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3apeructpupoBaHo B HammonanbHOM peecTpe MpaBOBBIX aKTOB
Pecniy6muku benapyco 26 urons 2006 . N 2/1258

3AKOH PECNYBJIMKU BEJNIAPYCb
20 virona 2006 . N 161-3

Ob OBPALLUEHWUN NEKAPCTBEHHbIX CPEACTB

[punst ITanaroit npeacrasureneit 23 urons 2006 rona
Ono6pen CoseroMm Pecriybmuku 30 uronst 2006 roga

(B pea. 3akoHoB Pecny6nukn benapyck ot 13.05.2020 N 13-3,
ot 14.10.2022 N 213-3)

Hactosmuii 3akoH HampaBiieH Ha COBEPIICHCTBOBaHHE IPABOBBIX M OpPraHU3alMOHHBIX OCHOB
TOCYJIapCTBEHHOTO PErylupoBaHus B cdepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB B IIENIAX OOECIICUCHHUS
Hacenenus PecnyOnuku bemapych OezomacHbIMU, 3((EKTUBHBIMU U Ka4€CTBEHHBIMHU JIEKApCTBEHHBIMH
CPEICTBAMH.

MABA 1
OBLUME NMONOXEHUA

Crarbs 1. OcHOBHBIE TEPMHUHBI, HCIIOJIb3yeMble B HACTOsIIIEeM 3aKOHe, U UX ONpe/leJeHus]

Jns neneit HacTosiiero 3akoHa UCHOJb3YIOTCS CIIEYOIIME OCHOBHBIE TEPMUHBI U UX ONPEICICHUS:

AHTUCENITUYECKUH  JICKapCTBEHHBIM  mMpermapar - JIGKAPCTBEHHBIM  Tpemapar,  o0Jagaroniui
MPOTUBOMHUKPOOHBIM, TPOTUBOBHPYCHBIM, IPOTHBOIAPA3UTAPHBIM, HPOTUBOTPHOKOBBEIM JEHCTBHEM H
UCIONB3YEeMbIH MPEUMYIIIECTBEHHO JIJISl BHEIIHEro MPUMEHEHUS B IENSX METUIIMHCKON MPOPUIAKTHKU U
nedeHus] THGEKIIMOHHBIX 3a00JIEBaHMUIA;

anTeka - KOMIUIEKC CIIeIHUATU3UPOBAHHBIX TIOMEIICHHWH (CIEeUaTu3UpPOBAHHOTO IIOMEIIEHUs) U
o0opyaOBaHus, MpEeAHA3HAYCHHBINH ISl alTEeYHOTO W3TOTOBIEHUS, pealn3allli, OTIMYyCKa JeKapCTBEHHBIX
npemnaparoB, MECANIUHCKUX H3I[€J'IPII>1 U JPYyrux TOBApOB allTCYHOI'O aCCOPTUMCHTA U HpI/IHaI[J'Ie)KaHII/Iﬁ Ha
mpaBe COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHMHU Iopuamueckomy nuity PecmyOnuku benapych,
WHANBUAYAIbHOMY MpPEINpPUHUMATENI0, 3aperucTpupoBaHHoMy B PecryOnuke benmapych, MHOCTpaHHOMY
HOPUIUYICCKOMY JIMIY, I/IHOCTpaHHOf/’I opranu3anu, CO3JaHHbBIM B COOTBCTCTBHU C 3aKOHOAATCIILCTBOM
WHOCTPAHHBIX TOCYIApCTB, MPU HAIUYUHM OTKPHITOTO B YCTAaHOBJICHHOM IOPSIIKE MPEACTaBUTEIHCTBA Ha
tepputopun PecnyOnuku benapych (nmanee, ecim He YCTAHOBJIEHO HHOE, - IOPUAMYECKHE JUIA U
WH/MBUJyalbHbIC MPEANPUHUMATENN), WMCEIOIIUM JIUICH3HUIO HAa OCYUIECTBICHHE (hapMaIleBTUYECKOM
NeSITeNIbHOCTH;

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)
| (cMm. TEKCT B NpeablayLLen peaakumnm)

0€30macHOCTh JIEKAPCTBEHHOTO Tpernapara - XapakTepHCTHKa JIEKapCTBEHHOTO Tpernapara, OCHOBaHHAs
Ha JIOCTaTOYHOM J0Ka3aTreabHOU 0ase, MOATBEPKAAIOINIEH OTCYTCTBUE HEJOMMYCTUMOTO PUCKA, CBI3aHHOTO C
BO3MOKHOCTBIO TPUYMHEHUS Bpena W (WIM) HaHECEHHUs yiiepOa 370pOBBIO YeJIOBEKa, NP COOIIONCHUH
TpebOBaHUI MO0 MEAUIIMHCKOMY IIPUMEHEHUIO, TPAHCIIOPTUPOBKE, XPAaHEHUIO;
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BCIIOMOTaTeIbHOE BEILIECTBO - BEIIECTBO, 3a UCKIIOUYCHUEM (hapMalleBTUUECKUX CyOCTaHIMN (aKTUBHBIX
(dapmareBTHYECKUX CyOcTaHIuid) (manee - (QapManeBTHUECKHE CYOCTaHIIMHM), BXOJIIEEe B COCTaB
JIEKApCTBEHHOTO Tpernapara Uit IpUJaHus eMy HEOOXOIMMBIX CBOMCTB;

rOCyIapCTBEHHAs] PErucTpaius JEKapCTBEHHOTO CPEICTBA - MpOIEaypa NpPU3HAHHUS COOTBETCTBUSA
JIEKapCTBEHHOI'O CPEJICTBA MPENbSABISIEMbIM K HEMY TpeOOBaHUSAM MO Oe30macHOCTH, 3(P(EKTUBHOCTU U
KauecTBY, OCYIIECTBIsieMas B IEJSAX €ro JOMyCka K pealn3allid W MEJUIIMHCKOMY HPHUMEHEHHIO Ha
tepputopuu PecnyOnuku benapycs;

KoHcynbraHTlnoc: npumeyaHue.

[ocynapCTBEHHbIN peecTp rekapcTBeHHbIX cpeactB Pecnybnuku Benapycb pasmelleH Ha
cante PecnybnukaHCKOro yHuUTapHoro npeanpusatus "LIeHTp 9KCcneptMs M UCMbITaHUA B
3gpaBooxpaHeHun” (https://www.rceth.by/).

[ocynapcTBeHHBIN peecTp JIeKapCTBEHHBIX cpeacTB PecnyOnuku benmapych - rocymapcTBeHHBIN
MH(OPMAIIMOHHBIN pecypc, CoAepk alluii CBeIEHUsI O JIEKapCTBEHHBIX CPEACTBAX, 3apETUCTPUPOBAHHBIX B
Pecryonuke benapycs;

Jep>KaTellb  PETUCTPAIIMOHHOTO yAOCTOBEpEHHUs - topuanueckoe nuio Pecnmyonuku benapycs,
WHAUBUAYaIbHBIN TpeANpUHUMATENb, 3aperucTpupoBaHHbli B PecmyOnuke benapych, MHOCTpaHHOE
IOpUAMYECKOE JIMIO0, WHOCTPAaHHAs OpraHU3alus, CO3JaHHbIE B COOTBETCTBUU C 3aKOHOJATEIHLCTBOM
MHOCTPAHHBIX TOCYAapCTB, KOTOPBHIM BBIIAHO PETHUCTPALMOHHOE YAOCTOBEPEHHE U KOTOpbIE HECYT
OTBETCTBEHHOCTH 32 0€30MaCHOCTh, YPPEKTHBHOCTH M KaueCTBO JEKAPCTBEHHOTO CPEICTBA;

JOKJIMHUYECKOe (HEKIIMHUYECKOE) HCCIIe0OBaHUE JIEKAPCTBEHHOIO CPEACTBA - XHMHUYECKOE,
¢buznyeckoe, OHOJIOTHYECKOE, MHUKpPOOHOJIOrHYecKoe, (apMaKoIOTHYECKOe, TOKCHKOJIOTUYECKOe JHO0
JPyroe 3KCIEPUMEHTAIBHOE HCCIIEAOBAHUE WM CEpUSl HUCCIEJOBAHUNA IO M3YUYEHHUIO JIEKApCTBEHHOIO
CpezAcTBa MyTeM MPUMEHEHHs HayYHBIX METOJOB OILIEHOK B IIEJISX M3YUYEHHUS €ro Crenn(uyeckoro 1eHCTBH
1 (UJM) JTI0Ka3aTeNIbCTB O€30MaCHOCTH /IS 37I0POBbsI UETOBEKA;

WHCIIEKTUpOBaHUe ((dapManeBTUYECKass WHCIEKIHS) - OlEHKa Jrama (mporecca) oOparieHus
JIEKapCTBEHHBIX CPEACTB B IIeNIAX YCTAHOBICHHUS €ro COOTBETCTBUS TpPeOOBAHUAM HaAJEKAIIUX
(hapmareBTHIECKHX MPAKTUK B chepe oOpareHus JeKapCTBEHHBIX CPE/ICTB;

MHCTPYKIHS MO MEAUIMHCKOMY TNPUMEHEHHUIO (JIUCTOK-BKJIAJBINI) - JIOKYMEHT, MOMEIIAaeMbId B
YIAKOBKY C JIEKAPCTBEHHBIM IIPETapaToM, CoJlepKaliiuil HHPOpPMAaLIUIO sl TOTPEOUTENS;

HCCIIENYEMBIN JIEKaPCTBEHHBIM IMpernapar - JICKapCTBEHHBIM Ipenapar, KOTOpPbIM IPH NPOBEACHUU
KJIMHUYECKOTO MCCIIeNOBaHUs (MCTBITAHUA) MOJBEPraeTCss UCHBITAHUIO WM MPUMEHSETCS JJIsi CPaBHEHUS,
BKJItOYasl 1aneo, B TOM YMCIIE 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar B ciiydae, eclid CIocod
€ro IPUMEHEHUs! OTIMYAETCS OT YTBEP)KJIEHHOIO, a TAK)KE €CIIM OH UCHOJIb3YeTCs 110 HOBOMY IOKAa3aHUIO
JUIS MEAMIIMHCKOTO TMPUMEHEHHUS WM TONyYeHHUs AOMOJHUTENBbHON HMH(OpPMALUU TIO YTBEPKACHHOMY
MOKa3aHUIO;

KaueCTBO JICKAPCTBEHHOTO CPEJCTBA - COBOKYIHOCTHh CBOIMCTB M XapaKTEPUCTHUK (papMaleBTHUECKOU
cyOCTaHIIMM, JIEKapCTBEHHOTO Mpernapara, o0ecreunBalas UX COOTBETCTBUE 1I€JIEBOMY HAa3HAYCHHIO IS
MEIUIIUTHCKOTO TPUMEHECHHUS;

KJIMHUYECKOEe MCCIIeIoBaHNE (MCIbITAaHNE) JIEKAPCTBEHHOTO Ipenapara - u3yuyeHHe JTUarHOCTUYECKHUX,
neueOHbIX, MPoUIaKTHIECKUX, (HapMaKOJIOTUYECKUX CBOWCTB JIEKAPCTBEHHOTO Iperapara B MPOLEecce ero
MEIUIUHCKOTO TMPUMEHEHHUsI CyOBEKTOM HCCIICIOBAaHHMsS, B TOM YHCJIE IPOIECCOB BCACHIBAHUS,
pacripeniesieHusi, MeTabonu3Ma U BBIBEACHHS, MyTeM MPUMEHEHHMsS Hay4YHbIX METOIOB OLIEHOK B IEJNAX
MOJTyYEHHUsI JI0Ka3aTeslbCTB 0e30macHOCTH M A((EKTUBHOCTH JIEKAPCTBEHHOTO Tperapara, JaHHBIX O
HEXXeJIaTEeJIbHBIX PeaklUsAX OpraHu3Ma 4eJlOBEeKa Ha MEIULMHCKOE NPUMEHEHHUE JIEKapCTBEHHOIO Ipernapara
u 00 sddexre ero B3aUMOACHCTBHUS C APYTUMHU JIEKAPCTBEHHBIMHU MpenapataMud MU (WIK) MUIIEBBIMU
MIPOTYKTaMH;
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JeKapcTBeHHass (opMma - COCTOSHHE JIEKapCTBEHHOIO Ipernapara, COOTBETCTBYIOIIEE crocobam ero
BBEJICHHS 1 METUIIMHCKOTO TPUMEHEHHUS U 00€CTIeUnBaroIIee T0CTKEeHnEe Heooxonumoro ¢ dexra;

JICKApPCTBEHHOE CPEACTBO - CPEICTBO, MpEACTaBisiomee co0O0i MM COAepIKaliee BEHIeCTBO JHOO
KOMOMHAITUIO BEIIECTB, BCTYMAKOIIEE B KOHTAKT C OPraHU3MOM 4YeJIOBEKa, MpEeHa3HauCHHOE IS JICUCHUS,
MEIUITUTHCKON TPOQHIAKTHKN 3a00JI€BaHUI YeIoBeKa JTMOO BOCCTAHOBIICHUS, KOPPEKIIUH WIIM M3MEHEHHS
¢uznonornueckux (GyHKIMHA €ro opraHu3Ma MOCPEICTBOM (PapMaKOIOTHUYECKOTO, MMMYHOJIOTHYECKOTO
1100 METabOIMYECKOTO BO3ICHCTBYSI WM JUIsl JMATHOCTUKY 3a00JICBAaHHI U COCTOSTHHI YEJIOBEKa;

JICKapCTBEHHBIN MTperapar - JIEKapCTBEHHOE CPEICTBO B BUJIE JICKAPCTBEHHOH (DOPMBI;

HEeXKeNaTeNbHasl peaklus - HempeaHaMepeHHas HeONIarompusTHas peakius OpraHu3Ma YeJoBeKa,
CBsI3aHHAsI C TIPUMEHEHHEM JICKAPCTBEHHOTO Tperapara WiH HCCIeIyeMOro JISKapCTBEHHOTO Tpernapara u
MIPEIIOIararonas HaTMuue BOSMOXKHON B3aUMOCBS3H C IPUMEHEHHNEM TAaKHX JIEKAPCTBEHHBIX MPETIapaToB;

HENpeIBUICHHAS He)KeIaTeIbHas PeaKIlus - HeJKenaTeabHasl peaKiysl, XapaKTep, CTENEeHb TSXKECTH WK
MCXOJI KOTOPOW HE COOTBETCTBYIOT MH(OPMAIINH, COAEPIKAIICHCS B O0IIEH XapaKTePUCTUKE JIEKAPCTBEHHOTO
npernapara 1100 OpoIIope UCCIIe0BaTeNs sl HCCIEAYEMOTro JISKapCTBEHHOTO Mpernapara;

HOPMATHBHBIA JOKYMEHT II0 Ka4yeCTBy - JOKYMEHT MPOW3BOJMTENS JIGKAPCTBEHHOTO CPEICTBA,
YCTaHABJIMBAOLINIA TPeOOBaHUS K KOHTPOJIO Ka4eCTBa JIGKAPCTBEHHOTO CPEICTBA, COMEPIKAIINI TTOKa3aTeITn
KauecTBa M ONKMCAHME METOJOB M AHAJTUTHUYECKHMX METOAWK, HCIONBb3YyeMBbIX NpPH KOHTPOJE KauecTBa
JICKApCTBEHHOTO CPEJICTBA;

oOpalieHne JeKapCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKHE (HEKIMHUYECKUE) UCCIICTOBAHMS,
KIIMHUYECKUE  HUCCIeNOBaHMs  (MCIBITaHMs), OKCIepTH3a, HHCIEeKTHpoBaHue ((apmareBTrueckas
WHCIICKIINS), perucTpanus, papMakoHaa30p, KOHTPOJIb Ka9eCTBa, MPOMBIIIJICHHOE IPOM3BOCTBO, AallTEYHOEC
M3TOTOBJICHUE, XpaHEHHE, TPAHCTIOPTUPOBKA, BBO3, BBIBO3, pEAIU3alUs, OTITYCK, MEUIIMHCKOE IPUMEHEHNE,
BO3BpAaT MPOU3BOJUTEIIO WUJIH MOCTABIIUKY, YHHUTOXECHHIE JIEKAPCTBEHHBIX CPEJICTB;

o0mrasi XapakTepHUCTHKa JIGKAPCTBEHHOTO Iperapara - JIOKYMEHT, COACpKallui WH(QOPMAIUIO s
MEIUIMHCKUX M (papmaneBTHYECKUX paOOTHUKOB O ©0€30macHOM M A(PQPEKTUBHOM MEAULUHCKOM
NPUMEHEHHUH JIEKaPCTBEHHOTO Iperapara, pa3MelIeHHbIH B [OCYyIapCTBEHHOM peecTpe JIEKapCTBEHHBIX
cpenctB PecnyOnuku benmapych m (Wiam) eIMHOM peecTpe 3aperHCTPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 5kKOHOMHUYECKOI0 COI03a;

ONTOBAsl peajau3anus JEKAPCTBEHHBIX CPEIACTB (IUCTpUOBIONHMS) (/amee - ONToBas pean3arus
JICKApCTBEHHBIX CPEACTB) - NESATENBHOCTh, CBSI3aHHAS C MPUOOpPETEeHHEM, XpaHEHHEM, BBO30M, BBHIBO30OM,
peanuzanueil (3a UCKIIOYEHUEM pealu3aluy HaceleHH0) 0e3 orpaHHyYeHHsl 00beMOB, TPAHCIIOPTUPOBKOMH,
YHHUYTO)KEHUEM JICKAPCTBEHHBIX CPE/ICTB;

ophanHbIe (penkre) 3a00JeBaHUs - TPYIIA THKEIBIX XPOHUYECKUX MPOTPECCUPYIONINX 3a00ICBaHUM,
UMEIOIINX, KaK MPaBHIIO, TCHETUYECKYIO MPUPOY M YPOBEHBb PACIIPOCTPAHEHHOCTH B TIOMYJISIIIUK HE OoJiee
orxuoro ciaydas Ha 10 000 gyenoBek, MPUBOIAIINX K COKPAIICHUIO OKHIAEMOU MTPOAOKUTEIIBHOCTH KU3HH,
WHBAJUIHOCTH;

opbaHHbBIN (penkuii) JIEKApCTBEHHBIH TpernapaT - JCKapCTBEHHBIM Iperapar, MpeaHa3HaYeHHBIA s
JMAarHOCTUKH, ATHOMATOTCHETHYECKOTO WIIM TaTOreHETHUYECKOrO JICYeHHUsl (JICYeHUs, HalpaBlIEHHOTO Ha
MeXaHHU3M pa3BuTHs 3a001eBaHus1) OppaHHBIX (peIKUX) 3a00IeBaHuil;

nepedeHb OCHOBHBIX JICKAPCTBEHHBIX CPENICTB - YCTaHABIMBAEMbIii MHHUCTEPCTBOM 3PaBOOXPAHCHUS
CIHCOK JIEKAPCTBEHHBIX CPEACTB, YAOBIETBOPSIOMIMX >KU3HEHHO BaXKHBbIE MOTPEOHOCTH HACENCHHS
PecniyOnuku bBemapych B oOecneueHUM IE€KapCTBEHHBIMU CpPEACTBAMM, a TakKe HCIOIb3yeMbIH JUIs
JBTOTHOTO, B TOM YHCIIE OECIUIaTHOTO, 00eCIIeueHus! JIEKAPCTBEHHBIMHU CPEICTBAMH OT/EIIBHBIX KaTeropuit
TpaX<IaH MPH OKa3aHUU MEAUIIMHCKON MOMOIIY B aMOYyJTaTOPHBIX YCIOBHSIX;

NPOMBIIIJICHHOE  MPOW3BOJCTBO  JIGKAPCTBEHHBIX  CPEACTB -  JESATEIBHOCTh  MPOU3BOAUTEIIS
JIEKAPCTBEHHBIX CPEJICTB, BKIIIOYAONIAsl MPHOOPETEHHWE HCXOJHOTO CHIPhS, MaTepHalioB W TPOIYKIIWH,
BBINIOJIHEHUE OJIHOM MJIM HECKOJIBKHUX CTaJUi TEXHOJIOTMYECKOro Ipolecca, B TOM YHUCIE Ipolecca
VIIaKOBKH, KOHTPOJIb Ka4eCTBa, BbIauy pa3pelleHus] Ha BBITYCK, XpaHCHUE, PEATU3AIMI0 JIEKAPCTBEHHBIX
Cpe/CTB;
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PETUCTPAIIMIOHHOE JOChE - KOMILIEKT JOKYMEHTOB, MIPECTABIAEMbII 3asBUTEIEM JUIsSl TOCYIapCTBEHHON
peructpanuu (MOATBEPKACHUS TOCYIapCTBEHHOM PErUCTpalIiy) JEKapCTBEHHOTO CPEICTBAa HA TEPPUTOPHUU
Pecriyonmuku  Bemapych, comepkammx cBeNeHHS O 0€30MacHOCTH, J(PQPEKTUBHOCTH U KadeCTBE
JIEKapCTBEHHOTO CPEICTBA, M HHBIE JOKyMEHTHI, ompenensiemble CoBerom MuHuctpoB PecnyOnuku
benapycs;

