PepepanbHbIv 3aKoH oT 12 anpens 2010 r. N 61-®3
"O6 oOpallueHMU NneKapCcTBEHHbIX cpeacTB”
(c nameHeHusimm ot 27 utonsa, 11 okTabps, 29 Hosa6pA 2010 r.)

MpuHaT NocyaapctBeHHou [lymon 24 mapta 2010 ropa
Opno6peH Cosetom Pepepaummn 31 mapta 2010 roga

Maea 1. O6wue nonoxeHus

CraTtbs 1. [pegmeT perynupoBaHunsa HacTosiwero PegepanbHOro 3akoHa

1. Hactoawwmn depeparnbHbIl 3aKOH perynupyeT OTHOLLEHMs, BO3HMKawLWMe B
CBA3N ¢ obpalieHmnem - pas3paboTkon, AOKITMHNYECKUMM UCCNeLOBaHUAMN, KINUMHUYECKUMMN
nccrnegoBaHnAMMU, 3KCNEpPTU30N, rOCYyAapCTBEHHOW pernctpaumen, co ctaHgapTmsaumen u
C KOHTpOMieM KayecTBa, NPOM3BOACTBOM, MW3rOTOBMEHMEM, XPaHEHUEM, MNepeBO3KOW,
BBO30OM Ha Tepputoputo Poccurickon Pegepaunn, BbIBO30OM C Tepputopum Poccumnckom
degepaumn, peknamon, OTNYyCKOM, peanu3auuen, nepegadven, MNpUMEHEHUEM,
YHUYTOXEHMEM JIEKAaPCTBEHHbIX CPEACTB.

2. Hactoswmn denepanbHbI 3aKOH yCTaHaBnMBaeT NPUOPUTET roCyAapCTBEHHOIO
KOHTponsi 6e3onacHoOCTK, KavyectBa U 3PFEKTUBHOCTM JIEKAPCTBEHHbBIX CPEACTB Npu UX
obpauieHun.

Cratbsa 2. Chepa npumeHeHuns HacTosdwero degepanbHOro 3akoHa
Hactoawun ®egepanbHblin 3aKOH NPUMEHSETCS K OTHOLEHNAM, BO3HUKAOLLIUM NPW
obpalleHnn nekapcTBEHHbIX CpeacTB Ha Tepputopumn Poccuinckon Geagepaunn.

Cratbsa 3. 3akoHogaTenbCTBO 00 06paLLEeHNM NeKapCTBEHHbIX CPEACTB

1. 3akoHogaTenbCTBO 00 oOOpalleHUM neKapCTBEHHbIX CPeaCTB COCTOUT U3
HacToswero ®efepansHOro 3akoHa, Apyrnx deaeparnbHbIX 3aKOHOB M MHbIX HOPMAaTMBHbIX
npaBoBbIX akToB Poccumnckon degepaunn.

2. [ewnctBne Hactoswero degepanbHOro 3akoHa pacrnpoCTpaHsAeTcss Ha
oOpallleHne HapKOTUYECKUX JIEKAPCTBEHHbLIX CPEACTB U MCUXOTPOMHbIX NEeKapCTBEHHbIX
CpeacTB C ydeToM OCOGEHHOCTEN, YCTAHOBIIEHHbIX 3akoHogaTenbCcTBOM Poccumnckon
degepaumm 0O HaPKOTMYECKMX CpeacTBax, MNCUXOTPOMHbLIX BewectBax M 06  ux
npekypcopax.

3. [HenctBue Hactoswero degepanbHOro 3akoHa pacnpocTpaHseTcs Ha
obpalleHne pagnodapmMmaLeBTUYECKNX NEKAPCTBEHHbIX CPEACTB C Y4€TOM 0COBEHHOCTEN,
YCTaHOBJIEHHbIX 3akoHoAaTenbcTBOM Poccuiickon depepaumm B obnactu obecneyeHus
paavaunoHHon 6e3onacHoOCTu.

4. Ecnn mexayHapoaHbiM gorosopom Poccuiickon denepaunmn yCTaHOBIEHbI NHblE
npasuna, 4em Te, KOTOpble NpPenyCMOTPEeHbl HacToswmm PegeparnbHbIM  3aKOHOM,
NPUMEHSIOTCSA NpaBuna MexayHapogHoro 4orosopa.

5. B Poccuinckon depepaumm B COOTBETCTBUM C MEXOYHAPOOHbLIMW OOroBopamu
Poccunckon depepaumm m  (MnM) Ha OCHOBE MpuHUMNA B3aMMHOCTM MPU3HAKOTCA
pe3ynbTaTbl KNMHUYECKMX NCCNEeAOBaHNIN NIEKAPCTBEHHbBIX NPenapaToB Ans MegULMHCKOro
NpUMeHEHus, NPoBeAEHHbIX 3a nNpegenammn Tepputopun Poccumnckomn enepauuu.

Ctatbsa 4. OCHOBHblE MOHATUA, UCNOMb3yemble B HacTtoswem PenepanbHOM
3aKoHe
Ona uenen Hactoawero ®eaepanbHOro 3akoHa MWCNOMb3YKTCA chneaylowme
OCHOBHbI€ MOHATUS:
1) nekapcTBeHHble CpeAcTBa - BELWECTBA UM UX KOMOUHaUUK, BCTynawowmne B
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KOHTaKT C OpraHu3MOM YerioBeka WM >XMBOTHOrO, MPOHUKAKOLWME B OpraHbl, TKaHU
opraHuama 4yenoBeka WIIM XMUBOTHOMO, NMPUMEHSsIEMble ANt NPOUNAaKTUKKA, OMArHOCTUKN
(3a wmckno4veHMeM BeLWecTB UM MX KOMOMHaAUWW, HE KOHTaKTUPYHOLWMX C OpPraHM3mMom
YyenoBeka WNN XMBOTHOrMO), riedeHuss 3aboneBaHus, peabunutauun, ANA COXpPaHEHMs,
npegoTBpaLlLeHns unu npepbiBaHns 6GepeMeHHOCTM M MOSyYEeHHblE U3 KPOBW, MNnasmbl
KPOBU, U3 OpraHoB, TKAHEW OopraHM3ma 4YenoBeka WS XXMBOTHOMO, pacTEHUN, MUHEpPanoB
MeTo4aMM CUHTEe3a U C NPUMeHeHneM Buonornvyeckmux TexHonornn. K nekapcteseHHbIM
cpencTBam OTHOCATCA papMaueBTUYeckne cybctaHumm 1 nekapCTBeHHble npenaparTbl;

2) dapmaueBTUHECKME CYOCTaHUMM - JleKapCTBEHHble cpeacTtsa B Buae
AENCTBYIOLWMX BellecTB 6Konornyeckoro, BMOTEXHOMOIMYECKOro, MUHEepasibHOro unu
XUMUYECKOrO  MNPOUCXOXAEHUs1, obnagawwme GapMakoiormyeckon  akTUBHOCTLIO,
npegHasHavyeHHble Ansi NPOM3BOACTBA, W3rOTOBMNEHUSA FEKApPCTBEHHbLIX npenapaToB W
onpegensowme nx 3peKTMBHOCTb;

3) BcnomoraTenbHble BelWecTBa - BewecTBa HEOPraHM4yeckoro  WUnu
OpraHM4YecKoro  MPOUCXOXOEHUsl, UCMofb3yeMble B Mpouecce  Npou3BOACTBA,
N3roTOBMEHNSA JNEKAPCTBEHHbIX MpenapatoB Ans NpuaaHust UM HeobxoaMMbIX GOU3UKO-
XUMUNYECKNX CBOWNCTB;

4) nekapcTBEHHble npenapaTtbl - JleKapCTBEHHble cpeactBa B BuAe
neKkapCTBeHHbIX opM, npuMeHsieMble Ans NPOMUNAaKTUKN, ANArHOCTUKW, feYeHus
3aboneBaHusi, peabunutaummn, ONA COXpaHEHWUs, NpeaoTBPaLlEHUs WU MpepbiBaHUS
OepeMeHHOCTH;

5) nekapctBeHHas ¢¢opmMa - COCTOSHME JIEKapCTBEHHOro npenapara,
COOTBETCTBYIOLLEE crnocobam ero BBedeHUs M NpuMeHeHna K obecnednBarollee
AOCTUXEHNEe Heobxoammoro neyvedHoro addekTa;

6) nepeyeHb >XU3HEHHO HEOOXOAUMbLIX WU BaXHEUWUX JeKapCTBEeHHbIX
npenapaTtoB - exerogHo yTBepxgaembli [lpaButenbctBom Poccunckon depepaumm
nepevyeHb NeKapCTBEHHbIX npenapaToB ans MeONLMHCKOro NPUMEHEHMS,
obecneumBalowmx  NPUOPUTETHbIE  MNOTPEOHOCTM  3QpaBOOXPaHEHMst B Lensx
NPOMUNAKTUKM U fnedeHns 3aboneBaHnin, B TOM 4ucne npeobnagarwlwmx B CTPYKType
3abonesaemocTu B Poccuickon Pepepauunu;

7) MMMyHOOMOMoOru4yeckme JeKapcTBeHHble npenapatbl - JlIeKapCTBEHHbIE
npenapaTbl GUONIOrMYECKOro NPOUCXOXKAEHNSA, NpeaHa3HaYeHHbIE 5151 UMMYHOMOMMYECKNX
ANarHOCTUKN, NPOUIAKTUKN U NeveHns 3aboneBaHni;

8) HapkoTMYeCcKue neKapcTBeHHble CpeAcTBa - fleKapCTBEHHbIE MpenapaTbl U
hapmaueBTUYeCKMe CybCTaHLUMN, coaepXalme HapKoTUYeCKMe CpencTBa U BKIHOYEHHbIE
B [lepeyeHb HapPKOTMYECKMX CPEACTB, MCUXOTPOMHbIX BELLECTB U WX MNPEKYPCOPOB,
nognexawmx  KoHtposto B Poccuimckon  depepaumn, B COOTBETCTBMU  C
3akoHogartenoctBoMm  Poccunckon — depepaunn, MeXOyHapoAHbIMXU  AoroBopamu
Poccuinckon denepaunu, B ToM ymucrne EQnMHOM KOHBEHUMEN O HAPKOTUYECKNX CpeacTBax
1961 rona;

9) NCMXOTPOMHbIE JNIeKapCTBEHHblIe CpeacTBa - NleKapCTBEHHbIE npenapatbl U
dhapmaueBTUYECKME CyOCTaHUMK, coaepXKallume NCUXOTPOMNHbIE BELLLECTBA U BKIMHOYEHHbIE
B [lepeyeHb HapPKOTMYECKMX CPEACTB, MCUXOTPOMHbLIX BELLECTB M WX MNPEKYPCOPOB,
nognexawmx  KoHtposnto B Poccuickon  depgepauumn, B COOTBETCTBUM C
3akoHogartenoctBoMm  Poccunckon — depepauum, MeXOyHapoaHbIMX  AoroBopamu
Poccuinckon ®depepauunn, B TOM 4yucrie KOHBEHUMENW O MCUXOTPOMHbIX BeLlecTBax
1971 rona;

10) paguochapmaueBTMYECKNE JeKapCTBEHHblIe cpeacTBa - JleKapCTBEHHbIE
CpeacTBa, KOTOpble coaepXaT B rOTOBOW AN UCMONb30BaHNA (hopMe OOMH paguoHyKnug,
WITN HECKOJbKO PagMOHYKIMAOB (PaanoaKTUBHBLIX M30TOMOB);

11) opuruHanbHoOe neKapCcTBeHHOe CpPeAcTBO - JleKapCTBEHHOE CpPeacTBO,
cogepxallee BMepBble MOMYYEHHYIO apMaLEBTUYECKYD CYyOCTaHUMIO WM HOBYHO
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KOMBUHaumio hbapMaueBTUYeCcKnx cybcTaHumm, aeKTUBHOCTb U 6€30NacHOCTb KOTOPbIX
noaTBepXaeHbl pesynbTaTaMn OOKIUHUYECKUX UCCreoBaHUM NIeKapCTBEHHbIX CPeaCTB U
KNMHMYECKMX NCCnesoBaHnn fiekapCTBEHHbIX NpenapaTos;

12) Bocnpon3sBeAeHHOE NeKapCTBEHHOE CPeACTBO - NleKapCTBEHHOE CPeacTBo,
copepxallee Takyl xe apMaueBTMYECKYD CYOCTaHUMIO UM KOMOMHAUMIO Takmx e
(hapmaueBTUYeckux cybCcTaHUnn B TaKOW e nekapCTBEHHOM (bopMe, YTO U OpUrMHasbHoOe
feKkapCTBEHHOE CpeacTBO, W MOCTynuBllee B obpaweHue nocne noCTynfneHus B
obpallieHne opurMHanbHOro nekapcTBEHHOro CpeacTBa;

13) nekapcTBeHHOE pacTUTESIbHOE CbIpbe - CBEXME UMN BbICyLUEHHbIE pacTeHUs
nmmbo KX YacTu, ucnonb3yemble [AOns  NPOM3BOACTBA JIEKApPCTBEHHbLIX CPeAcCTB
opraHuMsaumamMm - nNpou3BOAUTENAMM NEKApPCTBEHHbIX CPeACTB WM U3FOTOBJIIEHUS
NeKapCTBEHHbIX npenapaToB anTeYHbIMU OpraHu3auusiMn, BeTepUHApPHbIMU anTeYHbIMU
opraHusaumamu, WHOMBMAYanbHbIMW NpeanpuHUMaTENaMU, UMEKLWMMU FIMLEH3NIO0 Ha
hapmaueBTUYECKYIO OeATENbHOCTD;

14) nekapCTBEHHbIW pacTUTENbHbLIA NpenapaTt - JfleKapCTBEHHbIM npenapar,
npou3BefeHHbIA UAN U3rOTOBIEHHBIA U3 OAHOrO BUAA NEKAPCTBEHHOrO pacTUTENbHOro
CbIpbSl UM HECKOSBbKMUX BMOOB TaKOro Cblpbs U peannsyemblil B pacacoBaHHOM BUAE BO
BTOPUYHON (MOTPebUTENbCKOWN) YNaKoBKE;

15) romeonaTuyeckoe rieKapCTBEHHOE CpPeACTBO - JleKapCTBEHHOEe CpeacTBo,
npoun3BefeHHOE NN U3roTOBJIEHHOE MO creumanbHON TEXHONOMru;

16) mMexayHapoaHoe HenaTeHTOBaHHOE HaMMeHOBaHWe JeKapCTBEHHOro
cpeacTtBa - HauMeHoBaHWe (hapmMaueBTMYecKon cybcTaHuun, pekoMeHAOBaHHoe
BcemupHoun opraHnsaumein sagpaBooxXpaHeHns;

17) ToproBoe HauMeHOBaHME JeKapCTBEHHOro cpeacTBa - HauWMeHOBaHWe
nekapCcTBEHHOro cpeacTsa, NPUCBOEHHOE ero paspaboTynkom;

18) obwaa dapmakoneMHaas CcTaTbA -  [OOKYMEHT, YTBEPXOEHHbIN
YNONMHOMOYEHHbIM heaepanbHbiM OpraHoOM MCMOMHUTENBbHOW BRAacTu U coaepXalumin
nepeyeHb nokasaTtenen kadectBa W (MNU) METOOOB KOHTPOMS KayecTBa KOHKPETHOW
NeKkapCcTBEHHONW  QOPMbI,  NEeKapCTBEHHONO  PacTUTENbHOIMO  Cblpbs,  OMUCaHUSA
Buonornyeckux, BMOXMMNYECKMX, MUKPOBUONOrM4eCcKmX, PU3NKO-XUMUYECKMX,
PUNYECKUX, XMMUYECKNX U OPYrMX MEeTOOOB aHanmsa fekapCTBEHHOro cpeactsa Arns
MeOMLMHCKOro NpUMEHeHNs, a Takke TpeboBaHUA K CMOMb3yeMbIM B LIeNsX NpoBeAeHNs
AAHHOro aHanmsa peakTneam, TUTPOBaHHbIM pacTBOpaM, UHAUKaTopawm;

19) chapmakonenHasa cTtaTbfl - [LOKYMEHT, YTBEPXOEHHbIN YNOSTHOMOYEHHbIM
doeaepanbHbIM OpraHoM UCMOSTHUTESTbHOM BIACTU U COAEPXKALLUNN NepedeHb nokasaTenen
KayecTBa M MeTOO0B KOHTPOMsS KayecTBa NeKapCTBEHHOro cpeactsa A MeauLMHCKOro
NPUMEHeHUs;

20) HopMaTMBHasA AOOKYMEHTauusa - [JOKYMEHT, coAepXalun nepeveHb
onpegensemMblX Mo pesynbTaTtaM COOTBETCTBYHOLIMX IKCNEPTU3 MokasaTernen kavecrtBa
NeKapCTBEHHOro cpeacTBa Ans MeAMUUHCKOro NPUMEHEHUsl, MeTOAOB KOHTPOns ero
KayecTBa M YCTaAHOBIIEHHbIN €ro Npon3BoauTeNeM;

21) HoOpMaTUBHbLIN AOOKYMEHT - [OKYMEHT, coAepXawui nepeveHb
onpegensemMblX N0 pe3dynbTaTaM COOTBETCTBYIOLINX IKCNEPTU3 NoKasaTenen kayectsa u
(M) MeToOoB KOHTPOMS KayecTBa fieKapCTBEHHOW (POpMbl, onvcaHna GUonorn4eckumx,
BMOXMMNYECKNX, MUKPOBNONOTMYECKUX, (PU3UKO-XUMUYECKNX, PUINYECKUX, XMMUYECKUX U
ApYyrmx MeTOAOB aHanusa JiekapCTBEHHbIX CPeacTB AN BETEePUHApPHOro NpUMEHEeHus,
TpeboBaHUA K UCMOMb3yeMbiM B Lensx NpOBeOeHUA [OaHHOrO aHanu3a peakTvBaM,
TUTPOBaAHHbLIM pacTBOpaM, UHOMKATOPaM U YCTAHOBIIEHHbIN €ro Npou3BoANTENEM;

22) Ka4yeCTBO JeKapCTBEHHOro cpeacTBa - COOTBETCTBME JleKapCTBEHHOro
cpeactBa TpeboBaHMsM hapmMakonemHom cTtaTbu nMbO B Crydae ee OTCYTCTBUS
HOPMaTUBHOW JOKYMEHTaLUN NN HOPMATUBHOIO JOKYMEHTA;

23) 0e30nacHOCTb  JNIeKapCTBEHHOro cpeacTtBa - XapakTepucTuka
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NeKapCTBEHHOro cpeacTBa, OCHOBaHHAs Ha CpaBHUTENbLHOM aHanuae ero aekTMBHOCTH
N pUCKa NpUYMHEHNs Bpeaa 340pPOBbIo;

24) 3cpheKTUBHOCTL JIeKapCTBEHHOro npenaparta - XapakTepucTuka CTeneHu
NOJSTIOXUTENBHOMO BIIMSHUA NEKapCTBEHHOIO npenapaTa Ha TevyeHue, NPOAOIPKUTENBHOCTb
3aboneBaHma wnu  ero  npegoTBpalieHne, peabunuTtauuio, Ha  COXpaHeEHue,
npegoTepaLleHe nnu npepbiBaHne 6epemMeHHOCTY;

25) cepusi nekapcTBEHHOro cpeacTBa - KONMMYECTBO JleKapCTBEHHOIO CpeacTBa,
npounssefeHHOe B pe3yrbTaTe OAHOr0 TEXHOMOMMYECKOro LMKa ero nponssoauTenem;

26) perncTtpauMoHHoOe YyAOCTOBEpeHMe JeKapCTBEHHOro npenapara -
AOKYMEHT, noaTBepXXaalwWwmn (akT rocyaapCTBEHHOM perucTpauumn JfiekapCTBEHHOro
npenapara;

27) perucTtpauuMoHHbIN HOMep - KOOOBOe 0OO3HayeHue, MPUCBOEHHOE
nekapCTBEHHOMY npenapaTy npw ero rocygapcTBEHHON perncrTpauuu;

28) oOpaweHue rnekapCTBEeHHbIX CpeAcTB - paspaboTka, AOKNUHMYEecKue
nccnegoBaHus, KNUHMYeckne nccnegoBaHug, aKcnepTmaa, rocygapcrBeHHas
permctpauusi, ctaHgapTu3auuss M KOHTPOSb KavecTBa, MpOU3BOACTBO, W3roTOBMEHMUE,
XpaHeHue, nepeBO3ka, BBO3 Ha Tepputopuo Poccunckon depepaumn, BbIBO3 C
Tepputopun Poccunckon degepaumn, peknama, OTNYCK, peanu3auyud, nepegada,
NPUMEHEHNE, YHUYTOXEHNE NIEKAPCTBEHHbIX CPEACTB;

29) cybbeKkTbl obpalueHUs nekapCcTBeHHbIX CPeAcTB - M3Myeckme nvua, B TOM
yucne uHAavBMAyanbHble NpeanpuHUMaTenu, U pugnyeckme nuua, ocywlecTBnsawoLmne
AeATenbHOCTb Npy obpalleHnn NekapCTBEHHbIX CPEACTB;

30) pa3paboTuMK nekapCTBEHHOro cpeacTBa - oOpraHu3auus, obrnagawowias
npaBaMmuv Ha pes3ynbTaTbl OOKMIMHUYECKUX WCCNedoBaHWW IeKkapCcTBEHHOro cpeacTsa,
KNWHMYECKUX UCCneaoBaHUM IeKapCTBEHHOro rnpenaparta, a Takke Ha TexHOsoruio
Npon3BOACTBA NEeKapCTBEHHOro CpeacTBa;

31) npon3BOACTBO NIeKapCTBEHHbIX CPEACTB - AeATEeNbHOCTb MO NPOM3BOACTBY
NeKapCTBEHHbIX CPeACcTB OopraHunsauusMu - NPou3BOAUTENAMMU NEKapCTBEHHbIX CPeacTB
Ha OOHOW CTaAuW, HECKOMbKMUX UIM BCEX CTaamAX TEXHOSIOrMYecKoro npoLecca, a Takke
Nno XpaHeHWo 1 peanunsaunn NPousBeaeHHbIX JIeKapCTBEHHbIX CPeACTB;

32) npoussoauTesnb neKapcTBeHHbIX cpeAacTts - opraHusauus,
oCyLlecTBnAwLWaa MNpou3BOACTBO  JIEKApCTBEHHbIX CpeacTB B COOTBETCTBUU  C
TpeboBaHuaMM HacTosiwero PeaepanbHOro 3akoHa;

33) chapmaueBTHMUECKAA OEATENbHOCTb - AEATENbHOCTb, BKAYawwaa B cebsd
ONTOBYIO TOPrOBIIKO JlEKAPCTBEHHbIMU CPEACTBaMW, WX XpaHeHue, nepeBo3Ky U (Mnw)
PO3HUYHYIO TOProBIIO NIEKaPCTBEHHbLIMUM Mpenapartamu, UxX OTNycK, XpaHeHue, NepeBo3Ky,
N3roToBIIEHME NeKapCTBEHHbIX NpenapaTos;

34) opraHuM3auusi ONTOBOM TOProBNU JieKapCTBEHHbIMM cpeAcTBaMu -
opraHusaums, OCyLeCTBNALWaa ONTOBYD TOProBMiO flieKapCTBEHHbIMU CpeacTBaMu, UX
XpaHeHue, NepeBO3Ky B COOTBETCTBMM C TpeboBaHusMM HacTosiwero degepanbHOro
3aKOoHa;

35) anTeyHas opraHuM3aumsi - OpraHu3auus, CTPYKTypHOe nojgpasgeneHuve
MeAMUMHCKOW OpraHuM3aummn, OCYLLEeCTBIAIOWME PO3HUYHYIO TOProBMO JleKapCTBEHHbLIMA
npenapatamu, XpaHeHue, W3roTOBfIeHMe W OTMYCK JeKapCTBEHHbIX npenapaTtoB O
MEOVLUMHCKOrO  MPUMEHEHWA B COOTBETCTBMM C  TpeboBaHUAMM  HaCTOALLEro
depeparnbHOro 3akoHa;

36) BeTepuHapHasa anTeyHasi oOpraHuMsaums - OpraHumsauusi, CTPYKTYpHOEe
nogpasgernieHve BeTepuMHapHOW OpraHusauuun, OCyLecTBAALWMNE PO3HUYHYIO TOProBIito
NeKapCTBEHHbIMW MpenapaTtamu, XpaHeHue, WU3roToBfieHWe U OTMNYCK JeKapCTBEHHbIX
npenapatoB [Ans BETEPUHAPHOIO MNPUMEHEHUS B COOTBETCTBUM C TpeboBaHUAMMK
HacTtoswero ®enepansbHOro 3akoHa;

37) danbcucpuumpoBaHHoe JeKapCTBEHHOE CPeAcTBO - JleKapCTBEHHOEe
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CpencTBO, COMpoBOXAAaeMoe JIOKHOWM uHdopmaumen o ero cocrtaBe U (unu)
npousBoguTene;

38) HepoOpokayeCTBEHHOE JieKapCTBEHHOe CpeaAcTBO - JleKapCTBEHHOE
CPEeACTBO, HE COOTBETCTBYOLLEEe TpeboBaHusaM hapmakonenHon ctatbn nnbo B criyvyae
ee OTCcyTcTBMA TpeboBaHWAM HOPMaTMBHOW  LOOKYMEHTAUMW UM HOPMAaTMBHOIO
AOKYMEHTA;

39) koHTpachakTHOE neKapCTBEHHOE CpPeAcCTBO - JeKapCTBEHHOE CpeacTBo,
Haxopaslleecs B 000poTe C HapyLIEeHNeM rpaxaaHCKoOro 3akoHoA4aTeNbCTBa;

40) ROKNMHUYECKOe  uccriegoBaHMe  JfleKapCTBEHHOro  cpeacrtBa -
ovonoruyeckne,  MuUKpobuonormdyeckne,  MMMYHOSIOrMYecKkMe,  TOKCUMKOMOrnveckue,
hapmakonoruyeckume, msndeckne, XuMmM4eckne n gpyrme nccriegoBaHust nekapcTBeHHOro
cpegoctBa  nyteM  MNPUMEHEHUS HAyYHbIX METOAOB OLEHOK B Uendx nonyvYeHus
AokasatenbcTB 6e3onacHOCTH, KavyecTBa 1 3 EKTUBHOCTM NNIEKAPCTBEHHOIO CPEACTBa;

41) KNUHUYECKOe uccrnefoBaHUE JleKapCTBEHHOro npenapara - U3y4yeHue
ANAarHoCTUYECKMX, NeyebHblX, npodunakTndecknx, dapmMakoriormniecknx CBOWNCTB
fleKapCTBEHHOro npenaparta B npouecce ero NpuMeHeHNs y Yenoseka, XXMBOTHOMO, B TOM
4yucrie MpoLEecCoB BcacCbiBaHWUA, pacnpefeneHnsd, U3MeHeHUs W BbiBeOeHUsl, NyTem
NPUMEHEHNA Hay4YHbIX METOAOB OLUEHOK B LUendx MonyydeHus [OokasaTeribCTB
©e3onacHocTn, KadectBa W 3(PPEKTUBHOCTN NEKAPCTBEHHOrO npenapaTa, AaHHbIX O
HeXenaTenbHbIX peakuMssx opraHuaMa 4enoBeka, XWMBOTHOrO Ha MNPUMEHeHue
nekapCcTBEHHOro npenapata W o006 addekte ero B3aMMOOEUCTBUS C  APYrMMun
neKapCTBEHHbIMM NpenapaTtamMu v (Unu) NUWeBbIMU NPOAYKTaMKU, KopMamu;

42) MHOroOLeHTPOBOE KIIMHM4YeCKoe uccriegoBaHue  NieKapCTBEHHOro
npenapata Ans MeAUUMHCKOrO TMPUMMEHEeHUA - KIWHUYECKOe uccregoBaHue
NleKapCTBEHHOro  npenapata Ans  MeOUUMHCKOrO  MPUMEHEHUsl,  MPOBOAMMOE
pa3paboTymMKkoM NekapCTBEHHOro npenaparta B AByX 1 bonee MeguUMHCKUX OpraHm3aumsx
no eguMHOMY NPOTOKOMY KIMMHUYECKOrO MCCeaoBaHNs NekapCTBEHHOMo npenaparta;

43) MeXAayHapoaHOe  MHOrOLEeHTPOBOE  KIIMHMYeCKoe  uccriefgoBaHue
NIeKapCTBEHHOro npenapata AN MeAULUHCKOro MPUMEHEeHUA - KIMHUYeckoe
uccrnegoBaHue — NekapcTBEHHOro  npenapata  Ana  MeOUUMHCKOro  NPUMEHEHUS,
npoBoAMMoe pas3paboTyMKOM fleKapCTBEHHOrO npenapata B pasfUYHbIX CTpaHax Mo
e4NHOMY NPOTOKOSY KIMMHNUYECKOro UCCreaoBaHNA NekapCcTBEHHOroO nNpenapara;

44) nocTperncrtpaumMoHHoe KIMHUYEeCKoe uccrnefoBaHUe neKapCTBeHHOro
npenapata Ans MeOULUMHCKOrO TMPUMEHEeHUA - KIMHUYECKOe UccregoBaHue
NleKapCTBEHHOro  npenapata Ans  MeOUUMHCKOrO  MPUMEHEHUsl,  MpPOoBOAMMOE
npon3BoaMTENEM JIEKAapCTBEHHOro Mpenaparta, rpaxgaHckmi obopoT  KOTOpOro
OCYLLECTBNSAETCS MOCNe roCyaAapCTBEHHOM perucTpaumm, B LENAX AOMOSNHUTENbHOro
cbopa paHHbIX O ero 6GesonacHocT M 3(PPEKTUBHOCTK, PaCLUMPEHUS MOKa3aHUMA K
NPUMEHEHUIO JAHHOIO NIEKAPCTBEHHOIO Npenapara, a Takke BbIABIEHNSA HeXenaTenbHbIX
peakunn nauneHToB Ha ero AenUcTBue;

45) uccnepoBaHne OMO3IKBMBANIEHTHOCTU JIEKApCTBEHHOro npenapaTta - BuA
KIMHMYECKOrO0 UCCNeAoBaHUsA JEeKapCTBEHHOro MpenapaTta, MpPOBEAEHUE KOTOpPOro
OCyLLeCTBNSAeTCs  aAna  onpeferieHnss  CKOPOCTM  BCaCbiBaHUMS U BbIBEOEHUS
dapmaueBTudeckon  cybctaHumn, konmyectBa  dpapmaueBTudeckonm  cybctaHumu,
AOCTUraloLLEero CUCTEMHOIO KPOBOTOKA, W pesyrnbTaTbl KOTOPOro MNO3BONMAKT caenatb
BblBO4 O OMO3KBMBANEHTHOCTM BOCMPOU3BEAEHHOIO JNEKapCTBEHHOrO npenapara B
onpeaeneHHbIX NeKkapcTBEHHOM hopMe N 4O3UPOBKE COOTBETCTBYHOLLEMY OPUTMHANIBHOMY
nekapcTBeHHOMY npenapary;

46) wuccnegoBaHMe TepaneBTUYECKOW 3KBUBANEHTHOCTU JeKapCTBEHHbIX
npenapatoB - BW4 KIMHUYECKOrO UCCMeLOBaHUS JIeKapCTBEHHbIX MpenapaTos,
npoBedeHMe KOTOPOro OCYLUECTBNAETCA AN BbISIBIEHUS OAMHAKOBbLIX CBOWCTB
neKkapCTBEHHbIX npenapaToB onpeneneHHON NeKapCTBEHHOW (hopMbl, a Takke Hanuyus
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OLMHaKoBbIX Noka3aTenen 6e3onacHoOCT N 3PEKTUBHOCTM NEKAPCTBEHHbIX NPenapaTos,
OLMHAaKOBbIX KITMHMYECKNX 3(PEKTOB NPU UX NPUMEHEHWM;

47) NPOTOKON KIIMHUYECKOro MuccrnefoBaHUA NeKapCTBEHHOro npenapara -
AOKYMEHT, B KOTOPOM OnNpefenstoTcs uenu, opmbl opraHMsaumm wu MeTOA0Norus
NpoBeAEHNsT  KITMHUYECKOrO  MUCCrefdoBaHudA, craTtuctudeckne metoabl  06paboTku
pe3ynbTaToB TaKoro uccnegoBaHnst U mepbl No obecneyeHnto 6e30nacHOCTN PUINYECKNX
nny, y4acTBYHOLNX B KIMMHUYECKOM UCCReAoBaHUN NieKapCTBEHHOrO Npenapara;

48) Opowropa uccnepoBaTenss - CBOAHOE  U3NOXEHMEe  pe3ynbTaToB
OOKIMNHNYECKOr0  UCCNefoBaHWsA  NEKapCTBEHHOrO  cpeacTtBa M KITMHUYECKOro
nccnegoBaHnA NekapCcTBEHHOro npenapara 48 MeANLMHCKOTO NPUMEHEHNS;

49) MHPOPMALMOHHbIN NIUCTOK NauMeHTa - JOKYMEHT, B KOTOPOM coaepXaTtcs B
AOCTYNHOM hopMe CBEAEHMS, Kacatolmecs NPOBOAMMOIO KMMHUYECKOro WccnenoBaHus
rfleKkapCTBEHHOro npenapaTta, U B MMCbMeHHOM hopmMe J0OpOBOSbHOE corfiacue nauueHTa
Ha y4yacTMe B KIMHMYECKOM WCCMNeAOBaHUM JIEKapCTBEHHOro npenaparta nocne
O3HAKOMJIEHMSI C OCOBEHHOCTSIMU KIMHUYECKOro WUCCNeaoBaHWUs, MMEKLWNMN 3HaYeHne
ANS BblpaXXeHMs Takoro cornacus;

50) nobo4yHoe peucTBME - peakums opraHuamMa, BO3HUKLWLIAsE B CBSA3UM C
NpUMEHEeHNeM NeKapCTBEHHOro npenapaTta B [o03aX, PeKOMeHAYEMbIX B WUHCTPYKUMM MO
ero NpUMeHeHulo, Ans NpodUNakTUKK, OUArHOCTUKW, NedeHus 3aboneBaHus Mnu Ons
peabunutaumm;

51) cepbe3Has HexenaTternbHaA peakuua - HexenaTenbHasa peakuus opraHnama,
CBAi3aHHAs C TMPUMEHEHMEM IeKapCTBEHHOro npenapaTa, npuBeaLwas K CMepTw,
BPOXOEHHbIM aHOManuaM MM nopokam pasBuTna nubo npegcraenstowas cobor yrposy
XU3HM, Tpebylowaa rocnutanu3auun UM - npuBedwlad K CTOWMKOW  yTpaTte
TPy4oCnoCOBHOCTU 1 (UNIN) MHBANUAOHOCTW;

52) HenpeaBuMAeHHasA HeXenaTenbHas peakuusa - HexenaTtenbHas peakuus
opraHuama (B TOM 4uCfe CBsi3aHHas C MPUMEHEHVMEM FeKapCTBEHHOro npenapata B
COOTBETCTBUM C MHCTPYKUMEN MO ero MPUMEHEHMUID), CYLUHOCTb U TSXECTb KOTOPOW He
COOTBETCTBYIOT WH(popmMauum O JFeKapCTBEHHOM nMpenapaTe, coepXxallencs B
WHCTPYKLMM NO ero NPUMEHEHMWIO;

53) peuenTt Ha neKapcTBEHHbIA npenapaTr - MUCbMEHHOE HasHayeHue
NeKkapCcTBEHHOro npenapaTta Mo YCTaHOBMEHHOM dopme, BblAaHHOE MEOULMHCKUM Unn
BeTeprvHapHbIM paboTHUKOM, MMEIOLLMM Ha 3TO NPaBo, B LieNAX OTMycKa NekapCTBEHHOro
npenapara unm ero N3roToBNeHNs 1 OTnycka;

54) TpeboBaHMe MeAMLMHCKOW OpraHu3auun, BeTepuHapHOW OopraHusauum -
AOKYMEHT YCTaHOBMEHHON POPMbI, KOTOPbIN BbINMUCaH MEAULMHCKUM UN BETEPUHAPHbBIM
pabOTHUKOM, MMEKLUM Ha 3TO NpPaBO, U COLAEPXUT B MUCbMEHHOW OopMe YKasaHue
anTevyHou opraHmsaunm ob oTnycke NekapCTBEHHOro npenapaTta Unn o0 ero N3roToBIEHUN
n o6 ornycke ana obecnedyeHnsa neyebHOro npouecca B MEAULMHCKOW OpraHu3auuu,
BEeTEPUHAPHOW opraHmnsaunu.

Fnaea 2. NMonHomouunsa chegepanbHbIX OPraHOB UCMONTHUTENTbLHOW BNacTu, OpraHoB
McnonHuTenbLHOM BnacTm cyobektoB Poccumnckon Pegepauymm npu obpailueHnmn
NeKapCTBEHHbIX CPeacTB

Crtatba 5. lNonHomouns denepanbHbiX OpraHoOB MCMNOSTHUTENBHOW BRactu nNpu
obpaLyeHnn nekapcTBEHHbIX CPeACTB
K nonHomouunsam heaepanbHbiX OpraHOB UCNONHUTENBHOW BRiacTu Npu obpalleHnn
NeKapCTBEHHbIX CPeaCTB OTHOCATCA:
1) npoBegeHue B Poccuinckon degepaunm egumHON rocyaapCTBEHHOW MOSIUTUKA B
obnactm obecnevyeHnss nekapCTBEHHbIMW MpenapaTamu rpaxgaH Ha TeppuTopum
Poccuinckon ®epepaunu;



2) yTBepxaeHuMe obwmnx dapMakonenHblx cTaTen, apmakonenHblx CcraTen,
n3gaHue rocygapCTBeHHOW hapmMakoneu;

3) ocyulecTBrneHne rocygapCTtBEHHOrO KOHTPONS U Haa30pa;

4) nuueH3npoBaHe NPoOn3BOACTBA JIeKapCTBEHHbIX CPeacTB 1 hapmaLeBTUYECKON
AeATerlbHOCTN B COOTBETCTBMM C 3aKoHogaTenbCcTBoM Poccuiickon denepaumu;

5) opraHmsaums aKkcnepTusbl JIeKapCTBEHHbIX CPeacTB, 3TUYECKOW 3IKCNepTu3bl
BO3MOXXHOCTM NPOBEAEHUS KIMHUYECKOrO UCCreaoBaHUs NekapCTBEHHOMo npenaparta gns
MeANLUMHCKOrO NPUMEHEHWS;

6) Bbldaya paspeleHMd Ha NpoBedeHUe  KIUHUYECKMX  UuccreaoBaHum
NeKapCTBEHHbIX NMpenapaToB, BegeHne peecTpa BblgaHHbIX paspelleHnin Ha npoBeaeHne
KIMHMYECKMUX UCCnefoBaHNN fiekapCTBEHHbIX NpenapaTos;

7) TrocygapCTBeHHass pernctpaumsa nekapCTBEHHbIX MpenapaTtoB, BedeHue
rocygapCTBEHHOMo peecTpa JlekapCTBEHHbIX CPEACTB;

8) WHcnekTMpoBaHWE NPOM3BOACTBA JfIEKAPCTBEHHbLIX CPeaCTB Ha COOTBETCTBUE
npasusam opraHvsaumm NPou3BOACTBA M KOHTPONSA KadecTBa NEeKapCTBEHHbIX CPencTB,
BblJadya 3aKklOYeHUM O COOTBETCTBUM MNPOU3BOOMTENSA JNEKApCTBEHHbIX CpPeacTB
TpeboBaHUAM npaBun opraHMsauum NPou3BOACTBA U KOHTPONSA KayecTBa fleKapCTBEHHbIX
CpencTB;

9) rocygapCcTBeHHas perncrpauus YCTAHOBIIEHHbIX  MPOM3BOAUTENSMU
NeKapCTBEHHbIX MpenapaTtoB NpefenbHbiX OTAYCKHbIX LEeH Ha XWU3HEHHO HeobxoauMble U
Ba)XHeNLMe nekapCTBEHHble npenapatbl UM BefeHMe roCcy4apCTBEHHOro peecTpa
npefenbHbIX OTNYCKHbIX LEH npou3BoAUTENeN Ha NnekapcTBEHHble npenapaTbl,
BKIMIOYEHHbIE B MepevYeHb XXU3HEHHO HEOBXOAUMBbIX W BaXKHEWLUMX JleKapCTBEHHbIX
npenaparos;

10) ycTaHOBNeHWe nopsiaka BBO3a J1IEKAPCTBEHHLIX CPEACTB Ha TeppUTOpUIo
Poccuinckon ®egepaunmn n BbIBO3a feKapCTBEHHbIX CPeACTB C Tepputopum Poccuinckon
depepaumm;

11) cosgaHmMe COBETOB MO BOMPOCaM, CBsA3aHHbIM C obpalleHneM NneKapCTBEHHbIX
CpencTB;

12) aTTecrauus n cepTudukaumnsa cneunanmnuctos;

13) yTBEpXKOeHMe obpasoBaTesibHbIX NPOrpaMm no NoAroTOBKE CNELNanuCToB;

14) MoHMTOPMHI 6€30NacHOCTM NIEKapCTBEHHbIX NpenapaTos;

15) yyacTtne B MexgyHapogHOM COTPYAHUYECTBE;

16) nonydyeHne nNoO 3anpocam YMNOMIHOMOYEHHOro deaepanbHOro opraHa
NCMONHUTENBbHOW BfacTM OT OpraHoOB WUCMOSHUTENbHOM Briactn cybbektoB Poccuickomn
depgepaumn, a Takke OT CYyOBLEKTOB OOpalleHus nekapCcTBEHHbIX CpeacTB Ans
MEANLMHCKOrO MPUMEHEHMS MHGOopMaLMM No BOMPOCaM YCTAHOBMNEHUS U NPUMEHEHUS
LEeH Ha NnekapcTBEHHbIE NpenapaTbl U HaabaBOK K HUM;

17) npumMeHeHne Mep OTBETCTBEHHOCTM 3a HapylleHWe 3akoHoAaTeNbCTBa
Poccuinckon ®epepaunn.

CtaTtbsa 6. [MonHOMO4YMS OpraHOB UCMNOMHUTENBHON Bnactu cybbekta Poccumnckon

depepaunn npu obpalleHnn nekapCcTBEHHbIX CPeacTB

K nonHomoumsiM oOpraHoB WCMOMHUTENbHOW Bractm cybbekta Poccurckon
depepaunn npm obpalleHnn nekapcTBEHHbIX CPeaCTB OTHOCATCS:

1) paspaboTka 1 peanusauuns perMoHarnbHbIX NporpamMm obecneyeHns HaceneHus
NeKkapCTBEHHbIMU NpenapaTamu;

2) ycTaHOBreHue npeferibHbIX pasmMepoB ONTOBbIX HaabaBOK M npedenbHbIX
pa3mMepoB PO3HUYHbIX HaAbaBOK K (YaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBEHHbIM
NPoOu3BOAUTENAMM NEKapCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble npenapaThl,
BKMIOYEHHbIE B MNepevYeHb >XU3HEHHO HEOOXOAMMbBbIX W BaXHEWLMX FeKapCTBEHHbIX
npenaparos;


garantf1://12071536.0/
garantf1://4076773.1000/
garantf1://5656200.0/
garantf1://12080287.1000/
garantf1://12079210.1000/
garantf1://4092323.2000/
garantf1://12078316.0/
garantf1://12078316.0/
garantf1://12078316.0/
garantf1://12080287.1000/

3) ocyuwiecTtBfieHne KOHTpOoJNid 3a [NpUMMEeHeHneEM LUeH Ha JieKapCTBEHHbIE
npenapartbl, BK/KO4YEeHHble B MNepedyeHb XU3HEeHHO HEOOXOOUMBbIX U BaXKHEMWLIKNX
JIeKapCTBEHHbIX npenapartos, opraHn3aunamm OnTOBOWN TOProBsJin, anTeyHbIMn
opraHun3aunamn, mHaMBuAyaribHbIMU ripeganpunHnMmatenamm, MMmerwwmnMmn JnUUeH3UK0 Ha
cbapmau,eBTqueCKyro OEeATEeJSIbHOCTb.

FnaBa 3. N'ocyaapcTBeHHasa cpapmakonesi

Cratbsa 7. PaspaboTka v nsgaHue rocygapcTtBeHHOM hbapmakoneun, pasMmelleHune
JaHHbIX O HEn

1. Moo rocygapcTtBeHHOM  (bapmakoneen  MOHMMaeTca  CBO4 — OOWmMX
hapMakonenHbIX cTaTen U oapMakornemnHblx cTaTen.

2. PaspaboTtka obwux apmakonenHbix cTtaten U apMakonemHblx cTaten u
BKMIOYEHNE UX B T[OCYyOapCTBEHHYO apMakorne OCyLeCcTBAATCA B nopsgke,
YCTaHOBMIEHHOM YMNOSTHOMOYEHHbBIM hefeparibHbiM OpraHOM UCNOSTHUTENBHOW BNACTMU.

3. PaspaboTtka dapmakonemHon cTaTbM Ha OpUrMHANbHOE JfeKapcTBEHHOEe
CpencTBO M BKIIOYEHME ee B roCyAapCTBEHHYO bapMakonel B TeYeHMe Cpoka AeNCcTBUs
3aWMTbl  UCKITIOYMTENBHOrO MpaBa, YAOCTOBEPEHHOrO0 MNaTEHTOM Ha OpUruHarbHoe
nekapCTBEHHOE CpeaCTBO, OCYLLECTBNSAKTCA C corfnacus ero paspaboTyuka.

4. locypapcTBeHHas dapmakonesd u3gaetcs YNoSIHOMOYEHHbIM heaepanbHbiM
OpraHoOM UCMNOSTHUTENBHOW BIAaCTW 3a CYET CpeacTB heaepanbHoro bromxeTa n nognexuT
nepensgaHnsam He pexe Yem OOuH pas B NATb feT, B Nepuog Mexay KOTOpbIMU U34atoTcs
NPUNOXEHNA K rocyfapCTBEHHON dhapmakonee, cogepxawme obuwme dapmakonenHole
ctatb wn (Mnn) dapmakonerHble CcTaTbW, YTBEPXAEHHble Mocrne U34aHus  Unu

nepensgaHnsa rocyaapCcrBeHHOM hapmakoneu.
Kommernmaput FTAPAHTa

O eocydapcmeeHHoU ¢hbapmakoriee cm. npukaz MuH3dpasa P® om 24 anpens
2003 2. N 182, npuka3z MuHucmepcmea 30pagooxpaHeHuUss U couuaslbHo20 pa3eumusi
P® om 31 sHeapsi 2007 2. N 73
5. YNonHOMO4YeHHbIN dhefiepanbHbli OpraH UCMOSIHUTENbLHOM BflacTuU pasmellaeTt
AaHHble O rocyfapcTBEHHOW hapMakonee 1 NpuUnoXeHusx K Hem Ha cBoeM ouumanbHOM
cante B ceth "VIHTepHeT" B yCTaHOBIIEHHOM UM MOPSAKE.

FnaBa 4. N'ocyaapCcTBeHHbIM KOHTPOSb Npy obpalieHnn nekapcTBeHHbIX CpeacTB

Cratba 8. JlvueH3MpoBaHMe NPOU3BOLACTBA JIEKAPCTBEHHbIX CPeAcTB W
drapmMaLeBTUYECKON AeATENbHOCTHU

1. JlnueHsnpoBaHne NpPoM3BOACTBA NIEeKapCTBEHHbIX CPeaCTB U dapmaLleBTUHECKON
OesATeNnbHOCTU OCYLLECTBNAETCA B COOTBETCTBMM C 3aKoHoAaTenbCTBOM Poccumnckomn
depepaumn.

