBIX MMOAPA3ICICHUN.

ANTeYHOE U3rOTOBIICHHE JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCS B COOTBETCTBUH
c TpeboBaHusMH Hamnexamieil anTeyHOW MPaKTHKW, a Takke (papMakomerHHbIXx craTei
locynmapcrBennoit  ¢apmakonen PecnyOnmku  benapych Ha OCHOBaHWM — CIICIIUATBHOTO
paszpenieHus (JIMLEH3UN) Ha OCYyIIECTBIeHUE (hapMalleBTUUECKOM 1eATeTbHOCTH.

TJIABA 5
PEAJIM3ALIUSA, OTITYCK, XPAHEHUE, TPAHCIIOPTUPOBKA,
MPUOCTAHOBJIEHUE PEAJIM3ALIAA U MEJULIMHCKOI' O
MPUMEHEHUS, U3BATUE U3 OBPAIIIEHUS, BO3BPAT
MPOU3BOJIUTEJIO WA MOCTABIIUKY, YHUUTOKEHUE,
BBO3, BIBO3 JIEKAPCTBEHHBIX CPEJICTB

Crartbs 23. Peaqn3anus JieKapcTBEHHBIX CPeCTB

Peanuzanus JI€KapCTBEHHBIX CPEICTB  OCYILECTBISAETCS  FOPUIMYECKUMH  JIMLAMHU
U UHAUBUAYAJIbHBIMH  NPEANPUHUMATENIMA  HA OCHOBAHUM  CHELMAIBHOTO  pa3pellieHust
(JIMIIeH3UM) Ha OCYyILECTBIIEHUE (PapMalleBTUUECKOM NesTeTbHOCTH.

3anpemaercs pealnu3anus JIEKapCTBEHHBIX CPEJICTB!

MOJIEXKAIUX TOCYJapCTBEHHON PETUCTpPAllMM | HE BKIIOUYEHHBIX B ['ocynapcTBEHHBIN
peecTp JeKapcTBEHHBIX cpeactB PecnyOnuku bemapych, 3a HCKIIOUEHHEM JIEKapPCTBEHHBIX
CpeACTB, BBE3EHHBIX Ha TepputTopuio PecrnyOnuku benapych B ciydasx, MpeaycMOTPEHHBIX
a03amamMu MATHIM—BOCEMBIM YaCTH TIEPBOW CTaThu 27 HACTOSAIIETO 3aKOHA;

yKa3aHHbIX B a03alax TpeTbeM—1IecTOM YacTu BTopoi ctathi 10 HacTosmero 3akoHa;

IIPY OTCYTCTBUU JOKYMEHTOB, TOATBEPKIAIOIIUX UX Ka4eCTBO;

HEKAaYEeCTBEHHBIX U (PanbCUUIIUPOBAHHBIX;

C UCTEKILIUM CPOKOM T'OTHOCTH;

B Cllydyasx TMPUHATHS pELIEHUS O NPUOCTAHOBICHUM HUX peau3alud WU HU3bATUU
u3 o0paleHus, NpeayCMOTPEHHBIX YacTIMU BTOPOH—YETBEPTOi CTaThu 26 HACTOSIIEro 3aKOHa;

B UHBIX CIIy4asix, IPeAYyCMOTPEHHBIX 3aKOHO/IaTeIbHBIMU aKTaMH.

Cratss 24. OnToBasi peanu3anus JeKapCTBEHHbIX CPEACTB

IOpI/II[I/I'-IeCKI/Ie Jina W MHIWBUAYAJBHBIC MPCANPHUHUMATCIN IIPpU  OCYIICCTBICHUU
OITOBOM pealM3alliu JIEKAPCTBEHHBIX CPEACTB 00s3aHbI cobmoaaTh TpeboBanust Hannexarei
MPaKTUKWA XpaHEHMsI JIeKapCTBEHHBIX cpeAcTB, [IpaBun Haanmexamed IuCTpUOBIOTOPCKON
paKkTUKU EBpa3uiickoro 3kOHOMUYECKOr0 COK3a.

