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12 anpensa 2010 roga N 61-®3

POCCUNCKAA ®EOQEPALINA
®EOEPANbHbLINA 3AKOH
OB OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

MpuHar
"ocypapcTBeHHoun [lymon
24 mapta 2010 ropa

OpobpeH
Cosetom ®Pegepaumu
31 mapTta 2010 roga

(B pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-03,
ot 06.12.2011 N 409-®3, o1 25.06.2012 N 93-93)

Naea 1. OBLWWUE NMOJTOXKXEHUA
Cratba 1. NpegmeT perynmpoBaHus HacTosiero PegeparnbHOro 3akoHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLIEHMS, BO3HMKaloWwue B CBA3W C obpalleHuem -
pa3paboTkon, JOKNMUHUYECKNMUN nccnegoBaHUaAMN, KITMHUYECKMMMU nccnegoBaHNAMU, aKcnepTm3on,
rocygapCTBEHHOW peructpauven, Cco CTaHgapTM3aumMerd UK C  KOHTPONMEM KavecTBa, MNpPOU3BOLCTBOM,
N3roTOBNEHMEM, XPaHEeHWeM, nepeBo3kon, BBO3OM B Poccuiickyto Pegepaumio, BbIBO30M U3 Poccunckon
depnepaumun, peknamMon, OTMYCKOM, peanu3auuen, nepepadyen, NPUMEHEHUEM, YHUYTOXEHMEM JIEKapCTBEHHbIX
CpeAcTB.

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrtoawmin ®epepanbHbii 3aKOH yCTaHaBNMBaeT NPUOPUTET TFOCYAAPCTBEHHOIO pPerynMpoBaHusi
©Ge3onacHoCTH, kadecTBa U 3pHEKTUBHOCTM NIEKAPCTBEHHbLIX CPEACTB NpU UX obpaLLeHUN.
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Chepa npumeHeHus Hactosiwero efepanbHOro 3akoHa

Hactoawun ®efepanbHbil 3aKOH MNPYMEHAETCS K OTHOLUEHMAM, BO3HMKawWuM npu  obpaleHum
neKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccuickon Pegepaumm.

CraTtbsa 3. 3akoHodaTenbCTBO 06 06palleHUn NneKkapcTBEeHHbIX CPpeacTB

1. 3akoHogaTenbcTBO 006 obGpalleHMM NeKkapCTBEHHbLIX CPEACTB COCTOUT M3 HacTosiero depeparnbHoro
3aKoHa, Apyrux egepanbHbIX 3aKOHOB 1 MHbIX HOPMAaTUBHBIX MPaBOBbLIX akToB Poccuiickon degepaumu.

2. [enictBme Hactosiwero ®egepanbHOro 3akoHa pacnpocTpaHsieTcs Ha obpalleHMe HapKOTUYeCKUX
NEeKapPCTBEHHbLIX CPEACTB U MCUXOTPONMHBIX JIEKAPCTBEHHbBIX CPEACTB C Y4EeTOM OCOOEHHOCTEN, YCTaHOBIEHHbIX
3akoHogarTenscTBoM Poccuinickon degepaumm 0 HapKOTUYECKUX CpeacTBax, MCUMXOTPOMHbLIX BellecTBax M o6 mx
npekypcopax.

3. Henctere HacTosLero depepanbHoro 3aKkoHa pacnpocTpaHseTcs Ha obpalleHne
paguodapmaLeBTUYECKMX NEeKapCTBEHHbIX cpeacTs c y4yeTom 0cobeHHoCTEN, YCTaHOBMEHHbIX
3akoHogaTtenbcTBoM Poccuiickon degepaumm B obnacti obecnedeHmst pagualnoHHoi 6e30nacHoCTHU.

4. Ecnn mexayHapoaHblM goroBopoM Poccuiickon defepauumn ycTaHOBMEHbI MHble NpaBuna, 4Yem Te,
KOTopble MpegycMoTpeHbl HactosiwmMm PepepanbHbiM  3aKOHOM, MPUMEHSAIOTCA NpaBuia  MeXayHapoOHoro
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aorosopa.

5. B Poccuiickon ®enepauunm B COOTBETCTBUM C MEXAYHapOAHbIMM AoroBopamu Poccuinckon depepaumm m
(vnn) Ha ocHoBe NpUHLKMMNA B3aUMHOCTU MPU3HAKOTCA pe3ynbTaTbl KIMHUYECKUX UCCREeLOBaHWA NeKapCTBEHHbIX
npenapaToB AN MEAULMHCKOro NpUMeHeHns, NpoBeAeHHbIX 3a npeaenamu Tepputopun Poccunckon ®enepaumn.

Crtatbs 4. OCHOBHblE MOHATUSA, ncnosrb3dyemble B HacTodLlem (De,El,epaJ'leOM 3aKoHe

Ons uenewn HacToswero PeaepanbHOro 3akoHa UCNOMb3YITCA CreayoLmne OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeLlecTBa WM WX KOMOWHAUMK, BCTynmawLwMe B KOHTaKT C OPraHM3mMom
YyeroBeKa MMM >XMBOTHOrO, NPOHUKAOLWNE B OpraHbl, TKaHW OpraHvM3ma 4erioBeka WMn XMBOTHOTO, MPUMEHSAEMblE
Ons NpodUNakTUKMA, OUarHOCTUKM (3a WCKMYEHMEM BELLECTB UM MX KOMOWMHALMINA, HEe KOHTaKTUPYHLMX C
OpraHu3mMoM 4erioBeka WM  KMBOTHOrO), neyeHus 3aboneBaHusi, peabunutauum, AnNsS  COXpaHeHus,
npeaoTBpaLLeHnst Unu npepbiBaHnst 6ePeMeHHOCTU 1 MOMYYEHHbIE U3 KPOBM, NNa3mbl KPOBU, U3 OPraHoB, TKaHeun
opraHusma 4ernoBeka WU >KUBOTHOrO, pacTeHW, MMUHepanoB MeTo4aMu CUHTEe3a WUNU C MPUMEHEHUEM
Buonormdeckux TexHonormn. K nekapCTBeHHbIM CpeacTBaM OTHOCATCH (papmaueBTuyeckne cybctaHumm u
nekapcTBeHHbIE NpenapaTbl;

2) dapmaueBTMdeckme cybcTaHuMM - neKapCcTBeHHble cpeacTBa B BuAe [OEWCTBYIOLUMX BeLLeCcTB
Guonornyeckoro, OMOTEXHONMOIMMYECKOro, MWHEPANbHOTO WM XUMWYECKOro MNpoUCXoXaeHusi, obnagatowme
hapMaKkonorm4eckon akTMBHOCTbIO, MpefHasHayeHHble [ANs NPOM3BOACTBA, W3rOTOBMEHUSA JIEKapCTBEHHbIX
npenapaToB 1 onpegenstowme nx 3deKkTUBHOCTb;

3) BcnomoraTenbHble BeLIecTBa - BeLlecTBa HEOPraHWYeckoro WM OPraHMYeckoro NPOUCXOXOEHUS,
ucnonb3yemble B MpoLecce Mpou3BOACTBa, W3rOTOBIIEHMS JEKAPCTBEHHbLIX MpenapaToB AN NpuaaHusa um
HeobX0AMMbIX (PU3UKO-XMMNYECKMX CBONCTB;

4) nekapCTBeHHbIe MpernapaTbl - NEKapCTBEHHbIE CPeaCcTBa B BMAE NEKApPCTBEHHbIX POPM, MpUMeEHsieMble
Onsa npodmnakTukn, OuarHoCTUKK, nedveHus 3aboneBaHus, peabunurauuun, AN COXpaHeHWs, NpeaoTBpalleHus
UnNu npepbiBaHns 6epeMeHHoCTH;

5) nekapcTBeHHas ¢opma - COCTOSHWE JieKapCTBEHHOro npenapata, COOTBETCTBYKLlee crnocobam ero
BBELEHUSA 1 NpMMeHeHus n obecneymsatoLiee JOCTUXeEHME Heobxoammoro neyebHoro adpdekTa;

6) nepeyvyeHb >KU3HEHHO HEeoOXOAMMBbIX W BaXHEMWLWMX JIEKAapCTBEHHbIX MpPenapaTtoB - €XerogHo
yTBepxaaembin [MpaButenbctBoM Poccuiickon ®egepauumn nepeyeHb NeKapCTBEHHbIX MpenapatoB  And
MEeOULMHCKOTO MNpPUMEHEHNsi, obecneyMBalomnX MPUOPUTETHLIE MOTPEOHOCTU 34PAaBOOXPAHEHUS B Lensx
nNpodunakTMkn n nedeHuss 3aboneBaHui, B TOM 4ucne Mpeobnajawlmnx B CTPyKType 3aboneBaemMocTn B
Poccuinckon ®egepaumm;

7) uMmmyHobBMonormyeckne neKkapcTBEHHblE MpenapaTbl - NEeKapCTBEHHble MpenapaTtbl GUONorMyeckoro
NPOVCXOXAEHUS, MNpefHa3HaYeHHble Afs  WMMMYHOSTOTMYECKMX OMArHOCTUKW, NPOUNAKTUKM U NeYeHust
3aboneBaHui;

8) HapkoTMyeckume neKkapCTBEHHbIe CpeacTBa - JleKapCTBEHHble npenapaTtbl M hapmaueBTMdecKne
cybcTaHuun, cogepXkalime HapkoTUYeckue cpeactBa U BKIKOYEHHble B [lepeyeHb HapKOTUYECKMX CPEencTs,
NMCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, Noanexalumnx koHTponto B Poccuiickon degepaumm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®egepauun, mexgyHapogHbiMvu gorosopamu Poccuickon ®egepaumm, B TOM
yucne EgnHom KoHBeEHUMEN O HapKoTu4ecknx cpeacteax 1961 roga;

9) nNCUXOTPOMHbIE TEKapCTBEHHblE CpPeAcTBa - JIeKapCTBEHHble npenapatbl M dapMaleBTUYeckme
cybcTaHuun, coepxallne MCUXOTPOMHbIE BELIeCcTBa WM BKMAOYEHHble B [lepeyeHb HapKOTMYECKUX CPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOANEXaLLmMX KOHTporo B Poccuiickon ®egepaumm, B COOTBETCTBUN C
3akoHogaTenbctBoM Poccunckon ®epepauumun, mexayHapoaHeiMu goroBopamu Poccuiickon degepaunn, B TOM
yncne KoHBeHLmen o0 NcMxoTponHbix Bewecteax 1971 roga;

10) pagnodapmaLeBTMYeCKMe nekapCcTBEHHbIE CPEACTBa - NeKapCTBEHHbIE CPeACcTBa, KOTOpble codepxaT B
roTOBOM AN UCNONb30BaHUA opMe OAVH PaauOHYKNUG WM HECKONbKO PafMOHYKIMAOB (pagmoaKTMBHBIX
N30TOMoB);

11) opwurMHanbHoe nekapCTBEHHOE CPEeACTBO - JIeKapCTBEHHOE CpeacTBO, cogepkalwlee BrepBble
nonyyeHHyto dapMaLeBTUYECKYD CYOCTaHUMIO WM HOBYKDO KOMOMHauUMIO apmMaueBTMYECKUX CyOCTaHUMNA,
abdekTMBHOCTL M 6e30nacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTamu  LOKIMHUYECKUX MCCreAoBaHWN
NeKapCTBEHHbIX CPEACTB U KIMHUYECKNX UCCINESOBaHWIA NIEKapCTBEHHbLIX NPENapaToB;

12) BOCNpPOM3BEAEHHOE FEKApPCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CPEACTBO, CoAepKallee Takyl e
hapMaLeBTMYECKYID CYOCTaHUUIO WM KOMOMHAUMIO TakuMxX >xe apmaueBTUYECKUX CyOCTaHUMIA B TaKOW Xe
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nekapcTBeHHON hopme, YTO U OpUrMHanbHOE NeKapCTBEHHOE CPeAcTBO, M MOCTynuBlee B obpaleHue nocne
nocTynneHuns B obpalleHne OpurMHanbHOro NeKkapCTBEHHOIO CPEACTBa;

13) nekapcTBeHHOe pacTUTENbHOE Cbipbe - CBEXME WU BbICYLIEHHble pacTeHus nnbo ux 4actu,
ucnonb3yemble Ansi NPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB OpraHM3aunusammn - NPoON3BOAMTENSAMM NEKapCTBEHHbIX
CPEeACTB  UNU  MN3rOTOBMNEHWUS NEKApCTBEHHbIX MpenapaTtoB anTeYHbIMU  OpraHusaunsiMi, BeTepUHapPHbIMU
anTe4yHbIMX  OpraHuM3auusMy,  UHOMBUOYAlNbHbIMW  MpeanpUHUMATENnsMKU,  WMELWWMW  NMUEH3UK0  Ha
hapmMaLeBTMYECKYIO OEATENBHOCTD;

14) nekapCTBEHHLIN pacTUTENbHbIA NpenapaTt - JIeKAapCTBEHHLIM Mpenapart, MPOM3BEAEHHbIA UK
N3roTOBMEHHbIN U3 OQHOMO BUAA JIEKAPCTBEHHOIO PaCTUTENBHOMO Chipbsi UITM HECKOSBbKMX BMAOB TaKOro ChipbS U
peanu3yemblii B pacacoBaHHOM BUAE BO BTOPUYHOM (MOTPEOMTENBCKOW) YNaKOBKE;

15) romeonatuMdeckoe IEKapCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CPeACTBO, MNPOU3BEAEHHOE UMK
N3roTOBIEHHOE MO creunansbHOW TEXHOMNOruy;

16) mexayHapogHOe HenaTeHTOBaHHOE HauMeHOBaHWMEe IeKapCTBEHHOro cpeactBa - HavMeHOBaHWe
hapmavneBTMYECKOWN CyOCTaHLmMK, pekoMmeHaoBaHHOe BcemmpHon opraHmsaumen 3gpaBooXpaHeHns:;

17) TOproBoe HavMeHOBaHWe feKapCTBEHHOINO0 CPeacTBa - HaMMEHOBaHWe neKkapCTBEHHOro cpeacTsa,
NMPUCBOEHHOE ero pa3paboTynkom;

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dbeaepanbHbIM OpraHom
NCMNONMHUTENBbHOW BNacTu 1 COAEpXKallMin nepeyvyeHb NokasaTenen Kadecrtsa n (Unu) METOO0B KOHTPOMs KayecTBa
KOHKPETHOW IeKapCTBEHHOW (QOPMbl, JEKApPCTBEHHOINO PAaCTUTENBHOMO CbIpbdA, OMNUCAHUSA  OMONOrNYECKMX,
BMOXUMUYECKNX, MUKPOOMONOrMYECKMX, (PUIUKO-XUMUYECKUX, (U3NYECKUX, XUMWUYECKMX W APYrMX MeTOAOoB
aHanu3a nekapcTBEHHOro CpeAcTBa Afs MeOULMHCKOrO NMPUMEHEHWs, a Takke TpeboBaHUSA K MUCMONb3yeMbIM B
Lensix NpoBeAeHNs JaHHOMo aHanu3a peaktuBaM, TUTPOBaHHbIM pacTBOpaM, MHAMKaTopawm;

19) dapmakonenHasi ctaTbsl - [OOKYMEHT, YTBEPXAEHHbIA YMNONHOMOYEHHbIM deaepanbHbIM OpraHoMm
MCMOMHUTENbHOW BNacTv M cogepXawun nepedyeHb MokasaTenen KadecrBa M MeTOOOB KOHTPONS KadvecTBa
NeKapCTBEHHOro CPpeAcTBa AN MEAMLMHCKOIo NPpUMEHeHs;

20) HopmaTMBHas OOKYMEHTauusi - OOKYMEHT, COAepXaluin nepeyeHb onpefensieMbix no pesynbTatam
COOTBETCTBYIOLUMX SKCNEPTM3 NnokasaTernen kayecTsa nekapCTBEHHOrO cpeacTBa Ans MeaULMHCKOro NPUMEHEHNS,
METOA0B KOHTPOSS €ro Ka4ecTBa U YyCTAHOBIEHHbIV €ro Mpon3BoanTenem;

21) HOpMaTMBHBIN [OKYMEHT - [OOKYMEHT, CcoAepXallui nepeyeHb onpegensembix Mo pesynbratam
COOTBETCTBYHOLUMX IKCMEpPTU3 MokasaTenen kayectBa M (MNM) METOAOB KOHTPOMS KayecTBa JleKapCTBEHHOM
dopMbl, onucaHus Brnonormyecknx, BUOXMMUYECKUX, MUKPOBUONOrMYECKNX, (PU3UKO-XUMUYECKNX, (PU3UYECKHUX,
XUMUYECKMX M OPYTMX METOAOB aHanu3a NnekapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO NpUMeHeHUs, TpeboBaHus K
ncrnonb3yembiM B LeNsX NPOBEAEHUS LAHHOTO aHanu3a peakTuBam, TUTPOBaHHbIM pacTBoOpaM, MHOUKaTopaM U
YCTaHOBIEHHBIN €70 NPOU3BOAUTENEM;

22) KayecTBO Il€KapCTBEHHOIO CpeACTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeacTtBa TpeboBaHMAM
dapmakonenHon crtatbum nMbBO B cCriydyae ee OTCYTCTBUS HOPMaTUBHOW AOKyMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) 6e3onacHOCTb NeKapCTBEHHOIO CpeacTBa - XapakTepUCTUKa NeKkapCTBEHHOIO CpeacTBa, OCHOBAHHAsA Ha
CpaBHUTENbHOM aHanu3e ero aMEKTMBHOCTU N pMUcka NPUYMHEHMS Bpeda 340POBbIO;

24) 3bdeKkTMBHOCTb NEKapCTBEHHOrO npenaparta - XapakTepucTuKa CTEeneHW MONOXWUTENbHOIO BIUSAHMSA
NeKapCTBEHHOrO MpenapaTta Ha TeyeHue, MNPOAOIPKUTENbHOCTL 3aboneBaHus WM ero npefoTBpalleHune,
peabunuTaumio, Ha CoXxpaHeHue, NpeoTBpaLLeHNe Unm nNpepbiBaHne 6epeMeHHOCTY;

25) cepus NeKapCTBEHHOro CpeAcTBa - KOMWYECTBO FEKApCTBEHHOIO CpeacTBa, MNpPOM3BEAEHHOE B
pes3ynbTate O4HOro TEXHONIOMMYECKOIO LIMKIa ero Npovu3BoaUTENEM;

26) peructpauMoHHOe yOOCTOBEPEHWE NEKapCTBEHHOrO Mpenapata - OOKYMEHT, NoATBepXAalowmun dakT
rocy4apCTBEeHHOWN perMcTpaumm nekapcTBEeHHOro npenapara;

27) perncTpauunoHHbIi HOMep - kogoBoe 0b0o3HayveHne, NPUCBOEHHOE NEKapCTBEHHOMY mpenapaTy npu ero
rocyfapCTBEHHOW permcrpaumu,

28) obpalyeHne rekapCTBEHHbIX CPEeACTB - pa3paboTka, AOKMMHUYECKME WCCREAOBaHUS, KIMHUYECKNE
nccregoBaHusl,  3KCMepTW3a, rocygapCTBEHHas peructpauusi, CTaHgapTvM3aumss M KOHTPONb  KavecTsa,
NpoM3BOACTBO, U3rOTOBIIEHME, XpaHeHWe, nepeBo3ka, BBO3 B Poccunckyio denepaumio, BbIBO3 U3 Poccuiickon
depnepaumu, peknama, OTnyck, peannsauus, nepegada, NPUMeHeHNe, YHUHTOXEHME NEKapCTBEHHbIX CPEACTB;

(B peq. ®PenepansHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbeKTbl O0OpalleHUs NekapCTBEHHbIX CPeACTB - (hM3nveckue nuua, B TOM YMCre MHOAUBMAOYalbHble

npegnpvHUMaTeny, U IOPUAMYECKUE NULA, OCYLLECTBNAOLWNE AEATENbHOCTL MpU OOpalleHUMn nekapCTBEHHbIX
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cpencTs;

30) paspaboTuMk nekapCTBEHHOrO0 CpeacTBa - oOpraHu3auus, obnapawowas npaBamu Ha pesynbTaTtbl
OOKIMUHUYECKUX UCCrefoBaHUA  NeKapCTBEHHOrO CPeAcTBa, KNMHUYECKUX WCCrefoBaHWi  NekapCTBEHHOro
npenapaTta, a Takke Ha TEXHOMNOIMIo MPOU3BOACTBA NEeKapCTBEHHOrO CPeAcTBa;