Cm. [lonoxeHue O nuueH3uposaHuu  ¢hapmayesmuyeckol  OessmesibHOCMuU,

ymeepxx0eHHoe nocmaHosneHuem [Npasumenscmea P® om 6 urons 2006 e. N 416

2. ObGsasaTenbHbIM YCNOBMEM MpefoCTaBneHUs JNUUEH3UM Ha MpPOM3BOACTBO
NEeKapCTBEHHbIX CPeaCTB SBMSETCS MNPUMOXKEHNE K 3asBNEHU0 coucKkaTensa IvueH3uu
nepeyHs nekapCTBEeHHbIX opM U (MnNn) BMOOB hapMaLeBTUYECKNX CybCcTaHUmn, KOTopble
NpOn3BOANTENb NEKAPCTBEHHbIX CPEACTB HAMEPEH NPOU3BOAMUTD.

3. B cnyyae HeobxoauMoCTK pacluMpeHus npon3BoACcTBa NeKapCTBEHHbIX CPeaCTB
32 CYEeT HOBbIX JleKapCTBEHHbIX (OpPM W BUOOB dapMaLeBTUYECKUX CybGcTaHumm
Nnpou3BoaAUTENb JIeKAapCTBEHHbIX CPEeACTB [JOSDKEH MOonyyYnTb HOBYK JMLEH3UI0 Ha
NPOU3BOLCTBO NEeKapCTBEHHbIX CPELCTB.
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CraTtba 9. [0CcyaapCTBEHHbIN KOHTPOSb NpU 06palleHnn NekapCcTBEHHbIX CPeacTB

1. [ocymapCTBEHHOMY KOHTPOMK MoAfiexart BCe JleKapCTBEHHble CpeacTBa,
npousseneHHble Ha Tepputopun Poccuiickon degepaumm U BBO3UMbIE HA TEPPUTOPULO
Poccunckon ®epepaunu.

2. TocynapCTBEHHbIA KOHTPONb MpuM OOpaleHun nekapCTBEHHbIX CpeacTs
OCyLLeCTBNAeTCs YNONHOMOYEHHbIMU dpefeparnbHbIMU OpraHaMm UCMONHUTESTbHOW BracTu
N opraHamu UcnonHuTenbHoM Bnactn cydbektos Poccuickon degepauum B COOTBETCTBUN
C WX MOSTHOMOYUSIMMN.

3. [ocynapCTBeHHbIM KOHTPOMb Mpu obpaweHun JfekapCTBEHHbIX CPeacTB
BKMNoYaeT B ceba KOHTPOSNb 3a [AOKIMHUYECKMMW UCCReAOoBaHUAMMU NeKapCTBEHHbIX
CpeacTB, KIMHUYECKMMU UCCeAOBaHUAMM JleKapCTBEHHbIX MpenapaToB, KayeCcTBOM,
NPOU3BOACTBOM JIEKAPCTBEHHbIX CPEeACTB, U3rOTOBMIEHWEM NEeKapCTBEHHbLIX MpenapaTos,
XpaHeHneM, nepeBo3kon, BBO3OM Ha Tepputoputo Poccuinckon depepauum, peknamon,
OTNYCKOM, peanusaumen, YHUYTOXEHUEM JNeKapCTBEHHbIX CpPeacTB, MPUMEHEHUEM
NeKapCTBEHHbIX NpenapaTos.

4. TocypapCTBEHHbIA KOHTPOSb Npu  obpalleHnn nekapCTBEHHbIX CpeacTB
OCYyLLEeCTBNAETCS NOCPEACTBOM:

1) npoBeageHna NpoBepok cobntogeHnsa cybbekTamu obpalleHusi nekapCTBEHHbIX
cpenctB npaswusli NabopaTOpHOW MPaKTUKM WM MpaBuUn  KIIMHMYECKOW MNPaKTUKU  npu
npoBefeHnN OOKMIMHUYECKUX WCCeaoBaHUA NeKapCTBEHHbIX CPeACTB U KIUHUYECKUX
nUccnegoBaHU fnekapCTBEHHbIX MpenapaToB ANs MeUUMHCKOro MpUMEHEHUd, NpaBui
npoBefeHNss OOKIIMHUYECKUX UCCNeOoBaHUA NeKapCTBEHHbIX CPeACTB U KITMHUYECKUX
nccrneaoBaHUn NekapCcTBEHHbIX MpenapaTtoB ANd BETEPUHAPHOrO NPUMEHEHUS, NpaBus
opraHuMsaumm nNpPOM3BOACTBA M KOHTPONSA KayecTBa JIeKapCTBEHHbIX CPeACTB, NpaBun
ONTOBOM TOProBNU neKapCTBEHHbIMU CpeacTBaMK, NpaBuil OTMYCKa JieKapCTBEHHbIX
npenapaTtoB, MpaBui W3rOTOBIIEHMST M OTMNyCKa JIEKAapCTBEHHbIX MNpenapaTtoB, MnpaBun
XpaHEeHUs NeKapCTBEHHbIX CPeACTB, NMPaBui YHUYTOXEHNSA NEKapCTBEHHbIX CPEACTB;

2) NNUEH3NPOBaHMs NPON3BOACTBA NIeKapCTBEHHbIX CPEACTB 1 hapMaLeBTUYECKON
AeATenbHOCTN, NPOBEAEHMsT MPOBEPOK COOMOAEHNS JIMLEH3NOHHbIX TpeboBaHun U
yCnoBuM;

3) KOHTPOSIS KaYecTBa NIEKapCTBEHHbIX CPEACTB Mpu rpaXxgaHckom obopoTe:

a) B popmMe BbIBOPOYHOIO KOHTPONS;

0©) npu BbISIBNIEHUN HECOOTBETCTBUS SMLEH3NOHHLIM TPebOBaHMSAM U YCrOBUAM
YyCMOBU NPOM3BOACTBA M KOHTPOSS KayecTBa fieKapCTBEHHbLIX CPEACTB, OCYLLECTBNEHMS
ONTOBOW TOPrOBMW fIEKAPCTBEHHbLIMU CPEACTBAMM, OCYLLECTBMEHUS PO3HUYHOW TOProBMK
NleKapCTBEHHbLIMM MpenapaTtamu, npaBuST U3rOTOBIIEHUS JIEKAPCTBEHHbIX NpenapaTos,
npaBuI XpaHeHUs1 NEKapCTBEHHbIX CPEACTB;

4) Bblgaun paspelleHnin Ha BBO3 J1IEKAPCTBEHHbIX CPEACTB Ha TeppuTopuIo
Poccuinckon ®epepaunu;

5) npoBegeHnst MOHUTOPKHIra 6€30MNacHOCTM NeKapCTBEHHbIX NpenapaTos;

6) nony4yeHns N0 3anpocaMm  YNofHOMOYEHHOro dedepanbHOro  opraHa
NCMONHUTENBbHOW BfacTM OT OpPraHoOB WUCMONHUTENbHOM Bractn cybbektoB Poccuiickomn
depgepaumm, oT CyObeKTOB OOpalUeHUs NeKapCTBEHHbIX CPEeACTB ANs MEeOMUMHCKOro
NPUMEHEHNA MHOpPMaL MM NO BONpocamM yCTAHOBIEHUS N NPUMEHEHUS LIEH M HaabaBoOK K
HUM.

5. OcywecTBneHne rocyaapCTBEHHONO KOHTPOMA Npu obpalleHnn nekapCTBEHHbIX
CpeacTtB  SBNSIETCA  pacxodHbiM  obsizatenbcTtBoM  Poccuinickon degepaumm  mnu
pacxogHbiM 06s3aTenbCcTBOM cybbekTtoB Poccuickon depepaumm no Bvaam KOHTPONS,
OTHECEHHbIM COOTBETCTBEHHO K MOSTHOMOYMAM dpefiepalibHbIX OpraHOB UCMOMHUTESTbHON
BNacTM M K MOSMIHOMOYMSIM OPraHoOB WCMOMNHUTENBHOM Bnactun cybwekToB Poccuinckon
depepaumn.
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MnaBa 5. Paspa6oTka, 4OKNMHMYECKME UCCIeA0BaHUA NleKapCTBEHHbIX CPEACTB, a
TaKXe KIMHUYeCcKue uccrieqoBaHUsA NeKapCTBeHHbIX NpenapaTtos ans
BeTepUHAPHOro NpUMeHeHus

CtaTtbs 10. PaspaboTka nekapcTBeHHbIX CpeaCcTB

1. PaspaboTka nekapCTBEHHbIX CpPeACcTB BKMYaeT B cebs MOMCK HOBbIX
hapmMakonormyeckn akTUBHbIX BELLeCTB, Mocnefylouiee M3yvyeHne WuX feKapCTBEHHbIX
CBOWCTB, [OKIIMHMYECKME WCCNeAoBaHus, paspaboTky TExXHONormm npom3BOACTBaA
hapmaueBTUyeckux cybctaHummn, paspaboTky COCTaBOB W TEXHONOrMM nNpoun3BOACTBaA
NeKapCTBEHHbIX NpenapaTtos.

2. ®uHaHcoBoe  obecneyeHne  pa3paboTkM  NEKapCTBEHHbLIX  CPeacTB
OCYLLECTBNAETCS 3a CYET:

1) cpencTB dhegeparnbHOro GooxeTa;

2) cpeacTts pa3paboTUMKOB NEKapCTBEHHbIX CPEACTB;

3) cpeacTB npou3BoAUTENEN NEeKapCTBEHHbLIX CPEACTB MPU BbINOSIHEHUN Hay4HO-
nccnegoBaTenbCcknx paboT No 4oroBopy Mexay paspaboTyMKOM NeKkapCTBEHHbIX CPeacTB
N NpoOn3BOANTENEM NEKAPCTBEHHbIX CPEACTB;

4) WHbIX He 3anpeleHHbIX 3akoHogaTenbcTBoM Poccurckon deagepayum
NCTOYHMKOB.

3. lNpaBa pas3paboTyumka nNekapCTBEHHOro CPeACTBa OXPaHATCA rpa4aHCKUM
3aKoHO4aTeNbCTBOM.

Cratba 11. [JoknuHmyeckoe wnccnegoBaHne JeKapCTBEHHOrO cpeacTtBa Ans
MEeANLIMHCKOrO NPUMEHEHMS

1. JoknnHu4eckoe uccrnenoBaHWe NeKapCTBEHHOro cpeacTBa AnNs MeaULMHCKOro
NPUMEHEHNS NPOBOAUTCA MYTEM MNPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B Lensx
nonyyYeHnsa gokasaTenbcTB 6e30nacHOCTH, kadecTBa M 3PPEKTUBHOCTU NEKAPCTBEHHOMO
cpencTaa.

2. [JoknuHMYeckoe uccreaoBaHWe NEeKapCTBEHHOro cpeactsa Anst MeauLMHCKOro
NPUMEHEHNs MpPOBOAUTCA B COOTBETCTBUM C MpaBunamMmm nabopaTopHOM MNpaKTUKMK,
YyTBEPXXAEHHBIMU YNONMHOMOYEHHbLIM ddefeparnbHbIM OpraHOM UCMOSNTHUTENbHOW BNACTH.

3. [Ona opraHu3aumMm W NpoBeAeHUs  OOKNMMHWYECKOro  MccriegoBaHus
NEeKapCTBEHHOro  cpeacTtea AN MEOMUMHCKOTO  MPUMEHEHUst  pa3paboTymku
NeKapCTBEHHbIX CPEeACTB MOryT MpuBreKaTb Hay4HO-UccneaoBaTernbCKMe opraHusauum,
oGpasoBaTenbHble yYpeXxaeHUsl BbiCLLEero npogeccmoHanbHoro obpasoBaHns, UMeoLLme
HeobxoaMMylo MaTepuarnbHO-TEXHUYECKY 6a3y 1 KBanMduUUMPOBaHHbLIX CNeLnanncToB B
COOTBEeTCTBYHOLWEN 061acTn UccrneaoBaHus.

4. [oknuHn4yeckoe MccreaoBaHWe NekapCTBEHHOro cpeactBa Ans MeauuMHCKOro
NPUMEHEHNs NPOBOAUTCS NO YyTBEPXKOAEHHOMY pa3paboTyMKOM NeKapCTBEHHOIO CpeacTBa
nnaHy c Be4eHMeM NpOTOKOMNa 3TOro UccreaoBaHnst U COCTaBeHMEM OTYeTa, B KOTOPOM
cogepxatca pesynbTaTbl 3TOFO0  MWCCMEAOBaHUS M 3aKMlOYeHMe O BO3MOXHOCTM
NpoBeAeHNss  KIMHMYECKOrO  WUCCredoBaHMsi  NIeKapCTBEHHOro  npenapata  Ans
MEeAMLMHCKOro NpMMEHEHMS.

5. TlpoBedeHne nNpoBepoK cobnoaeHns npaBunl NabopaTopHOM NPaKTUKUM U
NpaBOBbIX HOPM  WCMONb30BaHUS  XXMBOTHbIX MNPWU  MNPOBEAEHMM  OOKITMHUYECKUX
nccnegoBaHun NEeKapCTBEHHbIX  CpeacTB ans MeOULIMHCKOro NpUMeHeHNs
OCYLLIECTBNSAETCH YNONTHOMOYEHHbIM heaepanbHbIM OpraHoM UCMOMHUTENBHOW BNacTu.

6. PesynbTtaTtbl OOKNMHMYECKOrO WUCCNEAOBaHUA FEKAPCTBEHHOro cpeacTsBa Anis
MEAMLUMHCKOIO  MNMPUMEHEHUs  MoOryT ObiTb  npeacrtaBneHbl B YNOMHOMOYEHHbIN
deaepanbHbIn OpraH WUCMOMHUTENbHON BfacTU B YCTAHOBIMIEHHOM MOpPSiAKE B LEnsx
rocygapCTBEHHOWN permcrpauum nekapCcTBEHHOro npenaparTa.
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Cratba 12. [oknuMHM4YecKkoe uccrnegoBaHMe JEKApCTBEHHONo cpeactBa W
KNWHMYECKoe  uccrefoBaHWe — NIeKapCTBEHHOrO npenapata  and
BEeTEepPUHapPHOro NpYMeHeHus

1. JoKknnHu4eckoe nccnenoBaHue NekapCcTBEHHOro cpeacTsa Ans BeTepuHapHOro
NPUMEHEHNA MPOBOAUTCA MNyTEM MNPUMEHEHUS HayYHbIX METOAOB OLEHOK B Lensax
noslydeHnsa gokasatenbctB 6e30macHOCTU, kadecTBa U 3PEEKTUBHOCTU FIEKAPCTBEHHOTO
cpenctea, B TOM Yucne onpeneneHnsa cpoka ero BblBeAeHUa U3 opraHnama XMBOTHOIO, B
uensax obecneyeHnss ©e30nacHOCTM MPOAYKUMU XMBOTHOMO MPOUCXOXOEHUS nocne
NPUMEHEHNSA COOTBETCTBYIOLLErO fIeKapCTBEHHOMO npenaparTa.

2. [oknunHun4yeckoe wnccnegoBaHMe JIeKapCTBEHHOrO CpeacTBa M KIIMHMYECcKoe
nuccrnegoBaHue  fiekapCTBEHHOro  npenapata  Ans  BEeTEPUHAPHOrO  NMPUMEHEHUs,
uccrnegoBaHne  OMO3KBMBANEHTHOCTM  YKa3aHHOrO  JIeKapCTBEHHOro  npenapaTta
NpoBOOATCA B COOTBETCTBUM C nNpaBufiaMmn, YTBEPXAEHHbIMU  YNOSIHOMOYEHHbIM
dreaeparnbHbIM OpraHoM UCMONHUTENbHOM BRacTu.

3. [oknunHun4yeckoe wnccnegoBaHMe FEKapCTBEHHOIO CpeacTBa M KIMHUYECKoe
nccrnegoBaHue NekapCTBEHHOMO npenapaTa Ans BeTEPUHAPHOro NPUMEHEHNS NPOBOAATCA
no YyTBEpXOEHHOMY pa3paboTyMKOM JIeKapCTBEHHOrO CpeacTBa MfaHy C BedeHuem
NPOTOKOSIOB 3TUX MCCNeOBaHMA W COCTaBfiEHMEM OTYETOB, B KOTOPbIX COAepXaTtcs
pesynbTaTbl 3TUX UCCNeLOBaHUN.

4. [Ona opraHu3aumMm 1M nNpoBefeHUs  OOKAMHUYECKOro  UcCnegoBaHust
NeKapCTBEHHOIO CpeAcTBa U KAMHUYECKOrO UCCreAoBaHUS feKapCTBEHHOro npenapaTta
ANs BETEPUMHAPHOro MNPUMEHEHNSA pa3paboTyMK FEKAapCTBEHHOIO CpeacTtBa  MOXET
npusBrekaTb opraHM3aunn, UMerLmne HeobxooMmyo MaTepuanbHO-TEXHUYECKYO Basy U
KBannuUMpOBaHHbIX CNeunanmcToB B COOTBETCTBYOLLEN obnactu nuccnegoBaHums.

5. KnuHnyeckne nccnegoBaHUsa fekapCTBEHHbIX NpenapaTtoB And BeTepuHapHOro
NPUMEHEHNA MPOBOAATCA B BeTEepUMHapHbIX OpraHu3auusx W B OpraHusaumsx,
OCYLLECTBNALLMX pa3BeaeHune, BblpallMBaHNe N coaepXXaHue XXMBOTHbIX, B LIENsX:

1) yCTaHOBNEHUS MepeHOCMMOCTU JEeKapCTBEHHbIX MpenapaToB 340pPOBbIMM
XMBOTHbIMU;

2) nogbopa onNTUManbHbIX [OO3MPOBOK JlEeKapCTBEHHbIX NpenapaTtoB W Kypca
neYeHns Ha KOHKPETHOW rpynne XMUBOTHbLIX C onpeaerieHHbIM 3aboneBaHnem;

3) yctaHoBneHus 6e3onacHOCTU M 3PPEKTMBHOCTU NEKApPCTBEHHOroO npenapaTa,
npegHasHa4YeHHOro And rfeyeHus onpefeneHHblx 3aboneBaHud  KMBOTHbIX, WU
3hPEKTUBHOCTM NNEKApPCTBEHHOrO Npenaparta Ans NpounakTuki 3abonesaHnin 300pOBbIX
XWBOTHBbIX;

4)  MN3y4eHUs BO3MOXHOCTEN  pacCLUMPEHUs1  MOKas3aHUM K  MPUMEHEHUIO
3aperncTpupoBaHHOrO NeKapCTBEHHOro npenapaTta U BbISBNEHUA paHee HEeu3BECTHbIX
No6OYHbIX AENCTBUN.

6. KnuHuyeckoe mnccnepoBaHve fneKapCTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHUS OCYLLECTBIISIETCS 3a CYET CpeaCcTB pa3paboTymka fiekapCTBEHHOro cpeacTaa.

7. OT4yeTbl O pesynbTatax AOKIMHUYECKOrO WCCreAoBaHUs feKkapCTBEHHOro
CpeactBa UM KIAMHUMYECKOro  UCCREedOBaHWA  NeKapCTBEHHOro  npenapata  Ans
BETEPMHAPHOro NMPMMEHEHUS COCTaBMAITCA pa3paboTynMKoM NekapCTBEHHOro cpeacTsa C
YyYETOM 3aKNioYeHu opraHnsaumi, NPUHUMaBLLMX y4acTue B opraHnsaumm u nposeaeHum
3TUX nccnegoBaHUn.

8. KoHTponb 3a npoBegeHMeM OOKMUMHUYECKUX WCCNedoBaHUN feKapCTBEHHbIX
CPEeACTB U KITMHUYECKNX UCCNeaoBaHU NeKapCTBEHHbIX NpenapaToB Ang BeTEPUHAPHOIo
npuMeHeHns ocyulecTBnsaeTcs YNONMHOMOYEHHbIM deepanbHbIM opraHom
NCMONHUTENbHOM BracTu.

naea 6. OcywecTBneHne rocyfapCTBEHHOM perncrpaumm nekapcTBeHHbIX
npenapaToB
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CraTtbs 13. [ocygapcTBeHHasa pernctpauns fiekapcTBeHHbIX NpenapaToB

1. JlekapcTBeHHble NpenapaTtbl BBOASATCA B rpagaHCKUMM oBOPOT Ha TeppuTopumn
Poccunckon  depepauumn, ecrnvm  OHWM  3apermcTpupoBaHbl  COOTBETCTBYHOLLUM
YNOSTHOMOYEHHbIM doefiepanbHbIM OPraHoOM UCMONHUTENBHOW BACTMU.

2. [ocygapCTBEHHOM perncTpaumm nognexar:

1) opurnHasnbHble fiekapCTBEHHbIE Npenaparhbl;

2) BOCnpoun3sBeaeHHbIe NeKapCTBEHHbIe npenaparTsl;

3) HOBble KOMOMHaLUN 3apernMCTpUPOBaHHbLIX paHee NekapCTBEHHbIX NpenapaTos;

4) nekapCTBeHHble npenapaTbl, 3aperncTpMpoBaHHbIe paHee, HO NPOU3BEAEHHbIE B
ApYrux nekapcTBeHHbIX hopMax, B HOBOW JO3MPOBKE.

3. NocypapcTBeHHast pernctpauns nekapCTBeHHbIX NpenapaToB Afsi MeOULIMHCKOro
NPUMEHEHNSA OCYLLIECTBASETCA NO pe3ynbTatam 3KCNepTu3bl NeKapCTBEHHbLIX CPEeACTB U
3TUYECKOM JKCMEepPTU3bl BO3MOXHOCTU MPOBEAEHUSA  KITMHUYECKOrOo  MUCCcrnegoBaHus
fleKapCTBEHHOro npenapata And MeauuMHCKOrOo MNpUMEHEHUa (ganee - aTudeckas
akcnepTtmsa). [ocygapCTBeHHas  peructpaumsa  nekapcTBEHHbIX  MpenapaToB  ANs
BETEPUHAPHOrO  MNPUMEHEHUSs1  OCYLLEeCTBNsSeTCs NO  pe3ynbTataM  3KCNepTusbl
NeKapCTBEHHbIX CPeACTB Af151 BETEPMHAPHOIO MPUMEHEHMS.

4. locygapcTBeHHasa pernctpaumsa fiekapCTBEHHbIX NpenapaToB OCYLLEeCTBASETCS
COOTBETCTBYHOLLNM YNOSTHOMOYEHHBIM doefieparnbHbIM OpraHoOM UCMNOSTHUTENBHOW BNacTu B
CPOK, He MpeBblaloWnn ABYXCOT AECATM pabounx AHEN CO OHA NPUHATUS 3asiBEHUS O
rocygapCTBEHHON perncrpaumm fekapCTBEHHOro npenapata. B ykasaHHbIA  CpPOK
BKMNOYaeTcss Bpemsi, Heobxogumoe AOns  MNOBTOPHOrO  MPOBEAEHUS  IKCMepTusbl
NEeKapCTBEHHbIX CPEeACTB U (MNKN) 3TUYECKOWN IKCNEPTU3bl B COOTBETCTBUM CO cTaTben 25
HacTosiwero  depepanbHoro  3akoHa. Cpok  rocydapCTBEHHOM  perncrpauum
NeKkapCTBEHHOro npenapata WCYUCHSEeTCS CO  AHA  NPUHATUS  COOTBETCTBYHOLLUM
YNONMHOMOYEHHbIM  (heaepanbHbiM  OpraHOM WUCMOMHUTENBbHOW BracTu 3asaBfeHus O
rocyAapCTBEHHOW  permctpauuMM  fekapCTBEHHOro  npenapara € MpUoXeHnem
HeobXoAMMbIX [OOKYMEHTOB MO [eHb BblayuM pPerMcTpaumoHHOro YAOCTOBEPEHUS
nekapcTBeHHOro npenapata. Bpema npoBegeHWs  KIMHUYECKOrO  UCCnefoBaHWUS
NeKapCTBEHHOro  Mnpenapata He  yyuTblBaeTCAa MNpU  MCYUCIIEHUW  CPOKa  ero
rocyAapCTBEHHOMW permcrpaumu.

5. [ocygapcTBeHHON pernctpauum He noanexar:

1) nekapcTBEHHble npenapaTbl, W3rOTOBIIEHHblE anTeYHbIMU OpraHu3auuamu,
BeTepMHapHbIMKU anTeYHbIMU OpraHuM3aumsMi, UHOMBUAYaANbHLIMU NpeanpuHMMaTensamu,
KOTOpble UMEKT JMUEH3NI0 Ha (hapmaueBTUYECKYD AeATenbHOCTb, MO peuentaMm Ha
nekapcTBeHHble npenapatbl U TpeboBaHMAM MeOULMHCKUX OpraHu3aunin, BeTepuHapHbIX
opraHusaumim,

2) NnekapCTBEHHOE pacTUTESIbHOE CbIpbe;

3) nekapcTBeHHble npenapaTbl, NPUOBPETEHHbIE U3NYECKUMU NUuaMuM  3a
npegenamu Tepputopun Poccuinckon depepauum n npegHasHadeHHble AN NIMYHOro
NCNosib30BaHus;

4) nekapCTBeHHbIE Npenapartbl, NpegHa3Ha4YeHHble ANa 3KCnopTa;

5) pagvocdapmaueBTMYECKNEe JeKapCTBEHHbIE MpenapaTbl, W3roTOBIIEHHbIE
HenocpeacTBEHHO B  MEAVMUMHCKUX opraHuMsaumsix B nopsgke, YCTaHOBMEHHOM
YNONHOMOYEeHHbIM (beieparnbHbIM OPraHOM UCNOSTHUTENbHON BNacTu.

6. He nonyckaeTca rocygapcTBeHHas permcrpaums:

1) pasnuyHbIX JEeKapCTBEHHbIX MpenapaTtoB MO4 OOWHAKOBbIM  TOPrOBbIM
HauMeHOoBaHWeM;

2) opHOro nekapCTBEHHOro npenaparta, BbiMyCKaeMoro mnpou3BoguTeneM noj
pasnuyHbIMX TOProBbIMW HAWUMEHOBaHUSIMW U MPeACTaBfEeHHOro Ha roCyAapCTBEHHYHO
perncTpaumio B BUae AByx U 6onee nekapCTBeHHbIX NpenapaTos.
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Ctatba 14. [lpuvHUMUNBI 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEeACTB WU  3TUYECKOW

3KCnepTum3bl

1. JKkcnepTusa nekapCTBEHHbIX CPenCTB U 3TUYecKas 3KCnepTusa OCHOBLIBAKOTCS
Ha NPUHUMNAaxX 3aKOHHOCTKU, cobntogeHnsa npaB 1 cBobon YenoBeka U rpaxgaHuHa, npas
IOPUANYECKOrO fuua, HEe3aBUCMMOCTWU 3KchepTa, OOBLEKTUBHOCTUM, BCECTOPOHHOCTU U
NOSIHOTbI UCCNefoBaHWU, NPOBOAMMBLIX C WUCMONb30BaHNEM COBPEMEHHbLIX LOCTUXEHUN
HaykKM W TEXHUKKW, OTBETCTBEHHOCTM eaepanbHOro rocygapCTBEHHOro OrapKeTHOro
yuypexaeHuss no npoBedeHU0 3KCNepTu3bl NeKapCTBEHHbIX CPeacTB WM 3KCNepToB 3a
nposefeHne N Ka4eCTBO IKCMNepTU3bl.

2. JKcnepTu3a JlekapCTBEHHbIX CpeacTtB  Ans  MeAMUMHCKOTO  MpUMEHEeHUs
NpoBOAMTCA NO3TAMNHO:

1) Ha NepBOM 3Tane - 9KCNepTU3a LOKYMEHTOB AN NOMyYeHUs paspelleHust Ha
npoBefeHNe KIMHMYECKOro nccrneaoBaHus fiekapCTBEHHOrO npenapara, 3a UCKMYeHNeM:

a) neKapCTBEHHbIX MpenapaTtoB, KOTOpble paspelleHbl Ans  MeauLMHCKOro
npuMeHeHns Ha Tepputopun Poccuinckon depepaumn 6onee paBaguatv net M B
OTHOLLEHMM KOTOPbIX HEBO3MOXHO NpoBeAeHNe uccrneoBaHns GMO3KBNBANEHTHOCTH;

0) nekapCTBEHHbIX npenapaTtoB A1 MEeOULMHCKOrO NPUMEHEHUS, B OTHOLUEHWUU
KOTOpbIX MNpoBefeHbl MeXOyHapoOHble MHOrOLEHTPOBLIE KIMHMYECKME WCCreaoBaHus,
YacTb U3 KOTOPbIX NpoBeAeHa Ha TeppuTopun Poccuinckon depepaumm;

2) Ha BTOPOM aTane - 3KcnepTu3a NpeasioKeHHbIX METOOOB KOHTPONS KayecTBa
NeKapCcTBEHHOIo CpeacTBa M KadecTBa nNpeacTaBrieHHbIX 00pasuoB fiekapCTBEHHOro
cpeactBa € UCMOMb3oBaHMEM 3TUX MeTOAOB (OQanee - 9KcnepTMsa  KavecTBa
NeKkapCTBEHHOrO CpeAcTBa) N AKCMepTM3a OTHOLUEHUS OXnaaeMoun Nofb3bl K BO3MOXHOMY
PUCKY NMPUMEHEHUSA NEeKapCTBEHHOro npenapaTa, OCyLleCTBAseMble Mnocre npoBeneHus
ero KNMHN4YeCKoro nccrefoBaHus.

3. JkcnepTv3a neKapCTBEHHbIX CPeAcCTB A BeTepuMHapHOro MpUMEHEHUS
NpOBOANTCA OAHO3ITANHO W BKMOYaeT B cebs 9KCnepTM3y KayecTBa JlekapCTBEHHOro
CpeAcTBa W 3KCNepTU3y OTHOLIEHMS OXMAAeMOW Mnofib3bl K  BO3MOXHOMY  PUCKY
NpUMeHeHNsa NekapCTBEHHOro npenapara.

Ctatba 15. ®depepanbHoe rocygapCTBEHHOE OKETHOE yyYpexaeHue no
NpoBeAEeHUI0 3KCNePTU3bl NeKapCTBEHHbIX CPeACTB
OkcnepTmsa NneKkapCTBEHHbIX cpeacTs npoBoANTCA deneparnbHbIM
rocy4apCTBEHHbIM OOIKETHBIM  yYpeXaeHNeM COOTBETCTBYIOLEro YMNOMHOMOYEHHOMO
denepanbHOro opraHa WCMNOMHUTENBHOMW BracT, Co3gaHHbIM Ans  obecnevyeHus
WCMNOSTHEHUSA MOSIHOMOYMM 3TOro doefiepasnbHOro opraHa Mo Bblgaye paspelleHun Ha
npoBefdeHne KIMHUYECKNX WCCNeaoBaHUM NeKapCTBEHHbIX npenapaTtoB U (Mnn) no
rocyAapCTBEHHOW pernctpauun rnekapcTBEHHbIX npenapaTtoB (Janee - 3KCnepTHoe

yupexaeHue).

Cratba 16. OpraHusauma nNpoBedeHMs 3KCNepTU3bl fEKapCTBEHHbIX CPeacTB B
Lensax ux rocygapcTBEHHON perncrpaumm

1. JkcnepTu3a neKkapCTBEHHbIX CpPeacTB MNPOBOANTCA KOMUCCUEN 3SKCNepTOB
9KCMNEPTHOro yYpexaeHus, Ha3Ha4YeHHON ero pykoBoguTeneM, Ha OCHOBaHUWU 3aJaHns Ha
npoBedeHne 3KCrnepTusbl JIeKapCTBEHHONo CpeacTBa, BbIAAHHOMO  YNOSIHOMOYEHHbLIM
defepanbHbIM  OpraHOM  UCMOSIHUTENbHOM  Bnactu. PykoBoauTenb  9KCNEpPTHOro
yupexaeHnss obecneuymBaeT Haanexailee npoBefeHMEe IKCMepTU3bl NEKapCTBEHHbIX
CpeacTtB B COOTBETCTBMW C 3ajaHueM, BblOaHHbIM YMNOMIHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCNONHUTENbHOW BracTu, N OpraHn3yeT NoaroToBKY CBOAHOMO 3aKIMOYeHUss 3TOU
Komuccum. B coctaB 3TOM KOMWUCCUM MO PELIeHU0 PYKOBOAUTENS  3KCMEpPTHOro
yupexaeHuss MoryT ObiTb BKMOYEHbl B Ka4yecTBe IKCMEPTOB Nuua, He paboTarowme B
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AAHHOM SKCMEPTHOM YYpeXaeHuu, ecnn KX chneumanbHble 3HaHuA Heobxoaumbl Ons
NpoBeAEHNsT 3KCNEPTU3bl M TakMe SKCNepTbl OTCYTCTBYKT B [aHHOM 3KCMNEpPTHOM
yupexaeHun.

2. JKcnepToM MO MNPOBEAEHMIO 3KCNEPTU3bl FIEKAPCTBEHHbLIX CPEACTB ABMSETCA
aTTeCTOBaHHbI  pPabOTHWK SKCMEPTHOrO  yYpeXAeHusl, KOTOpbiM UMEeeT  BbiCluee
MeauuMHCKoe, (hapmaueBTnyeckoe, buornormyeckoe, BeTEpUHAPHOE WS XUMUYECKoe
oGpasoBaHne 1 NPOBOAUT IKCNEPTU3Y NEKapCTBEHHbLIX CPEACTB B MOPSAKE MCMOMHEHMUS
CBOUX JOMMKHOCTHbIX 06s13aHHOCTEN (ganee - aKcnepT).

3. lNpun npoBeaeHMn 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB 3KCNEpT HEe MOXeT
HaxoQMTbCA B KakoW-nnbo 3aBUCMMOCTM OT fMua, Ha3Ha4YMBLUEro 3Ty IKCMepTuay,
pa3paboTymka NnekapcTBEHHOIro CpeacTBa UM APYrnx 3auHTEPEeCOBaHHbLIX B pe3yrbTartax
3KCNepTm3bl NnL.

4. Tpu npoBeOeHUN SKCNEepPTM3bl JEKAPCTBEHHbIX CPEeACTB He [OOonycKaeTcs
nctpeboBaTtb y 3aaBuUTENSA NMUMOO MHbLIX UL MaTepuanbl, Heobxoaumble 4nsi NPOBeAeHMUS
aKkcnepTmsbl. B cnyyae HegoctaTtovyHOCTM MpPeACTaBMEHHbIX 3KCMEpPTYy MaTtepuanoB Ons
Aadn  3aKkryvYeHUa 9SKCNepT BnpaBe [MOCTaBUTb BOMPOC O MpeaocTaBfieHun emy
HeobXxo4MMbIX MaTepuanoB nepen pykoBOAMTENEM 3KCMEPTHOIO YYpEeXAeHUsl, KOTOPbIN
obpaiwaetca c¢ npocbbon 06 ITOM B YNOSTHOMOYEHHbIN hbeaepanbHbIN  OpraH
WCNONMHUTENbHON  BNacTW, BblAaBWWMN  3aJaHMe Ha MNpoBedeHMe  SKCMepTu3bl
rfleKkapCTBEHHOro cpeacTaa.

5. OkcnepT npu npoBeAeHUN MNOPYYEHHOW €My PYKOBOAUTENEM SKCMEPTHOro
yuypexneHusi aKCcnepTm3bl NeKapCTBEHHOIO cpeacTBa 06s3aH:

1) NnpoBeCTn NoMHOE UccrneaoBaHne NpeacTaBneHHbIX eMy 06bLEKTOB, MaTepuaros,
Aatb 0B6ocHOBaHHOE M OOBLEKTUBHOE 3aKMYeHWe Mo MNOCTaBfIEHHbIM nepes HUM
BorpocamMm WM MOTMBMPOBAHHOE 3aKMYeHWe O HEBO3MOXHOCTU MNpOBEeAEeHUs UM
3KCNepTu3bl NEeKapCTBEHHOrO cpeacTBa, €Cnv MNocTaBMfEeHHble BOMPOCHl BbIXOAAT 3a
npegensl crneuuanbHbIX 3HAHWUW 3KcnepTa, OOBLEKTbI MCCnefoBaHWUA W MaTepuansl
HenpuUrogHbl UM HeJoCTaToOuHbl ANS MPOBeOeHUs UCCredoBaHuM U Aayn 3akmnioYveHus
B0 COBPEMEHHbIV YPOBEHb Pa3BUTUS HAYKU He MO3BOJSISIET OTBETUTL Ha NOCTaBMEHHbIe
BOMpPOCHI;

2) He pasrnawaTb CBeAeHus, KOTopble CTanuM eMy U3BECTHbl B CBSA3U C
npoBeAeHNeM 3KCNepTU3bl NekapCTBEHHOIO CPeACTBa, a Takke CBeeHUs, CoCcTaBnsaoLmne
rocyapCTBEHHYI0, KOMMEPYECKYIO UITU UHYIO OXPaHSAEMY0 3aKOHOM TalHy;

3) obecneynTb COXPaHHOCTb MpeACTaBfiEHHbIX OOBLEKTOB WCCNegoBaHUA U
MaTepuarnos.

6. OKkcnepT He Bnpase:

1) npoBOOMTbL  9KCMEPTM3Y JEeKapCTBEHHOro CcpeactBa nNo  obpaleHuto
HernocpeaCTBEHHO K HEMY OpraHu3aunin nnu pusanyecknx nuu;

2) camocTosTenbHO cobupaTb MaTtepuanbl [Ons NPOBEAEHUA  3KCNepTusbl
NeKkapCTBEHHOro CPeAcCTBa;

3) NpoBOAMTbL  9KCMEPTU3Yy  JIeKapCTBEHHOro  cpeacTBa B KayecTBe
HerocyapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobxoaMmoCTM 3KCNEpPT BMpaBe XogaTancTBoBaTb nNepen
pyKoBOAUTENEM IKCMEPTHOIO YYpEeXAEHUs O MPUBMEYEHUN K NPOBEAEHUIO 3KCMEpPTU3bI
NeKkapCTBEHHOro CpeacTBa ApYrnx 9KCNepToB.

8. Kaxabin akcnepT, BXOAALWNM B COCTAaB KOMUCCUN IKCMEPTOB, KOTOPOW NMOPYYEHO
npoBeAeHNe 3KCNepTU3bl JNIEKapCTBEHHOINO CpPeacTBa, He3aBUCUMO W CaMOCTOSATENbHO
NpOBOAUT MWCCREAOBaHUS, OLEHMBAET pes3ynbTaTbl, MOMYYEHHbIE UM JIMMHO U APYrUMM
akcneptamun, n ¢OpPMynupyeT BbIBOAblI OTHOCUTENbHO MOCTaBfIEHHbIX BOMPOCOB B
npegenax cBOMX cneunanbHbIX 3HaHUN.

9. PesynbTaTbl  3KCNepTU3bl  NEKapCTBEHHOro  cpeactBa  OPopMNATCS
3aKNIOYEHNEM KOMUCCUM IKCMEPTOB. B 3aknioyYeHnn KOMmMccum 3KCNepToB yKasbiBaKOTCHA
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nepedyeHb uccnenoBaHuMn, OO6beM NPOBEAEHHbIX KaXablM 3KCMEPTOM WCCNeaoBaHUN,
YCTAHOBMNEHHbIE KaXablM M3 HUX akTbl U cAenaHHble B pe3ynbTaTe MccrneaoBaHum
BbIBOAbI. DKCNEPT, MHEHME KOTOPOro He COBMAagaeT C pelleHMeM KOMWUCCUN SKCMEepPTOB,
BNpaBe Bblpa3nTb CBOE MHEHWE B MNUCbMEHHOW dopMe, KOTopoe npuobliaeTca K
3aKMOYEHNI0 KOMUCCUM SKCNEPTOB.

10. OkcnepTbl, BXoAsWMe B COCTaB KoMucCuM, npegynpexpattca o0
OTBETCTBEHHOCTM B COOTBETCTBMM C 3akoHodaTenbCcTBOM Poccumnckon Pepepaunmn 3a
Aady 3akno4veHusi, cogepallero HeobocHoBaHHbIe Unu hanbcnrLUMpPOBaHHbIE BbIBOABI,
O YEM OHW JAl0T NOAMMCKY.

11. OnpegeneHve ypoBHA NpodeCccMOoHanbHOM MNOLrOTOBKWM  3KCNEepToB U
aTTectauMsi MX Ha npaBO MNPOBEAEHUs 3KCMEPTU3bl JNEKAPCTBEHHbIX CpeacTB
OCYyLLEeCTBNATCS 3KCnepTHO-KBaNnndukaunmoHHbIMN KoMmccusimm B nopsiake,
YCTAHOBMEHHOM  COOTBETCTBYIOLUMM  YMOSTHOMOYEHHbIM  dpegeparnbHbiM  OpraHoM
NCMNONHUTENbHOM BnacTu. YpoBeHb NpodeccMoHanbHOM NOAroTOBKM 3KCNEPTOB NOANEXUT
nepecMoTpy ykazaHHbIMM KOMUCCUSIMU HE pexe YeM OAWNH pa3 B NATb feT.

12. TpaBuna npoBedeHUs 3KCMEepPTU3bl JEKAPCTBEHHbIX CcpeacTts U dopma
3aKn4YeHns KoMuccum 3KCnepToB yCTaHaBNMBaKTCA COOTBETCTBYHOLLUM
YyNONHOMOYEeHHbIM beepanbHbIM OpraHoOM UCMOSNTHUTENbHON BNacTu.

Cratba 17. OTuyeckas aKkcnepTmsa

1. DTn4eckasa akcnepTrsa NPoOBOAUTCS B LENsX Bblgayn 3akntoyYeHns o6 aTuyeckom
000CHOBaHHOCTU BO3MOXHOCTU npoBeaeHuns KNUHMUYECKOro nccnenoBaHus
NleKapCTBEHHOro npenapata Ans MeauUMHCKOrO MNPUMEHEHUsI COBETOM MO  3TUKE,
CO34aHHbIM B Mopsigke, YCTaHOBMEHHOM YMOSHOMOYEHHbIM heaepanbHbiM OpraHoMm
NCMNONHUTENBbHOM BNACTM.

2. JKcneptamm coBeTa NO 3TUKE MOryT OblTb NpeacTtaBUTENN MEAULMNHCKMKX,
Hay4YHbIX OpraHusauun, obpasoBaTenbHbIX YYPEXAEHUN BbICLLUErO MPOeCcCCnOoHanNbLHOMo
obpasoBaHunda, a Takke nNpeacTaBUTENM OOLLECTBEHHbLIX OpraHu3auumn, permrmo3HbiX
opraHmsaumMm u cpeacTts MaccoBoW WHpopmauuun. [HaHHble 3KCNepTbl HEe OOSMKHbI
HaxXoAUTbCS B KAKON-NMOO 3aBMCUMOCTM OT pa3paboTyYnKOB NeKapCTBEHHbLIX NpenapaToB n
APYrmMx nNuu, 3anHTepeCcoBaHHbIX B pe3yrbTaTax 3TUYECKON 3KCNEPTU3bI.

3. Onnarta ycnyr 3KcnepToB coBeTa MO 3TUKE OCYLLUECTBIISIETCA HA OCHOBaHWUU
AOroBopa,  3aKM4YEHHOro  Mexay  YNOfIHOMOYEHHbIM  defeparnbHbiM - OpraHoMm
WCMONHUTENBbHOW BRacTu, KOTOPbIM CO34aH COBET MO 3TUKE, WU 3KCNepToM coBeTa Mo
3TUKe, 3a cYyeT OKETHbIX aCCUrHOBaHWW, MNPeayCMOTPEHHbIX YMNONIHOMOYEHHOMY
denepanbHOMy oOpraHy WCMNOSHUTENbHOW BRNacTu, co3gaBLlEMY COBET MO 3TuKe, B
deaepanbHOM BroaKeTe Ha COOTBETCTBYIOLLNIA rof Ha obecnedeHne ero AeaTenbHOCTU,
B pasmepax, yctaHoBreHHbIX [1paButensctesomMm Poccuiickon ®epepaunu.

4. JkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUMU C
3akoHogartenscTBoM Poccuinckon ®epepaumn.

5. CoctaB coBeTa Mo 3TUKe, NonoxeHne o6 3STOM coBeTe, MNOpPSOOK €ro
aeaTtenbHocTn, TpeboBaHna K kBanudukaumm m onbiTy paboTbl MO SKCMNEPTHOW OLIEHKE
Hay4YHbIX, MEOUUMHCKUX W  ITUYECKMX  acCMeKTOB  KIIMHMYECKMX  UCCneaoBaHUn
NIEKapCTBEHHbLIX MpenapaTtoB ANs MEAULMHCKOrO MNPUMEHEHUS, NpeabsaBnsemMble K
aKcneptam coBeTa NO 3TUMKE, MOPSAOK OpraHM3aumMm W NPOBEAEHUS 3TUYECKOM
3KCNepTM3bl, hopMa 3akIIlOYEHUSI COBETa MO 3TUKE YCTaHABNMBAKOTCS YNOSTHOMOYEHHbIM
deaepanbHbIM OpraHOM UCMONHUTENbHOM BracTu. Yncno npeacraButenen MeanLmMHCKNX
OopraHu3aunin He MOXeT MpeBbIlWaTb MOMIOBMHY OT OOLLEero ymMcna aKkcnepToB cCoBeTa Mo
aTUKe.

6. MHdopmauua o coctaBe coBeTa NO 3TUKe, NiaHax ero paboTbl U TekyLen
AeATenbHOCTN pasMeLlaeTcs Ha oduumanbHOM canTe YNoSTHOMOYEHHOro doedepanbHOro
opraHa UcnosiHUTensHOM BnactTu B cetn "MIHTepHeT" B yCTaHOBNEHHOM UM NOPSAKE.
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CraTtbsa 18. [Mogaya 1 paccMmoTpeHue 3asBrieHU O rocy4apCTBEHHOM pernctpauum
NeKapCTBEHHbIX NpenapaToB U NpeacTaBfieHne HeobXxoaMMbIX AOKYMEHTOB

1. [Ana rocyaapCTBEHHOM peruMctpauum NekapCTBEHHOro npenaparta pa3paboTymk
neKapCTBEHHOro npenapara unm yrnoriHoMOYeHHOe UM pyroe puandeckoe nuuo (aanee
- 3a9BUTENb) NpeacTaBnsaeT B COOTBETCTBYIOLNN YNOMHOMOYEHHbIN heaepanbHbii opraH
WUCMONHUTENbHOM  BNacTW,  OCYLECTBAAWMUA  rOCydapCTBEHHYIO  perncrpaumto
NeKapCTBEHHbIX  MpenapaTtoB, 3asiBieHWe O  rocygapCTBEHHOW  permcrpauuu
NeKapCTBEHHOro npenapaTta, a Takke B nopsigke, YCTaHOBIEHHOM COOTBETCTBYIOLUUM
YNOSTHOMOYEHHbIM (hefepanbHbiM  OpraHoM WUCMOMHUTESNTbHOM BRNactn, Heobxoaunmble
AOKYMEHTbI, M3 KOTOpbIX (POPMUPYETCA pPerucTpaumoHHOE [OOCbe Ha JfeKapCTBEHHbIN
npenapart (ganee - permcTpaunoHHoe JOCbe).