CooTBeTCcTBHE OCYIHGCTBHHGMOﬁ IOPUIANYCCKUMU JmnamMmn U MHIWBUAYaJIbHBIMU
NpeINpUHUMATEIIMA OINTOBOM peanu3alii JIEKAPCTBEHHBIX cpelcTB TpeOoBaHusM [lpaBui
HaJyIeKamed JAUCTPUOBIOTOPCKOM  MPAaKTUKA  EBpa3uiiCcKOro  SKOHOMHYECKOTO  COH03a
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MOATBEPIKIAETCS JOKYMEHTOM, BbIIaBaeMbIM  MUHHUCTEPCTBOM 3JIpaBOOXPaHEHUS
0 pe3ysibTaTaM MHCIEKTHpPOBaHUS ((hapMalleBTHUECKONH MHCIEKIHUH), OCYLIECTBIIIEMOTO
B mopsiaike, ycranasiauBaeMoM CoBeroM MunuctpoB Pecriydnuku benapycs.

OnToBast peayin3anusi JIEKapCTBEHHBIX CPEICTB OCYIIECTBIISACTCS:

IOPUAMYECKUM JIUI[AM U MHAUBHIYAbHBIM MPEAIPUHAMATENSIM, HMCIOIIUM CIICIHATHHOE
paszpelleHue (JIMIEH3MI0) Ha OCyIlecTBIeHHE (papMalieBTUYeCKOi, MEAUIIMHCKON, BETEpUHAPHOU
NeSTeIbHOCTH,

rOCy/IapCTBEHHBIM ~ OpPraHHM3alUsM  3PAaBOOXPAHECHMS, YUPEKIEHUSM 00pa3oBaHUs
U conuanapHoro obcmyx)uBanus u benopycckomy O6mectBy Kpacuoro Kpecra;

HAy4YHO-HCCIIEeI0BATEIbCKUM OPraHu3alysaM Ui IPOBEICHUsT HAyYHO-HUCCIIeI0BATEIbCKUX
pabor;

BOMHCKUM yacTsM (yupexaenusm) Boopyxennsix Cun PecnyOnuku benapych u apyrum
BOMHCKMM (OPMHUPOBAHHSM, OpPraHAM BHYTPEHHUX JIeJ, OpraHaM U MOAPa3JeICHUIM
10 YpE3BbIUANHBIM CUTYALIUSM;

l'ocynapcTBEeHHOMY KOMHUTETY CYI€OHBIX IKCIIEPTHU3;

0azam XpaHEHHs] METUIITHCKOM TEXHUKH 1 UMYIIIECTBA.

JlomyckaeTcsi ONTOBas peanu3anis JIeKapCTBEHHBIX IIpenapaToB, pealu3yeMblx 0e3
perienTa Bpaya, HOPUIAYECKUM JIMIaM, HE UMEIOIIMM CIELNHUaIbHOTO pa3pelieHus (JIUICH3UH)
Ha OCYIIECTBICHUE (hapMaIleBTHUECKONW, METUIIMHCKON JIeSTeNbHOCTH, Ui COOCTBEHHOTO
WCIOJIb30BAaHUS B COOTBETCTBUU C MHCTPYKIUSAMU 1O MEAUIIMHCKOMY MPUMEHEHUI0 (JIMCTKaMHU-
BKJIQIBIIIAMK ) €3 MpaBa MOCIeIyIOIEeH pean3alm.

Cratba 25. Po3Hu4Has peajiu3aius, OTIYCK JIEKAPCTBEHHBIX CPeICTB

Po3nnunass  peanusanus  JI€KapCTBEHHBIX  CPEACTB —  JEATEIBHOCTb,  CBSI3aHHAS
C IPHOOpETeHHEM, XpaHEHHWEM U pean3alueil JIeKapCTBEHHBIX IPErnapaTroB HACEICHHUIO,
OpraHu3alyAaM 3paBOOXPAHEHUS U UHBIM OPraHU3aLMsM Il MEIULIUHCKOTO IIPUMEHEHUS.

PozHnunas  peanus3anus  JIEKAPCTBEHHBIX  CPEACTB  OCYILECTBISETCS B alTeKax,
3a UCKJIFOYEHUEM CIIy4aeB, IPEAyCMOTPEHHBIX YaCTSIMU TPETbEW U YETBEPTOW HACTOSIIEH
CTaTbU.