31) Npon3BOACTBO JEKapCTBEHHbIX CPeacTB - AEATENbHOCTb MO MPOU3BOACTBY NEKAPCTBEHHbIX CPEACTB
opraHm3aumsamMm - NpoM3BOAMTENSIMY NEKAPCTBEHHbIX CPEACTB Ha OOHOM CTaguK, HECKOSbKUX MIU BCEX CTagusix
TEXHOMNOrM4YEeCcKoro npoLecca, a Takke N0 XpaHEeHUIo N peannsalnmn Npon3BefeHHbIX JIEKAPCTBEHHbIX CPEACTB;

32) npousBoaMTENb NEKAPCTBEHHbIX CPEACTB - OpraHuMsauus, OCyLecTBAsoWas npou3BOACTBO
NeKapCTBEHHbIX CPEACTB B COOTBETCTBMM C TpeboBaHMAMU HacToswero degepanbHOro 3akoHa;

33) dapmMaueBTUYeckas [eATENbHOCTb - [AEesTEeNbHOCTb, BKMoYawwas B ceba OnToByl TOProsmio
NeKapCTBEHHbIMW CPEACTBaMU, WX XpaHEeHWe, NepeBo3Ky M (MNM) PO3HUYHYIO TOProBMK NEeKapCTBEHHbLIMU
npenapaTtamu, Ux OTMNycK, XpaHeHue, NepeBOo3Ky, M3roTOBIEHNE NEeKapCTBEHHbIX NPenapaTos;

34) opraHusaumsi ONTOBOW TOProBMAW NEKapCTBEHHbIMW CPEACTBaMU - OpraHu3auusi, OCyLLeCTBrsHLLas
ONTOBYIO TOPrOBMO NEKAaPCTBEHHbIMW CPEACTBaMU, WX XPaHEHWe, NepeBO3Ky B COOTBETCTBUM C TpebosBaHnsaMM
HacTosilero ®egepansHOro 3aKoHa;

35) anTeyHas opraHu3aums - OpraHu3aums, CTPYKTYpHOe nogpasgeneHve MeguuMHCKOW opraHusaumu,
OCYLLECTBMAIOLWME PO3HMYHYIO TOPrOBMIO NEKAapPCTBEHHbIMW Npenaparamu, XpaHeHue, U3roToBrieHWe M OTMyCK
NeKapCTBEHHbIX MpenapaToB AN MEAWULMHCKOrO MPUMEHEHWst B COOTBETCTBUM C TpPeboBaHMAMU HACTOSLLEro
denepanbHOro 3akoHa;

36) BeTepuvHapHas anTeyHas opraHusauusi - opraHusauusi, CTPYKTypHOe noapasfernieHne BeTepuHapHoWn
opraHm3aumm, OCyLeCcTBNSAIOWME PO3HMYHYO TOProBIIHO NIEKAapCTBEHHBIMU NpenapaTtamMu, XpaHeHne, N3roToBrieHme
N OTNYCK JIeKapCTBEHHbIX MpenapaTtoB [AJi BETEPMHAPHOINO MPUMEHEHUS B COOTBETCTBUM C TpeboBaHWsIMU
HacTosilero ®egepanbHOro 3aKoHa;

37) danbcudrumMpoBaHHOE neKapCTBEHHOE CPEACTBO - JIeKapCTBEHHOE CpPeACTBO, COMPOBOXAaemMoe
NOXHOW MHdOpMaLMen o0 ero coctaee u (Mnu) npomnssoguTene;

38) HepobpokayecTBEHHOE NEKapCTBEHHOE CPEACTBO - FIEKAPCTBEHHOE CPEeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuAM hapmakoneriHon ctaTbn NMBO B cnyvae ee OTCYTCTBUS TpeboBaHUSAM HOPMaTUBHOW AOKyMEHTauum
UM HOPMaTMBHOTO JOKYMEHTA;

39) KoHTpadbaKTHOE NeKapCTBEHHOE CpeAcTBO - JIEKApCTBEHHOE CpeacTBO, Haxoasuieecss B obopoTe ¢
HapyLleHWEeM rPaXk4aHCKOro 3akoHO4aTeNbCTBa;

40) [OKNMMHUYECKOe WccrefoBaHWE NEeKapCTBEHHOrO CpedcTBa - Ovonornyeckse, MUKpoOMorornyeckue,
UMMYHOSOrMYeckMe,  TOKCUKONOrMdyeckme, dapmakonorndeckme, @uanyeckne, XUMUYECKME U Opyrue
nccrneoBaHUsl NEKAPCTBEHHONO CpefcTBa MYyTEM MPUMEHEHUST HayYHbIX METOOOB OLIEHOK B LENAX MOoyvyeHus
JokasaTtenbcTB 6e3onacHoCcTu, kadecTBa 1 3PEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBa;

41) KMMHWYECKoe wuccnegoBaHWe fekapCTBEHHOro npenapaTta - U3yvyeHue AMarHOCTUYECKMX, nedebHbiX,
npodmnakTnyeckmx, Gapmakonormyeckmx CBOMCTB NEeKapCTBEHHOro npenapaTta B npouecce ero npuMeHeHus y
YyeroBeka, XXMBOTHOMO, B TOM YMCNe MPOLECCOB BCacCblBaHUA, pacnpefeneHns, U3MeHeHNs 1 BbiBE4EHWS, nyTeMm
NMPMMEHEHMST Hay4HbIX METOAOB OLEHOK B LUensx MnonyvyeHus pfgokasatensctB 6e3onacHOCTW, KayecTBa U
3(PPEKTUBHOCTN NEKApCTBEHHOro npenapaTa, AaHHbIX O HexenaTenbHbIX peakuusx opraHusaMa 4eroBeka,
XMBOTHOIO Ha MNPUMEHEHWe IneKapCTBEHHOro npenapata u 06 adpekTe ero B3aMMOAENCTBMS C APYrMMU
NeKapCcTBEHHbIMW NpenapaTaMu 1 (Unu) NULLIEBLIMW NPOAYKTAMKU, KOPMaMU;

42) MHOTOLEHTPOBOE KIMHUYECKOE WCCNELOBaHME JEeKapCTBEHHOIO npenapata And  MeLMUUHCKOro
NMPUMEHEHUS - KIMHUYECKOE WCCNedOBaHME NeKapCTBEHHOrO npenapaTta Ans MeauUMHCKOrO MPUMEHEHUS,
npoBoaMMoe pa3paboTynMkoM NEeKapCTBEHHOro npenapata B AByX W Oonee MeOMUMHCKUX OpraHusauusx Mo
€0UHOMY MPOTOKOIY KMMHUYECKOTO MCCIeA0BaHUS NIekapCTBEHHOMO Npenapara;

43) mexgyHapooHOe MHOroLEeHTPOBOE KIMHMYECKOEe WCCregoBaHne rekapCTBEHHOro npenaparta Ans
MEeOULMHCKOTO MPUMEHEHMs - KIMHWYECKoe MWCcCrneaoBaHWe fekapCTBEHHOro npenaparta Ans MeauuUMHCKOro
NPMMEHeHWs1, MPoBOAMMOE pPa3paboTyMKOM NeKapCTBEHHOrO npenapata B pas3fnuMyHbiX CTpaHax Mo eavHOMY
NMPOTOKOITY KIIMHWYECKOTO UCCNEeAOoBaHWs NEKapCTBEHHOro npenapaTa;

44) nocTpeructpaunoHHOE KIMHMYECKOe WCccregoBaHWe fekapCTBEHHOro npenapata Ans MeguuUHCKOro
MPUMEHEHUST - KIMHUYECKOE MWCCNedoBaHVe IeKapCTBEHHOro npenapata ans MeguuUMHCKOrO MPUMEHEHUS,
NPOBOAMMOE MPOU3BOAUTENEM JIEKAPCTBEHHOIO npenapara, rpaxaaHckuin obopoT KOTOPOro OCYyLIEeCTBSAETCA
nocrne rocyaapCTBEHHOW peructpaumm, B LensxX OOMOSNHUTENbHOro cbopa [aHHbIX O ero 6e3onacHocTn U
3(PPEKTUBHOCTN, pacCLUMPEHUS MOKa3aHUA K MPUMEHEHMIO LAHHOr0 IeKapCTBEHHOrO MpenapaTa, a Takke
BbISIBITEHNSI HEXXENaTeNbHbIX peakuuii NauMeHTOB Ha ero AeNCTBUE;
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45) nccnepoBaHve HGUO3KBUBANEHTHOCTU NEKapCTBEHHOro npenapata - BUA KIMHWYECKOro MccnenoBaHus
neKapCcTBEHHOro npenapara, NpoBeAeHne KOTOPOro OCYLLECTBNASETCA ANS onpeaeneHns CKOPOCTU BCACbiBaHWSA U
BbiBeeHNss apmaueBTMyeckon cybcTaHuun, KonudectBa papmaueBTU4eckorn cybcTaHumm, [OCTUraroLLero
CUCTEMHOrO KpPOBOTOKa, M pe3ynbTaTbl KOTOPOro MNO3BOMSAKT caenatb BbIBOA O 6OUO3KBMBANEHTHOCTU
BOCNPOM3BEAEHHOIO fEKapCTBEHHOIO rMpenapaTta B oOnpedeneHHbIX NekapcTBeHHoW dopMe U J03UPOBKe
COOTBETCTBYHOLLEMY OPUIMHANbHOMY NIEKAPCTBEHHOMY npenapary;

46) nccnepoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTW fleKapCTBEHHbIX MPenapaToB - BWUA KIMHUYECKOTro
nccregoBaHUsl  NIEKAPCTBEHHbIX  MpenapaToB, NPOBeAEeHWE KOTOPOro OCYLLECTBASETCS ANA  BbISBIEHUS
O[MHAKOBbIX CBOWCTB fleKapCTBEHHbIX MpenapaTtoB OnpeferieHHOW NeKapCTBEHHOW (POpMbl, a Takke Hanmyug
OQMHAKOBbIX MoKasaTenen 6Ge3onacHoCTM W 3dEKTUBHOCTM JIEKAPCTBEHHBIX MNpenapaToB, OAWHAKOBbIX
KNHU4ecknx acheKToB Npu NX NPUMEHEHUN;

47) nNpOTOKON KINMHWYECKOrOo WCCMeLOBaHUsa reKkapCTBEHHOro npenapata - [JOKYMEHT, B KOTOPOM
onpegenalTca  uenu, ¢QopmMmbl opraHMsauMM 1 MEeTOOOoNorMsA MPOBEAEHUSA  KITMHUYECKOro UccrneaoBaHus,
cTaTucTMyeckme mMetoabl 06paboTkm pesynbTaToB Takoro uccnegosaHus n mepol No obecnedyeHunio 6esonacHocTn
PU3NYECKUX N1L, y4acTBYHOLLUX B KIMMHUYECKOM UCCEeAOBaHMUN NIEKapCTBEHHOMO Npenapara;

48) OGpowwtopa wuccnegoBaTens - CBOOHOE W3MNOXEHWe pe3ynbTaToB LOKIUHUYECKOro WCCrneaoBaHUs
NeKapCTBEHHOTO CcpeacTBa W KIMMHUYECKOrO WCCReAoBaHUSA NeKapCTBEHHOro npenapata Ans MeauuUHCKOro
NPUMEHEHWS;

49) MHOPMALMOHHBIN NUCTOK MNauMeHTa - [OOKYMEHT, B KOTOPOM cogepXaTcs B AOCTYynHow dopme
cBefeHus1, kacalwLmecs NpoOBOAMMOrO KIMHUYECKOro UCCNEL0OBaHUSA NEeKapCTBEHHOIO npenapaTa, U B MMCbMEHHOM
dopme pobpoBonbHOE cornacue naumeHTa Ha yyacTue B KIMMHMYECKOM WCCRefoBaHUW eKapCTBEHHOMo
npenapaTta nocrie O3HAKOMIEHUsI C OCOBEHHOCTSMU KIMMHMYECKOTO WCCMNELOBaHUSA, UMEKLWMMM 3HadYeHne Ans
BbIPaXXEHUS TaKOro cornacus;

50) noboyHoe AencTBME - peakuusi OpraHmama, BO3HMKLIAs B CBA3M C MPUMEHEHUEM NEeKapCTBEHHOro
npenapaTta B A03aX, PEKOMEHOYEMbIX B MHCTPYKLUUW MO €ro NpUMEHEeHWo, Ans npodunakTvku, OUArHOCTUKM,
neyeHuns 3aboneeannsa unu anga peabunurauumu;

51) cepbesHas HexenaTenbHas peakums - HexxenaTernbHasi peakumns opraHm3ma, CBa3aHHasi ¢ MpMMeEHeHneM
NeKapCTBEHHOro npenapara, npuBefwasi K CMepTW, BPOXAEHHbIM aHoManusam unM nopokam passutus nnbo
npeacrtaensowas cobol yrposy Xu3Hu, Tpebyowasa rocnutanusauMm wnu npuBeflas K CTOMKOW yTpaTe
TPY4OCNOCOBHOCTU U (UNN) UHBANUOHOCTW;

52) HenpeOBuaeHHast HexenaTenbHas peakuusl - HexenaTenbHas peakuus opraHmsaMa (B TOM 4ucne
CBSI3aHHasi C MPMMEHEHMEeM JIEKapCTBEHHOro npenapaTta B COOTBETCTBUM C MHCTPYKLMEN NO €ro NpuMMEHEHMIO),
CYLLHOCTb M TSKECTb KOTOPOW HE COOTBETCTBYIOT MHAOPMAaLMN O NeKapCTBEHHOM Mpernapare, coaepXxallencs B
WHCTPYKLUUN MO €ro NPUMEHEHWIO;

53) peuenT Ha nNekapcTBEHHbIN MpenapaT - MUCbMEHHOE Ha3HayeHue NeKkapCcTBEHHOro npenapata no
yCTaHOBMEHHON opMe, BblJAaHHOE MELWLMHCKUM WU BeTePUHAPHbIM pabOTHMKOM, MMEIOLLMM Ha 3TO Mpaeo, B
Lensax oTnycka NeKapCTBEHHOro npenapara Unm ero U3roToBrEeHUs N OTNYCKa;

54) TpeboBaHMe MeAWLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - OOKYMEHT YCTaHOBIEHHON
(hOpMbI, KOTOPbIN BbINMCAH MEOULNHCKAM UMW BETEPUHAPHBIM PAabOTHUKOM, UMEIOLLMM Ha 3TO NPaBo, U COOEPXKUT
B NUCbMEHHOW (POpMe yKadaHue anTeyHoW opraHu3aumm ob oTnycke NekapCTBEHHOro npenapata uMnM O ero
N3roToBreHnn 1 06 oTnycke anst obecneyeHms nevyebHoOro npowlecca B MEOULMHCKON OpraHn3aLun, BeTepMHapHON
opraHusauun.

FnaBa 2. NOJTHOMOYUA ®EAEPANIbHbLIX OPFAHOB MCMNONHUTENBHOW
BITACTWU, OPTAHOB UCMONMHUTENIbHON BNACTU CYBBEKTOB POCCUUCKOMN
®EOEPALUU MNP OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratbsa 5. [NonHomouns degepanbHbIX OpraHoB MCMOMHUTENBHOW BNacTu Npu obpalleHun nekapCcTBeHHbIX
cpencTs

K nonHomounsim cpeaepanbHbIX OpraHoB MCMOMHUTENBHOWM BNAcTu Npy obpalleHnmn nekapcTBEHHbIX CPeacTs
OTHOCATCS:

1) npoBeaeHue B Poccuiickon depepaunm eguHOW rocyaapCTBEHHOW MONMUTUKM B obnactu obecneyeHust
nekapcTBeHHbIMM NpenapaTtaMu rpaxaaH Ha Tepputopumn Poccuitckon ®egepaumnu;

2) yTBepxaeHue oblmx capmakonerHbix cTaTeln, dapMakonemHbIX cTaTel, M3gaHue rocyLapCTBEHHOM
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hapmakoneu;

3) ocyLuecTBneHne rocygapcTBEHHOro KOHTpons (Haasopa) B cpepe obpalleHnsi nekapCTBEHHbIX CPEACTB;
(B peq. ®PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA fEKAPCTBEHHbIX CPeACTB U dapMaueBTUYECKON [eATenbHOCTM B
COOTBETCTBUN C 3aKkoHoAaTenbcTBOM Poccuiickon ®epgepaunu;

5) opraHmsaums aKcnepTusbl NEKAPCTBEHHBIX CPeACTB, 3TUYECKOW 3KCMEPTU3bl BO3MOXHOCTU MPOBEAEHUS
KIMMHUYECKOro UCCnefoBaHns NekapCTBEHHOrO NpenapaTta Ans MeguumnHCKOro NpUMeHeHNs;

6) Bbldaya paspeLleHnin Ha NPoOBEeAEHNE KITMHNYECKMX NCCNEAOBaHWI NIEKapCTBEHHbIX NpenapaToB, BegeHne
peecTpa BblAaHHbIX pa3peLLeHnini Ha NPoBeeHNE KITMHUYECKUX UCCIIeN0BaHUI fiekapCTBEHHbIX NpenapaTos;

7) rocygapCTBeHHasi perucrpauusi nekapCTBEHHbIX MpenapaTtoB, BedeHWe ToCydapCTBEHHOIO peecTpa
NeKapCTBEHHbIX CPEACTB;

8) mHcnekTupoBaHMe NPOW3BOACTBA NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBunam opraHusauum
NpovM3BOACTBA M KOHTPOMNS KadeCTBa NeKapCTBEHHbIX CPeAcTB, Bbidada 3akMyeHWn O COOTBETCTBUM
npov3BoaUTENS NeKapCTBEHHbIX CPeACcTB TpeboBaHMAM NpaBun opraHM3aLmm NPON3BOACTBA M KOHTPOMS KadecTBa
NeKapCTBEHHbIX CPEACTB;

9) rocygapCTBeHHasi peructpauus YCTaHOBIEHHbIX MPOU3BOAMTENSIMA JIEKAPCTBEHHbIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LIEH Ha XXU3HEHHO HeoOXOoaMMbIe N BaXKHEWLIne nekapCTBEHHbIE npenapaTbl U BeaeHune
rocy4apCTBEHHOIO peecTpa npefesfibHbIX OTMYCKHbIX LIEeH MPOM3BOAWUTENEN Ha NeKapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbIX U BaXKHEMNLLMX NEKaPCTBEHHbIX NMpenapaTos;

10) ycTaHOBneHWe nopsiaka BBO3a JIEKApCTBEHHbIX CPeAcTB Ha TeppuTtopuio Poccuiickon ®eaepaunn u
BblBO3a NIeKapCTBEHHbIX CpeacTB ¢ Tepputopun Poccuiickon Penepaumu;

11) cosgaHvne COBETOB MO BONPOCaM, CBA3aHHbIM C OOpalleHneM NeKapCTBEHHbLIX CPeACTB;

12) aTTectaums n ceptudmkauma cneumanmncTos;

13) yTBepxaeHne obpasoBaTenbHbIX MPOrpaMm Mo NoAroToBKE CNeunanucTos;

14) MOHUTOPUMHI 6GE30NaCHOCTU NEKapCTBEHHbIX NpenapaTos;

15) yyacTtvne B MexgyHapogHOM COTPYAHNYECTBE;

16) nony4eHue no 3anpocam ynosIHOMOYEHHOro dheaepansHOro opraHa UCMOMHUTENBHOW BNacT OT OpraHoB
ncnonHuTenbHou Brnactu cybwektos Poccunckon degepaunm, a Takke oT CyObeKkToB 0bpalleHns nekapcTBEHHbIX
cpeacTB AN MeAWLMHCKOro MpUMEHEHWUst MHpopmauum Mo BOMpocam YCTaHOBMEHUA W MPUMEHEHUSA LieH Ha
neKapcTBEHHbIE NpenapaTbl U HaabaBoK K HAM;

17) npyMmeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHue 3akoHogaTenscTea Poccunckon degepaunn.