2. B 3asBneHun o rocygapCTBEHHOW perncrpauun nekapcTBEHHOro npenapara
yKasblBaloTCS:

1) HanmeHoBaHVe W agpec 3asiBuTens U (Mnn) NPoOM3BOAUTENS NEKApCTBEHHOro
npenapaTa 1 agpec MecTta OCyLLEeCTBIEHMS NPOM3BOACTBA JIEKAaPCTBEHHOIO NpenapaTa;

2) HaMMeHoBaHWe fiekapCTBEHHOIO NpenapaTta (MexayHapogHoe HenaTeHTOBaHHoe
UM XMMUYECKOE N TOProBoe HaMMeHOBaHUS);

3) nepeyveHb BeLECTB, BXOASALMX B COCTaB JfleKapCTBEHHOro mnpenapaTa, C
yKasaHWeM KONmn4ecTBa KaXgoro U3 HuXx;

4) nekapcTBeHHasi cbopma, A03MPOBKa, CNOCOObLI BBEAEHUA U NMPUMEHEHUS, CPOK
roAHOCTW NIEKapPCTBEHHOrO npenaparta;

5) onucaHue drapmMaKkonorm4eckmnx n dapmakognHaMMU4eCKnX nnm
MMMYHOBWNONOrMYEeCKMX CBOMCTB NIeKapCTBEHHOIO Npenapara;

6) 3asdBneHHas npouM3BOAUTENEM FEKApCTBEHHOrO npenapaTta npegenbHas
OTNYCKHas LieHa Ha NeKapCTBEHHbIN npenapaT, BKIOYEHHbIM B MNEPEeYEHb >KU3HEHHO
HEoOXOOMMbIX M BaXHEWLWMX JeKapCTBEHHbIX npenapatoB, B Cfy4yae e€ro
rocygapCTBEHHON perncrTpauum;

7) oTcyTcTBME HEObBXOAMMOCTU NPOBEOEHUS KIMHMYECKOro UCCrenoBaHus,
nccnegoBaHns GUOIKBMBANEHTHOCTU FNEKAPCTBEHHOrO Mpenaparta, paspelleHHoro ans
MEAMLMHCKOrO NMpuMeHeHus Ha Tepputopumn Poccuinckon depepaumm b6onee apaguatum
neT, C yKasaHMeM HOPMaTUBHbLIX MPABOBbLIX aKTOB, MOATBEPXAANLINMX OaHHbIA CPOK
NPUMEHEHMNS.

3. PeructpaunoHHoe focbe hopMmpyeTcs U3 criefyowmnx JOKYMEHTOB:

1) NpoeKkTbl MaKeTOB MNEPBUYHOM YMNAKOBKM W BTOPUYHOM (NOTPEBUTENBCKOM)
yNaKoBKM NeKapCTBEHHOro npenapara;

2) OOKYMEHT, nepeBefeHHbI Ha PYCCKUA A3bIK, NOATBEPXAAoLWMI COOTBETCTBUE
NPON3BOAUTENSA PEFNCTPUPYEMOrO JIEKapCTBEHHOIO npenapaTta TpeboBaHMsIM nNpaBun
opraHmMsaumm NPou3BOACTBA U KOHTPONS KayecTBa JIeKapCTBEHHbIX CPEACTB, BblAaHHbLIN
KOMMNETEHTHbIM OpraHoM CTpaHbl NPOU3BOAUTENSA PErUCTPUPYEMOrO JIEKAPCTBEHHOIO
npenapaTa 1 3aBepeHHbIN B YCTAHOBMEHHOM NOPSAKE;

3) NpPOEKT HOPMATMBHOM [OOKYMEHTauMM WM HOPMATMBHOIO [AOKyMEHTa Ha
NeKapCTBEHHbIN Npenapat Nnbo ykaszaHne COOTBETCTBYIOLLEN dhapMaKONenHOM CTaThby;

4) cxema TEeXHONOrMYeCKoro npouecca NpoM3BOACTBa NIEKapCTBEHHOrO npenapara,
ee onucaHnme un  (UNM) cCxema  TEXHONOrMYecKoro npouecca MpoM3BOACTBa
dhapmaueBTUYECKON CyOCTaHLMK, €€ ONUCAHME;

5) [OKYyMeHT, nepeBefeHHbI Ha PYCCKUA A3bIK, NOATBEPXAAOLWMIA COOTBETCTBUE
npounssoauTens ¢apmaueBTMyeckon cybcTtaHuum TpeboBaHMAM MpaBui OpraHM3auum
NPOM3BOACTBA N KOHTPOMSA KayecTBa fieKapCTBEHHbIX CPEeACTB, BblAAaHHbIM KOMMETEHTHbLIM
OpraHoM CTpaHbl Npou3BOAUTENSA (hapMaLeBTUYECKOM CYyOCTaHUUK, 3aBEPEHHLIN B
YCTaHOBIEHHOM NOpPsiaKe U COAEPXKaLLNN:

a) HanMeHoBaHMe dapmaLeBTUYECKOMN cybcTaHumm (mexxgyHapoaHoe
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HenaTeHTOBaHHOE UM XMMUYECKOE N TOProBOE HAMMEHOBAHUS);

6) HanmeHoBaHWe 1 agpec NpomnsBoaMTeNs papMaLeBTUYECKOM CyOCTaHLmK;

B) CPOK rogHoCTM (hapMaueBTMYECKON CybCcTaHUuu;

6) OOKYMEHT, coaepKalumi CBeaeHMst 0 NokasaTensix kavyecTsa hapmMaLeBTUYECKOM
cybcTaHumm, MCcnonb3yemon Npy NPon3BOACTBE NeKapCTBEHHbLIX NpPenapaTos;

7) HOpMaTMBHas  OOKYMEHTaumMs  WNNW  HOPMATUBHbIA  OOKYMEHT  Ha
hapmaueBTUYeckyto cybctaHumio nmbo ykasaHMe COOTBETCTBYIOLEN dhapMakonenHown
cTaTtby;

8) nHdopmaums 06 ycrnoBusx XpaHeHus, NepeBO3KN NEKAapPCTBEHHOro npenapara u
NHasa nHopmaums;

9) oTyeT 0 pesynbTaTax AOKIMHUYECKOrO NCCNeaoBaHWs NEeKapCTBEHHOrO cpeacTea
ANS MeQULNHCKOro NPUMEHEHMUS, CoaepXalluin onucaHune, pedynbTaTtbl U CTaTUCTUYECKUIA
aHanua pesynbTaToB AAaHHOMO AOKMIMHMYECKOro UccneaoBaHus;

10) oTyeT O pesynbTatax AOKMMHUYECKOrO WCCnefoBaHUA NeKapCTBEHHOro
CpeactBa UM KIAMHMYECKONO  MUCCMEeAOBaHWSA  NeKapCTBEHHOro  npenapata  Ans
BETEPMHAPHOIO NPUMEHEHNS;

11) NpoeKkT NpOTOKOMa KMUHUYECKOro MUCCreaoBaHUs fekapCTBEHHOro npenapata
AN MeauLMHCKOro NPUMEHEHUS;

12) 6powtopa uccrnegosartens;

13) NHPOPMAaLIMOHHBIN JIMCTOK NaLUEHTa;

14) wHdopMaums O BbiNnatTax WM KOMMNEHcauusix nauueHTam (340pOBbIM
aobposonbuaMm, 60MnbHLIM) (danee - nauueHTbl), MNPUBAEYEHHBIM K MNPOBEAEHMUIO
KNMUHUYECKUX  WUCCNedoBaHMMA  NEKapCTBEHHOro  npenapata Ans  MeguuMHCKOro
NPUMEHEHNSA,  UCCNefoBaHMA  OMO3KBMBANEHTHOCTM UM (MNK)  TepaneBTUYECKOM
3KBMBANEHTHOCTN;

15) oT4yeT O pesynbTatax MeXayHapoAHbIX MHOIOLEHTPOBbLIX KIMHUYECKUX
nccrnegoBaHUn nekapcTBEHHOrO npenaparta gns MeauuMHCKOro NpUMEHEHUS, 4acTb M3
KOTOpbIX NpoBeaeHa Ha Tepputopun Poccuinckon ®egepaunu;

16) NPOEKT MHCTPYKLMM NO NPUMEHEHMIO NEKAPCTBEHHOIO nNpenapara, CoaepKaLynm
cnegywowme cBegeHus:

a) HaMMeHOoBaHMe NeKapCTBEHHOro CpeacTBa (MexayHapoaHOe HenaTeHTOBaHHOEe
UM XMMUYECKOE N TOProBoe HauMeHOBaHUS);

0) nekapctBeHHas dopma C yKa3aHMEM HaMMEHOBAHUM W KONUYECTBEHHOMO
cogepxaHunsa (akTMBHOCTW) dhapMaueBTUYECKMX CcybCTaHuMn ©  BCrnoMoraTernbHbIX
BELLECTB;

B) bapmakoTepaneBTU4ecKkas rpynna fiekapCTBEHHOro npenaparTa;

r) NoKasaHusa onsi NPUMEHEHUS;

) NpOTUBOMNOKa3aHns Ans NPUMEHEHUS;

€) pexnm O03MpoBaHus, cnocob BBeaeHWd, Npu Heobxo4MMOCTM Bpemst npuema
fleKapCTBEHHOro npenapaTa, NPoAOSMKUTENbHOCTb NeYeHust (B TOM uYucne y geten o m
nocre ogHoro roga);

X) Mepbl NPEeAOCTOPOXHOCTU NPU MPUMEHEHUN;

3) CMMNTOMbI NEPEA03NPOBKN, MEPBI MO OKA3aHMIO MOMOLLM NMPU NEPEA03NPOBKE;

n) ykasaHue, npu HeobxoaMmMOoCTW, OCOBEHHOCTEN AEWNCTBUS FNEKAPCTBEHHOMO
npenaparta npv nepeoM NpuemMe Unn npu ero OTMeEHE;

K) onucaHune, npu HeobxoauMocCTu, 4ENCTBUIN Bpada (denbaliepa), cneusanucta B
obnactn BeTepuMHapun, NaumeHTa, BnagenbLla XMBOTHOrO Mpu Mponycke npuema OgHom
NN HECKOJNbKMX 403 NleKapCTBEHHOIO npenapara;

) BO3MOXHble NO6OYHbIE 4ENCTBUSA NPY NMPUMEHEHWW NIEKAPCTBEHHOrO Npenapara;

M) B3aMMOOeNncTBne ¢ ApyrmmMmun nekapCcTBEeHHbIMW nNpenapataMmm n (Mnu) nuLeBbIMn
npoaykTamu, KopMamu;

H) yKasaHue BO3MOXHOCTM W OCODEHHOCTEM MEOULMHCKOTO NPUMEHEHUS
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neKkapCcTBEHHOro npenaparta 6epeMeHHbIMN XXEHLLUMHAMK, XXEHLWMHaMN B Nepunog rpyaHoro
BCKapMIIMBaHWA, AeTbMU, B3POCbIMU, MMEIOLLIMMIN XPOHUYeCcKne 3aboneBaHus;

0) cCBedeHNs O BO3MOXHOM BIMUAHUM NeKapCTBEHHOro npenaparta Ans
MEOMLMHCKOrO NPUMEHEHUs Ha CNOCOBHOCTb YNpaBnsaTb TPaHCMOPTHbIMU CPeacTBaMu,
MexaHu3mMamu;

n) CPOK rOOHOCTU U yKasaHue Ha 3anpeT NpUMeHeHUs fIeKapCTBEHHOro npenapaTta
Nno UcTevyeHnn cpoka rogHoCTy;

p) YCNOBUS XpaHEHWS;

C) yKasaHue Ha HeobXOOMMOCTb XpaHeHUs nekapcTBEHHOro npenapaTta B MecTtax,
HeLOCTYMHbIX ANa AeTen;

T) ykasaHue, npy HeobxoAMMOCTW, creumanbHbiX Mep MpegoCTOPOXKHOCTU MNpwU
YHUYTOXEHUMN HEUCNOSTb30BAHHbIX JIEKaPCTBEHHbIX NpenapaTos;

y) CPOKM BO3MOXHOIFO MCMOSIb30BaHUSA MNPOAYKLUMU XKUBOTHOMO MPOUCXOXKOEHMS
nocrie BBEAEHUSI >KMBOTHOMY JIEKAPCTBEHHOro npenapata pAns BeTepUHApPHOro
NPUMEHEHUS;

d) HanmeHOBaHMe, agpec Npou3BOAUTENSA NeKapCTBEHHOro npenapaTta U agpec
MecTa NpPou3BOACTBA SIeKapCTBEHHOro Npenapara;

X) YCrnoBua OTMNyCKa;

17) nepeBefeHHasi Ha PYCCKUM A3bIK U 3aBepeHHas B YCTAaHOBSIEHHOM MoOpsiaKe
KOnna [OKYMEHTa, MNOATBEpXOaloLwero pernctpaumio fekapCTBEHHOro npenapaTta B
cnyyae ero perncrpaumm BHe npegenos Poccuiickon degepaumm;

18) LOOKyMeHTbl, MpeacTaBnsieMble B COOTBETCTBMM CO cTatbamu 19 - 23
HacTosilwero ®efepanbHOro 3akoHa.

4. o xenaHuo 3aaBUTENs MOryT ObITb NpeAcTaBneHbl OTYETLI O NPOBEAEHHbIX B
CTpaHe 3asBUTEnsd W [Jpyrux cTpaHax pesynbTaTax KIWHUYECKUX WccneaoBaHum,
nccnegoBaHnin  GUOSKBMBANEHTHOCTU U (MNK)  TepaneBTUYECKOW 3KBMBANEHTHOCTU
nekapCcTBEHHOro npenaparta (BKMYas anvaeMunonornyeckme Unm 3nnu3ooTorormyeckne
nccnegoBaHNa MMMYHOOMOMOrMYECKUX NeKapCTBEHHbIX NpenapaToB, NpedHa3HaYeHHbIX
AN UMMYHOIOrMYeCKOM NPOOUNaKTUKA N NeYeHUst MHPEKUNOHHbIX 3aboneBaHunii, B TOM
Jyucrne y geten), cogepxalime onucaHus nNpoBefeHHbIX UCCnefoBaHUN fieKapCTBEHHOro
npenapara, Ux pesynbTaTtbl U CTaTUCTUYECKUI aHanNn3 NofnyyYeHHbIX pe3ynbTaTos.

5. K 3asgBneHnio 0 rocygapCTBEHHOW peructpauumm nekapcTBEHHOro npenapara
npunararwTcs:

1) [OOKYMeHT, noaTBepXaawwun ynnaty rocygapCTBEHHOW MOLWMAWHBI - 3a
npoBefeHne 3KCMepTU3bl LOKYMEHTOB AN MNOSlyYeHUs paspelleHun Ha nposefeHue
KNMHUYECKUX NCcneaoBaHui NekapCTBEHHOro npenaparta aAns MeaMumHCKOro npuMeHeHus
M  3TMYECKOM IKCNepTuabl npu obpalieHm 3a rocygapCTBEHHOW —perucTpaumen
nekapCcTBEHHOro npenaparTa;

2) [OKYMEHT, noATBepXaawlWnin ynnaty rocyaapCTBEHHOM MOWSMHbI  3a
npoBefeHne 3KCNepTU3bl Ka4eCTBa fNIeKapCTBEHHOIO CpeacTBa U 9KCMepPTU3bl OTHOLLEHUS
OXMOAeMOW NOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWA NeKapCTBEHHOro npenaparta,
paspeLlleHHOoro ans MeamumMHCKOro NnpuMeHeHust Ha tepputopumn Poccuiickon ®epepaumn
bonee ABaguaTtu neT, Npu rocygapCTBEHHON perncTpauumn nekapcTBEHHOIo npenapara;

3) [OOKYMEHT, noaTBepXOawlWnin ynnaty rocyAapCTBEHHOW MOWMMHbI  3a
npoBeAeHe 3KCNepTU3bl KAa4eCTBa fNIeKapCTBEHHOrO CpPeacTBa U 9KCNEepPTU3bl OTHOLLEHUSN
OXMOAeMOW MNOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA fieKapCTBEHHOro npenapara angd
MEOMLUMHCKOrO MNPUMEHEHNSA, B OTHOLIEHUM KOTOPOro mMpoBedeHbl MeXOyHapOoaHble
MHOIOLIEHTPOBbIE KIMMHUYECKME WCCNedoBaHUs, 4YacTb W3 KOTOpbIX MpoBedeHa Ha
TeppuTopuun Poccunckon  ®depepauun, npu  rocygapCTBEHHOW  perncrpaumm
neKapCTBEHHOro npenapara;

4) [OKYMEHT, noATBEpXAawwun ynnaty rocygapCTBEHHOW MOLWMWHBbI 3@
npoBefeHne 3KCMepTU3bl KaYyecTBa fNIeKapCTBEHHOIO CpeacTBa U 3KCNepTU3bl OTHOLLEHUS

18


garantf1://10002426.77/

OXMAAEMOW NONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOrO npenaparta Ans
BETEPMHAPHOIO NPUMEHEHNS MPU €ro rocyaapCTBEHHOW perncTpaumm.

6. He ponyckaloTca nonyveHue, pasrnalleHve, UCnosrib3oBaHMe B KOMMEPYECKUX
uenax wn B LUensx TroCcyaAapCTBEHHOMW perucTpauum nekapCTBEHHbIX npenapaTtos
WMHpopMauuKn O pesynbTatax LOKIMHUYECKMX UCCNeaoBaHUA NEKapCTBEHHbIX CPeacTB U
KNMHMYECKUX UCCNeAoBaHUN NeKapCTBEHHbIX NpenapaTtoB, NPeACcTaBneHHON 3asBUTENEM
ANSA rocyfapCTBEHHOW perncTpauum nekapCcTBEeHHbIX npenapaTtoB, 6e3 ero cornacusa B
TeYeHue LWEeCTN NeT C AaTbl FOCyAapCTBEHHON perncTpauumn nekapcTBEHHOro npenapara.

HecobntogeHne 3anpeTa, YCTAaHOBIIEHHOrO HaCTOSLEN YacTbio, BfieYeT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoA4aTenbCcTBOM Poccuiickon deaepaumm.

Ha  Tepputopumn Poccuickon degepaunn 3anpeltaetca  obpalleHue
NEeKapCTBEHHbIX CPEACTB, 3aperMcTpMpoBaHHbIX C HAPYLLEHWEM HACTOSLLIEN YacTu.

CraTtbs 19. [NpuHATUE pelLeHns O Bblgayvye SKCMEePTHOMY YYpeXxaeHUo U CoBeTy Mo

3TUKe 3aflaHns Ha NpoBeAEeHNEe IKCNepTU3bl SieKapCTBEHHbIX CPeACTB

1. B TeyeHune nsatm paboymnx gHen co AHA NPUHATUSA 3asiBIEHNSA O roCyAapCTBEHHON
permcTpauum feKapCTBEHHOro npenapaTta YMNoAHOMOYEHHbIM dedepanbHbI - OpraH
WCMONHUTENBbHOMW BMacTU MPOBOAUT MNPOBEPKY MOMHOTHI U LOCTOBEPHOCTU CBEAEHUN,
cogepxalimxcs B NpeacTaBrieHHbIX 3asiBUTENeM maTtepuanax, U NpuHUMaeT pelleHue o
BblJade 3afaHusi Ha NpoBeeHMe:

1) 3KCnepTu3bl NEKapCTBEHHbIX CPEeACTB B 4YacTW 3KCNepTU3bl AOKYMEHTOB AnNd
noslyYeHnsa paspelleHnst Ha nNpoBefeHnEe KIMMHUYECKOro MCCneaoBaHUsS NeKapCTBEHHOMO
npenapaTta Ans MeguuMHCKOro NPUMEHEHUS B COOTBETCTBUM C LIENISIMU, YKa3aHHbIMU B
ctatbe 38 Hactosiwero degepanbHOro 3akoHa, U 3TUYECKOW 3KCNEepTM3bl B OTHOLLEHUMU
NeKkapCTBEHHbIX MpenapaToB, ANS KOTOPbIX HE MPOBOAMIMUCH KITMHUYECKME UccneoBaHus
Ha Tepputopum Poccurckon degepaumm, Ha OCHOBAHUM [OKYMEHTOB, YyKa3aHHbIX B
nyHktax 1-9, 11-14, 17 yactm 3 u nyHkte 1 4vactm 5 cratbn 18 HacToswero
depnepanbHOro 3akoHa;

2) aKcnepTusbl JEeKapCTBEHHbIX CPeAcTB B 4acTW  3KCNepTusbl KayecTBa
NeKkapCTBEHHOro CpeacTsa M 3KCNEepPTU3bl OTHOLUEHUSA OXMAAEMOW NOJIb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS FEeKapCTBEHHOro npenapata And MeauLMHCKOro MpUMEHEHUs B
OTHOLLEHWM NleKapCTBEHHbIX NpenapaToB, paspeLlleHHbIX ANnd MeanUUHCKOro NpUMMeHeH s
Ha Tepputopum Poccuiickon ®&egepaunn 6Gonee pfBaguatu fieT, Ha OCHOBaHUMU
OOKYMEHTOB, YKasaHHbIX B MyHkTax 1-9, 16 yactu 3 n nyHkrte 2 4actm 5 cratbnm 18
HacTosilwero deaepanbHOro 3akoHa, a TakKke fieKapCTBEHHbIX NpenapaTtoB, B OTHOLLEHUN
KOTOpbIX NPOBeAEHbl MeXAyHapoAHble MHOrOUEHTPOBbIE KIMHUYECKUEe WccrneaoBaHus,
YacTb U3 KOTOPbIX NpoBefeHa Ha Tepputopumn Poccuinckon depgepaumnmn, Ha OCHOBaHUK
OOKYMEHTOB, yKadaHHbIX B nyHkTax 1 -9, 15-17 yactn 3 1 nyHkte 3 yactu 5 ctatbun 18
HacTosilwero ®eaepanbHOro 3akoHa;

3) 9KcnepTu3bl FNEKapCTBEHHOrO0 cpeactBa B OTHOLWIEHUWM  NEKapCTBEHHbIX
npenapaTtoB ANd BETEPUHAPHOIO MPUMEHEHUS Ha OCHOBAHWW AOKYMEHTOB, yKa3aHHbIX B
nyHktax 1 - 8, 10, nognyHkrax "a" - "a", "x" - "m", "n" - "¢" nyHkTa 16, nyHkTe 17 yactn 3 n
nyHKkTe 4 yactn 5 ctatbmn 18 HacTosiwero egepanbHOro 3akoHa.

2. YNONMHOMOYEHHbIN (hefeparbHbl OpraH UCMONHUTESNbHOM BlacTu yBEAOMNSET B
NMCbMEHHON (bopMe 3asaBUTENS O NPUHATOM peLleHUn Unu B criydae oTkasa C ykasaHuem
NPWYMH Takoro oTkasa.

3. OcHoBaHMeM Ansa oTkasa B OpraHu3auum 3KCNepTu3, yKasaHHbIX B 4actu 1
HaCcTosILLEN CcTaTbW, SABMASETCA NpeAcTaBneHve HeobxoouMbiX AN NPOBEOEHUs 3TUX
AKCNEePTU3 [JOKYMEHTOB, MNEepeyYunucrieHHblX B 4Yactax 3 u 5 cratem 18 HacToswero
depepanbHOro 3akoHa, B HeNnonHOM obbemMe WNnu OOKYMEHTOB, He coAepKalumx
ncyepnbiBaloLLErO NEPeYHs HEOBXOANMbIX CBEAEHMMN.
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CtaTtbs 20. SkcnepTn3a JOKYMEHTOB ANA NOMyYeHUa paspeLleHnsi Ha npoBeaeHne
KIMMHNYECKOro nccrnegoBaHna  NeKapCTBEHHOrO npenapata  Aans
MEANLMHCKOro NPUMEHEHNS U 9TUYECKOW SKCNepTusbl

1. JkcnepTu3a [OOKYMEHTOB [AS19 TMOfydeHUs paspelleHus Ha npoBefeHue
KIMTMHUYECKOrO  MUCCNedoBaHUs  JNIeKapCTBEHHOro  npenapata Ans  MeguuMHCKOro
NPUMEHEHNA B COOTBETCTBUM C LENsAMU, YyKasaHHbIMM B CcTaTbe 38 HacToswero
depepanbHOro 3akoHa, 3TUYeckasl 3KCnepTu3a, COoCTaBfeHMe KOMUCCUEN 3KCNepToB W
COBETOM MO 3TUKE 3aKITHOYEHUN O BO3MOXHOCTU UM HEBO3MOXXHOCTUK MPOBEAEHNSA TAKOro
KNMHMYECKOro UCCnefoBaHUs W HanpaBfieHMe 3TUX 3aKNiYeHUrM B YNONTHOMOYEHHbIN
defepanbHbIi - OpraH  UCMOMHUTENBbHOM  BMAcTU  OCYLECTBNSKOTCA B CPOK, He
npesbIWAaWNN TpuauatM paboymx gHeN Co OHS NOSTyYeHUA 3KCNEePTHbIM yypexaeHunem
3a4aHus  ynosIHOMOYEHHOro bedepanbHOroO oOpraHa WCMOSIHATENBHOW Bractu C
NPUOXeHNeM HeoBXOOUMbIX JOKYMEHTOB, yKa3aHHbIX B NyHkTax 9, 11, 12 yactu 3 cTtatbu
18 HacTosiwero PepepanbHOro 3akoHa, LOKYMEHTOB, yKasaHHbIX B 4yactm 4 ctatbu 18
HacTosiwero ®deaepanbHOro 3akoHa W NPEeACTaBMEHHbIX MO KenaHuK 3asBuTend, wu
COBETOM MO 3TMKE 3a4aHus YyNOSTHOMOYEHHOro hefepanbHOro opraHa UCMOSTHUTENbHON
BNACTU C NPUNoXeHMeM HeobxoaMMbIX JOKYMEHTOB, yKa3aHHbIX B MyHKTax 11 - 14 yactn 3
ctaTbk 18 HacTosiwero ®egepanbHOro 3akoHa.

2. [lokymeHTbl, cogepxalwmecsa B pPerMcTtpauuoHHOM [OCbe W MOCTynuBLUME B
3KCNEepPTHOE yypexaeHue, COBET MO 3TUKE AN OCYLLUECTBIIEHUS UX SKCNEPTU3bl B LEendx
nosily4eHnsa paspeLlleHnst Ha NpoBefeHnEe KIMMHUYECKOro MCCneaoBaHUsS NeKapCTBEHHOMO
npenapaTta Ans MeauuMHCKOro NpUMEHEHUd, noanexar Bo3BpaTy B YNOSIHOMOYEHHbIN
degepanbHbIl - OpraH WCMOMHUTENbHOW BNacTM OAHOBPEMEHHO C  3aKYEeHUsIMU
COOTBETCTBYHOLLNX IKCNEPTU3.

Cratba 21. [lonyyeHue paspelleHnss Ha NpoBeAeHNe KIMHNUYECKOro UccreaoBaHus

nekapCcTBEHHOro npenapara ans MeauuUUHCKOro npuMeHeHns

1. B CpOK, He MpeBbIWaLWmMi NATU pabounx gHEn CO OHS NONyYEHUS 3aKITHOYEHUN,
yKaszaHHbiX B cTtatbe 20 Hactosiwero ®PeagepanbHOro 3akoHa, YNONMHOMOYEHHbIN
deneparnbHbli OpraH WUCMNOMHUTENbHOM BIlaCTU  OCYLLECTBNSAET OLEHKY MOCTYNUBLLMX
3aKMloYeHnn ana  onpedeneHvss WX  COOTBETCTBUS  3afaHusM Ha nposedeHue
COOTBETCTBYIOLMX ISKCNEpPTU3 W YyBeOOMMSeT 3adABuTenss B MUCbMEHHOW dopmMe O
pesynbTaTax MpPoOBeAEeHHbIX 3KCNEPTU3 U O BO3MOXHOCTU WM HEBO3MOXHOCTM Bbloaun
3a8BUTENIO paspeLLeHns Ha NpoBefeHne KIMHUYECKOro uccrnenoBaHus NiekapCTBEHHOro
npenapara ang MeguuMHCKOro NpuMeHeHus.

2. [pn NpUHATUN peLleHns O BO3MOXHOCTW Bbldayn paspelleHus Ha npoBefeHune
KNMMHWUYECKOr0  MUCCrefoBaHUA  NleKapCTBEHHOro npenapata And  MeguuMHCKOro
NPUMEHEHNS  YNONTHOMOYEHHbIN  (hbefeparibHbldi  OpraH  UCMNOMHUTENBHOW  BRacTu
npuocTaHaBnNMBaeT MpoBefeHNe TrOCyJapCTBEHHOW  perncrpauum  fekapCTBEHHOro
npenapata A0 [AHA nofdadn 3aaBuTerieM B YMNOSIHOMOYEHHbIM edeparnbHbli opraH
WCNOSTHUTENbHON BNacTuU 3asiBNeHUss O [MOMyvYeHuUM paspelleHna Ha npoBefeHue
KNMMHUYECKOrO  UCCNedoBaHUA  NleKapCTBEHHOro  npenapata And  MeguuMHCKOro
NpUMEHEHUS.

3. B cnyyae nNpuHATUMS pelleHns O HEBO3MOXHOCTM Bbl4ayu paspelleHust Ha
npoBedeHMe  KIMHMYECKOTO  UCCMeAoBaHUs  NeKapCTBEHHOro  npenapata  Angd
MEOVLMHCKOIO MPUMEHEHNS YMNOSTHOMOYEHHbIN dhefeparnbHbli OpraH MCMNOSNHUTENBbHON
BNacTu npekpawaeT npoueaypy rocyaapCTBEHHOMW perncrpauumn  NekapCTBEHHOro
npenapara.

CtatbaAa 22. PeweHne O nMpPOBEOEHMM  KITMHUYECKOrO  MUCCNenoBaHUs

JNIeKapCTBEHHOIo npenapata gnda meguuymnHCKoro npuMeHeHunA
1. Ona nosiydyeHnd paspeweHna Ha npoBegeHune KIMHUYEeCKOro umccrenoBaHuA
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nekapCTBEHHOro npenapara gns MeamuMHCKOro NpuMeHeHnsa 3asBuTenb NpeacraBnseT B
YNOSTHOMOY€EHHbIN beaepanbHbI OpraH UCNONMHUTENBHOW BNACTU:

1) 3asBneHne O NnonyyYeHun paspelleHus Ha npoBefeHue AAHHOro KIMHUYECKOro
nccnenoBaHus;

2) cBegeHua 06 onbiTe paboTbl wccnegoBaTtenem no  COOTBETCTBYHOLMM
cneumanbHOCTAM U UX OnbiTe paboThbl MO NPOBEAEHUIO KIMHUYECKNX UCCNEea0BaHUN;

3) konuio goroBopa o0b6s3aTeNlbHOro CTpaxoBaHUS XWU3HW, 300POBbSA MALUEHTOB,
y4acTBYWOLNX B  KIIMHUYECKOM WUCCNedoBaHUM  NeKapCTBEHHOro npenapaTta Ans
MeOMUMHCKOrO  MpUMEHeHus (ganee - [OOroBop 00s3aTenbHOro  CTpaxoBaHus),
3aKNKYEHHOrO B COOTBETCTBMM C TUMOBbIMM MpaBuiaMmm obdA3aTenbHOro CTpaxoBaHUs
XW3HKW, 300pOBbSA  NauueHTa, YyyacTBYKOLWEro B  KIWHUYECKOM  UcCCreaoBaHUn
NeKkapCTBEHHOro npenapata Ana  MeOVUMHCKOrO  MNPUMEHEHUS,  YTBEPXOEHHbIMU
MpaBsutensctBoMm Poccuiickon depepaumn (ganee - TMnosble npasunia 0bs3aTenbHOro
CTpaxoBaHusl), C YyKa3aHMEM MpefesibHOW YUCIEHHOCTM MNauMeHTOB, Y4YacTBYHOLWINX B
KIMTMHNYECKOM  UCCNedoBaHMM  NeKapCTBEHHOro  npenapata And  MeAuUMHCKOro
NPUMEHEHUS;

4) cBedeHNa O MeOUUMHCKMX OpraHu3auusix, B KOTOpbIX npegnonaraeTcs
npoeegeHne KIMHNUYECKNX NCCNeAoBaHMN NeKapCTBEHHOro npenapara Ansi MeauumMHCKOro
npUMeEHeHns (NOSTHOE W  COKpaLLEHHOEe HaMMEeHOBaHUs, OpraHM3auMOHHO-NpPaBOBas
dopmMa, MECTO HaxOXOEeHUsT U MeCTO OCYLLEeCTBIeHUs [OeATeNbHOCTU, TenedoH,
Tenedakc, agpec ANIEKTPOHHOM NOYTbI MEAULUHCKOWN OpraHu3aumm);

5) npegnonaraemMble  CpPOKM  MPOBEAEHUST  KIMHUYECKOrO  MUCCregoBaHus
nekapCTBEHHOro npenaparta ans MeguunHCKOro NpMMeHeHus.

2. B cpok, He npesBblWakWmn NatTn pabounx gHEN CO AHA NPUHATUSA yKa3aHHOro B
yactm 1 HacTosiwen cTaTbM 3asBMIEHUS C MPUIIOXKEHMEM HeoBXOAUMbIX AOKYMEHTOB,
YNONHOMOYEHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNACTHU:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPXKALUUXCHA B
npeaCcTaBlEHHbIX 3asiBUTENEM MaTepuanax;

2) NpuMHMMaeT pelleHne O Bbldaye paspelleHns Ha npoBefeHME KIMHUYECKOro
nccrnegoBaHUsa NeKapCTBEHHOrO npenaparta Ans MeauMUMHCKOro npuMeHeHuss unm o6
OTKa3e B Bblgaye YKa3aHHOro paspeLueHus;

3) yBegoMnsieT B MUCbMEHHOW dhopMe 3asBUTENS O MPUHATOM PeLleHUn Unu B
cnyyae oTkasa C yKka3aHMeM MNPUYMH TaKoro oTkasa;

4) BblgaeT paspelleHMe Ha NpoBedEeHWEe  KIMHUYECKOro  UccnepoBaHust
rleKapCTBEHHOro npenapaTa Anst MeauLMHCKOro NpMMEHeHus B Nopsake, yCTaHOBNEHHOM
YNOSTHOMOYEHHbIM doeaiepanbHbIM OPraHoOM UCMOMHUTENbHOW BacTu.

3. OcHoBaHMAMK ANs OTKasa B Bblgaye paspeLleHnsi Ha NpoBeaeHNE KIMHNUYECKOTO
nccneaoBaHUsa fieKapCTBEHHOro npenapaTta ans MeauUMHCKOro NPUMEHEHUS SBMAOTCS
HenpeacTaBneHMe [OOKYMEHTOB, YKasaHHbIX B 4YactTu 1  HacToswen craTby,
HEeCOOTBETCTBUE COAEpPXaHUA MPenCcTaBNEHHbIX AOKYMEHTOB TPeOOBaHMSM HaCTOSLLEro
depgepanbHOro 3akoHa nMbo HanmMume 3akniYeHNs KOMUCCUM SKCNEPTOB UMM 3aKNIYEHUS
coBeTa MNO 3TUKE O HEBO3MOXHOCTM MPOBEAEHUS KITMHUYECKOrO UMCCrneaoBaHus
NIeKapCTBEHHOro npenapata And MEeOVMUMHCKOrO MPUMMEHEHust no  pesyrbTartam
npoBeAeHHbIX 3KCNepTu3, npeaycMoTpeHHbIXx ctatben 20 Hactoswero PenepanbHOro
3aKkoHa.

CtatbAa 23. OkcnepTM3a KayecTBa IEKApCTBEHHOrO CpeAcTBa M 3KCrepTvaa
OTHOLLUEHUS OXWOAEMOW Mofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWS
neKkapcTBEHHOro npenapaTta Afisi MEANLMHCKOrO NPUMEHEeHs

1. OKcnepTu3a kayecTBa JleKapCTBEHHOrO CPEACTBA W 3KCMNepTM3a OTHOLLEHWUS

OXMAaeMon Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS! NeKapCTBEHHOrO npenaparta ans
MEONLIMHCKOrO MPUMEHEHWs!, COCTaBliEHME KOMMCCUSIMW 3KCMEPTOB 3aKMOYeHWUn no
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pesynbTataMm nNpoBeAeHHbIX 3KCMepTU3 U HanpaBfieHWe TakuMX 3aKMioYeHun B
YNOSTHOMOYEHHbIN (hefepanbHblA OpraH MCMNONMHUTENBbHOW BracTM OCYLECTBASAITCA B
CPOK, HE MpeBblaWKNN cTa AecAaTn paboumx OHEeN CO OHSA MNONYYEeHUS SKCMEPTHbIM
yypexageHmem COOTBETCTBYHOLLEro 3afaHus YMNoSIHOMOYEHHOro defepansHOro opraHa
NCMONHUTENbHOM BNacT C AOKYMEHTaMW, ykasaHHbIMU B nyHKTax 1 -8, 15- 17 yactn 3
ctatb 18 HacTtosdwero denepanbHOro 3akoHa, U oTyeTa O NPOBEAEHHOM KIMHUYECKOM
nccrnegoBaHUKM nekapCTBEHHOro Npenaparta ang MeauUMHCKOro NpUMeEHEHNS.

2. [ina npoBeAeHns ykasaHHbIX B YacTu 1 HacTosiLen cTaTbn 3KCNepTM3 3asiBUTENb
npeacTaBnsieT B YNOMHOMOYEHHbIN doefiepanbHbli OpraH UCMOMHUTESTbHOW B1acTu:

1) 3asBneHMe 0 BO30OHOBMEHUN FOCYOApPCTBEHHOW perncTpaumm nekapcTBeHHOro
npenapaTa v NpoBeAEeHNN YKa3aHHbIX B YacTn 1 HacTosALLEN CTaTbU 9KCNepTU3;

2) OTYeT O NPoBeLEHHOM KITMHUYECKOM UCCnegoBaHUM fiekapCTBEHHOro npenapaTa
Ans MeAULMHCKOro NPUMEHEHNS;

3) [OOKYMeHT, noaTBepXaalwlWmn ynnaty rocyaapCTBEHHOM MOWSMHbI  3a
npoBeaeHne 3KCNepTM3bl Ka4ecTBa NIEKAapCTBEHHOIO CpeacTBa M 3KCNEepPTU3bl OTHOLLEHUS
OXraaemMon nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS flekapCTBEHHOrO npenapata ans
MeANLMHCKOro NpUMEHEHUS MPU ero rocyaapcTBEHHOW perncrpaummn.

3. B cpok, He npeBblwaWwmn NATU paboymx AHENn Co OHS NPUHATUS 3asiBNIEHUS C
AOKYMEHTaMM, yKasaHHbIMM B 4YacTM 1 M nNyHKTax 2 M 3 4aCcTu 2 HacTosLen cTaTbw,
YNONMHOMOYEHHbIN oefeparnbHbI OpraH UCNOSTHUTESTbHOM BNACTU:

1) npoBOAUT MpPOBEPKY MOSIHOTbI AaHHbIX, COAEpPXalWUXCA B NpeacTaBrieHHOM
3agBuTeneM oOT4vyeTe O MNPOBEAEHUM KIMHUYECKOro WCCNneaoBaHUs feKapCTBEHHOro
npenapaTta Ans MeanumMHCKOro NpuMeHeHus;

2) npuvHUMaeT pelleHne O BO30OHOBNEHUM [OCyAapCTBEHHOW permcrpauum
neKkapCTBEHHOro npenapaTta M MNpoBefeHUN YKasaHHbIX B 4acTu 1 HacToswen cratbu
aKcneptMs wunu o6 oOTkaze B BO30OHOBMEHUM rOCY4ApPCTBEHHOW permcrpauuun
NneKkapcTBEHHOro npenapaTta Ans MeOUUMHCKOro MNPUMEHEHUA WU NPOBEAEHUMN TaKUX
AKCNEPTU3;

3) yBegoMnsieT B MUCbMEHHOW dhopMe 3asBUTENS O MNPUHATOM PeLleHun unu B
clny4vae oTkasa C yKkasaHWeM MpUYmnH Takoro oTkasa.

4. OcHoBaHMEM [nsi OTKasa B BO30OHOBIIEHMM TOCYAAPCTBEHHOMW permcrpauuu
neKkapCTBEHHOro npenapaTta W MNpoBefeHUN YKasaHHbIX B 4acTu 1 HacToswen cratbu
3KCNepTU3 ABNAEeTCH npeacraBrieHne JOKYMEHTOB, YKa3aHHbIX B YacTn 1 1 nyHKkTax 2 n 3
yacTM 2 HacTosien cTaTbW, B HENonHoM obbemMe wunu oTtyeTa O MNPOBELEHHOM
KITMHNYECKOM  UCCNefoBaHUM  NeKapCTBEHHOro  npenapata And  MeauuMHCKOro
NPUMEHEHNS, HE COAEPKaLLEro ncHepnbiBalOLLEro NepeyvHss HEOH6XOANMbIX CBEOEHUMN.

5. B TeuyeHne naATHaguatm paboumx QOHEN CO OHA NOSMyYEHUSA peLleHus
YNOSTHOMOYEHHOrO doeeparibHOroO opraHa WCMOSHUTENbHOMW Bnactu O BO30OHOBMEHUU
rocyjapCTBEHHOM perncrpauumn fekapCTBEHHOro npenapara v nNpoBedeHnn yKkasaHHbIX B
yacTmh 1 HacToslWen CcTaTbM 3IKCNEepTU3 3adaBuTenb NpeacTaBndeT B 3KCNepTHoe
yuypexaneHve ans npoBeAeHus aKCnepTM3bl Ka4ecTBa fNieKapCTBEHHOIoO cpeactesa obpasubl
nekapCTBEHHOro npenapata Ansg MeOULUUHCKOrO MNPUMEHEHUs, MNpOou3BEeOEHHOro B
COOTBETCTBUM C TpeboBaHUAMM OMbITHO-NPOMbBILUIIEHHOO U (MNKN) MPOMBbILLSIEHHOIO
pernameHToB, YTBEPXKAEHHbIX PYKOBOOUTENEM NPOU3BOAUTENS NIEKAPCTBEHHbIX CPEeACTB,
a Takke B COOTBETCTBYIOLLUMX cnyyasx obpaseln, cdapmaueBTUYECKOW CybCTaHLMK, TECT-
LUTaMMa MUKPOOPraHM3MOB, KynbTypbl KNeTok, obpasubl BewecTB, NpUMEHSIEMbIX O
KOHTPOSIS Ka4yecTBa JIEKapCTBEHHOIO CpeAcTBa NyTEM CPaBHEHUSI C HUMW UCCIeayemMoro
NIEKapCTBEHHOrO CpeacTBa, B KONMMYeCcTBax, HeOOXoOMMbIX ANs BOCMPOU3BEOEHUS
MEeTOLOB KOHTPONSA KadecTBa.

6. MNpu nonyyeHun obpasLoB NekapCTBEHHOro npenaparta v dapmMaueBTUYECKON
CyOGCTaHUMM SKCNEPTHOE Yy4peXdeHMe BblOAET 3asBUTEN OOKYMEHT, NOATBEPXAAOLLNN
nonyyeHne ykasaHHbiXx 00pasuoB, U B CPOK, HE MpEBbIALMA Tpex paboumx OHeWN,
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yBeaomnsieT B MUCbMEHHOW ¢hopme 06 3TOM YMNOSTHOMOYEHHbIV dheaepanbHbii opraH
NCMONHUTENBbHOM BNAacTMU.

7. Cpok ansa npeacraeneHuns 3asisutenem obpasuoB fiekapCTBEHHOrO npenapaTa u
hapmaLeBTUYECKOM CybCTaHUMM U CPOK YBEOOMIEHUSA SKCMEPTHbIM yypexaeHuem o6
3TOM B MUCbMEHHOW hopMe YMNONMHOMOYEHHOro hefepansbHOro opraHa UCMNONHUTETbHON
BNacCTW, yKa3aHHble B 4YacTax 5 M 6 HacTosiwewn craTbW, He BKMAKYAKTCA B CPOK
npoBefeHNs YKa3aHHbIX B YacTu 1 HacTosILWen cTaTbu 3KCNepTuUs.

8. [OKyMeHTbl, MNOCTYynMBLUME B 3KCNEpPTHOE YyYpexaeHue nans npoBeneHus
yKasaHHbIX B 4actM 1 HacTosilen cTaTbM OSKCNepTus, noanexart Bo3BpaTy B
YNOSTHOMOYEHHbIN beaepanbHbIi  OpraH WCMOMHUTESNTIbHOM BIlaCTU OOHOBPEMEHHO C
3aKMYEeHNAMM Mo pesynbTaTaM yKasaHHbIX SKCNepTus.

Ctatba 24. 3kcnepTumsa KadecTBa JeKapCTBEHHOrO CpeacTtBa M 3aKcnepTusa
OTHOLUEHUS OXMAAEMOM MOSib3bl K BO3MOXHOMY pPWUCKY MNPUMEHEHUS
nekapCTBEHHOro npenaparta Ans BeTepuHapHOro NpuMeHeHns

1. Jkcneptmnsa kayecTBa JIEKAPCTBEHHOrO CpPeAcTBa WM 3KCNepTM3a OTHOLUEHUS
oXnaaemMon nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NlekapCTBEHHOro npenapata ans
BETEPUHAPHOIO MPUMEHEHUS, COCTaBfIEHNE KOMWUCCUSIMM JKCMEPTOB 3aKSOYEHUM Mo
pesynbTataM  YKasaHHbIX OKCMEPTU3 W HanpaBfieHMe TakuMX  3aKMioYeHun B
YNOSTHOMOYEHHbIN (hbeaepanbHbIi OpraH MCNOMHUTENBbHOMW BRAcTU OCYLLECTBASATCA B
CpPOK, He rMpeBbllwakwWwmnn cta Aecatu paboumx gHEW cO OHS MONYYEeHUA SKCNEePTHbIM
yypexngeHmem 3adaHus  YnosIHOMOYEHHOro doefepanbHOro opraHa WUCMOSHUTENbHON
BNacTW C AOKYMEHTaMM, yka3aHHbIMU B nyHkTax 1 - 8, 10, nognyHkrax "a" - "g", "x" - "m",
"n" - "¢p" nyHkTa 16 n nyHkTe 17 yactn 3 ctatbn 18 HacTodwero ®efgepanbHOro 3akoHa.

2. B TeyeHve naTHaguatm paboumx OHEN CO OHA NOSyYEHUA peLleHus
YNOSTHOMOYEHHOrO doefieparnbHOr0 opraHa WCMNOMHUTENBbHON BRacTM O NPOBESEHUM
yKaszaHHbIX B 4acTm 1 HacCTodAWen CcTaTbM IKCNEepTU3 3asBUTenb npeacrtaBnseTr B
3KCNEepTHOE YyuypexaeHue [nONd MpoBedeHUs 3KCNepTu3bl KavecTBa EeKapCTBEHHOMO
cpenctBa obpasubl NleKapCTBEHHOrO npenapaTta Ans BETEPUMHAPHOro MpPUMEHEHUS,
NpPon3BeLeEHHOr0 B COOTBETCTBMM C TpebOBaHMUSIMU TEXHOSIOrMYECKUX pPErnamMeHToB,
YTBEPXKOEHHbBIX PYKOBOAMUTENEM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPEeACTB, a Takke
obpasey apmaueBTMyeckon cybcTaHuMM B KOnM4YecTBax, Heobxoaumbix — Ans
BOCMpPOM3BEAEHNA METOA0B KOHTPONS KavecTaa.