B nensx obecriedeHus J€KapCTBEHHBIMU CPEICTBAMH HACEJIEHMS CEIbCKUX HACEJICHHBIX
IIYHKTOB, B KOTOPBIX OTCYTCTBYIOT aIlT€KH, PO3HHUYHAs pealn3alus JIEKAPCTBEHHBIX CPEICTB
MOXKET  OCYIIECTBJISTHCS ~ MEAUIIMHCKUM  pabOOTHUKOM TOCYJapCTBEHHOW  OpraHM3aluu
3IpaBOOXPAaHEHUs WM €€ CTPYKTYPHOIO IOJAPa3[EeiICHUsA, PACIOIOKEHHBIX B CEIIBCKUX
HACEJIEHHbIX NYHKTAaX, a TakK€ TaKUM MEIULUUHCKUM pPAOOTHUKOM B XOJ€ BBIE3IHBIX
MEIULMHCKUX  OCMOTPOB  HAaCEJIICHHWs B IOPSAAKE,  YCTAHOBIEHHOM  MMHHUCTEPCTBOM
31paBOOXPaHEHUS.

Po3nuuHas peanusanus J€KapCTBEHHBIX CPEJICTB B MECTaxX IPOBENCHHS MEXITYHAPOIHBIX
TEMAaTHUYECKUX BBICTABOK, MEXKIYHAPOAHBIX CIIOPTUBHBIX, a TAKKE KYJBTYPHO-MaCCOBBIX
MEpONPHUATHI  JOIYCKAETCS B CIy4yasix W IOPsJKE, YCTAaHABIMBAEMBIX MHMHHUCTEPCTBOM
31paBOOXPaHEHUS.

Po3HnyHas peanusanusi JeKapCTBEHHBIX CPEJCTB OCYILECTBISETCS IO pelenty u 6e3
peuenTta Bpaya. llepedeHp JeKapCTBEHHBIX IpENapaToB, pealu3yeMblXx Oe3 pelenta Bpaya,
YCTaHaBIMBAECTC  MHWHUCTEPCTBOM  3/IpaBOOXpPAaHEHUs B COOTBeTCTBMM ¢ IIpaBmmamu
OIpeJIeNIeHUs] KaTeropHil JIeKapCTBEHHBIX MPENapaToB, OTIyCKaeMbIX 0€3 pelernTa U 1o perenty,
YTBEPKICHHBIMH penieHueM EBpa3zniickoil 53KOHOMHUYECKOW KOMHMCCHH.

Wudopmanus o JIekapcTBEHHBIX IpenapaTax, MouIekaliuX pealu3aliy Mo penenty u 6e3
peuenTta Bpaya, MOCJIE€ HMX TOCYJapCTBEHHOM PETHCTpalud W BHECeHHS B ['ocymapcTBEeHHBIN
peecTp JeKapCTBEHHBIX cpelacTB PecnyOnuku benapych pasmenaercs Ha opHUIMAIBLHOM caiiTe
MunucTepcTBa 3JpaBoOXpaHeHtsl B II100aIbHON KOMIIbIOTEpHOM cetn HTepHeT.

ITopsimoK BBINMCBIBAHUS PELIENTOB Bpada Ha JICKAPCTBEHHBIE IIPENaparbl, B TOM YHUCIE
B (hopMe DJIEKTPOHHOTO JOKYMEHTa, U (popMbl OJAHKOB pELENTOB Bpaya Ha JIEKAPCTBEHHbBIE
Ipenaparsl, 3a UCKJIIOYEHUEM IIOPAAKa BBINHUCBIBAHUS PELENTOB Bpada Ha JICKAPCTBEHHBIC
npenapaTsl 1 GOopM OJIAHKOB DPELIENITOB Bpada Ha JIEKApCTBEHHBIE Mpernaparbl JUIsl JIbFOTHOTO,
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B TOM 4Hucie OecIiaTHOro, 0oOecredyeHHs JIGKApCTBEHHBIMU IpenaparaMiu, yCTaHABIMBAIOTCS
MUHHCTEPCTBOM  37paBOOXPAHCHUSI. [Topsimok  BBIMUCHIBAHHMSI ~ PELENTOB  Bpaya
Ha JICKAPCTBEHHBIC TMpemapaTbl U GOpMBI OJAHKOB PEIENTOB Bpada Ha JICKAPCTBEHHBIC
mpernaparsl Ui JbTOTHOTO, B TOM YHCIIE OECIUIaTHOTO, OOECIeYeHHUs] JIeKapCTBCHHBIMU
npemapatamu ycranaBiuBaroTcss CoBerom MunnctpoB Pecriyonuku benapycs.