Cratba 6. [MonHOMOYMs OpraHoOB WCMOMHUTENbHOW Bractu cybbekta Poccuiickon Pepepaumm npu
obpalLeHnn NekapCcTBEHHbIX CPEACTB

K nonHomouussM opraHoB ucnonHuTenbHoW Bnactu cybwbekta Poccunckon ®Pegepauuun npu obpallieHun
neKapCTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka n peanu3aums pernoHanbHbIX MNporpaMm obecnedyeHus HaceneHus nekapCTBEeHHbIMU
npenapartamu;

2) ycTaHOBneHWe npedenbHbIX pa3mMepoB OMNTOBbIX HaA0aBOK WM NpedenbHbiX pasMepoB PO3HUYHBIX
HaabaBoK K hakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM NMPOU3BOANTENAMM NlEeKapCTBEHHbIX NpenapaToBs, Ha
neKkapcTBeHHble MpenapaTbl, BKMOYEHHbIE B MepeyYeHb XU3HEHHO HeOOXOOMMbIX W BaXKHEWLMX NeKapCTBEHHbIX
npenapaTos;

3) ocyluecTBMneHne perMoHanbHOro rocyaapCTBEHHOrO KOHTPONS 3a NMPUMEHEHVWEM LieH Ha fneKapCTBEHHble
npenapaTbl, BKMOYEHHble B MepeyeHb XXM3HEHHO HEeOOXOAUMbIX WM BaXHEWMLIMX JeKapCTBEHHbIX MpenapaTos,
OopraHM3auusiMm ONTOBOW TOPrOBMNW, anTEeYHbIMU OpraHu3auusMy, WHAMBUAYANbHbIMU NpeanpuHMMaTEnsMu,
VUMEIOLLMMU NULEH3UIO HA (hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

asa 3. TOCYOAPCTBEHHAA ®APMAKOMNEA
Cratbs 7. PaspaboTka U usgaHve rocygapcTBeHHol hapmMakoneu, pa3MeLleHne AaHHbIX O Het

1. Tog rocymapcTBeHHOW hapmMakoneen MNOHUMAETCsl CBOA4 oOOWux papmakonewHbIX cTaTten wu
drapMakonenHbix cTaTen.
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2. Paspabotka o06wmx dapmakonerHbix cTaTel WM apMakonemHbix CcTaTten W BKIOYEHME WX B
rocy4apCTBEHHYIO hapMaKomner OCYLLECTBAAITCA B NOpsiaKe, YCTAHOBMEHHOM YNOMHOMOYEHHbIM heaepanbHbIM
OpraHoM UCMONHUTENbHON BNACTU.

3. PaspaboTtka chapmakonenHon cTaTbW Ha OPUrMHANbHOE NeKapCTBEHHOE CPEenCTBO W BKMOYEHME ee B
rocy4apCTBEHHYIO dhapMakonelo B Te4YeHMe cpoka AeNCTBUSA 3allMTbl UCKNIOYMTENbHOrO npasa, YA0CTOBEPEHHOrO
naTeHTOM Ha OpUrnHasribHoe NekapCTBEHHOE CPeacTBO, OCYLLECTBNSAOTCS C COrnacus ero paspadoTyumka.

4. TocypapcTBeHHasa dhapMakonesi u3gaetcs YrnofIHOMOYEHHbIM heaepanbHbIM OpraHoM UCMOSTHUTENBHOM
BNacTu 3a cyeT cpeAcTB dhefepanbHOro bogkerTa u NoaneXxuT nepensgaHnsiM He pexxe YeM OAuH pas B MATb NeT,
B nepuvod Mexay KOTOPbIMW M3LalTCs MPUMOXKEHUS K rocygapCTBEHHOW dapmakornee, cogepxaiume oblime
hapmakonerHble ctatb U (MnNn) cpapmakonenHble CTaTbW, YTBEPXOEHHbIE MOCre M3gaHust Unu nepensgaHus
rocynapcTtBeHHOM hapmakonen.

5. YnonHomo4eHHbin deaepanbHbii  OpraH  WUCMOMHUTENbHOM  BNacTM  pasMellaeT AdaHHble O
rocygapcTtBeHHoW dapmakonee M NPUNOXEHUsIX K HeW Ha cBoeM oduumanbHOM cante B cetn "WHTepHeT" B
YCTaHOBMEHHOM MM MOpPsiaKe.

Masa 4. FTOCYOAPCTBEHHbIW KOHTPOJ1b MNP OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratb4 8. J'Imu,estpOBane npon3soacTBa JieKapCTBEHHbIX CpeacTB U d)apMaLleBTMHeCKOVI OeATeNIbHOCTU

1. JlvueHavpoBaHMe NpPoOM3BOACTBA JleKapCTBEHHbIX CPeacTB M hapMaleBTUYECKON [esTeENbHOCTU
OCYLLIECTBNAETCA B COOTBETCTBUM C 3aKOHOA4ATeNbCTBOM Poccuiickon ®enepaumu.

2. OGsizaTenbHbIM YCNOBUEM NPEAOCTaBNEHUS NULEH3MM Ha MPOU3BOACTBO JIEKAPCTBEHHLIX CPeacTB
ABMSETCA MPUIIOXEHNE K 3asiBMEHUI0 COMCKATEns JULEH3WM MepeyHsl NneKkapcTBeHHbIX opMm u (unu) BMOOB
dapmaLieBTUYECKMX CYOCTaHUMIA, KOTOPbIE NPOU3BOAUTESb NEKAPCTBEHHBIX CPEACTB HAMEPEH NPOU3BOANTD.

3. B cnyyae HeobGXx0OUMOCTU paclIMPEHUsi MPOM3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB 3@ CYET HOBbIX
neKkapcTBEHHbIX hOpPM ¥ BUAOB hapMaLeBTUYECKNX CyOCTaHLMI NPOM3BOANTESb NIEKAPCTBEHHbLIX CPEACTB AOIHKEH
NONy4YnTb HOBYIO NTMLIEH3NIO HA MPON3BOACTBO NIEKAPCTBEHHBLIX CPEACTB.

CraTbsa 9. [ocygapcTBeHHbIN KOHTPOMb (Haa3op) B cdhepe obpalleHns NekapCTBEHHbIX CPeacTB
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocyaapCTBEHHbIN KOHTPOIb (Haa3op) B cchepe obpallieHnsi ekapCTBEHHbIX CPEACTB BKIHOYaEeT B ceb4:

1) TNWUEH3NOHHBLIM KOHTPONMb B cdbepe NPOM3BOACTBA JEKAPCTBEHHbIX CPeacTB M B cdhepe
hapmaLeBTUYECKOWN AEATENBHOCTY;

2) hegepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB.

2. JIMUEH3NOHHbI KOHTpONb B cdepe NpPou3BOACTBA MeKapCTBEHHbIX cpeactB UM B cdepe
hapmMaLeBTUYECKON  OEATENbHOCTU  OCYLLECTBNSAETCA  YMONMHOMOYEHHbIMW  doefepanbHbiM — OpraHom
WCNONHUTENBHON BNAcTU U OpraHaMmn UCMNONHUTENBHON BNacTn cyowbekToB Poccuickon denepaumm CornacHo ux
KoMneTeHUun B nopsiake, yctaHoBneHHoMm ®eaepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-03 "O 3awmTe
npas OpUANYECKUX NUL W WHAMBMAYaANbHbLIX MNpeAnpuHUMaTenen npu OCYLLEeCTBIEHUU [OCy4apCTBEHHOro
KOHTponsa (Hagsopa) M MyHWMUMNAnbHOrO KOHTpons", C y4eToM OCODOEHHOCTEW oOpraHu3auum U npoBedeHus
NpoBepoK, ycTaHOBMNeHHbIX PeaepanbHbiM 3akoHOM oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUmM OTAEMbHbIX
BMAOB AesiTenibHocTUn".

3. depepanbHbIf rocygapCTBEHHbIN HaA30p B cchepe obpalleHns NekapCTBEHHbIX CPEACTB OCYLLECTBMASETCS
YMOMHOMOYEHHbIMWN dhefepanbHbIMM OpraHaMu UCMNOMNHUTENBbHOW BnacTu (ganee - opraHbl roCygapCTBEHHOro
Ha30pa) cornacHoO Mx KoMneTeHunn B nopsake, ycTtaHoBrneHHom MpaeuTtensctBom Poccuiickon ®epepauun.

4. depepanbHbil FOCYOApPCTBEHHBIM Haa3op B cdepe obOpalleHusl NeKapCTBEHHbIX CPEACTB BKIOYAET B
cebs:

1) opraHusaumio 1 npoBeAeHne NpoBepok cobniogeHns cybbekTamu obpalleHnsi nekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToAWwnM degepanbHbIM 3aKOHOM U NPUHATLIMU B COOTBETCTBUN C HAM UHBIMW HOPMaTUBHbLIMU
npaBoBbIMKM akTamu Poccunckonn Pepepaumm TpeboBaHWMI K AOKIMHUYECKMM MWCCMELOBAHUSAM JEKAPCTBEHHBLIX
CPeAcCTB, KIMMHUYECKUM NCCReAoBaHUSAM NeKapCTBEHHbIX NpenapaToB, XpaHeHuWo, NnepeBo3ke, BBO3Y B Poccuiickyto
denepaumio, OTNYCKY, peanu3auuu neKkapCTBEHHbIX CPeacTB, MNPUMEHEHUI0 feKapcTBEHHbIX npenapaTos,
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

YHUUTOXEHWIO NEeKapCTBEHHbIX CPEACTB, a Takke COOMAeHWs YNONHOMOYEHHbIMU OpraHamu WCMOMHUTENBHON
BnacTtu cybbektoB Poccuiickon ®epepauum METOAMKU YCTAHOBMNEHUS NpeaenbHbIX pa3MepoB ONTOBbIX HaabaBok
W npegenbHbIX pasMepoB PO3HUMYHBLIX HagbaBOK K  (DAKTUHECKMM OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
npoussoauTensMn NeKapCTBEHHbIX MpenapaToB, Ha fekapCTBeHHble npenapatbl, BKOYEHHbIE B NepeyvYeHb
XWU3HEHHO HEOBXOAMMbBIX U BaXKHEWLLMX NEKAapPCTBEHHbIX NpenapaTtoB (aanee - obasatensHblie TpeboBaHus);

2) opraHuMsauuMlo ¥ MpOBeAEHWEe MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHbIX CPEACTB, HaxXoOsAWMXCs B
obpalLeHnn, ycTaHOBIEHHbIM 006A3aTeNnbHbIM TPeBOBaHNAM K X KAYECTBY;

3) Bblgady paspeLleHnii Ha BBO3 NIEKAapCTBEHHLIX CPEACTB Ha Tepputoputo Poccuickon degepaunu;

4) opraHu3auuio 1 NpoBedeHne MOHUTOPUHra 6e30NacHOCTU NIeKapCTBEHHBIX NPenapaTos.;

5) npumeHeHvMe B noOpsigke, YCTaHOBMEHHOM 3akoHopaTenbcTBoM Poccuickon ®egepaummn, mep no
MpeceYeHnio BbISIBIIEHHbIX HapylleHun obsizaTenbHbIX TpeboBaHUM U (MMAM) YCTPaHEHUIO MOCNEACTBUA Takux
HapylleHui, Bblgayy npeanucaHun o6 YCTpaHeHUMM BbISBMIEHHbIX HapylleHu oba3aTenbHbiX TpeboBaHun u
npuBneYeHne K OTBETCTBEHHOCTY ML, COBEPLLMBLUUX TaKUe HapyLLUEHUS.

5. K oTHOWeHMAM, CBSI3aHHbIM C OCyLLeCTBeHneM dedepanbHoro rocyaapCTBEHHOIO Haasopa B cdepe
obpalleHnss nekapCTBEHHbIX CPeAcTB, OpraHuM3auven W npoBeAeHWEM MpOBepoK CybbekToB obpalleHus
NeKapCTBEHHbIX CPEACTB, NMPUMEHSTCA nonoxeHns PenepansHOro 3akoHa ot 26 aekabps 2008 roga N 294-03
"O sawuTe nNpaB OPUMAMYECKUX NUL W MHOMBMAYaAmbHbIX MpeanpuHMMaTtenen npu  OoCywecTBeHUn
rocy4apCTBEHHOIO KOHTpOIs (Hag3opa) U MyHULMMANbHOro KOHTpons".

6. [JOMmKHOCTHbIE NLLA OpraHa rocy4apCTBEHHOIO HafA30pa B MOPSAKe, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccunckon ®egepaumn, UMEOT NpaBo:

1) nony4aTb Ha OCHOBaHUM MOTUBMPOBAHHBLIX MWCbMEHHBIX 3anpocoB OT CYyObLEeKToB oObpalleHus
NeKapCTBEHHbIX CPEACTB, OPraHoOB WCMNOMHUTENbHOW Bnactu cybbektoB Poccuickon Pepepaumm n opraHoB
MECTHOIo camoyrnpaBfieHns JOKYMEHTbI U MHOpMaLMIo Mo Bonpocam obpalleHns NekapCTBEHHbIX CPeACTB;

2) BecnpensaTCTBEHHO MO NPeAbsABAEHUN CNYXeOHOro yAoCTOBEPEHMS M KOMUKU Mnpukasa (pacnopsbkeHnst)
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHMU NPOBEPKU nocelwatb MCNofb3yemble IPUANYECKUMU NMLamu,
HAMBUAYaNbHBIMY NPpeanpuHMMaTens My, ABnsowmMMmMcs cybbektamm obpalleHms nekapcTBeHHbIX CpeacTs, npu
OCYLLECTBMEHUN CBOEN AEeATEeNbHOCTU Tepputopuu, 34aHus, NOMELLEHUS U COOPYXEHUS B Lensx npoBeaeHus
MEPONPUSTUIA MO KOHTPOSIO;

3) npoBoauTb OTOOP 06pasLUOB feKApCTBEHHbIX CPEACTB, MpeAHasHayeHHblX ANnd  peanusauumn
peanu3yemblx cyObekTamy oOOpalleHUs fekapCTBEHHbIX CpeacTs, ANs MNPOBEPKM WX KadecTBa, NpoBedeHWUs
nccrnegoBaHUn, NCMbITAHUIA B COOTBETCTBMU C NpaBuniaMu oTbopa obpasuoB, YCTaHOBMEHHBIMW YMTONTHOMOYEHHbIM
dhegepanbHbIM OpraHoM UCMOSNTHUTENBHOW BNacTK;

4) BblgaBaTb cybbekTaMm obpalleHus NekapCTBEHHbIX CPeACTB NPEAnUCaHnst O NMpeKpalLleHnn HapyLleHuN
obsa3aTenbHbIX TpeboBaHM M 06 yCTpaHEeHUM BbISIBNIEHHbBIX HApYLLEHW 06A3aTeNbHbIX TpeboBaHNIA;

5) HanpaenATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHble C HapyleHusamMu obA3aTenbHbIX
TpeboBaHWi, AN peLleHns BOMpoCOB O BO3OYXAEHNN YrOMNOBHbIX AeN MO Npu3HakamM NpecTynneHnn.

Fnaea 5. PABPABOTKA, JOKNUMHNYECKUE UCCJIEOOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHbIX NPENAPATOB OJ1A BETEPUHAPHOIO NMPUMEHEHUA

Cratba 10. PaspaboTka nekapcTBeHHbIX CPeacTB

1. Pa3paboTka NeKkapCTBEHHbIX CPeACTB BKMo4YaeT B cebsi NoOMCK HOBbIX (hapMaKOMOrM4ecky akTUBHbIX
BELLECTB, Nocriegyrollee M3y4yeHue WX JIeKapCTBEHHbIX CBOWCTB, AOKIMHWMYECKUE WUCCRefoBaHusA, pa3paboTky
TEXHOMOrMn NPOM3BOACTBa hapMaueBTU4eckux cybctaHuun, pa3paboTky COCTaBOB U TEXHOMOMMIA NPoM3BOACTBa
NeKkapCTBEHHbIX NpenapaTos.

2. duHaHcoBOe obecneyeHne pa3paboTkM NeKapCTBEHHbIX CPEACTB OCYLLECTBISIETCH 3a CYET:

1) cpencTB dhenepanbHOro GrOMKETa;

2) cpencTB pa3pabOoTUMKOB NEKAPCTBEHHbBIX CPEACTB;

3) cpeacTB NpPoOMN3BOAMTENEN NEKAPCTBEHHBIX CPEACTB MPU BbINOIHEHMM Hay4YHO-UCCNeaoBaTeNnbCKux paboT
no LOroBopy Mexay paspaboTynMkoM NeKapCTBEHHbLIX CPEACTB Y NPOM3BOAUTENEM JIEKAPCTBEHHLIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHoAaTenbcTBoM Poccuiickon defeparmm UCTOYHUKOB.

3. MNMpaBa pa3paboTynka NieKapCTBEHHOIO CPeACTBA OXPaAHATCA rPaX4aHCKMM 3aKOHOLATENBLCTBOM.
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Cratbs 11. JoknuHMYecKkoe nccrneaoBaHne NekapcTBEHHOro CpeacTea Ansg MeanLUHCKOro NpuMeHeHus

1. oknuHnyeckoe mnccnegoBaHne NeKapCTBEHHOrO CpeacTBa Anst MeANUMHCKOro NpUMEHEHUS NpoBOAUTCS
nyTemM NPUMEHEHUs Hay4YHbIX METOLOB OLEHOK B LEensx MonyyYyeHus fokasaTtenbcTB 6e30nacHOCTU, kayecTtBa M
3 PEKTUBHOCTIN NEKAPCTBEHHOIO CPeacTBa.

2. [JoknuHn4eckoe nccrnenoBaHne nekapcTBEHHOIO CPeAcTBa Anst MEAULMHCKOrO NPUMEHEHUS NMPoBOANTCS B
COOTBETCTBMM C MpaBunamMmu nabopaTOpPHOM MPaKTUKK, YTBEPXOEHHbIMW YMNONIHOMOYEHHbIM dhedeparnbHbIM
OpraHoM UCMOJTHUTENBHOW BNacTu.

3. [Ina opraHuMsauuMnm n NpoBeAEHUs OOKITMHUYECKOrO WCCMeAOBaHUSA JIeKapCTBEHHOro cpeacTtBa AaJnis
MeLMLMHCKOro NpPUMeEHeEHNs pa3paboTunkm NeKapCTBEHHbIX CpeacTB MoryT npuenekaTb
Hay4HO-UccreaoBaTenbCckne opraHmsaummM, obpasoBaTenbHble Y4YpPEeXOAEeHUs BbICWIEro MNpodecCMoHanbHOro
obpasoBaHus, Mmerowme HeobxoaMMylo MaTepuanbHO-TEXHUYECKY0 6a3y u KBanMuULMPOBaHHbLIX CMELManMcToB
B COOTBETCTBYHOLLEN 0BnacTn nccneaoBaHus.

4. [loknMHMYeckoe nccnegoBaHue NeKapCTBEHHOrO CpeAacTBa AN MeAULMHCKOrO NPUMEHEHUs1 NPOBOAMTCA
no yTBEPXOEHHOMY pa3paboTyMKOM FEKapCTBEHHOrO CpeacTBa MfaHy C BedeHWeM MpoTokona 3Toro
nccneaoBaHUsa U COCTaBNEHNEM OTYETa, B KOTOPOM COAEPXKaTCA pe3ynbTaTbl 3TOr0 UCCMEeAOBaHUSA U 3aKMNoveHme
O BO3MOXHOCTW NPOBEAEHMS KIMHUYECKOrO WCCNeaoBaHMs fEeKapCTBEHHOro npenapata Ang MeauuMHCKOro
NPUMEHEHNS.

5. MNMpoBeaeHne nNpoBepok cobnoaeHnst Npasus NabopaTopHOM NPakTUKMA N NPaBOBbIX HOPM UCMONb30BaHNS
XMBOTHbIX MNPU NPOBEOEHUN [OOKIMHUYECKUX WCCefoBaHWA JIEKapCTBEHHbIX CpeacTB Afis MeAUUMHCKOro
NPUMEHEHNS OCYLLLECTBIISIETCSA YNONTHOMOYEHHbIM doegeparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

6. Pe3ynbTaTtbl AOKIMHMYECKOrO UCCIeaoBaHMs NIEKapCTBEHHOrO cpeacTBa Ans MeanLMHCKOro NpMMeHeHMs
MOryT ObITb NpeacTaBneHbl B YNOMHOMOYEHHbIA dheaeparnbHbIi opraH UCMOSHUTENbHOM BNacTu B yCTAHOBIIEHHOM
nopsifike B LieNnsx rocygapCTBEHHOW pernctpaumm nekapcTBEHHOro npenapara.

Cratba 12. [oknuHM4yeckoe uccrnegoBaHMe IeKapCTBEHHOro CpPeAcTBa W KIMHUYECKOe uccnegoBaHue
neKapCTBEHHOro npenapara Ans BeTepMHapHOro NpuMeHeHns

1. JoknMHMYecKkoe nccneoBaHWe NekapcTBEHHOrO CPeACTBa Asi BETEpUHAPHOro NPUMEHEHUSI NPOBOANTCS
nyTeM MpPUMEHEHUST Hay4YHbIX METOOB OLIEHOK B LeNsX MofydyeHus JokasaTenbcTB 6e3onacHocTu, KavecTsa u
3(hHEKTUBHOCTN NIEKAPCTBEHHOrO CPEACTBa, B TOM YUCIE ONpefeNieHnsl Cpoka ero BbIBEAEHWS M3 opraHuama
XKMBOTHOIO, B Lensix obecneyeHns 6e30MacHOCTVM NPOAYKUMM XXMBOTHOTO MPOUCXOXAEHWUA NOCne NpUMEHEHUs
COOTBETCTBYHOLLErO NEKapCTBEHHOrO npenapara.