3. Mpn nonyyeHnn obpasuoB NEKapCTBEHHOro npenaparta n dapmaueBTUYECKON
CyOCTaHLUMM IKCNEePTHOE yuypexdeHue BblOAET 3asBUTEN OOKYMEHT, NOATBEPXAAOLLNIA
nofilyyeHne ykasaHHbiX 00pasuoB, U B CPOK, HE MpEBbILAWMIA Tpex pabounx OHEen,
yBegoMnseT B NUCbMEHHOW ¢opme 06 3TOM YNOMHOMOYEHHLIM dheaepanbHbid OpraH
NCMNONHUTENbHOM BNacTu.

4. Cpok ons npeacraBneHus 3assmtenemM obpasLoB NIEKapCTBEHHOMO npenapara u
dhapmaueBTHUYecKkon cybCcTaHUMM KU CPOK YBEAOMMEHUSA SKCNEPTHbIM ydpexaeHnem o6
3TOM B NMUCbMEHHOW hOpMe YMOSTHOMOYEHHOro doeepanbHOro opraHa UCMONHUTENbHON
BNACTW, YyKa3aHHble B 4YacTax 2 M 3 HaAcTosiwen cTaTbW, HE BKMAKYAKTCA B CPOK
NpoBeaEeHNS YKa3aHHbIX B YacTK 1 HacTosILLEN CTaTbM IKCNEPTUS.

5. [JOKyMeHTbl, MOCTYNMBLUME B 3KCMNEPTHOE YYpEeXOeHue aOns npoBeaeHus
yKaszaHHbIX B 4actu 1 HacTosilen cTaTtbM SKCNepTua, noanexar Bo3BpaTy B
YNOMHOMOYEHHLIN  doeaeparnbHbIi  OpraH WUCMOSTHUTESNTbHOW BacTu OAHOBPEMEHHO C
3aKITOYEHNSAMUN NO pedynbTaTaM YKasaHHbIX SKCNepTus.

Ctatba 25. [lOBTOpHOE nNpOBEOEHME SKCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB MU
3TUYECKOMN 3KCNEepTU3bI

1. B cny4yaax HegoCcTaTOYHOM OOGOCHOBAHHOCTM WU HEMOSNHOTbI 3aKM4YeHUs

KOMUCCUM 3KCNEPTOB UM COBETA MO 3TUKE, HanN4na B HEM MPOTUBOPEYMBBLIX AAHHbIX,
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hanbcuukauum BbIBOLOB 3KCMEPTU3bl NIEKAPCTBEHHOrO cpeactsa M (MNKU) STUYECKOW
3KCNepTu3bl, COKPbITUA OT YMNOSITHOMOYEHHOro dyefepanbHOro opraHa WCMONHUTENbHON
BflaCTM OCHOBaHWM [OnNa OTBOAA 93KCnepTa BCMeACTBME €ro 3avHTepecoBaHHOCTU B
pesynbTatax COOTBETCTBYIOLLENA JKCMNEPTU3bl, HanMMuYMa [aHHbIX O npsiMoMm nmbo
KOCBEHHOM BMellaTeNbCTBE B [MPOLECC COOTBETCTBYIOLLUEN 3IKCMNEpPTU3bl Ivul, He
y4yacTBYKOLLUMX B ee NpOBEeAEHUN, HO OKa3aBLUMX BINAHWE Ha Mpouecc u pesynbTaTtbl ee
npoBefeHns, YMNONMHOMOYEHHbIM defepanbHbIM - OpraHoOM  UCMOSIHUTENBbHOW  BIlacTu
Ha3HavyaeTcss MOBTOpPHas 3KCrnepTM3a JleKapCTBEHHOro cpenctBa M (Mnu) aTnyeckasd
aKkcnepTmsa.

2. [loBTopHast aKcnepTM3a JIEKAapCTBEHHOrO CpeacTBa MPOBOAUTCS B CPOK,
YCTaHOBMEHHbIN YMNONHOMOYEHHbIM doefieparibHbiIM OpPraHoM MCMOSTHUTENBHOW BIlacTu U
He npeBbIWakLWKnn copoka pabounx AHEN CO OHSA NOMYyYEHUS SKCMEPTHBIM yyYpexaeHnem
3ajaHna Ha npoBedeHne NMOBTOPHOW 3KCNEepTU3bl JIEKAPCTBEHHOrO cpeacTBa, NOBTOPHas
3TMYecKasi dKCnepTmsa - B CPOK, He MpeBbIlalWmMn NaTHaguaTM paboymx gHem co OHs
nosiydyeHns CoBeTOM MO 3TUKe 3aJaHus Ha npoBedeHue MOBTOPHOW 3TUYECKOW
3KCNepTU3bI.

3. ®unHaHcoBoe obecneyeHne BbINOMHEHUA 3adaHuUsa Ha NpoBeaeHWEe MOBTOPHOM
3KCNepTM3bl  NIEKapCTBEHHOr0  CpeacTBa He  OCyWecTBndeTcs, W CpeacTsa,
nepedYncrieHHble paHee Ha nNpoBefeHME TaKOW 9KCMepTu3bl, nognexaT Bo3BpaTy B
denepanbHbIn OogXKeT.

CtaTtbs 26. YckopeHHas npouenypa akcnepTu3bl NeKapCTBEHHbIX CPeacTB

1. YcKopeHHas npouefypa 9KCnepTu3bl JleKapCTBEHHbIX CPeacTB B Lensax
rocygapCTBEHHON perncTpaumm nekapCTBEHHbIX NpenapaTtoB NPUMEHSETCH B OTHOLLEHUN
BOCMPOM3BEAEHHbIX NEKAapCTBEHHbIX npenapaTtoB. [lpy npoBedeHuMM Takow npoueaypbl
NPeaCcTaBnATCA  MHOpMaUMA, NONYyYEeHHass Npu  NPOBEeAEHUN  KITMHUYECKUX
nccrneaoBaHU NeKapCTBEHHbIX NpenapaToB U onybrmMkoBaHHasa B Cneunanm3vpoBaHHbIX
nevyaTHbIX M34aHUsX, a TaKKe [OOKYMEHTbl, cogepxaliue pesynbTaTbl MCCeoBaHUs
OMO3KBMBANIEHTHOCTU U (MNN) TepaneBTUYECKOW IKBMBANEHTHOCTU FEKAPCTBEHHOMO
npenapata Ans  MeOULMHCKOrO NPUMEHEHUS WNKU  pes3ynbTaTbl  UCCreaoBaHuUs
OMO3KBUBANIEHTHOCTM NIEKAPCTBEHHOIO Npenaparta A BeTepMHapHOro NpUMEHEHMS.

2. YCKOpeHHas npoueaypa aKCnepTm3bl NIEKapCTBEHHbIX CPEACTB HE NPUMEHSETCS
B OTHOLUEHUM UMMYHOOMOSOrMYECKUX JIeKapCTBEHHbIX MpenapaToB, npenapaTos
WHCYNIMHaA W §NeKapCTBEHHbIX MpenapaTtoB, BrepBble perucTpupyemMmblx B Poccuinckon
denepaumn.

3. YcKopeHHas npouenypa aKCnepTusbl NIeKapCTBEHHbIX CPEACTB MPOBOAUTCSA MO
peLleHN0 COOTBETCTBYHOLLIENO YNOSTHOMOYEHHOTO heepanbHOro opraHa UCNOSTHUTENbHOM
BlACTN B CPOK, HE MpeBbILIAWNIN WecTuaecaTn padboumx gHen. NMpun aTom akcneptmsa
AOKYMEHTOB, COAepXalUMXCcs B PErMCTPaLMOHHOM 4OCbe, ANS MofyyYeHns paspeLleHmst Ha
npoBefeHNE  KNUHMYECKOrO  UCCNenoBaHMs  fleKapCTBEHHOro  npenapaTta  Angd
MEAMLUMHCKOTO MNPUMEHEHUA U 3TMYECKas 9JKcnepTvsa npoBOOATCS B CPOK, He
npeBbIlALWNN  NaTHagUaTM paboumx [OHEeW, 3KCnepTM3a KayecTBa JEKapCTBEHHOrO
cpeactBa M 3KCMepTM3a OTHOLUEHUSI OXWOAEMOW MOfb3bl K  BO3MOXHOMY  PUCKY
NPUMEHEHNSA NEKApPCTBEHHOrO npenapata - B CPOK, He MNPEBbILAKLMA COpPOKa MNATU
paboumnx gHen.

4. YcKOopeHHas npoueaypa 3KCnepTu3bl NEKApCTBEHHbIX CPeaCcTB MpOBOAUTCA B
nopsiake, yctaHoBreHHOM ctatbsammn 17 - 20, 23 n 24 HacTosawero defeparnbHOro 3akoHa,
N He O3HayaeT CHWkeHust TpeboBaHuM K Ge30nacHOCTU, KayecTBy U 3PFPEKTUBHOCTU
NeKapCTBEHHbIX NpenapaTos.

Cratba 27. PeweHne 0 rocygapCTBEHHOW perncTpauun fnekapCTBEHHOro
npenapara
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1. B cpoK, He MpeBbILaWMN NATU pabounx AHEN CO OHSA NOMyYEeHUsT 3aKNoYeHUN
KOMMCCUM 3KCNEePTOB MO pesynbTaTtam 3KCNepTU3bl Ka4ecTBa fieKapCTBEHHOIo cpeacTBa U
3KCNepTu3bl OTHOLIEHUA OXMAAeMOW Nofib3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
NeKapCTBEHHOro npenaparta, COOTBETCTBYIOLLMIA YNOSTHOMOYEHHbIN beaepanbHbl OpraH
WUCNONHUTENBHOM BNAacTu:

1) OCyLLEeCTBMSET OUEHKY TakmX 3akniyeHun Ans onpegeneHns ux CooTBeTCTBUS
3aaHUI0 Ha NpoBeAEeHNE YyKa3aHHbIX IKCNepTuUs;

2) nNpUHMMaeT pelleHne O TrOoCydapCTBEHHOW perucTpauum nekapcTBEHHOro
npenapata unun o6 oTkase B rocyJapCTBEHHON pernctTpauumn iekapCTBEHHOro npenaparTa;

3) BHOCUT MpU TMPUHATAM  pelleHMss O T[OCyAapCTBEHHOM  perucrpauuu
nekapCTBEHHOro npenapaTta AaHHble O 3aperMcTpMpoBaHHOM NEeKapCTBEHHOM npenapare,
B TOM 4ucne o papmaueBTUYECKOM CyBCTaHUMKM, BXOASALEN B COCTaB JIEeKAPCTBEHHOIO
npenaparta, B rocyJapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB M BblgaeT 3asiBUTENO
permcTpauuoHHoe YOOCTOBEPEHWE feKapCTBEHHOro npenapaTta, dQopmMa KOTOpOoro
yTBEPXOaeTCs YMNOSIHOMOYEHHbIM hbeaepanbHbIM OpPraHOM MUCMOSTHATENBHOW BracTH,
cornacoBaHHble HOPMAaTUBHYIO OOKYMEHTaLMIO, HOPMATUBHLIN AOKYMEHT, NHCTPYKLNIO NO
NPUMEHEHUNIO NIEKAPCTBEHHOrO MpenapaTta U MakeTbl NePBUYHON YNaKOBKU N BTOPUYHOM
(NOTpebuTenbCkOM) YMNakoBKM C YyKa3aHMEM Ha HUX HOMepa pPerncTpaumoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOro npenapaTta U gaThl ero rocya4apCTBEHHOW perncrpauum
UM B Criydae npuUHATUMS pelleHns ob oTka3e B rocygapCTBEHHOW perucTpauum
NeKapCTBEHHOro npenapaTta yBeaoMnsdeT B NUCbMEHHOW ¢hopme 3aasutenst 06 aTom c
yKaszaHueM NpuYmH Takoro oTkasa.

2. OcHoBaHMeM [N OTKa3a B rocyfapCTBEHHOM pernctpaummn nekapcTBEHHOro
npenapaTta sBMsIeTCA peLlleHne COOTBETCTBYHLLEro YNOSHOMOYEHHOro deaepanbHOro
opraHa WCMOMHUTENbHOM BRactTM O TOM, 4YTO KayecTBO WM (Unn) 3dPGPEKTUBHOCTb
PErMcTpupyemMoro nekapcTBEHHOro npenapata He MNOATBEPXKAEHbl  MONYyYEeHHbIMU
AaHHbIMM UMW 4YTO PUCK MNPUYMHEHUSI Bpeda 340POBbK 4YerioBeka WM XXUBOTHOIO
BCNeACTBME MNpuMemMa JleKapCTBEHHOro npenaparta npeBbiwaeT 3dPdPEKTUBHOCTL €ro
NPUMEHEHMUS.

3. lNpu rocygapcTBEeHHOW perncTpaummn nekapCTBeHHOro npenapaTa, BKIHYEHHOro
B MNepevyeHb >XU3HEHHO HEOOXOAMMbLIX M BaKHEWLIMX JfeKapCTBEHHbIX MpenapaTos,
HeobOXxoaMMble [aHHble 3aHOCATCA B FOCYAapCTBEHHbIN peecTp npeaenbHbIX OTMYCKHbIX
LeH npou3BogMTENEN Ha JeKapCTBEHHblEe npenapaTbl, BKMAYEHHbIE B YKa3aHHbIV
nepeyveHsb.

CtaTtbs 28. PeructpaumoHHOE yOOCTOBEPEHNE NTEKAPCTBEHHOMO NpenapaTta

1. PeructpaumMoHHOE yOOCTOBEpPEHWe feKapCTBEHHOro npenaparta C ykasaHuem
NeKapCcTBEHHbIX (OPM UM  [O3UPOBOK BblgaeTcd ©OeccpovHO, 3a  UCKYeHueM
perncTpaumoHHOro yaoCTOBEPEHUS fleKapCTBEHHOrO npenapara, BblaBaeMoro CO CPOKOM
OencTBus naTb neT, Ha BrepBble peructpupyemble B Poccunckon depepauyumm
nekapCTBEHHble Npenaparbl.

2. Tlo ncrteyeHUn ykasaHHOro B YacTu 1 HacCTosLLEN CTaTbM CpPOKa BblaaeTcs
BGeccpoyHoe perncTpaunmoHHOEe yOOCTOBEPEHME NIEKAPCTBEHHOMO npenapara npu ycrosum
noaTBEpPXOEHNSA ero rocyfapCTBEHHON perncTpaunm.

Ctatba 29. [logTBepxaeHWe rocyaapCTBEHHOM pPerncTpaumm neKapCTBEHHOMO
npenapara

1. MNoaTBepxaeHne rocynapCTBEHHOW peructpaumm nekapcTBEHHOro npenapata

ocyllecTBnsdetrca npu Bblgade 6GeCCpOYHOro  PerncTpauMoHHOrO  YAOCTOBEPEHUS

nekapCTBEHHOro npenapaTta B cfny4vae, yKasaHHOM B 4acTu 2 ctaTbM 28 HacToswero

depgepanbHOro 3akoHa, B CpPOK, HE MpeBbillalowmi AeBAHOCTA paboymx OHEeW CO OHS

nosny4yeHus COOTBETCTBYHOLLMM YNONMHOMOYEHHbIM deaepanbHbIM opraHom
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WCMONHUTENbHOW BNacTu 3asdBNeHns O NoATBEPXOEHUN roCydapCTBEHHOW perucrpauuu
nekapCTBEHHOro npenapara, OPOPMIIEHHONO B COOTBETCTBMW C 4YacTbio 2 ctatbu 18
HacTtoswero ®efepansHOro 3akoHa.

2. lNMogTBepxaeHne rocyaapCTBEHHOW pernctpaummn fekapcTBEHHOro npenaparta
OCYyLLEeCTBNAeTCs MO pesynbTatam 3KCMNepTU3bl OTHOLIEHUA OXUOAeMOW Monb3bl K
BO3MOXXHOMY PWUCKY MNPUMEHEHUS NEeKapCTBEHHOro npenapaTta, a Takke 3KCcnepTusbl
KayecTBa JeKapCTBEHHOro cpeAcTtsa, NPOBOAUMOM B Criydae BHECEHUS U3MEHEeHU B
HOPMAaTUBHYIO AOKYMEHTALNIO NN HOPMATUBHbIN JOKYMEHT.

3. K 3agBneHuto 0 nNoaTBEPXOEHWW  rOCydapCTBEHHOM  perncrpauuu
fleKapCTBEHHOro npenaparta npunaralTcsd AOKYMEHT, noaTBepXAdawwun  ynnaty
rocygapCTBEHHON MNOWSMHLI  3a MNOATBEPXOEHME TroCydapCTBEHHOM  perncrpaummu
fleKapCTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUST WKW NeKapCTBEHHOrO
npenapata [ON9 BEeTEPUMHAPHOrO MpPUMEHEHUs, LOKYMEHT, coepxawunh pesyrbTaThbl
MOHUTOPUHra 6e30MacHOCTU fleKapCTBEHHOro npenapara, NPoOBOAMMOro 3asiBuTenem, no
dopMe, YCTaHOBMEHHOW COOTBETCTBYIOLWIUM YMNOMIHOMOYEHHBIM hbeaepanbHbIM OpraHoMm
NCMONHUTENbHOM Bnactu. HopmaTtuBHaa AOOKYMEHTaumsa WM HOPMATUBHLIN OOKYMEHT,
NPOEKT MHCTPYKUMM MO MNPUMEHEHUIO NeKapCTBEHHOro npenaparta, MPOeKTbl MaKeToB
NEPBUYHON YMAKOBKM W BTOPUYHOM (MOTPEOUTENBLCKOM) YMNAKOBKM NEKapCTBEHHOMO
npenapaTa npunararTca K 3asBEHUI0 0 NOATBEPXKOEHMUM rOCY4apCTBEHHOW perncTpaumm
rfleKapCTBEHHOrO npenapara BHOBb TOMbKO B Criyvae, eCin B HUX BHOCATCSH U3MEHEHUS.

4. B TedyeHue pecAtTM paboymx [OHEW CO [OHA TMPUHATUMS  3asiBfieHUs O
NoATBEPXOEHUM TOCYAApPCTBEHHOM  perucTpauuuM  fneKkapCTBEHHOro npenapata u
HeoObXoOMMbIX AOKYMEHTOB COOTBETCTBYHLLMK YMNOMHOMOYEHHbLIN beaeparnbHbIn OopraH
NCMNONHUTENbHOW BNacTu:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWUMN, COAEPKALUMXCA B
npeaCTaBlEHHbIX 3asiBUTENEM MaTepuanax;

2) NpUHMMaEeT peLlleHne o npoeBeaeHnn unm o6 oTkase B NpPoOBeLEHMM IKCNEPTU3bI
OTHOLLEHMSI OXWOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS] NeKapCTBEHHOIO
npenapaTa, a TakkKe 9KCNepTu3bl KayecTBa NEeKapCTBEHHOro cpeacTsa, NPOBOAMMOWN B
cnyyae BHECEHUSI U3MEHEHUMA B HOPMAaTMBHYIO [AOKYMEHTAUMIO WU HOPMaTUBHbIN
AOKYMEHT;

3) yBegoMnsieT B MUCbMEHHOW dhopMe 3asBUTENS O MPUHATOM PeLleHUn Unu B
cnyyae nNpuHATUS pelleHna o6 oTkase B NPOBEAEHUM IKCMEPTU3bl C yKasaHWEM MPUYUH
Takoro oTkasa.

5. OcHoBaHveM Onsi OTKasa B MPOBEAEHUN IKCMEPTU3bl OTHOLLUEHUSI OXWOAEMOMN
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEKapCTBEHHOro npenapata wu (Mnu)
3KCNepTM3bl KA4eCcTBa NIEKAPCTBEHHOIO CpeaCcTBa ABNSETCS NpeacTaBfieHMe AOKYMEHTOB,
yKasaHHbIX B Yactsax 1 n 3 HacTosiwen ctaTbu, B HENOSTHOM OO6bEME MM OTCYTCTBUE B
NpeacCTaBEHHbIX AOKYMEHTaxX WCYepnbiBaloWMUX CBEOEHWIA, KOTOpble AOIMKHbI ObiTb
OTPaXXeHbl B HUX.

6. OKcnepTr3a OTHOLLEHUS OXMAAEMOM NOJSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
fleKapCTBEHHOro npenaparta u (unuM) akcnepTuda KadecTBa NIEKAapCTBEHHOrO CpeacTBa B
uensax noaTBEPXOEHMs FoCydapCTBEHHOW perncTtpauumn nekapCTBEHHOro mnpenapara
NPOBOAATCA Ha OCHOBaHMM AOKYMEHTOB, yKa3aHHbIX B 4acTuU 3 HacCTOALWIEN CTaTbW, B
nopsiake, YCTaHOBMEHHOM 4actamu 5-8 ctatb 23 wn craTbed 24 HacTOSALEro
depeparnbHOro 3akoHa.

7. B nepuog nposedeHusa npouenypbl  NOATBEPXKOEHUS rocyaapCTBEHHOM
perncTpauum nekapcTBEHHOro npenapara ero rpaxgaHckuin obopoT OCyLecTBNAETCA Ha
Tepputopumn Poccuickon egepauum.

Cratba 30. BHeceHne u13MeHeHMA B [OOKYMEHTbl, coAepXalmecsa B
perucTpaumMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIA  JFIeKapCTBEHHbIN
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npenapart Ana MeanuuHCKOro npuMeHeHus

1. B uenax BHeCEeHWa WU3MEeHeHUA B [OOKYMEHTbl, cojepXxawueca B
perucTpaumMoHHOM [0Cbe Ha 3apermcTpuMpoBaHHbIM JIeKapCTBEHHbIM npenapaTt ans
MEeOMUMHCKOTO  MNPUMEHEHUs,  3asBuTenb  nNpeacrtaBnser B YNOSHOMOYEHHbIN
doefiepanbHbIN OpraH UCMONTHUTENBHOW BNacTu 3asiBfieHMe O BHECEHUWN TakUX U3MEHEHUN
no dopme, yCTaHOBIIEHHOM YNOMHOMOYEHHbIM dhefepanbHbiM OpraHoM UCMONMHUTENBHOM
BNacTn, N TMPUMNOXEHHble K HEMy W3MEHEHWA B YKa3aHHble [JOKYMEHTbl, a TaKxe
AOKYMEHTbI, nogTeepXxaarlme HeobxoaUMOCTb BHECEHUS TakuX U3MeHeHun. [puHaTue
peLeHns 0 BHECEHUN TakUX U3MEHEHUIN UM 06 OTKase B X BHECEHMM OCYLLIECTBIISIETCA B
CPOK, He MpeBblWwarLwmi geBAHOCTa paboymx gHEN CO OHA NPUHATUSA YNOSTHOMOYEHHbLIM
degepanbHbIM - OpraHOM  UCMOMHUTENBbHOW BfacTuU  3asiBIEHNWA O BHECEHUU TaKux
N3MEHEHUN.

2. B cnyyae BHeceHUs UBMEHEHUIA B MHCTPYKLMIO MO MPUMEHEHUIO NIeKapCTBEHHOIO
npenapata B OTHOLEHUN CBEeAEHWW, yKa3aHHbIX B nognyHktax "r*-"n", "x" nyHkra 16
yactm 3 cTtatbn 18 HacTtosiwero dPegepanbHOro 3akoHa, B COCTaB fleKapCTBEHHOrO
npenapata And MeOWUUHCKOro MNPUMEHEHUA , W3MEHEeHUss MecTa Nnpou3BOACTBA
fleKkapCTBEHHOro npenapata ang MeguuMHCKOro NMpUMEHEeHUs, U3MEeHEHUs1 nokasaTenen
KayecTBa NekapCTBEHHOro npenaparta Ans MegUUMHCKOro NpMMeEHeHus u (Mnn) MeTogos
KOHTPOMNsS KadecTBa JIEKAapCTBEHHOro nmnpenapata And MeaULUMHCKOro MNpPUMEHEHUS,
N3MEHEHNSA CpoKa roAHOCTM NeKapCTBEHHOro npenaparta ass MeauuUHCKOro NpUMeEHeHns
NPOBOAMTCA 3KCMEepTM3a JlIeKapCTBEHHbIX CpPeacTB B 4acTM 3KCNepTusbl KadvecTBa
NleKapCTBEHHOro cpeactBa U (MWM) 3KCNEpPTU3bl OTHOLUEHUA OXMOAAEMOW Monb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS JeKapCTBEHHOro npenapata Ans MeauuuHCKOro
npumeHeHnsa. B cnyyae HeobxoOMMOCTU BHECEHUS WHbIX W3MEHEeHUW B [AaHHYH0
WHCTPYKLMIO 3KCNepTmn3a NeKkapCTBEHHOro CpeAcTBa AS1 BHECEHUSA TaKUX U3MEHEHUN B
cBeZleH s O 3aperncTpupoBaHHOM NekapCTBEHHOM npenapaTe He NpoBOAUTCS.

3. C 3agBneHMeM O BHECEHUM MU3MEHEHUMW B [OOKYMEHTbI, coAepxaluecs B
perncTpaumMoHHOM [0Cbe Ha 3aperMcTpypoBaHHbIA JleKapCTBEHHbIW npenapaT Ang
MeOMLMHCKOro NpUMEHEeHUs, Hapsaay C JOKYMEeHTaMu, Yka3aHHbIMW B YacTu 1 HacTosLwen
cTaTbW, MpPeacTaBnAlTCA AOKYMEHTbl, noaTBepXaawowme ynnaty rocyaapCTBEHHOM
MOWMMHbI 3a BHECEHWE W3MEHEHUA B WHCTPYKUMIO MO MNPUMEHEHWUIO NEKapCTBEHHOrO
npenaparta 4ns MeguuMHCKOro NMpUMEHEHUs, rocyfapCTBEHHOW MOLWWSIMHbI 3@ BHECeHue
N3MEeHEeHUN B COCTaB NleKapCTBEHHOro npenapaTa AN MeANUUHCKOro NPUMEHEHNS.

4. B TeyeHne gecatn paboumx gHEN CO OHSA MOCTYMMEHUSA yKa3aHHOro B 4acTtu 1
HacTosilen cTaTbM 3asBfieHUS U HeobXoOAMMbIX OOKYMEHTOB  YMNOMHOMOYEHHbIN
doeaepanbHbIN OpraH UCNOSTHUTESNTbHOW BNAcCTu:

1) NpoBOAUT MPOBEPKY MOSMHOTbLI U OOCTOBEPHOCTU CBEAEHWUN, COAepXalluxcsa B
npeacTaBfieHHbIX 3asBUTeNneM MmaTepuanax;

2) NPUHNMAET peLLeHME O NPOBEAEHUM YKa3aHHbIX B YaCTU 2 HACTOSLLEN CTaTbM
COOTBETCTBYHOLLMX IKCNEPTU3 NEeKapCTBEHHOrO cpeacTaa unm ob otkase B UX NPOBEAEHUY;

3) yBegoMnsieT B MUCbMEHHOW dhopMe 3asBUTENS O MPUHATOM PEeLUEHUM Unv B
crniydae npuHATUA peleHns ob oTkase B NpoBedeHMUM COOTBETCTBYIOLLEN 3KCNEpPTU3bl C
yKasaHMeM MpUYNH Takoro oTkasa.

5. OcHoBaHMeM [N OTKa3a B NPOBEAEHUM YKa3aHHbIX B 4acTu 2 HacTosLewn
CTaTbW IKCNEPTU3 ABNAETCHA NpeacTaBNeHne JOKYMEHTOB, NepeyYmcrneHHblX B YacTax 1 n 3
HacTosILLEeN cTaTbW, B HENOSTHOM O6bEME NN OTCYTCTBME B NPEACTABIEHHbIX JOKYMEHTaxX
AOCTaTOYHbIX CBEAEHUN, MOATBEPXKAAKLWNX HEOOXOANMOCTb BHECEHNSA N3MEHEHWI.

6. YKasaHHble B 4aCTu 2 HacCTOSLEN CTaTbW SKCNEepTU3bl NPOBOOATCA B MOpsaKe,
YyCTaHOBMNEHHOM cTaTben 23 HacToswero ®efepansHOro 3akoHa.

7. B cpokK, He npeBbIWwanWwmun NATn pabounx AHEN CO OHSA MOMYYEHUSA 3aKNHOYEHN
KOMUCCUM 3KCMNEepPTOB MO pe3ynbTataM yKa3aHHbIX B 4YacTW 2 HACTOSLWEW CcTaTbu
3KCNepTun3, YyNosTHOMOYEHHbIN beaepanbHbI OpraH UCNOSTHATENBHOW BNACTU:
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1) NpUHMMaET peLleHne O BHECEHUN M3MEHEHUIN B OOKYMEHTbI, coaepalumecs B
pPEermcTpaumMoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA JeKapCTBEHHBIM npenapaT Ang
MEeLMLUMHCKOro NPpMMEHEHMS, N 06 OTKas3e BO BHECEHUWN TaKUX U3MEHEHWI;

2) BHOCUT B FOCYAApPCTBEHHbLIN peecTp feKapCTBEHHbIX CPeACTB Ha OCHOBaHMM
pelweHnss O BHECEHUN M3MEHEHMW B AOKYMEHTbl, coaepXalimecs B perncrpaumoHHOM
AOCbe Ha 3aperMcTpyMpoBaHHbIA  NIEKApPCTBEHHbIM Npenapat Aans  MeaMLUMUHCKOro
NpUMeHeHns, HeobxoanuMble N3MEHEHUS 1N BO3BpaLLaeT UX 3adBUTENHO.

8. OcHoBaHMemM ans oOTka3a BO BHECEHWM U3MEHEHUW B  OOKYMEHTbI,
cogepxaiwumecs B permctpauMoHHOM AO0Cbe Ha 3aperncTpupoBaHHbLIN JNeKapCTBEHHbIN
npenapat Ans MeguMUMHCKOrO NPUMEHEeHUs, SBNSEeTCA 3aKMyYeHne YnorIHOMOYEHHOro
denepanbHOro  opraHa  WUCNOSIHUTENbHOW  BRactMi O  BO3MOXHOCTUM  CHUXKEHMS
6e3onacHOCTK, kKavyecTBa, 3PPEKTUBHOCTU NIEKAPCTBEHHOrO CPEeACTBa B Crlyvyae BHECEHUS
Taknx U3MEHEHUN.

9. [Honyckaetca rpaxgaHckui 0OOpOT nekapcTBEHHbIX MpenapaTtoB  Afis
MEOMLUMHCKOrO  NPUMEHEHUs, MNPOM3BEAEHHbIX OO0 MPUHATUMA  YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoOM WCMOSTHUTENbHON BacTW pelleHnst O BHECEHUN U3MEHEHWUA B
OOKYMEHTbI, cogepXalimecs B PerncTtpaumMoHHOM [JOCbe Ha TaKkMe JeKapCTBEHHbIE
npenaparthbl, Unu pewleHnst 06 oTkase BO BHECEHUWN YKa3aHHbIX U3MEHEHWA.

Ctatbsa 31. BHeceHMe wu3aMeHeHWn B [OOKYMEHTbI, cogepxawmecs B
perucTpaumMoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIA  JIEKAPCTBEHHbIN
npenapart Ans BeTepUHapHOro NpMMeHeHus

1. B uensx BHECEHUs WU3MEHEeHMA B [OOKYMEHTbl, coepxawueca B
permcTpaumMoHHOM [0Cbe Ha 3apermcTpuMpoOBaHHbLIM  NIEKAPCTBEHHbIM npenapaTt  ans
BETEPUHAPHOrO  MNPUMEHEHUs,  3asBUTENb  MNpeactaBnsieT B YNOSIHOMOYEHHbIV
denepanbHbI OpraH UCNONHUTESNBHOW BAcTN 3asdABfIEHNE O BHECEHUN TaKNX U3MEHEHWUN
no ¢oopme, yCTaHOBSIEHHOW YNOSHOMOYEHHbIM befeparibHbiIM OpraHoM UCMOSTHUTESTbHON
BNacTn, WU TMPWMNOXEHHbIE K HEMY W3MEHEHWA B YKa3aHHble [OOKYMEHTbl, a TaKke
AOKYMEHTbI, noaTBepXxaatolmne HeobxoaUMOCTb BHECEHUSI TakMX U3MEHEeHUNn. [puHaTue
peLleHnst 0 BHECEHUN TaKUX U3MEHEHUIN U 06 OTKase B X BHECEHWUN OCYLLECTBISAETCS B
CPOK, He MpeBbIWarLWmMi eBAHOCTA paboymx gHEN CO AHA NPUHATUSA YNOSTHOMOYEHHbLIM
denepanbHbIM  OpraHoM WCMOMHUTENBbHOW BRacTU 3asiBIEHNA O BHECEHUMUM TaKuUX
N3MEHEHUN.

2. B cnyyae BHeCeHUs UBMEHEHUN B MHCTPYKLMIO MO NPUMEHEHUIO NIEKAPCTBEHHOIO
npenapaTta And BETEPMHAPHOrO MPUMEHEHMS B OTHOLLUEHUN CBeOeHUA 00 M3MEHEeHMUsIX
A03NPOBKKN, CPOKOB BO3MOXHOIO UCMOMb30BaHUSA NPOAYKUNN KXUMBOTHOMO MPOUCXOXKOEHMS
nocrie npMMEHEHUs1 JeKapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOro MNPUMEHEHUS
NPOBOAMTCHA 3KCNepTu3a NekapcTBEHHOro CpeacTBa A4S BETEPUHAPHOrO NpuMMeHeHus. B
cnyyae HeobBX0OMMOCTM BHECEHUSA MHbIX U3MEHEHUN B AAHHYK WHCTPYKUMIO 3KCnepTuaa
NleKapCTBEHHOro CpeacTBa Afisi BETEPMHAPHOIo NPUMEHEHMST HE MPOBOAUTCS.

3. C 3asBneHneM O BHECEHUM M3MEHEHUN B [OOKYMEHTbl, cogepxalumecs B
pPermcTpaumMoHHOM [0Cbe Ha 3apermcTpuMpoBaHHbLIM NEKAPCTBEHHbIM npenapar nnsg
BETEPUHAPHOIO NPUMEHEHUS, HApPAQY C AOKYMEHTaMM, yKa3aHHbIMM B YacTn 1 HacTosALwen
cTaTtbu, MNPEACTaBnsATCA [OKYMEHTbl, noaTBepxaawowue ynnaTty rocygapCTBEHHOM
MOLSINHbLI 32 BHECEHWE WU3MEHEHUA B WMHCTPYKUWUIO MO MNPUMEHEHUIO JEKAaPCTBEHHOMO
npenapaTa ans BETEPUHAPHOIo NPMMEHEHUS.

4. B cpoKk, He npeBbllalWni OecAaTn paboymx OHEen CO OHA MNOCTYNSeHMUs
yKasaHHOro B 4acTu 1 HacTosilen cTaTtbu 3asBneHUss U HeobXoOouMMbIX [OOKYMEHTOB,
YNONTHOMOY€EHHbIN beaepanbHbI OpraH UCNONMHUTENBHOW BNACTU:

1) NpoBOAUT MPOBEPKY MOMHOTbLI U OOCTOBEPHOCTU CBEAEHUN, COAepXKallMxcsa B
npeacTaBeHHbIX 3asgBMUTeneM JOKyMeHTax;

2) NpUHUMaEeT peLleHne O NPOBeAEHMM IKCNEPTU3bl NEKAapCTBEHHOrO CpeacTBa Ans
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BETEPMHAPHOIo NPUMeHeHnsa nnn ob oTkase B ee NPOBEAEHWUM;

3) yBegoMnisieT B MUCbMEHHOW dhopMe 3asBUTENs O MPUHATOM peLleHun unu B
crnyyae nNpuHATUS pelleHnss o6 oTkase B NPOBEAEHUN IKCNEPTU3bl NEKAPCTBEHHOMO
cpenctBa Ans BeTepuHapHOro NpMMeHeHus ¢ ykasaHMeM NpuYmnH Takoro oTkasa.

5. OcHoBaHMeM a51a oTKasa B NpoBedeHUn 3KCnepTU3bl NeKapCTBEHHOIO cpeacTsa
AN BETEPUHAPHOro MpPUMEHEeHUs SBNSeTCs NpeacTaBreHve OOKYMEHTOB, YKas3aHHbIX B
yactax 1 wu 3 HacTodwen cTaTbW, B HenosiHoM ob6bemMe WnNuM OTCYTCTBUE B
npencTaBfieHHbIX AOKyMeHTax A0CTaTO4YHbIX cBedeHun, noaTBepXaatoLmnx
HeobX0aMMOCTb BHECEHUSI USMEHEHUM.

6. JkcnepTmsa nekapCTBEHHOrO cpeacTBa [Ans BETEPUHAPHOro MPUMEHEHUS B
Lensx BHeCEHNA U3MEHEHNN B OKYMEHTbI, coAepXallnecs B permcTpaumoHHOM 4OCbe Ha
3aperncTpuMpoBaHHbIA  NIeKapCTBEHHbIM npenapat Ans BeTEepUHAPHOro MNpPUMEHEHMUS,
OCyLLEeCTBNAeTCs B MOpsiAke, YCTaHOBMIEHHOM cTaTben 24 HacTosiwero degeparnbHOro
3aKoHa.

7. OcHoBaHMeM pAna oOTKkasa BO BHECEHUN WU3MEHEeHUW B  [JOKYMEHThI,
cogepxawmecs B permcTpauymMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIA FEKapCTBEHHbLIN
npenapaTt Ans BETEPUHAPHOro MPUMEHEHUSA, ABNAETCS 3akrtoyeHMe YNOSTHOMOYEHHOro
degepanbHOro  opraHa  MCMNOSIHUTENbHOM  BfacTM O BO3MOXHOCTU  CHUXKEHUS
Oe3onacHocTM, Ka4vecTBa, 9(PMEKTMBHOCTM  JleKAapCTBEHHOro  npenapata  Ans
BETEPUHAPHOIo NPMMEHEHUS B CllyYae BHECEHUSI UIBMEHEHUWN B YKa3aHHbI€ AOKYMEHTHI.

8. [onyckaetca rpaxgaHCKum 0OOpOT feKapCTBEHHbIX MpenapaTtoB  Ans
BETEPUHAPHOIO MPUMEHEHUS, TMPOU3BEAEHHbIX O MNPUHATUA  YNOAHOMOYEHHbLIM
degepanbHbIM OpPraHoOM MCMOSTHUTENBHOM BfacTU pelleHns 0 BHECEHUN U3MEHEHUA B
OOKYMEHTbI, coAepxalwmecs B pPerucTpaumoHHOM [0Cbe Ha 3aperMcTpupOBaHHbIN
NeKkapCTBEHHbIN Npenapar Ans BeTepUHapHOro NpMMeHeHus, nnn ob oTkase BO BHECEHUM
yKa3aHHbIX U3MEHEHUN.

CtaTtbsa 32. OTMeHa rocyfapCTBEHHOW perMcrTpaumnm nekapcTBeHHOro npenapara

PeweHne 06 oTMeHe rocyaapCTBEHHOW perucTpaumm nekapcTBeHHOro npenapara u
WCKMIOYEHNN NIEKAaPCTBEHHOMO npenapaTa M3 rocy4apCTBEHHOIO peecTpa fNekapcTBEHHbIX
CpeacTB MpMHUMAETCA YNOSTHOMOYEHHbIM dhefepanbHbiM  OPraHoOM  UCNOSTHUTESbHOW
BNacTu B criyvae:

1) NnpencrtaBneHns COOTBETCTBYIOLLMM YNOMHOMOYEHHbIM heaepanbHbiM OpraHoM
NCMONHUTENBbHOM BACTK 3aKNO4YEHNA O pucke nnu o6 yrpose 300p0oBbI0, XKMU3HU YenoBeka
WX KMBOTHOrO MNPU MPUMEHEHMM JEKApPCTBEHHOrO npenapaTa, MpeBbIAWMX €ero
3PPEKTUBHOCTb, MO pe3ynbTaTaM OCYLLECTBMISIEMOIO UM MOHUTOPUHra 6e30nacHoOCTU
rfleKapCTBEHHOrO npenapara;

2) nogayn pa3paboTyYNKOM NEKapCTBEHHOrO CpPeAcTBa MM YNOSIHOMOYEHHbLIM UM
APYrMM HOpUONYECKUM NULIOM 3asBreHna o6 OTMeHe rocygapCTBEHHOW permcrpauuu
rfleKapCTBEHHOrO npenapara;

3) HenoATBEPXAEHMSI TOCYOAaPCTBEHHON perncTpaumm nekapCTBEHHOro npenaparta
Nno UCTEYEHUM CpOoKa AENCTBUS PErMCTpauMoOHHOrO yOOCTOBEPEHUS, BblAAHHOMO Ha NATb
ner;

4) HenpencTaBneHus 3asBuTeENeM WHOPMaUUKM, KOTopas MOXET MNoBfieyb 3a
cobon HeoBXOOMMOCTb BHECEHUSI W3MEHEHMA B [OOKYMEHTbI, coAepxawmecs B
perncTpaumMoHHOM OOCbe Ha 3aperMcTpmpoBaHHbIA NEKAPCTBEHHLINM npenapaT, B Te4YeHne
TpmuauaTtn paboumx gHen co AHSA HACTYMMEHNs 3TUX NU3MEHEHUIA;

5) ocywecTBneHns rocyaapCTBEHHOM perncTpauumn nekapCcTtBEHHOro npenapaTa
nog TOProBbiIM HaMMEHOBaAHMEM 3apPErMCTPUPOBAHHOIO paHee nog 3TUM TOProBbiM
HaMMeHOBaHWEM JIeKapCTBEHHOro npenapara;

6) ocyLWecTBNEHNSA roCygapCTBEHHOW pernctTpaunm 3asBUTenieM ogHOro U TOro xe
nekapCTBEHHOro npenaparta nog pasfinyHbIMU TOProBbIMWU HAaMEHOBAHUSIMN;
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7) BblHECEHUA CYyOOM pelleHnA O HapyLlleHUnU npas npaBoo6nap,aTen;| 00beKToB
MHTeHHeKTyaﬂbHOVI cobCTBEHHOCTH npu o6pau.|,eH|/w| JIEKapCTBEHHbLIX CPpeaCTB.

CtaTtbs 33. [ocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB

1. locynapCTBEHHbIA peecTp NEeKapCTBEHHbIX CPEeACTB COAEPXKUT NepeyeHb
NEeKapCTBEHHbIX MNpenapaToB, MNPOLUEALUNX TFOCYAAapPCTBEHHYK perncrpauuio, nepedeHb
hapmaLeBTUYECKMX CYOCTaHUMIA, BXOASLWMX B COCTaB fIEKAapPCTBEHHbIX MpenapaTtoB, U
cnefyoLyo MHopMaLUnto:

1) B OTHOLLEHUN NEKAaPCTBEHHbIX NPenapaToB:

a) HaMMeHoBaHMe NeKapCTBEHHOro nNpenapaTa (MeXxayHapoaHoe HenaTeHToBaHHoe
NN XMMUYECKoe 1 TOProBoe HaMMeHOBaHMs);

6) nekapcTBeHHasa hopma C ykasaHMeM [LO3VPOBKM NEKAPCTBEHHOro npenapara u
ero KkonmyecTea B NOTPebUTENbCKON YNakoBKe;

B) HauMeHOBaHKe pa3paboTymka NekapCTBEHHOro nNpenaparta;

r) HaMMeHoBaHMe N agpec NPoON3BOANTENS NEKAapPCTBEHHOIo nNpenapara;

A) dapmakoTepaneBTMYeCKas rpynna NekapcTBEHHOro npenaparTa;

€) NoKa3aHus 1 NPOTMBOMNOKa3aHUA K MPMMEHEHMIO NTEKAPCTBEHHOrO npenapara;

X) NoBoYHbIE AENCTBUS NIEKapPCTBEHHOIO nNpenapaTa;

3) CPOK roAHOCTW NekapCTBEHHOro npenapara;

N) yCNOBMSA XpaHEeHUs NnekapCcTBEHHOro npenapara;

K) ycrnoBusi oTnycka nekapCTtBeHHOro npenapara;

n) Homep dhapMakonemHOW cTaTbW WM B Cly4yae ee OTCYyTCTBUA HOMep
HOPMaTUBHOW AOKYMEHTauun nmbo HOPMaTMBHOIO JOKYMEHTA;

M) [fJaTa rocygapCTBEHHOW perncrpauum IekapcTBEHHOro mnpenapata M ero
perncTpayuoHHbIN HOMED;

2) B OTHOLUEHUWN hapMaLeBTUYECKUX CyOCTaHUMIA:

a) HauMeHoBaHue dapmaueBTUYeCcKon cybcTaHumm (MexxgyHapoaHoe
HenaTeHTOBaHHOE UM XMMUYECKOE N TOProBoe HAaMMEHOBAHWS);

0) HaMmeHoBaHWe 1 agpec NPOM3BOANTENSA hapMaLeBTUYECKON cybBCTaHLuu;

B) CPOK roqHOCTU dhapMaLeBTUYECKON cybCcTaHLuMK;

) ycnoBus XxpaHeHnsa papmaweBTMyeckon cybctaHumm;

A) Homep dbapmakonemHon cTaTbM WM B Crydae ee OTCYTCTBUS HOMep
HOPMaTUBHOW AOKyMeHTauumn imbo HOPMaTMBHOTO JOKYMEHTA.

2. ®apmaueBTuyeckad cybcTaHumd, Heucrnonb3dyemas npuv  Npou3BoACTBE
NeKapCTBEHHbIX MnpenapatoB, MOXeT ObiTb BKMOYEHA B rOCYyAapCTBEHHbLIN peecTp
NeKapCTBEHHbIX CPeaCcTB Ha OCHOBaHWW 3asBneHus paspaboTyuka, Npou3BOAUTENS
neKkapCcTBEHHOro cpeacrtsa nMbBO  YNONHOMOYEHHOrO VMW HOPUOMYECKOrO nuua npwm
YCIOBUWN MPOBEAEHUA B OTHOLUEHUN Takon dhapmaueBTU4eCcKon cybCTaHUUKM 3KCnepTusbl
KayecTBa (papMaueBTUYECKOM CyOCTaHUMM B Nopsgke, YCTaAHOBIEHHOM cTaTben 34
HacTosilwero ®eaepanbHOro 3akoHa.

3. MNopsagok BeAeHWA rocydapCTBEHHOINO peecTpa feKkapCTBEeHHbIX CPeacTB Anis
MEOMLUMHCKOrO  MPUMEHEHMS W NOpPSAOK BedeHMs rocyAapCTBEHHONo  peecTpa
NEeKapCTBEHHbIX  CPeACTB AN BETEepUMHapHOro  NPUMEHEHUs  YyTBEepXOarTCs
COOTBETCTBYHOLLMM YNONIHOMOYEHHbIM doefieparibHbIM OPraHOM UCMOSTHUTENbHOW BNACTW.