PETUCTPAIIMIOHHOE YIOCTOBEpEHHE - JOKYMEHT, BbIIaBaeMblii MUHHCTEPCTBOM 3/pPaBOOXPAHEHHS IO
pesyabrataM  OCYIIECTBICHHMS TOCYIapCTBEHHOM perucTpanuu (MOATBEPXKICHUS TOCydapCTBEHHOM
PETUCTpAIH) JIEKAPCTBEHHOTO CPEJICTBA;

PETrUCTPAllMOHHBI HOMEp - KOJOBO€ 00O3HAYEeHHE, NMPUCBAUBAEMOE JIEKAPCTBEHHOMY CPEACTBY IO
pe3yabpTaTaM OCYIIECTBIIEHHUS €r0 rOCYJapCTBEHHOM perucTpanuy;

PecnyOnukanckuii  (GOpMyIIsip JIGKAPCTBEHHBIX  CPEACTB - CIUCOK JIGKAPCTBEHHBIX CPEICTB C
JI0Ka3aHHOU (P PEKTUBHOCTHIO, JIOMYCTUMOM Oe30MacHOCThIO, Hanbojee SKOHOMUYECKH BBITOJHBIX IPH
MCIIOJIb30BaHUM OIOPKETHBIX CPECTB, BBIACISEMBIX Ha 3[paBOOXPAaHEHHE;

PHCKH, CBS3aHHBIE C TPUMEHEHHMEM JIEKapCTBEHHOTO IIperapara, - JI0Oble PHUCKH, CBS3aHHBIE C
6e30MacHOCThIO, 3()(PEKTUBHOCTHIO M KauyeCTBOM JIEKApPCTBEHHOTO Mperapara, B OTHOILICHUH 3I0POBBS
MAIMEeHTOB WJIM HACEIICHHSI WIIM PUCKH, BEIyIINE K HeXKEIaTeITbHOMY BO3JICHCTBUIO HA OKPY)KAIOIIYIO CPEY;

COOTHOILIEHHE "TONb3a - PUCK" - PE3yNbTaT OLEHKH IOJIOKUTEIbHBIX TEPANeBTUYECKUX IPPEKTOB
JIEKapCTBEHHOTO Mpernapara Mo OTHOIICHUIO K PUCKaM, CBSI3aHHBIM C €r0 MEIUIIMHCKUM MTPUMEHEHUEM;

CPOK TOIHOCTH JIEKapPCTBEHHOTO Mperapara - Nepuoj] BPeMEHHU, B T€YEHUE KOTOPOTO JIEKaPCTBEHHBIN
npenapar He yTpauuBaeT 0e30macHOCTH, 3(P(PEeKTUBHOCTH M KayecTBa NpU HAJUIeKAleM XpAaHEHUU B
YCIIOBHUSIX, YKa3aHHBIX Ha YIMaKoOBKE, B OOIIEH XapaKTepUCTHUKE JIEKapCTBEHHOIO Iperapara u (WJn)
MHCTPYKIIMU TI0 METUIIMHCKOMY MTPHUMEHEHHIO (JIMCTKE-BKIIAJIBIIIE);

CyOBeKT wucclnenoBaHus - (u3MyYecKoe M0, YYacTBYIOIIEE B KIMHUYECKOM HCCIIEI0BaHUU
(MCTIBITaHUM) JIGKAPCTBEHHOTO TIpenapara B COCTaBe TPYIIIBI, TOIYYaIONIeH UCCIIETYEeMbIi JIeKapCTBEHHBIH
npernapar, 1100 B COCTaBe KOHTPOJIbHOW TPYIIIBI;

banbcupUIIPOBaHHOE JIEKAPCTBEHHOE CPEJICTBO - IEKAPCTBEHHOE CPEJICTBO, YMBIIUIEHHO CHA0XKEHHOE
HEJOCTOBEpHON uH(pOpPMaNKMel O ero cocraBe W (WIM) TPOU3BOAUTENE, a TaKXKE HEIOCTOBEPHOU
uHpopmanueit 060 Bcex 3Tamnax Ienu MOCTaBKU JIEKaPCTBEHHOTO CPE/ICTBA;

dbapMakoHaI30p - JIE€ATENbHOCTb, HAINpaBJIICHHAs Ha BBIIBICHHE, OLEHKY M MpPeJoTBpalleHue
HEXKEeJaTeNIbHBIX MMOCIIEACTBUN MPUMEHEHUS JIEKaPCTBEHHBIX MPEIapaToB;

(bapmakomneiiHas cTaThsl - TEXHUYECKUI HOPMATHUBHBIIN MPAaBOBOM aKT, yCTaHABIMBAIOIIUN TpeOOBaHUS K
METOZlaM KOHTPOJIsl KauecTBa JIEKAPCTBEHHBIX CPEACTB U 000pPYIOBAHUIO, HEOOXOAUMOMY ISl TIPOBEACHUS
WCTIBITAHUN KauyecTBa JICKAPCTBEHHBIX CPEACTB, YIMAKOBOUHBIM MaTepHajlaM, peakTHBaM, JIEKapCTBEHHBIM
dbopmam, KadyecTBY JIEKAapCTBEHHBIX IMpemaparoB, (apMaleBTHUECKUX CYOCTaHIIMNA, JIeKapCTBEHHOIO
PaCTUTENILHOTO CHIPhS, CTAHJAPTHBIM 00pa3iiaM, BCIIOMOTaTeIIbHBIM BEIIECTBAM;

¢dapmarieBTHUecKas CyOCTaHIMA - JIGKAPCTBEHHOE CPENCTBO, MPEeIHa3HAYCHHOE ISl MPOMBIIIICHHOTO
MIPOM3BOACTBA U alITE€YHOTO U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB;

(dapManeBTHUYEeCKHii  MHCHEKTOp -  (HU3MYEcKoe JIMIO, YMOJHOMOYEHHOE MMHHUCTEPCTBOM
3paBOOXpPAHEHUs] Ha MpoBeaeHUEe (apMalleBTUYECKOM HMHCIEKUMH U BKIIOYEHHOE B  PEecTp
(hapmareBTHYECKIX HHCIIEKTOpOoB Pecryonuku bemapych;

3 PEKTUBHOCTh JIEKAPCTBEHHOTO TIIperapara - COBOKYHMHOCTh XapaKTEPUCTHUK JIEKAPCTBEHHOTO
npernapara, 00€CleYMBAIOUINX JOCTHXKEHHE NPOPUIAKTUYECKOTO, JIMArHOCTUYECKOTO WM JIe4eOHOro
s¢p¢exra TudO BOCCTAHOBIIEHUE, KOPPEKIMIO WM MU3MEHEHEHHE (PU3MOJOTMYecKUX (QYHKIHMM OpraHu3Ma
YeJI0BEeKa.

TepMuHbI "OMOAHAIOTUYHBINA JICKAPCTBEHHBIM Tpernapar (OnoaHasaor, OMOMOAOOHBIN JIeKapCTBEHHBIN
npenapar, Ouocumwisip)" (Hasee - OMOAHAIOTHMYHBIA JIGKAPCTBEHHBIA Tperapar), "OWOJOTHYeCKUi
JIeKapCTBEHHbIM mpenapar”, "OMOTEXHOJOTMUECKUH JIEKapCTBEHHBIH mpemnapar”, "BOCHpPOHM3BEIECHHBIN
JIEKapCTBEHHBIM mpemnapar (TeHepuk)" (majnee - BOCHPOM3BEACHHBIM JICKAPCTBEHHBIM —Ipemapar),
"rHOpUTHBIN JI€KapCTBEHHBII npenapar"”, "romeornaTuuecKkoe JIEKapCTBEHHOE cpeacTso',

about:blank 4/27



07.04.2023, 16:36 3akoH Pecnybnuku Benapyck ot 20.07.2006 N 161-3 (pea. ot 14.10.2022) "O6 obpalueHnm nekapcTBeHHbIX cpeacTs”

"MMMYHOJIOTHUECKUN JIEKapCTBEHHBIH TNpenapar (MMMYHOOHOJIOIMYECKUI JieKapCTBEHHBIN mpenapar)"”

(mamee - WMMYHOJOTMYECKHH JICKQPCTBEHHBIM TMpernapar), '"JIeKapCTBEHHOE pacCTUTEIhHOE ChIphe',
"oOmenpunaToe (TPyNIUPOBOYHOE) HAMMEHOBAHME JIEKAPCTBEHHOTO Tmpemnapara’, "OpUruHaIbHBIN
JIEKapCTBEHHBIN mpenapatr”, "paanodapMmaleBTUYECKOE JEKapCTBEHHOE CPENCTBO" UCIHOIB3YIOTCS B

HACTOAIIEM 3akoHe B SHAQUCHUAX, OHNPCACICHHBIX MCKAYHAPOAHO-IIPABOBBIMHU AKTaMH, COCTaBIAOIIMMU
npaBo EBpa3uiickoro SKOHOMHYECKOTO COI03a B chepe 0OpalieHus JIEKapCTBEHHBIX CPE/ICTB.
OmnpeneneHus: MHBIX TEPMHUHOB COICPIKATCS B OTACIBHBIX CTAThIX HACTOSIIErO 3aKOHa.

Crarbs 2. IIpaBoBoe peryJupoBaHHe OTHOLICHHUI B c(pepe o0pamieHus JIeKaPCTBEHHBIX CPEICTB

OtHomeHust B cdepe oOpamieHus JCKapCTBEHHBIX CPEICTB PETYIHPYIOTCS 3aKOHOAATEIBCTBOM 00
oOpallleHuu JIEKApCTBEHHBIX CPEICTB, MEXKIYHapoIHBIMU JoroBopamu Pecmybmuku benmapych, a Takxke
MEXTyHapOIHO-ITPABOBBIMU aKTaMH, COCTABIISFOIIUMHE MTPaBo EBpa3niicKoro SKOHOMHUYECKOTO CO03a.

3akoHOMATeTCTBO 00 OOpalIeHuu JIEKapCTBEHHBIX CPEICTB OCHOBBIBaeTCS Ha KoOHCTUTYUUU
PecnyOnuku benapych v COCTOUT U3 HACTOSIIETO 3aKOHA U MHBIX aKTOB 3aKOHOAATEIbCTBA.

Eciu mexnayHaponusiM joroBopoM PecnyOnuku benapych ycTaHOBIEHBI WMHBIE NpaBuUia, 4YeM Te,
KOTOPBIE COIEPIKATCS B HACTOSIIEM 3aKOHE, TO MPUMEHSIOTCS TIPABIIIa MEXTyHAPOIHOTO JOTOBOPA.

Crarbs 3. Cdepa neiicTrBus HacTosimero 3aKkoHa

JleiicTBre HacTosIero 3akoHa pacpOCTPaHSIETCs Ha IOPUAMYECKUX U (GU3NYECKUX JIUL], B TOM YHUCIIE
VH/IMBUYAIbHBIX TpEeNNpUHUMATENeH, YY9acTBYIOIMIMX B OOpAlIeHUH JIEKAPCTBEHHBIX CPEACTB, BKIIOYAS
OpUTMHAJIbHBIE JIEKAPCTBEHHBIEC Ipernaparbl, BOCIPOU3BEICHHBIC JIEKAPCTBEHHBIC NpenapaTsl, THOpUAHbIE
JIEKapCTBEHHbIE  Ipernaparbl, AHTUCENTHYECKHE JIeKapCTBEHHBbIE  Npernaparbl, TI'OMEONaTHYeCKHe
JIEKapCTBEHHbIE  CPEICTBA,  paauodapMalleBTUYECKHE JIEKAPCTBEHHBIE  CpPEACTBA, OHOJOTMYECKUE
JeKapCTBEHHbIE Mpemaparsl (B TOM  YHCI€ HMMMYHOJIOTMYECKHE JIEKApCTBEHHbIE Ipenaparsl,
OMOTEXHOJIOTUYECKHE JIEKAPCTBEHHbIE IIpernaparbl, OWOAHAJOTUYHbIE JIEKAPCTBEHHbIE IpErnaparsl),
opdannbie (peAkue) JIeKapCTBEHHBIC IIperaparbl, JApyrue JIEKapCTBEHHBIC IIperaparbl, a TaKxkKe
UCCIIelyeMble  JIEKAPCTBEHHbIE  Ipemnaparbl, (apMaleBTUYECKHe CyOCTaHIIMM M JIEKAPCTBEHHOE
PacTUTEIBHOE ChIPbE (J1alee, eClii HE YCTAaHOBIIEHO MHOE, - JIEKAPCTBEHHBIE CPEJICTBA).

Crarbst 4. OcHOBHbIe TPUHIUNBI TOCYIAPCTBEHHOH MNOJMTHKH B cdepe oOpaimeHus
JIEKAPCTBEHHBIX CPEACTB

OCHOBHBIMU TIPUHITUIIAMU TOCY/IapPCTBEHHON TMOJIMTUKU B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB
SIBJISIFOTCSL:

rOCyIapCTBEHHOE PETYIUPOBAHUE OOpAIIEHUS JIEKAPCTBEHHBIX CPE/ICTB;

JIOCTYITHOCTb JIEKAPCTBEHHBIX CPEJICTB;

MOJJIEPKKA U PaA3BUTHE MEXKIYHAPOAHOTO COTPYAHUYECTBA.

Crarb 5. JIoCTYyIIHOCTD JIeKAPCTBEHHBIX CPEICTB

JIOCTYITHOCTh JIEKaPCTBEHHBIX CPEICTB SBISETCA HEOOXOMWMBIM YCIOBHEM OOCCIEUCHHS HACEJICHUS
CBOEBPEMEHHOU MENUIMHCKON MOMOUIBIO.

TocynapcTBo 0ob6ecrnieynBaeT JOCTYIMHOCTD JIEKAPCTBEHHBIX CPEJICTB MyTEM:

HanOoJee MOJTHOTO HACHIIIEHUS! BHYTPEHHETO PhIHKA 0€30MacHBIMU, d3(()EKTUBHBIMHU U Ka4€CTBEHHBIMU
JIEKapCTBEHHBIMU CpEJICTBAMHU, B TIEPBYIO oOuepelb BKIIOYCHHBIMH B PecnyOnukanckuii  (hopmyssap
JIEKAPCTBEHHBIX CPEJCTB, IEPEUEHb OCHOBHBIX JIEKAPCTBEHHBIX CPEJNICTB;

COBEPILICHCTBOBAHMS CUCTEMBI PEATM3ALIMU JIEKAPCTBEHHBIX CPECTB.

about:blank 5127



07.04.2023, 16:36 3akoH Pecnybnuku Benapyck ot 20.07.2006 N 161-3 (pea. ot 14.10.2022) "O6 obpalueHnm nekapcTBeHHbIX cpeacTs”

KoHcynbraHTlnoc: npumeyaHue.

MonoxeHne o nopsgke 6ecnnaTHOro u NbLFOTHOro obecneyvyeHns nekapCcTBeHHbIMU cpeacTBaMu
MW NepeBsA30YHbIMW  MarepuanamMuv  OTAEMbHbIX  KaTteropum  rpaxgaH  YTBepXXAeHOo
noctaHosrneHnem Coseta Munuctpos Pecnybnukn Benapyce ot 30.11.2007 N 1650.

JIprorHoe, B TOM uyucie OecruiaTHOe, OOEeCHeYeHHE JIEKAPCTBEHHBIMU CPEICTBAMH OTAEIbHBIX
KaTeropuil rpaxkJaH OCyLIECTBIISIETCS MO PELENTAM Bpayel B MPeEeax MepeyHsi OCHOBHBIX JIEKAPCTBEHHBIX
CPEACTB.

Crarbs 6. I'ocynapcrBennas papmaxonesi Pecnydiuku beaapycs

KoHcynbTtaHTlntoc: npumevaHue.
O6 yTBEpXOEHUN W U3MEHEeHUM obWuX ¢apMakonenHblXx cTaTten CM. MNOCTaHOBIEHME
MuHucTepcTBa 3gpaBooxpaHennsa Pecnybnukm Benapyck ot 05.04.2022 N 27.

Tocynapcteennas (apmakoriess Pecniyonuku benapych mpenacrtaBisier co00i CHCTEMaTU3WPOBAHHBIMH,
NOJI/ICP’)KUBAEMbIIl B aKTyaJbHOM COCTOSHUM COOpPHHMK OOLIMX M 4YacTHBIX (hapMakomeilHbIX cTareH,
YTBEPKAaeMbIX MUHHCTEPCTBOM 37]paBOOXPAHEHHUSL.

O6mme  ¢apmakoneitnple crarbu  locymapcTBeHHoil  (apmakoren  PecryOnuku — bemapych
YCTaHABJIMBAIOT 0OLIMe TpeOOBaHUS K MeETOolaM KOHTPOJS KadyecTBa JIEKApCTBEHHBIX CPEACTB H
00OpYIOBaHUIO, HEOOXOMUMOMY JUIS TPOBEICHUS HCIBITAHWNA KauyecTBa JIEKAPCTBEHHBIX CPEICTB,
YIIaKOBOUHBIM MaTepuaiaM, peakTHBaM, JIEKapCTBEHHbIM (opmaM, (apMaleBTHUECKUM CyOCTaHLIUSM,
JIEKapCTBEHHOMY PpACTUTEIBHOMY CBIPBIO, CTaHAAPTHBIM 0OpaslaM, BCIIOMOTATEebHBIM BEIIECTBAM,
MCTIOJIB3YEMBIM B IPOMBIIIIIEHHOM ITPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB.

Yactusle (dapmakomneiinsle crarbu  locymapcTBenHoil  ¢apmakonen PecnyOnmuku — benmapychk
YCTaQHABIMBAIOT TPEOOBaHMSA K KAa4eCTBY JICKAPCTBEHHBIX IPENapaToB, (apMaleBTUYECKUX CyOCTaHIUH,
JIEKAPCTBEHHOTO  PAaCTHTEIBHOTO  CBIPbS, PpEAKTHBOB, BCIIOMOTATEIbHBIX  BEIECTB, YIAKOBOUHBIX
MaTepuasoB, HCIOJIb3YEMbIX B TMPOMBIIUIEHHOM IPOM3BOACTBE JIEKAPCTBEHHBIX CPEICTB, ANTEYHOM
M3rOTOBJICHUH JIEKAPCTBEHHBIX MPETIAapaToB.