2. [oknuHMYeckoe WCCrefoBaHWE  NIeKapCTBEHHOrO CPeAcTBa WM KMMHMYECKoe — UccriefoBaHue
neKkapCcTBEHHOro npenaparta Ans BETepMHApHOro NpUMEHEHWs1, uccnefoBaHne G1osKBUBANEHTHOCTU YKa3aHHOro
neKkapCcTBEHHOro npenapaTta MNpoBOASATCS B COOTBETCTBMM C MNpaBunamu, YTBEPXAEHHbIMU YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENBHON BRacTy.

3. [JOoKnMMHMYEeCKOoe WCCNedoBaHWE FeKapCTBEHHOTO CPeAcTBa W KIMHWYECKOE — UCCnefoBaHue
neKkapcTBEHHOro npenapaTta Ans BeTEPUHAPHOrO NMPUMEHEHUST NPOBOASATCS MO YTBEPXOAEHHOMY pa3paboTyMkom
neKkapCcTBEHHOro cpeacTBa NnaHy C BeJEeHUMEM MPOTOKONOB STUX MCCReAOoBaHUM U COCTaBMEHMEM OT4YETOB, B
KOTOPbIX coaepXaTcsi pe3yrnbTaTbl 3TUX UCCINIeA0BaHUN.

4. Ons opraHMsauMm u nNpoBefAeHUs! OOKIMHUYECKOTO WCCMNedoBaHuUs JeKapCTBEHHOro CpeacTBa U
KIMUHUYECKOTO UCCINEeOBaHUS NEeKapCTBEHHOro rnpenapata Ans BeTepUHApHOro MpUMEHeHUs paspaboTymk
nNeKkapcTBEHHOTO cpeacTea MOXeT npuBnekaTb opraHusaumu, nmMetoLime Heobxoaunmyto
mMaTepuanbHo-TexHUYeckylo 6asy u KBanuUUUPOBAHHBLIX CMELUManncToB B COOTBETCTBYHOLWEN obnacTtu
nccnegoBaHus.

5. KnuHnyeckne nccnenoBaHns nekapcTBEHHbIX NpenapaTtoB ANsi BETEPUHAPHOIO NPUMEHEHMS NPOBOAATCS
B BETEPMHAPHbIX OpraHn3auusix U B opraHm3aLmsix, OCyLLECTBSIOWMX pa3BeeHne, BbipallBaHue n coaepxaHue
)KUBOTHBIX, B LIENsX:

1) yCTaHOBMNEHUSI NEPEHOCUMOCTU NIEKAPCTBEHHbIX NPENnapaToB 300POBbLIMU XXUBOTHBIMMU;

2) nogbopa onTUMarnbHbIX O3MPOBOK NEKapCTBEHHbIX MpenapaToB M Kypca fieYeHust Ha KOHKPETHOW rpynne
XMBOTHBIX C ONpefeneHHbIM 3aboneBaHneM;

3) yctaHoBneHusi 6e3onacHOCTM U 3PPEKTUBHOCTU NEKAPCTBEHHOrO MpenapaTta, npefHasHavyeHHoro Ans
neyveHns onpefeneHHbix 3aboneBaHWn XUBOTHbIX, MNM 3MEKTUBHOCTM NEKapCTBEHHOrO rMpenapata Ans
npochunakTMkm 3aboneBaHuii 30POBbIX XKUBOTHbIX;
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4) n3y4yeHnss BO3IMOXHOCTEN pacCLLUMpPEeHUs NoKasaHUn K NPUMEHEHNIO 3aperMcTpMpoOBaHHOIO NeKapCcTBEHHOrO
npenapaTta u BbIIBIEHNSA paHee HEN3BECTHbIX MOOOYHLIX AENCTBUMA.

6. KnuHuMyeckoe wnccrnegoBaHMe NEKAapCTBEHHOro npenapata [Ana  BETEPUHAPHOro  NPUMEHEHUS
OCYLLLECTBMSIETCS 3a CYET CPeAcTB pa3paboTymka nekapCTBEHHOro cpeacTaa.

7. OtyeTbl O pesynbTaTax OOKMMHUYECKOTO UCCNenoBaHWs IeKapCTBEHHOro0 CpPeAcTBa U KIIMHUYECKOro
NccneaoBaHUs NEKapCTBEHHOrO npenapaTta O BETEPUHAPHOro MPUMEHEHUSI COCTaBMAOTCA pa3paboTynkom
NIEKAapCTBEHHOrO CpeacTBa C YY4eTOM 3aK/ioYEeHUI OpraHuM3auuin, NMPUHUMAaBLLMX YyyacTue B OpraHusaumm u
NpoBeaeHUN 3TUX UCCIeoBaHNN.

8. KoHTponb 3a npoBeaeHMEM [OOKIMHUYECKMX WCCIEeLOBaHUA NEKAPCTBEHHbIX CPEACTB W KIMHUYECKUX
nccneaoBaHU NeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMEHEHNST OCYLLLECTBIIAETCA YNOJTHOMOYEHHbIM
degepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

Mnasa 6. OCYLWECTBIIEHUE rOCYAAPCTBEHHOW PETUCTPALIUN
JNNIEKAPCTBEHHbIX NMPEMAPATOB

Cratba 13. [ocygapcTBeHHas perucrpaums nekapcTBEHHbIX NpenapaTos

1. JlekapcTBeHHbIE NpenapaTbl BBOAATCA B rpaxagaHckuin obopoT Ha TeppuTtopun Poccuiickon deagepaumm,
€Crn OHU 3aperncTpMpoBaHbl COOTBETCTBYIOLUM YNONHOMOYEHHbLIM deaepanbHbiM OpraHoOM WCNONHUTENbHOW
BnacTu.

2. ['ocynapCTBEHHOW permcTpauun nognexar:

1) opurnHarnbHble NekapCTBEHHbIE NMpenapaThbl;

2) BOCNpoun3BeAeHHbIE NeKapCTBEHHbIE NpenapaThbl;

3) HoBble kKOMBUHaLMKN 3aperncTPMPOBaHHbLIX PaHee NekapCTBEHHbIX NpenapaTos;

4) nekapCTBEHHbIE NpenapaThbl, 3aperMcTpUpoBaHHbIE paHee, HO NPOU3BEAEHHbIE B OPYIMX NEKapCTBEHHbIX
hopmax, B HOBOW JO3UPOBKE.

3. TlocymapcTBeHHas perucTtpauus nekapCTBEHHbIX MpenapatoB Ans  MEOULMHCKOrO MpUMEHEeHus
OCYLLECTBMSIETCS NO pe3ynbTaTtaM 3KCNepTusbl NEKapCTBEHHbIX CPEACTB U 3TUYECKON IKCMEPTU3bl BO3MOXHOCTU
NPOBEAEHUS KIMHWYECKOrO UCCNefoBaHMs NeKapCTBEHHOMO npenaparta ans MeguuUHCKOro NpUMeHeHus (ganee -
aTnyeckass akcneptu3a). [ocygapcTBeHHast perumcTpauusi NekapCTBEHHbIX MpenapaTtoB Afsi BETEpPMHAapHOro
NPUMEHEHUs1 OCYLLECTBMASETCA NO pesynbTataM SKCNepTusbl NeKkapCTBEHHbIX CPeAcTB AN BeTepuUHapHOro
NpUMeEHeHUs.

4. TocypapcTBeHHas peructpauus nekapCTBEHHbIX MNpenapaToB OCYLECTBNSETCA COOTBETCTBYIOLLUM
YMONHOMOYEHHbIM (heepanbHbIM OpraHOM UCMOMHUTENBHOM BNAacTW B CPOK, He MpeBbillalownii ABYXCOT OECATH
paboumx OHEn CO OHSA NPUHATUS 3asiBNEHUS O roCygapCTBEHHOMW peructpauuu NekapCTBEHHOro npenapata. B
YKa3aHHbIA CPOK BKITHOYAETCHA BpeMsi, He0OXxoammoe Ansi MOBTOPHOrO NPOBEAEHUS 3KCMEPTU3bl JIEKAPCTBEHHbIX
CPEACTB U (Mnn) 3TUYECKON IKCMEPTU3bl B COOTBETCTBMU CO cTaThben 25 HacToswero ®enepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW PErncTpaumm fekapcTBEHHOro npenapata UCYMCNAETCS CO OHSA MPUHATUS COOTBETCTBYHOLLMM
YMOMHOMOYEHHbIM dheepanbHbiM OpraHoM UCMOMHUTENBHOW BNACTU 3aABMNEHMS O roCy4apCTBEHHON permcrpauum
NeKapCTBEHHOro npenaparta C NpUIoXeHnemMm HeobXxooMMbIX AOKYMEHTOB MO AEHb BblAdayn perncTpaumoHHOro
yOOCTOBEPEHUSA NeKkapCTBEHHOro npenapara. Bpemsa npoBegeHus KMMHUMYECKOro MCCnefoBaHUSA nekapCTBEHHOro
npenapaTa He y4yuTbIBaeTCs Npu NCHUCNEHNN CPOKa ero rocygapcTBEHHOW permctpauunu.

5. locynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble npenapaTtbl, U3rOTOBMNEHHbIE anTeYHbIMU OpraHM3auusaMu, BeTepUHapHbIMU anTeyYHbIMU
opraHusaumsMn, UHAnBUAyanbHbIMU NpeanpuUHUMaTensMu, KOTOopble UMET NULEH3N0 Ha dapmaueBTUYECKYHo
OEeATenbHOCTb, MO peuenTaMm Ha IekapCTBEHHble npenapatbl U TpeboBaHUAM MEeOMLMHCKUX OpraHm3aumm,
BETEPUHAPHBIX OpraHn3auuii;

2) NekapCTBEHHOE PaCTUTENbHOE CbIpbe;

3) nekapcTBeHHble npenapatbl, MpPUMOOpeTEeHHbIE uU3MdYeckuMn nuuamu 3a npeaenamu TeppuTopum
Poccuiickon degepauum n npegHasHadeHHble 4118 JIMYHOrO UCMONb30BaHUS;

4) nekapCTBEHHbIE Npenaparbl, NpegHa3Ha4YeHHbIe 451 SKCMOPTa;

5) paguvodapmaueBTUYECKME NEeKapCTBEHHble npenapaTbl, W3roTOBMEHHbIE HEMNOCPeACTBEHHO B
MEOMLMHCKUX OpraHuM3auusax B MNopsake, YCTAHOBMEHHOM  YNONTHOMOYEHHbIM  pedeparnbHbIM — OpraHoM
WCNONHUTENBHON BNAacTu.

6. He ponyckaeTtcs rocynapctBeHHas perncrpaums:
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1) pasnunyHbIX eKapCTBEHHbIX NpenapaToB Mof 04MHAKOBbLIM TOProBbIM HAaVMEHOBaHUEM;

2) opHOro nekapcTBEHHOro npenapaTa, BblIMyCKAEMOro MPOU3BOAUTENEM MOA Pa3fMYHbIMU TOProBbIMU
HaMMEHOBaHWUSIMU U MPeaCTaBMEHHOro Ha rocyfapCTBEHHYIO perncTpaumnio B BUAE OBYX U Gornee nekapCTBeHHbIX
npenapaTos.

Cratbs 14. anIHLI,VII'IbI QKCNepTu3bl NNEKapCTBEHHbIX CPEeACTB U 3TUYECKON SKCNEePTU3bl

1. OKcnepTm3a NekapCcTBEHHbLIX CPEACTB M 3TUYecKas 3KCNepTMn3a OCHOBLIBAOTCSA HA NPUHLMNAX 3aKOHHOCTH,
cobntogeHns npaB u ceobon YenoBeka U rpaxaaHuHa, NpaB OPUONYECKOro nuua, He3aBMCUMOCTM 3KCnepTa,
0OBEKTUBHOCTM, BCECTOPOHHOCTU M MOSIHOTbI UCCNEeAOoBaHWI, MPOBOAUMbBIX C WUCMONIb30BAHMEM COBPEMEHHbIX
OOCTWKEHUA HayKN U TEXHUKN, OTBETCTBEHHOCTM dheaepanbHOro rocyaapCTBEHHOro OOAKETHOro yyupexaeHus no
NPOBEOEHUIO IKCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB U 3KCMNEPTOB 3a NPOBEAEHNE U KAYECTBO IKCNEPTU3bI.

2. DKCnepTm3a nekapCTBEHHbIX CPeacTB Ansd MEANLNHCKOrO NPUMEHEHUS NPOBOAMTCA NO3TaMNHO:

1) Ha nepBOM 3Tane - a3KCNepTM3a OOKYMEHTOB ANS NOSyYeHns paspeLleHus Ha npoBeaeHne KIMHUYECKOro
nccneaoBaHusa NekapCTBEHHOroO npenapara, 3a UCKITYEHNeM:

a) NnekapCTBEHHbIX MpenapaToB, KOTOpPble paspelleHbl AN MEeOULUHCKOrO MPUMEHEHUS Ha TeppuTopumn
Poccuiickon ®enepaunn 6onee asaguat NeT U B OTHOLUEHWUM KOTOPbIX HEBO3MOXHO MPOBEAEHMNE MCCNefoBaHUSA
ONOSKBMBANEHTHOCTU;

©) nekapcTBeHHbIX NpenapaTtoB AN MEeOUUMHCKOTO MPUMEHEHUS, B OTHOLUEHMU KOTOPbIX MpOBEAEHbI
MeXAyHapOAHble MHOFOLIEHTPOBbLIE KITMHMYECKME MCCNeaoBaHus, YacTb U3 KOTOPbIX MpoBedeHa Ha TeppuTopumn
Poccuinckon ®egepaumm;

2) Ha BTOpPOM 3Tarne - 3KcnepTm3a nNpeaioXeHHbIX METOAOB KOHTPOMs Ka4yecTBa NeKapCTBEHHOMO CpeacTBa m
KadecTBa npefcTaBrieHHbIX 06pa3uoB NeKapCTBEHHOrO CpeacTBa C WUCMOSMb30BaHWEM 3TUX MeTOAoB (Oanee -
3KCMepTM3a KavyecTBa NEKApCTBEHHOrO CPeACTBa) U 3KCMEPTM3a OTHOLLUEHUS OXMOAEMOWN MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS IeKapCTBEHHOro npenapara, OCYLIeCTBNSEeMble MOCne MPOBEAEHUS €ro  KIMHUYECKOro
nccnegoBaHus.

3. OkcnepTnsa nekapcTBEHHbIX CPEACTB ANs BETEPUMHAPHOrO MPUMEHEHUS MPOBOAUTCA OAHO3TAMHO WU
BKIOYaeT B cebs akcnepTusy kayecTBa NeKkapCTBEHHOIO CpeacTBa M 9KCNEPTU3Y OTHOLLEHMST OXMAAeMOon Nosb3bl
K BO3MOXXHOMY PUCKY MPMMEHEHMS NeKapCTBEHHOTO Npenapara.

Cratbs 15. d)e/:lepaanoe rocygapCrtBeHHoOe OrooKeTHoE yypexageHme no nposefeHuno 3KCNnepTu3bl
JIeKapCTBEHHbLIX CpeacTB

OkcnepTusa NeKkapCTBEHHbIX CpPeAcTB  MNpoBoauTCs  defepanbHbIM - rOCyAapCTBEHHbIM  BrogKeTHbIM
yyYpexaeHMeM COOTBETCTBYIOLLEIO  YMOINIHOMOYEHHOro hefepanbHOro opraHa WCMOMHWUTENbHOW  BRacTy,
CO34aHHbIM Ansi oGecneyeHnst UCNOMHEHNs MOMTHOMOYUIA 3TOro hefepasibHOr0 opraHa no Bblade paspeLleHuin Ha
NpoBeAeHUE KIMHUYECKMX UCCNEA0BaHUIA NeKapCTBEHHbIX NpenapaToB v (UnK) NO roCyAapCTBEHHOWN perncTpaumu
NeKkapCTBEHHbIX NpernapaToB (Aarnee - 3KCNepTHOe YYpexaeHue).

CraTtbsa 16. OpraHusauus npoBegeHns IKCNepTu3bl NeKapCTBEHHbIX CPEACTB B LensX UX rocygapCTBEHHON
perucrpaumm

1. OKkcnepTnsa NeKapCTBEHHbIX CPeacTB NPOBOAMTCS KOMUCCUEN ISKCMEPTOB 3KCMEPTHOMO YYpEXaeHus,
HasHa4YeHHOW ero pykoBOAWUTENIEM, Ha OCHOBaHWMM 3afaHusi Ha MpPOBEAEHUE 3SKCNepPTU3bl NeKapCTBEHHOrO
CpeacTBa, BblAAHHOIO YMNOMIHOMOYEHHbIM heaepanbHbiM OpraHoM UCMOSMHUTENbHOW Bnactu. PykoBoauTesb
9KCMEPTHOrO y4ypexaeHuss obecneynBaeT Haanexallee NpoBeAeHMEe IKCNEPTU3bl NEeKapCTBEHHbIX CPEACTB B
COOTBETCTBUWN C 3aj@aHMEM, BblAaHHbIM YMOMHOMOYEHHbIM dedeparnbHbIM OpraHoM WUCMOSHUTENBHOW BNactu, u
opraHmM3yeT MOArOTOBKY CBOAHOMO 3aKM4YeHWs 3ToW komuccuu. B cocTtaB 3ToOM KOMMCCUM MO PELLEHMHO
PYKOBOAUTENSI SKCMEPTHOTO YYpexaeHUst MOryT OblTb BKIOYEHbI B KAYECTBE 3KCMEPTOB nvua, He paboTatolime B
OaHHOM 3KCMEPTHOM YYPEXOAEHUWN, ECMN UX CneumarnbHble 3HaHUs HeoBXoauMbl Ans NPOBEAEHMS SKCMepTM3bl U
TaKne 3KCNepTbl OTCYTCTBYHOT B JAHHOM 3KCMEPTHOM YUPEXAEHUN.

2. OKcnepToM Mo MpPOBEOEHMI0 3KCMEepPTM3bl NEKAPCTBEHHbLIX CPEACTB SIBMAETCS aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOTO  YUYpeXaeHus, KOTopbli MMeeT BbiCllee MeaumuMHckoe, apmaleBTuyeckoe, 6Guonoruyeckoe,
BETEPUHAPHOE UMM XUMMYEcKoe obpasoBaHWe M MPOBOAWT 3KCMEPTU3Y NeKapCTBEHHbIX CPEeACTB B Mopsiake
NCMOSHEHNS CBOUX AOMKHOCTHLIX 06s13aHHOCTEN (anee - akcnepT).
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3. MNpu npoBegeHMM 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB 3KCNEPT HE MOXET HaxOAWUTbCA B KaKoM-nnbo
3aBMCUMMOCTM OT NUuA, Has3HauMBLUEro 3Ty 3KCNepTusy, pa3paboTymka NeKapCTBEHHOro cpeactsa WUnmM Apyrux
3aMHTEepPEeCOBaHHbIX B pe3ynbTaTax 3KCnepTM3bl nuy,.

4. Mpw npoBeaeHUM aKCNepPTU3bl NEeKapCTBEHHbIX CPEeACTB He JonyckaeTca uctpebosatb y 3asasutens nubo
WHbIX NWL, MaTepuanel, Heobxoaumble [Ona  nNpoBedeHus 3dKkcnepTmsbl. B cnyyae HegocTaTtoyHOCTM
NpeacTaBreHHbIX 9KCMepTy MaTepuarnoB [ANd [ayu  3akYeHus 9KCMepT BrpaBe MoCTaBUTb BOMPOC O
npegocTaBneHnn emy HeobxoaMMbIX MaTepuarioB nepen pyKoBOAWTENEM IKCMEPTHOrO YYPEXAEHWsl, KOTOPbIN
obpalaetcs ¢ npocbborn 06 3TOM B YNOMHOMOYEHHbIN dhedeparnbHbIv OpraH UCNOMHUTENBHOW BNAcTW, BblAaBLUWN
3aJaHvie Ha NpoBefeHME IKCNepPTU3bl NTEKapCTBEHHOMO cpeacTaa.