Ctatba 34. Okcneptu3a  kayectBa  dpapmaueBTUYECKOM  cybCcTaHuuu,
Hencnonb3yemMou npu NPon3BOACTBE fNIEKapCTBEHHbIX NpenapaTos
1. Ons BknoYeHns dapmMaueBTUYeCcKOM CcybCcTaHumMM, Heucnonb3yemon npu
NPON3BOACTBE fleKapCTBEHHbIX MpenapaToB, B roCyAapCTBEHHbLIN peecTp NekapCTBEHHbIX
cpencTB, NPOBOAUTCS SKCNepTU3a ee KayecTsa.
2. OkcneptM3a KayectBa yKasaHHOM B 4actu 1 Hacrtoswewn craTbu
hapmavneBTU4eckor cybCcTaHumm, COCTaBfeHME KOMUCCUEWN IKCMEpPTOB 3aKMo4eHur Mo
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pesynbTatamMm TakoW 9KCNepTusbl U UX HanpasfieHWe B YMNOSIHOMOYEHHbIN dhefepanbHbiv
opraH WCMOMHUTENbHOW BMNacTM  OCYLIECTBIAOTCA B CPOK, He npeBbllaroLwni
wectngecatm pabounmx [OHEN CO  AHSA  MNOMyYeHUs] SKCMEPTHbIM  YYpexXAeHWem
COOTBETCTBYHIOLLErO 3afaHus YNOSTHOMOYEHHOro doefiepasibHOro opraHa UCMoSTHUTENbHON
BNacTM M [OKYMEHTOB, YKa3aHHbIX B MyHKTax 4 -7 4vactu 3 cratbuM 18 HacToswero
depepanbHOro 3akoHa.

3. [Ana npoBeAeHnsa aKcnepTuabl KadecTBa ykazaHHOM B YacTu 1 HacTosiLen ctaTtbu
hapmaueBTuyeckon cybCcTaHuMn 3asBUTENb NpeacTaBnseT B YNOMHOMOYEHHbIN
dhefiepasnbHbIN OpraH UCNONHUTENBbHOM BNacTu:

1) 3asiBNeHne O BKMOYEHUN B rOCYAAPCTBEHHLIN PeecTp feKapCTBEHHbLIX CPeacTB
AaHHOM (bapmaueBTMYECKON CyOCTaHLUMK;

2) OOKYMEHT, NOATBEPXOALWMIA yNnaTy rocyaapCTBEHHON NOLUSINHBI 3a BKNKOYEHUe
hapmaueBTHUYeckon CcybCcTaHUMM, HEUCNOoSib3yeMOW Npu MPOU3BOACTBE JFIEKAPCTBEHHbIX
npenapaToB, B rocyJapCTBEHHbIN PEECTpP NeKapCTBEHHbIX CPEACTB;

3) AOKYMEHTbl, YyKa3aHHble B MyHKTax 4 -7 vactu 3 crtatbm 18 HacTosiwero
degepanbHOro 3akoHa.

4. B TedyeHne nATM paboumx OHEW CO AHA MPUHATUS 3adBfEeHUs1 O BKIHOYEHUU
yKazaHHOW B 4actu 1 HacToswen cratbum (papmaueBTnyeckon cybctaHumMm B
roCyJapCTBEHHbIN PEECTP NEKAapCTBEHHbIX CPeACTB UM [JOKYMEHTOB, MEPEYUCIIEHHbIX B
yactM 1 1 NyHKTEe 2 YyacTn 3 HacTOSALLEN CTaTbW, YNONHOMOYEHHLIN dbeaeparibHbIN opraH
NCMNONHUTENbHOM BNacTu:

1) npoBOAUT NPOBEPKY MOSIHOTbI AAHHbIX, COAEpXalMxcs B nNpencTaBneHHbIX
3asiBUTENEM AOKYMEHTAX;

2) NpYHMMaeT pelleHne O HarnpaBfeHUn B 3KCNEPTHOE yypexaeHue 3afdaHus Ha
npoBedeHNe JKCMepTU3bl KavecTBa YKasaHHOM B 4Yactu 1 HacToswen cratbu
hapmaLeBTU4eCcKon cybcTaHumm unm ob oTkase B TaKOM HanpaBneHuu;

3) yBegoMnisieT B MUCbMEHHOW dhopMe 3asBUTENS O MPUHATOM PeLleHun unu B
Crny4vae oTKasa C ykaszaHMeM MPUYnH Takoro oTkasa.

5. OcHoBaHMeM Ansa oTkasa B HanpaBfeHUW B 9KCMEPTHOE yypexaeHne 3adaHns Ha
nposedeHWe 3KCNepTu3bl KayecTBa YKasaHHOM B 4actu 1 HacToswen craTbu
hapmaLeBTUYECKOM cybcTaHumm aBnsaeTca HenpeacTaBneHune AOKYMEHTOB,
NepeyYmCrieHHbIX B 4YacTn 2 U MyHKTe 2 YacTu 3 HacToALEeN CTaTbM.

6. B TeuyeHne naATHaguatm paboumx QOHEN CO OHA NOSMyYEHUA peLleHus
YyNONHOMOYEHHOro doefiepanbHOro opraHa WCMNOMHUTENBHOW BRAacTyM O HanpasfeHun B
3KCNepTHOE yypexaeHue 3aJaHus Ha MpoBedeHWe IKCNepTU3bl KayecTBa yKasaHHOW B
yactn 1 HacTosiwen ctaTbk papmMaueBTUYECKON CybCcTaHUMN 3aaBUTENb NPeacTaBnsieT B
9KCNepTHOEe  yuypexaeHue AN NpoBedeHWs  OaHHOM  9KenepTu3bl  obpasubl
hapmaLeBTUYECKOM CybCTaHUMM B KOnMyecTBe, HeobxoaMMOM And BOCNPOU3BEAEHMS
METOLOB KOHTPONA KayecTBa. OKCNEpTHOe ydpexaeHue npu nosyvyeHun obpasuos
yKazaHHOMW B 4acTu 1 HacTosdlen cTaTbl apmaueBTU4eckon cybcTtaHuun BbloaeT
3aABUTEN0 [OKYMEHT, MOATBEPXAAlLWMi nonydyeHne 3Tux obpasuoB, M B CpPOK, He
npesbllaOWNN Tpex pabounx gHewn, yBeooMnseTr B MNUCbMEHHOW ¢opme 06 3ToMm
YNONTHOMOYEHHbIN  (hefepanbHbii  OpraH  UCMOSNMHUTENBbHOW Bfactu. 3OTUM CPOKU He
BKIMOYAKOTCSH B CPOK NPOBEAEHUS AAaHHOW IKCNEePTU3bI.

7. [OKyMeHTbl, MNOCTYNuBLUME B 3KCNEpPTHOE YyypexaeHue nAns npoBeneHus
3KCNepTu3bl KayecTBa YyKa3aHHOWM B 4acTu 1 HacToswen ctatbn dapmaleBTUHECKON
cybGCTaHumM, noanexar BO3BpaTy B  YMNOMIHOMOYEHHbIM  deaeparnbHbii  OpraH
NCMONHUTENbHOM BNacT OQHOBPEMEHHO C 3aKNKYEeHUsMN No pe3yrbTaTtaM npoBeaeHHOM
3KCnepTU3bl.

8. B cpok, He npesblWwamoWwmnn Nt pabounx AHEen Co AHA MONMyYEeHUs 3aKYeHUs
KOMMUCCUM SKCMEepTOB MO pesynbTaTaM 3SKCNepTusbl KayecTBa YykaszaHHOWM B 4vactu 1
HacTosilen ctaTby (papmMaueBTMYECKON cybCTaHuuK, YNONTHOMOYEHHbIN heaepanbHbIn
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opraH UCNOSTHUTENbHOW BNACTHU:

1) ocyLLeCTBISET OLEHKY TaKOro 3akroyeHus ansa onpeneneHns ero CoOoTBeTCTBUSA
3aJaHuo Ha NpoBeAeHNEe AaHHOM KCNEPTU3bI;

2) npMHMMaeT pelleHe O BKITKYEHUM YyKa3aHHOM B YacTu 1 HacTosilen craTbu
hapmaLeBTUYECKOM CyOGCTaHUMM B rocyaapCTBEHHbLIN peecTp IeKapCTBEHHbIX CPeacTB
nnn pelieHne ob oTkase B TAaKOM BKIHOYEHWUM;

3) BHOCUT NpU NPUHATUN peLleHUs O BKIOYEHUM yKa3aHHOW B 4YacTu 1 HacToswwen
cTatbu (papmMaueBTUYECKOW CYyBCTaHUMM B roCcyfapCTBEHHbIN pPeecTp JieKapCTBEHHbIX
CcpeacTB NpeayCMOTPEHHYIO MYyHKTOM 2 vactn 1 ctatbm 33 Hactosiwero denepanbHOro
3aKoHa nHopmaumo 1 ysegomnsieT 06 3ToOM B MMCbMEHHOW (hopme 3asiBUTENS.

Ctatba 35. [loBTOpHOE nNpeAcTaBneHWE feKapCTBEHHOro npenaparta, He
npoLleLero rocygapCTBEHHOW perncTpaumm nekapCTBEHHbIX NpenapaTos,
Ha rocyfapCTBEHHYIO pernctTpauuio fiekapCTBEHHbIX NpenapaTos
[MoBTOpHOE NpeacTaBrieHne B COOTBETCTBYIOLLMA YIONTHOMOYEHHbBIN doefeparnbHbIv
opraH WCMONHUTENbHOW BNacTuU NEeKapCTBEHHOro npenapaTta, He npoweaLlero
rocygapCTBEHHOW permcTpauumn fnekapCTBEHHbIX NpenapaToB UMy MOfyyYuBLIErO OTKa3 B
yKazaHHOW peructpaunnm u BAOCNEACTBUM MNOOBEPrIEerocss M3MEHEHUI B 4acTu ero
cocTaBa, paccmaTpuBaeTCsa Kak NpeacTaBfieHMe HOBOro fieKapCTBEHHOro npenaparta Ha
ero rocyJapCTBEHHYIO perucTpauuio He3aBUCMMO OT COXPaHEHUs €ero MNepBUYHOro
HanMeHOBaHMA.

Ctatba 36. OGxanoBaHuwe pelweHuss 00 OTKase B Bblgave paspelleHns Ha
npoBeAeHne KNMHUYECKUX UccnegoBaHUn NekapcTBEHHOro npenapara unm
peweHnss o6 oOTKase B rocygapCTBEHHOW perncrpauun rnekapCTBEHHOro
npenapara

PeweHne COOTBETCTBYIOLWErO  YNONTHOMOYEHHOro  doefeparnibHOro  opraHa

NCNOSTHMUTENbHON BracTn 06 OoTKase B Bbigayve paspeLleHns Ha NpoBeAeHne KIMHUYECKUX
nccnegoBaHUn NeKapCTBEHHOMo npenapara unu peweHne o6 otkase B rocyfapCTBEHHON
perncTpauum rnekapcTBEHHOro npenapata MoXeT 6bITb o06XanoBaHO B nopsake,
yCTaHOBJIEHHOM 3aKkoHoAaTeNnbCcTBOM Poccumnckon ®epepaumu.

Cratba 37. WHGopmauus, cBs3aHHasi C OCYLIECTBIIEHMEM T[OCYyAapCTBEHHON
perncTpaumm neKkapCTBEHHbIX npenapaTos, nHopmauns o}
3aperncTpupoBaHHbIX FEKapCTBEHHbIX Mpenapatax W feKkapCTBEHHbIX
npenaparax, UCKNYEHHbIX N3 FOCYAapCTBEHHOIO peectpa NekapCTBEHHbIX
cpeacTs

1. CoOTBETCTBYIOLWMNIN YNOMHOMOYEHHbIN doeaeparbHbI OpraH MCNOSTHUTENBbHOM

BflacTu pasmellaeT Ha cBoeM odumumanbHoMm camte B ceTn "MHTepHeT" nHdopmauuio,
CBA3AHHYI0 C OCYyLleCTBNIeHWeM TrOCyJapCTBEHHOW perucrpaumm  nekapCTBEHHbIX
npenapatoB, B TOM u4ucCfe NpoOBeAEeHUEeM IKCMepTu3bl JEeKapCTBEHHbIX CPeacTs,
WHOpMaUMIO O 3aperncTpupoBaHHbIX JEKAPCTBEHHbIX Mnpenapatax M JieKapCTBEHHbIX
npenaparax, UCKMIOYEHHbIX U3 rOCYyAapCTBEHHOIO peecTpa NekapCTBEHHbIX CPEeACTB, He
nosgHee 4em 4epe3 nNATb paboumx OHENn CO OHA MONyYEeHWA COOTBETCTBYHOLLUM
YNONHOMOY€EHHbIM  (heaepanbHbiM  OpPraHOM  WUCMOSTHUTENbHOW BMacTU  3asiBfIEHUA O
rocyaAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparTa.

2. CpokM M nopsgok pasMeLleHUs yKa3aHHOM B 4YacTM 1 HacTosdWen craTbu

MHdOpMauunm yCTaHaBnMBalTCA YNOSTHOMOYEHHbIM deepanbHbIM opraHom
NCMONHUTENbHOM BracTu.

MnaBa 7. KnuHnyeckue uccnenoBaHus nekapcTBeHHbIX NpenapaToB AnsA
MeAULMHCKOro NpMMeHeHusi, AOroBop 06 UX NpoBeAeHUU, NpaBa NaUUeHToB,
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ydyacTBYROLWUX B 3TUX UCcclriegoBaHUAX

Cratba 38. KnuHuyeckume wuccnenoBaHust NEKapCTBEHHbIX MpenapaToB Ans
MeOMLMHCKOro NpUMEHEeHUs

1. KnuHnyeckme mnccnepoBaHust NeKapCTBEHHbIX MpenapaToB A MeOULMHCKOro
NPUMEHEHNS, B TOM 4uCre MeXAyHapoAHble MHOMOLEHTPOBbIE, MHOMOLEHTPOBbLIE,
NoCTPEerncTpaLmoHHble, NPOBOAATCA ANS rOCYAapCTBEHHOW perncTpaumm nekapcTBEHHbIX
npenapatoB M WHOMO npefHa3HadYeHuss B OAHOW WM HECKOSIbKUX MeLULMHCKUX
opraHusaumsax B COOTBETCTBUM C MpaBuiaMy KIMHUYECKOW MPaKTUKW, YTBEPXKOEHHbLIMM
YNOSIHOMOYEHHbIM heaeparibHbIM OpraHOM MUCMONHUTENbHOW BlAacTW, COOTBETCTBEHHO B
cnegyrwmnx Lensx:

1) ycTtaHoBneHuve 6e30MacHOCTM feKapCTBEHHbIX MpenapaToB AN 300POBbIX
pobposonbUeB W (MNK)  NEPEHOCMMOCTM WX  340poBbIMM  AobpoBonbuamu, 3a
UCKITIOYEHNEM TaKMX WCCReAoBaHMM NeKapCTBEHHbIX NpenapaTtoB, NPOU3BEAEHHbLIX 3a
npegenamu Poccuiickon ®egepaunu;

2) nogbop onTumarnbHbIX 4O3MPOBOK NIEKAPCTBEHHOrO Npenapara u Kypca rnevyeHus
ANSA NauMeHToB C onpeaeneHHbIM 3aboneBaHneM, onTMmarbHbIX 403 U CXeM BaKLMHaLUK
UMMYHOBMNONOrMYECKNMIN NieKapCTBEHHLIMM NpenapaTamMmu 340poBbIX 40OPOBONbLEB;

3) ycraHoBneHve 6e30MacHOCTM  fIEKApCTBEHHOro  npenapata W ero
3(ppeKTUBHOCTN AN NaUMEHTOB C onpeaefieHHbIM 3aboneBaHnem, NpogUIaKkTU4eCcKon
3(P(PEKTUBHOCTN UMMYHOBMONOrMYECKNX JEKAPCTBEHHbLIX NpenapaTtoB ANns 3400pPOBbIX
nobpoBoOnbLEB;

4) un3ydeHWe BO3MOXHOCTW pacClUMpeHus MoKasaHun Onsa  MeauuMHCKOro
npUMeHeHns n BbISIBNEHNS paHee HEN3BeCTHbIX noboYHbIX  AenCcTBUM
3aperncTpMpoBaHHbIX NeKapCTBEHHbIX NpenapaTos.

2. B OTHOWeEHMM BOCMNPOM3BELAEHHbLIX FEeKapCTBEHHbIX npenapaTtoB  Anis
MEeOMLMHCKOrO MNPUMEHEHNS MPOBOOATCA WcCcrefoBaHUs OMO3KBMBANEHTHOCTU U (MnKn)
TepaneBTUYECKON IKBMBANEHTHOCTM B MOpsdKe, YCTAHOBMAEHHOM  YMOMHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMNOSHUTENbHOW BRACTW.

3. OpraHumsaumio npoBefeHUs KIMHUYECKUX WUCCRedoBaHuMM  NeKapCTBEHHOMO
npenaparta ang MeguumMHCKOro NpUMeHeHns Bnpase OCyLLeCcTBNATb:

1) pa3paboTymk nekapCTBEHHOro npenapara unm ynonHOMoO4YeHHOe UM NNLO;

2) obpasoBaTenbHble yypexaeHus BbicLLero npodeccmoHanbHoOro obpasoBaHus u
(vnn)  obpasoBaTenibHble  yypexaeHust  AOMOSIHUTENbHOrO  NPOdECCUMOHANbHOro
obpasoBaHus;

3) Hay4HO-UccnegoBaTeNbCKNE OpraHm3aumnn.

4. KnuHuyeckne unccrnenoBaHUs NeKapCTBEHHbIX npenapaTtoB Ans MeOULUMHCKOro
NPUMEHEHNA MPOBOAATCA B MOpsAKe, YCTaHOBMEHHOM cTatbamu 20 - 22 HacTodawero
depepanbHOro 3akoHa, Ha OCHOBaHUM paspelleHns Ha npoBefdeHue  KIMHUYECKOro
nccnenoBaHns NeKapCTBEHHOrO npenaparTa, Bbl4aHHOro YNONHOMOYEHHbIM
deneparnbHbIM  OpraHoOM WUCMOSIHUTENbHOW BNacTM, B COOTBETCTBMM C  LENsmu,
yKasaHHbIMM B 4acTm 1 HacToswen ctaTbW. YNOMHOMOYEHHbIN eneparbHbii opraH
WCNOSNTHMUTENbHON BRacTM BedeT peecTp BblAaHHbIX paspeLlleHnMrn Ha npoBeaeHue
KNMUHUYECKUX UCCNeaoBaHMin NieKapCTBEHHbIX NMpenapaToB, COAepXallmin yKkasaHme Ha Ux
uernb Unu uenu, B yCTaHOBEHHOM 3TUM OpraHoM nopsake.

5. B cny4yae ocyulleCTBMeHUs1 rocydapCTBEHHOM perncrtpaumm nekapCcTBEHHOro
npenaparta rocyaapCTBEHHas MOWSIMHA 3a NpoBedeHMe 3KCNepTusbl JOKYMEHTOB ANd
NnonyyYyeHnsa paspelleHnn Ha NpoBefeHMEe KIMHUYECKUX UCCNeaoBaHUM feKapCTBEHHOMO
npenapara ans MeguunHCKOro NPMMEHEHUS 1 3TUYECKON 3KCNepTm3bl Npy obpalleHnn 3a
rocyAapCTBEHHOW perncrpauuen nekapcTBEHHOro npenapaTta B COOTBETCTBUM C LESbIO
UNn LensiMm, ykazaHHbiMK B 4acTu 1 HacToSALLEN cTaTby, yNraynBaeTcs OAHOKPATHO.

6. K opraHmsaumm npoBeAeHUs KIMHUYECKUX WCCeLOBaHUN feKapCTBEHHOMO
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npenaparta ans MeamunHCKOro NnpuMeHeHnst pa3paboTynkoMm nekapCTBEHHOro npenapara
MOryT NMpuBIieKaTbCa puanyeckue nuua nobor opraHM3aunoHHO-NPaBoBON hopMbl Mpu
yCcrnoBun obecneyeHnsa COOTBETCTBMS ITUX MCCRneaoBaHuMn TpeboBaHWSIM HaCcTOALLEro
depnepanbHOro 3akoHa.

7. KnuHnyeckne nccnefoBaHUsi NeKapCTBEHHbIX NpenapaTtoB ANd MeOULMHCKOro
NPUMEHEHNA  MNPOBOAATCA B MEOUUMHCKUX  OpraHu3aumsax,  akkpeguMTOBaHHbIX
YNOSTHOMOYEHHbIM  ddefiepanbHbIM  OPraHoOM  UCMOSHUTENBbHOW BflaCTM B NOPSAKeE,
ycTaHoBrneHHoM [NpaBuTtensctBoMm Poccurickon ®enepauuu.

8. [llepeyeHb MeOULUMHCKMX OpraHuMsauuMi, UMerLWmMx npaBo NPOBOAUTb
KNWHMYECKMEe  UCCredoBaHWSA  fIeKapCTBEHHbIX  npenapaTtoB  And  MeAuLMHCKOro
NPUMEHEHNSA, W pPeecTp BblJaHHbIX paspelleHnn Ha MpoBedeHne  KIUHUYECKUX
nUccrnegoBaHUM  NEKAapCTBEHHbIX MNpenapaTtoB  OMNyOfMKOBLIBAKOTCA W pasMellarnTcd
YNOSTHOMOYEHHbIM hbefepanbHbIM OpPraHOM WUCMOMHUTENbHOM BNactu B YCTaHOBMEHHOM
UM nopsiake Ha ceBoeM ouumansHOM canTte B ceTn "UIHTepHeT".

Cratba 39. MexayHapogHOE MHOrOLEHTPOBOE KIMHUYECKOE uCccregoBaHue
NeKkapCTBEHHOro npenapata And MeAUUMHCKOrO  NPUMEHEHUS  Unn
NOCTPErNCTPaUMOHHOE  KITMHMYECKOEe UccnegoBaHMe  NekapCTBEHHOro
npenapata ans MeauuMHCKOro NpuMeHeHns

1. MexgyHapogHoe MHOrOLIEHTPOBOE KNUHWYyeckoe nccnegoBaHue
rfieKapCTBEHHOro npenapaTa aAns MeguuMHCKOro NpuMeHeHust Ha Tepputopumn Poccumnckon
degepaumm Mnn NOCTPErUCTPALMOHHOE KITMHMYECKOE WUCCreaoBaHWe NeKapCTBEHHOMO
npenapaTta 4ns MeavLUUHCKOro NpUMEHEHUsT NPOBOAUTCS Ha OCHOBaHUWM paspeLleHus Ha
npoBefdeHne KINMHUYECKOro WCCNedoBaHUsA JeKapCTBEHHOro npenapara, BblgaHHOro
YNONMHOMOYEHHbIM hefeparnibHbIM OpraHoOM WMCMOSTHUTENbHOW BracTv No pesynbTatam
3KCNepTU3bl JOKYMEHTOB, HeobXoOuMbIX ANA MOMyYeHWsa paspelleHus Ha npoBefeHue
MEXOYHapOOHOr0  MHOrOLEHTPOBOrO  KIIMHUYECKOro  UCCredoBaHUs  NIeKapCTBEHHOrO
npenapata WnNu MOCTPErNCTPALMOHHOIO KIMHUYECKOro UCCrneaoBaHUsA feKkapCTBEHHOMO
npenapara, U 3TUYECKON IKCNEePTU3bI.

2. [Ons nonyyvyeHus  paspelleHns Ha  NpoBedeHWe  MeXOyHapOOHOro
MHOIOLEHTPOBOrO  KIIMHUYECKOro  MCCrefoBaHUA fekapCTBEHHOro npenapaTta Ans
MEeOMLUMHCKOrO MNPUMEHEHUA UM NOCTPErncTpPaLMOHHOIO KIMHUYECKOrO UCCreaoBaHus
NeKkapCcTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUS B YNONTHOMOYEHHbIN
doeaepanbHbIN OpraH UCNOSTHUTENBHOW BlacTU 3adBUTENb NPeLCTaBlseT:

1) 3agBneHMe O Bblgavye paspelleHMs Ha npoBedeHMe MeXayHapoLHOro
MHOIOLEHTPOBOrO  KITIMHUYECKOrO  MCCrefoBaHUA flekapCTBEHHOro npenapaTta  Ans
MEOMLUMHCKOrO MNPUMEHEHUA UM NOCTPErncTpPaLMOHHOIO KIMHUYECKOrO UCCreaoBaHus
nekapCcTBEHHOro npenapara Ans MeanUUHCKOro NPUMEHEHNS;

2) OOKYMEHT, noaTBepXOalolnin ynnaty rocygapCTBEHHOW MOLUNWHBI 3a Bblgady
paspelleHMss Ha npoBefeHVMe MeXOYHapOAHOro  MHOrOLEHTPOBOrO  KIMHUYECKOro
nccnegoBaHWa NekapcTBEHHOro npenapata Ang  MeOUMUMHCKOrO  MPUMEHEHUS  UNnu
rocyaapCTBEHHOM NOLUMVHbI 3a Bblgavy paspeLueHmns Ha nposegeHve
NOCTPErMCTPaLMOHHOIO KITMHMYECKOrO UCCNeaoBaHWA JieKapCTBEHHOro npenaparta Aans
MEeLMLUMHCKOro NPUMEHEHUS;

3) OTYeT O AOKIMHMYECKUX UCCNEOOBaHUSX NEKApPCTBEHHOrO cpeactsa M OTYET O
NPOBeAEHHbIX paHee KIUMHWUYECKUX WCCredoBaHMAX FEeKapCTBEHHOro npenapata Aans
MEANLMHCKOro NPUMEHEHNS (MpY Hann4nm);

4) NPOEKT NPOTOKOMNa KIMHUYECKOro WCCneaoBaHWs fekapCTBEHHOro npenapaTa
AN MeQULMHCKOro NPUMEHEHUS;

5) 6Gpowwtopy uccnegoBartens;

6) WHPOPMAUMOHHBLIN FNUCTOK MauMeHTa, Y4yacTBYWOLWEro B  KIUMHUYECKUX
nccrnegoBaHUAX NekapCTBEHHOMo npenapaTa AN MeaULUHCKOro NpUMeHeHus;
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7) cBepeHua o6 onbiTe paboTbl wmccrnegoBatene N0 COOTBETCTBYHOLLMM
crneumnanbHOCTAM U UX OnbiTe paboTbl NO NPOBEAEHMUIO KIMMHUYECKNX UCCIEA0BaHUN;

7.1) cBegeHMa O MEeAMUMHCKMX OpraHusaumusax, B KOTOpbIX npeanonaraetca
npoBefeHNe  KIMWHWYECKOro  UCCnefoBaHUs  fleKapCTBEHHOro  npenapata  Angd
MeANUMHCKOrO npuMeHeHust (NoNHoe M COKpalleHHOe HaMeHOBaHUs, OpraHu3auMoHHO-
npasoBad hopmMa, MECTO HAXOXOEHUS U MECTO OCYLLECTBMEHNA OeATEeNbHOCTHN, TenedoH,
Tenedakc, agpec 3f1IEKTPOHHOM MOYTLI MEAULUHCKON OpraHu3aumm);

7.2) npegnonaraeMble CPOKM MPOBEOEHUS  KIMHUYECKOro  MUccrenoBaHus
nekapCTBEHHOro npenaparta ana MeguunHCKOro NpUMeEHeHUs;

8) konuio gorosopa 0b6sa3aTeNlbHOro CTpaxoBaHuWs, 3aKNMOYEHHOIro B COOTBETCTBUMU C
TUMOBbIMW MpaBunaMmu 064A3aTeNnbHOro CTpaxoBaHWA, C yKasaHueM npefesibHoOn
YUCMNEHHOCTM NaLMEHTOB, Yy4acTBYIOLWINX B KITMHUYECKOM UCCNefOoBaHUU NeKapCTBEHHOIo
npenapaTta Ans MeanumMHCKOro NpuMeHeHus;

9) wuWHMopMauui O CcocTaBe JeKapCTBEHHOro nmnpenapata And noslyvyeHus
paspelleHnss Ha MpoBedeHue MeXAyHapOAHOro MHOrOLEHTPOBOrO  KIMHUYECKOro
nccrnegoBaHus fiekapCTBEHHOro Npenaparta gfisi MEQULMHCKOro NPUMEHEHUS;

10) OOKYMEHT, COCTaBfieHHbI MPOU3BOAUTENEM JIEKAPCTBEHHOro npenaparta u
coaepxawymm nokasartenu (xapakTepucTukm) nekapCTBEHHOro npenaparTa,
Npou3BeLeHHOro Arsi NPoBeAEHNS KIMHUYECKNX UCCreaoBaHUMN.

3. B cpok, He npeBbIWaLWmi natTn paboymx gHen co OHA NPUHATUSA yKa3aHHOro B
nyHkTe 1 4YacTu 2 HacTosiwen craTbU 3asBNeHWs W HeobXxoouMMbIX [OOKYMEHTOB,
YNONMHOMOY€EHHbIN doefeparnbHbI OpraH UCNOSTHUTESTbHOW BNaCTU:

1) NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU CBEAEHWUMN, COAEPKALLMXCA B
npeaCcTaBiEHHbIX 3asiBUTENEM AOKYMEHTaX;

2) NPUHMMAET peLLUEHNEe O NPOBEAEHUN IKCNEPTU3bl LJOKYMEHTOB ANA MONyYeHus
paspelleHnss Ha MpoBedeHue MeXOyHapOAHOro MHOFOLEHTPOBOrO  KIMHUYECKOro
nUccnegoBaHUa fieKapCTBEHHOro npenapata  Ans  MeauUMHCKOro NPUMEHEHUA  Unu
NOCTPErNCTPaALMOHHOIO KIMHUYECKOrO UCCefoBaHUA JNEKapCTBEHHOro npenapata ans
MEAMLMHCKOrO MNMPUMEHEHUS N 3TMYECKOM 3KCnepTudbl Nnbo o6 oTkase B npoBeneHuu
yKa3aHHbIX 9KCNepTus,;

3) yBegoMnsieT B MUCbMEHHOW dhopMe 3asBUTENS O MPUHATOM PeLleHUn unu B
cnyyae npuHATUS pelueHnst 06 oTkase ¢ ykazaHMeM NPUYNH Takoro OTKasa.

4. OcHOBaHMEM [Ansi OTKa3a B MPOBEOEHUM IKCNEpPTU3bl [OKYMEHTOB AJ1S
nofiyyeHnsa  paspelleHnMss Ha  NpoBedeHVMe  MeXOyHapoO4HOro  MHOMOLEHTPOBOrO
KNMHMYECKOro  UCCneaoBaHUs  NeKapCTBEHHOro  npenapata  angd  MeAuLMHCKOro
NPUMEHEHNSA UMM NOCTPENMCTPALMOHHOIO KITMHMYECKOrO UCCNeoBaHWs NIEKAapPCTBEHHOMO
npenapata Ans MeOVUMHCKOro MNPUMEHEHUSI U 3TUYECKOW IKCNEepTM3bl SABMAETCSA
npeacTaBneHne [OOKYMEHTOB, NPedyCMOTPEHHbIX 4YacTbld 2 HacCTodAWeW cTaTbW, B
HenonHom obbeme NMOO OTCYTCTBME B MPEACTaBMEHHbIX AOKYMEHTAX MCYEPNbIBAKOLLErO
nepevHs HeobxoaMMbIX CBEAEHUN NN MHOPMaLMK, KOTOPble AOMKHbI ObiTb OTPaXeHbl B
HUX.

5. TlpoBeageHne aKcnepTU3bl [OOKYMEHTOB AN MNOMyYEHUS paspelleHust Ha
npoBefeHNe  MeXOyHapoO4HOr0  MHOrOLEHTPOBOrO  KIMHMYECKOrOo  MUCCreaoBaHus
fleKapCTBEHHOro npenapaTta Ans MeanuUUHCKOro NPUMEHEHUS UM NOCTPENMCTPaALMOHHOIO
KNMHMYECKOr0  UCCneaoBaHMUs  NEKapCTBEHHOro  npenapata Aang  MeAMLMHCKOro
NPUMEHEHNA W 3TUYECKOM IKCMEPTM3bl M Bblgadya paspelleHnMsi Ha MpoBedeHune
MeXOyHapoOHOro MHOFOLIEHTPOBOrO  KMMHUYECKOrO  MCCreaoBaHUsl  NIEKAapCTBEHHOIO
npenapaTta ans MeauuMHCKOro MPUMEHEHUS U MOCTPErMCTPALMOHHOIO KITMHUYECKOro
nccrneoBaHUs  NIeKApCTBEHHOro  npenapata  Ansg  MeOUUMHCKOro  NpUMEHEHUs
OCYLLECTBNAKTCA B Nopsiake, YyCTaHoBNeHHOM ctatbamu 20 - 22 HacToswero
depepanbHOro 3akoHa.

6. PeweHuna o6 oTkase B NpoBEOEHUN IKCMEPTM3bl AOKYMEHTOB AS1 NOSyYeHUs
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paspelleHMss Ha npoBeAeHMEe MEeXOYHApOAHOr0  MHOrOLEHTPOBOrO  KIMHUYECKOro
NccrnegoBaHUsA JEKaApCTBEHHOro mnpenapaTta  Anst MeAMLMHCKOrO MNMPUMEHEHUS  Wnn
NOCTPErnCTPaLUMOHHOIO KIMMHUYECKOrO UCCNeaoBaHUs NEeKapCTBEHHOro npenaparta ans
MEANLMHCKOTO MPUMEHEHUS M 3TUYECKOW IKCMEPTU3bl M B Bblaade paspelleHust Ha
npoBeAeHne  MeXOyHapOAHOr0  MHOFOLEHTPOBOMO  KIIMHUYECKOro  MUCCreaoBaHus
nlekapCTBEHHOro npenapaTta Ans MeanLUHCKOro NPUMEHEHNSA U MOCTPErMCTPaLNOHHOIo
KNMMHMYECKOr0  UCCNeadoBaHMUs  NEeKapCTBEHHOro  npenapata Ang  MeAuLMHCKOro
NpUMEHEHNa MoryT ObiTb 0GXanoBaHbl B Nopsigke, YCTaHOBIEHHOM 3aKOHO4ATENbCTBOM
Poccuinckon ®egepaunn.

Cratbsa 40. [lpoBegeHne KIMHUMYECKOrO MWCCMeOoBaHUS  NIeKapCTBEHHOrO

npenapata ans MeauuMHCKOro NpuMeHeHus

1. PykoBoguTenb MeOMLMHCKOW OpraHu3auuun, KoTopasi NpoBOAUT KIUHMYeckoe
nuccrnegoBaHue fnekapcTBEHHOro npenapara angd MeguumMHCKOro NpMMeHeHus, HasHavaeT
nuccrnegoBaTtesnisi, OTBETCTBEHHOINO 3a NpoBedeHMe TaKoro MCcrnegoBaHus U MMEKOLLEro
ne4yebHyo  crneumanbHOCTb, COOTBETCTBYHOLLYIO NPOBOAUMOMY  KITMHUYECKOMY
NUCCrnegoBaHUIO NeKapCTBEHHOro npenapaTta, CO CTaxem paboTbl MO nporpamMmmam
KIMHMYECKMX UCCreaoBaHUM NIEKapCTBEHHbIX NMpenapaTtoB He MeHee YeM NATb feT U no
ero npeanoXeHuUo HasHavyaeT couccrnegoBaTtenen N3 Yucna Bpaden 3ToM MeauLMHCKON
opraHmsauuu.

2. NccnepoBaTternb ocywecTBNAeT BblOOp MauUMEHTOB, KOTOpble MO MEAULUHCKAM
nokasaHusiM MOryT ObiTb NPUBIIEYEHbI K Y4acTU B KIWMHUYECKOM UCCreaoBaHUn
nleKkapCTBEHHOro npenapara ans MeguLmMHCKOro NpUMEHEHUS.

3. MWccneposatenb U couccriegoBaTenuM  JOMMKHbl  OblTb  O3HAKOMIIEHbI  C
pesynbTaTtamu AOKMNHUYECKOTO nccnepoBaHus neKkapCTBEHHOrO cpeacTBa,
cogepxawmmmnca B Opowlope uccnegoBatens, NPOEKTOM MPOTOKosia KIMMHUYECKOro
nccnegoBaHWA  NieKapCTBEHHOro  npenapata  Ang MeguuMHCKOro  MpUMEHEHMS,
pa3paboTaHHbIM pa3paboTyMKOM JieKapCTBEHHOro npenapaTta Wnn MHbIM HPUOUYECKNM
nMUOM, MpuBEKaeMbiM K OpraHusauum npoBeAeHNa KIMHUYECKOro wuccrnegoBaHus
NeKkapCcTBEHHOro npenapata Ans MeguuMHCKOro NpuMeHeHus, U OpyrMMmm maTtepuanamu
Takoro nccrnegoBaHus.

3.1. PykoBoguTtenb MeauUMHCKOW OpraHvMsauum B CPOK, He NpeBbllalkolmnn Tpex
pabounx gHen co OHA Havana NpPoBeAeHUs KITMHUYECKOrO UccnegoBaHns nekapCTBEHHOro
npenapata Ana MeavuMHCKOro npuMeHeHus, coobuwiaet o6 3TOM B YMNOMHOMOYEHHbIN
doeepanbHbIN OpraH UCMOMHUTENBHOW BracTy, Bbl4aBLUMA paspelleHne Ha nposeaeHune
TaKoro nccnegoBaHus:, No yCTaHOBIEHHOM UM oopMe.

4. OpraHusauun, OCYLIEeCTBAsOWME OpraHM3aumio npoBeAeHUs KIUMHUYECKOro
nccnegoBaHnAa NekapCTBEHHOro npenapara and MeauuMHCKOro NpMMEHEHUs U yKa3aHHbIe
B 4Yactn 3 crtatbm 38 Hacrtoswero degepanbHOro 3akoHa, B cryyae HeobxoammocTu
BHECEHNA W3MEHEHMW B MPOTOKON KIMHUYECKOro WCCrneaoBaHus feKkapCTBEHHOro
npenaparta Ans MeguuuHCKOro npumMeHeHusa coobwatoT 06 9TOM B YNONHOMOYEHHbIN
doeaepanbHbI OpraH UCMONHUTENBHOW BracTy, Bbl4aBLUMA paspeLlleHne Ha nposeaeHmne
TaKoro nccnegoBaHust, No yCTaHOBIEHHOM UM oopme.

4.1. ®opma coobuleHNss O BHECEHUM W3MEHEHUA B MNPOTOKOM KIIMHUYECKOro
nccnegoBaHMsa NeKapCTBEHHOro npenapata Ang MeauUMHCKOrO MPUMEHEHUst OOMXHa
copgepxaTtb cnegylouime cBegeHus:

1) HanmeHoBaHMe, NOEHTUMPUKALNOHHBIN HOMEP M AaTa NPOTOKoNa KIMHMYECKOro
nccrnegoBaHus;

2) paTa BHECEHUSI UIBMEHEHMI B MPOTOKOS KITMHUYECKOrO UCCeA0BaHUS;

3) HaMMeHoBaHME U MECTO HaXOXOEeHUs 3aaBUTEnNS;

4) HauMeHoBaHWe opraHusauuu, NpUBIEYEHHOW pa3paboTYMKOM NeKapCTBEHHOro
npenapara K opraHusaumm npoBeaeHUs KNMHUYECKOro nccnegoBaHns (Npu Hanuumm);
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5) HanmeHOBaHMS N MeCTa HaxXOXAEHUs MeOUUMHCKUX OpraHuM3aunn, B KOTOPbIX
NPOBOAMTCA KIMHUYECKOE UCCrnegoBaHue;

6) OaTa Bblgaun paspelleHna Ha npoBedeHUE KIMHUYECKOro UccnefoBaHus U
HOMep 3TOro paspeLLeHus;

7) N3MEHeHNs, BHOCUMbIE B NPOTOKOI KIMHUYECKOTO UCCeaoBaHNS.

5. B cpok, He npeBbiwawwmi Tpuauatn paboynmx AHEen Cco OHS NOonyYeHus
yKa3aHHOro B 4actn 4 HacTosiwen ctaTbn COOBLLEHUS, YNONTHOMOYEHHbIN (heaepanbHbIn
opraH WUCMOMHUTENbHOW BNacTu paccMaTpuBaeT 3TO COOOLEeHUe B YyCTaHOBMIEHHOM UM
nopsiake u MnpuHUMaeT pelleHne O BHECEHUN WU3MEHEHWM B MNPOTOKOM KIWMHUYECKOro
nccrnegoBaHUs nNekapCTBEHHOro npenapaTta ans MeauuMHCKOro npuMmeHeHnsa unu o6
OTKa3e BO BHECEHUM TaKUX NU3MEHEHUN.

6. KnuHuyeckoe wmccnepoBaHve NnekapCcTBEHHOro npenapata Ans MeguumMHCKOro
NPUMEHEHNA MOXeT OblTb NPUOCTAHOBMEHO WM MpPEKpalleHo, ecrnn B npouecce ero
nposefeHnss obHapyXeHa OnacHOCTb AN >XU3HW, 300pOBbs NaumeHTtoB. B crniyvae
BO3HUKHOBEHUSA OMACHOCTU AONS  KU3HKW, 300pOBbS MNauUWeHTa, Y4yacTBYKLWEro B
KNMHMYECKOM  UCCnefoBaHMM  fIeKapCTBEHHOro  npenapata Ans  MeauuMHCKOro
npUMeHeHns, wuccnegosatenn o06s3aHbl NPOMHGOPMUMPOBaTL 00 3TOM PYKOBOAUTESS
MeOVLNHCKON opraHusauunm n opraHusaumio, NosTy4MBLLYHO paspelleHune
YNOSTHOMOYEHHOrO doefiepanbHOro opraHa WMCMOMHUTESNbHOM BfacTM Ha opraHuMsaumto
npoBefeHNs KIMHUYECKOrO WCCneaoBaHUs fekapCTBEHHOro npenaparta. PeweHve o
NPUOCTAHOBMNEHUN KIUHUYECKOrO UCCreaoBaHUA FEeKapCTBEHHOro npenapata  Ans
MEANLMHCKOIO MPUMEHEHUS MPUHUMAKOT PYKOBOAUTESNb MEAWMUMHCKOW OpraHusauum u
(Mnun) opraHusaums, NonyYmnBLLAs paspeLleHme YNonHOMOYEHHOro deaepanbHOro opraHa
WCMONHUTENbHOM BMAcCTU Ha OpraHM3auumio NpoBefeHUS KIMHUYECKOro MCCrenoBaHus
rfieKapCTBEHHOro npenapata A MeAULUHCKOrO NPUMEHEHMUS, pPeLleHne O npekpalieHum
Takoro  uccnegoBaHUs NPUHMMaET  YNOSITHOMOYEHHbLIM  doefepanbHbIi - OpraH
NCMONHUTENbHOM BAaCTM HA OCHOBaHMM COOOLEHMST B MMCbMEHHOW (hopMe pyKoBOaAUTENS
MeANLMHCKON opraHusauunm nnu opraHusauums, nosniyymsLlas paspeLueHune
YNOSTHOMOYEHHOro doefepanbHOro opraHa WCMOMHUTENbHOM BfacTM Ha oOpraHuM3aumto
npoBefeHNss  KIMMHUYECKONO  MUCCNefoBaHUS  NleKapCTBEHHOro  npenapata  Angd
MEANLMHCKOro NPUMEHEHMUS.

7. B cpok, He npeBblwawwmi NaTM paboumx OHEW CO [OHSA 3aBepLUEHMS,
NPUOCTAHOBMNEHUA WM MNPEKPaLLEHUs KIMHUYECKOrO WCCNeaoBaHUs NEeKapCTBEHHOMO
npenapata Ans MeaMUUHCKOro npUMEHeHus, coobuieHne o6 3TOM HanpasnseTcd
opraHmsaumsamm, ykasaHHbiMun B YacTu 3 ctaTbm 38 HacTtoswero degepanbHOro 3akoHa, B
YNOMHOMOYEHHbIN hefieparnbHbl OpraH UCNOMAHUTENBHOW BNacTu rNo YCTaHOBIEHHOW UM
dopwme.

8. ®opma coobuieHns O 3aBepLleHMU, MNPUOCTAHOBIEHUN WMAN NpPeKpaLleHUn
KNWHMYECKOr0  UCCneaoBaHWA  NIEKApCTBEHHOrO  npenapata Ans  MeauLMHCKOro
NPUMEHEHNA OOMMKHA coaepXaThb:

1) nHdopmauuio 0 MEQUUMHCKON OpraHM3aumMm Unu MeauuMHCKUX OpraHm3aumsx,
NPOBOAMBLUNX AAHHOE UCCNeA0oBaHNE;

2) onucaHne JaHHOro UccrneaoBaHus;

3) paHHble wuccneposatensa  (hamunua, uMms, OTYEeCTBO, MecTo paboThl,
3aHMMaeMasi OOJPKHOCTb, CrneuuanbHOCTb, CTaX paboTbl NO MporpaMmmam KIMHUYECKNX
NUCCneaoBaHUN IEKapCTBEHHbIX MpenapaTtoB, MEpeYeHb KIIMHUYECKMX WUCCnenoBaHumn
NIEKapCTBEHHbIX NpenapartoB, B KOTOPbIX OH MpMHUMan ydactve (nepuogbl yvacTtus) B
KayecTBe nccrnegoBaTensa unu comccrnenoBaTens);

4) pesynbTaT [AaHHOMO WCCNeOBaHUA (3aBeplueHue, MPUOCTaHOBIIEHUE UMK
npekpaLleHne JaHHOro UccnegoBaHus € ykasaHMeM UX NMPUYMH N BIIMSIHUS HA OLLEHKY ero
pe3ynbTaToB, OBLLYIO OLIEHKY pMUCKa 1 OXNO4aeMOoK Nomb3bl OT NPUMEHEHUS UCCNesyemMoro
NIeKapCTBEHHOrO npenapara, a Takke npegnonaraemble ganbHenwme aencTems).
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9.  YNornHOMOYeHHbIN  (pedepanbHbl  OpraH  UCMOSIHUTENBHOMW  BRacTU
onybnukoBbIBaeT M pasMellaeT Ha cBoeM oduumanbHoM cante B cetu "MIHTepHeT"
coobLieHne O 3aBepLleHUW, MPUOCTAHOBIIEHUN UMM NPEKpPaLEeHUM  KIIMHUYECKOro
nccrnefoBaHusa nekapcTBEHHOro npenaparta gng MeguuMHCKOro NpuUMeHeHUs B CPOK, He
npeBbiaoWmMn NaTM paboynx AHEW CO AHA €ero MosyyeHusi, B YCTaHOBIIEHHOM WM
nopsigke.

10.  YNOMHOMOYEHHbIN  pedeparnbHbI ~ OpraH  UCNOSTHUTENBHOW  BRACTU
OCyLLeCTBNAeT BedeHue peecTpa wuccnegosaTtenen, NpoBOAAWMX MAW MPOBOAUBLUNX
KNWHMYECKMEe  UCCredoBaHWA  fIeKapCTBEHHbIX  npenapaTtoB  Ansd  MeAuUMHCKOro
NPUMEHEHNSA, B COOTBETCTBUN C YTBEPXAEHHBIMW MM MNpaBuniamMu M pasmeliaeT ero Ha
cBoeM oduumansHoMm cante B cetu "MHTepHeT" B YCTaHOBMEHHOM UMM MOPSAKe.
YKasaHHbI peecTp COAepPXUT WH(OopMauno, NpPedyCMOTPEHHY MyHKTOM 3 4yactn 8
HacToSALLEN CTaTbM.