[Ipy  po3HWYHOW  peanu3alMKd  JIGKAPCTBEHHBIX  CPEACTB  IOPUIMYECKUE  JIMIIA
Y MHAUBHUAYAIIbHBIC IPEANPUHUMATEIN 00S3aHbI:

OCYIIECTBIISITH CBOIO JCSITEIBHOCTD C COONIO/IEHHEM TpeOoBaHuii Haiexamieit anteqdHoi
MIPAKTUKU;

UMETh B HAIMYHM JICKAPCTBCHHBIC CPEICTBA, BKIIOYCHHBIC B IIEPEYCHb OCHOBHBIX
JIEKapCTBEHHBIX CPEJICTB.

OTImycK  JIGKAPCTBEHHBIX  CPEJACTB  OCYIIECTBIIACTCS  aNnTeKaMH  OpraHU3alui
3IpaBOOXPAaHEHUS, OKA3bIBAIOIINX MEIUIIMHCKYIO TTIOMOIIh B CTAIIMOHAPHBIX YCIOBUSX (Haiiee —
OOJILHUYHBIC OPTaHU3ALINHN ).

OTnyck  IJIeKapCTBEHHBIX CPEICTB  OCYIIECTBISETCS IO TpeOOBaHUSAM  (3asiBKaM)
OOJIBHUYHBIX OpraHu3aiuidi ¥ (WIK) UX CTPYKTYPHBIX TOJPA3JCIICHUH I HEMOCPEACTBEHHOTO
OKa3aHWsl MEIUIIUMHCKOW TIOMOIIM IAIlMeHTaM B 3TUX OOJBHHYHBIX OpPTaHW3alUsaX M (MIH) HX
CTPYKTYPHBIX TOAPA3ICIICHUIX.

Crartbs 26. XpaHeHUe, TPAHCIIOPTHUPOBKA, IPHOCTAHOBJIEHHE PeaTu3aluu
U MeIMIMHCKOIr0 NMPUMeHeHHs, U3bsATHE U3 00palleHus,
BO3BPAT NPOU3BOAUTE/IIO WIN MOCTABIIUKY, YHHUTOKEHHE
JIEKapCTBEHHBIX CPeCTB

JlekapCTBEHHbIE CpEJICTBAa JIOJDKHBI XPAaHUTHCS B COOTBETCTBUU  C TPEOOBaHUSAMU
Hamrexamielik NpakTUKM — XpaHEHUs  JIGKAPCTBEHHBIX  CPEACTB M TPAaHCIOPTUPOBATHCSA
B COOTBETCTBUHU ¢ TpeboBanusmu IlpaBun Hamiexamedl auCTpUOBIOTOPCKOW — MPaKTUKU
EBpa3uiickoro 3KOHOMHMYECKOIO COI03a B YCIOBHUSX, OOECHEUMBAIOIIUX HUX COXPaHHOCTb
1 Ka4eCTBO.

B cnydae BbIABIIEHHS NpU IPOBEACHUM KOHTPOJIS KayeCTBa JIEKAPCTBEHHOI'O CPEICTBA
HECOOTBETCTBUN PETUCTPALMOHHOMY JIOCHE I10 YIAKOBKE, MAPKUPOBKE YIIAKOBKH, HHCTPYKLIHUH
10 MEAULIMHCKOMY TNPUMEHEHUI0 (JIMCTKY-BKJIAJbINIY), JOKYMEHTY, MOJTBEP:KJIAIOIIEMY €ro
Ka4yeCcTBO, IPUOCTAHABIMBAIOTCA  pealu3alysl W MEIULUHUHCKOE IPUMEHEHWE  JITAHHOI'O
JIEKApCTBEHHOIO0  cpeacTtBa.  PelleHne 0 BOBMOXKHOCTM — JAIBHEHIIMX  pealu3anuu
Y MEJIUIMHCKOTO TPHUMEHEHMS JIEKapCTBEHHOIO CpEJICTBA IPUHUMAETCS MUHUCTEPCTBOM
31paBOOXPAaHEHUs IIPU YCIOBUM OTCYTCTBHMS pHUCKA JUISA 310pOBbs IAlIMEHTOB IIPH  €ro
IPUMEHEHUH II0CEe TOIYYEHHUS U PACCMOTPEHHUS MUCHbMEHHOTO OOBSCHEHMS INPOU3BOAMUTEINS
O IPUYMHAX W BBIBOJAX IO pe3yjibTaTaM IIPOBEJECHHOIO  pacCiIeAOBaHUS  BBISIBICHHBIX
HECOOTBETCTBUM.