5. 3OkcnepT npu nNpoBedeHVMM MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEPTHOIO YYPEXAEHUS 3IKCNepTu3bl
neKapCTBEHHOMO cpeAcTBa 0bs3aH:

1) npoBecTn NonHoe nccnegoBaHue nNpeacTaBrneHHbIX eMy 0O6beKToB, MaTtepuanos, aTb 060CHOBaHHOE U
OOBEKTMBHOE 3akKntoveHMe Mo MOCTaBMEeHHbIM nepes HUMM BOMPOCaM UMM MOTMBUPOBAHHOE 3akfiveHue o
HEBO3MOXHOCTM NPOBEAEHMS UM SKCNEPTU3bl NIEKapCTBEHHOIO CpeacTBa, €Crnn NocTaBfeHHble BONPOChI BbIXOOAT
3a npegenbl cneyunanbHbiX 3HAHUM 3KcnepTa, OObEeKTbl WCCNEeAOBaHUM W MaTepuanbl HEMpUrogHbl WK
HeJOoCTaTO4HbI AN NPOBEAEHUSA UCCNEAO0BaHUN U JaYn 3aKITYEHUS MO0 COBPEMEHHbBIN YPOBEHb PA3BUTUSA HayKu
He NO3BONSET OTBETUTb HA MOCTABIEHHbIE BONPOCHI;

2) He pasrnawaTb CBefeHusl, KOTopble CTanM €My W3BECTHbl B CBSI3W C MPOBEAEHUEM 3IKCNEPTM3bI
NEeKapCTBEHHOTO CPEACTBa, a TakKe CBEOAEHWsl, COCTaBMSIOLWNE TOCYOapCTBEHHYIO, KOMMEPYECKYHD WITU WHYIO
OXPaHSIEMYHO 3aKOHOM TalHy;

3) obecneynTb COXpaHHOCTb NPEeACTaBEHHbIX OO BLEKTOB MCCNEAOBaHMIN 1 MaTepUarnos.

6. OkcnepT He BNpase:

1) npoBOAMTb 3KCMEpPTU3Y JIEKApPCTBEHHOro cpeactBa Mo 0OpalleHuio HEenocpeacTBEHHO K HEMY
opraHusaumi nnm ousndecKnx nuu;

2) camocToATeNbHO cobmpaTtb MaTepuarnsl AN NPOBEAEHNST SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBA;

3) NpoBOANTL IKCMEPTU3Y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HEroCYAapCTBEHHOMO aKCnepTa.

7. B cnyyae HeobxoguMmocTu 3KcnepT BrnpaBe Xo4aTauCTBOBaTb Mepen PYKOBOAUTENEM 3SKCMEPTHOro
YUPEXOEHNSA O MPUBIIEYEHMM K MPOBEOEHUNIO SKCNEPTU3bI NTEKAPCTBEHHOMO CpeacTBa APYrux SKCMEPTOB.

8. KaxxgbIi aKcnepT, BXOASLNA B COCTaB KOMUCCUUN SKCNEPTOB, KOTOPOW NOPYHEHO NPOBEAEHNE IKCNEPTU3bI
NeKapCcTBEHHOIO CPEACTBA, HE3AaBMCUMMO U CaMOCTOATENbBHO MPOBOAMT UCCREOOBaHUSA, OLEHVMBaeT pe3ynbTarhl,
Nony4YeHHbIE UM JIMYHO M APYrMMM 3KcnepTaMmu, U OpMyNUpyeT BbIBOAbI OTHOCMTENBHO NMOCTaBMEHHbIX BOMPOCOB
B Npejenax CBOMX creLmanbHbIX 3HaHWUNA.

9. Pe3ynbTaTthbl 3KCNEpPTU3bl NIEKAPCTBEHHOIO CPeAcTBa OPOPMIISAITCSA 3aKIIOYEHNEM KOMUCCUM IKCMEPTOB.
B 3aknoyeHMM KOMMUCCMM 3KCMEPTOB YKa3biBAOTCA MeEpeYeHb uccrefoBaHui, obbem MPOBELAEHHBIX KaXOblM
3KCMEepPTOM MCCNeaoBaHWNA, YCTAaHOBIEHHbIE KaXAbIM U3 HUX (hakTbl U CAEeNaHHble B pe3ynbTate UccrenoBaHun
BbIBOAbl. DKCMEPT, MHEHUE KOTOPOro He COBMagaeT C peLleHUMEM KOMUCCUU 3KCMEPTOB, BNpaBe Bbipa3uTb CBOE
MHEHME B NUCbMEHHOW bopMe, KOTOpoe NPUoBLLIAETCH K 3aKMIOYEHUIO KOMUCCUN SKCNEPTOB.

10. JkcnepThl, BXoAdALWME B COCTAB KOMUCCUM, npeaynpexnarTcs 00 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogartensctBoM Poccuiickon ®Pepepauum 3a gadvy 3akniouveHuMs, cogepxallero HeoOOCHOBaHHbIE UMK
hanbCcnrUNPOBaHHbIE BbIBOAbI, O YEM OHUW AT NOAMUCKY.

11. OnpepgeneHne ypoBHA MpoOMecCUOHANbHON MOArOTOBKM 3KCMEPTOB W aTTectaumss MX Ha npaBo
NPOBEAEHUS  3KCMEPTU3bl  NIEKAPCTBEHHbIX  CPEACTB  OCYLLECTBMSAKTCA  3KCNEPTHO-KBaNMUKALNOHHBLIMU
KOMUCCUAMM B MNOPsSiAKE, YCTAaHOBMIEHHOM COOTBETCTBYHLUMM YMONIHOMOYEHHbLIM beaepanbHbiM  OpraHom
NCMNONMHUTENbHOW BNacTu. YpoBeHb NPOECcCMOHanbHOW MOAFOTOBKM 3KCMEPTOB  MOANEXUT  MNEpPEecMoTpy
yKa3aHHbIMW KOMUCCUSMW HE peXe YeM OAMH pa3 B NAThb NeT.

12. MNMpaBuna npoBeAeHNs IKCNEPTU3bI NNEKAPCTBEHHbBIX CPEACTB M (hopMa 3aKIYEHUS KOMUCCUM SKCNEPTOB
yCTaHaBMMBaKTCA COOTBETCTBYHOLUM YMOMHOMOYEHHbIM beiepanbHbIM OPraHoM UCMOMHUTENbBHOW BACTMU.

CraTbsa 17. OTnyeckas akcnepTmaa

1. OTuyeckas akcnepTu3a MPOBOAMTCH B LeNsX Bbldayu 3akmodeHus o6 aTuyeckor 06OCHOBAHHOCTU
BO3MOXHOCTU MPOBEOEHUSA KIMHWUYECKOro WCCrefoBaHWs NeKkapCTBEHHOro mnpenapata Ans  MeauLMHCKOro
NPUMEHEHNSI COBETOM MO 3TUKe, CO34aHHblM B Mopsiake, YCTAHOBMEHHOM YMNONHOMOYEHHbIM deaeparnbHbIM
OpraHoOM MCMOSNHUTENbHONM BNacTw.

2. OkcnepTamu coBeTa MO 3TUKe MOryT ObiTb NPEeACTaBUTENW MEOWLMHCKUX, HayYHbIX OpraHusauum,
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obpasoBaTenbHbIX Y4YpexaeHun BbiCcLEro npodeccnoHanbHOro obpasoBaHusi, a Takke mnpeacrtaBuTenu
00LLEeCTBEHHbIX OpraHu3aLnn, penurMo3HbiX opraHM3aumn u cpeacTs MaccoBon MHdopmauun. [aHHble akcnepThbl
He OOIMKHbI HAXOAUTbCS B Kakon-nnbo 3aBUCMMOCTM OT pa3paboTUMKOB NeKapCTBEHHbIX NpenapaTtoB U APYruX nuL,
3aMHTEPECOBaHHbIX B pe3ynbTaTax 3TUYECKON IKCNepTU3bI.

3. Onnarta ycnyr aKCNepTOB COBEeTa MO 3TUKE OCYLLECTBMSIETCA Ha OCHOBaHWW [OroBOpa, 3aKrYeHHOro
Mexay YNnorHOMOYEHHbIM doefeparnibHbIM OPraHOM MCMOSTHUTENBHOW BNAacTU, KOTOPbIM CO34aH COBET MO 3TUKE, U
9KCMepToOM coBeTa MO 3TMKe, 3a CcyeT OWMKEeTHbIX aCCUrHOBaHWW, MNPefyCMOTPEHHBIX YMONHOMOYEHHOMY
degepanbHOMy OpraHy MCMOSNIHUTENbHOW BRacTu, CO34aBLUEMY COBET MO 3TUKe, B degepanbHOM OlomxeTe Ha
COOTBETCTBYWOLMNIA rog Ha obecrnedeHne ero OesATenbHOCTU, U B pa3Mepax, YCTaHOBMEHHbIX [MpaBMTENbCTBOM
Poccunckon ®egepaumn.

(vacTb 3 B peg. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. BkcnepThbl coBeTa NO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKkoHoAaTenbCTBoM Poccunckomn
depepaumum.

5. CoctaB coBeTa no 39TuKe, NoroxeHue 0O 3TOM coBeTe, MOPSOOK ero AesTenbHOCTWU, TpeboBaHusa K
KBanudpukaumm n onbiTy paboTbl MO 3KCNEPTHOW OLEHKE HayyHblX, MEOULMHCKMX M 3TUYECKUX acrnekToB
KNUHUYECKUX WCCIEOOBaHUA NeKapCTBEHHbIX NpenapaTtoB Ans MeOULMHCKOro NMpUMEHEHUs, npeabsBrsemble K
3KcnepTaMm coBeTa MO 3TUKE, NMOPSAOK OpraHM3auun U NpoBeAEHUs] STUYECKOM 3KCNEepTU3bl, (hopMa 3aKMoyeHust
COBeTa Mo 3TWKe YCTaHaBMUBAOTCH YNOMHOMOYEHHbIM dbedeparnibHbIM OpraHoM UCMOMHUTENbHOW BnacTu. Yucno
npeacraBuMTenen MeguUMHCKUX OpraHvM3aumii He MOXKeT MpeBbiaTbh MOSMOBMHY OT OOLero ymcna 3aKcrnepToB
coBeTa Mo 3TUKe.

6. MlhdopmMauusa o coctaBe coBeTa Mo 3TUKE, NfaHax ero paboTbl U TeKyLen AeaTeNnbHOCTU pa3MeLLaeTcs
Ha odhmumanbHOM canTe YNofIHOMOYEHHOro hefepanbHOro opraHa UCNONHUTENbHOM BnacTn B cetu "MHTepHeT" B
YCTaHOBMNEHHOM MM MOPSIAKE.

Cratba 18. [lNogaya M paccMmoTpeHue 3asiBNeHUNn O rOCYyAapCTBEHHOW perncrpauumn nekapcTBEeHHbIX
npenapaToB U NpeAcTaBreHne HeobXo0AMMbIX JOKYMEHTOB

1. Ona rocyoapCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata pas3paboTynk NekapCTBEHHOro
npenapata WM YNOMIHOMOYEHHOE MM ApYyroe lpuaudeckoe nuuo (Janee - 3asBUTENb) MpeacTaBnseT B
COOTBETCTBYHOLIMIA  YNOSTHOMOYEHHbIA  hbeaepanbHbI - OpraH  WCNOSHUTENbHOW BNAcTW, OCYLLECTBAIOLWMIA
rocy4apCTBEHHYIO PEerMcTpaumio NeKapCTBEHHbIX MNpenapaTtoB, 3asiBIEHWE O TOCYAapCTBEHHOW pervctpauum
NeKapcTBEHHOrO MpenapaTa, a Takke B MOPSAKe, YCTAHOBIIEHHOM COOTBETCTBYHOLLMM  YMOSTHOMOYEHHbIM
denepanbHbIM  OpraHoM WCMOMHUTENbHOW BRacTu, Heobxoaumble [OOKYMEHTbI, M3 KOTOpbIX hopmupyeTcs
pervcTpaumMoHHOE JOCbe Ha NNEKAPCTBEHHBIN NpenaparT (ganee - perMcTpauuoHHoe Jocke).

2. B 3asBneHun 0 rocygapcTBEHHOW perncTpaumny nekapCTBEHHOro npenapara ykasblBaloTes:

1) HaumeHoBaHWe 1 agpec 3asBuTens 1 (MnM) NPOU3BOAUTENS fEeKkapCTBEHHOrO npenaparta u agpec mecTa
OCYLLEeCTBMNEHUS NPOM3BOACTBA NIEKapCTBEHHOIO Npenapara;

2) HaMMeHOBaHWe NeKkapCTBEHHOro npenaparta (MeXxgyHapoAHOe HenaTeHTOBaHHOE WM XMMWYEecKoe W
TOProBO€ HAaUMEHOBaHUSA);

3) nepedyeHb BeLecTB, BXOASALMX B COCTaB NleKapCTBEHHOrO npenapaTta, C yka3aHnem KonuyecTBa Kagoro
N3 HUX;

4) nekapcTBeHHas doopma, 403UPOBKa, CNocoObl BBEAEHMS U NPUMEHEHWS, CPOK FOAHOCTU fIeKapCTBEHHOTO
npenaparTa;

5) onucaHve dapmakonormyeckux u apMakognHaMM4Yeckux WM UMMYHOBMONOrMYECKNX CBOWCTB
NeKapCTBEHHOrO Npenapara;

6) 3asBneHHas npou3BOAMTENEM JieKapCTBEHHOro npenapata npegenbHas OTMYCKHas LUeHa Ha
NeKapCTBEHHbIV npenapar, BKMIOYEHHbIN B MepeyvYeHb >XU3HEHHO HeOoOXOAMMbIX U BaKHEWLIMX NeKapCTBEHHbIX
npenapaToB, B Clly4ae ero rocygapCTBEeHHON pernctpauny;

7) oOTcyTCTBME  HeOOXOAMMOCTM  MNpPOBEAEHMSI  KIMHWMYECKOTOo  UCCrefoBaHus,  UccrnegoBaHus
OMO3KBUBANEHTHOCTU JIEKApCTBEHHOro rnpenapaTta, pas3pewweHHoro AN  MeAWUMHCKOrO MpPUMEHEHMs Ha
Tepputopun Poccuiickon Pepepaunn Gonee aBaguatv NneT, C yKa3aHMEM HOPMATUBHbLIX MPABOBbLIX aKTOB,
NOATBEPKAAOLLUMX AaHHbIA CPOK NPUMEHEHWSI.

3. PervctpaumoHHoe focbe hopMmnpyeTcs 13 cneayowmnx JOKYMEHTOB:

1) NpPOEeKTbl MaKeTOB MEPBUYHOW YMNAKOBKUW W BTOPWUYHOM (NOTPEOUTENbCKON) YNaKoBKW flekapCTBEHHOMO
npenapaTa;
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

2) [OKYMEHT, nepeBefeHHbI Ha PYCCKUA A3blK, MNOATBEPXAAOWWA COOTBETCTBME MNPOM3BOAMTENS
perncTpupyemMoro nekapcTBeHHOro npenaparta TpeboBaHMAM MpaBun opraHvM3aluum NpouM3BOACTBA W KOHTPONS
KayecTBa NeKapCTBEHHbIX CPeaCTB, BblAaHHbI KOMMETEHTHBIM OpraHOM CTpaHbl NPOM3BOAUTENS PETUCTPUPYEMOTO
nekapcTBEHHOro npenapara u 3aBepeHHbIVi B YCTaHOBIEHHOM NMOPSAAKE;

3) NpoeKkT HOpMaTMBHON OOKYMEHTauun Unnm HOpMaTMBHOIO JOKYMEHTa Ha nekapCcTBeHHbIM npenapat nubo
yKasaHne COOTBETCTBYIOLLEN hapMaKonenHon cTaTbu;

4) cxema TeXHONMOrM4YecKkoro npoLecca Npov3BOACTBa JNIEKAPCTBEHHOroO Mnpenapara, ee onucaHve u (Mnm)
CXeMa TEXHOIOrM4ecKkoro npoLecca NpovM3BoAcTBa hapmaleBTUYecKor CybcTaHLun, ee OnMcaHue;

5) [OKYMEHT, nepeBedeHHbIl Ha PYCCKUA A3blK, MNOATBEPXAAMOLWMA COOTBETCTBUE MNpPOM3BOAMTENS
dhapmaLeBTM4eckon cybcTaHuMm TpeboBaHMSAM MpaBuil OpraHuM3auuM MpPOM3BOACTBA W KOHTPOMS KadecTBa
NEeKapCTBEHHbIX CPEACTB, BblAAHHbI KOMMETEHTHbIM OpraHoM CTpaHbl npou3BoauTens dapmMaueBTUYEeCKon
cybcTaHuun, 3aBepeHHbI B YCTAHOBNEHHOM MOPSIAKE U COAEPXKALLNIA:

a) HavMeHoBaHue apmaLeBTUYeckon cybcTaHummn (MexayHapoaHoe HenaTeHTOBAaHHOE UM XMMUYECKoe U
TOProBO€ HaUMEeHOBaHUS);

0) HaumeHoBaHVe 1 agpec npoussoanTens dapmaueBTundeckon cybcTaHumm;

B) CPOK rogHOCTM (hapmaueBTu4eckomn cybctaHuum;

6) [OOKYMEeHT, cofepXawuin CcBegeHuss O nokasaTtensax KadyectBa apmaueBTUYeckon cybcTaHumm,
NCnonb3yemow Npy NPon3BOACTBE NEKAPCTBEHHBIX NPenapaTos.;

7) HOpMaTMBHas OOKYMEHTAUUS WM HOPMAaTMBHBIN OOKYMEHT Ha hapmaueBTUYECKyl0 cybcTaHumio nmbo
yKasaHne COOTBETCTBYIOLLEN hapMaKonNenHon cTaTbu;

8) nHpopmauus 06 ycrnoBusix XxpaHeHusl, MePEBO3KM NIEKapCTBEHHOIO Npenapara n nHasa MHopMauus;

9) oTyeT O pesynbTaTax AOKIMMHWYECKOTO MCCMEeAOBaHWS feKkapCTBEHHOrO CpPeAcTBa Anst MeOULMHCKOro
NPMMEHEHWs1, codepXaluin onucaHue, pe3ynbTaTbl W CTATUCTUYECKU aHanuM3 pesynbTaToB  [AaHHOro
OOKMMHMYECKOrO UCCreoBaHuns;

10) oTtyeT O pesynbTaTax AOKIMHUYECKOrO MCCNeaoBaHWUst NEeKapCTBEHHOro cCpeactBa WM KMAMHMYECKOro
nccneaoBaHus NekapCcTBEHHOro npenapara Aans BeTepMHapHOro NpUMeEHeHMs;

11) NpoeKkT npoToKOMa KIMHUYECKOro WCCRNEeAOBaHUA FNEeKapCTBEHHOro npenapaTta Ang MeauLUHCKOro
NpUMeEHEHNS;

12) 6powtopa ncecnegosaTens;

13) MHOPMALMOHHBIV MUCTOK NALMEHTa;

14) nHdopmaumsa o BbiNfaTax U KOMMNeHcaumsax naumeHTam (34opoBbiM JoOpoBornbLam, 6onbHbIM) (ganee -
NauMeHTbl), MPUBMEYEHHBIM K MNPOBEOEHMIO KIMHUYECKUX WCCNEeLOBaHUM NeKapCTBEHHOrO npenapara Ans
MEeOULMHCKOrO NPUMEHEHWS], UCCrefoBaHUM OMO3KBMBANEHTHOCTU U (MNK) TepaneBTUYECKON 3KBUBAINIEHTHOCTY;

15) oT4eT 0 pesynbTaTtax MeXAyHapoAHbIX MHOIOLEHTPOBbLIX KMMHUYECKUX UCCIEeOBaHUA NekapCTBEHHOIO
npenapaTta Ansi MEOULUHCKOrO MPUMMEHEHMS, 4acTb W3 KOTOPbIX MNpoBedeHa Ha Tepputopum Poccunckomn
depepaumuy;

16) NPOEKT MHCTPYKLUM MO NPUMEHEHMIO NEKAPCTBEHHOIO Npenapara, CoAepXalln cneayLlime CBeAeHns:

a) HaMMeHoBaHWe feKapCTBEHHOro cpefcTBa (MexayHapoOgHOe HemnaTeHTOBaHHOE WU XUMUYeckoe W
TOProBO€ HAaUMEHOBaHUSA);

0) nekapcTBeHHasi popma C yKa3aHUEM HAMMEHOBAHUM M KONMYECTBEHHOIO COAEPKaHUSA (aKTUBHOCTW)
dhapmaLeBTMYECKUX CYOCTaHUUIA U BCMOMOraTenbHbIX BELLECTB;

B) hapmakoTepaneBTMYeCKas rpynna fiekapcTBEHHOroO Npenapara;

r) NokasaHus anst NPUMEHEHNS;

4) NPOTUBOMNOKa3aHUs ANns NPUMEHEHHS;