11. OTyeT O pesynbrTatax KIAMHUYECKOrO WUCCNedoBaHUS  NekapCTBEHHOro
npenapaTta ans MeauuMHCKOro NpUMEHEHUs COCTaBMsSeTCs opraHu3auuen, ykasaHHOW B
yactm 3 cratbm 38 HacTosiwero defepanbHOro 3akoHa, Ha OCHOBaHWUWU 3aKMOYEHWUN
MeANUMHCKNX OpraHusauun, NpoBOAMBLUMX 3TO UCCNefoBaHue, W NpeacTaBnseTcd B
YNONMHOMOYEHHbLIN  dpefiepanbHbli  OpraH  UCMOSIHUTENBbHOW  BNacty,  BblAaBLUUK
paspelleHMe Ha MnpoBedeHue 3TOro UCCredoBaHWs, B CPOK, He MpEeBbIAlWmMi Tpex
MeCsLEeB CO OHS €ero 3aBepLUeHusi, MPUOCTAHOBEHNS WUNU MNpeKpawleHns, B nopsiake,
YCTaHOBIEHHOM YMNOSTHOMOYEHHbBIM dhefeparibHbiM OpraHOM UCNOSTHUTENBHOW BNACTMU.

12. HapyweHue npaBun KNUHMYECKOW NpPaKTUKK, danbcudukaumnsa pesynbTaToB
KNMHMYECKOr0  UCCneaoBaHUs  NleKapCTBEHHOro  npenapata  angd  MeauuMHCKOro
NpUMEeHeHNsa BreKyT 3a CoOBON OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOOATENbLCTBOM
Poccuinckon ®egepaunn.

13. MNpu npoBeaeHUN KIMHUYECKOro WCCNeaoBaHWSA feKapCTBEHHOro npenapara
ANA  MeOUUMHCKOro MpUMEHeHUs JonyckaeTcs 3abop y nauMeHToB OMONornyeckmx
mMaTtepmanoB (obpasubl OMONOrMYECKUX >KUAOKOCTEW, TKAHEW, CEKPEeTOB W NPOAYKTOB
XU3HEOEATENbHOCTM YernoBeka, (U3MONOrMYeckKnx U naToNiorM4Yecknx BblOENEeHUHN,
Ma3KoB, COCKODOOB, CMbIBOB, MUKPOOPraHM3MoB, BMONCUNHBIN MaTepuan) ang nx ndy4yeHus
Ha TeppuTopumn Poccuinckon ®egepauum n (unn) 3a npegenamm tepputopun Poccuinckon
denepaumn.

14. MNopsgok BBO3a Ha Tepputoputo Poccuiickon ®efepauunn 1 BbiBO3a 3a npenensbl
Tepputopun Poccuinckon Pegepaumm OUMOMOrMYECKMX MaTepuanoB, MOMYYEHHbIX Mpwu
npoBedeHUM  KITMHMYECKOrO  UCCredoBaHUs  NeKapCTBEHHOro  npenapata  Angd
MeONLIMHCKOro NPUMeEHeHN4, yCTaHaBnMBaeTCs [MpaBuTenbcTBOM Poccuimnckon
depepaumn.

CtaTtbs 41. [JoroBop 0 NpoBEAEHUMN KITMHMYECKOIO UCCNeaoBaHNA fIeKapCTBEHHOMO
npenapara ang MeguuMHCKOro NpuMeHeHns

1. KnuHu4yeckoe wnccnegoBaHve NeKapCTBEHHOro npenapaTta Ans MeavumMHCKOro
NPUMEHEHNA NPOBOAUTCA B COOTBETCTBUMM C JOMOBOPOM O MNPOBEAEHUU KIMHUYECKOrO
nccnefoBaHWA  NeKapCTBEHHOro  npenapata  Ana MeOQUUUHCKOTO  NPUMEHEHUs,
3aKknivYaemMbliM  Mexagy opraHusauuen, nonyuvBlLUEN paspelleHre  YNofIHOMOYEHHOro
denepanbHOro opraHa WMCNOSHUTENbHOW BacTM Ha OpraHm3auunio NpoBedeHUsI Takoro
nccnegoBaHus, U MeaUUMHCKOWM OpraHu3aumnen, OCYLLECTBSAILWEN NpoBedeHne TaKoro
nccnegoBaHus.

2. [JoroBop 0 npoBedeHUN KIMHUYECKOrOo UCCredoBaHUs neKapCTBEHHOro
npenapata ans MeauumMHCKOro NpuMeHeHUs JOSMKEH codepXaTb:

1) yCnoBusi 1 CPOKM NPOBEAEHNSA AAHHOIO UCCNefOoBaHUs;

2) onpepgeneHve obuier CTOMMOCTM MNpPOrpaMmbl [AHHOMO WCCReAoBaHuUs C
yKasaHuem CYyMMblI, npegHasHavawwencs  ans BbIinnart nccregoBartensam,
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covccriegoBaTensm;
3) onpeneneHne opMbl NpeacTaBnNeHUs pesynbTaToB AaHHOrO UCcnenoBaHus B
YNOSTHOMOY€EHHbIN hbeaepanbHbi opraH UCNONHUTENBHOW BACTMU.

Ctatba 42. ®uHaHcoBoe obecneyvyeHne  KIWMHUYECKOro  UCcreaoBaHus
nekapCcTBEHHOro npenaparta ans MegMunHCKOro NnpMMeHeHus

dunHaHcoBoe obecrneyvyeHne  KIMHUYECKOrOo  UCCNedoBaHUA  NeKkapCTBEHHOro
npenapata ans MeauuMHCKOro NpUMEHEHUsT OCYLLLECTBIISIETCH 3a CYeT:

1) cpencTB dhepeparnbHOro booxKeTa;

2) cpeacTB opraHusauumin, NosyYmMBLUMX paspeLleHre Ha opraHM3aumio NpoBeaeHus
AaHHOro uccrnegoBaHus, B COOTBETCTBUM C YCITOBUSIMW JOrOBOpa O ero NpoBeAeHuu;

3) WHbIX He 3anpelleHHbIX 3akoHodaTenbcTBoM Poccuiickon degepaumm
WCTOYHUKOB.

Crtatba 43. [llpaBa NauWeHTOB, y4acTBYKOLIMX B KIIMHUYECKOM WCCnegoBaHUn

nekapCTBEHHOro npenaparta ans MegMunHCKOro npMMeHeHus

1. YyacTme naumeHToB B KNMHUYECKOM UCCeA0oBaHUN NIEKAapCTBEHHOrO npenapara
AnNs MeAULMHCKOro NPUMeEHEeHNs ABnsieTcst 406POBOSIbHBIM.

2. MNaumeHT unn ero 3akoHHbIN npeacTaBuUTesnb OOMKEH ObiTb MHPOPMMPOBAH B
NUCbMEHHOWN hopMme:

1) 0 nekapcTBeHHOM npenaparte ANd MeOUUMHCKOro NPUMEHEHUS U CYLLHOCTU
KITMHUYECKOro nccrnegoBaHns 3TOro fIeKapcTBEHHOro nNpenapara;

2) o 6e30MacHOCTN NeKapCTBEHHOro npenapaTta And MeguUMHCKOro NpUMEHEHNUS,
ero oxungaemomn adpdPEKTUBHOCTN U CTENEHM pUCKa AONS NAaUMNeHTa;

3) 06 ycnoBusax yyactms naumeHTa B KNMHMYECKOM UCCreaoBaHUN NekapCTBEHHOIO
npenapata ans MeanuMHCKOro NPUMEHEHWS;

4) 0 uenu wunuM uensax u NpPOAOSPKUTENBHOCTM KITMHMYECKOro uccreaoBaHus
fleKkapCTBEHHOro npenapara ans MeanumMHCKOro NpUMEHEHNS;

5) o penctBuaAx nauuMeHTa B criydae HenpeaBuaeHHbIX 3(deKToB BMAHMUS
NleKapCTBEHHOro npenapata Ans  MeOUUMHCKONO MPUMEHEHUSI Ha COCTOSIHME €ero
340pOBbS;

6) 06 ycnoBusix 06a3aTeNbHOrO CTPaxoBaHUS XN3HW, 300POBbS NALMEHTA;

7) O rapaHTuUsiX KOHMUOEHUMANbHOCTM y4vacTus naumeHTa B  KIIMHMYECKOM
nccneaoBaHnKM NekapCTBEHHOro nNpenaparta Ansi MEQUUMHCKOIOo NPUMEHEHUS.

3. [lobpoBonbHOE corfnacue nauueHTa Ha yyYacTue B KITMHMYECKOM MCCrenoBaHum
NleKapCTBEHHOro npenaparta Anss MeOULMHCKOro MNPUMEHEHNA MNOATBEPXOAAETCA ero
noanucbo UM NOANUCHLIO €ro 3aKOHHOro NpeAcTaBuMTENS Ha MHAOPMALMOHHOM JIUCTKE
naumeHTa.

4. TlauneHT unNn ero 3akoHHbIM MnpeacTaBUTENb UMMEeT MNpaBO OTka3aTbCA OT
y4yacTusi B KIMMHUYECKOM MCCREeAoBaHUN NEeKapCTBEHHOrO npenapara ans MeauvuuHCKOro
NPUMEHEHNA Ha Ntobon cTaann NPoBeAEHUSI TAKOro UCCreaoBaHUS.

5. lpoBegeHne KNMHMYECKOro MCCNeaoBaHUS EKapCTBEHHOro npenaparta Aans
MEAMLMHCKOrO MNPUMEHEHUA C Yy4acTMEM B KadecTBe MNaLMEHTOB AeTen [ornyckaeTcsa
TONbKO C cornacua B NUCbMEHHOW (hopme mnx poauTenen, ycoblHoBuUTenewn. et moryt
paccMaTpmBaTbCA B Ka4eCcTBe NOTEHUMamNbHbIX NALMEHTOB TAKOro MCCNeaoBaHUsl, TONbKO
€Cnun ero npoeeaeHNe HeobxoaMMo ANsA YKPEnneHus 340p0oBbs AeTEN NN NPOUNIAKTUKN
WHEKLMOHHbIX 3aboneBaHnin B OETCKOM Bo3pacte nmbo ecnu uUenbk  Takoro
nccnegoBaHus SBMSIETCA NOSydeHMe OaHHbIX O Haunyywen O03UMPOBKE NeKapCTBEHHOroO
npenapata gna nedyeHus peten. B aTnx cnyyasax TakoMy WCCAEeOBaHUIO LOSMKHO
npeawecTBoBaTb  KIMMHUYECKOE  UCCnedoBaHME  fIEeKapCTBEHHOro npenapaTta  Ang
MEeOULMHCKOIO NPUMEHEHUS HA COBEPLLUEHHONETHUX rpaXKaaHax.

6. 3anpelaetca nNpoBeOeHME KITMHMYECKOro WCCNeaoBaHUA NeKapCTBEHHOIO
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npenapata ans MeauuMHCKOro NpUMEHEeHUs C y4acTMeM B Ka4ecTBe NauueHToB:

1) peTen-cupoT n geTen, ocTaBluMxcs 6e3 nonevyeHnss poauTenen;

2) XXeHLWMH B nepmoa 6epeMeHHOCTH, XXEHLWH B NepUo rpyaAHOro BCKapMiMBaHus,
32  UCKIKOYEHMEM  ClfyyaeB, ecnum  NpoBOAMTCA  KINWHUYECKoe  uccregoBaHue
neKapCTBEHHOro npenaparta, npeaHasHa4YeHHOro AN yKasaHHbIX XXEHLUMH, Mpu yCroBum
HeobXoOMMOCTM  MONyyYeHust  MHopMauMM  TOMBbKO  BO  BpeMs  MpoBedeHus
COOTBETCTBYHOLUNX KIMHUYECKUX UCCIEAOBAHUA N NPUHATUS BCEX HEODXOOMMbIX Mep Mo
WCKMIOYEHNIO PUCKa HaHECEeHUs Bpeda XeHLuHe B nepuos 6epeMeHHOCTU, XEHLUNHe B
nepuwoa rpyaHoro BCkapMnmBaHug, nnogy unm pebexky;

3) BOEHHOCHyXallnX, 3a WCKIIYEHNEM CriydaeB MnpoBefeHUst  KITMHUYECKOro
nuccrnegoBaHus  NiekapCTBEHHOro  npenaparta, crneumanbHo  paspaboTaHHoro  gng
NPUMEHEHNSA B YCIOBUAX BOEHHbIX AENCTBUIN, Ype3BblYaHbIX CUTYaLUn, NpounakTukn un
nevyeHna 3aboneBaHW W MNOPaXeHW, MONYYEeHHbIX B pesynbTate BO34ENCTBUS
HebnaronpPUATHbIX XMMUYECKNX, BMONOrMYecKuX, pagnaymoHHblx doaktopoB. KnnHuveckoe
nuccrnegoBaHue Takoro fekapCTBEHHOro npenapaTta MOXeT MPOBOAUTLCA C yyYacTUEM B
KayecTBe NauUMEHTOB  BOEHHOCHYXallMX, 3a  UCKIMHYEHMEM  BOEHHOCHYyXaluuX,
NPOXOASALIMX BOEHHYH CcnyxBy no npusbiBy, C cobnogeHnem TpeboBaHun,
YCTaHOBIEHHbIX HacToAwmnM PegepanbHbIM 3aKOHOM B OTHOLLEHUN FPaXKAaHCKUX nnu,;

4) COTPYAHWUKOB MPaBOOXPaHUTESTbHbLIX OPraHoB;

5) nuy, oTbbiBalOWMX Haka3aHMe B MecTax NUWeHus cBoboabl, a Takke nuu,
HaxXOAALMXCH NOA CTPaXen B CneaCTBEHHbIX N30SIATOPax.

7. [onyckaetca npoBegeHuE KIIMHMYECKOro WCCredoBaHNSa feKapCTBEHHOMO
npenapata pgns MeOUUMHCKOrO MNPUMEHEHUs, npefHasHa4yeHHoOro pAngd  nedvyeHus
ncmxmyecknx 3aboneBaHui, C y4aCcTMeM B KayecTBe MaUMEHTOB NUL, C NCUXUYECKUMU
3aboneBaHnsaMN, NPU3HAHHBIX HEeOeecrnocoOHbIMM B MOpPsiAKe,  YCTaHOBMEHHOM
3aKoHogaTernbLCTBOM Poccuinckon depepauum. KnnHnyeckoe nccnegoBaHme
NleKapCTBEHHOro npenapata B 3TOM Cfyyae MNpoOBOAUTCSA MPUM HanmuMyuuM cornacums B
NUCbMEHHOWN POpPMeE 3aKOHHbLIX NpeaCcTaBuUTeNen yKasaHHbIX Nnl,.

Ctatba 44. OO0si3aTenbHoe CTpaxoBaHWE >KWU3HW, 340POBbS  MaUMEHTa,
y4acTBYHOLLEro B KIIMHNYECKOM UCCIEeA0BaHNM NNEKapCTBEHHOMO npenapara
AN MeANLMHCKOrO NPUMEHEHNS

1. OpraHusauusi, nonyymBllas paspelleHne Ha opraHvM3auuilo MNpoBeaeHUs
KMMHMYECKOTO  UCCReAoBaHWs  NIEKapCTBEHHOro  npenapata  Ans  MeauuUMHCKOro
npMMeHeHus, obsizaHa B KayecTBe CTpaxoBaTesns CTpaxoBaTb PUCK MPUYMHEHMS Bpena
XM3HKW, 300POBLI0 MauUMeHTa B pesynbTaTe NpPOBEAEHMS KITMHUYECKOro WCCrefoBaHus
NeKapCcTBEHHOro npenapaTta Ans MEeLUUUHCKOrO MNPUMEHEHMS 3a CBOM CYeT nyTem
3aKnyeHns gorosopa 0b6A3aTeNnbHOro CTPaxoBaHMS.

2. O6bekToM 06s3aTENBbHOMO CTPaxoBaHUS SABMSAETCA WMYLLECTBEHHbIA MHTEpPEC
naumeHTa, CBSI3aHHbIA C MPUYMHEHWEM Bpeda €ro XKM3HU UInn 300pOBbI0 B pesynbTarte
NpoBeOEeHNss  KINMHMYECKOrO  WCCRefoBaHMS  NIEKApPCTBEHHOro  npenapaTta  Ans
MEOULMNHCKOro NPUMEHEHUS.

3. CTtpaxoBbiM crny4aeM MO [OOroBopy 00SA3aTenbHOro CTpaxoBaHUS SBNSAETCS
CMepTb MauMeHTa WNn yxydleHwe ero 340poBbsA, B TOM 4ucrnie Brekywee 3a cobow
YCTaHOBIIEHNE WHBAaNMAHOCTM, MPU HanMU4Mn MNPUYUHHO-CNEACTBEHHON CBSA3M MexXay
HaCTynfIEHNEM 3TOr0 COObLITUSE U ydacTUEM MNauMeHTa B KIMHUYECKOM WCCNeAoBaHWUU
nekapCTBEHHOro npenaparTa.

4. TpeboBaHus O BO3MeLLEHUW Bpeda, MPUYMHEHHOTO >XU3HW WNU 300POBbIO
nauneHTa, npeabsiBrsiOTCA B TeYEHWEe CPOKOB WMCKOBOWM [AABHOCTW, YCTAHOBJIEHHbIX
rpaXxgaHCKUM 3aKoOHO4ATENbCTBOM.

5. Pasmep cTpaxoBoW BbinnaTbl MO JOroBopy o0653aTenbHOro CTpaxoBaHUSA
coCTaBngerT:
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1) B cnyvyae cMepTu nauueHTa [Ba MUMAAMOHA pybnen Ha Kaxaoro naumeHTa,
y4acTBOBaBLLEro B KITMHNYECKOM UCCIeoBaHNN NiekapCTBEHHOro npenapara;

2) npu yxyaweHnn 3qopoBbs NaymeHTa:

a) noenekwem 3a cobon yCcTaHOBIEHME WHBanNMAHOCTU | rpynnbl, OAWH MWSIMOH
NATbCOT ThiCAY pybnenm Ha Kaxgoro nauueHTa, Yy4yacTBOBaBLUErO B KIIMHMYECKOM
nccrnegoBaHUKM ekapCTBEHHOIO nNpenaparTa;

0) noBnekwem 3a cobon yctaHoBrieHMe uHBanuaHoctn Il rpynnbl, OOQUH MUMASIMOH
pybnenm Ha Kaxgoro naumeHTa, Yy4acTBOBaBLUErO B KAMHWUYECKOM UccnefoBaHUu
rfieKapCTBEHHOro npenapara;

B) noenekwem 3a cobon yctaHoBreHve uHsanuaHoctu Il rpynnel, NSTbCOT ThICAY
pybnenm Ha Kaxgoro naumeHTa, ydacTBOBaBLUErO B KIWMHUYECKOM WCCegoBaHUU
rfleKkapCTBEHHOro npenapara;

r) He nosriekwem 3a cobon ycTaHOBNEHUS MHBANUOHOCTU, He Bonee 4yem Tpucta
TbiCAY pyOnen Ha Kaxgoro naumeHTa, y4acTBOBaBLUEro B KIIMHMYECKOM MCCregoBaHUU
rfieKapCTBEHHOro npenapara.

6. Pasmep cTpaxoBbIX BbiNnaT MOXeT ObITb yBENUYEeH Ha OCHOBaHWUW peLLEHUS
cyna.

7. Cpok goroBopa obs3aTefibHOro CTpaxoBaHUsS HE MOXET ObITb MEHee, YeM CPOK
npoBefeHNs KITMHUYECKOrO NCCNeaoBaHns NekapCTBEHHOro npenapara.

8. Ycnosus poroBopa 006s13aTeNbHOr0 CTpaxoBaHWsl, B TOM 4YUCMEe CTpaxoBble
Tapudbl Mo 0bs3aTeNbHOMY CTpaxoBaHUIO, NepevYeHb HeobXOAMMbIX LOKYMEHTOB AJis
OCYLLECTBMEHUS CTPaxoBOW BbINMaThl, MOPSAOK YCTAHOBMEHUS  CTpaxoBaTenem
WHOMBMAOYANbHOrO WAEHTUMPUKALMOHHOINO Koda naumeHTa, MNopsAoK WHAOPMUPOBAHUSA
cTpaxoBaTenieM CTpaxoBLUMKA O MNPUBMEYEHHbIX K KIIMHUYECKOMY MWCCredoBaHuIo
NeKkapCTBEHHOro npenapata Ang MeauMUMHCKOrO MNPUMEHEHWA nauuMeHTax, MnopsaoK
ynnatbl CTpaxoBOW npemMuu, MOPSAOK peanu3aumm  onpefeneHHbiX  HacToSALWUM
depepanbHbIM 3aKOHOM M ApYyrMMU doefeparibHbIMW 3akoHaMun npasB U 0b6s3aHHOCTEN
CTOPOH MO [J0roBopy 06s3aTenbHOr0 CTpaxoBaHUA YCTaHaBMMBAOTCA  TUNOBbLIMU
npasunammn oba3aTensHOro CTpaxoBaHUs.

9. B cnyyae npuunHeHns Bpeaa XU3Hu naumneHTa, y4acTBOBaBLLErO B KITMHUYECKOM
nccnegoBaHUM  NieKapCTBEHHOrO npenapaTa, BblrogornpuobperatensamMuM no  OOroBopy
oba3aTenbHOr0 CTpaxoBaHWSA ABMSAKOTCH rpaxgaHe, UMerLlMe npaBo Ha BO3MeLleHue
Bpeda B criydae CMepTu KopMunbLa B COOTBETCTBUM C MPaXK4aHCKMM 3aKOHOAATENbCTBOM,
npu OTCYTCTBUM TaKUX rpaxgaH - poauTenu, cynpyr, AeTW ymepLlero nauueHTa,
y4yacTBOBaBLLErO B KMMHWYECKOM MCCReAoBaHMM feKapCTBEHHOro npenapaTa, B criyvyae
CMepTW nauMeHTa, y4acTBOBaBLUEro B KIIMHUYECKOM WCCNeaoBaHUM JieKapCTBEHHOIo
npenapata U He MMEBLUErO0 CaMOCTOATENbHOrO [OX04a, - rpaxaaHe, Ha WXOMBEHUU
KOTOPbIX OH Haxoausics, B OTHOLLEHUN BO3MELLEHUS pacxofoB Ha norpebeHne naumeHTa,
y4yacTBOBaBLLEro B KIMHMYECKOM WCCNeaoBaHMM feKapCTBEHHOro npenapara, - nuuo,
NMoHecLLee Takue pacxoabl.

10. CtpaxoBasi BbiNfata B CYET BO3MELLEeHUS Bpena, MNPUYUHEHHOIO >XWU3HU
nauneHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCNefOBaHUN NeKapCTBEHHOro npenaparta,
pacnpefensieTcs mexagy BbirogonpuobpetartensiMm NponopuUMOHanbHO MX KONMYECTBY B
paBHbIX AONAX.

11. [lpn HacTynneHnm CTpaxoBOro criydas nauneHT, YyyacTBOBaBLUMKA B
KNMHWUYECKOM nccneoBaHnn nekapcTBEHHOro npenapara, BelrogonpuobpeTtaTtens Bnpase
npeabsiBUTb HEMNOCPEACTBEHHO CTPaxoBLUMKY TpeboBaHMe O BO3MELLEHUN NPUYMHEHHOTO
Bpeaa. CTtpaxoBas Bbinfata OCYLWECTBSAETCA CTPAXOBLUMKOM B TeYeHWe TpuauaTtn OHewn
CO [OHS npeacTaBfieHns HeoOXOAWMbIX [OOKyMeHTOB. [lauveHT, yyacTBOBaBLIMA B
KNMMHWYECKOM MCCredoBaHUM NeKapCTBEHHOro npenapaTa, unu BbirogonpuobpeTtarernb
0683aH CcoOBWMNTL  CTPaxoBLUMKY AONA  OCYLWECTBNEHWA  CTPaxoBOW  BbINMaThl
MHOMBUAYanbHbIA MOEHTUMUKALUNOHHBIA KOO NauueHTa, YCTaHOBIIEHHbIM CTpaxoBaTesiem
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B COOTBETCTBUM C TUMOBLIMMK NMpaBunamMmm o693aTenbHOro CTpaxoBaHuUs.

12. [lo nonHoro onpegeneHvst pasmepa nognexallero BO3MeLWEeHUo Bpeaa
CTPaxoBLUUK NO 3asiBNIEHMIO NauMeHTa, y4aCTBOBaBLUEro B KIIMHUYECKOM UCCredoBaHUu
NeKapCTBEHHOro npenapaTta, WM  3asBMEHU0  BbirogonpuobpeTtatena  Bnpase
OCYLLEeCTBUTb 4YaCTb CTPAxXOBOM BbINnaThl, COOTBETCTBYHOLLYIO (DaKTUYECKU onpeaerneHHOn
4YacTu NPUYMHEHHOro Bpeaa.

13. CrtpaxoBas BbiNflatTa B COOTBETCTBUM C JOroBOPOM 00s3aTENbHOMO
CTpaxoBaHUS OCYLLECTBSIETCA He3aBUMCMMO OT BbINSaT, NPUYUTAIOWUXCA N0 ApYrum
BUAAM CTpaxoBaHus.

14. He ponyckaeTcs y4yacTMe naumeHTa B NPOBEAEHUN  KITMHMYECKOro
nccrnefoBaHUsa fekapCTBEHHOro npenaparta npu OTCYyTCTBUM AoroBopa 06s3aTefnibHOro
CTpaxoBaHWUs.

15. KOHTpOSfib 3a WCNOSHEHMEM OpraHu3auuen, MonyyYnBlLEen pa3pelleHne Ha
OopraHu3aumio NPoBeAeHUs1 KNMHNYECKOro UCCregoBaHUs NIEKapCTBEHHOMO nNpenaparta ans
MeAMUMHCKOTO MNPUMEHEHNH, YCTaAHOBSIEHHOW HacTosiwen cratben 0683aHHOCTM Mo
obs3aTenbHOMY  CTPaxoBaHWIO  XKM3HW,  300POBbS  NauMeHTa,  yyacTBYHOLLEro
(yqacTBoBaBLUEr0) B  KIIMHMYECKOM  WUCCNedoOBaHWW  JfleKapCTBEHHOro  npenapara,
OCYyLLEeCTBNSAETCS YMNOSIHOMOYEHHbIM defeparnbHbiM OpraHoOM WCMOMAHUTESNTbHOW BracTtw,
BblJaBLLUMM paspelleHne Ha NpoBeAEeHUEe KINUHUYECKUX WUCCReaoBaHWN neKapCTBEHHbIX
npenapaToB Ans MeauLUUHCKOro NpuMeEHeHUs.

MaBa 8. npOM3BO,E|,CTBO N MapKUpPOBKa NNeKapCTBeHHbLIX cpeaAcTs

CraTtbs 45. [1pon3BoaCTBO NEKAPCTBEHHbIX CPEACTB

1. MNpoun3BOACTBO NEKapCTBEHHbIX CPeaCcTB LOMKHO COOTBETCTBOBATbL NpasBuiam
opraHusauum npomM3BOACTBA W KOHTPOMNS  KayecTBa  JleKapCTBEHHbIX  CPencTs,
yTBepxaeHHbIM NpaButensctsom Poccunckon denepauuu.

2. [lpou3BoACTBO NEKApCTBEHHLIX CpeactB  Ha Tepputopumn  Poccunckon
depepaumn ocylwecTBnseTcsa NPOU3BOAUTENSMU fEKapCTBEHHbLIX CPEeACTB, WUMeEeHLUMM
NULEH3MI0 Ha NMPOU3BOACTBO NNEKapCTBEHHbLIX CPEACTB.

3. lMpon3BoACTBO NeKapCTBEHHbIX CPeacTB OCyLlecTBNAeTcsa C cobnogeHnem
TpebOoBaHUN MPOMBILUIEHHOTO perflaMeHTa, KOTOpbIN YTBEpPXAaeTca pyKoBoAUTENEM
NPOuN3BOANTENS NEKapCTBEHHbIX CPeACTB M BKMOYaeT B cebA nepeyeHb MCMonb3yeMblX
hapmaLeBTUYECKUX CyOCTaHLMN N BCNOMOraTesibHbIX BELLECTB C yKa3aHMeM Konn4ecTtsa
KaXkgoro M3 HUX, AaHHble 06 ncnonb3yeMom obopyaoBaHMM, ONMCAHNE TEXHOMOMMYeCcKoro
npouecca 1 MeToaoB KOHTPOSIS Ha BCEX aTanax Npon3BOACTBa NeKapCTBEHHbIX CPEACTB.

4. MNpn NponsBoLCTBE NEKAPCTBEHHbIX CPEACTB UCMOSb3YOTCA dapMaLeBTUYeckne
cybcTaHumm, BKINIOYEHHbIE B FOCYAapCTBEHHbIN peecTp fekapCTBEHHbIX CPeACTB.

5. 3anpewjaeTcs Nnpomn3BOACTBO:

1) nekapCcTBEHHbIX CpPeACTB, He BKIIOYEHHbIX B TOCy4apCTBEHHbLIN peecTp
NeKapCTBEHHbIX CPEACTB, 32 UCKITIOYEHNEM NEKapCTBEHHbIX CPeACTB, MPOM3BOAMMbIX A5
NpoBeAeHUs KITMHUYECKNX NCCNeaoBaHWUi U ANs 3KCNopTa;

2) hanbcMrLNMPOBaHHbIX NTEKAPCTBEHHbIX CPEACTB;

3) nekapcTBeHHbIX cpeacts 6e3 nuueH3Un Ha MNpPOM3BOACTBO JEKAPCTBEHHbIX
CpPeAacTs;

4) nekapCTBEHHbIX CPeACTB C HapyLleHMeM NpaBui opraHu3auum Npous3BOACTBa U
KOHTPOISl Ka4eCcTBa fekapCTBEHHbIX CPeACTB.

6. lNMpn BBOAE NEKApPCTBEHHbIX CPeACTB B rpakgaHckuin obopoT yrnonHOMOYEHHOE
nMuo  Npou3BOAMTENd  NEKapCTBEHHbIX CPeACTB  OCYyLWeCcTBRseT MNOATBepXaeHue
COOTBETCTBUSA JIeKapCTBEHHbIX CpeactB TpeboBaHMsM, YCTAHOBMEHHbIM MpU  UX
rocygapCTBEHHOW perucTpauuuM, W rapaHTMpyeT, 4TO JleKapCTBEHHble CcpencTBa
npousseneHbl B COOTBETCTBUM C MpaBwuriaMy NPOM3BOACTBA W KOHTPOMNS KadecTsBa
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NeKapCTBEHHbIX CPeACTB.

7. YNONHOMOYEHHbIM NULOM NPOM3BOAUTENS FEKAPCTBEHHbLIX CPEACTB SABMSETCSA
ero paboTHUK, MMeKLWKI BbiclLlee hapmaLeBTMYECKOE, XMMNYECKOe MU Gruonorndeckoe
obpasoBaHne nnMbO Npuv NPOU3BOACTBE FEKAPCTBEHHbLIX CPEACTB AN BETEPUHAPHOrO
NPUMEHEHNA BeTepuMHapHoe obpasoBaHWe, CTaX paboTbl HE MeHee 4eM NATb JEeT B
obnacTtu NpoM3BOACTBA M KOHTPONS KayecTBa NIeKapCTBEHHbLIX CPEACTB M aTTEeCTOBAHHbIN
B Nopsiake, yCTaHOBIEHHOM YNOSTHOMOYEHHbIM dbegepanbHbiM OPraHoM MCMNOMHUTENBHON
BMacTu.

8. [lpousBoauTeENU neEKapCTBEHHbIX CPEeACTB MOryT OCYLUECTBNATb MpPOAaxy
NEeKapCTBEHHbIX CPeACTB MNM nepefaBaTtb MX B YCTAHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®egepaunmn nopsagke:

1) ApyrMM  NpoOM3BOAMTENAM JleKapCTBEHHbIX CPeACTB And  Npou3BOACTBa
NeKapCTBEHHbIX CPeACTB;

2) opraHu3aumsiMm ONTOBOW TOProBIM NIEKAPCTBEHHBbIMU CPEeACTBaAMMU;

3) anTeyHbiM OpraHu3auusiM, BeTepUHApPHbIM  anTeYHbIM  OpraHu3auunsaMm,
MHOVBMAOYanbHbIM NpeanpUHUMaTEnaM, MMEKLWMM JUMLEH3MI0 Ha dapMaueBTUYECKY
AEATENbHOCTb UMK NULEH3MIO HA MEONLMHCKYIO AEeATENbHOCTb;

4) Hayd4HO-uccrnegoBaTeNbCKMM OpraHmMsaumsaM Ans Hay4yHo-uccnenoBaTenbCKom
paboThl;

5) MeguuUMHCKMM opraHM3aumsam 1 BeTepuHapHbIM OpraHm3auusm;

6) opraHM3aumaM, OCyLLECTBNSALWMM pa3BedeHne, BbipallMBaHMe U cogepXxaHue
KUBOTHbIX.

Cratba 46. MapknpoBka nekapcTBEHHbIX CPEACTB

1. JlekapcTBeHHble npenapaTtbl, 3a WUCK/OYEHWEM NeKapCTBEHHbIX MNpenapaTos,
N3roTOBMNEHHbIX anTeYHbIMM opraHusaumnsmu, BETEPUHAPHBbIMN anTeYHbIMM
opraHvM3aunsaMmn, MHAMBUAYanbHbIMWM MpeanpuHMMaTENaMN, UMEKLWMMU fULEH3NI0 Ha
dhapmaLeBTUYECKYIO AeATEeNbHOCTb, JOMKHbI NOCTyNnaTh B obpalleHve, ecnu:

1) Ha WuWX nNepBUYHON YyNakoBKE (3@ WCKIHOYEHMEM MEPBUYHON  YMNAKOBKM
NEeKapCTBEHHbIX PACTMTENbHbLIX MPenapaTtoB) XOPOLO YATAEMbIM LWPUATOM Ha PYCCKOM
A3blke  YKa3aHbl HauMMEHOBaHME JIeKapCTBEHHOro npenapata (MexayHapopHoe
HenaTeHTOBaHHOE, UM XUMUYECKOEe, UNN TOProBoe HaMMeHOBaHME), HOMep cepuu, AaTa
Bbinycka (4Nsi UMMYHOGMOMNOTMYECKNX FEKApPCTBEHHbIX MpenapaTtoB), CPOK FOOHOCTMH,
AO3MPOBKA WNN  KOHLUEHTpauusi, obbeM, aKTMBHOCTb B €AuMHMUaxX [OEeWcTBua WUnu
KONMMYecTBO 403,

2) Ha nx BTOpPUYHOM (NOTPEBMTENBCKOWN) YNakoBKE XOPOLLO YNTAEMbIM LLIPUAETOM Ha
PYCCKOM £13blK€ yKa3aHbl HAaUMEHOBAaHWE IEKapCTBEHHOro npenapata (MexayHapogHoe
HEMaTEHTOBAHHOE WM XMMUYECKOE W TOProBOE HAMMEHOBAHWS), HaMMEHOBaHWE
NpoM3BOANTENS NEKAPCTBEHHOro npenapata, HOMep cepuun, faTta Bbinycka (4ns
NMMYHOOMONOINMYECKUX  NIEKAPCTBEHHbIX MpenapatoB), HOMEpP  pPerucTpaunoHHOro
yOOCTOBEPEHUS, CPOK FOAHOCTM, CNOCOob MPUMEHEHWsl, A03MPOBKA WIM KOHLUEHTpauus,
ob0beM, aKkTMBHOCTb B eAuHMLAX [OencTBust MO0 KOMMYECTBO [03 B YMaKOBKe,
nekapcTBeHHas popma, ycrnoBusi OTMyCKa, YCIOBWUSI XpaHEHUs, npeaynpeauTernbHble
Haanmcw.

2. ®apmaueBTU4eckne cyobcTaHUUM AOMKHbI NOCTyNaTh B obpalleHne, ecnm Ha nx
NMEPBUYHOM YMAKOBKE XOpPOLWIO YMTAEMbIM LWPUAPTOM Ha PYCCKOM $3bIKE YKa3aHbl
HanMeHoBaHMe papMaLEBTUYECKON CyOCTaHUuN (MeXayHapoaHOe HENaTEHTOBAHHOE UK
XMMUYECKOE M TOProBOE  HAMMEHOBAHMS),  HaMMEHOBaHWEe  MNpPOU3BOAMTENS
hapmavneBTudeckon cybctaHuun, HOMep cepum M AaTta M3roTOBMEHWS, KONMUYECTBO B
yNakoBKe N eANHWLbI UIBMEPEHUSI KONMYECTBA, CPOK TOAHOCTU U YCITOBUSA XPaHEHWUS.

3. JlekapcTBeHHble cpeacTBa B KadeCTBE CbIBOPOTOK [OSMKHbI MOCTynaTb B
obpaleHne C ykasaHMEM XMBOTHOrO, U3 KPOBW, Mfas3Mbl KPOBW, OPraHoB U TKaHeEW
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KOTOPOro OHU MOSyYeHbI.

4. Ha BTOpuMYHy0 (NOTPEOUTENBLCKYIO) YMAKOBKY HNEKapCTBEHHbIX CPeacTs,
NoJSTly4YeHHbIX U3 KPOBU, NSla3Mbl KPOBU, OPraHOB U TKaHEW YerioBeka, JOMMKHA HAaHOCUTLCS
Hagnuck: "AHTutena k BUY-1, BUY-2, k Bupycy renatnta C M NOBEpPXHOCTHbLIA aHTUreH
BUpyca renatuta B otcytcTByloT".

5. Ha nepBuYHyl0 ynakoBKy W BTOPWUYHYIO (MOTPEOUTENbCKYO) YMNakoBKY
pagvoapmMaleBTUYECKNX  JIEKAPCTBEHHbIX  CPeACTB  AOSDKEH  HaHOCUTbCS  3HakK
pagnaumoHHOM ONacHOCTW.

6. Ha BTOpuYHYyO (NOTpebuTenbCcKyo) ynakoBKy roMeonaTnyeckux nekapCTBEeHHbIX
npenapaToB AOS/MKHA HAHOCUTLCA Haanuck: "lfomeonaTuyeckmin”.

7. Ha BTOpuYHYKO (NOTPebUTENbCKYH) YNakOBKY feKapCTBEHHbIX PacTUTENbHbIX
npenapaTtoB [JOSPKHA HaHocUTbCA Hagnuck: “lMpoaykuus npowsia pagvauuoHHbIN
KOHTpOnb".

8. Ha nepBMYHylO ynakoBKy W BTOPWUYHYKO (NOTPEOUTENbLCKYO) YNakoBKY
NeKapCTBEHHbIX MpenapaToB, nNpeAdHasHavyeHHbIX ON9 KIMHUYECKUX UccreaoBaHui,
JOMKHA HaHOCUTbCA Haanucb: "Ons KNMHUYecKknx nccnegoBaHnim”.

9. YnakoBKka fekapCTBEHHbIX CPeACTB, NpefHasHa4yeHHbIX WCKITYUTENbHO AJS
3KcnopTa, MapKMpyeTcs B COOTBETCTBMM C TpebBOBaHMSMN CTpaHbl-MMnopTepa.

10. Ha TpaHCnopTHyt0 Tapy, KoTopasa He npefHasHadeHa ans notpebutenen n B
KOTOPYIO MNOMELLEHO FeKapCTBEHHOE CpeacTBO, OOSMKHA HaHOCUTLCA WHopmaums o
HaMMeEHOBaHUKN, CEPUN NIEKAPCTBEHHOIO CPeACcTBa, AaTe BbiMycka, KONMYeCTBE BTOPUYHBIX
(noTpebutenbckux) yNakoBOK neKapcTBEHHOro cpencraa, npounssoguTene
NEeKapCTBEHHOrO CpeacTtBa C  YKasaHMEM  HaMMEHOBaHUS UM MECTOHaxXOXOeHus
NpPoOn3BOAUTENSA NEKaApCTBEHHOrO cpeacTea (agpec, B TOM 4Yucne ctpaHa u (Mnu) mMecto
NpOun3BOACTBa NEKapCTBEHHOIO CPeACcTBa), a TakkKe O CPOKe rogHOCTU NeKapCTBEHHOro
cpeacTea n 06 yCnoBusax ero XpaHeHnsa 1 nepeBo3kn, HeobxoauMble NpeaynpeanTenbHble
HagNUCK N MaHUNYNATOPHbIE 3HAKMW.

11. Ha nepBUYHYO YyNakoBKY W BTOPUYHYK (NOTPEOUTENBLCKYK) YMNAKOBKY
NeKkapCTBEHHbIX CPeACTB ANA BETEPMHAPHOIO NPUMEHEHUS OOIKHA HAHOCUTBCA HAaOMNUCh:
"[lna BeTepuUHaApHOro npumeHeHns".

12. Ha BTOpu4Hyto (NOTPEBUTENbCKYID) YMNakoBKYy FEKApPCTBEHHOro npenapaTa
HaHOCUTCS LUTPMUXOBOM KOA,.

FnaBa 9. BBO3 nekapcTBeHHbIX CPeAcTB Ha TeppuToputo Poccumnckon Pepepaumm m
BbIBO3 JleKapCTBEHHbIX cpeacTB ¢ Tepputopun Poccunckon depgepauunmn

CtaTtbs 47. [Mopsaok BBO3a NEKaApCTBEHHbLIX CPEACTB Ha Tepputoputo Poccuiickomn
depepaumm 1 BbiBO3a JIEeKAPCTBEHHbBIX CPEeACTB C TeppuTopmm Poccuimnckon
depepaummn

1. BBO3 nekapCTBEHHbIX cpeacTB Ha Tepputopuio Poccunckon depepaumm
OCyLLeCTBNsSeTCA B Nopsiake, yctaHoBrneHHOM [1paBuTtensctBoMm Poccunckon ®epepaunn,
B COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccuinckon degepauum.

2. BBo3umble Ha Tepputoputo Poccuinckon denepauunm nekapcTBeHHble cpeactaa
AOIMKHbI ObITh BKMIOYEHbI B FOCYAaPCTBEHHbIN PEECTP NeKapCTBEHHbIX CPEACTB.

3. [onyckaeTca BBO3 Ha Tepputoputo Poccuimnckon denepaumm KOHKPETHON napTum
He3aperncTpUpoOBaHHbIX JEKAPCTBEHHbIX CPeACTB, NpefHa3HaYeHHbIX ANs NpoBeaeHus
KNWHUYECKUX WCCedoBaHUN FeKapCTBEHHbIX npenapaToB, MPOBEAEHUA 3KCrnepTu3bl
NEeKapCTBEHHbIX CpPeacTB  ANA  OCYLECTBIIEHUS  FOCYAapCTBEHHOW  permcrpauuu
NeKapCTBEHHbIX MpenapaTtoB UM A8 OKa3aHUs MeOUUMHCKOW MOMOLLM MO XXU3HEHHbIM
NnokasaHUsIM  KOHKPETHOro nauueHTa Ha OCHOBaHWW  pas3pelleHusi, BblOaHHOro
YNONTHOMOYEHHbIM doefieparibHbIM OPraHoM UCMONTHUTENBHOW BNAacTU NO 3adABNEHUAM NUL,
yKasaHHbIX B cTaTbe 48 Hactodwero ®PegepanbHOro 3akoHa. PaccmoTpeHue Takoro
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3asiBMEeHNa U MPUHATUE pelleHus O Bbldadve paspelleHus Ha BBO3 KOHKPETHOM napTuu
He3aperMcTpuUpoBaHHbIX NEKapCTBEHHbIX CPeacTB, NpefHasHavyeHHbIX AN1s NpoBefeHus
KNWHMYECKUX WCCedoBaHUN eKapCTBEHHbIX MpenapaToB, MPOBEAEHUA 3IKCNepTusbl
NEeKapCTBEHHbIX CpPeacTB  ANs  OCYLECTBIIEHUS  FOCYAapCTBEHHOW  permcrpauuu
NeKapCTBEHHbIX MpenapaTtoB WM A9 OKa3aHUs MeOUUMHCKOW MOMOLLWM MO XU3HEHHbIM
nokasaHusIM KOHKPEeTHOro nauueHta nubo ob oTkase B Bblgade yKa3aHHOro paspelueHus
NPOU3BOAATCA B CPOK, He MpeBblarwmin natm paboynx gHen. [Mnata 3a Bbligady
yKa3aHHOro paspeLleHuns He B3MMaeTcsl.

4. Ha Ttepputoputo Poccunckon defepaumm MOXHO BBO3UTb JleKapCTBEHHbIE
cpencTtBa, KayecTBO  KOTOPbIX  MOATBEPXKOEHO  cepTUdUKATOM  MPOU3BOAUTENS
NEeKapCTBEHHbIX CPeacTB, YOOCTOBEPANOLWNM COOTBETCTBUME BBO3UMbIX FEKAPCTBEHHbIX
cpenctBs  TpeboBaHUAM (papmakonenHblx cTaTeM nubo B criydae UX OTCYTCTBUSA
HOPMaTUBHOW JOKYMEHTaLMN NN HOPMATUBHOIO JOKYMEHTA.

5. 3anpellaeTcs BBO3 Ha TEpPUTOPUIO Poccuinckon depepauum
hanbCnUUMPOBaHHbIX NeKapCTBEHHbIX CPEACTB, HeL0OPOKaYeCTBEHHbIX NEKapCTBEHHbIX
CpencTB, KOHTPaaKTHbIX NeKapCTBEHHbIX CPeACTB.

6. ®danbcudunumpoBaHHbIE §NEeKapCTBEHHbIE CpeacTBa, HegobpokavyecTBEHHbIE
NeKapCTBEHHbIE CpeacTBa NognexaT U3bATUI0 U MocnenylweMy YHUYTOXEHUD WNu
BbIBO3y C Tepputopum Poccuiickon ®denepaumn, KOHTpadiakTHble JleKapCTBEHHbIEe
cpenctBa - M3bATUMIO U NOCReAyrLEeMY YHUYTOXEHUID. YHUYTOXEHWE WAN BbIBO3 C
Tepputopumn Poccunckon dPepepauumn anbcupuumpoBaHHbIX NEKapCTBEHHbIX CPeacTB,
HeJOOpPOKAYECTBEHHbIX JNEKAPCTBEHHbIX CPEeACTB, KOHTpadakTHbIX JleKapCTBEHHbIX
CpeacTB  OCyLUEeCTBNSIeTCS 3a CYeT nuua, ocyllecTBmBlIero wux BBO3. [lopagok
YHUYTOXEHUS N3BbATBIX danbcnnumpoBaHHbIX neKapCTBEHHbIX cpencTs,
HeJoBpOKAYECTBEHHbIX NEKAPCTBEHHbLIX CPEACTB, KOHTpadakTHbIX JleKapCTBEHHbIX
cpencTB ycTaHaBnmBaetcs NpasutensctBom Poccuinckon degepaumn.

7. Jlnya, ocywecTtBnswwme BBO3 Ha Tepputoputo Poccuickon depepauum
dhanbCnUUMPOBaHHbIX NEKApPCTBEHHbIX CPEACTB, HeLOOPOKaYEeCTBEHHbIX TEKAPCTBEHHbIX
CpencTB, KOHTpadakTHbIX NEKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHOAaTenbcTBOM Poccurickon ®efepaumn.

8. BblBO3 nekapCTBeHHbIX cpeactB C Tepputopum Poccunckon Pegepauyum
ocywecTBnsaeTcsa 6e3 NPUMEHEHUS1 OrpaHMYEeHU, YCTaAHOBMEHHbLIX 3aKOHOL4ATENbCTBOM
Poccunckon depepaumm 0 rocygapCTBEHHOM  peryrMpoBaHUM  BHELLHETOProBOW
aeaTtenbHocTU.  BbiBO3  nekapcTBEHHbIX  MNpenapatoB,  NpeAdHasHaveHHbIX — Ons
ryMaHUTapHOMW nomowyn (COOEeNCTBMS) MM NOMOLUM MPU Ype3BblYalHbIX CUTyaUUsX, C
Tepputopun Poccunckon ®Pegepaumm OCyLeCTBNSETCAS Ha OCHOBaHUW  peLleHus
MpaButenbctea Poccuinckon depepauum wunm pelleHna opraHoB rocygapCTBEHHOMN
Bnactm cybbektoB Poccunckon Pepepaumm 06 oOkaszaHUM NOMOLLM  WHOCTPAHHOMY
rocygapcray.