Peanmusanus w MeOUIMHCKOE NPUMEHEHWE JIEKAPCTBEHHBIX IIPENapaToB, ISl KOTOPBIX
MOJIO3pEBaeTCs  HEONaronmpusiTHOE  M3MEHEHHWE  COOTHOLICHMS  «I0JIb3a —  PHUCKY,
MIPUOCTAHABINBAIOTCS.

JlekapcTBEHHBIE Mpenapatkl, A KOTOPbIX YCTAaHOBJIEHO HEOJIAronpuUsTHOE COOTHOIIEHUE
«T10J1b3a — PUCK» MIPU METUIIUHCKOM MPUMEHEHHUH, TTOIJIEXKAT U3BATUIO U3 0OpaIleHHsl.

HexauecTBeHHBIE JIEKapCTBEHHBIE CPEICTBA, JIEKAPCTBEHHBIE CPEICTBA C UCTEKIIUM
CPOKOM TOJHOCTH TMOJJIEXKAT HU3BIATUIO U3 OOpallleHusi, BO3BpaTy MPOU3BOIUTENIO WU
MOCTAaBIIMKY MO0 YHHUTOXEeHHI0. DambcuuIupoBaHHbIE JIEKAPCTBEHHBIE CPECTBA MOJIEkKAT
U3BATHIO U3 O0OpaIeHUs] U YHUUYTOKEHHUIO.

ITopsimok ¥ yciiOBHsL XpaHEHUs, TPAHCIOPTUPOBKHU, IIPUOCTAHOBIICHUS pealu3aluu
Y MEIMIIMHCKOTO TPUMEHEHUs, HW3bATHUS W3 OOpallleHHusl, BO3BpaTa IPOU3BOAUTENIO WIU
IIOCTABIMKY, YHUUTOKEHHsI JIEKapCTBEHHBIX CPEICTB ycTaHaBiuBaroTcsi CoBeToM MMHHCTPOB
Pecny6nuku benapycs, ecinu nHOE He NPEelyCMOTPEHO 3aKOHOAATEIbHBIMU aKTAMHU.
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Cratbs 27. BB03 H BbIB03 J1eKAPCTBEHHBIX CPEACTB

Pazpemaercs BBO3 Ha Tepputopuito PecnyOnmku benapych J€KapCTBEHHBIX CPEJNCTB,
BKJIIOYCHHBIX B ['OCynapcTBEHHBIH peecTp JieKapcTBEHHBIX cpenctB Pecrnybnmku benmapycs,
a TaKKe JICKapCTBEHHBIX CPEJIICTB!

IIpEeIHA3HAYEHHBIX Ul IPOBEJICHUS JOKIMHUYECKUX (HEKIMHUYECKUX) MCCIEI0BaHUM,
rOCYJapCTBEHHON  perucrpauuu  (MOATBEPKACHUS  TOCYJApCTBEHHOW  pPErucTpanuu),
MCIIOJIb30BAaHUS B KAUECTBE BHICTABOYHBIX 00pa3LioB 0e3 MpaBa UX JalbHEHIICH pean3aluy;

IpeJHa3HauYCHHbIX JJIS IPOBEACHUS KIMHUUECKUX UCCIIel0BaHUN (MCIIBITaHU);

BBO3UMBIX (PM3MUECKUM JIUIIOM JIJIsl TMYHOTO TPUMEHEHHUS;

IIPEIHA3HAYEHHBIX Ul IPEAYNPEKICHUST W yCTPAHEHUS IIOCJIEICTBUN 4pE3BbIYANHBIX
CUTyallui IPUPOAHOTO U TEXHOTEHHOT'O XapaKTepa, B TOM YHUCIIE SMUJEMUYECKIX 3a00IeBaHuUi;