€) pexum [o3uMpoBaHus, cnocob BBedeHUs, Npu HeoOXOOUMOCTW BPeEMsS NPUEMa FEeKapCTBEHHOro
npenapaTta, NPOAOCIKUTENBHOCTb NeYeHus (B TOM Yncne y geTen Jo 1 nocne ogHoro roga);

X) Mepbl NPeAOCTOPOXHOCTU MPU NPUMEHEHNN;

3) CUMMNTOMbI NEPEAO3NPOBKA, MEPbI MO OKa3aHUI0 MOMOLLM NPY NEPEAO3NPOBKE;

W) ykasaHue, Npuv HeobXOAMMOCTM, OCODEHHOCTEN [OEWCTBUSI NEKapCTBEHHOro npenapaTta npu nepsom
npueme Unu rnpu ero OTMeHe;

K) onucaHue, nNpu HeobxoaMMoCTH, AeNCcTBMIA Bpada (henbawepa), cneymanucra B obrnactyu BeTepmHapum,
nawuueHTa, BnagernbLa >XMBOTHOMO Npu Nponycke npMemMa O4HON UMM HECKOSBbKNX A03 NeKapCTBEHHOIO Npenapara;

n) BO3MOXHble NOBOYHbIE AENCTBUSA NPU NPUMEHEHMM NEKAPCTBEHHOIO Npenapara;

M) B3aMOAENCTBUE C APYTMMUN NIEKAPCTBEHHLIMM NpenapaTtamu 1 (Unu) NULWEBLIMU NPOAYKTaMU, KOpMamu;

H) yKasaHue BO3MOXHOCTM U 0CODEHHOCTEW MEeOULMHCKOrO MPUMEHEHUS FeKkapCTBEHHOrO npenapara
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

BepeMeHHbIMY KEHLUMHaMU, XEHLWNHaM1U B Nepnog rpygHoro BCKapMnvBaHus, AeTbMK, B3POCIbIMU, UMEIOLLMMM
XpOHU4Yeckune 3abonesaHus;

0) CBedeHUs O BO3MOXHOM BIUSHUU NEKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUS Ha
CNOCcOBHOCTb yNpaBnsaTb TPAHCMOPTHLIMU CPEACTBAMWN, MEXaHU3MAMW;

n) CPOK FOAHOCTU WM yKa3aHWe Ha 3anpeT NpUMMEHeHWs NEeKapCTBEHHOro npenaparta no UCTeYeHWu cpoka
rOAHOCTH;

p) YCNoBUS XpaHeHwus;

C) yKkasaHvne Ha Heob6XoAMMOCTb XPaHeHMs ekapCTBEHHOro npenapaTa B MecTax, HeOCTYNHbIX Ans geTewn;

T) yKkasaHue, npu HeobXoAMMOCTM, crneuunanbHblX Mep MPEeaOoCTOPOXHOCTA MPU  YHUUTOXEHUU
HEeMCMnonb30BaHHbIX NeKapCTBEHHbIX NpenapaTos;

Y) CPOKM BO3MOXXHOIO MCMNOSIb30BaHUS MPOAYKLUM KMBOTHOFO MPOUCXOXOEHUSA NOcne BBEAEHWS XXMBOTHOMY
neKapCcTBEHHOro npenapara Ans BeTepMHAPHOro NPpUMEHeHs;

@) HaMMmeHoBaHWe, agpec NPOV3BOAMTENS JeKapCTBEHHOro npenapaTa W agpec MecTa npou3BOACTBA
neKapCTBEHHOro npenapara;

X) YCNoOBUSI OTMYCKa;

(nn. "x" BBegeH PenepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

17) nepeBedeHHas Ha pPYCCKMN A3blK W 3aBEpeHHas B YCTAHOBNEHHOM MNoOpsAKke KOonus AOKYMEHTa,
NoATBEPXKAAIOLWWEro perucTpaumio NekapcTBEHHOro mnpenapata B Cnyvyae ero peructpauum BHe npeaenos
Poccuinckon ®egepaumm;

18) OOKYMeHTbI, NpeAcTaBnsemMble B COOTBETCTBUM €O cTaTbamu 19 - 23 HacTosAwero ®egepanbHOro 3akoHa.

4. Tlo xenaHuto 3aABUTENA MOryT ObiTb NpeAcTaBneHbl OT4eTbl O MPOBEAEHHbIX B CTpaHe 3adABuUTens u
ApYyrux CcTpaHax pesynbTatax KIWMHUYECKUX WCCNedoBaHWW, WcCnefoBaHWn OMOIKBMBANEHTHOCTM W (Mnu)
TepaneBTUYECKON 93KBMBANEHTHOCTM feKapCTBEHHOro npenapaTta (BKMoYas 3nMAEMUONorMyeckne  Wnm
3MM300TONOINMYECKME NCCNeaoBaHNs MMMYHOBMONOIMYECKUX NeKkapCTBEHHbIX NpenapaToB, NpeaHasHayYeHHbIX A4S
UMMYHONOrMYEeCKon NPpOUNakTUKN U NevYeHns MHPEKUMOHHbIX 3abonesaHnn, B TOM YiCne y AeTen), cogepxalime
onncaHusa NpoBedeHHbIX UCCneaoBaHui NekapcTBEHHOro npenaparta, Ux pesynbTaTbl U CTaTUCTUYECKUA aHanu3
NONy4YeHHbIX Pe3ynbTaToB.

5. K 3asaBneHunio o rocygapcTBEHHOW perncTpaunm nekapCTBEHHOro Npenapara npunaratTcs:

1) [OOKYMEHT, noATBEpPXAAloWMN ynnaty rocyqapCTBEHHOM MOWVHbI 3a MNpOBeAeHWe 3KCNepTu3bl
OOKYMEHTOB [Ans MOMyYeHUs paspeLleHnii Ha MnpoBeAeHVEe KIUMHWUYECKMX WCCRedoBaHUM neKapCTBEHHOro
npenapaTta Ans MeauUMHCKOrO MPUMEHEHWs U 3TUYECKOW IKCMepTusbl Mpu obpalleHun 3a rocyaapCTBEHHOW
perucTpauven nekapcTBEHHOro npenapara;

2) pOKYMEHT, noATBePXKAaloLWM ynnaTy rocyqapCTBEHHON NOLWWMHBI 3@ NpoBedeHne 3KCNepTu3bl KavecTBa
NeKapCcTBEHHOro cpeacTBa M 3KCNepTU3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs
NeKapCTBEHHOrO MnpenapaTta, paspeLleHHOro Ans MeAMUUHCKOro MpUMeHeHus Ha Tepputopum Poccuiickon
®enepaumun 6onee agBaguaTn NeT, Npy rocyaapCcTBEHHOW perncTpauumn nekapCTBeHHOro npenapara;

3) OOKyMEHT, NOATBEPXAAOWMI yNnaTy rocygapCTBEHHOWN NOLLUMMHBI 3a NPOBeAeHMe 3KCNepTusbl kayecTea
NeKapCTBEHHOTO CpeacTBa M 3KCNepTU3bl OTHOLUEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
NekapCcTBEHHOrO npenapata Ans  MeAWUMHCKOro MPUMEHEHMs, B  OTHOLUEHWM KOTOPOro MnpOBeAEHbI
MexXAyHapOAHble MHOFOLEHTPOBbIE KMMHUYECKMEe MCCedoBaHUs, YacTb M3 KOTOPbIX NpoBedeHa Ha TeppuTopum
Poccuickon ®egepaunuy, npu rocygapCcTBEHHON pernctpaummn nekapcTBEHHOro npenapara;

4) JOKYMeHT, noaTBepXaaloLwWwni ynnaTy rocygapCTBEHHON MOLINUHBI 3@ NPOBEAEHME IKCNepTUsbl Kayectsa
NeKapCcTBEHHOro cpeacTBa M 3KCNepTW3bl OTHOLUEHUS OXMOAEMOW MOfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS
neKkapcTBEHHOro npenapaTa Ans BeTepnHapHOro NPUMEHEHWS NPy ero rocy4apCTBEHHOWN perncTpauun.

MonoxeHus 4actn 6 ctaTbn 18 NPUMEHSIIOTCA K MPABOOTHOLUEHUSAM, BO3HUKLLUMM MOCIE AHS BCTYNfeHus B
cvny anga Poccuiickon ®egepaunn npoTokona o npucoeauHeHun Poccuiickon ®enepaunn k BcemmnpHoi Toproeon
opraHusauum (PepepanbHblii 3akoH oT 11.10.2010 N 271-d3).

6. He ponyckatoTcs nonydeHve, pasrfnaweHue, MWCMoNb30BaHUME B KOMMEPYECKMX Lensx u B Uensix
rocy4apCTBEHHOW perucTpauun JneKkapCTBEHHbIX MpenapaTtoB uHGoOpMaumMmM O pesynbTatax LOKITMHUYECKUX
NUCCNedoBaHUN JEeKapCTBEHHbLIX CPeACTB W KIMHUYECKUX WCCIefoBaHWA  JIEKAapCTBEHHbIX MpenapaTos,
NnpeAcTaBrieHHON 3asiBUTENEM AN rOCy4apCTBEHHOW permcTpaumnm nekapCTBEHHbIX NpenapaTos, 6e3 ero cornacus
B TEYEeHWe LEeCTU NeT C AaTbl FOCY4apCTBEHHOW PerMcTpaLmm iekapCcTBEHHOro npenaparTa.

HecobntogeHne 3anpeTta, YCTaHOBJIEHHOrO HacCTOSILEN 4acTbio, BNeYeT 3a CobOOM OTBETCTBEHHOCTb B
COOTBETCTBUN C 3aKkoHogaTenbcTBoM Poccuiickon ®enepaumn.

Ha Tepputopun Poccuiickon ®epepauumn 3anpewaeTcss obpalleHue NeKkapCTBEHHbIX CpPeacTs,
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

3aperncTpPUpOBaHHbIX C HapyLUEHWEM HacTOsLLEn YacTu.
(4acTb 6 BBeaeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-$3)

CraTtba 19. lNpuHATUE pelleHns O Bbidaye 3IKCNEPTHOMY YUYPEXKOAEHUO M COBETY MO 3TUKE 3adaHus Ha
NpoBeAeHUe IKCNEePTU3bI NEKapCTBEHHbLIX CPEACTB

1. B TeueHue nsaTM paboumx OHEW CO OHA MPUHATUSA 3asBNEHMs O rOCy4apCTBEHHOW perncrpaummn
nekapcTBEHHOro npenapara YnorIHOMOYEHHbIN dheaepanbHbIN opraH UCNOMHUTENBbHOW BNAcTN NPOBOAUT NPOBEPKY
NOMHOTBLI U JOCTOBEPHOCTUN CBEAEHUI, CoAepXaLLMXcsa B NpeacTaBnNeHHbIX 3agBuTenem matepuanax, 1 npuHumaeT
pelLeHne o Bblgade 3aaHus Ha NpoBedeHune:

1) aKcnepTuU3bl NEKapCTBEHHbIX CPEeACTB B 4YacTU 9KCMEepTU3bl JOKYMEHTOB ANS MOMyYeHWUs paspelleHnst Ha
npoBefeHne KINUHWYECKOro WCCreaoBaHUs IeKapCTBEHHOro npenapaTta Ans MeAWUMHCKOro MNpUMEHeHus B
COOTBETCTBMM C LlensamMu, ykazaHHbIMU B cTaTbe 38 HacToswero PegepanbHOro 3akoHa, 1 3TUYEeCKON SKCnepTusbl B
OTHOLLEHMM fEeKapCTBEHHbIX MpenapaTtoB, ANA KOTOPbIX He NPOBOAWMNUCH KINWHUYECKME WUCCNeaoBaHMs Ha
Tepputopumn Poccuiickon ®egepaunn, Ha OCHOBaHUM JOKYMEHTOB, YKka3aHHbIX B nyHkTax 1 - 9, 11 - 14, 17 yactun 3
n nyHkTe 1 Yactn 5 ctatbn 18 HacTosiwero ®eaepansHOro 3akoHa;

2) aKcnepTusbl MEKApPCTBEHHbIX CPEeACTB B 4aCTM 3KCMEpTM3bl KayecTBa JIEKAPCTBEHHOrO cpeactea U
3KCMEePTM3bl OTHOLUEHUS OXUOAEeMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS nekapcTBEHHOro npenapaTa ans
MEeAMLMHCKOrO MPUMEHEHUS B OTHOLLUEHUW NEeKapCTBEHHbIX MpenapaToB, paspelleHHbIX AN MeaUUMHCKOro
npMMeHeHus Ha Tepputopun Poccuiickon ®Pepepaumm 6Gonee pgBaguaTu neT, Ha OCHOBAHWM [OKYMEHTOB,
yKasaHHbIX B nyHkTax 1 - 9, 16 yactn 3 u nyHkTe 2 YacTtn 5 ctatbn 18 HacTodwwero ®efgepanbHOro 3akoHa, a Takke
nekapcTBEHHbIX MpenapaToB, B OTHOLIEHUN KOTOPbIX NpOBeAeHbl MeXayHapoaHble MHOMOLEHTPOBLIE KIMHUYeCcKue
nuccnegoBaHus, 4YacTb W3 KOTOpPbIX MpoBedeHa Ha Tepputopun Poccuinckon degepaumn, Ha OCHOBaHWUU
OOKYMEHTOB, yKasdaHHbIX B nyHktax 1 - 9, 15 - 17 yactm 3 n nyHkte 3 yvactm 5 crtatem 18 HacTodAwero
depnepanbHOro 3aKoHa;

3) akcnepTusbl NEKapCTBEHHOIO CPeAcTBa B OTHOLUEHUWM NeKapCTBEHHbIX MpenapaTtoB AN BETepPUHApPHOro
NPUMEHEHNS Ha OCHOBaHWUM OOKYMEHTOB, YKa3daHHbIX B nyHkTax 1 - 8, 10, nognyHkrax "a" - "g", "x" - "m", "n" - "@"
nyHkTa 16, nyHkte 17 yactn 3 n nyHkTe 4 yactn 5 ctatemn 18 HacToswero PegepanbHOro 3aKoHa.

2. YNONHOMOYEHHLIN hbeaepanbHbI OpraH UCMNOMNHUTENbHON BRacTu yBegOMIsSieT B MUCbMEHHOW dopme
3aaBUTENS O NPUHATOM pPELUEHNU UMK B Cryvae oTKasa C ykazaHueM Npu4uH Takoro oTkasa.

3. OcHoBaHVeM Ong oTkasa B OpraHu3aumm aKCnepTu3, ykasaHHbIX B YacTu 1 HacTosLWen cTaTbn, aBNdeTcA
npeacTaBrneHne HeobxoaAUMbIX ANst MPOBEAEHUSA 3TUX 3KCNEPTM3 OOKYMEHTOB, MEPEYMCIIEHHBIX B YacTax 3 U 5
ctateu 18 HacToswero PenepanbHOro 3akoHa, B HEMONHOM oObeme WM LOKYMEHTOB, He coAepXallmx
ncyepnbIBaLLEro nepevyHs Heo6xoaUMbIX CBEAEHUN.

Cratba 20. OkcnepTv3a [OKYMEHTOB ANs MOMyYeHWs paspelleHus Ha npoBedeHue  KIMHUYeCKOoro
nccrnegoBaHus ekapcTBEHHOro npenapara A58 MeauUMHCKOro MPUMEHEHUS 1 3TUYECKOW SKCNepTu3bl

1. OkcnepTm3a AOKYMEHTOB ANS MOMyYeHUs paspelleHus Ha npoBedeHWe KIMHMYECKOro UccrnegoBaHus
nekapcTBeHHOro npenapara ans MeauuUMHCKOro NpUMeHeHNss B COOTBETCTBUN C LieNsIMK, yKazaHHbIMU B cTaTbe 38
HacTosilero ®efeparnbHOro 3akoHa, aTUYeckasl aKcrnepTusa, CocTaBrieHNe KOMUCCUEN IKCMEPTOB U COBETOM MO
3TUKE 3aKMOYEeHUN O BO3MOXHOCTU WM HEBO3MOXHOCTU NPOBEAEHUSI Takoro KIMHWYECKOro MCCreaoBaHus w
HanpasfieHne STUX 3akKkMioYeHUn B YMNOMHOMOYEHHbIN  defeparnbHblil  OpraH  UCMOSTHUTENbLHOW  BracTu
OCYLLECTBMAIOTCA B CPOK, He MpeBblWalwWmnn Tpuauatm pabounx AHeMm co AHA MNOMyYeHWs 3SKCMepTHbIM
yypexgeHuem 3afaHus YNorHOMOYEHHOro efepansHoro opraHa MWCMONHUTENbHOW BriacTu C NPUIOXEHUEM
HeobX0AMMbIX OOKYMEHTOB, yKasaHHbIX B nyHktax 9, 11, 12 yactm 3 crtatbm 18 Hactosiwero degepanbHOro
3aKOHa, AOKYMEHTOB, yka3daHHbIX B YacTu 4 ctatbn 18 HacToswero ®efepanbHOro 3akoHa UM NpeAcTaBreHHbIX No
XenaHuio 3asiBUTENs, U COBETOM MO 3TUKE 3a[aHus YrNOrHOMOYEHHOro egepansHOro opraHa UCNONHUTENBHON
BMacTu C NpUIoXxeHvemM HeobxoanMbIX JOKYMEHTOB, YKka3aHHbIX B nyHkTax 11 - 14 yactu 3 ctatbn 18 HacTosLero
depepanbHOro 3akoHa.

2. [JokymeHTbI, copepxallimMecs B perucTpaumMoHHOM [OCbe U MOCTYNUBLUME B SKCMEPTHOE y4ypexaeHue,
COBET MO 3TMKE [ANS OCYLECTBNEHUS WX 3KCMEePTU3bl B LENSX MNOMNYYEHUS paspelleHus Ha npoBefeHune
KNMHUYECKOro UCCrneaoBaHus NekapcTBEHHOroO npenapara Ans MeAMUUHCKOro NpuMeHeHus, noanexaT Bo3BpaTy B
YNONHOMOYEHHbIN  dbefepanbHbld  OpraH  UCMOMHUTENBbHOW  BNacTM  OAHOBPEMEHHO C  3aKYeHUAMU
COOTBETCTBYIOLLMX IKCMEPTUS.
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Cratba 21. [MonyyeHue paspelleHUss Ha npoBedeHue KIUHUYECKOro WCCneaoBaHus IekapCTBEHHOMO
npenapaTta Ans MeguLMHCKOro NpMMeEHeHUs

1. B cpok, He npeBbIaLWMi NATU paboynx gHEN Co OHSA NONyYeHUst 3aKknioYeHUn, ykasaHHbIxX B ctatbe 20
HacTodwero @egepanbHOrO 3akoHa, YMOSIHOMOYEHHbIM dbedeparnbHbIi  OpraH  WUCMOMIHUTENBHOW  BacTyv
OCYLLIECTBSIET OLIEHKY MOCTYMNUBLUMX 3aKMOYEHUI AN onpeneneHnst ux COOTBETCTBUS 3aaHMsAM Ha NpoBeAeHue
COOTBETCTBYIOLLMX 3KCMEPTU3 M YBEOOMMSIET 3asBMTENS B NMUCbMEHHOW ¢hopMe O pesyrnbTaTtax MpoBeOeHHbIX
3KCMEPTM3 M O BO3MOXHOCTU UM HEBO3MOXXHOCTM Bblgaun 3asiBUTENIO pa3peLleHns Ha NpoBeaeHne KITMHNYECKOro
nccneaoBaHus NekapCTBEHHOro npenapara ansg MeguuuHCKOro NpUMeHeHus.

2. Tlpy NpUvHATUM peLlleHus O BO3MOXHOCTW Bblgadun paspelleHnss Ha MNpoBeAeHME  KITMHUYECKOro
nccneaoBaHUsA NekapCcTBEHHOro npenapara Ans MeOMLUMHCKOro MPUMEHEHUST YNONMHOMOYEHHbIN befepanbHbii
opraH UCMNOMHUTENbHOW BNacTy NpuocTaHaBnMBaeT NpoBeAeHNe rocygapCTBEHHOW perncTpaunm nekapcTBEHHOro
npenapaTta 0O OHSA nojayu 3asiBUTENeM B YNOMHOMOYEHHbIW heaepanbHbii opraH WUCMONHUTENBHOW BRacTy
3a8BNEHNsT O NOMYYEHNN pa3peLlleHns Ha NPOoBeaeHNe KNMHUYECKOrO UCCnenoBaHnst NekapCcTBEHHOro npenapaTta
ONs MeauLMHCKOro NPUMEHEHMS.