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)

| (CM. TEKCT B NpeablayLuen pegakumm)

Crarba 7. Hagnexamue (papMmaneBTHYeCKHEe NMPAKTHUKU B cepe oOpamieHusi JeKapCTBEHHbIX
CpelacTB

Hannexxamue dapmareBTuyeckne TPakTUKH B cdepe oOpalleHus JIeKapCTBEHHBIX CPEICTB
PacIpoCTPaHSIIOTCSA Ha BCE ATaIbI (MPOIECChl) 0OpallleHusl JIEKAPCTBEHHBIX CPEJICTB U BKIIOYAOT:

Hagnexamyro anTeyHyr MpakTUKy, yTBEpKAaeMyo MUHUCTEPCTBOM  3/IpaBOOXpAHEHHS H
MPEJICTABIISIIONIYI0 COOOM COBOKYMHOCTH MPaBUJ IO AalTEYHOMY W3TOTOBJIEHUIO, KOHTPOJIO KauecTBa,
KOHTPOJIIO 332 CPOKaMH TOIHOCTH, YIAaKOBKE W MAapKHPOBKE, YCIOBHUSM XpaHEHUs, (apMaleBTUICCKOMY
KOHCYJABTUPOBAHUIO U pEalM3allud, OTIYCKY JIEKApCTBEHHBIX MpEnaparoB, BKIOYas TpeOOBaHUSA K
MOMEIIEHUSAM, 000PYI0BaHUIO U KJIacCU(UKAIIMU allTeK 110 KaTeTOpHsIM;

| (B peq. 3akoHa Pecnybnvkun benapycb ot 14.10.2022 N 213-3)
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Hamrexamyro NpakTHKy XpaHEHHs JICKapCTBEHHBIX CPEICTB, YTBEPKIAAEMYHO MHUHUCTEPCTBOM
37JpaBOOXPAHEHUSI W TPEACTABISIIONIYI0 COOOH COBOKYIHOCTH TpaBWJI [0 OpraHU3alMd XpaHCHHS
JIEKapCTBEHHBIX CPEJICTB, BKIIOYas TpeOOBaHMs K MOMELIEHUSIM U 00OpYyIOBaHMIO, B LEISIX 0OecredeHus
KaueCcTBa U COXPAHHOCTH JIEKAPCTBEHHBIX CPEJ/ICTB;

Hamexalyro npou3BOACTBEHHYIO MPAKTUKY, YTBEPKAAeMyl0 MHUHHMCTEPCTBOM 3ApPAaBOOXPAHEHUS U
NPEACTABIAIONIYI0 COOOH COBOKYNHOCTb MpaBWJI IO OPraHU3alliy IPOMBIIIJICHHOTO IPOU3BOJACTBA U
KOHTPOJIIO KaueCTBa JIEKapPCTBEHHBIX CPEJICTB;

ITpaBuiia HaIe)Kael KIIMHUYECKOW MPAaKTUKN EBPa3suilcKoro 3JKOHOMUYECKOTO COK03a, YTBEPKIaEMBbIE
pemenueM CoBeta EBpasmiickoli SKOHOMHYECKOW KOMHUCCHU M TIPEICTABISIONIME COOOM COBOKYIHOCTH
TUYECKUX W Hay4HbIX TpeOOBaHWM K IJIAHUPOBAHUIO, MPOBEACHUIO, PeaIN3allud, MOHUTOPUHTY, AyAWTY,
JOKYMEHTHUPOBAHUIO, aHAJIN3Y M MPEICTABICHUIO PE3yJbTaTOB KIMHUYECKUX HCCIEIOBaHUMN (UCTIBITAHUN)
JIEKapCTBEHHBIX TperaparoB, 00eCIeUnBAONINX 3aIlIUTYy IpaB, 0€30MacHOCTh M OJIAromoiayyne CyObEeKTOB
UCCIIC/IOBAaHUA M TIOJNY4YEHHE B paMKax KIMHUYECKUX MCCICJOBaHUI (MCIBITAHUI) JIEKapCTBEHHBIX
IIPENapaToB HaJICKHBIX U TOCTOBEPHBIX IaHHBIX;

[TpaBuna Hauiexkamein  1adOpaTOpHOH ~ TPAKTUKKM  EBpPa3sMiCKOro  SKOHOMHYECKOTO  COI03a,
yTBepkaaemble perienneM Coera EBpasmiickoll 3KOHOMMYECKOM KOMUCCHM M MPEACTaBISAIOIINE OO0
COBOKYITHOCTb ~ TpeOOBaHMI K OpraHu3alMy, IUIAHUPOBAHUIO U IPOBEIACHUIO  JOKIMHHYECKUX
(HEeKTMHMYECKUX) WCCIEOBAHUI JICKAPCTBEHHBIX CPEICTB, O(QOPMIICHHIO PE3YJAbTaTOB M KOHTPOIIIO
Ka4yeCTBA yKa3aHHBIX UCCIIEOBAHNUI;

[IpaBwia Hajiexkamel OUCTpUOBIOTOPCKOW MpPakTUKH  EBpa3uiicKoro 53KOHOMHYECKOTO —COI03a,
yTBepkIaemble pemeHrneM CoBera EBpasumiickoil S5KOHOMHUYECKOW KOMHMCCHUHM W TPEACTABISIONIME COOOM
COBOKYITHOCTb MpPaBMJ IO OpraHu3aiuy M (YHKIMOHHPOBAHUIO CHCTEMBbl OOECIEUYECHUs KauecTBa,
rapaHTUPYIOLINX Ka4eCTBO JIEKAPCTBEHHBIX CPEJCTB HA MPOTSHKEHNUU BCEX ATANOB LIETH MOCTABKH, BKIIOYAs
npuoOpeTeHue, XpaHeHHE U TPAHCIOPTHPOBKY, OT MPOU3BOAUTENS JIO IOPUAUYECKUX JIMI H
WHAVBUAYAJIbHBIX NPEAIPUHAMATENEH, OCYLIECTBISIOIMIMX I[TPOMBIIIJICHHOE MPOU3BOICTBO, PEaTU3aLUI0
JIEKapCTBEHHbIX CPEJICTB, a TaKXkKe [0 OpraHu3aluil 3ApaBOOXpAaHEHUS M MHBIX OpraHU3alui,
OCYLIECTBIIIOIINX MEIULUHCKYIO 1€ATEIbHOCTD;

[IpaBuia Hajyiexkanieil npaktuku — (papmakoHan3zopa  EBpa3uiickoro  SKOHOMHYECKOTO  COI03a,
yTBepkaemble pemieHneM CoBera EBpasumiickoil S5KOHOMHUYECKOW KOMHMCCHUHM W TPEACTABISIONIME COOOM
COBOKYIIHOCTb ~IIPaBWJI 110 OpraHM3allMM W OCYIIECTBIEHUIO JEpXKarTels MU PEruCTPalMOHHBIX
YIOCTOBEpEeHU 1 MUHHCTEPCTBOM 3paBOOXPAHEHHUS JEATENHOCTH 10 (hapMaKOHa130pPY;

IIpaBuna Hajnexame MNPOU3BOACTBEHHONW IPAKTUKUA EBpPa3suiCKOr0 3KOHOMHUYECKOIO  COHO3a,
yTBepkaaembie perieHrneM CoBeta EBpa3uiicKOl 3KOHOMHYECKOW KOMHCCHH M IPEACTABIIIIONINE COOO0M
COBOKYIIHOCTb IIPaBMJI [0 OpraHM3allMd IPOMBIIUIEHHOTO TPOM3BOJACTBA U KOHTPOJIIO KauecTBa
JIEKaPCTBEHHBIX CPEJICTB, MPOM3BOANMBIX AJIs IOCTAaBKU Ha PhIHOK EBpa3zniickoro S5KOHOMHUYECKOTO COI03a.

Crarbs 8. MexayHapoaHoe cOTPYIHUYECTBO

PecniyOnuka benapych  oCyIIeCTBIsSIET MEXIyHAPOJHOE COTPYAHMYECTBO C HHOCTPAHHBIMH
roCy/lapCTBaMH M MEXIYHAPOAHBIMH OpTaHU3alMsIMH B cdepe oOpalleHHsl JIeKapCTBEHHBIX CPEICTB
MOCPEJICTBOM Pa3pabOTKU M BBIMOJHEHUS MEXAYHAPOAHBIX HAYyYHBIX Mporpamm, oOMeHa uH(opMaIei,
IIPOrPECCUBHBIMU METOJAMH Pa3padOTKHU U TEXHOJIOTUSMHU MTPOMBIIIIEHHOTO IPOM3BO/ICTBA JIEKAPCTBEHHBIX
CPEICTB, allTE€YHOI0 M3TOTOBIIEHUS JIEKAPCTBEHHBIX NPENApaTOB, a TAK)XKE Y4acTHUs B MHBIX MEPOINPHUATHIX
IO JIEKAPCTBEHHOMY 00€CTI€UeHHUIO HACETIECHUSI.

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakumnm)
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B PecnyOnuke bemapych moanep:kuBaroTCs M Pa3BUBAIOTCA HE MPOTHBOpEUAIIME 3aKOHOIATEIILCTBY
(bOpMBI  MEXKIIyHAPOJHOTO COTPYJIHHYECTBA B OOJACTAX pPa3padOTKH, MPOMBIIIICHHOTO IPOU3BOJICTRA,
anTeYHOTO W3TOTOBJICHUS, PETHCTPAIlUU, KOHTPOJS KadeCTBA, PCAIM3AIMH JICKAPCTBEHHBIX CPENCTB,
dbapMakoHa/I30pa, HWHCIEKTUPOBaHMS ((papMalleBTUUECKUX HMHCICKIUI), a Takke HWH(POPMAIMOHHOTO
B3aMMOJICHCTBHSI TI0 BBISBIICHUIO W IMPOTHUBOJCHCTBUIO OOpPANICHUIO HEKAYCCTBEHHBIX W (WJIH)
banbCUPUITMPOBAHHBIX JIEKAPCTBECHHBIX CPEJICTB.

MABA 2
FOCYOAPCTBEHHOE PEINYJIMPOBAHUE B COEPE OBPALLUEHUA NNEKAPCTBEHHbIX
CPEACTB

Crarbs 9. I'ocynapcTBeHHOe peryJimposanue B cpepe oOpamieHus JJeKapCTBEHHBIX CPeICTB

[ocynapcTBeHHOE peryiaupoBaHue B cdepe oOpalleHus JEeKapCTBEHHBIX CPEACTB OCYIIECTBISIOT
[Ipesunent Pecnybmuku benapycs, Coser MunucrpoB Pecnybnuku benapycb, MunHHCTEPCTBO
3PaBOOXPAHEHUS, MECTHbIE UCTIOJHUTENBHBIE U PACIOPAIUTENIbHBIE OPraHbl B MPeaeiIax UX KOMIETEHIINH
U B TIOPSJKE, yCTAHOBJIEHHOM 3aKOHO/ATENHCTBOM.

locynapcTBeHHYI0 TOTUTHKY B cdepe oOpallieHus JeKapCTBEHHBIX CpelcTB omperenser [IpesuneHt
Pecryonuku benapych.

Peanuzanuio rocynapcTBeHHON MOMUTHKH B chepe oOpallieHus JeKapCTBEHHBIX CPEICTB 00ECIeYNBAET
Cosetr MununctpoB Peciyonmku benapych.

MUHHUCTEPCTBO 3APAaBOOXPAHEHUS pealU3yeT TOCYIAapCTBEHHYIO IOJIMTUKY B cdepe oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB IIyTEM:

BbIIaYM pa3pelieHUil Ha MPOBEIEHUE KIMHUYECKUX MCCIENOBAaHUM (MCIBITAaHUM) JIEKapCTBEHHBIX
IIPENapaToB;

rOCyIapCTBEHHOW PETUCTPAIMU JIEKAPCTBEHHBIX CPE/ICTB;

JULEH3UPOBaHUs (papMaleBTHUECKOM 1eATeNbHOCTH;

OpraHu3alui M (WiIM) MPOBEACHUS HWHCIEKTUPOBaHHS ((hapMaleBTUUECKUX MHCHEKIUI) 3TarnoB
(mporteccoB) oOpamieHuss JIEKAPCTBEHHBIX CPEJICTB HAa COOTBETCTBHE TPEOOBAHUSAM  HaJJISKAIIMX
(apManeBTHIECKHIX MPAKTHK B chepe oOpalieHus JIeKapCTBEHHBIX CPEACTB;

OpraHu3aly CUCTEMbI KOHTPOJISI KaueCTBA JIEKAPCTBEHHBIX CPE/CTB;

OpraHHu3alui CUCTEMbI (papMaKOHAI30pa;

OpraHu3alliil OCYIIECTBICHUS TOCYJapCTBEHHOTO (hapMaIleBTUYECKOTO Haa30pa 3a COOIIOICHHEM
MPOBEPSIEMBIMU CyOBbEKTaMU TPeOOBaHHM 3aKOHOATENLCTBA 00 0OpaIleHUH JIEKaPCTBEHHBIX CPENICTB, B TOM
YlCJie B YaCTH YCJIIOBUN MTPOMBILIIEHHOT'O POU3BO/ICTBA, AlITEYHOIO U3TOTOBJICHUS, peaau3alui, XpaHeHUs,
TPAaHCIOPTUPOBKUM M MEAMLMHCKOTO IPUMEHEHUs B OpraHM3alUsaX 3[paBOOXPAHEHUS JIEKAPCTBEHHBIX
CpeICTB (mamee - TOCYHapCTBEHHBIM (hapMalleBTUUECKUH Haa30p 3a CcoOdroneHueM TpeboBaHUM
3aKOHOJIATEIHCTBA 00 0OpaIIEHUH JIEKApCTBEHHBIX CPE/ICTB);

IIPUOCTAHOBIICHUS PeAIM3ALMK U MEAUIIMHCKOTO IPUMEHEHMSI JIEKAPCTBEHHBIX CPENICTB WM U3BATUS U3
oOpallleHus] HEeKaueCTBEHHBIX U (haabCU(UIUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, a TAK)KE JEKAPCTBEHHBIX
CpPE/CTB C YCTAaHOBJIIEHHBIM HEOIArOMPHUATHBIM COOTHOIICHUEM "TI0Nb3a - pUCK";

OCYIIECTBJICHUSI HUHBIX (QYHKIHUH, MPETyCMOTPEHHBIX HACTOAIIMM 3aKOHOM U MHBIMH aKTaMu
3aKOHOJATEIbCTBA.

MecTHbIE UCIIOTHUTENBHbBIE U PACHOPSAUTEIbHBIE OpraHbl MPOBOAAT IOCYAAPCTBEHHYIO MOJIUTHUKY B
cepe oOpareHust TIEKapCTBEHHBIX CPENICTB B MPEIeax KOMIETEHIIMH, OTIPEAEIIeMOM 3aKOHOJATEILCTBOM.

Crarbsa 10. I'ocynapcTBeHHasi perucrpanusi (IOATBeps;KAeHHEe T'OCYIAPCTBEHHOH perucTpamnum)
JIEKapCTBEHHBIX cpeiacTB. Perncrpanus (moATBeps;KAeHHEe PerMcTpPaliii) JEeKAPCTBEHHbIX CPEACTB B
pamkax EBpa3suiicKoro 3K0HOMHY€CKOIo c03a
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JlexapcTBEeHHBIE CPECTBA JAOMYCKAIOTCS K peajn3aluy U MEIUIIMHCKOMY MPUMEHEHHUIO Ha TEPPUTOPUU
PecriyOnuku  Bemapych mociie BMX TOCYIapCTBEHHOH perucrpanuul (MOATBEPXKIACHHS TOCYIapCTBEHHOM
pEerucTpaIym) Wik perucTpanuu (MOATBEPKIACHHS PETUCTPALMK) B paMKax EBpa3suiickoro S5KOHOMHYECKOTO
COI03a, €CIIM MHOE HE TIPETyCMOTPEHO HACTOSAIIMM 3aKOHOM WJIM MHBIMH 3aKOHOAATEITbHBIMU aKTaMH.

T'ocynapcTBeHHOM perucTpanuu He MOJJIexKar:

JIEKapCTBEHHBIE MpenapaThl, U3ATOTOBJICHHBIE B alTeKax;

| (B peq. 3akoHa Pecnybnvkun benapycb ot 14.10.2022 N 213-3)
| (cMm. TekCT B NpeablayLUen peaakumnn)

JIEKapCTBEHHBIEC CPEJCTBA, MPEIHA3HAYCHHBIE IS NCTIONB30BaHMs B KAY€CTBE BHICTABOYHBIX 00PA3IIOB;

JIEKapCTBEHHBIE CPEJICTBA, IMpeIHA3HAYCHHbIE JJIS MPOBENEHUsS AKCIEPTU3bl NPU OCYLIECTBICHUU
rOCyAapCTBEHHON peructpanuu (MOATBEPKIACHHS TOCYIapCTBEHHONW pEerucTpaluu) JeKapCTBEHHBIX CPE/ICTB
WM perucTpanuu (oATBEPKICHHS perucTpanum) B pamkax EBpazniickoro 5KOHOMHUECKOTO COI03a;

JICKapCTBEHHBIE CPEJCTBa, NpeAHA3HAUYEHHBbIC [JIs TMPOBEACHHS IOKIMHUYECKUX (HEKIMHUYECKHX)
UCCIIEIOBAHUN, KIIMHUYECKUX UCCIIEOBAHUN (MCTIBITAaHUH);

JIeKapCTBEHHBIE CPEJICTBA, BBE3EHHBIC HA TeppuTOopuio Pecryonuku benapych ¢puzndeckum Juiiom s
JUYHOTO MPUMEHEHUS;

JICKApCTBEHHBIC TPETaparhl, MPOMIC/IINE BCE CTAIUU TEXHOJIOTHMYECKOTO TpoIiecca, 3a NCKIIOUYCHHEM
mporeccoB GacoBKH U (W) YIaKOBKH,

JIEKapCTBEHHBIE CPEICTBA, PeJHA3HAUCHHBIE /IS IPOMBIIIJICHHOTO TIPOU3BO/ICTBA TOJIBKO Ha SKCIIOPT U
HE MpeHa3HaYeHHbIE I peaiu3aun Ha Tepputopun Pecyonmku benapycs;

¢dapmarieBTHueckie CyOCTaHIMM MpPHU HAJUMYUU B PETUCTPALMOHHBIX JIOChE Ha JIEKapPCTBEHHBIE
mpenaparbl, B COCTaB KOTOPBIX OHM BXOJST, JAOKYMEHTOB IPOM3BOAUTENEH OSTUX (apMaleBTUUECKUX
CyOCTaHIM, OTBEYAIOIIMX TpeOOBaHMAM, TMPEIBSIBISEMBIM K  JIOKyMEHTaM, COCTaBIISIOLINM
perucTpanoHHbIe TOChE.

JlekapCTBEHHOE DPACTUTEIBHOE CHIPhE IOCIE TMPOXOXKICHUS CTaJWW TPOU3BOJICTBEHHOTO TMpoIiecca
NPUIAHUA €My OIpEICNICHHON JIeKapCTBEHHOM (HOPMBI MOAJIEKUT TOCYIAPCTBEHHOW PETrHCTPaLUU Kak
JIEKapCTBEHHBIN Mpemnapar.

OpurvHaibHbIE JIEKAPCTBEHHBIC TIpenaparbl [UIs JICYCHHUS, MEAMLIWHCKOH MPOQUIAKTUKUA WU
JMArHOCTUKU SKU3HEYTPOXKAIOMIMX MM TSDKEJIBIX HHBAJIUAM3UPYIOLUIMX 3a00JIeBaHUil, JeKapCTBEHHbIC
npenaparbl Ui JedeHuss opdaHHBIX (penkux) 3a0oneBaHUN TPH OTCYTCTBUU A(H(EKTUBHBIX METO/IOB
OKa3aHUsI MEIUIMHCKON MOMOIIM MOTYT JIOMYCKaThCs K Peau3alii ¥ MEIUIITHCKOMY TPUMEHEHHIO TI0Ce
INPOXOKJICHHUS MPOLEIyphl MX YCIOBHOW TOCYIapCTBEHHOM perucTpauu (MOATBEP)KICHUS YCIOBHOM
rOCyJIapCTBEHHOM PETUCTPAIUN).

KoHcynbTtaHTlntoc: npumevaHue.
lMonoxeHne 06 ynpoLEeHHOM MOpPsiAKE OCYLIECTBMEHUST TOCYAApPCTBEHHOM permcrpaumm
NeKapCTBEHHbIX CPEeACTB yTBepXAeHo nocTtaHoBreHnem CoBeta MwuHucTtpoB Pecnybnvku
Benapycb o1 01.04.2020 N 191.

s rOCyJ1lapCTBEHHOMN peructpanuu (MOATBEPKIACHUS roCyJapCTBEHHOMN perucTparmm)
JIEKAPCTBEHHOTO CPEJICTBA, YCJIOBHOW TOCYIApCTBEHHON peructpanuu (TOATBEPKACHHUS YCIOBHOM
rOCYIapCTBEHHOW PErucTpalui) JIEKApCTBEHHOTO Mpemnapara 3asBUTENb MPEACTABISET PETUCTPAIIMOHHOE
JOCBE.

B kauecTBe 3a4BUTENS MOTYT BBICTYIIATh:

OpUINYECKOE MO PecnyOnuku benapycs, WHJUBUlyalbHbIN MpeANpPUHUMATEND,
3apeructpupoBanHbplii B PecnyOmumke bemapych, WHOCTpaHHOE MOPHIWYECKOE JIMIO, WHOCTpPAHHAS
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OpraHu3anys, CO3JaHHbIe B COOTBETCTBUM C 3aKOHOAATEIBLCTBOM MHOCTPAHHBIX TOCYAAPCTB, IIPOU3BOIALINE
JIEKapCTBEHHBIE CPENCTBA WIM Pa3MEIIAIONIUE 3aKa3 Ha IPOMBIIIJICHHOE IPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB B MHOM OpraHM3aluy, OCYIIECTBIISIOMEH IPOMBIIIJIEHHOE POU3BOACTBO JEKAPCTBEHHBIX CPEICTB,
1100 BXOAALIME B COCTaB OObEAMHEHUS, B KOTOPOE TaKXKe BXOJUT MIPOU3BOIUTENb JICKAPCTBEHHBIX CPEACTB;

IOPUANYECKOE JIALIO PecnyOnuxu benapycs, VHVBHTyaJIbHBIN MpEAIPUHUMATEIb,
3aperucTpupoBaHHblii B PecnyOnuke benapych, HMHOCTpaHHOE HOPUIMYECKOE JIUIO, HMHOCTPAaHHAS
OpraHM3alys, CO3aHHbIE B COOTBETCTBUM C 3aKOHOAATEIbCTBOM MHOCTPAHHBIX I'OCYAAPCTB, SBIAIOLIUECS
opUIHMATBHBIMY MPEICTABUTEISIMH JI€PIKATENSI PETUCTPALIMIOHHOTO YIOCTOBEPEHHUS.

He pomyckaercs HCHOIB30BaHME B COCTaBE PETUCTPALMOHHBIX JOChE BOCIPOU3BEIACHHBIX U
OMOaHAJIOTMUHBIX JIEKAPCTBEHHBIX MPENapaTroB JAHHBIX O pe3ylbTaTax JOKIMHMYECKUX (HEKIMHUYECKHX)
HCCIIEIOBAaHUNM U KIIMHUYECKUX MCCIIEI0BAaHUMN (MCIIBITAaHUM) OpUrMHAJIBHBIX JIEKAPCTBEHHBIX IpENapaToB
0€3 MUCbMEHHOI'0 COIVIACUs BIAJIENBIEB TaKUX JAHHBIX B TEUEHHE YETHIPEX JIET C JIaThl TOCYyAapCTBEHHOM
peructpaiun B PecnyOnuke benmapych 3TUX OpUrMHalIBHBIX JIEKAPCTBEHHBIX IpenaparoB. B ciyuae
pacripocTpaHeHusi (myOnuKanuu) WHGOPMAUUU BIAACIbIIEM WIA OT €ro WMEHM HWHBIMH JIMIAMH O
pe3ynpTarax — JOKJIMHUYECKUX (HEKJIMHUYECKUX) MCCIeOBAHMM M  KIMHUYECKUX  MCCIeOBaHUMN
(vcnbITaHUI) OPUTMHATIBHBIX JIEKAPCTBEHHBIX MPENapaToB B OOLIENOCTYIMHBIX HCTOYHUKAX MH(POPMAIUH 10
MCTEUYCHHUS YKa3aHHOTO CPOKA TAKOE pacipocTpaHeHue (MyOIrKalus) CYMTaeTCs COrNIaCHeM BilaleNblia ATOH
MH(POPMALIMHU Ha €€ PaCKPhITHE U KOMMEPUYECKOE HCIIOIb30BAHNUE.