BBO3UMBIX B KQu€CTBE MHOCTPAaHHON 0€3BO3ME3IHON TOMOIIY;

IIpeIHa3HAYEHHBIX JJI OKa3aHUs MEIUIMHCKOM IOMOILM I10 )KMU3HEHHBIM IIOKa3aHUSAM
KOHKPETHOT'O MAallMEeHTa WM OKa3aHUs MEJUIMHCKOM IOMOIIM OIPaHUYEHHOMY KOHTHHIECHTY
MAIMEeHTOB C JOKAa3aHHOW HEd(PPEKTHBHOCTHIO HIIM HETIEPEHOCHMOCTBIO 3apETUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CPEACTB, JUOO0 C opdaHHBIMU (pEeAKUMH) 3a00JICBaHUSAMU | (HJIN)
KHU3ZHEYTPOKAIOIIMMHU  3a00JIeBaHUSIMH, oo C TSDKENBIMU ~ HMHBAJIUAU3UPYIOIIMMHU
3200JI€BaHUSMU;

IIpeIHa3HAYEHHBIX JJIs OOECIeUeHUs PAHHEro JOCTyNla IallMeHTOB K HOBBIM METOJlaM
JICYCHNUS;

BBO3MMBIX B MHBIX CIy4asiX, I[PEIyCMOTPEHHBIX MEKIyHApOJHO-IIPAaBOBbIMU aKTaMHU,
COCTABJIIOLIMMHM ~ HOPMAaTUBHYIO IpaBoByl0o 0a3y TamokenHoro corw3a u Exunoro
SKOHOMMYECKOT0 MPOCTPAHCTBA U (MiIK) IpaBo EBpa3suiickoro 3KOHOMHYECKOI0 COI03a.

3ampeniaercss  BBO3  Ha Teppuroputo  PecnyOmukum  benapych  HekaueCTBEHHBIX,
(banbCcuUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, a TAKXKE JIEKAPCTBEHHBIX CPEJCTB C UCTEKIINM
CPOKOM T'OTHOCTH.

BB03 Ha TamoxkeHHYI0 TeppuTOpHio EBpa3zniickoro s3KOHOMHYECKOro coro3a B PecniyOminke
benmapych 4 BBIBO3 C TAMOXKEHHOM TEeppuUTOpUHM EBpasuilcKOro 3>KOHOMHYECKOIO COHO3a
B PecniyOnuke benapych JieKapCTBEHHBIX CpPEICTB OCYIIECTBISIOTCA MpPH  COOJIIOIEHUU
TpeOOBaHUH,  YCTAHOBJICHHBIX  MEXIYHapOJHO-TIPABOBBIMU  aKTaMH,  COCTaBIISIOLIUMHU
HOPMAaTUBHYIO MPaBoOBYIO 0a3y TaM0KeHHOT0 coto3a U ENMHOro 3KOHOMHYECKOT0 IPOCTPAHCTBA
u (uam) mpaBo EBpazuiickoro sKOHOMHUYECKOI0 CO03a, HACTOSIIMM 3aKOHOM M MHBIMU aKTaMH
3aKOHO/IATEIIbCTBA.

I'JIABA 6
NHPOPMALUA O JJEKAPCTBEHHBIX CPEJICTBAX.
PEKJIAMA JIEKAPCTBEHHBIX ITPEITAPATOB

Crarbs 28. UHpopMmanus 0 JieKapCTBEHHBIX CPeICTBax

Wndopmanus o IekapcTBEHHBIX Ipenaparax, pealn3yeMblx 0e3 penenTta Bpaua,
MPEOCTABIIAETCS C MOMOINBIO CPEJCTB Meperaud WHGPOpPMAalMd, B TOM YHUCIE YKa3bIBaeTCA
B MHCTPYKLHUAX 10 METUIIUHCKOMY IIPUMEHEHHIO (JTucTKax-BKJIAIbIIIAX ), 00X
XapaKTepUCTHKAX JIEKAPCTBEHHBIX MIPETApaTOB.