3. B cnyyae npuvHATUSA pelueHus O HEBO3MOXHOCTW BblAayu paspelleHns Ha npoBefeHue KIMHUYECKOro
nccneaoBaHUs NeKapCcTBEHHOrO npenaparta Anst MeAMUMHCKOro MPUMEHEHUST YNONHOMOYEHHbIN deaepanbHbli
OopraH WCMOSHUTENbHOW BRacTU MpekpallaeT npoueaypy rocyaapCTBEHHOW peructpauumn fekapcTBEHHOro
npenapara.

Cratba 22. PeweHne o npoBeaeHnn KIMHNYECKOro uccrneagoBaHunAa JieKkapCTBEHHOro npenaparta ansa
MeaNLMNHCKOIo NnpuMeHeHunsd

1. Ona nonyyeHus paspelleHns Ha NpoBeAeHUe KIMMHUYECKOro UCCreaoBaHus rnekapCTBEHHOro npenapara
AN MEOMUMHCKOrO MPUMEHEHUs 3asdBuTenb NpeactaBnseT B YNOMHOMOYEHHbIM  deadepanbHbli - opraH
NCMNOMHUTENbHOW BNAcTu:

1) 3asBNeHne 0 Nony4yeHnn paspeLleHns Ha NpoBeaeHne AaHHOTO KINMHMYECKOro NCCNeaoBaHus;

2) cBefeHna o6 onbiTe paboTbl MccnegoBaTene Mo COOTBETCTBYHOLMM CMeuMarnbHOCTAM U KX OnbiTe
paboTbl N0 NPOBEAEHMIO KITMHUYECKUX NCCNeaoBaHuN;

3) konuio pgoroBopa 0653aTeNbHOr0 CTPaxOBaHUS KWM3HW, 340POBbA MALMEHTOB, Y4acTBYHOLWMX B
KMMHUYECKOM WCCreoBaHUWM NekapcTBEHHOro npenapaTta Ansg MeauuMHCKOro NpuUMeHeHus (danee - [40roBop
064A3aTenbHOr0 CTpaxoBaHUS), 3aKMOYEHHOro B COOTBETCTBMM C TWMOBbIMM MNpaBunamu 06A3aTeribHOro
CTpaxoBaHWs >XWU3HW, 300POBbS NAUMEHTa, Y4acTBYIOLWEro B KIMHUYECKOM WCCrefoBaHUW NeKkapCTBEHHOMo
npenapaTa Ans MeauLMHCKOro NpMMeHeHus, yTeepxkaeHHbiMu MNpasutensctBom Poccuiickon ®egepauun (ganee -
TMMNOBbIE MpaBuna o0b6A3aTenbHOro CTpaxoBaHMsl), C  yKasaHMeM MpeferibHOM  YUCNEHHOCTW MNauMeHTOB,
Yy4YacTBYHOLUMX B KNIMHUYECKOM UCCref0oBaHUN nekapCTBEHHOro npenapaTta Ans MeguumnHCKOro NpUMeEHeHNs;

(n. 3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

4) cBegeHNs O MeAWUMHCKMX OpraHu3aumsx, B KOTOpbIX Mpegnonaraetcs npoBeAeHUe KIUMHUYECKMX
nccrnegoBaHU  NEKapCTBEHHOro npenapata  Ansg  MeguUMHCKOro MNPUMEHEHUs (MOMnHOoe U COKpaLleHHoe
HavMeHOBaHWs, opraHu3aunoHHo-NpasoBas PopMa, MECTO HAXOXOEHUSA U MECTO OCYLLECTBNEHUA OeATENbHOCTH,
TenedoH, Tenedakc, agpec aNeKTPOHHON NOYTbl MEAULMHCKOW OpraHn3aunm);

(n. 4 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

5) npegnonaraemble CPoKW NPOBEAEHUS KIMHWYECKOro WCCnefoBaHWs FleKapCTBEHHOro npenapata ans
MeONLMHCKOTO NPUMEHEHNS.

(n. 5 BBegeH PeaepanbHbiM 3akoHoM OT 11.10.2010 N 271-$3)

2. B cpok, He npeBblWawWwnn AT paboumx AHEN CO AHA MPUHATUSA yKa3aHHOro B 4acTu 1 HacTosiLen
cTaTbW 3asiBNEHUS C MNPUINOXEHMEM HEeOOXOAMMbIX [OKYMEHTOB, YMOMHOMOYEHHbIN deadepanbHbli  opraH
NCMNONMHUTENbHOW BNACTU:

1) nmpoBOAMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBEAEHWUW, COAEpXaluxcsa B MNPeacTaBrEeHHbIX
3agBuTENEM MaTepuanax;

2) npvHUMaeT pelleHWe O Bblgave paspelleHus Ha NpoBeAeHWe  KIMMHWMYECKOrOo  UCCrefoBaHus
neKkapCcTBEHHOro npenapaTa Ans MeaUMHCKOro NpUMeHeHust unmn o6 oTkase B BblAayve yka3aHHOro paspeLleHus;

3) yBeJOMNSET B MUCbMEHHON (DOPME 3asiBUTENS O NMPUHATOM PELUEHUN UMK B Criydae oTkasa C yKasaHuem
NPUYMH TAKOro 0TKa3a;
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4) BblgaeT paspelleHue Ha NpoBedeHME KITMHUYECKOro MCCrneaoBaHUs NeKkapCTBEHHOro npenaparta ans
MEOUUMHCKOrO MPUMEHEHUS B MOpsiaKe, YCTAHOBIIEHHOM  YMOSIHOMOYEHHbIM — dhedepanbHbiM - OpraHoM
NCNONHUTENBHOW BNacTu.

3. OcHoBaHusIMM AOnNs OTKasa B Bblgaye paspelleHusl Ha MpoBedeHUe KIIMHMYECKOro WcCreaoBaHus
NeKapCTBEHHOrO npenapata Ans  MeOUUMHCKOrO MNPUMEHEHUs] SIBMAKTCA HenpeacTaBfieHMe [OKYMEHTOB,
YKasaHHbIX B 4YacTu 1 HacTosiwen craTbl, HECOOTBETCTBME COAEepXXaHWsi MNPEeACTaBMEHHbIX [OOKYMEHTOB
TpeboBaHusiM HacTosilero ®PegepanbHOro 3akoHa MO0 HanuuMe 3aKMYEeHUs KOMUCCUMM SKCMEepTOB UMK
3aKNi0YeHMsT CoBeTa MO 3TUKE O HEBO3MOXHOCTM MPOBEAEHUS KIMHUYECKOrO WUCCIeAoBaHUs NeKapCTBEHHOMO
npenapaTta Aans MeOULUHCKOTO MPUMEHEHUs Mo pes3ynbTaTtaM MNPOBEAEHHbIX 3SKCMEepPTU3, MpeayCMOTPEHHbIX
ctatben 20 HacToswero PegepansHOro 3akoHa.

(vacTb 3 B peg. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

Ctatbs 23. DKkcnepTm3a KavyecTBa JIEKapCTBEHHOIO CPpeacTBa M SKCNEPTN3a OTHOLLEHUST OXNMOAEMOW Nonb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHMS NTIeKapCTBEHHOMo Npenapata Ansg MeguuuMHCKOro NnpMMeHeHus

1. OkcnepTm3a kavecTBa IEeKapCTBEHHOrO cCpeacTBa M 9KCMepTM3a OTHOLIEHUSA OXMOAeMOW nofb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMS JeKapCTBEHHOro npenapata AN MeaMUMHCKOrO MPUMMEHEHWs, COCTaBneHue
KOMWCCUAMM SKCMEPTOB 3aKIMHYEHWI NO pe3ynbTaTtaM NpoBeAeHHbIX 3KCNEepTMU3 U HanpaBreHne Takmx 3aknioyeHnmn
B YNOMHOMOYEHHbIN (befeparnbHbli OpraH UCNONTHUTENBHOW BRacTU OCYLLECTBASIOTCA B CPOK, HE MpeBblllaloLlwni
cTa pJecsatn paboumx [OHEW CO [OHs MOSMyYEeHUst IKCMEPTHbIM YYPEXOEHMEM COOTBETCTBYIOLLErO 3adaHus
YMOMHOMOYEHHOro pefepanbHOro opraHa UCNONMHUTENBHON BacTu C AOKYMEHTaMn, yKka3aHHbIMU B NyHKTax 1 - 8,
15 - 17 vactn 3 cratbm 18 Hactodwero ®PepepanbHOro 3akoHa, U oT4yeTa O MNPOBEOEHHOM KIMHUYECKOM
nccnegoBaHUK nekapcTBEHHOro npenapara ang MeguuuHCKOro npuMeHeHus.

2. Ana npoBedeHus1 yka3aHHbIX B 4YacTu 1 HacTOsIWEen cTaTbWM IKCNepTus 3asdBuTeNb NpeacTaBnsier B
YNONTHOMOYEHHbIN heaepanbHbI OpraH UCMONTHUTENbHOW BNACTU:

1) 3asBneHne 0 BO30OHOBMNEHUN roCygapCTBEHHOM perncTpauumn nekapcTBEHHOro npenaparta u NnpoBeaeHun
YKa3aHHbIX B YacTu 1 HaCTOALLEN CTaTbM IKCNEPTUS;

2) oT4eT O MPOBEAEHHOM KIMHUYECKOM WCCNedoBaHWM NeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NpUMeHeHNs;

3) OOKYMEHT, NOATBEPXAAIOLWMIA yNnaTy rocy4apCTBEHHOW MOLUSNHBI 32 NPOBEAEHNE IKCMEPTU3bl KayecTBa
NeKkapcTBEHHOro cCpeacTBa WM 3KCMEPTU3bl OTHOLUEHUS OXMOAeMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMeEHeHUs Npu ero rocyaapCTBEHHON perncTpaunmn.

3. B cpok, He npeBbllwakwWmin NATU paboynx OHEW CO OHA MNPUHATUA 3asBMEHUsT C OOKYMEHTaMmu,
yKasaHHbIMW B YactM 1 1 nyHKkTax 2 1 3 yacTu 2 HacTosLen cTtaTbu, YNONHOMOYEHHbIN hefepanbHbli opraH
WCNOSNHUTENBHON BNAcTU:

1) npoBOAWNT MpPOBEPKY MNOMHOTbI AaHHbIX, COAEPXALLMXCA B MPEACTaBlEHHOM 3asiBUTENIEM OT4YeTe O
NpoBeAEHUN KITMHUYECKOro NCccrnefoBaHUs NekapCTBEHHOMO npenaparta A8 MeauUMHCKOro NPUMEHEHNS;

2) npyHMMaeT pelleHne O BO30OHOBNEHMM rOCy4apCTBEHHOW permctpaumm nekapcTBEHHOro npenapata u
NpoBedeHUN YyKasaHHbIX B 4YacTy 1 HacTosilen CcTaTbM IKCMepTu3 unm 06 oTkase B BO30OHOBMNEHUM
rocy4apCTBEHHOW perncTpaumm NekapcTBEHHOro npenapara s MeauUMHCKOro NPUMEHEHNsT 1 MPOBESEHUN TaKmX
3KCNepTuns;

3) yBegoMngaeT B NUCbMeHHON hopMe 3asiBUTENS O NPUHATOM PELLEHUN UMK B Criydae oTkasa C yKasaHueMm
MPUYUH TaKOro oTkasa.

4. OcHoBaHUeM NSl 0TKasa B BO30OHOBMNEHUUN rOCYAapCTBEHHON perncTpaumm fiekapcTBEHHOMO npenapara u
npoBefeHUN yKasaHHbIX B 4acTh 1 HacTodwen cTaTbM IKCNepTU3 SABNSETCH npeacTaBneHve [OKYMEHTOB,
yKka3aHHbIX B 4actm 1 m nyHkTax 2 M 3 4acTu 2 HacToslen CcTaTbu, B HEMNorHoM obbeme unu oT4yeTa o
NPOBEAEHHOM KMMHMYECKOM MWCCMedOBaHMU FeKapCTBEHHOro npenapata Ans MeguUMHCKOro NPUMEHEHUs, He
cofepXallero ncyepnbiBaloLWero nepeyHsi HeoOXoaANMbIX CBEAEHWN.

5. B TeueHne nsaTHaguaTu paboymx OHEW CO OHS MOSNyYEeHMS PELUEeHUs YNONHOMOYEHHOro deaepanbHoro
opraHa VCMOSTHUTENbLHON BNacTh O BO30OHOBIEHNM FOCYAapCTBEHHOW perucTpaumnm nekapcTBEHHOro npenapara u
NpOBEAEHUN YyKa3aHHbIX B 4YacTM 1 HacTosLLen CcTaTbW 3KCMEepTU3 3asBUTENb MNpeacTaBnser B 3IKCNepTHoe
yypexaeHne [ansi NpoBeAeHUs 3SKCNepTM3bl KayecTBa JeKapCTBEHHOro cpefcTBa obOpasubl fiekapCTBEHHOMO
npenapata Ans MEeOUUMHCKOTO  MPUMEHEHWsi, MNPOU3BEOEHHOr0 B COOTBETCTBUM C  TpeboBaHuAMM
OMNbITHO-NPOMBILLIIEHHOTO W (MMK) NPOMBILLMEHHOIO pernamMeHToB, YTBEPKAEHHbIX pyKOoBOAUTENEM NPON3BOAUTENS
NeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYKOLIMX criydasix obpasey dhapmMaueBTUHECKOW cybcTaHuum,
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
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TeCT-lWTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNeTOK, obpasiubl BelecTB, NPUMEHSEMbIX AMS KOHTPONSA KadecTBa
NeKkapCcTBEHHOro cpeacTsa NyTeM CpaBHEHWS C HAMWU UCCMeayeMOoro NeKkapcTBEHHOro CpeAcTBa, B KONMMYecTBax,
HeobxoauMbIX ANs BOCNPOU3BeAeHNS METO40B KOHTPONA KadecTaa.

(B peq. ®PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. Mpn nonyyeHnn obpasLOB NekapCTBEHHOro npenapara U hapmaueBTU4ECKON CyOCTaHUMM 3KCNepTHoe
yypexaeHue BblAaeT 3asiBUTEN0 OOKYMEHT, MOATBEPXKAANLNMA NOMyYeHUe ykasaHHbIX 0OpasuoB, M B CPOK, He
npeBbllWaWnA  Tpex paboumx [Hew, yBegooMnseT B MNUCbMEHHOW dopMe 06 3STOM  YNOAHOMOYEHHbIN
deaepanbHbIi opraH UCNOSHUTENBHOW BNACTMW.

7. Cpok Ons npegcTtaeneHus 3assButeneM obpa3uoB NEKapCTBEHHOro npenapaTta u dapmaueBTUyeCKon
cybcTaHuumM 1 CpoK YBEAOMIEHUS IKCMEPTHBLIM y4pexaeHneM o6 3TOM B MMCbMEHHOW hopMe YNONHOMOYEHHOTO
dhegepanbHOro opraHa UCMOTHUTENBHOW BNACTK, YKa3aHHbIE B 4acTaX 5 u 6 HACTOsLWEN cTaTby, HE BKIOYAKOTCS B
CPOK NpoBeAeHUs yKasaHHbIX B YacTu 1 HACTOsILLEN CTaTby AKCNEPTUS.

8. [IoKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE yUpexaeHe Ang npoBefeHUs yKkasaHHbIX B 4acTu 1 HacTosiLwen
cTaTbM 3KCNepTM3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIW defeparnbHblid OpraH WCNONHUTENbHOW BnacTu
OAHOBPEMEHHO C 3aKMIOYEHNAMN NO pe3dynbTaTam yKa3aHHbIX 3KCNepTn3.

Cratba 24. DkcnepTm3a kadyecTBa fIeKapCTBEHHOrO CPeacTBa U 3KCNEPTM3a OTHOLLIEHUS OXMAAEMOW MOMb3bl
K BO3MOXXHOMY PUCKY MPUMEHEHUS NekapCTBEHHOMO Npenaparta Ansi BETEPUHAPHOIo NpUMEHeHMs

1. OkcnepTu3a kayecTBa IEKAapCTBEHHOrO CpeacTBa M 3KCMEpPTU3a OTHOLUEHMS OXMOAEMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans BeTepUHapHOro NpUMEHEHUs, cocTaBneHue
KOMUCCUAMM SKCNEPTOB 3aKIMOYEHN NO pesynbTaTaM yKa3aHHbIX 3KCMepTU3 U HanpaBneHne Takux 3akniovYeHnn B
YMONHOMOYEHHbIV doefeparnbHblii OpraH UCNONHUTENBHOW BNACTU OCYLLECTBASAIOTCA B CPOK, HE NpeBbILLaoLLuin cTa
aecatn pabounx OHEN CO OHSI NONyYEHUsT SKCMEPTHBIM yupexaeHmeM 3agaHusa YNonHOMOYEHHOro dgeaepansHoro
opraHa UCNOSTHUTENBHOM BracTh C AOKYMEHTaMK, ykasaHHbIMU B nyHkTax 1 - 8, 10, nognyHktax "a" - "a", "x" - "m",
"n" - "d" nyHkTa 16 1 nyHkTe 17 yactu 3 ctatbn 18 HacToswero egepanbHOro 3akoHa.

2. B TeuyeHve naTHaguaTu paboymx OHEeW CO OHS MOMyYEeHMS PeLUeHUs YNONHOMOYEHHOro deaepansHoro
opraHa MCMOSTHUTENbHOW BMacTy O NPOBEAEHMM yKa3aHHbIX B YacTu 1 HACToALen CTaTbW 3KCNEpTM3 3asBUTENb
npeacTaBnseT B 3KCNEpTHOE yypexaeHwe Ans npoBefeHUs 3KCNepTM3bl KayecTBa feKkapCTBEHHOro cpeacTsBa
obpasubl NeKkapCTBEHHOrO npenapaTta Afs BETEPUHAPHOrO MPUMEHEHUSA, MPOM3BEOEHHOr0 B COOTBETCTBMU C
TpeboBaHMAMMN TEXHOMNOMMYECKNX PEFMaMEHTOB, YTBEPKAEHHBIX PYKOBOOUTENEM MPOU3BOAUTENS NEKAPCTBEHHbIX
cpencTB, a Takke obpasel, hapMaLeBTUHECKON CYOCTaHLUMM B KONMYECTBAaX, HEOOXOOUMBIX ONs1 BOCNPOU3BEEHNS
MEeTOO0B KOHTPONSA KayecTsa.

3. Mpu nonydeHun obpasLOB fNekapCTBEHHOro npenapata 1 apmaueBTUYECKO CyOCTaHLUN 3KCNepTHOe
yypexgeHue BblAaeT 3asBUTEN0 OOKYMEHT, MOATBEpPXAaloWmi nofyvyeHne ykasaHHbIX obpasuoB, 1 B CPOK, He
npesbllaWnn - Tpex paboumx aOHen, yBedomnisieT B MUCbMEHHOW ¢opme 06 3TOM  YNOMHOMOYEHHbIN
denepanbHbIA OpraH NCNOSTHUTENBHOW BNacTuU.

4. Cpok gns npepcTaBneHus 3asiButenem obpasuoB NekapCTBEHHOro npenapata u apmaueBTUYeCcKon
cybCcTaHUUN 1 CPOK YBEOOMITEHUS SKCNEPTHBIM yypexaeHneMm o6 3TOM B NMUCbMEHHOW hopMe YyNONHOMOYEHHOMO
drefepanbHOro opraHa UCMONMHUTENbHOW BNacTH, YKasaHHble B YacTax 2 U 3 HaCcToSLLEN CTaTby, HE BKITOYAOTCA B
CPOK NpoBeAeHUs yKasaHHbIX B YacTu 1 HACTosLLEN CTaTby AKCNEpPTUS.

5. [IOKyMeHTbI, MOCTYNMBLUME B 3KCNEPTHOE yupexaeHne Ang npoBefeHus yka3aHHbIX B 4acTu 1 HacTosiLwen
cTaTbM 3KCNepTM3, noarexar Bo3BpaTy B YMNOMHOMOYEHHbLIN deaepanbHbIi opraH UCMOMHUTENbHOW BRacTu
OZIHOBPEMEHHO C 3aKMYeHNAMN No pesyrnbTaTaM yKasaHHbIX 3KCNepTU3.