Cratba 48. lOpuguyeckue nuua, KOTOPbIM paspelleH BBO3 JeKapCTBEHHbIX

cpeacTB Ha Tepputoputo Poccuinckon ®epepaummn

JlekapcTBeHHble cpefncTBa Ha Tepputoputo Poccuinckon depepaumm  Mmoryt
BBO3UTb:

1) npousBOOUTENM JfieKapCTBEHHbIX CPeACcTB Ans  uenen  cobCTBEHHOro
NpPOuN3BOACTBA NIEKAaPCTBEHHbIX CPELACTB;

2) WHOCTpaHHble pa3paboTuMKuU FNEKapCTBEHHbIX CPeacTB M MHOCTPaAHHbIE
NPOU3BOAUTENN NIEKapCTBEHHbIX CPEACTB UIu Apyrve ropnguyeckme nuua no nopyyvyeHuto
pa3paboTymka nekapCTBEHHOro CpeacTBa ANs NPOBeAEHUS KIMHUYECKUX UccnenoBaHni
NeKapCTBEHHOro  npenapaTta,  OCYLLeCTBMNEHUs  rocydapCTBEHHOMW  perucrpauuu
NeKapCTBEHHOro  npenapaTa, BKOYeHMs  (papmaueBTuyeckom  cybcTtaHuum B
rocyJapCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeACTB, KOHTPOMNA KadecTBa feKapCTBEHHbIX

45


garantf1://12078515.1000/

CpeactB  Mpyv  HanuuMm  paspelleHns  YynosITHOMOYEHHOro  dpefeparnbHOro  opraHa
NCMONHUTENbHOM BNAacTU Ha BBO3 KOHKPETHOW NapTUKN NIeKapCTBEHHbIX CPEACTB;

3) opraH13aunm onNTOBOW TOProBNWN fIeKapCTBEHHbLIMU CpeaCTBaMU;

4) HaydHO-uccnegoBaTenbCkMe opraHuvsaumu, obpasoBaTenbHble YYpexaeHus
BbICLLIEro npodpeccrmoHanbHOro obpasoBaHus, NPOU3BOAMTENWN NEKAPCTBEHHbIX CPeacTB
Ans paspaboTku, uccnegoBaHW, KOHTpons Ge3onacHocTW, KayecTBa, 3dEKTUBHOCTU
NeKapCTBEHHbIX CPeaCcTB MpU HannuMm paspelleHust YNoNTHOMOYEeHHOro deaepasibHOro
opraHa UCNonHUTENbLHOW BNacTu;

5) MeaguumMHCKne opraHusaumm, NHble yKkasaHHble B NyHKTax 1 - 4 HacTosILWen ctaTbu
opraHuMsaumm ans  okasaHus MeOMUMHCKOM MNOMOLUM MO  XKU3HEHHbIM MOKas3aHUAM
KOHKPETHOro nauuMeHTa npu Hanuumm paspelleHust YnosIHOMOYeHHOro denepansHoro
opraHa WCMOMHUTENbHOW BMAacTU Ha BBO3 KOHKPETHOM MNapTUM NEeKapCTBEHHOrO
npenapaTa, BblJAaHHOMO B YCTAHOBSIEHHOM nopsake B oOpMe 3MEKTPOHHOrO AOKYMEHTA,
NoANUCAHHOIo ANEKTPOHHOMW LMPPOBOM NOAMNUCHIO.

Ctatbsa 49. [JokymMeHTbl, NpeacTaBfisieMble B TaMOXeHHble opraHbl Poccuinckon
degepaumn npu  BBO3e JNEKApPCTBEHHbIX CPeaCTB Ha TeppuTopuro
Poccuinckon ®egepaunm

1. Npun BBO3e nekapCTBEHHbIX CPEACTB Ha TeppuTtopuio Poccuinckon degepaumm B
TaMoXeHHble opraHbl Poccurickon degepaumm Hapsgy € OOKYMeHTaMmu, npeacraBreHue
KOTOPbIX NpeaycCMOTPEHO 3akoHoaTensCcTBOM Poccuiickon degepaumm, npeactaBnsaoTca
cnefywowme AOKYMEHTHI:

1) cepTudumkaT nNpomsBOAUTENS JEKAPCTBEHHOrO CpPeAcTBa, YAOCTOBEPSIOLUN
COOTBETCTBME BBO3MMOIO JlEKApCTBEHHOro cpeactBa TpeboBaHusM dapMakonemnHom
ctatbm nNnbBO B criydae ee OTCYTCTBUS HOPMATMBHOW AOKYMEHTaLUU UM HOPMaTUBHOrO
AOKYMEHTA;

2) paspelleHne YMNONMHOMOYEHHOrO doefepanbHOro opraHa WCMNOMNHUTENbHON
BNaCTM Ha BBO3 KOHKPETHOM NapTUM JeKapCTBEHHOrO CpeactBa B Chnyyask,
YCTaHOBMEHHbIX YacTbio 3 cTaTbn 47 HacToswero denepansbHOro 3akoHa.

2. [loKymMeHTbl, YyKasdaHHble B nyHkTax 1 M 2 4yactm 1 HacTosiwen craTby,
NPeaCcTaBnsATCA B TaMOXeEHHble opraHbl Poccuiickon ®epepaumm npu  npudbiTum
NleKapCTBEHHbIX CPeaCcTB Ha Tepputopuio Poccuickon degepaumm.

Ctatbsa 50. BBO3 nekapCTBEHHbIX MpenapaTtoB Ha TeppuTopuio Poccuinckon

depepaunn ansa NUYHOrO UCMNOMNb30BaHNUS U UHbIX HEKOMMEpPYECKUX Lenen

1. JlekapcTBeHHbIE NpenapaTbl MOryT ObITb BBE3E€HbI HA TeEppUTOpUo Poccuinckon
depepaummn 06e3 yyeta TpebOOBaHMK, NPEQYCMOTPEHHbIX 4Yactamu 1-4 cratbn 47,
ctatbaMu 48 n 49 HacToswero denepanbHOro 3akoHa, eCriv OHU nNpegHasHaveHbl Ons:

1) IMYHOrO UCMONb30BaHMA PUNYECKUMWN NMLaMn, NPUBLIBLUMMN Ha TEPPUTOPUIO
Poccuinckon ®epnepaunu;

2) NCNoSib30BaHMUsA paboTHUKaMu avnnomaTn4eckoro Kopnyca nnu
npeactaBuTendaMm MeXayHapoOHbIX OpraHu3aunn, akkpeguToBaHHbIX B Poccumnckomn
depepaumm;

3) nevyeHns NAacCaXxXmpoB M YNEHOB JKMUMAXKEN TPAHCMOPTHLIX CPeACTB, NOe3OHbIX
Opurag n BoguTenen TPaHCMOPTHbLIX CPeACTB, NPUOLIBLUMX Ha TeppuToputo Poccumnckomn
depepaumm;

4) neYyeHUs y4aCTHMKOB MEXOYHAPOAHbIX KyIbTYPHbIX, CMOPTUBHbLIX MEPONPUATUR
N YYaCTHUKOB MeXAyHapOAHbIX dKcneauunm;

5) neyeHnsa KOHKPETHbIX XUBOTHbIX B 300MapKax, a TakKe XUBOTHbIX, BBO3MMbIX Ha
Tepputoputo  Poccuinckon degepaumm Ong ydacTus B CMOPTUBHBIX U 3pEnULLHBIX
MEepPONPUATUSAX.

2. B cnyyasx, npegyCMOTpPeHHbIX YacTbio 1 HacTosLWen cTaTbn, JONYyCKaeTcs BBO3
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Ha Tepputoputo  Poccuinckon  defepaumm  nekapCTBEHHbIX  NpenapatoB,  He
3apermcTpupoBaHHbIX B Poccuiickon ®egepaumn.

3. JlekapcTBeHHble MpenapaTtbl, NpegHasHayYyeHHble AN FYMaHUTapHOW MOMOLLM
(copencTeus) MnNu NOMOLLM NPU 4YpesBblHaMHbIX CUTyauusiX, BBO3SITCA Ha TeppUTOPUIO
Poccunckon ®epepaumm B nopsgke, yctaHoBrneHHoM [lpaButensctBoMm Poccuinckon
depepaumn.  3anpewlaetca BBO3 Ha  Tepputoputo  Poccuinckon — depepaunm
He3aperMcTpupoBaHHbLIX  FIEKApPCTBEHHbIX  NpenapaTtoB,  NpeAHasHadeHHbIX AN
ryMaHUTapHOM NoOMoLu (COAENCTBUS) UM MOMOLLM NPU Ype3BblYarHbIX CUTYaLUAX.

Cratba 51. CoTpygHMYecTBO doedeparnbHOro opraHa WCNOSTHUTENbHOW BRacTw,
YNOSIHOMOYEHHOr0O B 0oOnactM  TaMOXeHHoro gena, W Apyrux
YNOSTHOMOYEHHbIX dhefepanbHbIX OPraHOB UCMONHUTENbHOM BRacTu

1. YNonHomo4eHHble  efeparnbHble  OpraHbl  UCMOSIHUTESNIbHOM  BRacCTU
NpefoCTaBfAT B pacnopskeHne genepanbHOro opraHa WCMNOMHUTENbHOW BracTy,
YNOSIHOMOYEHHOr0O B 0BfacTM TaMOXEHHOro Jenia, roCyAapCTBEHHbIN  peecTp
NeKapCTBEHHbIX CPeACTB, a Takke MH(OopMauMilo O BblOAHHbLIX paspeLleHUsiX Ha BBO3
KOHKPETHOW MapTUM JeKapCTBEHHbIX CPeaCTB B ClyyasiX, YCTAHOBJIEHHbIX 4YacTbl 3
ctaTbk 47 HacTosiwero ®egepanbHOro 3akoHa.

2. ®egepanbHbIi OpraH MCNOSIHUTENBHOW BriaCTU, YMNOSIHOMOYEHHbINM B obnacTtu
TaMOXEHHOro gena, uvHMoOpMUpyeT YyKasaHHble B 4actu 1 HacTodAwen craTbu
YNOSIHOMOYEHHbIE  (pedepanbHble  OpraHbl  UCMOSMIHUTENBHOW BRactM O  BBO3e
NEeKapCTBEHHbIX CcpeacTtB Ha Tepputopuio Poccunckon depepaumm ©n - BbiIBO3e
neKapCTBEHHbIX cpeacTs ¢ Tepputopun Poccuinckon degepaumm no popme 1 B nopsake,
KoTopble ycTaHoBneHbI [paButensctBom Poccumnckon degepaumn.

MaBa 10. ®apmaueBTUYECKasn feATENIbHOCTb

CraTtbs 52. OcyuwecTBneHme apmaleBTUYECKON AEATENBHOCTHU

1. ®apmaueBTnYeCKaa AEATENbHOCTbL OCYLLECTBMSETCA OpraHmM3auusiMy OMTOBOM
TOProBfN fEKApCTBEHHbIMWU CPeACTBaMW, anTeYHbIMU OpraHu3aumsiMn, BeTepUHapPHbIMU
anTeYHbIMM OpraHM3aunsamMun, WHAMBMAYANbHBIMW  NPeanpPUHMMATENSMAU, UMEHLLMMN
NMUEeH3ni Ha dapmaueBTUYECKYD AeATeNbHOCTb, MEeAUUMHCKUMU  OpraHM3aumsmu,
UMEIOLLNMU NIULEH3NI0 Ha apMaueBTUYECKYHD OEeATENbHOCTb, U UX 060COBNEHHLIMU
nogpasgeneHmsammn (ambynatopusamu, denbawepckuMmm n denbaLllepcKo-akyLepCKumMm
NyHKTaMn, LUEeHTpamu (OTAeneHusmn) obuwen BpavyebHon (CemMenHOon) MpaKkTuKK),
pPacrnonoXeHHbIMW B  CENbCKUX MOCENEHMAX, B KOTOPbIX OTCYTCTBYIOT anTeuyHble
opraHuMsaumn, U1 BETEPUHAPHbIMM  OpraHM3auusMM, WUMEKLWUMM  JIMLEH3NKD  Ha
hapMaueBTUYECKYO OEATENBHOCTb.

2. dnsmyeckme nmua MoryT oCyLecTBNATb dhapMaLeBTUYECKYHO AEATENBHOCTb Npu
HanMuMM BbICLLEro UNM cpegHero dapmaueBTudeckoro obpasoBaHust U cepTudukarta
cneunanucTa, BbICLLErO WNM CPedHero BeTepuHapHoro obpasoBaHust M cepTudukaTta
cneunanucTa, a Takke BbICWIEr0 WM CpeaHero MeguumHCKoro obpasoBaHus,
cepTudmkaTta cneumanucta u AONOSHUTENBHOrO NpodeccuoHanbHOro obpasoBaHuA B
4YacTM PO3HUYHOW TOProBMWN JIEKAPCTBEHHBLIMU NpenapatamMmu nNpu ycrioBunm mMx paboTbl B
000COONEHHDbIX NOoApa3geneHnax MeOULMHCKUX OpraHuM3auun, yKasaHHbiXx B 4actm 1
HaCTOSALLEN CTAaTbW.

Cratba 53. [lpogaxa, nepepava neKapCTBEHHbIX CPeaCTB OpraHnsaunsamm
ONTOBOM TOProBIN NeKapCTBEHHbIMWU CpeacTBamMu
OpraHusaumnm  OMNTOBOW  TOProBMW  NEKAapCTBEHHbIMM  CpPeacTBaMyM  MOTYT
OCYLLEeCTBNATb NPOoJaxy JfiekapCTBEHHbIX CPEACTB UNU nepegaBaTb UX B YCTAaHOBIIEHHOM
3akoHogaTenbcTBoM Poccunckon denepaunm nopagre:
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1) opyrMm opraHusaumsiMm ONTOBOW TOProBIiM NIEKAapPCTBEHHBbIMW CPEACTBAMMU;

2) nNpou3BOAUTENSIM JleKapCTBEHHbIX CPeacTB And  uenerl npou3BOACTBa
NeKapCTBEHHbIX CPEACTB;

3) anTeYHbIM opraHM3aunsM 1 BETEPUHAPHBLIM anTeYHbIM OpraHn3aunsamMm;

4) Hayd4HO-uccrnegoBaTeNbCKMM OpraHmsaumsaM Ans Hay4yHo-uccnenoBaTenbCKom
paboThl;

5)  wHouBmuayanbHbIM  NpeanpuHMMaTtensM,  UMEeLWUM  JIMUEH3N0  Ha
hapmaLeBTUYECKY0 OeATENbHOCTb UMY NINLEH3UIO HA MEAUNLIMHCKYIO OEeATENbHOCTb;

6) MegULMHCKMM OpraHm3aumsam, BeTepmMHapHbIM OpraHn3aumsam;

7) opraHu3auusiM, OCyLLeCTBASIOWUM pa3BeaeHne, BbipallMBaHNe N coaepkaHune
XNBOTHBIX.

CtaTtbs 54. [paBuna onToBOW TOProBn fiekapCTBEHHLIMU CpeacTBamMum

OntoBas TOproens neKkapCcTBEeHHbIMU cpencresamu OCyLLecTBNaeTCs
NPOU3BOAUTENSMM JIEKAPCTBEHHbLIX CPeaCcTB W OpraHM3aumsmMuM  OMTOBOWM TOProBMn
NeKapCTBEHHbIMM CpeAcTBaMM MO  NpaBuraM, YTBEPXOEHHbIM COOTBETCTBYHOLLUMU
YNOSTHOMOYEHHbIMU dbeepanbHbIMU OpraHaMn UCNONHUTENBHOW BNacTu.

Ctatba 55. [MopsiAoK pO3HUYHOW TOProBNKN NieKapCTBEHHLIMY NpenapaTamm

1. PO3HMYHasA TOpProBns nekapCTBEHHbIMM nNpenapatamum B  KONMYecTBax,
HeobXxoaMMbIX ANA  BbINOMHEHUA BpadebHbix (hbenbalepckux) HasHa4YeHUun wnm
Ha3Ha4YeHUn cneynanuctoB B 006MacTM BeTepuUHapUK, OCYLLECTBNASIETCS anTeYHbIMM
opraHusaunsMn, BeTEepUHAPHbIMW  anTeYyHbIMKM  OpraHM3auus MM, WHOMBUOYaNbHbIMU
npegnpuHUMaTenamMy, UMEeLWUMM JIMLEH3NI0 Ha dapMaLeBTUYEeCKy0 AeATeNbHOCTb,
MEOVUMHCKAMW  OpraHuM3auusMy, UMELWMMN  MULEH3N0  Ha  dpapMaleBTUYECKYHO
aeaTenbHoCcTb, W ux  obocobneHHbiMM  nogpasgeneHnsammn  (ambynatopusimu,
denbawepckummn 1 penbaLlepcko-akyLlepCckuMm NyHKTaMu, LeHTpaMu (OTAeneHnsMn)
obLen BpadyebHON (CeMenHon) NpakTUKn), pacnonoXeHHbIMU B CEMNbCKNX MOCENEHUSIX, B
KOTOpbIX OTCYTCTBYIOT anTeudHble opraHvsauuMuM, U BeTepuHapHbIMW OpraHusauusamu,
UMELUMU NNLEH3NI0 Ha papMaueBTUYECKYO AesTernbHOCTb. PaspelueHa po3Hu4Has
TOProBfsi TOSNIbKO fNlEKapCTBEHHbLIMU NMpenapataMn, 3aperncTpupoBaHHbIMKM B Poccumnckon
depgepaum NN U3FOTOBIIEHHLIMX ~ ANTEYHbIMW  OpraHu3auusaMn, BeTepUHapHbIMM
anTeyHblMM OpraHmsaumsMn, WHAMBUAYaANbHbIMU  NpeanpuHUMaTENAMKY, UMELLNMU
NULEH3MI0 Ha (bapMaLeBTUYECKYHO OeATeNbHOCTb.

2. Bugbl anTeyHbIX opraHu3auumn 1 npasuna oTrnycka fiekapCTBEHHbIX NpenapaToB
ANa  MeOUUMHCKOrO MPUMEHEHUs anTeYHbiMUM  OpraHu3auusMu, UHAMBUAYaNbHbIMU
npegnpuHUMaTenaMu1, UMELWNMN NULEH3NI0 Ha ddapMaueBTUYECKY0 AeATeNbHOCTb, a
TaKke npaBuna OTNyCka fleKapCTBEHHbIX NpenapatoB A1 MeOULMHCKOro npUMeEHeHUs
MEOVUMHCKAMW  OpraHmM3aumsiMi, UMeLWUMU  NIMUEH3NID  Ha  (hapMaueBTUYECKYHO
aeaTenbHoCTb, W ux  obocobneHHbiMM  nogpasgeneHnsamun  (ambynatopusimu,
denbawepckummn 1 penbaLllepcko-akyLlWepCckuMM NyHKTaMn, LeHTpaMu (OTAeneHnsMin)
obuien BpayebHON (CEMENHON) NPaKTUKKN), PACMONOXEHHLIMU B CEMNbCKNX MOCENEHUSIX, B
KOTOpbIX OTCYTCTBYIOT anTeuyHble OpraHusauuu, YTBEPXAalTCA  YMNOMHOMOYEHHbIM
deaepanbHbIM OpraHOM UCNOSHUTENBHOW BrACTu.

3. [llpaBuna oTnycka HapKOTUYECKUX CPeacTB W  MCUXOTPOMHbIX BELLECTB,
3aperncTpupoBaHHbIX B KayeCTBe JIeKapCTBEHHbIX MpenapaTtoB, JlIeKapCTBEHHbIX
npenapatoB, COAepXallMx HapKOTU4ecKne cpeactBsa U MNCUXOTPOMHbIE BeLlecTsa,
YyTBEPXAATCA YMNONTHOMOYEHHbIM dheaeparnbHbiM OpraHOM WUCMOSTHUTENbHOW BlacTu Mo
cornacoBaHuio ¢ degepanbHbiM OpPraHOM MCMOMHUTENBbHOM BMAACTWU, OCYLLECTBASAIO UM
dyHKUMM N0 BblpaboTke rocygapCTBEHHOW  MOSMIUTUKKW,  HOPMAaTMBHO-NPaBOBOMY
perynmpoBaHnio, KOHTPOMKD M Hag3opy B cdepe obopoTa HaPKOTUYECKUX CPEACTB,
NMCUXOTPOMHbIX BELECTB M UX MPEKYPCOPOB, a Takke B 0Bnactu npoTMBOOENCTBUSA MX
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He3akoOHHOMY 060pOoTY.

4. JlekapcTBeHHble npenapaTtbl A1 BEeTEepUHApPHOro MNpPUMEHEHUa noanexar
OTNYCKYy BeTEPUHAPHbLIMM anTeYyHbIMW OpraHM3aunamMu, BeTEpPUHAPHbIMU OpraHu3aumsmu,
MHOMBMAYaNbHbIMU NpeanpUHUMaTeNsaIM1, UMeELWUMN JIULLEH3NIO Ha bapMaLeBTUYECKYHO
aeatenbHOCTb. [lpaBuna oTnNycka neKapCTBEHHbIX npenapaToB Afd BeTepuHapHOro
NPUMEHEHNSA YTBEPXKOAKTCA YNONMHOMOYEHHbIM dhefeparnbHbiM OpraHOM UCNOSTHUTENBHON
BnacTtu.

5. TllepeyeHb  MeOUUMHCKMX  OpraHuMsauun, UMewWwux  JNULEH3U  Ha
hapmaueBTUYECKYO AeATENbHOCTb, N UX 060COBNEeHHbIX nogpasaenieHnn (ambynatopun,
denbawepcknx n genbalepcKo-akyLWepcknx MyHKTOB, LIEHTPOB (oTaeneHuin) obuien
BpadyebHON (CemMenHOoM) NpPakTUKKN), pacnosioXXEeHHbIX B CENbCKUX MOCENEeHNaxX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHn3auum, a Takke nepeyveHb nekapCTBEHHbIX npenapaTos (3a
UCKMIOYEHNEM  HApPKOTUYECKMX  JIeKapCTBEHHbIX  MpenapaTtoB UM MNCUXOTPOMHbIX
NeKapCTBEHHbIX NpenapartoB), Npogaxa KOTOPbIX MOXET OCYLIECTBASATbCHA YKa3aHHbIMU
opraHmsaumamm m nx obocobreHHbIMN nogpasgeneHnsamMu, yctaHaBnmBaroTCs opraHamm
NCNONHUTENbHOM BracTn cybbekToB Poccurckon ®epepaumu.

6. AnTeyHble opraHu3auumm, WHOuBUAYyasnbHble nNpeanpuHUMaTenn, uMetome
NNLEH3NIO Ha dpapmMaLeBTUYECKYID  OeATeNbHOCTb, 0053aHbl obecneuymBaTb
YCT@HOBJSEHHbIA YNOSTHOMOYEHHbIM befeparibHbIM OpPraHOM MCMNOSTHATENBHON BRacTU
MWHUManbHbIM aCCOPTUMEHT JIEKapCTBEHHbIX MpenapaToB, HEOBXOAUMBIX AN OKa3aHus
MeANLMHCKON NOMOLLM.

7. AnTedHble opraHusauuu, uHAMBUAYaNbHblEe MpeanpuHUMaTeny, UMeloLne
nMueH3ni  Ha dapmaueBTUYECKYID  OeATeNbHOCTb, Hapsgy C  NeKapCTBEHHbIMU
npenapatamm wuMeT npaBo npuobpetaTtb W nNpodaBaTb U3OeNUs MeOUUUHCKOro
HasHa4vyeHus, Aes3vHduuMpylowme cpeacTsa, npeameTbl U cpeactsa NMYHOW TUMMEHBDI,
nocyay Ans MeguuMHCKUX uerneun, npeameTbl U CpeacTBa, NpedHasHadeHHble Ang yxoaa
3a 60MnbHbIMW, HOBOPOXAEHHLIMU U AETbMU, HE JOCTUILUMMKU BO3pacTa TpexX fneT, OYKOBYH
ONTWUKY M CpeacTBa yxoda 3a HeW, MMHeparbHble BOAbl, NPOoAyKTbl fiedebHOoro, 4eTCKoro u
ANEeTUYEeCKOro nuTaHus, OuonorMdyeckn akTuBHble [[oOaBku, napploMepHble U
KOCMeTu4eckne cpencrsa, MeOUUMHCKME W CaHUTapHO-MPOCBETUTENbHbIE MevYaTHble
n3gaHusa, NnpeaHasHayeHHble Ang nponaraHapl 340pOBOro obpasa KU3Hu.

8. [edaTtenbHOCTb anTeyHbix opraHmsauun BoopyxeHHbix Cun  Poccuinckon
depepaumn, Opyrnx BOWCK, BOMHCKUX (POPMUPOBAHWA W OpraHoB, B KOTOPbIX
3akoHogaTenbcTBoM Poccunckon denepaumm NpeagyCMOTPEHO MPOXOXAEHWE BOEHHOW
UNNU NpaBoOOXpPaHUTENbHOW ChyXObl, pernameHTupyeTca Hactoswum PeaepanbHbIM
3aKOHOM 1 YTBEPXOEHHbIMW  COOTBETCTBYHOLLMMKU  defeparibHbiMU  OpraHamm
WCNOSTHUTENbHON BflacTM NonoXeHnamun. KoHTponb 3a cobrnogeHveM  yKkasaHHbIMK
anTeyHbiIMM  OpraHu3auusMuM  NorioXeHurn  Hactoswero  PefepanbHOro  3aKoHa
OCYLLECTBNAETCA COOTBETCTBYWOLWUMM (pedepanbHbiMM - OpraHamn  UCNONTHUTENBHOM
BnacTu.

CtaTtbs 56. MI3rotoBneHme 1 oTnyck NekapCTBEHHbIX NpenapaTos

1. W3sroToBrneHne nekapCTBEHHbIX MNpenapaTtoB anTeYHbIMW  OpraHu3auusmu,
BeTEepMHapHbIMKU anTeYHbIMU OpraHM3auusaMu, UHOMBUOYaNbHbIMU NpeanpuHMMaTensamu,
UMELWUMM  JNIMLEH3NIO Ha dapMaueBTUYECKYD AeATeNbHOCTb, OCYLIECTBNAETCA Mo
peuenTam Ha nekapcTBEHHble npenapaTtbl, N0 TpeboBaHMAM MEOULMHCKUX OpraHu3aLmm,
BeTepVHapHbIX OpraHu3auuMi B COOTBETCTBMM C NpaBuiamMu WM3roTOBIIEHUA U OTMycka
NEeKapCTBEHHbIX MNpenapatoB, YTBEPXOAEHHbIMW  YMONMHOMOYEHHbIM  dbefeparibHbIM
OpraHoOM UCMOSHUTENbHOW BracTu.

2. Tlpy 13roToBreHNN NeKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHuM3aunsamu,
BeTEepPUHaPHbIMWU anTeYHbIMU OpraHn3aunamMu, MHAnBUAyanbHbIMU NpeanpuHuMaTensMmu,
UMEKLWNMU  NULEH3NI0 Ha  (papMaueBTUYECKY  OedATEeNbHOCTb,  MCMONb3yKTCA
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dapmaueBTudeckne cybCcTaHUuKM, BKNOYEHHbIE COOTBETCTBEHHO B rOCYAAapPCTBEHHbIN
peecTp NnekapCTBEHHbIX CPeacTB AN MeAMUMHCKOrO MPUMEHEHUs U roCydapCTBEHHbIN
peecTp neKapCTBEHHbIX CPeAcTB Afs BEeTepUHapHOro MNpPUMEHEHUS B YCTaHOBMEHHOM
nopsgke. He gonyckaeTcs M3roToBrieHWEe anTeYHbIMU OpraHusauusMn, BeTepUHapHbIMU
anTeYHbIMM OpraHM3aunamMu, WHOMBMAYanbHbIMW MpeanpuHUMaTeENaMu, UMeLWUMn
nMUeH3ni  Ha dapmaueBTUYECKYD OeATeNIbHOCTb, JIeKapCTBEHHbIX MpenapaTos,
3aperncTpupoBaHHbIX B Poccuiickon ®egepaumn.

3. MapkupoBka nekapCcTBEHHbIX npenapaToB, W3roTOBMEHHbIX anTe4YHbIMU
opraHusaumamu, BeTepuHapHbIMW  anTeYHbIMKM  OpraHu3aunamMu, UHAMBUAOYanbHbIMA
npegnpMHUMaTens Mn, UMELWMMN NNLEH3NI0 Ha (hapMaLEeBTUYECKYD AeATeSNIbHOCTb, U
odpopMmnieHMe TakuMx npenapaToB OOMMKHblI COOTBETCTBOBaTb MpaBuiiaM, yKasaHHbIM B
YacTu 1 HacTosILLEN CTaTbW.

4. AnTeuyHble  OpraHuM3auuu, BeTepuUHapHble  anTeyHble  opraHusauum,
UHOMBMAOYanbHble NpegnpuHUMaTenu, MMerwme JIUMUEH3N Ha (apmaueBTUYeCcKyto
AeATenbHOCTb, HEeCYT OTBETCTBEHHOCTb 3a HecoOntgeHWe npaBuil U3roTOBMIEHUS U
OTnycKa NekapCcTBEHHbIX NpenapaTtoB B COOTBETCTBMM C 3aKoHogaTenbcTBoM Poccuickon
depepauymn.

Crtatba 57. 3anpeweHve npogaxu danbCUPULMPOBaAHHBIX NEKapCTBEHHbIX

CpeacTs, HegobpoKkayecTBEHHbIX neKapCTBEHHbIX cpencTs,
KOHTpadaKTHbIX NEKAPCTBEHHbIX CPEACTB
Mponaxa dhanbcnunLnpoBaHHbIX neKapCTBEHHbIX cpencTs,

HeJoBpOoKaYeCTBEHHbIX JIEeKapCTBEHHbIX CPeACTB, KOHTPamaKTHbIX JleKapCTBEHHbIX
cpeacTB 3anpeLlaeTcs.

Cratbsa 58. XpaHeHune nekapcTBeHHbIX CPeaCTB

1. XpaHeHue neKkapCTBEHHbIX CPEeACTB OCYLECTBNAETCA MNPOM3BOAUTENSAMU
NEeKapCTBEHHbIX CpPeacTB, OpraHu3auMamMu OMTOBOWM  TOProBNM  NeKapCTBEHHbIMU
cpeacTBamu, anTeYHbIMU OpraHn3aunsiMn, BeTEPUHAPHbIMU anTeYHbIMU OpraHu3auusiMi,
MHAMBMAYaNbHbIMU NpeanpUHUMaTENSAIMU, UMEIOLLMMU NIMLIEH3NIO Ha (hapMaLeBTUYECKYHO
AEATENbHOCTb WU JIMLEH3UIO Ha MEOUUMHCKYK OeATeNbHOCTb, MeOULUMHCKUMMU
opraHuMsaumsamMu, BeTEepMHapHbIMW  OpraHu3aumMsMm U UHbIMKM  OpraHusauusiMu,
oCyLlecTBNALWNMM obpalleHne nekapCTBEHHbIX CPeaCTB.

2. MNMpaBuna xpaHeHNs NeKapCTBEHHbIX CPEACTB YyTBEPXAAOTCS COOTBETCTBYHOLLMM
YNOSTHOMOYEHHbIM doefiepanbHbIM OPraHoOM UCMOMHUTENbHOW BRacTu.

3. XpaHeHue  HapKOTUYECKUX  FIEKAPCTBEHHbIX  CPEACTB,  MNCUMXOTPOMHbIX
NEKapCTBEHHbLIX  CPEeACTB, paguodapmMaLeBTUYECKNX  JIEKAPCTBEHHbIX  CPeacTB
OCYLLIECTBISAETCA B COOTBETCTBUN C 3aKoHOAaTenbCcTBOM Poccunckon denepauymm.

MaBa 11. YHUUTOXeHue neKkapcTBeHHbIX CpeacTB

Cratba 59. OcHOBaHUA 1 NOPSAOK YHUUTOXEHNSA NEKapCTBEHHbIX CPEACTB

1. HepoOpokayeCTBEHHbIE IEKApCTBEHHbIE CcpeacTBa, danbCuduLMpoBaHHbIE
neKkapCTBEHHbIE CpeACcTBa noanexat U3bATUIO U3 rpaXgaHCKoOro o6opoTa U YHUUTOXEHMUIO
B nopsigke, ycraHoBneHHoMm [NpasutensctBom Poccuiickon ®epepaunn. OcHoBaHMeM ans
YHUYTOXEHUS NEKapCTBEHHbIX CPEACTB SBMSIETCA pelueHue Bragenbla NeKapCTBEHHbIX
CpeacTB, pelleHne COOTBETCTBYHLWEro YrnosIHOMOYEHHOro deaeparibHOro opraHa
NCMONHUTENbHOM BracTu Unn peLueHne cyaa.

2. KoHTpadbakTHble riekapCTBeHHble CcpeacTBa  noafiexatr U3bATUIO U3
rpaXxgaHcKkoro obopoTa M YHUYTOXEHUIO MO pelleHuto cyda. [lopsaaok YHUUTOXEHWUS
KOHTpaakTHbIX  NleKapCTBEHHbIX  CpeAcTB  ycTaHaBnuBaetcsa  [lpaBUTenbLCTBOM
Poccunckon ®enepaunn.
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3. Pacxogbl, CBfi3aHHble C YHUYTOXEHMEM KOHTpadaKkTHbIX JleKapCTBEHHbIX
CPeAcTB, HenobpoKaYeCTBEHHbIX JeKapCTBEHHbIX CPeacTB, hanbCcnmumMpoBaHHbIX
NeKapCTBEHHbIX CPeaCTB, BO3MELLAKTCA X BriagenbuemM.

4. Bnageney nekapCTBEHHbIX CPeACTB AOSDKEH NpeacTaBUTb B YNOMHOMOYEHHbIN
doeepanbHbIi - OpraH  UCMOMHUTENbHOM BNactM  OOKYMEHT WM 3aBEPEHHYID B
YCTaHOBMIEHHOM MNOpsAKe ero  Konuw, noateepxgawowme  akT  YHUYTOXEHUS
NeKapCTBEHHbIX CPeaCTB.

5. CooTBEeTCTBYIOLWNIA YNOSTHOMOYEHHbIM dhefeparibHbI OpraH MCNOSTHUTENBHOMN
BNacTn, NPUHABLLMA pelueHne 06 YHUYTOXEHUN NeKapCTBEHHbIX CPeACcTB, OCyLeCcTBNsAeT
KOHTPOIb 3a UX YHUYTOXEHMEM.

6. YHWUYTOXEHMEe 5eKapCTBEHHbIX CPeaCTB MNPOU3BOAMTCA  OpraHu3aumsamu,
UMEIOLLMMM COOTBETCTBYIOLLYIO JIMLIEH3UIO, HA cneuuansHO 0b6opyaoBaHHbIX NowaaKkax,
nosiMroHax u B cneumanbHO 060pyaoBaHHbIX MOMELLEHUAX ¢ cobnogeHmem TpeboBaHui B
obnacTtu oxpaHbl OKpyXatoLen cpefbl B COOTBETCTBUMN C 3aKoHoL4aTeNnbCTBOM Poccumnckon
depepauymn.

7. HapkoTuyeckue nekapcTBEHHble CpeacTBa, MNCUXOTPOMHbIE JleKapCTBEHHbIE
cpenctBa, pagnodapMaueBTUYECKME FEeKapCTBEHHble CpeAcTBa  YHUUTOXAKTCA B
COOTBETCTBUM C 3akoHOoAaTenbcTBoM Poccuickon ®eagepaumn.

MnaBa 12. N'ocynapcTBeHHOE perynMpoBaHue LieH Ha NleKapCTBeHHble npenaparbl
AN MegULMHCKOro NpuMeHeHus

CtaTtbsa 60. [ocygapCTBEHHOE perynvpoBaHue LIEH Ha NiekapCTBEHHbIE npenapaTbl
AN MEQULMHCKOro NPUMEHEHUS

[locyoapCcTBEHHOE perynMpoBaHMe LEH Ha JfekapCcTBEeHHble npenapartbl and
MeAMNLMHCKOro NPUMEHEHNS OCYLLIECTBNSIETCS NOCPELCTBOM:

1) yTBEPXKOEHNS NEPEYHS XKU3HEHHO HEOOXOOMMBIX U BaXXHENLUNX NEKapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B TAaKOW NepeyvyeHb Nog MexayHapoaHbIMU HENaTeHTOBAHHbIMU
NN XMMUYECKMMN HAMMEHOBaHUSIMN N COOTBETCTBYIOLLMX CIEAYOLLNM KPUTEPUSAM:

a) MNpPUMMEHEHMEe KOHKPETHOro JeKapCTBEHHOro npenapata Ana AMarHOCTUKM,
NpodUNakTukK, nedyeHns 3aboneBaHun, B TOM 4uUcre npeobnagarolimx B CTPYKType
3abonesaemocTu B Poccuickon epepauuu;

0) NpeumMyLLecTBO KOHKPETHOrO feKapCTBEHHOro npenapaTta MO CPaBHEHUO C
APYrMMKU nekapcTBEHHbIMW MpenapatamMu Npyu onpeaenieHHbiX 3aboneBaHuun, cuHApome
U KNMHUYECKOW CUTYyaLUN;

B) TepaneBTMYeCKas 3KBMBANEHTHOCTb KOHKPETHOro EeKapCTBEHHOrO npenapaTta
NleKapCTBEHHbLIM MpenapaTtam CO CXOXUM MeXaHU3MOM hapMaKoormM4eckoro 4ENCTBUS;

2) yTBEPXOEHUS METOAMKN YCTAHOBMEHUA MNPOM3BOAUTENSAMU FEKAPCTBEHHbIX
npenapaTtoB NpenesnbHbIX OTMYCKHbIX LIEH Ha NIEKAapCTBEHHbIE Npenaparbl, BKIOYEHHbLIE B
nepeyYeHb XXNU3HEHHO HEODXOAMMBIX U BaXXHENLLMX NEKapCTBEHHbIX NpenapaTos;

3) rocygapCTBEHHOM perucTpauunm  YCTaHOBMEHHbIX  MPOM3BOAUTENSIMU
NIeKapCTBEHHbIX NpenapaToB NpeaenbHbIX OTMYCKHbLIX LIEeH Ha NeKapCTBEHHbIE npenaparhl,
BKIMIOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAMMBLIX W BaXKHEMWLUMX NEeKapCTBEHHbIX
npenaparos;

4) BedeHWss TOCYOapCTBEHHOrO peecTpa MpedenibHbiX  OTMYCKHbIX  LEH
NPON3BOAUTENEN HA JEKAapCTBEHHbIE MNpenapaTbl, BKMOYEHHbIE B MNEPEYEHb >KU3HEHHO
HeobXO0AMMbIX N BaXXHENLLNX NIEKapCTBEHHbIX NpenapaTos;

5) yTBepxgeHuss MeTOOMKW YCTaHOBMEHWUSI OpraHaMy WCMOSIHUTESNbHOW BRacTu
cybbektoB Poccuinckon depepauumn npenenbHbiX pasMepoB ONTOBbIX HaabaBoOK K
npegenbHbiX pasmMepoB PO3HUYHbIX Ha4b0aBOK K (PaKTUYECKMM OTNYCKHbIM LieHaMm,
YCTaHOBMEHHbIM MNPOU3BOAMTENAMM JIEKAPCTBEHHbIX MpenapaToB, Ha JieKapCTBEHHbIe
npenapaTbl, BKMOYEHHbIE B MNEPEYEHb >KU3HEHHO HEOOXOOMMbBIX W  BaKHEMWLMNX
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nekapCTBEHHbIX NpenapaTos;

6) ycTaHOBNEeHus npeaenbHbiX pasMepoB ONTOBbIX HaabaBOK M nNpedernbHbIX
pa3mMepoB PO3HUYHbIX HaAbaBOK K (QaKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM
NPOM3BOAMTENSIMN  NEKApPCTBEHHbIX nNpenapaToB, Ha feKkapCTBEHHble Mpenaparbl,
BKIMIOYEHHbIE B MEepevYeHb XM3HEHHO HEOOXOAUMBbIX W BaXKHEWLLMX JeKapCTBEHHbIX
npenapaTos;

7) yTBEPXOEHUA nopsaka Bblaavn npeanucaHnini opraHam MCNoSTIHUTENBHOW BNacTu
cybbekToB Poccuickon degepauyunm o npuBedeHUN B COOTBETCTBUE C 3aKOHO4ATENbCTBOM
Poccunckon ®depepaunn pelleHnin o6 ycTaHOBIEHUM MpefesibHbIX pa3MepoB OMTOBbIX
HagbaBoOK M npefesibHbIX pasMepoB PO3HUYHLIX HaAbaBoOK K (PakTUYECKMM OTMYCKHbIM
ueHaMm, YCTaHOBMEHHbIM  MPOU3BOAUTENAMM  NeKapCTBEHHbIX  MNpenapaTtoB, Ha
nekapCcTBeHHble npenapaTtbl, BKMIOYEHHblE B MEepeYeHb XU3HEHHO HeobXoaMMbIX W
BaXXHEWLLMX JEKapCTBEHHbIX MpenapaToB, €CNNU OHWM TMPUHATBI C  HapyLeHUeM
3aKoHopaTenbCcTBa Poccunckon depepauymm, B nopsiake, YCTaHOBMEHHOM
MpaBsutenscteoM Poccuinckon denepaumm;

8) HanpaBneHusi yYnofHOMOYEHHbIM dedepanibHbIM OpraHOM UCMONHUTESTbHON
BflacTM opraHam ucnonHuTenbHon Bractu cybbektoB Poccurckon degepaumm
npeanucaHnMim O npuBEeOEHUN B COOTBETCTBME C 3aKOHOOATENbLCTBOM Poccumnckom
degepaumm NpUHATBIX C HapyleHueM 3akoHogaTenbctBa Poccunckon depepaunmn
peweHnn o6 ycTaHOBiEHMM MNpeferibHbIX pa3MepoB OMTOBbIX Hanb0aBOK M npedenbHbIX
pa3mMepoB PO3HUYHLIX HAA0aBOK K LleHaM Ha NekapCTBEHHbIE npenaparbl, BKNIOYEHHbIE B
nepeYyeHb XXM3HEHHO HEOOXOAUMBIX 1 BaXKHENLLNX NEeKapCTBEHHbIX NPenapaTos;

9) ocywecTBneHNa TrocygapCTBEHHOrO KOHTPOMS 3a [MPUMEHEHMEM LUeH Ha
nekapcTBeHHble npenapaTbl B nopsake, yctaHoBrieHHOM [lpaButensCctBoM Poccumnckon
depepaumm;

10) npMMeHeHns NnpeayCcMOTPEHHbIX 3akoHoaaTenbcTBoM Poccurickon deagepauunm
Mep OTBETCTBEHHOCTM 3a HapyweHue nopsaka ueHoobpas3oBaHUA Ha >KU3HEHHO
HeobxoauMble 1 BaXKHeNLLME NekapCcTBEHHbIE Npenaparbl.

Crtatba 61. [ocymapCTBEeHHasi permcrtpauus yCTaHOBMEHHbIX MPOU3BOAUTENAMMU
NEeKapCTBEHHbIX MpenapaTtoB npeAesibHbIX OTMNYCKHbIX LEeH Ha XXU3HEHHO
HeobXxoaMMble N BaXKHENLLME NEKAPCTBEHHbIE NpenapaTbl U UX npodaxka

1. YCTaHOBMEHHbIE NPOM3BOAUTENSMM JIEKAPCTBEHHbLIX NpenapaTtoB npenenbHble
OTMNYCKHbIE LIEHbl Ha NeKapCTBEHHble npenapaTbl, BKMOYEHHbIE B MEpPeYeHb KU3HEHHO
HeobXoOMMbIX U BaXXHEWLUMX FEKAPCTBEHHbIX NMpenapartoB, noasfexart rocygapCTBEHHOM
perucrpaumm.

2. YcTaHOBNEHHas Npou3BOAMTENEM JeKapCTBEHHbIX MNpenapaToB npeaenbHas
OTNYCKHas LieHa Ha JEeKapCTBEHHbIN npenapaT, BKIOYEHHbLIM B MEpPEeYEeHb XU3HEHHO
HEeoOX0OMMbIX U BaXXHEWLUNX NEKAPCTBEHHbIX NpenapartoB, NOAMEXuT rocyaapCTBEHHON
permctpauum, ecrnm OHa He MNPEBbIWAET pa3Mep LEHbl Ha [OaHHbIM JNIEKAPCTBEHHbIN
npenapaTt, pacCyMTaHHbIi B COOTBETCTBUM C YTBEPXAEHHON B Nopsiake, yCTaHOBNEHHOM
MpaButenbcTBom Poccunckon denepaunmn, METOANKOM YCTAHOBEHUS NPOM3BOAMTENAMUN
NleKapCTBEHHbIX NpenapaToB NpeaenbHbIX OTNYCKHbLIX LlEeH Ha NeKapCTBEHHbIE npenaparhl,
BKIMIOYEHHbIE B MNEPEYEHb XU3HEHHO HEOOXOAMMBLIX W BaXKHEMWLUMX NEeKapCTBEHHbIX
npenapaToB. [laHHON MeTOAUKOM npedycMaTpuBaeTCs ANs JIeKapCTBEHHbIX NMpenapaTos,
Haxogdwmxca B obOpaweHun Ha Tepputopum Poccunckon depepaumn, pacudet
cpeaHeB3BeLleHHON haKTUYEeCKOW LieHbl OTNycKa, CpeAHeB3BELLEHHON DaKTUYECKOW LIEHDI
BBO3a JeKapCTBEHHOro npenapaTta 3a rof, npedwecTBylOWUA Aate npeacraBreHns
npenenbHOM OTMYCKHOM UeHbl MpoOM3BOAUTENS Ha JieKapCTBEHHbIA npenapaTr Ha
rocygapCTBEHHYIO pernctpaumio, a ans nekapcTBeHHbIX npenapaToB, He MOCTynaBLuX B
obpaiwieHne Ha Tepputopum Poccunckon ®depepauumn, wn  OnNd  OpUrMHanbHbIX
NeKapCTBEHHbIX MpernapaTtoB pacyeT POCCUACKUMWU MNPOU3BOAUTENAMMU FEeKapCTBEHHbIX
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npenapaTtoB pacxodoB, CBs3aHHbIX C pa3paboTkon, Npou3BOACTBOM, peanusauuen
NeKapCTBEHHOro npenapaTa, Yyka3aHue WHOCTPaHHbIMM Npou3BOAMTENAMM pa3mMepa
MUWHUMarNbHOM OTMYCKHOW UEeHbl MPOU3BOAUTENS Ha JeKapCcTBEeHHbIM npenapaTr B
rocygapcree npou3BOAUTENSA U APYrMX rocyaapcTBax, rae OH 3aperncTpupoBaH, ¢ y4eTom
pacxogoB, CBA3a@HHbIX C TaMOXEHHbIM odopMsieHneM (TaMOXEHHOW MOWSIUHbI U
TaMOXeHHbIX COOPOB 32 TaMOXEHHOE O(POPMIIEHNE), N TPAHCMOPTHBLIX PACXOA0B.