IlepeueHb JOKYMEHTOB, COCTaBJIAIOIIMX PErMCTPAlMOHHOE JlI0Che, YycTaHaBiuBaeTrcss (CoBeToM
MunuctpoB PecniyOnuku benapycs. TpeboBanus kK TOKyMEHTaM, COCTABISIOLUIMM PErHCTPALIMOHHOE J0ChE,
YCTaHaBJIMBAIOTC MUHUCTEPCTBOM 31PaBOOXPAHEHMUS.

T'ocynapcTBeHHYI0 peructpaiuio (MOATBEP)KICHUE TOCYJapCTBEHHOM perucTpanuu) JeKapCTBEHHBIX
CPE/ACTB, YCIOBHYI TOCYIApCTBEHHYIO PETrUCTpaluio (MOATBEPXKACHUE YCIOBHOM TroCydapCTBEHHOM
perucTpaium) JeKapCTBEHHBIX IPENapaToB OCYIIECTBIIeT MUHUCTEPCTBO 3IpaBOOXPAHEHHUS.

ITo pesynabrataM OCYyIIECTBIEHUS TOCYIapCTBEHHOM perucrpanuu (IOATBEPKACHUS rOCydapCTBEHHOM
pEerucTpanym) JeKapCTBEHHOIO CPEICTBAa MM YCIOBHOM TrOCY/apCTBEHHOM PErucTpaliu (MOATBEPHKIACHUSI
YCIIOBHOM TOCyJapCTBEHHOM pEerucTpalnyu) JIEKapCTBEHHOIO IIpernapara BbIIAETCS PETUCTPALlMOHHOE
yaocroBepeHue. Ilopsaok BblAauM  perucTpallMOHHOIO — yAOCTOBEpeHus ycraHaBiuBaeTcs CoBeToM
MunuctpoB Pecryonuku benapychs.

3aperucTpupoBaHHbIe (apMmaleBTHUECKass CyOCTaHIUs, JICKApCTBEHHBIM TIpermapar, B TOM YHCIE
NPOIIEAIINI YCIOBHYIO TOCYIapCTBEHHYIO PETHMCTpalio, a Takxke (apmaneBTHueckas cyOcTaHLus,
BXOZAIIAS B COCTaB JICKAPCTBEHHOIO IPENapara, BKIOYaoTCa B 1 0CynapCTBEHHBIN peecTp JIEKaPCTBEHHBIX
cpenctB PecnyOnmuku  bemapych, KOTOpbI pa3memiaeTcs Ha oduiuaibHOM caiite MuHuCTEpCcTBa
37]paBOOXPAHEHUs B INI00AIbHOW KOMIIbIOTEpHOH ceTr HTepHeT.

Crpykrypa, nopsaok ¢GopMuUpOBaHUS U BeJeHHs [ 0CynapCcTBEHHOIO peecTpa JEKapCTBEHHBIX CPE/ICTB
Pecny6nuku benapycs ycrananusatorcst Coperom MunuctpoB Pecrybnuku benapyce.

IIpu  rocymapcTBeHHOM  perucrpauuu  (TMOATBEPKAEHUM  TOCYAAPCTBEHHOW  PETUCTpALMH)
JIEKApCTBEHHOTO CPECTBA MPUHUMAETCS pelIeHne 00 OTHECEHUH JICKAPCTBEHHOTO CPECTBA K:

JIEKapCTBEHHBIM IIperaparam, peaju3yeMbIM M0 PeLenTy Ui 0e3 pelenTa Bpada, J100 JeKapCTBEHHbIM
Ipenaparam JUisi OKa3aHHus MEJULMHCKON IIOMOIIY B CTAllMOHAPHBIX YCIOBUSX;

HapKOTUYECKUM CPEICTBAM WJIN IICUXOTPOIIHBIM BEILIECTBAM;

JIEKapCTBEHHBIM CpencTBaM crucka "A", TOKCHMKOJIOIMYECKHE CBOMCTBA KOTOPBIX IPEICTAaBIISIIOT
MOTEHLMAJIbHYIO OMAaCHOCTb JJISl 370POBbsI YesloBeKa M TpeOyroT 0coObIX yciaoBuil xpaHeHus. [lopsiiok u
YCIJIOBHSI BEICHUS 3TOTO CIIMCKA YCTAHABIUBAIOTCS MUHUCTEPCTBOM 31paBOOXPaHECHUS.

Ha BnepBeie peructpupyemsiii B PecnyOnuke benapyck nekapcTBeHHBIH mpenapar BblIaeTCs
PErUCTPALIMOHHOE YAOCTOBEPEHHUE CO CPOKOM JAECUCTBUS IATH JeT. [[o MCTedeHMM ISITWIETHETO0 CpoKa
JEUCTBUS PEruCTPALMOHHOIO YINOCTOBEPEHHUs JIEKAPCTBEHHBINM IIpernapar AOLKEH IPOUTH MPOLEAypy
MOATBEPKIACHHS TOCYIapCTBEHHOM peructpannd. [Ipu moarsep:kaeHnn rocynapCcTBEHHON PETUCTPALMK Ha
JIEKapCTBEHHBIH Mpenapar BbIIAeTCsl 0CCPOYHOE PETUCTPALIMOHHOE YIOCTOBEPEHHUE.
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IIpy [poXOoKAEHWM HPOLEAYpPbl YCIOBHOW TOCYIapCTBEHHOM PpErMCTpallid Ha  BIIEPBBIC
peructpupyembiii B PecryOnuke benapych JeKapCTBEHHBIM TIpemapaTr BBIJACTCS PETUCTPAIMOHHOE
YIOCTOBEPEHUE CO CPOKOM JeHCTBUS ouH rof. [loaTBepkaeHue ycaoBHON rocy1apcTBEHHON perucTpanuu
OCYILECTBIIAECTCS €KETOAHO.

JlexapcTBEeHHBIN mpenapar, MOCTYNUBIIMN B pPEAIH3ALUI0 B IMEPUOJ JIECUCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHHUSI, JOIIYCKAETCS K peasln3allii U MEAUIIMHCKOMY IPUMEHEHHUIO 10 UCTEUYEHHUsI CPOKA FOTHOCTH,
YKa3aHHOTO Ha YIMaKoBKe, 0€3 MOATBEPXKICHHUS €ro ToCylapcTBEHHOW peructpaiuu. OmHOBpeMEeHHAs
peanusalys JIEKapcTBEHHOIO Iperapara B paHee U BHOBb COIVIACOBAHHOM yNaKOBKe U (WJIM) C paHee U BHOBb
COIVIACOBAHHOM WHCTPYKIMEH MO MEIUIMHCKOMY HPUMEHEHHIO (JIMCTKOM-BKJIQJBIIIEM) IOMYCKAeTCs 10
HCTEYEHUS CPOKA TOJHOCTH JIEKAPCTBEHHOTO Iperapara.

Jomnyckarorcs peanu3anus 1 MEIULIUHCKOE IPUMEHEHHUE JIEKapCTBEHHOTO Iperapara, pou3BeEHHOIO
B TeueHue 180 KaleHOapHBIX JHEH IIOCJIE JaThl MPUHATHS PELIEHUS O NOATBEPKIACHUM €ro
TrOCYJapCTBEHHON pErucTpalud B COOTBETCTBUU CO CBEIEHUSMH, COACPNKANIUMUCA B JOKYMEHTax,
COCTABJISIOIINX PETUCTPALIMOHHOE JIOChE, O JaThl NMPUHATHS TAKOTO PEIICHHs, A0 MCTEUEHMsI CpOKa €ro
TOAHOCTH, 332 UCKIIIOUEHUEM CIIy4aeB MPUHSITHUS PEUICHUS O HEBO3MOXKHOCTH JaJIbHEHIIEro MpOU3BOICTBA
JIEKapCTBEHHOI'0 Ipernapara B COOTBETCTBHM C paHEE COMIACOBAHHBIMU JIOKYMEHTaMH, COCTAaBIISIOIIMMHU
PETUCTPALIMOHHOE JTOCHE.

Ha 3apeructpupoBaHHBIM JIEKAPCTBEHHBIN IpEnapar BBIIAIOTCS CONIACOBAHHBbIE ¢ MMHHCTEPCTBOM
3IpaBOOXPAHEHUS:

HOpPMAaTHUBHBIN JOKYMEHT I10 KaYECTBY;

MHCTPYKLHS [0 METUIIMHCKOMY TPUMEHEHUIO (JTMCTOK-BKJIAIBIII);

o011as XapakTepUCTUKA JIEKAPCTBEHHOTO IIPerapara;

MaKeThl yIIaKOBOK.

Ha 3apeructpupoBanHyto (hapmalieBTUYECKYI0 CyOCTaHIIMIO BBIJAIOTCS O€CCPOYHOE PErUCTPALIMOHHOE
YAOCTOBEPEHUE U COIVIAaCOBAHHBIM ¢ MMHHMCTEPCTBOM 31paBOOXPAHEHUS HOPMATUBHBIM JOKYMEHT IIO
kayecTBy. [lpu 3TOM mpoxokIeHHE NpoUEAYpbl TOATBEPKACHHS TOCYJapCTBEHHOM perucTpauuud He
Tpedyercs.

Ha nexkapcTBeHHBIE CpelCcTBa, MpeAHA3HAYEHHBIE I MPOMBIIIJIEHHOIO IPOU3BOACTBA HAa JKCIOPT,
MuUHUCTEPCTBO 3PaBOOXPAHEHUs BBIIACT cepTU(UKAT (papMaIieBTUUECKOTO MPOIYKTa, MPEayCMOTPEHHBIH
JUIS  MEXIYyHapoIHOM TOpProBIM B COOTBETCTBUM C pPEKOMEHIaUUsMU BceMupHOW opranusanuu
37IpaBOOXpaHEHus, B opsjke, ycraHoBaeHHOM CoBeToM Munuctpos Pecniyonuku benapyce.

[Ipy u3mMeHeHnn CBEACHMI, COIEpKAIIMXCS B JOKYMEHTAaX, COCTABJISIOIINX PErMCTPALMOHHOE J10ChHE,
OCYILIECTBJIIETCS BHECEHUE COOTBETCTBYIOIIMX U3MEHEHNUH B PETUCTPALIMOHHOE JJOCHE.

B rocynapctBenHo#l peructpanuu (MOATBEPKIACHUH TOCYIapPCTBEHHON PETUCTPAIMU) JIEKapCTBEHHOTO
CPEICTBA, BO BHECEHUU U3MEHEHHH B pErMCTPALIMOHHOE JI0ChE OTKa3bIBAETCS B CIIydae:

HENPECTaBICHUS 3asiBUTENIEM JOKYMEHTOB, COCTABIIAIOLIUX PETUCTPALIMOHHOE JIOCHE;

HECOOTBETCTBUSI ~ JIOKYMEHTOB,  COCTABISIIOUIMX  PErHUCTPALMOHHOE  JOChE,  YCTAHOBJIEHHBIM
TpeOOBaHUAM;

HEYCTpaHEHMsI  3aME4yaHMl [0  pe3yabraraM  3KCIEPTH3bl  JOKYMEHTOB,  COCTaBIIAIOIIUX
PErUCTPALIMOHHOE JJOChE;

HEOOXOMMOCTH TPOBEICHUS IOMOJHUTENBHBIX JOKIUHHYECKAX (HEKIMHUYECKUX) HCCIICAOBAHHM,
KIMHUYECKUX MCCIeJOBaHUI (MCIBITaHUI), a TakKe WHBIX MCCIEJOBAaHUN I  TOATBEPIKICHUS
6e30macHOCTH, 3PPEKTUBHOCTH M KaueCTBa JIGKAPCTBEHHOTO TIpenapara;

IIOJIyYEHUs] OTPULIATENIBHBIX PE3YJIbTAaTOB KIMHUYECKUX HUCCIIEN0BaHUM (MCHBITAaHUI) JIEKapCTBEHHOTO
npemnapara Jau00 WHBIX HCCIEIOBAaHUM ISl MOATBEPKIACHUS Oe30omacHOCTH, 3((EKTUBHOCTH M KauecTBa
JIEKapCTBEHHOTO Npenapara;

HECOOTBETCTBUS MTPOBEICHHBIX KIMHUYECKUX HCCIIeI0BaHUI (MCIIBITAHUI) JIEKApCTBEHHOTO Ipenapara
TpeboBanusM [IpaBun Haamexamen KIMHNIECKOW MPAaKTUKU EBpa3niickoro SJKOHOMHUYECKOTO CO03a;
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HECOOTBETCTBUSI  MPOMBIIUIEHHOTO  MPOM3BOJICTBA  JIGKAPCTBEHHOTO  CPEACTBA  TpeOOBAHUAM
Hannexaeit npon3BoACTBEHHOM MPAKTUKY;

€CIU TIPU DKCIEPTU3E JOKYMEHTOB, COCTAaBISIONIMX PETUCTPAIMOHHOE J0ChE, YCTAHOBJIEHO, 4YTO
3¢ (HEeKTUBHOCTh PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mperapara He MOATBEPkKACHA WM PUCK MPUYHMHEHUS
BpeZla 370pPOBBIO UEJOBEKa BCIEACTBHE MEAUIIMHCKOTO TPUMEHEHHs JIEKQpCTBEHHOTO Iperapara
npeBbInaeT 3P (HEeKTUBHOCTH €r0 MPUMEHEHHUS;

HaJu4usi B COCTaBE JIEKAPCTBEHHOI'O IIpenapara BEIIeCTBA, HE Pa3pelICHHOro /Jisi NPUMEHEHUS B
Pecny6nuke benapycs;

MPEACTABICHUS] JI1 TOCYJApCTBEHHOM pErucTpaluy JEKapCTBEHHOTO Ipernapata ¢ TOPrOBbIM
HAaVMEHOBAHHMEM, OJUHAKOBBIM C TOPrOBBIM HAMMEHOBAHMEM JIEKAPCTBEHHOIO IIpermapara, yxke
BKJIIOYCHHOTO B [OCymapCcTBEHHBIM peecTp JEeKapCTBEHHBIX cpeAcTB PecmyOnmuku benmapych, 3a
UCKITIOYCHUEM HCTONb30BAHUS MEXKAYHAPOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAaHUS (HAUMEHOBAHUS
(dhapmareBTHIECKON CyOCTaHIMKM, PEKOMEHI0BAaHHOTO BceMupHOW opraHu3areil 31paBOOXpaHEHUs) WU
o0IIenTPUHATOTO (TPYIITUPOBOYHOTO) HAUMEHOBAHUS JICKAPCTBEHHOTO Mpemnapara;

MIPEACTABICHUS U1l TOCYAAPCTBEHHOM pErucTpaluy JEKapCTBEHHBIX IIPENapaToB, COAEPKAIINX OJHY U
Ty ke (apMaleBTHYCCKYyI0 CyOCTaHIIMIO, TOJ JABYMS M 0Oojee TOPrOBHIMH HAMMEHOBAaHUSMH, 3a
HCKIIIOUEHUEM CITy4aeB YKa3aHUs B UHCTPYKUHUAX 110 MEIUIIMHCKOMY NMPUMEHEHHIO (JIMCTKaX-BKJIaAbIIIAX) U
OOIINX XapaKTEPUCTUKAX JIEKAPCTBEHHBIX MPENapaToOB Pa3HbIX MOKa3aHUI K METUITUHCKOMY IPUMEHEHHIO;

MPEACTABICHUS] Ui TOCYJAPCTBEHHOM PpETUCTpaly JIEKapCTBEHHOTO Tpernapata ¢ TOPrOBBIM
HAaUMEHOBAHHMEM, HE OTBEYAIOLIUM KpPUTEpPHUAM, TMPEAbSIBISIEMbIM K TOPrOBbBIM HAaUMEHOBAHUSM
JIEKapCTBEHHBIX MPENAPATOB, YCTAaHABINBAEMbIM MUHHUCTEPCTBOM 3PABOOXPAHEHHUS.

JleficTBUE PETUCTPAIIMOHHOTO YIOCTOBEPEHUS MPUOCTAHABIUBACTCS HA CPOK HE OoJiee MECTH MEeCSIIeB
B Cllyyae:

BBISIBJICHUS TPU MMPOBEACHUN MEPOTIPUATHN 1O (papMaKkoHaA30py U3MEHEHHUI B COOTHOIIECHUH "TIOJTh3a -
puck" BCIENCTBHE MEAUIIMHCKOTO TPUMEHEHUsl JIEKAPCTBEHHOIO TMperapara, IpU KOTOPOM PHUCK
MIPUYMHEHUS Bpe/ia 3A0POBbIO UeJIoBeKa MPEBBIMIAET ero 3((HEeKTUBHOCTE;

OTKa3za JiepKarelsisi PErvucTPAlMOHHOTO  YAOCTOBEPEHHMsI OT  BBINIOJIHEHHS  00s3aTe€NbCTB  TIO
(hapMakoHa130py, YCTAaHOBIEHHBIX MUHHCTEPCTBOM 37]PaBOOXPAHCHUS;

OTKa3a Jiep Karesisi perucTPalMOHHOIO YIOCTOBEPEHHs OT MPOBEACHUS HAa3HAYEHHBIX MMHHCTEPCTBOM
3/IpaBOOXPAHECHUS KIIMHUYECKUX UCCIEA0BAHMM (MCTIBITAHNIN) JIEKAPCTBEHHOTO Mperapara;

BBISIBJICHUS B JIOKYMEHTAaX, COCTaBIIAIONIMX PETUCTPALMOHHOE [JOChE, HEIOCTOBEPHBIX CBEICHU,
KOTOpble HE OBLIM U HE MOIIU OBITh YCTAHOBIJICHBI MPHU TOCYAAPCTBEHHOW perucrpanuu (MOoATBEPKICHUH
rOCYJIapCTBEHHOM pETUCTpaIlii) JIEKApCTBEHHOTO CPE/ICTBA;

OTKaza  JiepXaTells  PEerucTpallMOHHOTO  yAOCTOBEPEHHUS OT  OCYUIECTBIEHUS  HA3HAYEHHOIO
MUHHUCTEPCTBOM 31paBOOXpaHEHUsI MHCIEKTUPOBAHUS ((hapMarleBTUUIECKOM WHCIIEKIIUH) MPOMBIIUICHHOTO
MIPOU3BOACTBA JICKAPCTBEHHOTO CPEJICTBA HA COOTBETCTBUE TpeboBaHMsM Haanexarieir mpon3BOICTBEHHOM
MPAKTUKH MPU MPU3HAHUM JIEKAPCTBEHHOTO CPEACTBA HEKAYE€CTBEHHBIM;

HECOOTBETCTBUSI ~ MPOMBIIIJIEHHOTO  MPOMU3BOJICTBA  JIGKAPCTBEHHOTO  CPEACTBA  TPEOOBAHUSIM
Hannexaieit npon3BOACTBEHHOM IPAKTUKHU.

JlelicTBrE perucTpalmOHHOrO yIOCTOBEPEHHUSI MPEKPAILAETCS B ClIydae:

HCTEUCHUS CPOKA JIEUCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHHS;

HEYCTpaHEHMsI JIep)KaTeleM PEeruCTPAllMOHHOTO  YIOCTOBEPEHHUS  OOCTOSITENhCTB, MOBIEKIIUX
MIPUOCTAHOBJICHUE ICUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPECHHUS;

oOpalieHust aepKareisi PerucTPAliOHHOTO YIOCTOBEPEHHUS C 3asiBICHHEM O MPEKPAIICHUU JCUCTBUS
PErUCTPALIMOHHOTO YIOCTOBEPEHNUS;

BBIHECEHHSI CYIOM pEIIeHUs O HapylIeHWW TpaB MpaBooOiaaaresss OOBEKTOB HMHTEIJICKTYalbHOU
COOCTBEHHOCTH TP OOpAICHUH JIEKAPCTBEHHBIX CPEJICTB.

[lopsimox 1 yclmoBHsL ~ OCYIIECTBIEHHMS  TOCYJapCTBEHHOM  peructpauuu  (HOATBEPKACHUS
TOCYJIapCTBEHHON PEruCTpallK) JIEKAPCTBEHHBIX CPEJCTB, YCJIOBHOM TOCYJapCTBEHHOM perucTpaiuu
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(moATBEpKIEHUST YCIOBHOM TOCYJapCTBEHHON pETUCTpaliM) JIEKAPCTBEHHBIX IIPENapaToB, BHECEHUS
U3MEHEHUH B PETUCTPALMOHHOE JOChE, a TaKXKe IPUOCTAHOBICHMS, MPEKPAIIEHUS JCHCTBUSA
pEerucTpanoHHbIX yaocToBepeHuil ycranapiuBatoTcs CoBetom Munuctpos Pecnyonuku benapyce.