Pa3memnienue wmHpopManuu o JEKApCTBEHHBIX Ipenaparax, pealu3yeMbIX IO perenTy
Bpaya, JAOIYCKAEeTCsl TOJIBKO B CIELMAIM3UPOBAHHBIX MEYATHBIX M3/IaHUAX, MECTaX MPOBEICHUS
MEIAUIMHCKUX U (papMaleBTUYECKHX  BBICTAaBOK, CEMHUHApOB, KOH(MEpeHIMH | MHBIX
AQHAJIOTUYHBIX MEpONPUATUH, Ha UHTEPHET-PECYpCaxX M B paMKax  OHJIAWH-MEPONPUITHH,
MpeHa3HAYEHHBIX IS MEIMLIMHCKUX | (apMaleBTUYECKUX pPabOTHUKOB, B MHCTPYKIMSIX
[0 MEIULIMHCKOMY ~ TPUMEHEHUI0  (JIMCTKaX-BKJIAQJbIMIAX),  OOMMX  XapaKTepUCTUKaX
JIEKAPCTBEHHBIX IIPENapaTOB.

WudopmupoBaHne MEIUIUHCKUX U (apMalleBTUYECKHX PAOOTHUKOB O JIEKAPCTBEHHBIX
CpeICTBaxX, BKJIIOYEHHBIX B ['OCyIapCTBEHHBIN peecTp JeKapCTBEHHBIX cpeAcTB PecrmyOnuku
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benapycb, mnpeactaBUTENs MU MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEIACTB OCYIIECTBISAETCS
B MOPSAJIKE U HA YCJIOBUAX, YCTAHABINBAEMbIX MUHUCTEPCTBOM 37paBOOXPAHECHHUS.

Cratbs 29. Pekiiama JiekapCTBEHHBIX MIPENapaToB

Pexnama JICKApPCTBCHHBIX InpcriapaToB OCYIICCTBIIACTCA B COOTBCTCTBHHU
C 3aKOHOOATCIILCTBOM O PCKJIaMC.

I'JIABA 7
OTBETCTBEHHOCTD 3A HAPYHIEHUE 3AKOHOJATEJIBCTBA
Ob OBPAIIIEHUHN JIEKAPCTBEHHBIX CPEJICTB

Cratbs 30. OTBeTCTBEHHOCTDH 32 HAPYLIEHHE MOPSIAKA
o0paiieHns JeKapCTBEeHHBIX CPeICcTB

Jluna, HapylIMBUOIME YCTAHOBJCHHBIM 3aKOHOJATEIBCTBOM  IOPAIOK  OOparieHus
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C 3aKOHOJATEIbHBIMU
aKTaMH.

Crarbs 31. Bo3memenne Bpeaa, NPUYMHEHHOI0 sKU3HU M 3I0POBbI0 YeJIOBEKA
BCJIEJICTBHE METUIIUHCKOTO IPUMEHEHUS JIEKAPCTBEHHBIX CPEICTB

Bpen, npuuuHEHHBIH JKM3HU U 3I0POBBIO 4YENOBEKa BCIEICTBUE MEIULIUHCKOTO
MPUMEHEHUsI JICKAPCTBEHHBIX CPEACTB, B TOM YHCJIE TMpPH MPOBEACHUH KIMHHUYECKUX
UCCIENOBaHUM  (MCHBITAaHWIl), TOJUIKUT  BO3MEILICHUIO B MOPSAIKE, YCTaHOBJICHHOM
3aKOHO/IATEIIHCTBOM. ».

Cratba 2. CoBery MunuctpoB PecriyOnuku benapych B mecTUMECSYHBIN CPOK:

o0ecneunTh TpPUBEICHUE HOPMATUBHBIX MPABOBBIX AKTOB B COOTBETCTBHE C HACTOSIIUM
3aK0HOM;

MIPUHSATH WHBIE MEPHI TIO PeaTU3aINH IMOJ0KEHU HACTOSIIETO 3aK0oHa.

Crartbs 3. Hacrosiuuii 3aKoH BCTYNAaeT B CHIIY B CIAEAYIOIIEM MOPSIKE:

cTaThsi 1 — depe3 miecTb MecsIeB Tociie O(PHUIIMATBLHOTO OMYOJIMKOBAHUS HACTOSIIETO
3aKkoHa;

WHBIE TIOJIOKEHUS — MOCIe O(QUIIMATBHOTO OMyOJIUKOBAHUS HACTOSIIIIETO 3aKOHA.

Hpe3upent Pecny6anku benapych A.JlykaneHko
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