2.1. Npn npoBefeHnM pacyeTa npegenbHON OTNYCKHOW LieHbl Hapsay C AaHHbIMU,
npegyCMOTPEHHbLIMU YacTblo 2 HACTOSILLEN CTaTbW, YYNTLIBAETCS:

1) B OTHOLWIEHUM POCCUMNCKOTO MNPOU3BOAMTENHA - LeHa Ha aHanorumyHole (no
MeXayHapogHOMY HenaTeHTOBaHHOMY HaMMEHOBaHUIO, JleKapCTBEHHoW dopme U
A03UPOBKe) JlekapCTBEHHbIe MpenapaTtbl, Npou3BefeHHble Ha Tepputopun Poccuickomn
depgepaummn, nMbo B crnydyae UX OTCYTCTBUSA LiEHA Ha aHanorMyHble MHOCTPaHHbIEe
nekapCTBEHHble npenapaTtbl, Haxoaslmecsa B rpagaHckom obopoTe Ha TeppuTopun
Poccuinckon ®egepaunu;

2) B OTHOLIEHMM WMHOCTPAHHOrO MNpou3BOAMTENS - LeHa Ha aHanornyHble (no
MeXOyHapogHOMY HenaTeHTOBaHHOMY HaMMEHOBaHMUIO, JleKapCTBEHHoOM dopme U
A03UPOBKEe) NeKapCTBEHHble nNpenapaTbl, Haxogswueca B rpaxgaHcKoM obopoTe Ha
Tepputopumn Poccunckon degepaumn.

2.2. Ha ocHoBaHun nogaHHoro Ao 1 oktabps kaxkgoro roga 3asiBfieHUsS1 POCCUNCKOro
NPOM3BOAMTENS JEKAPCTBEHHbIX MNpenapaToB, BKIIOYEHHbIX B MNepeyYeHb >XU3HEHHO
HEOOXOOUMBIX W  Ba)XHEWMLUMX JIEKAPCTBEHHLIX MpenapaTtoB, 3aperncTpupoBaHHas
npegenbHas OTMNYCKHas LEeHa Ha feKapCTBEHHbIN NpenapaT B Criydae U3MEHEHUs LieH Ha
Cbipb€ M MaTepuanbl, HaknagHbIX pacxogoB, a Takke UCXogs U3 YCTaHOBIIEHHOro
deaepanbHbIM 3aKOHOM O doeaeparnbHOM OrgxeTe Ha COOTBETCTBYHOLLUMA (PMHAHCOBLIN
roq W Ha nnaHoBbIA Nepuoa MPOrHO3MPYEMOro YPOBHA MHANSAUMM MOXET ObiTb
nepeperucTpupoBaHa, HO He Yalle 4YeM OAWH pa3 B KaneHgapHOM rogdy B nopsiake,
YCTaHOBJIEHHOM YacTamMu 2 1 2.1 HacToALEen CTaTbM.

3. [lpogaxa nekapCTBEHHbLIX MNpenapaToB, KOTOPble BKMNKOYEHbI B MepeyvYeHb
XN3HEHHO HEOOXOAMMBIX U BaXKHEWLUMX JNIEKAapPCTBEHHbIX MpenapaTtoB U Ha KOTOpble He
3aperucTpuvpoBaHa YCTaHOBSIEHHAs MNpPoOM3BOAUTENAMU JIeKapCTBEHHbLIX NpenapaToB
npegernbHaa OTNyCKHas LeHa Ha JfieKkapCTBEHHble npernapartbl, BKNIYEHHbIE B MNepeYveHb
XWN3HEHHO HEODOXOAMMBbIX U BaXXHENLLNX NIEKAPCTBEHHbIX NpenapaToB, HE AOMNYyCKaeTCA.

Ctatbsa 62. [ocyaapCTBEHHbIN peecTp npedenbHbIX  OTAYCKHbIX  LeH
npousBoANTENENn Ha feKkapCTBEHHble npenapatbl, BKIMOYEHHble B
nepeyeHb XWU3HEHHO HEOOXOAWMBIX U BaKHEWWUX NeKapCTBEHHbIX
npenapartos

1. 3apeructpupoBaHHble MpeaenbHble OTNYCKHble LeHbl Ha JeKapCTBEHHbIE
npenapatbl, BKIIOYEHHbIE B MNepeyvYeHb >KU3HEHHO HEOOXOAUMbBbIX W  BaKHEWLIUX
NeKapCTBEHHbIX MpenapaToB, noafiexaT BKIYEHUI0 B rOCYyAapCTBEHHbLIN peecTp
npegenbHbiX OTMAYCKHbIX LUEeH nNpou3BoauTENen Ha feKkapCTBEHHble npenaparthl,
BKMIOYEHHbIE B MNepeyvYeHb XWU3HEHHO HEeoOXOAMMbBbIX W BaXHEWLMX FfeKapCTBEHHbIX
npenaparos.

2. ['ocypapCTBEHHbIM peecTp npedesibHbIX OTMYCKHbIX LieH Npou3BoauTenen Ha
NeKkapCTBEHHble npenapaTtbl, BKMOYEHHblIE B MepeyYeHb XMU3HEHHO HeobXoaUMbIX W
BaXXHEWLLMX NEeKapCTBEHHbIX NpenapaToB, COAEPXUT B cebe crnenyoLLyio MHpopmauuio:

1) HanmMeHoBaHWEe NPOU3BOANTENS NEKapCTBEHHOrO Npenapara;

2) HaMMeHoBaHMe NeKapCTBEHHOrO NpenapaTa (MexayHapoaHoe HenaTeHToOBaHHOe
NI XMMUYECKOe N TOProBoe HaMMeHOBaHUS);

3) HOMep perncTpaLmMoHHOro YaA0CTOBEPEHUS NekapCTBEHHOro npenapara;

4) nekapcTBeHHasa hopma C ykasaHuem AO03MPOBKWU NeKapCTBEHHOroO npenapaTa u
ero Konn4yecTtea BO BTOPUYHON (MOTPEOMTENBCKOWN) YNAKOBKE;
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5) 3apernctpmpoBaHHasa npeaenbHasi OTnyckHasa LeHa B pyonsx;

6) paTta rocygapCTBEHHOM perncrpaumm npenenbHOM OTMYCKHOW LeHbl Ha
NeKapCTBEHHble npenapaTtbl, BKMOYEHHblIE B MEpPEeYeHb XMU3HEHHO HEeOoBXOOUMbIX W
BaXXHEWLLMX NIEKapCTBEHHbIX NpenapaTos.

3. NocypapcTBeHHasa perncTpauunsa npegeribHbiX OTAYCKHbIX LIEeH Ha NeKapCTBEHHbIE
npenapatbl, BK/HOYEHHbIE B MNEPEeYeHb >XWU3HEHHO HEOOXOAMMbBbIX W  BaKHEMLUX
NEKapCTBEHHbIX MpenapaToB, BeAEHWEe rOoCyJapCTBEHHOrO peecTpa npeAenbHbIX
OTNYCKHbIX LEH Mpou3BoAUTENEN Ha neKapCTBEHHble npenapaTbl, BK/MOYEHHbIE B
nepeyYeHb >KMU3HEHHO HEeOOXOAMMbBbIX W BaXHEWLMX JieKapCTBEHHbIX MpenapaTtos,
OCYLLIECTBNAOTCA B nopsake, ycraHosneHHom MpasutensctBoM Poccunckon eagepaumm.

Crtatba 63. YcraHOBneHWe opraHamn WCMNOSMIHUTENBHON BAacTn CyObeKToB
Poccunckon ®Pepepaunn npepenbHbIX pasMepoB OMTOBbIX HagbaBoOK U
npegenbHbIX pasmMepoB PO3HUYHBIX HaAbaBOK K (PaKTUYECKUM OTMYCKHbIM
LeHaM, YCTaHOBMEHHbIM MPON3BOAUTENSIMN NIEKAapCTBEHHbIX Npenapartos,
Ha NekapCTBEHHble NpenapaTbl 451 MegUUMHCKOrO NPUMEHEHNS

1. OpraHbl ucnonHUTenbHOW Bractm cybvektoB Poccuinckon degepayunm
yCTaHaBnuBalT npedenbHble pa3Mepbl ONTOBbIX Hag0aBOK W npeaesfibHble pasmMepbl
PO3HMYHbLIX HaabaBOK K  (PaKTUY4ECKMM  OTMYCKHbIM  LEeHaM, YCTaHOBJIEHHbLIM
NPOU3BOAUTENSAMM  NIEKAPCTBEHHbLIX MpenapaTtoB, Ha JlekapCTBEHHble Mpenaparbl,
BKIMIOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAMMBLIX W BaKHEMWLUMX NeKapCTBEHHbIX
npenapatoB, B COOTBETCTBMM C YTBEPXOEHHOM B Mopsgke, YCTaHOBNEHHOM
MpaButensctBom Poccurckon degepaunn, METOAMKON YCTAHOBIIEHUA OpraHamm
NCNONHUTENBbHOM BnacTn cybbektoB Poccuiickon depepaumm npegesibHbIX pa3MepoB
ONTOBbIX HaabaBOK WM npefenbHbIX pasMepoB PO3HUYHLIX HaO0aBOK K (pakTuyecknm
OTNYCKHbIM LieHaM, YyCTaHOBMIEHHbIM NPOU3BOANTENAMU fIEKaPCTBEHHbLIX MpenapaTos, Ha
neKkapCcTBEHHble npenapaTtbl, BKMOYEHHblIE B MNepeyvYeHb XWU3HEHHO HeobxoouMbIX WU
BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos.

2. OpraHmszauyum ONTOBOWM TOProBnuM w  (MnM) anTeyHble opraHmMsauuu,
nHOuBMOyanbHble nNpeanpuHMaTenn, wuMerwune nUMUeH3nio Ha dapMaLeBTUYeCKyHo
AEeATeNnbHOCTb, OCYLLECTBIAIT peannsaunio NekapcTBEHHbIX NpenapaToB, BKIOYEHHbIX B
nepeyeHb >XU3HEHHO HeOOXOOAUMbLIX WM BaXHEWLWWUX JeKapCTBEHHbIX npenapaToB, Mo
LeHaM, YpOBEHb KOTOpbIX He nMpeBbilaeT CyMMy aKTU4eCKOM OTMNYCKHOM LEHbI,
YCTAHOBMEHHOW MNPOU3BOAUTENEM JNEKapCTBEHHbIX MpenapaTtoB M He npeBblwatoLLemn
3aperncTpmMpoBaHHOM NpeaenbHON OTAYCKHOW LieHbl, U pa3Mep onNToBoW Haabasku n (Unu)
pa3smep po3HWYHOW HaabaBKkK, He NpeBbllLaloLLMe COOTBETCTBEHHO pasMmepa npenenbHomn
onToBon HagbaBku n (MnNun) pasmepa nNpenenbHoOM PO3HUYHOW HaabaBKKW, YCTAHOBIIEHHbIX
B cybbekTe Poccuiickon ®epepaunn.

3. OpraHbl wucnonHUTenbHon Bractm cybvektoB Poccuiickon degepayunm
pasmewarT B cetm  "WHTepHeT" wunum  onybnukoBbiBaOT  MHopmMaumo 0
3aperncTpupoBaHHoON npeaesibHOM OTMYCKHOM LieHe Ha reKkapCTBEeHHble npenaparbl,
BKMIOYEHHbIE B MNepeyvYeHb XWU3HEHHO HEeOOXOAMMBbIX W BaXHEWLMX FeKapCTBEHHbIX
npenapatoB, 06 yCTaHOBNEHHbIX B cybbekte Poccuiickon ®epepauumn pasmepe
npenensHon ontToBon HagbaBkn u (Mnn) pasmepe npenenbHOM PO3HUYHOW HagbaBKM K
YCTAHOBMEHHbIM  MPOM3BOAMTENSAMU  NIEKAPCTBEHHbIX  MNpenapatoB  aKTUYeCKUM
OTNYCKHbIM LleHaM Ha JeKapCTBEHHbIE NpenapaTbl, BKIIOYEHHbIE B NepeyYeHb XXM3HEHHO
HeoOXoOMMbIX U BaXXHEULLMX NEKapCTBEHHbLIX npenapaToB, U 06 ykaszaHHOMW B 4actu 2
HacTosLen ctaTtbk cymme. VIHpopmauus, npegyCMOTpEHHAs HaCTOSALLEN YacCTbio, JOMKHA
pasMellaTbCAa Takke B arnTeYHbIX OpraHuM3aumsax B AOCTYMHOW [Ans CBedeHus BceX
3anHTepecoBaHHbIX NnL, hopme 1 06HOBNATLCA NO Mepe ee onybrMKOBaHUS.

4. MNMpuHATbIE C HapyLweHneM 3akoHogaTtenscTea Poccurckon Penepauymm peLeHns
OpraHoB MCMNOMNHUTENBHOM Bnactn cybvekta Poccuickon depepauun o6 yctaHOBRNEHUM
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npenesribHbiX pa3mMepoB ONTOBbIX HanbaBoK W npenesibHbiX pa3mMmepoB PO3HUYHbLIX
HagbaBoOK K 3apernmcTtpmupoBaHHbiM npegerfibHbiM OTMNYCKHbIM LEeHaM Ha J1eKapCTBEHHbIe
npenapartbl, BKJIlOYEHHblE B T[epedyYeHb XWU3HEeHHO HeobXoOUMbIX U BaXKHEWLUNX
JIeKapCTBEHHbIX NMpenapaTos, noanexart oTMeHe B Cy,D,66HOM nopsaake.

MmaBa 13. MOHUTOPUHI 6e30MacHOCTU NeKapCTBEeHHbIX NpenapaTtoB, HaXoAALWMXCA
B oOpaLliueHun Ha Tepputopumn Poccumnckon depepauumn

CtaTtbs 64. MoHUTOPUMHI 6€30MacHOCTN flekapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl, Haxogswuecs B oOpalleHn Ha TeppuTopumn
Poccunckon depepauuun, nognexar MOHUTOPUHrY 6e30nacHOCTM B LIENSAX BbISIBIIEHUSA
BO3MOXHbIX HEraTUBHbIX MNOCNEACTBUN UX NPUMEHEHNS, NpeaynpexaeHnsi NauneHToB N nx
3alUNTbl OT MPUMEHEHMS TaKNX NpenapaToB..

2. MoHuTopuHr 6e30nacHOCTU fNeKapCTBEHHbLIX MpenapaToB OCYLeCTBNAeTCS
YNOSTHOMOYEHHbIM (hefepanbHbIM OpraHOM UCMNOSTHUTENBHOW BRAcTU Ha BCeX aTanax ux
obpaueHuns Ha Tepputopun Poccuninckon degepauumn.

3. CybObekTbl oOpalleHnsa nekapCTBEHHbIX CpeacTtB o06s3aHbl coobwaTtb B
YCT@HOBSIEHHOM YMOSIHOMOYEHHbLIM befeparnbHbIM OPraHOM MCMNOSTHATENBHOW BRAacTU
nopsigke obo Bcex cnyyasx MOBOYHbIX OEUCTBUM, HE YKa3aHHbIX B MHCTPYKUMU MO
NPUMEHEHUIO NEKapCTBEHHOro npenapata, O CEepPbe3HbIX HexenaTemnbHbIX peakuumsx,
HenpeaBUAEHHbIX HeXenaTemnbHbIX peakumsax npu  MPUMEHEHUUM  NeKapCTBEHHbIX
npenapaTtoB, 06 0CO6EHHOCTAX B3aUMOAENCTBUS NIEKAaPCTBEHHbIX NpenapaToB C ApYyruMmmn
nekapCTBEHHbIMU NpenapaTamu, KOTopble ObiNn BbISIBEHbI NPY NPOBEAEHUN KIMNHUYECKNX
nccnegoBaHuM U NPUMEHEHMN NIEKAaPCTBEHHbIX NpenapaTos.

4. 3a HecoobuleHME WnN COKpbITUE CBeAEHWN, NPEeayCMOTPEHHbIX 4YacTblo 3
HacTOsLLEN cTaTbK, NiMua, KOTOPbIM OHU CTanu M3BECTHbI MO poay MX NPOdEeCCMOHaNbLHON
AEeATEeNbHOCTN, HEeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccuinckon ®egepaunn.

5. Tlopsagok ocywlecTBreHMss MOHUTOpMHra ©6e30MacHOCTU  NeKapCTBEHHbIX
npenapaTtoB, permctpauumn noboYHbIX OEWCTBUN, CEPbE3HbLIX HeXenaTernbHbIX peakuun,
HenpeaBMAOEHHbIX  HeXenaTenbHbIX  peakumin npu NPUMEHEHUN  NEeKapCTBEHHbIX
npenapaTtoB, B TOM u4ucne npeacraefeHns mHgpopmauunm ob 3ToMm, ycTaHaBnmMBaeTCs
YNOSTHOMOYEHHbIM doefiepanbHbIM OPraHOM UCMOMHUTENbHOW B1acTu.

CtaTtbs 65. NpunocrtaHoBNeHNe NPUMEHEHNS NEKAPCTBEHHOIO Npenapara

Mpu nony4yeHnn nHdopMaLmMm 0 NOBOYHbIX AENCTBUAX, HE YKa3aHHbIX B UHCTPYKLUUU
No MPUMEHEHUIO FEKapCTBEHHOIO npenapaTa, Cepbe3HblX HeXenaTernbHbIX peakunsax,
HenpeaBWOEHHbIX HeXenaTesnbHbIX peakuuMsix npu  NpUMEHEHUN feKapCTBEHHOrO
npenaparta, 006 OCOGEHHOCTSX €ro B3auMOAENCTBMS C APYrMMWU  NeKapCTBEHHbIMU
npenapatamu, KOTopble MOryT NpeAcTaBNATb Yrpo3y XU3HU UK 300POBbLI0 MaUMEHTOB, a
TaKke CBEOEHWN, He COOTBETCTBYIOLIMX CBEAEHUSIM O JeKapCTBEHHOM npenapare,
coaepXaliMmcs B MHCTPYKUMM MO €ro NpUMEHEHUHo, YNONHOMOYEHHbIN deaeparbHbIn
OpraH  WCMOMHWUTENbHOM  BMacTM  paccMaTpuBaeT  BOMPOC O  BO3MOXHOCTM
NPUOCTAHOBMNEHNA MNPUMEHEHUSI TaKOro JleKapCTBEHHOro npenapata B NOpSaAKe,
YCTaHOBMNEHHOM YNOJTHOMOYEHHbIM heaepanbHbIM OPraHoM UCMNOMHUTENBHOW BNAcTHU.

Ctatbaa 66. WHGopmauus o0 pesynbratax MOHUTOpUHra 6e3onacHoCTu
NeKapCTBEHHbIX NpenapaToB
YNONHOMOYEHHbIN denepanbHbIv opraH NCMOMNHUTENBbHON BacTu,
OCYyLLEeCTBNAIOLNN MOHUTOPUHI  Be3onacHoCTn nekapCTBEHHbIX npenaparTos,
Haxogawmxcs B obpalwleHnn Ha Tepputopum Poccuinckon depepaummn, no pesynbTatam
MOHUTOPUHra pasMellaeTr Ha cBoeM oduumansHom cante B cetn "WHTepHeT"
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I/IH(bOpMaLWIlO O MNPUHATbIX peleHnAax O BHeCeHUNn U3MEeHEeHUA B WHCTPYKUMKO 1O
NMPUMEHEHNIO JIeKapCTBEHHOIO npenaparta, 0] NMPUOCTaHOBJ1EHNN NnPpUMEeHeHnA
JIeEKapCTBEHHOIo npenaparta, 00 n3bATUN 13 o6pa|.ueH|/|;| JIeKapCTBEHHOrIO npenapata un
0 BO30OHOBMNEHNN NnpUMEHEHNA JNTeKapCTBEHHOIO rnpenaparta.

Mnasa 14. UHdopmauma o nekapCTBEHHbIX NpenapaTtax

CraTtbs 67. VIHopMauusa o nekapCTBEHHbIX NpenapaTax

1. MIHgopmauusa o nekapcTBEHHbIX npenapaTtax, OTMycKkaeMblXx MO peuenty Ha
NeKapCTBEHHbIN NpenapaTt, AOJMKHa cogepXaTbCA TOMNbKO B CheuvanmnanpoBaHHbIX
n3gaHnsax, npegHasHaveHHblX And MeauuMHCKMX, dhapmaueBTUYECKUX, BeTepUHapHbIX
paboTHMKOB. NHopMauusa o niekapCTBEHHbIX Npenapatax Ang cneuvanuctos B obnactu
oOpallleHns  NeKkapCTBEHHbIX CPeacTB  MOXeT  coAepXaTbCsa B MoHorpadwusx,
CnpaBOYHMKAX, Hay4YHbIX CTaTbsX, B [AOKNagax Ha KoHrpeccax, KoHdepeHUusX,
CUMNO3MyMaxX, HaydHbIX COBeTax, a Takke B WHCTPYKUMAX N0 MPUMEHEHUIO
NeKapCTBEHHbIX NpenapaTos.

2. NHdopmaumnsa o nekapCTBEHHbIX npenapaTax, OThyckaemblx 6e3 peuenta Ha
NeKapCTBEHHbIN NpenapaT, MOXET coaepxaTtbCs B Nybnmkaunax n ob6bsBneHusix cpencrs
MaccoBOM MHGOpPMauuK, Crneumanu3MpoBaHHbIX W OBWKMX nevaTHbIX U3OaHUsX,
WHCTPYKUMSAX MO NPUMEHEHUIO NIEKAPCTBEHHbBIX MpenapaToB, MHbIX U30aHUSX CyOBLEKTOB
oOpallleHns nekapCTBeHHbIX cpeactB. PeknamHble mMaTepuanbl O feKapCTBEHHOM
npenapaTte, oOTnyckaeMom 6e3 peuenTa Ha JeKapCTBEHHbIN npenapaT, AOSMKHbI
COOTBETCTBOBATb UHCTPYKLMM NO NPUMEHEHMIO NIEKapCTBEHHOMO Npenapara.

3. JonyckaeTca ncnonb3oBaHne nobbix MaTepuanbHbIX HOCUTENEN, NO3BONSAOLLNX
XpaHuTb, NepefaBaTb M UCMNONb30BaTb MHOPMaLMIO O fleKapCTBEHHbLIX npenapaTax 6e3
€ee UCKaXXeHus.

MnaBa 15. OTBeTCTBEHHOCTb 3a HapyLlueHMe 3aKkoHoaaTenbcTBa Poccumnckon
depepaumm npu obpalleHUn NeKapCcTBEHHbIX CPeACTB U BO3MelleHMe Bpeaa,
NPUYNHEHHOTrO 3A40POBLIO rpaXkaaH BCrneacTBue NpuMeHeHUA NeKapCTBEeHHbIX

npenapaToB

Ctatba 68. OTBETCTBEHHOCTb 3a HapylleHWe 3akoHogaTenbcTBa Poccuinckon
denepaunm npu obpalleHnn nekapcTBEHHbIX CPeacTB
HapyweHune 3akoHogaTenbctBa Poccuiickon ®depepaumm npu  obpalwieHum
NeKapCTBEHHbIX CpPeAcTB BreyeT 3a CcoOOM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTBoM Poccuickon depepaumn.

Cratbsa 69. BoamelleHne Bpeaa, NPUYNHEHHOrO 300POBLI0 rpaXkaaH BCreacTBme
NPUMEHEHNSA NEKAaPCTBEHHbIX NpenapaToB

1. [llpomsBoguTenb nekapcTBEHHOro npenapata o643aH BO3MeECTUTb Bpe[,
NPUYNHEHHBIN 300POBLIO0 rpaXaaH BCNeaCcTBME NMPUMEHEHUS NEKapCTBEHHOrO npenaparTa,
€Cnn JoKa3aHo, 4To:

1) NeKkapCTBEHHbIN npenapaT MPUMEHSANCS MO Ha3HA4YeHW0 B COOTBETCTBMM C
WHCTPYKUMEN NO MPUMEHEHMIO NIEKAPCTBEHHOrO MNpenapaTta M MpUYMHOM Bpeda SBWUIICA
BBOJ, B rpakaaHcKum obopoT HegoBpokayeCTBEHHOIO NeKkapCTBEHHOroO Npenapara,;

2) Bped 300pOBbI0  MPUYMHEH BCREeACTBME HEAOCTOBEPHOM WHopmauum,
cofepallencss B UHCTPYKUMN NO NPUMEHEHUIO NEeKapCTBEHHOro npenapata, M3gaHHOWM
npou3BOAMTENIEM FIEKAPCTBEHHOrO Npenapara.

2. B cny4yae, ecnn Bped 340pPOBbIO rpaXaaH NPUYMHEH BCReaCcTBUE MPUMEHEHUS
nekapCTBEHHOro npenapaTta, npuwewero B HEerogHoCcTb B pesyfibTaTe HapyLlleHus
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npaBuI1 XpaHeHNsa NeKapCTBEHHbIX CPeAcTB, NpaBusl ONTOBOW TOProBIn fiekapCTBEHHbIMU
npenapatamu, npasuil OTMyCKa feKapCTBEHHbIX NpenapartoB, MpaBuil U3roTOBMEHUA U
OTNycka JeKkapCTBEHHbIX MpenapaTtoB, BO3MelleHMe Bpeda  OCyLLeCTBsieTCH
COOTBETCTBEHHO OpraHu3auuMen OrTOBOM TOProBSfiM JI€KAPCTBEHHbIMU CpeacTBaMu,
anTeyHon opraHusauuen, HaMBUAyarnbHbIM NpeanpuHMMaTesieM, UMeLWUMN JIULLEH3NIO
Ha papMaueBTUYECKYHD AeATENIbHOCTb UMW NULEH3NI0 HAa MEeOULMHCKYIO OesATenbHOCTb,
MEeOMUMHCKOW  opraHusauuen, uMmerwen  NuueHsnio  Ha  dpapmaueBTUYECKYHo
aeaTternbHOCTb (ee obocobneHHbIM noapasgeneHnem (ambynaTtopuen, henbawepckum u
drenbALlepCcKo-akyLepCckuM  MyHKTaMun, UeHTpoM (oTaeneHuem) obuwen BpadebHon
(ceMenHon) NpakTuKK), PacnosioXXEHHbIM B CENTbCKOM NMOCESNEeHUU, B KOTOPOM OTCYTCTBYET
anTeyHas opraHu3auusi), JONYCTUBLLUMMUW MNPOLaXy WM OTNYCK TaKoro JieKapCTBEHHOro
npenapara.

3. BosmeweHue Bpeda, MNPUYMHEHHOrO 340POBbLID rpaxpaaH BCreacTeue
NPUMEHEHNSA NEKAPCTBEHHbIX NpenapaToB UMM COBEPLUEHUS NMPOTMBOMNPAaBHbLIX OENCTBUN
cybbekTaMmmn obpalleHnsa NekapCTBEHHbIX CPeACcTB, OCYLLECTBMSETCA B COOTBETCTBMM C
3akoHogaTenscTtBoM Poccuinckon degepaunm.

Masa 16. 3aknouuTeribHbie NONOXeHUA

Cratba 70. O npu3HaHUKM yTpaTUBLUMMWN CUNY OTAENbHbIX 3aKOHOAATENbHbLIX aKTOB
(mnonoxeHwu 3akoHoaaTenbHbIX akToB) Poccumnckon ®epepauum

Mpn3HaTb yTpaTUBLLUMMUK CUNY:

1) depepanbHbii 3akoH OT 22 uoHA 1998 roga N 86-d3 "O nekapCTBEHHbIX
cpegctBax” (CobpaHve 3akoHopaTtenoctBa Poccuinickon ®Pepepaumm, 1998, N 26,
cT. 3006);

2) ®enepanbHbIn 3akoH oT 2 aHBapsa 2000 roga N 5-®3 "O BHeCceHUM N3MEHEHNS U
pononHeHnn B depepanbHbin  3akoH "O  nekapctBeHHbIX cpeacTtBax" (CobpaHue
3akoHogaTenbcTBa Poccuinckon ®epepaumm, 2000, N 2, cT. 126);

3) crtatbto 40 PepepanbHoro 3akoHa ot 10 sHBaps 2003 roga N 15-3 "O
BHECEHUMN U3MEHEHWN N OOMOSMHEHMA B HEKOTOpPble 3akoHodaTerbHble akTbl Poccumnckon
depnepaumm B cBA3N ¢ NnpuHsaTMem PegepanbHoro 3akoHa "O nuueH3npoBaHUn oTAENbHbIX
BnaoB gearenoHoctn" (CobpaHue 3akoHogatenoctBa Poccuiickon ®eaepaumm, 2003, N 2,
cT. 167);

4) ctatbto 31 ®egepanbHoro 3akoHa ot 30 moHsa 2003 roga N 86-93 "O BHeceHUn
W3MEHEHUN W [JOMOSMIHEHUA B HEKOTOpble 3akoHodaTesibHble akTbl Poccunckomn
degepaumn, nNpU3HaAHUM YTPaTUBLLMMK CUNY OTAENbHbIX 3aKOHOAATESNbHbLIX aKTOB
Poccuinckon ®depnepauunmn, npefoCTaBrneHnUn OTAENbHbIX rapaHTU COTPYAHUKAM OpraHoB
BHYTPEHHUX [€fl, OpPraHoB MO KOHTPOM 3a OOOpPOTOM HAPKOTUYECKMX CPEACTB W
NCUXOTPOMNHbIX BELLECTB M ynpasgHaeMblx heaepanbHbiX OpraHoB HanoroBon nonvumn B
CBS13M C OCYLLECTBIIEHNEM MEP MO COBEPLUEHCTBOBAHMIO rOCYAAapPCTBEHHOIO ynpaBneHus"
(Cobpanue 3akoHogaTenbctBa Poccuiickon ®egepauum, 2003, N 27, cT. 2700);

5) cratbto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-3 "O
BHECEHUM N3MEHEHUN B 3aKoHoAaTesnbHble akTbl Poccurckon depepaumm v npusHaHum
yTpaTUBLLUMMUN CUITY HEKOTOPbIX 3aKOHOAATESNbHbIX akToB Poccurckon ®egepaunm B CBA3U
C npuHATMEM denepanbHbiXx 3akoHOB "O BHECEHUM W3MEHEHUA W AOMOSNIHEHUW B
depgepanbHbii - 3akoH  "O6 0OWMX MpuvHUMNAX OpraHuM3aumMm 3aKoHOAATESbHbIX
(NpeacTaBuUTENBHBIX) U UCMOMHUTENBHBLIX OPraHOB rOCYA4apCTBEHHOW BracTn CyObekToB
Poccunckon depepaumn” un  "O6 obwmx npuHUMNAxX oOpraHusauumM MECTHOro
camoynpasneHusa B Poccuiickon ®epepaummn” (CobpaHue 3akoHogaTenbctBa Poccumnckon
®epepaumnn, 2004, N 35, c1. 3607);

6) ctatbto 28 PepepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-03 "O
BBeEHUN B OeNCTBME YacTn YyeTBepTon [paxgaHckoro kogekca Poccunckon degepaumn’
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(CobpaHnue 3akoHogaTenbcTBa Poccunckon ®epepaumm, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactosiwero degepanbHOro 3akoHa

1. Hactoawwmn ®epepanbHbli 3akoH BCTynaeT B cuny ¢ 1 ceHTsi6ps 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3apermcTpupoBaHHble 0O OHS BCTYMMEHUS B CUny
HacToswero degepanbHOro 3akoHa, noanexart BKITHOYEHUIO B rOCYy4apCTBEHHbIE peecTpbl
NeKapCTBEHHbIX CPeACTB C BHECEHMEM YKa3aHHbIX B 4YacTM 1 ctaTtbum 33 HaCTOSALLEro
depepanbHOro 3akoHa cBefleHnn 06 aTUX NeKapCTBEHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb MpoLueaypbl rocya4apCTBEHHOW perncTpaumm nekapcTBEHHbIX NpenapaTos.

3. N'ocypapcTBeHHas perucrpauus nekapCTBEHHbIX NpenapaToB, 3@ UCKMOYEHUeM
NeKapCTBEHHbIX MpenapaToB ANs MeOUUMHCKOro MNpUMEHEHUs, NpenCTaBfIEHHbIX Ha
YyKa3aHHY permcrtpauuio o OHS BCTYNMEHNa B cuny Hactoswero degepanbHOro 3akoHa,
OCYyLLEeCTBNSAETCS B COOTBETCTBMU C HacToswum PefepanbHbIM 3aKOHOM Ha OCHOBaHWUM
AOKYMEHTOB W [AaHHbIX, NPeACTaBfieHHbIX O AHA BCTYNSIEHUS B CUIY HacTosLero
degepanbHOro 3akoHa.

3.1. TlocypapctBeHHass peructpaumsa  fiekapCTBEHHbIX  npenapatoB  Ans
MeANLMHCKOro NPUMEHEHNS, NpeaCTaBMeHHbIX Ha rocy4apCTBEHHYIO perncTpaumio o AHA
BCTYNNeHus B cuny Hactoswero ®efepansHoOro 3akoHa, u rocygapCTBEHHas permcrpauus
NeKapCTBEHHbIX MpenapaToB ANns MeOUUMHCKOro MNpPUMEHEHUs, NPenCTaBfIEHHbIX Ha
3KCNEepTU3y JeKapCTBEHHbIX CPeACTB A0 [OHS BCTYNMAEHWA B CUNly HacTosiLwero
degepanbHOro 3akoHa B UensX MX Mocneayrwen rocyaapCTBEHHOM perucrTpauuu,
OCYLLECTBNATCA Ha OCHOBaHMM [OOKYMEHTOB W AaHHbIX, NPEeACTaBfEeHHbIX [0 AHSA
BCTYNNEeHMs B cCuny Hactodwero denepanbHOro 3akoHa, a Takke 3asiBfeHust o
rocyAapCTBEHHOW  perucTpaumm  fnekapCTBEHHOro  npenaparta, npeactaBfieHHOro
NpOun3BOANTENEM JIEKAPCTBEHHbIX MNpPenapartoB WAW YNOMIHOMOYEHHbIM WM FULOM B
COOTBETCTBUM C HacTosawmum degepanbHbIM 3aKOHOM B YMOMHOMOYEHHbIN (beaepanbHbIn
opraH wucnonHutensHon Bnactu o 1 mapta 2011 roga, 6e3 TpebGoBaHus ynnathbl
rocyapCTBEHHOM MOLWMWHLI, NPeayCMOTPEHHOMW  3akoHodaTenbCTBOM  Poccumckon
depepaumm o Hanorax n cbopax.

3.2. lNoatBepxaeHne rocyaapCTBEHHOW pernctpaumm nekapcTBEHHbIX NpenapaToB
ans MeaMLMHCKOro NpUMeHeHus, npeacTaBneHHblX AN noaTBepXaeHuns
rocy4apCTBEHHOW pernctpauum 0o OHA BCTYNNeHUs B cuny Hactoswero degepanbHOro
3aKoHa, W NoATBepPXAeHWe rocyfapCTBEHHOW perucTpaunm nekapcTBEHHbIX npenapaTtoB
ANA  MeOULMHCKOrO MNPUMEHEHUs, NPeACTaBfeHHbIX Ha 3KCNepTusy rekapCTBEHHbIX
CpeAcTB A0 [OHA BCTyNNeHua B cuny Hactosiwero depepanbHOro 3akoHa B Uensx
nocreayoLero NOATBEPXKAEHNA UX TOCYAAaPCTBEHHOW perncrpaumm, ocyLLeCTBSITCS Ha
OCHOBaHUW [AOKYMEHTOB W [aHHbIX, NpeAcTaBNeHHbIX [0 [AHA BCTYNNEeHUs B Cuny
HacTosiwero ®defepanbHOro 3akoHa, a Takke 3asBfeHnd 0  noaTBepXaeHun
rocyAapCTBEHHOW  perucTpaumm  nekapCTBEHHOro  npenapara, nNpencTaBrieHHOro
NpOun3BOANTENEM JIEKApPCTBEHHbIX MpenapaTtoB MAW YNOSIHOMOYEHHbIM WM FULOM B
COOTBETCTBUM C HacToswmm PeaeparnbHbIM 3aKOHOM B YMNOSTHOMOYEHHbIN hefiepanbHbIn
opraH wucnonHutensHonm Bnactu go 1 mapta 2011 roga, 6e3 TpebGoBaHua ynnathbl
rocyapCTBEHHOM MOLMWUHLI, NPedyCMOTPEHHOM  3akoHodaTenbCTBOM  Poccumckon
depnepaumm o Hanorax n cbopax.

3.3. MNpuHATUE pelleHns 0 BHECEHUN U3MEHEHNN B OOKYMEHTbI, cogepKalimecs B
permcTpaumMoHHOM [0Cbe Ha 3aperncTpupoOBaHHbIN NEKapCTBEHHbIM npenapaTt Aans
MEeLMLMHCKOrO NMPUMEHEHUS U NpeacTaBfeHHble 40 AHA BCTYNMEHUS B CUIY HAcTOALLEro
depepanbHOro 3akoHa, W MPUHATME pelleHNs O BHECEHUW WU3MEHEHUW B JOKYMEHTHI,
cogepxawimecs B peructpauyuoHHOM [OCbe Ha 3aperncTpupoBaHHbIA feKapCTBEHHbIN
npenapaTt Ansg MeOWUUHCKOrO MNPUMEHEHWA U NpeacTaBfieHHble Ha  3KCnepTusy
NeKapCTBEHHbIX CPeacTB O AOHS BCTYNNEeHUs B cuny Hactoswero degepanbHOro 3akoHa,
OCYLLECTBMNAITCA Ha OCHOBaHUM [OOKYMEHTOB W [daHHbIX, NpeacTaBrieHHbIX [0 [AHSA
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BCTYNNeHus B cuny Hactosiwero degeparnbHOro 3akoHa, a Takke 3asiBfleHUs O BHECEHUMU
M3MEHEHUN B [OOKYMEHTbl, coAepXawmecs B  pPerucTtpaumMoHHOM [OCbe Ha
3aperncTpuMpoBaHHbI  JIEeKAapCTBEHHbIM npenapaT  Ans  MeAuLMHCKOrO  MpUMeHeHus,
npeacTaBfeHHOro NpPou3BoauTeneM fiekapCTBEHHbIX npenapaToB UKU YNoSTHOMOYEHHbIM
UM NIMLOM B COOTBETCTBUM C HacToAwmm defepanbHbIM 3aKOHOM B YNOSTHOMOYEHHbIV
degepanbHbIN opraH ucnonHuTenoHon Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocyAapCTBEHHOM NOLUMNHLI, NPeayCMOTPEHHOM 3aKoHoAaTeNnbLCTBOM Poccuickon
depepaumm o Hanorax n cbopax.

3.4. Bblgaya paspeweHMn Ha npoBedeHne  KIMHUYECKUX UCCrneaoBaHum
nekapCTBEHHbIX NpenapaToB A9 MEOULNHCKOrO NPUMEHEHUS MO 3asiBNEHUsIM, NoAaHHbIM
A0 OHSA BCTYNSIeHUs B cuny Hactosiwero defepanbHOro 3akoHa, a Takke no 3asiBlIeHUsM,
nogaHHbIM Mocne [OHA BCTYNNeHus B cuiy Hactosiwero PepepanbHOro 3akoHa Ha
OCHOBaHWW 3KCMEPTU3, MPOBEAEHHbIX A0 [AHA BCTYMMEHUs B CWUNY HacCTosILWEro
depgepanbHOro 3akoHa, OCYLLECTBISIETCA B COOTBETCTBMM C HacTosAwmum PepepanbHbIM
3aKOHOM Ha OCHOBaHWUWM OOKYMEHTOB M AaHHbIX, NpeacTaBfeHHbIX UM NoslyYeHHbIX A0
OHS BCTynneHust B cuny Hactosiwero defepanbHOro 3akoHa, a Takke Ha OCHOBaHWUU
Konun npeaBapuTENbHOrO AoroBopa 06s3aTefibHOro CTpPaxOBaHUS KU3HU, 340POBbS
nauMeHToB, Yy4YacTBYIOLWNX B KIMHUYECKOM WUCCREeAOBaHUM feKapCTBEHHOro npenaparta
AN MeUUMHCKOro MNPUMEHEHUs, UM Konuu JoroBopa ob6sa3aTeribHOro CTpaxoBaHus
XW3HKW, 300POBbs  MAUMEHTOB, YYacTBYKOWWMX B  KIMHWUYECKOM  UCCNenoBaHuu
NleKapCTBEHHOro npenapara Ans MeguuMHCKOro npuMeHeHus, nvbo npencraBneHHON
Konuu porosopa 06s3aTenbHOr0 CTpaxOBaHUA, 3aK/lOYEHHOr0 B COOTBETCTBUMUM C
TUMNOBLIMW MpaBunaMn 064A3aTeNnbHOro CTpaxoBaHWUA, C  yKa3aHMeM npeaesibHOM
YUCMEHHOCTM NaLMEHTOB, Yy4aCTBYIOLWNX B KIIMHUYECKOM UCCNEeLOBaHMM NIEKAaPCTBEHHOMO
npenapaTta Ans MeauuuHCKOro npumMeHeHund, 6e3 TpeboBaHusa ynnaTtbl rocygapCTBEHHOM
NOLUMNHLI, NPeayCMOTPEHHON 3akoHogaTenbcTBoM Poccunckon depepaummn 0 Hanorax u
cbopax.

3.5. BapeructpupoBaHHble B MHOCTPAHHOMW BanTe A0 OHS BCTYNAEHUA B CUny
HacTodawero denepanbHOro 3akoHa npefefibHble OTNYCKHble LEeHbl WHOCTPaHHbIX
Npon3BoAMUTENEN Ha fEKapCTBEHHblE MnpenapaTbl, BKMOYEHHbIE B MeEpeYeHb XU3HEHHO
HeobX0OMMbIX N BaXXHENLLMX NEKAPCTBEHHbLIX Npenapartos, nognexaT nepecyeTy B pyonu
no kypcy UeHTpanbHoro 6aHka Poccunckon ®Pepepaumm Ha [aty, YCTAHOBIIEHHYIO
MpaBsutenbctBoM Poccuinckon denepaumm, 6e3 npeacrtaBneHus 3asBrneHus o nepecyere
UEeHbl C BHECEHMEM COOTBETCTBYHOLUMX W3MEHEHUN B T[OCYAApPCTBEHHbLIA peecTp
npefenbHbIX OTNYCKHbIX LEH MNpOM3BOAUTENEN Ha JeKapcTBEHHble npenapaTbl,
BKIMIOYEHHbIE B MNEPEYEHb XXM3HEHHO HEOOXOAUMBbIX W BaKHEWLLMX JleKapCTBEHHbIX
npenaparos.

3.6. 3apernctpmpoBaHHble 40 OHS BCTYNNeHMs B cuny Hactosiwero ®enepanbHoOro
3aKoHa npenenbHble OTMYCKHbIE LIEHbI POCCUMUCKUX MPOU3BOAMTENEN HA NEKAPCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEPEYEHb >KU3HEHHO HEOoOXOOMMbBbIX W  BaKHEWLMUX
NleKapCTBEHHbIX MpenapartoB, noanexart mHaekcaumm ¢ 1 Hosbps 2010 roga ncxoasa m3
NPOrHO3NPYEMOro YpOBHS WHANAUUK, yCTaHoBMeHHoro defepasrnibHbIM 3aKOHOM OT 2
aekabps 2009 roga N 308-®3 "O denepanbHom BrogxeTte Ha 2010 rog v Ha nnNaHoOBbIN
nepuopg 2011 n 2012 ropgos" Ha 2011 roa.

3.7. MNocne 1 mapta 2011 roga He p[onyckakTCcs NPOM3BOACTBO M BBO3 Ha
Tepputoputo  Poccuinckon ®Pepepaumm nekapCTBEHHbIX MpenapaTtoB B YMNakoBKax C
MapKMpPOBKOW, KoTopasi Obina HaHeceHa OO [OHS BCTYNSNIEHWST B CUITy HACTOSALWEro
depepanbHOro 3akoHa. 1o ncCTeYeHUM yKa3aHHOrO CpoKa [AdaHHble JeKapCTBEHHbIe
npenapaTtbl MOryT OTMYCKaTbCH, peariM3oBblBaTbCHA, NepeaaBaTbCA U MPUMEHATLCA A0
NCTEYEHUS NX CPOKa rOAHOCTM.

4. Co gHs BCTynneHusa B cuny Hactosiwero ®enepanbHoro 3akoHa u no 30 anpens
2011 roga BKNHOYUTENbHO [OOMyCKaeTCA NpOBedeHWEe 3KCMNepTu3bl NeKapCTBEHHbIX
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CpencTB 3KcnepTaMy 3KCMEPTHOro yYpexaeHust OO0 MNPOXOXOAEHWA UMK aTTecTauuu B
nopsigke, yCTaHOBSIEHHOM YMNOSTHOMOYEHHbIM dhefeparnbHbiM OpraHoOM MCMNOSTHUTENBHOM
BnacTtu.

5. Co gHsa BcTynneHus B cuny Hactoswero ®enepanbHoro 3akoHa v no 31 gekabps
2013 roga BKIOYMTENBHO OCYLLECTBNAETCA Nepexod K MNpOu3BOLCTBY NeKapCTBEHHbIX
CcpencTB B COOTBETCTBUM C NpaBunamMm opraHmM3aunm nponsBoACTBa N KOHTPOMSA KadecTBa
NeKapCTBEHHbIX CPeaCcTB, YkaszaHHbIMM B YacTn 1 ctaTbn 45 HacTosawero degepansHOro
3aKkoHa, B NosIHoOM obbeme. Cpoku nepexoga Npon3BoACTBa NEKapCTBEHHbLIX CPEACTB K UX
NPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMU TpeboBaHUAMM AaHHbLIX NpaBus, BKOYas
CPOKM aTTecTaumm YMOSHOMOYEHHbIX 1ML, YKa3aHHbIX B 4actax 6 m 7 crtatbn 45
HacToswero ®enepanbHOro 3akoHa, ycTaHasnueawTca [lpaButensctBoMm Poccumnckon
depepauymn.

6. JInueHsmm Ha NpoM3BOACTBO flEKAapPCTBEHHbLIX CPeacTB, BblAaHHble A0 1 sHBaps
2014 ropa, gencteytoT nocrie 1 aHBapa 2014 roga 0o UcTevyeHns cpoka UxX AeNCTBUS nNpu
YyCrOBUN COOTBETCTBMUS fNULEH3naTa npasuniam opraHuMsaumm nNpousBoACTBa M KOHTPOSS
KayecTBa JleKapCTBEHHbIX CpPeAcTB, YKasaHHbiIM B 4Yactm 1 crtateum 45 HacToswero
degepanbHOro 3akoHa.

7. dopmupoBaHMe TroCygapCTBEHHOrO 3afdaHWsa Ha npoBefeHME 3JKCnepTusbl
NeKapCTBEHHbIX CpeacTB doedepanbHOMY roCyaapCTBEHHOMY BHOMKETHOMY YUYPEXAEHUIO
Nno MPOBEOEHUIO IKCMEPTU3bl FIEKAPCTBEHHbLIX CPeacTB M buHaHcoBoe obecneveHne
BbIMNOSIHEHUS 3TOrO 3a4aHNA OCYLLECTBIAIOTCA B Nopsiake, yctaHoBNeHHOM PeaeparnbHbIM
3akoHOM oT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepYeCcKux opraHmnsaumnsax”.

MpesngeHT Poccuickon ®eaepaummn . Menosenes
Mocksa, Kpemrb

12 anpens 2010 r.
N 61-3
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