Peructpanus (moaTBepKIeHHE PETrMCTpAllMM) JIEKAPCTBEHHBIX CPEICTB B pamkax EBpasuiickoro
HSKOHOMHMYECKOTO COI03a M HHBbIE MPOLEAYpHl, CBSI3aHHBbIE C pPETUCTpalleil JeKapCTBEHHBIX CpEACTB,
OCYLIECTBIIAIOTCS MUHHUCTEPCTBOM  3/IpaBOOXpaHEHMs B cooTBeTCTBUM ¢ CoOMIAlIeHHEM O E€IMHBIX
NPUHIUIAX U TpaBUiIax OOpAllEeHUs JIEKAPCTBEHHBIX CPEICTB B paMkax EBpa3zuiicKoro 3KOHOMHYECKOIO
coroza ot 23 nexabps 2014 roma W MEXIyHApPOAHO-TIPABOBBIMU aKTaMH, COCTABISIIONIMMHU TIPABO
EBpa3uiickoro 5kKOHOMHYECKOI0 COr03a.

Crarbs 11. JIuneH3npoBanue papManeBTHYECKOM 1eATeIbHOCTH

JluniensupoBanue  dapMareBTUYECKOM  JACATEIHHOCTH  OCYIIECTBISIETCS B COOTBETCTBHUU  C
3aKOHO/IATEIBCTBOM O JIMIICH3UPOBAHUHU.

Cratbs 12. Cucrema KOHTPOJIA Ka4yeCTBA JIECKAPCTBCHHBIX CPEIACTB

CucrtemMa KOHTPOJISL KayecTBa JICKAPCTBEHHBIX CPEJCTB IPEACTABIsIET cO00M KOMIJIEKC MEpOINPUSTUH,
IIPOBOJIUMBIX IPH UX MPOMBIIIJIEHHOM IPOU3BOJCTBE, alTEYHOM H3TOTOBJIEHUH, peajlu3allid, XpaHEHHH,
TPaHCIIOPTUPOBKE, MEIULIMHCKOM IMPUMEHEHUH U MO3BOJIAIOIIMX T'APAaHTHUPOBATh KAa4eCTBO JIEKAPCTBEHHBIX
CPEACTB, HaXOAIMXCs B oOpalieHnn Ha Tepputopun PecnyOnuku benapyce.

[IpousBoauTeNnb JIEKAPCTBEHHOTO CPEACTBA HAa KaXKIYK  BBINYIIEHHYIO CepUi0  (MapTHIO)
JIEKapCTBEHHOI'O  CPEICTBA  BbIAACT  MOANMCAHHBIA  YIOJIHOMOYEHHBIM MM  JIMLIIOM  JOKYMEHT,
MOATBEP)KIAIOIINI COOTBETCTBUE KauecTBa CepuM (MapTUH) JIEKAPCTBEHHOTO CpPEJICTBA TPeOOBAHUAM
HOPMaTHBHOIO JIOKYMEHTAa [0 KayeCTBY, BKJIOYAIOIIMN TOATBEPXKACHHUE, UYTO cepus (mapTus)
JIEKapCTBEHHOT'O CPEJCTBA IIPOU3BEECHA B COOTBETCTBUM ¢ TpeOoBaHusAMHU Haexaneil npon3BoaACcTBEHHON
MIPAKTUKU U PErUCTPALMOHHBIM JIOChE.

s MMMYHOJIOTMYECKHUX JIEKApPCTBEHHBIX IIPENApaToB IPOU3BOAUTEND JIONOJIHUTEIBHO BBIJAET
CBOZHBIM NPOTOKOJ Ha CepuI0 (IMAPTHUI0) UMMYHOJIOIMUYECKOT0 JIEKAPCTBEHHOTI'O Mpernapara B COOTBETCTBUH C
peKoMeHIanusIMu BeceMUpHON opraHu3anuu 34paBoOXpaHEHHUs.

JlexapcTBeHHBIE CpelICTBAa O IOCTYIUIEHHsS B peaju3alldio, a TakKe JIEKapCTBEHHBIE CpPEJICTBa,
Haxojsmuecss B OOpalleHMH, MOJUIekKAaT KOHTPOJK KadecTBa MCIBITATeIbHBIMU JIJA0OpaTOpUsMH,
aKKpeIuTOBaHHBIMU B HammonanpHOW cucteme akkpenutanuu PecryOnuku benapych s ucnbITaHUA
JIEKapCTBEHHBIX CpeACTB. IlepeyeHb MCIBITATENBHBIX J1A00OPATOPH, MOPSAIOK M YCJIOBUS IPOBEACHUS
KOHTPOJISl KaueCTBa JIEKAPCTBEHHBIX CPEACTB yCTaHABIMBAIOTCA MUHUCTEPCTBOM 3PAaBOOXPAHEHHUS, €CIIH
MHOE HE IIPEyCMOTPEHO 3aKOHO/IATEIbHBIMU aKTaMH.

KoHTponp KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA BKJIIOYAET IIPOBEJCHHUE MCIBITAHUN Ha COOTBETCTBHE
[OKa3aTeNIM KayecTBa HOPMAaTHUBHOIO JIOKyMEHTa [0 KadecTBY, a TakKke Ha COOTBETCTBHE
PETUCTPALIMOHHOMY [JOChE I10 YIMAKOBKE, MAapKUPOBKE YIAKOBKH, MHCTPYKLIMH IO MEIULIUHCKOMY
IPUMEHEHHIO (JIMCTKY-BKJAJbIIY), JOKYMEHTY, IOATBEPXkKAAOLIEMY €ro KkadecTBo. JlekapcTBeHHOe
CpEACTBO, HE COOTBETCTBYIOIEE TPEOOBAHHSIM HOPMATHUBHOTO JIOKYMEHTAa II0 KadyeCTBY, NPU3HACTCS
HEKa4€CTBEHHBIM.

[Ipy npu3HaHUM JIEKAPCTBEHHOIO CPEACTBA HEKAYECTBEHHBIM OCYIIECTBIIAETCS HHCIIEKTHPOBAHHE
(papmanieBTHUECKAs HWHCHEKIMA) €ro MPOMBIIUIEHHOTO IPOU3BOJACTBA HA MPEIMET COOTBETCTBHS
TpeOoBaHusM Haanexameil NpoM3BOACTBEHHOM MPAKTUKM B CiydasxX M MOpPSAKE, YCTaHABIMBAEMBIX
MUHUCTEPCTBOM 3/IpaBOOXPAHEHMUS.

KauecTBO j1€KapCTBEHHBIX IIPENApPaTOB, U3TOTABIMBAEMBIX B allTEKaX, ONPEAEIAETCS UX COOTBETCTBUEM
TpeOboBaHusIM  ¢apMmakoneHplx crateii  locymapcTtBenHoi ¢apmakornen PecmyOonmuku — bemapyce.
JlexapcTBeHHbIE Mpernaparbl, U3TOTOBIECHHBIE B alTeKaX, MOJUIEKaT KOHTPOJIO KauyecTBa B IOPSIKE U Ha
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YCIIOBHUAX, YCTAHABJIMBACMbIX MI/IHI/ICTepCTBOM 3ApaBOOXpaHCHHUA, C€CJIIM HWHOC HC IMPEAYCMOTPCHO
3aKOHOAATCIbHBIMHU aKTaMHU.

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakumnm)

IIpn BBIABICHMM HEKAYECTBEHHOIO JIEKAPCTBEHHOIO IIperapara, W3rOTOBIEHHOIO B allTeKe,
OCYILECTBIIETCS MHCHEKTHpoBaHUE ((apMalleBTUYECKas HHCIEKIHs) €ro anTeyHOro H3rOTOBJIECHUS Ha
MpeIMeT COOTBETCTBUA TpeboBanusiM Hajexamield antedHod MNpakTUKU U (apMakoNEHHBIX cTaTel
TocynapctBenHoit ¢apmakonen PecryOnuku benmapyck B mopsiike M Ha YCJIOBHUSX, yCTaHABIMBAEMBIX
MUHUCTEPCTBOM 3PaBOOXPAHECHHUS.

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)

| (cMm. TekCT B NpeablayLuen peaakumnn)

Crarbi 13. Cuctrema papmakonaazopa

Cucrema (dapmakoHag3opa TpeACTaBIsieT CcOo00M  cHCTEMY, OpPraHHU3yeMylo JAepiKaTessiMU
PETUCTPALIMOHHBIX YJOCTOBEPEHUH M MMHUCTEPCTBOM 3/PaBOOXPAHEHMs [UIS BBIMOJHEHUS 3a1ad U
oOsi3aHHOCTEN MO (hapMaKoHAA30pY, MPEIHA3HAYEHHYIO JJIsi KOHTpPOJI O€30MacHOCTH JIEeKapCTBEHHBIX
MpenaparoB, CBOCBPEMEHHOTO BBISBICHHUS BCEX H3MEHEHHM B OIIEHKE COOTHOIICHMS 'mojib3a - pucK'
JIEKapCTBEHHBIX IIPENaparoB, pa3pabOTKU U BHEAPEHHs Mep 110 00ECIEUeHNIO IPUMEHEHUS JIEKAPCTBEHHBIX
[IpenapaToB IPU MPEBBILIEHUH M10JIb3bI HaJl PUCKOM.

Jepxarenn  perucTpaliMOHHBIX  YAOCTOBEpEHMH  00s3aHBl  00ECHEYUTh  OpraHM3alui0 U
(YHKLIMOHHUPOBAaHHE CHCTEMBI (papMakoHaJI30pa B COOTBETCTBUM ¢ TpeOoBaHMAMHU [IpaBmi Hajexamei
NpakTUKU apmakoHa30pa EBpa3uiickoro 5KOHOMHYECKOTO COI03a.

[Topsnox nHCHeKTHpOBaHUS ((papMaleBTUUYECKOW MHCIEKIMH) Ha MIPEIMET COOTBETCTBUS OpraHU3aluu
n  (yHKUMOHMpPOBAHMS CHUCTeMbl (papmMakoHaA30pa JepkaTesied PEerucTPalMoOHHBIX —YIOCTOBEPEHHM
TpeboBanusm [IpaBun Hamnexameld mpakTuku (apmakoHan3zopa EBpazuiickoro 3KOHOMHUYECKOTO CO03a
ycTaHaBIMBaeTcsi MUHHCTEPCTBOM 3/JpaBOOXPAHEHUS.

MenuuuHckue u (apmaneBTudecKkue pabOTHUKN 00sI3aHbl MPEACTABIATh HHPOPMALIMIO O BBISIBICHHBIX
HEXEJIaTeJIbHBIX PEaKLMAX Ha JIEKAPCTBEHHBIE IpEnaparbl B MOPSAKE, YCTAaHOBIEHHOM MUHHUCTEPCTBOM
3paBOOXPaHEHUS.

KoHcynbtaHTlInoc: npumevaHue.

dopma KOHTPOSbHbIX CMUCKOB BOMPOCOB (YEK-NICTOB), MPUMEHSEMbIX MPU OCYLLECTBNEHUN
Hag3opa 3a YCrnoBUAMW  MPOMbILLSIEHHOrO MNPOM3BOACTBA, anTe4YHOro  MU3roTOBIEHUS,
peanu3aummn, XpaHeHusl, TPaAHCMOPTUPOBKM U MEOULMHCKOrO MPUMEHEHUS NeKapCTBEHHbIX
cCpeacTB B OpraHM3auusax 34paBoOOXpaHeHWus, yTBepXaeHa npukasom MwuHucTepcTBa
3npasooxpaHeHunsa Pecnybnukn benapyck ot 29.01.2018 N 61

Crarbs 14. TocynapcTBeHHblii ¢apManeBTHYECKMd HAA30p 3a coO/I0OIeHueM TpedOBaAHUIl
3aKOHOJaTe/IbCTBA 00 00palIeHUN JeKaAPCTBEHHbIX CPEICTB

locynapcTBenHblii (hapmalleBTUYECKU HaA30p 3a COOMOAeHHEM TpeOOBaHMM 3aKOHOAATEIhCTBA 00
OOpalIeHnn JIEKapCTBEHHBIX CPEACTB OCYIIECTBISIET TOCYAapCTBEHHOE YyupexaeHue "locynapCTBEHHBIH
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¢dapmarneBTuueckuii Hag3op B cdepe oOpaiieHHs JieKapcTBEHHBIX cpeactB  "locdapmuamzop” B
COOTBETCTBHUHM € 3aKOHOJATEIbCTBOM O KOHTPOJIBHOM (HaA30PHOM) NESITEIbHOCTH.

OCHOBHBIMH 33Jja4aMU TOCYJapCTBEHHOTO (hapMaleBTUYECKOro Haa30pa 3a coONI0IeHHeM TpeOOBaHMH
3aKOHOJIATEIbCTBA 00 OOpAIlCHUHU JIEKAPCTBEHHBIX CPEICTB SBISIIOTCSA MPENOTBpAllleHHe IOCTYIJICHUS B
oOpallleHue U CBOEBPEMEHHOE U3bsATHE U3 OOpalleHHs] HEKaueCTBEHHBIX, (anbcuuupoBaHHBIX
JICKAPCTBCHHBIX CPCACTB U JICKAPCTBCHHBIX CPCACTB C UCTCKIIHMM CPOKOM TI'OAHOCTH, IMPCAYHPCIKIACHUC,
BBISIBIICHHE M IIpeceyeHHe HapylleHUl TpeOoBaHMH 3aKOHOAATENbCTBA 00 OOpallleHUM JIEKapCTBEHHBIX
CPEACTB.

KoHcynbraHTlnoc: npumeyaHue.
PykoBogcTso no obuwmm BOMpocam KINMUHUYECKNX nccnegoBaHun YyTBEPXKOEHO
PekomeHngauusammn Konnernn EBpasuniickon akoHomumyeckon kommcenm ot 17.07.2018 N 11.

MABA 3
PA3PABOTKA, AOKITMHWYECKUE (HEKITMHUYECKWUE) NCCINEAOBAHUA
JNNEKAPCTBEHHbIX CPEACTB, KITIMHWYECKUE UCCITIEAOBAHUA (UCTMBbITAHUA) U
MEOUUMHCKOE NPUMEHEHMUE NEKAPCTBEHHbIX NMPEMNAPATOB

Crarb 15. Pa3pa0oTka JiekapCTBEeHHBIX CPe/ICTB

Pa3paboTka ekapCTBEHHBIX CPEACTB BKIIFOYAET MOUCK HOBBIX (PApMAKOJIOTHUYECKU aKTHBHBIX BEIIECTB
WIM HOBBIX KOMOWHanui (hapMakoIOTHMYECKH aKTHBHBIX BEILECTB, MOCIEIYIOIIee U3yYCHHE UX CBOMCTB,
(dapManeBTH4YEeCKyl0  pa3paboTKy ©  pa3pabOTKy METONOB KOHTPOJIS KadyecTBa, JIOKIMHUYECKHE
(HEeKJIMHUYECKHE) WCCIIEOBAHMS JICKAPCTBEHHBIX CPEICTB M KIMHUYECKHE HCCIEAOBaHUS (MCIBITAHUSA)
JIEKapCTBEHHBIX MPETapaToB.

Crarbi 16. loxkinHnveckne (HeKIMHUYECKUE) HCCIIEI0BAHMS JTEKAPCTBEHHBIX CPEICTB

Joxnuuuyeckne (HEKJIMHUYECKUE) UCCIEIOBAaHUS JICKAPCTBEHHBIX CPEJACTB HE MPOBOASATCA Ha
(hUBUYECKUX JTUITaX.

JoxnuHaudeckne (HEKJIMHUYECKUE) WCCIEAOBAaHUS JICKAPCTBEHHBIX CPEICTB, B TOM 4YHCIE C
WCIONB30BAaHUEM JTA0OPATOPHBIX JKUBOTHBIX, MPOBOAATCS C coOmromeHueM TpedoBanuii I[IpaBun
HaJIeKaIen 1adopaTopHOi MpakTUKU EBpa3nuiickoro 3KOHOMHUYECKOTO COK03a U B 00beMe, OmpeesieMoM
MEXKTyHApOIHO-IIPABOBBIMH aKTaMHU, COCTABIISIOMIUMHU MPaBO EBpazniickoro "KOHOMHUYECKOTO COI03a.

Crarba 17. Knunudeckue ucciaenoBaHus (MCNbITAHNUS) JTeKAPCTBEHHBIX MPENapaToB

Pemenne o Ha3HaYeHWM KIMHUYECKUX HCCIICNOBaHUM (MCIBITAaHUIN) JIEKAPCTBEHHBIX IpEraparoB
pUHUMAETCT MUHUCTEPCTBOM 3/IPABOOXPAHCHHUS ITPH HATTUIHH

MOJIOKUTENIBHBIX PE3yJAbTaTOB JOKIMHUYECKUX (HEKIMHUYECKUX) HCCIeNOoBaHUi 3(PPEeKTUBHOCTH H
0€30MacHOCTH JICKAPCTBEHHBIX CPEJICTB;

TIOJIOXKUTEIIBHBIX PE3yJIbTaTOB OICHKH COOTHOIICHHUS OXHIaeMOU MOJIB3bI ISl CyOBEKTa UCCIICIOBAHUS
u oOmiecTBa M MPEABUAMMOro (MpeackazyeMoro) pucka W (WiaM) HEyAoOCTBa B paMKax MPOBEACHUS
UCCIe0BaHUs (MCTIBITAHUA);

yOenuTEeNbHBIX JAaHHBIX O COONIONEHUHM TIpaB, OE30MacHOCTH U  Ojaromoiydusi CyObeKTOB
HCCIEI0BAHUA.

Knuandeckue ucciieoBanrs (MCIBITAHUS) JICKAPCTBEHHBIX IPEIapaToB IMPOBOAATCS Ha CyOBEKTaX
UCCIIEIOBAaHUST B TOCYHAPCTBEHHBIX OpPraHU3aIUsAX 3APaBOOXPAaHEHUS B TIOPSAKE W Ha YCIOBUSX,
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yCTaHABIMBAaEMbIX MUHUCTEPCTBOM 37PABOOXPAHEHHUs, B COOTBETCTBHHM C TpeOoBaHusMu [IpaBuin
HaJyIeKaIed KIMHUISCKON MpakTUKH EBpasHiicKoro 5JKOHOMHUYECKOTO COI03a M MPOTpaMMOi (ITPOTOKOJIOM )
KIMHUYECKUX HCCIIeOBAaHNHN (MCIIBITAHMI) JIGKAPCTBEHHBIX NPEnapaToB, OJ00pSAEeMOil HE3aBHCHMBIM
ATUYECKUM KOMHUTETOM U yTBEPKAaeMOi MHUHHCTEPCTBOM 37PaBOOXPAHEHUS.

CooTrBeTcTBHE MIPOBOJAUMMBIX Ha CY6’BeKTaX HUCCICAOBAHUSA B TOCYHAAPCTBCHHBLIX OpraHu3alusax
37IpaBOOXPAHEHUS] KIMHUUYECKUX HUCCIENOBAaHUN (MCTBITAaHUN) JIEKAPCTBEHHBIX IPENapaTroB TPeOOBaHHIM
[IpaBun Hagnexaiei KIMHUYECKOW MpPaKTUKU EBpasuilcKoro SKOHOMHUYECKOTO COI03a MOATBEPKAACTCS
AOKYMCHTOM, BbIJaBaCMbIM MI/IHI/ICTCpCTBOM 3ApaBOOXpaHCHUA TI10 PE3yJbTaTaM HWHCIICKTUPOBAHUA
(papmarieBTHUECKON HMHCIEKIMH), OCYIISCTBISIEMOr0 B TIOPSAKE M Ha YCIOBUSAX, YCTaHABIMBAaEMBIX
MUHHUCTEPCTBOM 3/IpaBOOXPAHEHHUS.

HesaBrucuMblll 5TUYECKUN KOMUTET CO3AETCS IIPU FOCYAAPCTBEHHBIX OPraHU3aLUAX 31PAaBOOXPAHEHUS
B KaueCTBE SKCIIEPTHOTO COBETa M PacCMATPUBAET BOMPOCHI OOECIEUEHHUs MpaB, 0E30MAaCHOCTH U OXPaHBI
3I0pOBbsl CyOBEKTOB HCCIEAOBAaHUS, OM00pseT mporpamMmy (IMPOTOKOJ) KIMHHUYECKHUX HCCIICIOBAaHUN
(MucmipITaHUil) JIEKAapCTBEHHBIX IMPENApaToB, OIEHMBAET KBAIM(UKAIMIO HCCIEAOBATelIeH M HalIu4yue
YCIOBUI B TOCYIApPCTBEHHBIX OpraHU3alUsAX 3ApaBOOXpPAHEHHs Il TMPOBEACHUS KIMHUYECKUX
UCCIIET0BaHUN (MCIIBITAHUI) JIEKAPCTBEHHBIX MTPENapaToB.

[TonmoxeHNe 0 HE3aBUCUMOM ITHYECKOM KOMHUTETE YTBEPKIaeTCsi MUHHCTEPCTBOM 37JPaBOOXPAHCHUSI.

Crarb4 18. [IpaBa cy0beKTOB Hcc/Ie0BAHNS

VYyactue cyObEeKTOB HCCIIEOBAaHHS B KIMHUYECKUX MCCIEIOBAaHUSAX (MCHBITAHUAX) JIEKAPCTBEHHBIX
MIPETapaToB SBISETCS TO0OPOBOIHHBIM.

Knunuueckoe wuccnemnoBanue (UCIBITAHKWE) JIEKAPCTBEHHOTO Mpernapara MpPOBOJUTCS MPU HATUYHH
MMACbMEHHOTO COTNIacusi CyObhEKTa MCCIICOBAHUS HA y4acTHE B MPOBEJACHUU KIMHUYECKOTO MCCIIECIOBAHUS
(ucnpITaHMs) 3TOTO JIEKAPCTBEHHOrO Ipemnapara. B ciydae ydacTusi B KIMHUYECKOM HCCIEIOBAaHUU
(McTIBITaHUM) JIGKAPCTBEHHOTO TMpernapara HECOBEPIICHHOJIETHET0 CyObeKTa UCCIEOBaHUSA TaKoe
KIIMHUYECKOE MCCIIeOBaHNE (MCIBITAHUE) MPOBOAUTCS MPH HAJTUMYMH MHUCBMEHHOTO COTJIACHS OJHOTO W3
ponouTenei, a B ciay4dae y4yacTHsl B KIMHUYECKOM HCCIIEOBaHUU (UCTIBITAHWUH) JIMIA, HE CHOCOOHOTO IO
COCTOSIHUIO 37I0POBbSI K IPUHATHUIO OCO3HAHHOTO PEIIEHHs, - C MUCbMEHHOTO COINacus Cynpyra (Cynpyru)
WJTU OJTHOTO M3 OJIM3KHUX POJICTBEHHUKOB (POAMTEINICH, COBEPIICHHONIETHUX JIETEH, POJIHBIX OpaTheB (cecTep)
U BHYKOB, jena (0abkn)).

3anpeliaercsd ydacTue B MPOBENCHUM KIMHUYECKHUX HCCIIEAOBAHUN (MCHBITAaHUI) JI€KapCTBEHHBIX
Mpenaparos:

OepeMEeHHBIX JKEHIUH, 3a HCKIIOYEHHEM CIyyaeB, KOTJa MCCIeIyeMblid JIeKapCTBEHHBIM mpernapar
MpEeHA3HAYCH HMCKIIOYUTENIBHO U1 JICUCHUs] JAHHOM KATeTOPUH JIMI[ WJIM KOTJIa IENbI0 KIMHUYECKUX
UCCIIeIOBaHM (MCTIBITAHUI) ATOTO JIEKAPCTBEHHOTO TMpernapara sBISieTCsT ONTHMH3AIMS €r0 JO3UPOBAHUS
b0 pekrMa MpUMEHEeHHsI Y OEpeMEHHBIX JKEHIIMH, a Takke Korma HeoOxoaumas MHGOpMaIus MOXKET
OBITH TMOJTyYeHAa TOJHKO TMPU KIMHUYECKUX WCCIICTOBAHUSX (MCIBITAHUSAX) JICKAPCTBEHHBIX IMPEIaparoB Ha
OepeMEHHBIX JKEHIMHAX TPU YCIOBUU HCKIIOYCHHS] PHUCKA TPUYUHEHHsS] Bpela >KU3HU M 370POBBIO
OepeMeHHOMN KEeHILUHBI U TUI0/1a;

HECOBEPIICHHOJIETHUX, 32 MCKJIIOUYEHHEM CIy4aeB, KOTJa HCCIeAyeMbIH JIeKapCTBEHHBIM Mpemnapar
MpeIHa3HaYeH HCKIIOYUTENIBHO [UUIsl JIGYCHMs JeTCKUX 3a00NeBaHUM WM KOTHa LENbI0 KIMHUYECKUX
WCCIIEIOBaHUM (MCIIBITAHUI) 3TOTO JIGKAPCTBEHHOTO Tpemnapara sBISACTCS ONTUMU3AIMUS €r0 JT03UPOBAHUS
b0 pexrMa TPUMEHEHUS Yy HECOBEPIICHHOJETHUX MPH YCIOBUU MPEANICCTBYIOMUX KIMHUIECKUX
UCCIe0BaHM (MCTIBITAHUI) IEKAPCTBEHHOTO Mpernapara Ha COBEPIICHHOIETHUX CYObEeKTax MCCIeI0BaHuUS;

JIeTEeN-CUPOT U JACTEH, OCTABIIMXCS O€3 MOTIEUCHHS POTUTEIIEH;

JUI, HE CIIOCOOHBIX MO COCTOSIHHIO 3[I0OPOBBSI K MPHHATHIO OCO3HAHHOTO PEIICHUS, 32 MCKIIOUECHUEM
CJIy4aeB, KOTJa UCCIEeNyEMBbIN JIEKapCTBEHHBIN Ipenapar MpeIHa3HauYeH I MEIULIUHCKOTO TPUMEHEHHUS 110
MOKAa3aHUsIM, COOTBETCTBYIOIINM JTUATHO3Y CYOBEKTa HCCIIEIOBAHUS;
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BOEHHOCITYKalIUX M JIUL, HA KOTOPBIX PAaCIPOCTPAHIETCS CTaTyC BOCHHOCIYXKAIINUX, 3a UCKIIIOUYEHHEM
CllydaeB, KOIJla UCCIIeAyeMblil JIEKapCTBEHHBIH Mpenapar npeJHasHaueH NCKIIOUUTEIbHO AJI1 IPUMEHEHHUS B
BOCHHOW MEAMIIMHE WIM KOTJA 1IEeJIbI0 KIMHUYECKUX HCCIIEeTOBaHUM (MCIBITAHUIN) 3TOrO JIEKapCTBEHHOIO
npernapara sBISeTCsl ONTUMHU3ALMS €ro J03UPOBaHUSA WIM PEXHMMa NPUMEHEHUs y yKa3aHHOH KaTeropuu
auL;

JIU1I, B OTHOLIEHUH KOTOPBIX IPOBOJIUTCS Cy/ieOHas SKCIIEPTH3a;

OCY>KJICHHBIX U JIULI, COACPIKALIMXCS [10]] CTPaKeil;

JUL, TPU3HAHHBIX B YCTAHOBJIIEHHOM IIOpPSAJIKE HENEECIOCOOHBIMHM, a TaKXe JIUL, CTPaJAIoIIUX
NCUXUYECKUMU  paccTpoMCTBaMK  (3a00NE€BaHUSAMM), HPUHYAUTEIBHO  TOCIUTAIM3UPOBAHHBIX U
HaXOASIIUXCS Ha IPUHYANUTEILHOM JICYEHUH B ICUXUATPUUECKOM CTALIMOHAPE.

CyObekTbl HcCeOBaHUS W JIMIA, yKa3aHHbIE B YacTH BTOPOW HACTOSIEH CTaThbU, UMEIOT IPaBO
OTKa3aTbCs OT Y4acTusi B KJIMHHUYECKHX MCCIIEIOBAHUAX (MCIBITAHUAX) JIEKAPCTBEHHBIX IpEnaparoB Ha
T000H cTauM UX MPOBEICHUS.

Knunnueckue nccnenoBanus (MCIBbITaHUs) JIEKAPCTBEHHBIX MIPENAPATOB JIO0JIKHBI OBITh NIPEKPAILEHbI B
cllyyae BO3HUKHOBEHMS YIpO3bl KHM3HH U 3710pOBBIO0 CyOBEKTa HCCIIEIO0BaHMS, HapyLIeHUs TpeOOBaHMI
[IpaBun Hagnexamen KIMHUYECKOW NPAKTUKM EBpasMilCKOro HSKOHOMHUYECKOTO COK3a WIH HOPM
MEAWIIMHCKON 3TUKH M JICOHTOJIOTHH, a TaKKe B CIydae HEIOCTATOYHON IPPEKTUBHOCTH M OE30MACHOCTH
HCCIIEyEeMbIX JIEKAPCTBEHHBIX ITPENapaToB.

Crarbi 19. MennuuHckoe NpuMeHeHRe JIEKAPCTBEHHBIX NPeNnaparoB

MenunuHCcKOe TPUMEHEHHE JICKApCTBEHHBIX IIPEraparoB, 3aperduCcTPUpPOBaHHBIX B PecmyOnuke
benapych, oCylIecTBISETCS 10 IOKa3aHUAM, IPEAYCMOTPEHHBIM HWHCTPYKUUSMH II0 MEIULIUHCKOMY
MPUMEHEHUIO (JINCTKaMU-BKIAAbIIIAMH) M OOLIMMHM XapaKTEpPUCTUKAMU JIEKAPCTBEHHBIX IPENapaTroB, a
TaKXKe B COOTBETCTBUU C KIMHUYECKUMHM IIPOTOKOJIAMU WIM METOJAMH OKa3aHWs MEIULMHCKON IOMOIIH,
YTBEPKICHHBIMU MHUHHUCTEPCTBOM 31paBOOXPAHEHUS.

3anperiaercs MEAUIIMHCKOE IPUMEHEHHE JIEKAPCTBEHHbIX MIPENapaToB:

HE BKIIIOYEHHBIX B lOCymapcTBEHHBIN peecTp JeKapCTBEHHBIX cpencTB PecnyOmuku bemapych, 3a
UCKJIFOUYEHHEM CITy4aeB, IPEJYCMOTPEHHBIX a03allaMy BTOPBIM, IISITHIM U IIECTBIM YacTH BTOpo cratbu 10
HaCTOSIIEro 3aKoHa;

HEKayeCTBEHHBIX U (paabcuPUIUPOBAHHBIX;

C UCTEKIIIUM CPOKOM I'OHOCTH;

KoHcynbtaHTlntoc: npumevaHue.

O nopsgke Bo3BpaTa B peanu3aumio JIeKapCTBEHHbIX MNpenapaTtoB, paHee MNpU3HaHHbIX Ha
Tepputopun  Pecnybnukn bBenapycb HeKayeCTBEHHbIMW WM HE  COOTBETCTBYHOLLMMMU
perncTpaunoHHOMY JOCbe MO YNaKoBKe, MapKUPOBKE YNaKOBKU, MHCTPYKUMM NO MEeAULMHCKOMY
MPUMEHEHNIO  (NUCTKY-BKNadbiwy), [AOKYMEHTY, MoATBepXOallemMy KayecTBO  cepuu
NeKapCTBEHHOro npenapata CcM. npuka3 MuHuctepctBa 3gpaBooxpaHeHust Pecny6nvku
Benapycsk ot 14.01.2022 N 39.

B CIyyasX NPHUHATHSA PEIIeHUS O NMPUOCTAHOBJIECHUHM UX peaIu3allui WM U3bATUH U3 OOpalLIeHHS,
IIPEyCMOTPEHHBIX YacTSIMU BTOPOM - YETBEPTOM CTaThbU 26 HACTOSIIETO 3aKOHA.

MenunuHcKkoe MpUMEHEHHE JICKApCTBEHHBIX MPENnaparToB, NpPeAHAa3HAUYEHHBIX JUISI TPOBEICHUS
KIIMHAYECKUX HCCIENOBAHNN (UCTIBITAHWK), OCYIIECTBISIETCS 10 TOKAa3aHWSAM, MPETyCMOTPEHHBIM
IIPOrpaMMOii (IIPOTOKOJIOM) KIIMHUYECKUX UCCIIEI0BAaHUM (MCIIBITaHU).

JlekapcTBeHHbIE IIpenaparbl, BBE3€HHble Ha Teppuroputo PecnyOnuku benapycs B ciydasx,
NPEIYyCMOTPEHHBIX a03amaMu  TSATHIM - BOCBMBIM  YacTH TEPBOM cTarbu 27 HACTOSIIEro 3akKoHa,
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JOIYyCKAlOTCA K MEIMIVHCKOMY IIPUMEHEHUIO II0 I[IOKa3aHWAM, YKa3aHHBIM B COOTBETCTBYIOLIUX
CONPOBOAUTEIBHBIX TOKyMEHTaX.

MeaunuHCcKkoe PUMEHEHNE OPUTIMHAIBHBIX JIEKAPCTBEHHBIX IIPENAaparoB, HAXOAAIIMXCSA B IpoLEcCe
KIMHUYECKUX HUCCIEeNOBaHMN  (MCHBITAaHWM) M OpeAHA3HAYEHHBIX JUI  JIEYEHUsS, MEIULUHCKOM
NpO(UIAKTUKY WM JUArHOCTUKH KU3HEYTPOXKAIOIINX WU TAKENbIX MHBAIUIU3UPYIOLIUX 3a00JeBaHull, B
LeJNIAX 00ecreueH s paHHETO JIOCTYyIa MAIlMeHTOB K HOBBIM METOJIaM JICYSHUS JOMYCKAeTCs P YCIOBHH:

oTcyTcTBUSA 3(P(PEKTUBHBIX METOZ0B OKa3aHUs MEIUIIMHCKOM OMOILY;

OTCYTCTBHS 3apETMCTPUPOBAHHBIX JEKAPCTBEHHBIX IIPEIIAapaToB;

IIPEBBIIICHNS T10J1b3bl IPUMEHEHHUs] TaHHBIX JIEKAPCTBEHHBIX IIPEIApaToOB HaJ PUCKOM I 310POBbS U
YKU3HHM ITALIUEHTOB.

[TopsimoKk M ycnoBUS MEIULMHCKOTO NPUMEHEHUS OPUIMHAJIBHBIX JIEKAPCTBEHHBIX IPENApaToB IS
o0ecreyeHrs: paHHETo JOCTYIa MalMeHTOB K HOBBIM METOJaM JICUCHHUs] YCTaHABIMBAIOTCS MUHUCTEPCTBOM

37IpaBOOXPAHCHUSI.
MABA 4

MPOMbIWITEHHOE NMPONU3BOACTBO U ANNTEYHOE U3ITOTOBJIEHUE JIEKAPCTBEHHbLIX
CPEAOCTB

Cratbi 20. HpOMI)IIII.]'IeHHOG MMPOU3BOACTBO JIEKAPCTBCHHLIX CPEACTB

[TpombIlIeHHOE TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISECTCS Ha OCHOBaHHUH JIMLIEH3UU Ha
OCYIIECTBIICHHE (apMaIleBTHUECKON JEATEIILHOCTH B COOTBETCTBUU ¢ TpeOoBanusmu Hammexarei
MIPOU3BOICTBEHHOM MPAKTUKHU.

| (B peq. 3akoHa Pecnybnukun benapycb ot 14.10.2022 N 213-3)
| (cMm. TEkCT B NpeablayLUen peaakumnm)

CooTBeTcTBHE NMPOMBILIUIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CpeACTB TpeboBaHusM Hamnexaruei
NPOM3BOJCTBEHHOW  TPAKTUKU  TOATBEPXKAAETCS  JOKYMEHTOM  (cepTu(duKaToM),  BbIJaBAEMbIM
MUHHCTEPCTBOM 37paBOOXPAHEHUS 110 pe3ynbTaTaM MHCIIEKTUPOBaHUs ((papMalieBTHYEeCKOW HHCTIEKIINN).

CooTrBercTBHE  IPOU3BOACTBA  JIEKAPCTBEHHBIX  CpeAcTB  TpeboBaHusaM  [IpaBuin Hamnexaiuen
IIPOU3BOACTBCHHOW IPAKTUKU EBPa3suMiCKOr0O SKOHOMMYECKOIO COKO3a Ui JIEKAPCTBEHHBIX CPEICTB,
IIPOU3BOAMMBIX Ul IIOCTaBKM Ha PBIHOK EBpPa3suiICKOr0O SKOHOMHYECKOTO COI03d, IOATBEPKAACTCA
JOKYyMEHTOM  (cepTH(UKATOM), BbIJABAEMbIM YIOJHOMOYEHHBIM OpPraHOM TOCY/lapCcTBa - WICHA
EBpa3uiickoro 5kK0OHOMHYECKOI0 COH3a.

[Ipou3BoauTENh JEKAPCTBEHHBIX CPEACTB B CPOK HE MO3/AHEE YeM uepe3 12 Mecsaues nociae NpuHATUSA
peuieHud O BbIAAYC JIMOCH3UMU Ha OCYIICCTBJICHHUC q)apMaHeBTquCKOﬁ ACATCIIBHOCTU NOJIKCH TMOJTYYHUTHb
JOKYMEHT (cepTu(UKaT), MOATBEPHKAAIOLINI COOTBETCTBHE MPOMBIIIEHHOTO IPOU3BOACTBA JIEKAPCTBEHHBIX
cpeactB TpeOoBaHusaM Haanexamiel npon3BoiCTBEHHON NPAakTUKU. B mociieayomeM He peke OJHOro pasa
B TpU TroIa IPOU3BOIUTENb [JOKEH OOECHeYUTh BO3MOXKHOCTb OCYIIECTBICHUS WHCIIEKTUPOBAHUS
(papmarieBTHUECKONW MHCHIEKIMH) IPOMBIIUIEHHOTO IPOU3BOJACTBA  JIEKAPCTBEHHBIX CPEACTB  JUIS
MOATBEPKICHUST COOTBETCTBUSI TpeboBaHusAM Hajexameil Npou3BOACTBEHHON NPAKTHKU B TOPSAKE,
YCTaHOBJICHHOM 3aKOHOJATEIbCTBOM.

| (B pea. 3akoHa Pecnybnukn Benapyck ot 14.10.2022 N 213-3)
| (cMm. TekCT B NpeablayLUen peaakumnm)

[Tpon3BoaUTEND JIEKAPCTBEHHBIX CPEACTB Ha3HAYACT YMOJHOMOUEHHOE JUIO (YIOJTHOMOYEHHbIX JIUL),
uMerolee Bhiciiee 00pa3oBaHUE M CTaK pabOThl IO COOTBETCTBYIOIIEMY BHAY PaOOT U YCIYT, CBI3aHHBIX C
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MIPOMBIIIUIEHHBIM [TPOU3BOICTBOM JIEKAPCTBEHHBIX CPE/CTB.

VYIIOJIHOMOUYEHHBIM JIMIIOM TPOWU3BOJIUTENS JIEKAPCTBEHHBIX CPENCTB SBISAETCS JIOJKHOCTHOE JIMIIO
IIPOM3BOAMTENS, HA KOTOPOE BO3JIaraeTcsi OTBETCTBEHHOCTh 3a Kau€CTBO MPOM3BOJMMBIX M BBIITYCKAEMbIX B
peanu3aiyio JIEKapCTBEHHBIX CPEICTB, TapaHTUpYIOIIee, 4TO Kaxhas cepus (mapTusi) JEKapCTBEHHOTO
CpelcTBa MpOM3BEIEeHA W MIPOBEPEHAa B COOTBETCTBUHU ¢ TpeOoBaHusiMu Hamexxarieit mpon3BOACTBEHHON
IIPAKTUKHU, MHBIMU aKTaMH 3aKOHOJIaTEJIbCTBA, a TAK)KE PETUCTPALIMOHHBIM J10ChE.

YHOTHOMOUYEHHOE JIUIO0 MPOXOAUT aTTECTAIMIO AJIs MOATBEPKICHUS €r0 COOTBETCTBHS TPEOOBAHUSIM,
MPEIbSABISIEMbIM K YIOJIHOMOYEHHBIM JIMI[AM IPOU3BOIUTENIEH JIEKAPCTBEHHBIX CpeAcTB. TpeOoBaHus U
MOPSIIOK aTTECTALUK YIOJIHOMOYEHHBIX JIMLl MPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEJCTB YCTAHABIMBAIOTCSA
MUHHUCTEpCTBOM ~ 3[IpaBOOXpPAHEHHUST C  ydyeToM TpeOOBaHHMM  MEXAyHapOAHO-TPABOBBIX  aKTOB,
COCTABJISIFOLIMX MPaBO EBpa3zuiicKOro 3KOHOMHYECKOTO COI03a.

VYIOITHOMOUEHHBIE JMIJa TPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB, IPOLIEAIINE aTTECTALHUIO,
BKJIIOYAIOTCS B PEECTP YMOJTHOMOYEHHBIX JIMI] MPOU3BOAUTENEH JIEKapCTBEHHBIX CpelncTB PecmyOnuku
benapyce.

dopMUpOBaHUE U BEICHUE PEECTPa OCYLIECTBISAIOTCS MUHUCTEPCTBOM 3paBOOXPAHEHUS B MOPSIKE,
YCTaHOBJIEHHOM 3TUM MUHUCTEPCTBOM.

ITpu ocyuiecTBIEHUH TPOMBIIITIEHHOTO IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB MPOU3BOIUTEID:

BHEJPSET U MOJJCPKUBACT GYHKIIMOHUPOBaHUE (hapMalleBTUYECKON CUCTEMBI Ka4eCTBa, MO3BOJISIONICH
o0ecrieynBaTh COOTBETCTBUE NPOM3BOAMMBIX JICKAPCTBEHHBIX CPEJACTB IIEJIEBOMY HAa3HAYCHUIO JUIS
MEAMIIMHCKOTO MPUMEHEHHUs, TIOKyMEHTaM, COCTaBISIONINM PETUCTPAIIMOHHOE J0Che, U (WIIK) MporpaMMam
(TIpOoTOKOJIaM) KIIMHUYECKUX UCCIIeIOBAaHNN (MCTIBITAaHU);

rapaHTUPYET UCIOJIb30BAHNUE B IIPOLIECCE MPOMBIIIJIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX NIPENapaToB
TONBKO (hapMalleBTUYECKUX CYOCTaHIIMM, MPOU3BEICHHBIX B COOTBETCTBHM C TPEOOBAHUSMHU HaJICKAIICH
MIPOM3BOACTBEHHOM MPAKTUKK CTPaHbI - MPOU3BOAUTENS (hapMalleBTUYECKON CyOCTaHIINH;

obecnieunBaer cobOmronenne TpeboBanmii [lpaBun Hagmexameil IUCTPUOBIOTOPCKOM  MPAaKTUKU
EBpa3uiickoro 3kOHOMUYECKOI0 COr03a MPU ONTOBOM peann3alny JEKaPCTBEHHBIX CPEICTB;

He3aMeUINTEIbHO MHGOpMUpPYeT MUHHCTEPCTBO  3ApPAaBOOXpPAHEHUS O CiIydasX BbISBICHUS
banbCUPUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBYIOIIMX HAMMEHOBAaHUSM JICKAPCTBEHHBIX
CPEICTB, MPOU3BOANMBIX UM;

B CJIy4a€ YCTaHOBJIEHHUS HECOOTBETCTBUS KaueCTBA MPOU3BOJUMBIX JIEKAPCTBEHHBIX CPEJICTB MPOBOJUT
paccliefloBaHre C BBISBICHHUEM U yCTPAHEHUEM MPUYHMH U UHPOpMHUPYyeT MUHUCTEPCTBO 31paBOOXPAHECHUS
0 pe3yJbTaTax pacciieJOBaHUs B MOPSAIKE U CPOKH, yCTaHABIMBAaeMble MUHUCTEPCTBOM 3paBOOXPAHEHUS, a
TakkKe 00ecreunBaeT OCyIIeCTBICHNE HHCIIEKTUPOBaHNs ((papManeBTHUECKON HHCIIEKIINH);

obecrieunBaeT MOAJEP)KAaHUE B aKTyaJlbHOM COCTOSHUU CBEACHHMI OTHOCHTEIHHO MPOMBIIIIEHHOTO
MIPOM3BOJACTBA  JIEKAPCTBEHHBIX CPEJCTB, COAEpPXKAIIMUXCS B JOKYMEHTaX, MPEACTABICHHBIX IS
TUICH3UPOBaHus (papMaIleBTHUECKOW JAEATeTbHOCTH B 4YacTH pabOT W YCIYyTr MO MPOMBIIIIICHHOMY
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB U UX ONTOBOM peann3alu.

3anperiaercs NPOMBIIUIEHHOE IPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB:

HE BKJIIOYEHHBIX B lOCymapcTBeHHBIN peecTp JeKapCTBeHHBIX cpeiacTB Pecnybnuku bemapych, 3a
WCKIIFOUEHUEM  JIEKAPCTBEHHBIX  CPEACTB, INPEIHA3HAYEHHBIX JUIA  MPOBEACHUS  JTOKIMHUYECKHUX
(HEeKJIMHUYECKUX) HCCIIEOBAaHUN, OCYLIECTBIECHHUS TOCYJAapCTBEHHON PETUCTpPAllMM WM PETUCTpaliu B
pamkax EBpa3uiicKoro »KOHOMHMYECKOIO CO03a, JIEKAPCTBEHHBIX CPEIACTB, NPEJHA3HAUEHHBIX JUIA
IIPOMBILIJIEHHOTO TPOM3BOJCTBA TOJIbKO Ha OJKCIOPT, a TaKXe IPEeIHA3HAYCHHbIX i1 KIMHUYECKUX
MCCIIEI0BAHUM (MCTIBITAHUN );

IpU OTCYTCTBUU (MCTEUEHMHM CpOKa JeHCTBHUS) [OKyMeHTa (cepTudukara), MOATBEPKIAIOIIETO
COOTBETCTBHE IPOMBIIIJIEHHOTO IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CpEeACTB TpeboBaHusM Haanexaiei
NPOM3BOJCTBEHHOW  MpPaKTHKH, JOKyMeHTa  (ceprudukara), MOATBEP)KIAIOIIEIO  COOTBETCTBHE
MPOMBILICHHOTO  NPOM3BOJACTBA  JIEKAPCTBEHHBIX  CPeACTB  TpeboBanusM  [lpaBun Hajnexaniei
IIPOM3BOACTBEHHON NPAaKTUKK EBpa3uiickoro 3KOHOMHYECKOIO COK03a, B TOM YHCJE JIEKAPCTBEHHBIX
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CPEICTB, NpEIHAa3HAYEHHBIX JJI1 NPOMBIIUIEHHOTO TMPOU3BOACTBA TOJBKO Ha JKCHOPT, a TaKkKe
MpeTHA3HAYCHHBIX JIJI KIIMHUYECKUX MCCIICIOBAaHUHN (MCIIBITAHUH ).

Crarba  21. MHucnexktupoBanue (papManeBTH4YecKas  MHCIEKIHMSA)  INPOMBILIIICHHOIO
NPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB

WucnexkrtupoBanue ((papmaneBTHUecKas MHCHEKIUS) MPOMBIIIIEHHOTO MPOU3BOACTBA JICKAPCTBEHHBIX
CPEICTB Ha coOoTBeTcTBHME TpeOoBaHusiM Hajmexamieil npou3BOACTBEHHOW MPAKTHKU OCYIIECTBISETCS
(apmalnieBTHYeCKMM HHCIIEKTOpaToM MUHHCTEpCTBA 3paBOOXpPAHEHUS W (WJIK) YIOJTHOMOYEHHOM MM
OpPraHM3alMM B NTOPSAJIKE U HA YCIOBUAX, YCTaHABIMBAEMBIX 9 TUM MHUHHCTEPCTBOM.

WucnektupoBanue ((papmaneBTHUecKass HHCIEKIUSA) MPOMBIIIICHHOTO MPOU3BOACTBA JICKAPCTBEHHBIX
CpeACTB Ha COOTBEeTCTBUE TpeboBaHuAM Hannexamiell NpoM3BOACTBEHHON NPAKTHKU OCYILIECTBISETCS
(bapMmaneBTH4eCKMMH UHCIIEKTOPaMMU:

IIPY JIUICH3UPOBAHUU (DapMalleBTUYECKOHN JeSITeIbHOCTH B YACTH PadOT U YCIIYT MO MPOMBIIIJICHHOMY
IIPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB U UX ONTOBOM pEaM3allii, B TOM YUCIIE IPEIHA3HAYEHHBIX TOJIBKO
Ha JKCHOPT, JEKaPCTBEHHBIX IMpenapaToB Uil KIMHUYECKUX HCCIEA0BAaHUM (MCIBITaHHM), IPU BHECEHHUH
W3MEHCHUH B JINIICH3UIO;

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakuum)

OPpU  OCYLIECTBIEHHUM  TOCYJapCTBEHHOH  perucrpanuu  (MOATBEPXkAEHUS  IOCYIapCTBEHHOU
perucTpanum) JeKapCTBEHHbIX CPEICTB WM PETUCTpalMK (IIOATBEPKICHHS PErUCTPALlui) JIEKAPCTBEHHbIX
CPEICTB B paMKax EBpa3uiicKoro 3KOHOMHUYECKOIO CO03a;

JUIsl  TIOATBEP)KIEHUS COOTBETCTBMS IPOMBIIIJIEHHOTO IIPOM3BOJACTBA JIEKAPCTBEHHBIX CPEICTB
TpeboBaHusaM Hajuexaiield mpon3BOACTBEHHON NPAaKTUKM B COOTBETCTBUM C IIJIJAHOM HHCIEKTHUPOBAHUS,
€KErOIHO YTBEPK1aeMbIM MUHUCTEPCTBOM 31paBOOXPAaHEHMUS;

B CJIy4yae BbISBICHUS HEKaYeCTBEHHOTO U (WiH) (panbcuruuupoOBaHHOTO JIEKAPCTBEHHOIO CPEJICTBA MIIH
IpU TONyYeHUH HH(OpMAIMM O JIEKApCTBEHHOM CPEJACTBE, CBHIETENLCTBYIOIIEH 00 Yrpo3e KHU3HH H
3I0pPOBBIO HACEJICHUH.

[Ipu BBIABICHUM B XOJ€ HWHCIEKTHPOBaHHS ((papMameBTHUECKOW WHCIEKIUN) MPOMBIIUIEHHOTO
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB (DAKTOB, CO3JAIOIIMX YIpO3y NPUYMHEHHsS BpeAa XHU3HH WM
3/I0POBBIO HacelsleHus, (papMaleBTUYECKUI MHCIEKTOP B IIpeesiaX CBOeH KOMIETEHUUH NPUHUMAET MEpBI,
HaIlpaBJICHHBIE Ha 3alpelleHUEe pealn3aluu JEKapCTBEHHOIO CpEACTBA, IIPEICTABIIAIOLIETO yIpo3y
IIPUYMHEHUS BpelJa JKU3HU WIM 370pPOBbI0 HACEJNEHUS, a TaKXKe Ha 3alpelieHHE OCYILIECTBICHUS
NEeATEIbHOCTH, CBA3AHHOW € ITPOU3BOICTBOM U KOHTPOJIEM KauyeCTBa JICKAPCTBEHHOTO CPECTBA.

dopMupoBaHue M BeleHHE peecTpa (apMmaleBTHUECKUX HHCIEeKTopoB Pecmybnuku bemapych
OCYULIECTBIIAIOTCSI. MUHUCTEPCTBOM 3PaBOOXPAHEHUS B MOPSIIKE, YCTAHOBIEHHOM 3THMM MUHUCTEPCTBOM.
Ceenenusi, cozaepxkamuecs B peecTpe QapMaleBTHUECKHMX HHcHekTopoB PecnyOnuku benapyce,
pa3mematorcst MHHHUCTEPCTBOM  3/IpaBOOXPAHEHHMS Ha CBOEM O(QUIMAIBHOM caifTe B I0OAIbHOMN
KOMITbIOTEpHOM ceTh MHTepHeT.

Crarbi 22. AnTe4HOEe U3TOTOBJIEHHE JIEKAPCTBEHHBIX NMPENapaToB
| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)

| (cMm. TEKCT B NpeablayLUen peaakumnm)
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AnNTeyHOE M3TrOTOBJIEHHUE JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISAETCS B alTEKaX C MCIOIb30BAaHUEM
(dapmalieBTHYECKUX CyOCTaHIMI, BKIIIOYEHHBIX B lOCymapcTBEHHBIH peecTp JEKapCTBEHHBIX CPEICTB
Pecry6nuku benmapych, a Takke BCIIOMOTaTeIbHBIX BEIISCTB U JICKAPCTBEHHOTO PACTUTEIHLHOTO CHIPHSI.

| (4yacTb nepas ctatbk 22 B pen. 3akoHa Pecnybnukn Benapyck ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakuum)

JlekapcTBeHHBIE NpenapaTbl M3rOTAaBIMBAIOTCA B alTeKax IO pelentaM Bpayeil Jmbo TpeOoBaHUAM
(3asBKaM) opraHu3aliiii 31paBoOXpaHeHHs UM UX CTPYKTYPHBIX MOAPA3IEICHUN.

| (B pea. 3akoHa Pecnybnuvkun Benapycb ot 14.10.2022 N 213-3)
| (cm. TekcT B NpeablayLien peaakumm)

AnTeyHOE U3rOTOBJICHHE JICKAPCTBEHHBIX IMPENaparoB OCYIIECTBISIETCS B  COOTBETCTBUU C
TpeboBanussMu Hanmexarieil anTedyHoOW TpakTUKH, a Takxke (apMakolnmerHbIx crtaTeil [ocymapcTBeHHOM
dapmakonen PecryOnukn bemapych Ha OCHOBaHWM JUIICH3MM HAa OCYIIECTBJICHHE (hapMaIleBTUYECKOM
NEeSATEIbHOCTH.

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)

| (cMm. TekCT B NpeablayLUen peaakumnm)

MABA S5
PEANMU3ALNA, OTNYCK, XPAHEHUE, TPAHCINOPTUPOBKA, NPUOCTAHOBJIEHUE
PEANU3ALUN U MEOULUUNHCKOIO NPUMEHEHUA, U3SBATUE U3 OBPALLIEHUA, BO3BPAT
NPOU3BOOUTENO UITU NOCTABLLUUKY, YHUHTOXEHUE, BBO3, BbIBO3
NEKAPCTBEHHbIX CPELACTB

Crarbs 23. Peanu3zanus JJeKapCTBEHHbIX CPEACTB

PeaHI/I?)aHI/ISI JICKAPCTBCHHLIX CPCACTB OCYUICCTBIIACTCA IOPUANYCCKUMU JIMIAMU U UHIAWUBUAYAJIbHBIMHA
NpECAIPpUHUMATCIIAIMA Ha OCHOBAHWUH JIMIICH3UN HAa OCYLICCTBIICHUC (I)apMaHGBTquCKOfI ACATCIIbHOCTU.

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)
| (cMm. TekCT B NpeablayLUen peaakumnm)

3ampemaercs peaau3anys JeKapCTBEHHbIX CPE/ICTB!

KoHcynbTtaHTlIntoc: npumevaHue.

O npumeHeHun ocsoboxgeHus ot HOC npu peanu3aumm He3aperncTpmpoBaHHbIX
NEeKapCTBEHHbIX CPEACTB CM. NUcbMO MuHucTepcTBa no Hanoram m cbopam Pecnybnuku
Benapycb, MuHuctepctBa 3gpaBooxpaHeHus Pecnybnukun Benapycb ot 22.03.2018 N 2-1-
9/00537/5-2-8/3762.

MOJIJICKAIIMX TOCYJAPCTBEHHOM pErucTpallid W HE BKIIOUEHHBIX B [OCymapCTBEHHBIM peecTp
JIEKapCTBEHHBIX cpenacTB PecnyOnuku benapych, 3a HCKIIOUEHUEM JIEKAPCTBEHHBIX CPEJCTB, BBE3CHHBIX HA
tepputoputo Pecnyonuku benapych B ciyuasix, IpedyCMOTPEHHBIX a03allaMy IISITHIM - BOCBMBIM YacTH
MepBOH CTaTby 27 HACTOSIIETO 3aKOHA;
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yKa3aHHbBIX B a03alax TPETbeM - IIECTOM YacTH BTOpO# ctathu 10 HacTosIero 3akoHa;

IIPU OTCYTCTBUU JOKYMEHTOB, ITIOATBEPKAAIOLINX UX KAYECTBO;

HEKaYeCTBEHHBIX U (paabcr(PUIMpPOBAHHBIX;

C UCTEKILIHUM CPOKOM T'OHOCTH;

B CJIy4asX MPUHATUS PEHICHHS O NMPHUOCTAHOBJICHWH MX peaju3alud WU U3bATUU U3 OOpalleHwus,
IIPEyCMOTPEHHBIX YacTSIMH BTOPOM - YETBEPTOU CTAaThbU 26 HACTOSIIETO 3aKOHA;

B MHBIX CIIy4asX, IPEAyCMOTPEHHBIX 3aKOHOIATEIbHBIMY AKTaMU.

Crarbi 24. OnToBasi peaju3anus JeKapCTBEHHBIX CPeICTB

Opuanueckne mnuna YW MHAUBUAYaAJIbHbIE NPEANPUHUMATENN NPU OCYLIECTBICHUU ONTOBOM
peayn3aluy JIEKapCTBEHHBIX CPENICTB 00s3aHbl coOmonaTh TpeboBanus Haanexarei nmpakTUKU XpaHEHUs
JIEKapCTBEHHBIX  cpenctB,  [IpaBui Hamiexkameld  IUCTPUOBIOTOPCKOW — MPAKTHKKA  EBpa3uiickoro
SKOHOMHYECKOI'O COH03A.

CooTBeTcTBHE OCYLIECTBIIEMON IOPUANYECKUMH JIUIIAMA U UHIAUBUAYAIbHBIMU NPEAIPUHAMATEISMU
ONTOBOM peain3aluu JIEKapCTBEHHBIX cpelcTB TpeboBaHusM [IpaBui Haanexaimed IUCTPUOBIOTOPCKON
MIpakTUKUM EBpazMiiCKOrO SKOHOMMYECKOIO  COK03a  IIOATBEP)KAAETCS  JTOKYMEHTOM,  BBIIaBAEMbBIM
MUHHCTEPCTBOM 37pPAaBOOXPAHEHUS 10 pe3yibTaTaM HMHCIEKTUPOBaHMs ((apMalieBTHYECKOM HMHCHEKIMH),
OCYLIECTBIIIEMOTIO B MOpsijike, ycraHasnuBaeMoM CoBeroM MunuctpoB PecniyOnuku benapyce.

OnToBas peann3anys JEKapCTBEHHBIX CPEICTB OCYLIECTBIIAETCS:

IOPUAMYECKUM JIMOAM W HWHIUBUAYAJbHBIM  INPEANPUHUMATENSM, HMMEIOIIUM  JIMLECH3UIO Ha
OCYIIECTBIICHNE (hapMalleBTUICCKON, METUITUHCKON, BETCPUHAPHOMN JESITEITLHOCTH,

| (B pea. 3akoHa Pecnybnukn Benapycbh ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakuum)

rOCYIapCTBEHHBIM OpTraHU3alMSIM 37PaBOOXPAHEHUS, YUPEXKACHUSM OOpa30BaHUS M COLMAIBLHOTO
obcmyxkuBanus U benopycckomy O6mmectBy Kpacnoro Kpecra;

HAYYHO-MCCIIEA0BATEIbCKIUM OPTraHU3aIlMsIM I TPOBEJCHUS HAyYHO-HUCCIIEIOBATEIHCKUX PadoT;

BOMHCKUM 4acTsM (yupexaeHusiM) Boopyxkennsix Cun PecnyOnuku benapych M IpyruM BOWHCKHM
(dbopMUpPOBaHUSAM, OpraHaM BHYTPEHHUX JIEJ, OpraHaM H MOPa3ACICHHUSIM 110 YPE3BhIYAHBIM CUTYAIUM;

locynapcTBeHHOMY KOMUTETY CY/IEOHBIX SKCIIEPTH3;

0a3am XpaHEeHHS MEIUIIMHCKON TEXHUKU U UMYIIECTBA.

JlomyckaeTrcsi onToBasi peaju3alys JIGKapCTBEHHBIX MpENapaToB, pealn3yeMbIXx 0e3 pelenra Bpaya,
IOPUANYECKUM JIMIIaM, HE HMMEIOIIMM JUICH3WU Ha OCYIIEeCTBICHHE (apMaleBTUYECKON, MEIUIIUHCKOM
JESATEIILHOCTH, JIJII COOCTBEHHOTO WCIIONB30BAHHUS B COOTBETCTBHUU C HWHCTPYKIHUSIMH 110 MEIUIIHHCKOMY
MPUMEHEHUIO (JTMCTKaMH-BKJIA IBIIAMI) O3 MpaBa MOCIeIyIONIeH peann3aliim.

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)

| (cMm. TekcT B NpeablayLuen peaakuum)

KoHcynbTtaHTlntoc: npumevaHue.

MuHucTepcTBO  3apaBooxpaHeHuss  Pecnybnukun  benapycb  ycTaHaBnuBaeT  HOpPMY
€QVHOBPEMEHHOM peanu3aumm Ons nekapcTBeHHbIX cpeacTtB, Takux kak "BOAPbLILHUKA
HACTOWKA", "MYCTbIPHMKA HACTOWKA", "BANEPWAHbI HACTOWMKA", "KANEHOYMbI
HACTOMKA" n "MYPABbWHbIA CMUPT" - 1 cnakoH. Peanusaums ux u3 antek B HOHYHOE
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Bpemsa 3anpelleHa (nucbMo MuHucTepcTBa 3gpaBooxpaHeHus Pecnybnukn bBenapycb ot
19.12.2016 N 4-2-6/829-1135).

Crarbs 25. Po3an4Has peaausanus, OTIYCK JIEKAPCTBEHHBIX NIPENapaToB
| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)

| (cMm. TekCT B NpeablayLuen peaakumnm)

Po3nunuHnas pcanun3anus JICKAPpCTBCHHBIX MNPCHaparoB - ACATCIBHOCTH, CBA3aHHAA C HpI/IO6peTCHI/IeM,
XpaHCHHUEM U peanmauneﬁ JICKAPCTBCHHBIX IIPCIIapaToB HACCIICHHIO, OpraHU3alusaIM 3ApaBOOXpPAaHCHUA U
HWHBIM OpraHu3anuiaM Ui MCIUIUHCKOTO IPUMCHCHUS.

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakuum)

Po3Hnunas peanusanus JEKapCTBEHHBIX MpPENaparoB OCYLIECTBISIETCS B alTEKax, 32 UCKIKOUYEHUEM
CJIy4aeB, MPEAYCMOTPEHHBIX YACTAMU TPEThEH - MATON HACTOSIIIEH CTAaThHU.

| (yacTb BTOpasa ctatbu 25 B pea. 3akoHa Pecnybnukn Benapyck ot 14.10.2022 N 213-3)
| (cMm. TeKCT B NpeablayLLen pegakumnm)

B nemsix obGecrieyeHus JeKapCTBEHHBIMH INperaparaMu HacelCHHs CEIbCKUX HACEJIEHHBIX ITyHKTOB, B
KOTOPBIX  OTCYTCTBYIOT aNTCKH, PO3ZHUYHAs pealu3alus JICKapCTBEHHBIX  IIPENapaTroB  MOXKET
OCYIIECTBIIATECA MEIUIMHCKUM DPAOOTHUKOM TOCYJAapCTBEHHON OpraHM3allM 3/paBOOXpPAHEHUS WIH €€
CTPYKTYPHOI'O IIOAPA3JEIICHUs, PACIOJIOKECHHBIX B CEJIIBCKUX HACEIIEHHBIX IIYHKTAaX, a TaKXe TaKuM
MEIUIUHCKUM paOOTHUKOM B XOJI€ BBIE3IHBIX MEAMLUHCKUX OCMOTPOB HACEIEHUs B TOPSJIKE,
YCTaHOBJIEHHOM MHHHCTEPCTBOM 3PABOOXPAHEHHUS.

| (B pea. 3akoHa Pecnybnukn Benapycbh ot 14.10.2022 N 213-3)
| (cMm. TekcT B NpeablayLuen peaakuum)

Po3anunas peamm3annAa JCKAPCTBCHHBIX IPCIIapaTOB AMCTAHIWMOHHBIM CIIocoooM OCYHICCTBIISICTCA B
MOpAJAKE, YCTaHABJIIMBACMOM MI/IHI/ICTepCTBOM 3paBOOXpPaHCHH.

(yacTb YeTBepTas ctatbu 25 BBeaeHa 3akoHom Pecnybnukm Benapyce ot 14.10.2022 N 213-
3)

Po3ununas pcaiu3anusg JICKAPCTBCHHBIX IIPCIIApaTroB B MCECTax IMPOBCACHUSA MCKIAYHAPOIHBIX
TCMATHYCCKUX BbICTABOK, MCIKAYHAPOAHLIX CIIOPTUBHBIX, d TAKKC KYJIbBTYPHO-MACCOBBIX MepOHpI/IHTI/Iﬁ
AOIMYCKAECTCA B ClIydasaX U MOPAAKE, YCTAaHABIIMBACMBIX MI/IHI/ICTepCTBOM 3APpaBOOXpPaHCHHA.

| (B8 pea. 3akoHa Pecnybnukn Benapycbh ot 14.10.2022 N 213-3)
| (cMm. TeKCT B NpeablayLLen pegakumnm)

Po3HnyHas peanuzanus JIEKapCTBEHHBIX IPENapaToB OCYIIECTBISETCS IO pelenty u 0e3 perenra
Bpada. IlepeueHb JIeKapCTBEHHBIX NIPENapaToB, pealu3yeMblXx Oe3 pelenra Bpaya, yCTAHABIMBACTCS
MuHHCTEPCTBOM 31paBOOXPAHEHMS B COOTBETCTBUU ¢ [IpaBriiamu onpeneneHuss Kareropui J1eKapCTBEHHBIX
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MpernaparoB, OTIYCKAaeMbIX 0€3 pelenta W IO pelenty, YTBEepPKISHHbIMU penieHneM EBpasuiickoii
SKOHOMHUYECKON KOMUCCHHU.

| (B pea. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)

| (cMm. TekcT B NpeablayLuen peaakumnm)

KoHcynbTaHTlntoc: npumevaHue.
[ocyaapcTBeHHbLIM peecTp JflekapCTBEHHbIX cpeacTB Pecnybnuku benapycb pasmeliaeTtcs Ha
cavte (http://www.rceth.by).

Wudopmanust 0 JeKapcTBEHHBIX Ipernaparax, MOMISKAIINX pealn3aluy 1Mo perenty u 0e3 perenra
Bpaua, M0CJe UX roCyqapCTBEHHOW pErucTpanuu U BHECEHUS B [0CynapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX
cpenctB Pecny6onuku benapychk pasmeriaercs Ha opuiManbHOM caiite MUHHCTEpCTBA 3paBOOXPAaHEHUS B
100aIbHON KOMITBIOTEPHOH ceTu MIHTepHeT.

[Topsimox BBINMCHIBAHMS PELENTOB Bpaya Ha JIEKAPCTBEHHBIE Iperaparbl, B TOM 4YHciIe B (opme
AJIEKTPOHHOTO JIOKyMEHTa, U (opMbl OJAaHKOB pELENTOB Bpaya Ha JIEKApCTBEHHBbIE Ipemnaparsl, 3a
HCKJIFOYEHHEM TOps/IKa BBIMHUCHIBAHUS PELENTOB Bpaya Ha JIEKapCTBEHHbIE Mpemnaparsl U (GopMm OiIaHKOB
pELIENTOB Bpaya Ha JIEKAPCTBEHHbIE IIPENaparsl JUIsl JIbIOTHOIO, B TOM 4HuClle OECIUIaTHOro, 0OecredeHus
JIEKAPCTBEHHBIMU  IIpenaparaMy, yCTaHABIMBAIOTCI MMHHUCTEPCTBOM  3apaBooxpaHeHus. [lopsaok
BBINKMCHIBAHUS PELENTOB Bpaua Ha JIEKapCTBEHHbIE Mpernaparbl U (GOpMbl ONAHKOB pPELENTOB Bpada Ha
JIEKapCTBEHHbIE IpernapaThl JJsl JIbFTOTHOTO, B TOM 4YHCIe OecljaaTHOro, oOecredyeHus JeKapCTBEHHBIMU
npemnaparamu ycranasnupatorcsi CoeroM Munuctpos PecriyOnuku benapycs.

IIpy pO3HMYHON pealn3aliy JIEKAPCTBEHHBIX IPENApPaTOB IOPUANYECKUE JIMLA U MHAWBHUIYAJIbHBIC
MPEANPUHUMATETN 00s3aHbBI:

| (B peq. 3akoHa Pecnybnukun Benapycb ot 14.10.2022 N 213-3)
| (CcMm. TEKCT B NpeablayLLen pegakumnm)

OCYIIECTBIISITh CBOKO JICSATEILHOCTH ¢ coONMoieHneM TpeboBannii Hauiexareit anteyHol MpaKkTHKY;

UMETh B HaJMYUU JIEKAPCTBEHHBIC CPEJICTBA, BKIIOYCHHBIC B IEPEYCHb OCHOBHBIX JICKAPCTBEHHBIX
CPEICTB.

OTImycK JIEKapCTBEHHBIX IPEMapaToB OCYIISCTBISCTCS alnTeKaMH OpraHW3aluid 3IpaBOOXPAHCHUS,
OKa3bIBAIOIUX MCIUITHUHCKYIO ITOMOIIIb B CTAIITMOHAPHBIX YCIOBHUAX (nanee - OOJILHUYHEIE OpFaHI/ISaHI/II/I).

| (B peq. 3akoHa Pecnybnukun benapycb ot 14.10.2022 N 213-3)
| (CcMm. TeKCT B NpeablayLLen pegakumnm)

OTnyck JNEeKapCTBEHHBIX IMPEMapaToB OCYIISCTBISECTCS MO TpeOOBaHUsAM (3asBKaM) OOJIBHUYHBIX
opranm3anuii u (Win) UX CTPYKTYpPHBIX MOApA3CICHUN sl HEMOCPEACTBEHHOIO OKa3aHWs MEIUIIUHCKON
MTOMOIIIY TTAIIUEHTaM B 3THX OOJbHUYHBIX OpTraHu3aIusax U (UJK) UX CTPYKTYPHBIX MOAPA3ICICHUSX.

| (B pea. 3akoHa Pecnybnukn Benapycbk ot 14.10.2022 N 213-3)

| (cMm. TekcT B NpeablayLuen peaakumnm)

Crarbst 26. XpaHeHHe, TPAHCIHOPTHPOBKA, NMPHOCTAHOBJICHHE PpeaM3alMd U MeIULUHCKOIO
NpUMeHEHUsl, U3bATHE U3 O0palleHHusi, BO3BPAT NMPOM3BOAUTEN) WM MOCTABIIUKY, YHHUYTOKEHHE
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JIEKapPCTBEHHBIX CPEICTB

JlexapcTBEeHHbBIE CpEeACTBAa JOJKHBI XPAaHUTHCS B COOTBETCTBUM ¢ TpeboBaHusiMu Hannexameit
MIPAKTUKU XPAHEHHUs JIEKAPCTBEHHBIX CPEACTB U TPAHCIOPTUPOBATHCS B COOTBETCTBHM C TPeOOBAHUSIMHU
[TpaBun Hagnexamer AUCTPUOBIOTOPCKONW MPAKTHKK EBpa3wiicKOro SKOHOMHUYECKOTO COI03a B YCIIOBHSIX,
00eCTeYnBAIONINX UX COXPAHHOCTh U KaueCTBO.

B cnyuae BbIsSIBIE€HMS IIPU POBEACHUN KOHTPOJIS KaY€CTBA JIEKAPCTBEHHOIO CPEJICTBA HECOOTBETCTBUM
PErUCTPAllMOHHOMY JIOCh€ 10 YIMAaKOBKE, MAapKUPOBKE YIMAaKOBKH, MHCTPYKIHMHM IO MEIULIUHCKOMY
IIPUMEHEHHIO (JIMCTKY-BKJIAJBIIY), JOKYMEHTY, NOATBEPKAAIOIIEMY €r0 KauyeCTBO, MPUOCTaHABINBAIOTCS
peanuzanys U MEIULIHUHCKOE NMPUMEHEHUE JAaHHOIO JIEKApCTBEHHOIO CpelcTBa. PemieHue o BO3MOXHOCTH
JAIbHEWIINX peaNu3allud M MEAUIMHCKOTO IPUMEHEHUs JIEKapCTBEHHOIO CpPEJACTBA IMPUHUMAETCS
MUHUCTEPCTBOM 3[paBOOXPAHEHUSl MPU YCIOBUM OTCYTCTBHSI PHUCKA Ui 340POBbsI MALMEHTOB IPU €ro
MPUMEHEHUHU TIOCIIe TOIYYeHHUSI U PACCMOTPEHHS MMCbMEHHOTO OOBSICHEHHS TPOU3BOAMUTENS O MPUUYHHAX U
BBIBOJIAX 110 pe3yJIbTaTaM IPOBEACHHOIO PACCIIEJOBAHNS BbISIBIEHHBIX HECOOTBETCTBUH.

Peanu3anus 1 MeIUUMHCKOE NMPUMEHEHHE JIEKaPCTBEHHBIX IPENaparoB, JUIsl KOTOPBIX MOAO3PEBACTCS
HeOIaronpusTHOE U3MEHEHUE COOTHOILIEHUS "M0Jb3a - pUCK", TPUOCTAaHABIUBAIOTCS.

JlekapCTBEeHHBIE Ipenaparkl, Uil KOTOPBIX YCTAaHOBJIEHO HEONArompUsATHOE COOTHOIIEHHE '"mojib3a -
pUCK" MPU MEIUIIMHCKOM TPUMEHEHUH, TOAJIEKAT U3BSATUIO U3 00pallleHusl.

HekauecTBeHHbIE JIEKAPCTBEHHBIE CPEJICTBA, JIEKAPCTBEHHBIE CPEJICTBA C UCTEKIIMM CPOKOM T'OJHOCTH
MOJJIeKAT M3BATUIO U3 OOpalleHHs, BO3BpATy MPOU3BOJUTEIIO WM MOCTABUIMKY MO0 YHHUUYTOXKEHHIO.
danbcudupoOBaHHbIE IEKAPCTBEHHBIE CPEACTBA MOJICKAT UIBSITUIO U3 OOpalIeHUS U YHUUTOXKEHHIO.

[Topsiiok M yClOBHS XpaHEHUs, TPAHCHOPTUPOBKH, NMPUOCTAHOBICHUS PeaU3allMd U MEAUIHUHCKOTO
NPUMEHEHMS, H3bATUS U3 OOpalleHHs, BO3BpaTa MPOM3BOAMTENIO WIM THOCTABIIMKY, YHUYTOXCHHS
JIEKapCTBEHHBIX CPeNCTB ycTaHaBimuBatoTcs CoBerom MwunuctpoB PecnyOonuku benmapych, eciu mHOE HE
IIPEyCMOTPEHO 3aKOHOIATEIIbHBIMU AKTaMH.

Cratbs 27. BB03 U BbIBO3 JIEKAPCTBEHHBIX CPEICTB

Paspemaercst BBo3 Ha Tepputopuio Pecnyonuku benapych JiekapCTBEHHBIX CPEICTB, BKIIOUEHHBIX B
TocynapcTBeHHBIM peecTp JEKapCTBEHHBIX cpeAcTB PecmyOmmku bemapych, a Takke J€KapCTBEHHBIX
CPEICTB:

MpeIHa3HAYeHHbIX  JJI1  OPOBEACHHS  JOKIMHMYECKMX  (HEKIMHUYECKHUX)  HCCIeI0OBaHHI,
TOCYJIapCTBEHHON peructpanuu (TOATBEPKACHUSI TOCYJAPCTBEHHON pPErucTpalvu), HCHOJIb30BaHUS B
KaueCcTBE BHICTABOYHBIX 00PA3IoB 0e3 MpaBa UX JalbHEHIIeN pealn3alny;

MPEIHA3HAYCHHBIX JIJIS1 TPOBEICHUS KITMHUYECKUX UCCIIeI0OBAHUN (MCTIBITAHUN);

BBO3HUMBIX (DU3UUECKUM JIUI[OM JUISI TUIHOTO MPUMEHEHHUS;

MIPEIHA3HAUYCHHBIX U1 TNPEIyNpEKICHUS W YCTPAHEHMs IOCIEACTBUN YPE3BBIYANHBIX CHUTyalUd
MPUPOAHOTO U TEXHOTEHHOTO XapaKkTepa, B TOM YHCIIe SMUIEMUYECKIX 3a001€BaHU;

BBO3HMMBIX B KAY€CTBE MHOCTPAHHON 0€3BO3ME3HON TTOMOIIIH;

MIPEIHA3HAYCHHBIX ISl OKa3aHWs MEAUIIMHCKOM MOMOLIM IO XU3HEHHBIM IMOKAa3aHUAM KOHKPETHOTO
MalUeHTa WM OKa3aHUs MEIUIIMHCKOM MOMOIIM OTPAaHUYECHHOMY KOHTUHIEHTY TMAlMEHTOB C JIOKAa3aHHOU
HeA(PDEKTUBHOCTHIO WM HEMEPEHOCHUMOCTBIO 3aperHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB, JIMOO C
ophanabiME (penKUMU) 32007€BaHUAMH U (WJIN) )KU3HEYTPOKAIOIIUMHU 3a00JICBAaHUSIMU, JIUOO C TSKEIBIMU
WHBAJUIU3UPYIOIIUMHU 3a00JI€BAaHUSIMU;

MpeIHa3HauYeHHBIX I 00ecleueHns paHHero JOCTyIa MallMeHTOB K HOBBIM METO/IaM JIeUeHHUS;

BBO3UMBIX B MHBIX CIIy4asiX, IPEIyCMOTPEHHBIX MEXIYHAPOIHO-TIPABOBBIMU aKTaMU, COCTABIISIFOITUMU
HOPMAaTHBHYIO MpaBoByl0 0a3y TamoskeHHOro coro3a ¥ EQMHOrO 3KOHOMHUYECKOTO MPOCTPAHCTBA U (WJIH)
npaBo EBpa3uiickoro 3KOHOMHYECKOTO COI03a.

about:blank 25127



07.04.2023, 16:36 3akoH Pecnybnuku Benapyck ot 20.07.2006 N 161-3 (pea. ot 14.10.2022) "O6 obpalueHnm nekapcTBeHHbIX cpeacTs”

3ampeniaercs BBO3 Ha Tepputopuio PecnyOnuku benmapych HekauecTBEHHBIX, (anbcH(UIIUPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB, a TAKXKE JIEKAPCTBEHHBIX CPEJICTB C UCTEKIIUM CPOKOM I'OJHOCTH.

BB03 Ha TamoxkeHHYIO TeppuTOpHio EBpasuiickoro skoHomMuueckoro corosa B PecnyOnuke benapycs u
BBIBO3 C TaMOXEHHOW Tepputopun EBpasuiickoro skoHoMuYeckoro coro3a B PecnyOnuke benapych
JIEKapCTBEHHBIX CPEJICTB OCYILIECTBISIIOTCS MpU COOMIOEHUH TPeOOBAHNMN, YCTAHOBICHHBIX MEXAYHAPOAHO-
NIPaBOBBIMU aKTaMH, COCTABISIONIMMU HOPMAaTHBHYIO IpaBoOBylo 0a3y TamoikeHHOro coro3a u EmunHoro
HKOHOMHUYECKOTO POCTPAHCTBA U (WiIK) paBo EBpa3uiickoro 3JKOHOMHUYECKOIO CO03a, HACTOAIIMM 3aKOHOM
1 UHBIMH aKTaMH 3aKOHOJAaTCJIbCTBA.

NMABA 6
MHO®OPMALIUA O JIEKAPCTBEHHbBIX CPEOCTBAX. PEKITAMA NEKAPCTBEHHbIX
NMPEMAPATOB

Crarbs 28. Undopmanus o0 1eKapCTBEHHBIX CPeICTBaX

WNudpopmarus o nekapcTBEHHBIX INpernapaTrax, pealn3yemblx 0e3 pernenta Bpada, MPeloCTaBIsSIETCs C
MIOMOIIBIO CPEACTB Mepeaayn WHPOPMALIUU, B TOM YHCIE YKa3bIBACTCS B MHCTPYKIMAX 1O METUIIMTHCKOMY
MPUMEHEHUIO (JTMCTKaX-BKIAAbIIIAX), OOIINX XapaKTePUCTHKAX JIEKapCTBEHHBIX MPErnaparos.

Pasmemenne wH(pOpMAnMM O JEKAPCTBEHHBIX Npenaparax, peaju3yeMbIX II0 pELenTy Bpada,
JIONYCKAEeTCsl TOJIBKO B CIIELMAIM3UPOBAHHBIX IEUATHBIX M3JAHUSAX, MECTax NPOBEIEHUS MEIULUHCKUX H
(hapMaleBTUYECKUX BBICTABOK, CEMHHAPOB, KOH(PEPEHUMH W HUHBIX aHAJIOTMYHBIX MEPOIpPHUSITHH, Ha
UHTEpHET-pecypcax M B paMKaxX OHJIAWH-MEPONPUSITHH, MpPEeIHA3HAYEHHbIX Ul MEIUIUHCKUX H
(bapmaleBTH4eCKMX PaOOTHUKOB, B MHCTPYKIUAX MO MEIULIUHCKOMY MPUMEHEHUIO (JIMCTKaX-BKJIa bIIIAX),
OOIIMX XapaKTEePUCTUKAX JIEKAPCTBEHHBIX NPENapaToB.

WudopmupoBanue MEIUIMHCKAX M (PapMaleBTHUECKUX PAOOTHHUKOB O JIEKAPCTBEHHBIX CPEACTBAX,
BKJIIOYEHHBIX B [ OCymapCTBEHHBIH peecTp JeKapCTBEHHbIX cpenctB PecnyOmuku — benapych,
MIPEJICTAaBUTEISIMU TIPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEJICTB OCYLIECTBISETCS B MOPSAKE M Ha YCIOBUSX,
yCTaHaBIMBAaEMbIX MUHHCTEPCTBOM 37]paBOOXPAHEHUS.

KoHcynbTaHTlntoc: npumevaHue.
O pekname nekapcTBEHHbIX CPeACTB B YYpeXOeHUsX 30paBOOXPaHEHUs CM. MUCbMO
MuHucTepcTBa Toprosnu Pecnybnukn Benapyck ot 06.06.2013 N 10-21/453k.

Crarb1 29. Pexiiama jiekapCTBEeHHBIX NPenaparoB

Pexnama JICKApPCTBCHHBIX IMPCIapaToB OCYMECTBIACTCA B COOTBETCTBHU C 3aKOHOJATCIBLCTBOM O

pekiame.
MABA7
OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA Ob OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Crarbs 30. OTBeTCTBEHHOCTD 32 HAPYLICHHE NMOPSAAKA 00paleHusl JJeKAPCTBEHHBIX CPeACTB

Jluna, HapylIMBIIME YCTaHOBJICHHBIH 3aKOHOAATENLCTBOM IMOPSAIAOK OOpAIIeHUsl JIeKapCTBEHHBIX
CPEICTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOIATECIIbHBIMY aKTaMHU.
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Crarbsa 31. Bo3memeHnue Bpega, NPUYMHEHHOIO KH3HM H 310POBbI0 4eJIOBeKa BCJIEICTBHE
MEIMIHHCKOT0 PUMEHEHHS JIEKAPCTBEHHbIX CPeCTB

Bpen, mnpuyvHEHHBIM KM3HM M 300POBBI0 YEIOBEKA BCIECACTBUE MEAMIMHCKOIO IPUMEHEHUSA
JIEKapCTBEHHBIX CPEACTB, B TOM YHWCJE MPU MPOBEACHUH KIMHMUYECKHX HCCIEIOBAHUNM (MCIBITAHUN),

MOJICKUT BO3MCIUICHUIO B IOPAAKE, YCTAHOBJIICHHOM 3aKOHOAATCIILCTBOM.

[Ipesunent PecnyOnuku benapych A JlykameHko
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