Cratbs 25. [ToBTOPHOE NPOBEAEHNE SKCMEPTU3bI NIEKAPCTBEHHBIX CPEACTB U 3TUHECKON 3KCNEpPTU3bI

1. B cnyyasix HegocTaTo4yHOM OGOCHOBAHHOCTM UMM HEMOSHOTbI 3aKMYEHUsSI KOMUCCUMU 3KCMEepTOB UMK
coBeTa MO OTUKE, HanMMuMss B HeM MPOTUBOPEUMBLIX [OaHHbIX, danbcudukaumm BbIBOOOB 3KCNEpTU3bl
rieKapCTBEHHOIO CPEeACTBa U (UNN) 3TUYECKOWN IKCNEePTU3bI, COKPLITUS OT YNONTHOMOYEHHOro deaepanbHOro opraHa
MCMOSNHWUTENbHON BNacT OCHOBAHMWI Afs OTBOAA SKCMepTa BCreACTBUE ero 3auHTEPEeCcOBaHHOCTU B pesyrnbTaTax
COOTBETCTBYIOLLLEN 3KCMNEPTU3bl, HaNM4YMA [aHHbIX O MPSIMOM NMGO KOCBEHHOM BMelLaTenbCcTBe B Npouecc
COOTBETCTBYHOLLEN 3KCMEPTU3bl NLL, HE Y4acTBYHOLLMX B ee NpoBeAeHMUN, HO OKasaBLUMX BRUSIHWUE Ha Mpouecc u
pes3ynbTaTbl ee NpoBeAeHUs, YNONHOMOYEHHbIM dbeaepanbHbiM OpraHOM UCMONHUTENBHON BNacTu HasHavaeTcs
MOBTOPHas 3KCNepTM3a NekapCTBEHHOrO CPeACTBa M (UNK) aTMYecKkas aKcrnepTusa.
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2. [loBTopHass aKcnepTuU3a NEKapCTBEHHOr0 CpeacTBa MNPOBOAMTCSA B CPOK, YCTaHOBMEHHbIN
YMOMHOMOYEHHbIM (befepanbHbIM OpraHoOM UCMOMHUTENbBHOW BRacTy U He MPEeBbILALLNA copoka pabounx aHen
CO [HS MONy4YeHUs SKCNepTHbIM yupexaeHMeM 3afaHusa Ha npoBeAeHe NOBTOPHOW 3KCNEpPTU3bl NEKApCTBEHHOTO
cpencTtea, MOBTOpPHAsi 3TMYECKasi 3KCnepTu3a - B CPOK, He MpeBblllaWwmMn naTHaguatM paboumx gHem co AHs
nony4eH1s COBETOM MO 3TUKE 3afaHusl Ha NPoBeAEHNE MOBTOPHOM 3TUYECKOWN AKCNEPTU3bI.

3. ®uHaHcOBoe obecrnevyeHne BbLIMOMHEHUS 3afdaHWst Ha MpoBedeHWe MOBTOPHOW  3KCMEpPTU3bI
NeKapCTBEHHOIO CpefAcTBa He OCYLECTBMSETCH, W CPeacTBa, NEpPeYnCrieHHble paHee Ha MpoBedeHue Takow
3KCMepTM3bl, Nognexar Bo3Bpaty B hefeparnbHbii BroaxerT.

Ctatbs 26. YcKopeHHasi npouenypa 3KCrnepTu3sbl eKapCTBEHHbIX CPeACTB

1. YckopeHHasa npoueaypa aKCcnepTusbl NeKapCTBEHHbIX CPeacTB B LEnsX rocygapCTBEHHOW perucrpaumm
NeKkapCTBEHHbIX NpenapaToB NPUMEHSAETCH B OTHOLLEHMU BOCMPOU3BEAEHHbIX NEeKapCTBEHHbIX npenapatos. [pu
npoBedeHUN Takou npoueaypbl MPeacTaBnsalTCa MHAGOpMaUMs, NOMyvyeHHas npu nNpoBeAEHMM KITMHUYECKMX
NccneaoBaHUN fieKapCTBEHHbBIX NpenapaToB U onybnvkoBaHHas B CNeuManm3npoBaHHbIX NeYaTHbIX M3gaHusaX, a
Takke AOKYMEHTbl, cogepxalue pesynbTaTbl MCCregoBaHUss OMO3KBMBANEHTHOCTUM M (Mnn) TepaneBTU4eCcKoW
9KBMBANEHTHOCTM NEKAPCTBEHHOrO npenapara Ans MeguuMHCKOrOo NPUMEHEHUs UM pesynbTaTbl MCCnefoBaHus
OG1O3KBUBANEHTHOCTUN NIEKAPCTBEHHOIO NpenapaTa Ansg BETEPUHAPHOro NPUMEHEHNS.

2. YckopeHHasd npouefypa 9KCnepTusbl JEKApCTBEHHbIX CPeACTB He MNPUMEHSIETCA B  OTHOLLUEHMM
UMMYHOBMONOrMYECKNX JEeKapCTBEHHbIX MpenapaToB, NPenapaTtoB WHCYNMHA W JfekapCTBEHHbIX NpenapaTtos,
BrepBLIE perncTpupyemolx B Poccuiickon ®egepaumn.

3. YckopeHHaa npouefypa 9KCNepTU3bl  fEeKapCTBEHHbIX CPeAcTB  MPOBOAMTCA MO peLUeHunio
COOTBETCTBYIOLLEro YNOTHOMOYEHHOro doefepanbHOro opraHa UCMOMNHUTENbHOW BNacTu B CPOK, HE NPEBbILLIAIOLLMNA
wectnaecatm paboumx gHewn. MNMpu 3TOM 3KCNepTM3a AOKYMEHTOB, COAEPXKALLMXCHA B PEMMCTPALMOHHOM OCbe, OIS
nonyyeHus paspelleHuss Ha npoBedeHUe KIIMHUYECKOro MWCCrefoBaHWs JNEKapCTBEHHOro npenapaTta  Ans
MEeLMLMHCKOro NMPUMEHEHMS U 3TMYECKasi SKCNepTM3a NpoBoAATCS B CPOK, HE MPEBbILWAKLNA NATHAALATU paboumx
OHen, aKcnepTMsa KadecTBa JIEKAPCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLIEHUS OXUOAEeMOMW Monb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHWSI NEKAapCTBEHHOrO npenapara - B CPOK, HE MPEBLILIAOLWMIA copoka NATU paboumx
OHEen.

4. YckopeHHas npoueaypa aKkcnepTusbl NeKapCTBEHHbLIX CpeacTB MpoBOAUTCHA B nopsake, YyCTaHOBMEHHOM
ctatbsamn 17 - 20, 23 n 24 Hactosuwero degepanbHOro 3akoHa, U He O3Ha4YaeT CHWKeHWss TpeboBaHUM K
6e3onacHoOCTH, Ka4yecTBY M 3P(EKTUBHOCTM NIEKaPCTBEHHbIX NpenapaTos.

Cratba 27. PelweHne o rocygapCTBEHHON pernctpaumnmn nekapcTBeHHOro npenapara

1. B cpok, He npeBblwarowmn NaTn pabounx gHen co OHS NOMyYeHUs 3aknioYeHUin KOMUCCUM IKCNEepPTOB Mo
pesynbTataM aKCnepTu3bl KadecTBa NEKapCTBEHHOro CpeacTBa M 3KCMEepPTU3bl OTHOLLEHUS OXWAAeMOMn Morb3bl K
BO3MOXHOMY  PWUCKY TMPUMEHEHUS  feKapCTBEHHOro npenapaTta, COOTBETCTBYHOLUMA  YNONMHOMOYEHHbIV
degepanbHbI OpraH UCNOMHUTENBHOW BNAcTu:

1) ocywecTBnseT OLUEHKY TaKMX 3aKMYeHun ans onpegeneHns ux COOTBETCTBUSA 3agaHuIO Ha nNpoBedeHue
yKa3aHHbIX 3KCMepTus;

2) npyHMMaeT pelleHVWe O FroCyAapCTBEHHON perucrpaumy nekapcTBeHHOro npenaparta unm o6 oTkase B
rocyfapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT NpW NPUHATUM PELLEHUS O rOCYAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara AaHHble o
3aperncTpupoBaHHOM NeKkapCTBEHHOM Mpenapare, B TOM 4ucne o hapMaLeBTUYEeCcKOn CyOCTaHuMW, BXOASALLEN B
COCTaB feKkapCTBEHHOro npenapara, B rocyapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB U BblAAeT 3asBUTENIO
perncTpauMoHHoe  yOOCTOBEpPEHME  feKkapCTBEHHOro  npenapata, dopma  KOTOporo  yTBepxaaeTtcs
YMNONMHOMOYEHHbIM  (pefeparnbHbIM  OpPraHoM  UCMONMHUTENbHOW  BNacTW,  COrfacoBaHHble  HOPMAaTUBHYHO
OOKYMEeHTauMo, HOPMATUBHbLIA OOKYMEHT, MHCTPYKLMIO MO NPUMEHEHUIO NEeKapCTBEHHOro npenapata U MakeThbl
NepPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOMTENBCKOW) YNaKkoBKN C YKa3aHMEM Ha HUX HOMepa PerncTpaLyoHHOro
YOOCTOBEPEHMSA NeKapCTBEHHOrO npenapara v AaTbl ero rocygapCTBEHHON perncTpaunn unn B crnyvyae npuHATUS
peleHns ob oTkase B rocynapCTBEHHOM perucrpaumv NnekapcTBEHHOro npenapata yBeooMIsieT B NMUCbMEHHOW
dopme 3asaBuTENS 06 3TOM C YKa3aHMEM NPUYMH TaKoro oTkasa.

2. OcHoBaHWeM p[fia oOTka3a B rOCydapCTBEHHOW perucTpaumy nekapcTBEHHOro npenapara sBrsieTcs
pelleHne COOTBETCTBYIOLLEro YNONHOMOYEHHOro (hefepanbHOro opraHa WCMNOMHUTENbHOW BrlacTu O TOM, YTO
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KayectBO UK (unu) 3PEPEKTUBHOCTbL PErMCTPUPYEMOro feKapCcTBEHHOro npenapata He MOATBEPXKAEHbI
NONy4YeHHbIMMU AaHHBIMU UMM YTO PUCK MPUYMHEHUS Bpeda 340POBbI0 YenoBeKa WIM XMBOTHOrO BCREACTBME
npuema nekapcTBeHHOro npenapara npeBbIlWaeT 3PPEKTUBHOCTb €ro NPUMEHEHNS.

(B pea. ®PenepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. Mpwn rocynapcTBEHHOW perucTpauun nekapCTBEHHOro npenapara, BKMIOYEHHOrO B MepeyvYeHb KU3HEHHO
HeoOXOAMMbIX N BaXXHEMLLMX NIEKAPCTBEHHbIX NpenapaToB, He0OXoAUMbIE AaHHbIe 3aHOCATCS B rOCYAapCTBEHHbIN
peecTp npefenbHbIX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha NeKapCTBEHHbIE MpenaparThl, BKIOYEHHbIE B YKa3aHHbIN
nepeYveHsb.

Cratbs 28. PernctpaunoHHoe yooCTOBEPEHUNE NIEKaPCTBEHHOO Npenapara

1. PerncrtpaunoHHoe yaoctoBepeHMe NeKapCTBEHHOro npenapata C ykasaHMeM NeKapCTBEHHbIX hopMm U
O03MPOBOK BblaaeTcss 6eccpoyHo, 3a  WCKMYEHUEM PErMcTpauMoOHHOro YOOCTOBEPEHUS  feKapCTBEHHOrO
npenapaTa, BblJaBaemMoro CO CPOKOM [AEWCTBMS NATb NEeT, Ha BMepBble perucTpupyembie B Poccuinckon
depepaummn nekapcTBeHHbIE Npenaparhbl.

2. o ncrevyeHun ykasaHHOro B Yyactu 1 HacTosiLen cTaTbM CpoKa BblaaeTcst 6eCcCpoyHOe perncTpaumnoHHoe
yOOCTOBEPEHME NEKAPCTBEHHOMO Npenapara npu ycrnosum NOATBEPXKAEHWST €ro rocyaapCTBEHHOW perncTpauum.

Cratbs 29. MoateepxaeHWe rocyaapcTBEHHON pPerMcTpaummn NekapcTBEHHOTO Npenapara

1. MNoaTBepxaeHve rocygapCTBEHHOW perncTpauun nekapCTBEHHOrO npenapaTa OCYLeCTBSeTCs npu
Bblgavye 0eccpoYHOro perncrTpaumoHHOrO YOOCTOBEPEHMS NEKApCTBEHHOIO Mpenapara B criyyae, yKasaHHOM B
Yyactu 2 ctatbn 28 Hactoswero ®egepanbHOro 3akoHa, B CPOK, He MpeBbIaoWMiA AeBsAHOCTa paboynx OHEWR co
OHS  MOMyYeHUsa COOTBETCTBYHOLUMM YNONTHOMOYEHHBIM ddefepanbHbiM  OpPraHOM  UCMOSIHUTENBHON BNacTu
3a8BNeHNss O NOATBEPXKAEHMM TrOCYAApPCTBEHHOMW pPerucTpauumn nekapcTBEHHOro npenapara, 0OpPMIIEHHOMO B
COOTBETCTBMU C YacTbio 2 ctaTtbk 18 HacToswero ®egepansHOro 3akoHa.

2. lNopTtBepxaeHne rocydapCTBEHHOW perncTpaumm IeKkapCTBEHHOro npenapaTta OCyLecTBnseTca Mo
pe3ynbTataM 3KCNepTU3bl OTHOLLEHUS OXWOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOro
npenapaTta, a Takke 3KCNepTusbl KayecTBa JIEKApPCTBEHHOro CpeacTBa, MPOBOAMMON B Crlydae BHECEHWS
N3MEHEHW B HOPMATUBHYHO JOKYMEHTALMIO UITM HOPMATUBHbBIVA LOKYMEHT.

(vacTb 2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3asBneHvio o0 noaTBEpPXOEHUM TOCYOapCTBEHHOW pervcTpauMn nekapcTBEHHOrO npenapara
npunaralTca  OOKYMEHT, MoATBepXAalwwWwui ynnaTy rocydapCTBEHHOM MOWMMHBI  3a  NoaTBeEpXAeHue
rocy4apCTBEHHOWN perncTpaumm fiekapcTBEHHOrO npenapara ais MeauUMHCKOro NPUMEHEHUS UM NIEKAPCTBEHHOTO
npenapaTa Ansi BETEPUHAPHOro NMPUMEHEHUS, OOKYMEHT, COAepXallmn pesynbTaTbl MOHUTOPUHIa 6e3onacHoCcTn
NeKapCTBEHHOro npenaparta, MpPoOBOAUMOro 3aaBuTenemM, Mo ¢opMe, YCTAHOBMEHHOM COOTBETCTBYHOLLNM
YMOMHOMOYEHHbIM  dhefepanbHbIM  OPraHoOM  MCMOMHUTENbHOW BnacTn. HopmatMBHaa [oOKyMeHTauus unu
HOPMAaTUBHbIN OOKYMEHT, MPOEKT WMHCTPYKUMU MO MPUMEHEHWUI0 NIEKAapCTBEHHOro npenapaTta, NPOEKTbl MakeToB
NepBMYHOM YMAKOBKM U BTOPUYHOM (MOTPEOMTENBCKOW) YMaKoBKU FEKApCTBEHHOrO npenapaTta npunarawTca K
3a8BNEHNI0 O MOATBEPXKOEHUN TFOCYOAPCTBEHHOW peructpauumn InekapCTBEHHOro npenapata BHOBb TOMbKO B
crnyyae, eCcrnv B HUX BHOCSTCS U3MEHEHMS.

(vacTb 3 B peq. ®egepansHoro 3akoHa ot 29.11.2010 N 313-93)

4. B TeyeHve gecAaTn paboymx OHEN CO AHSA MPUHATUA 3asiBIIEHUst O MOATBEPXKAEHWM rOCYyOapCTBEHHON
perucTpaumMm NekapcTBEHHOro npenapata U HeobxoAMMbIX [OKYMEHTOB COOTBETCTBYHLUWUA YNOSIHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTU:

1) npoBoOAMT NPOBEPKY MNOMHOTBI WU [OCTOBEPHOCTU CBEAEHWN, COAEpXalUMXCs B MNpeacTaBleHHbIX
3aaBuUTENEM MaTepuanax;

2) NpYHMMAaET peLleHne O NpoBedeHun unm ob oTkase B NPOBEAEHUN IKCMNEPTU3bl OTHOLLEHUS OXUOAeMOon
nonb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUS §eKapCTBEHHOro Mpenapara, a Takke 3KCNepTu3bl KayecTBa
NIeKapCTBEHHOrO CpeacTBa, NPOBOAMMOW B Crlydae BHECEHMSI M3MEHEHUN B HOPMATMBHYHO OOKYMEHTALMIO UMK
HOPMAaTUBHbIN JOKYMEHT;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegoMnsAeT B NMUCbMEHHOW DOPMe 3asiBUTENS O NMPUHATOM PELUEHUN UMW B Cryvae MPUHSTUSA peLLeHs
06 oTkase B NpOBEAEHUN IKCMEPTU3bI C YKa3aHWEM NPUYUH TAKOro oTkasa.

5. OcHoBaHMeM sl OTka3a B MPOBELAEHUWN IKCMEPTU3bI OTHOLUEHMSI OXMAAEMOW MONb3bl K BO3MOXHOMY
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

pUCKYy MNPUMEHEHUS NEeKapCTBEHHOro npenapata W (Unu) 3KCNepTM3bl KayecTBa FEKapCTBEHHOrO CpeacTBa
SBNAETCHA NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTax 1 u 3 HacTodwen ctaTby, B HEMOMHOM 0bbeme mnu
OTCYTCTBME B NpeACTaBfeHHbIX AOKYMEHTaX NCHEPNbIBAOLLNX CBEAEHUN, KOTOPbIE AOMKHbI OblTb OTPaXKEHbI B HUX.
(vacTb 5 B peg. ®PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

6. OkcnepTu3a OTHOLUEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS neKkapCTBEHHOIo
npenapata u (MnNn) aKCnepTM3a KadecTBa JIEKAPCTBEHHOrO CpeAcTBa B LIENSAX NOATBEPXKAEHUSI rOCygapCTBEHHOM
perncTpaumm JekapcTBEHHOro npenapaTta MNPOBOAATCS Ha OCHOBaHUM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTosiWwen cTaTbW, B nNopsgke, YCTaHOBAEHHOM 4Yactamm 5 - 8 ctatbm 23 u cratben 24 HaCToOsLLEro
depepanbHOro 3akoHa.

(4acTb 6 B peg. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepvon npoBegeHus npoueaypbl NOATBEPXKOEHUS rOCyAapCTBEHHOW peructpauumn nekapCTBEHHOro

npenapaTta ero rpaxxgaHckun obopoT ocyLecTBnseTcs Ha TeppuTopumn Poccuiickon ®epepauuu.

Cratba 30. BHeceHuMe un3MeHEHMN B [OOKYMEHTbl, cojepxalimecd B PerncrtpaumMoHHOM [OoCbe Ha
3aperncTpUpoBaHHbIV NEKapCTBEHHBIN NpenapaT 415 MEAULMHCKOro NpYMEHEHMS

1. B uensx BHeCeHMS W3MEHEHWN B [AOKYMEHTbl, CoAepXalnecs B PEerncrpauuMoHHOM [OCbe Ha
3aperncTpupoBaHHbIV MeKapCTBEHHbIN npenapaTt Ans MeAVMUMHCKOro NpUMEHEeHWs, 3asiBuTenb npeacTaBnseT B
YNOSIHOMOYEHHbIN dbeaeparnbHbIi OpraH UCMONHUTENbHOW BRacTW 3asiBfieHWe O BHECEHUWM TakUX WU3MEHEHWN no
dopme, yCTaHOBMEHHON YMONMHOMOYEHHbIM dheaeparnbHbIM OPraHoOM MCMNOMHUTENbHOW BNACTU, U NPUIOXKEHHbIE K
HeMy M3MeHeHUsi B yKa3aHHble OOKYMEHTbl, a Takke AOKYMEHTbl, NOATBepXaarwmne HeobxoanMOCTb BHECEHUS
TakMX Wu3MeHeHuW. [IpuHATME pelleHuss O BHECEeHUW TaKMX MW3MeHeHMn wunm o6 oTkase B WX BHECeHuu
OCYLLECTBMAETCA B CPOK, He MNpeBblllallmin geBaHoCTa paboymx AHEeW CO AHA MPUHATMS YMONTHOMOYEHHbIM
dhegepanbHbIM OpraHoM UCMONHUTENBHON BNAcTK 3asiBNEHUS O BHECEHWUWN TakuX 3MEHEHWI.

2. B cny4ae BHeCEHUSA U3MEHEHUIN B MHCTPYKLMIO MO NPUMEHEHMIO NeKapCTBEHHOMO NpenapaTa B OTHOLIEHUN
cBedeHUN, yKasaHHbIX B moAgnyHkTax "r" - "n", "x" nyHkTa 16 yactn 3 ctaTbm 18 HacToswero ®egepanbHOro 3akoHa,
B COCTaB feKapCTBEHHOro npenapata Ans MEAWLMHCKOro MNPUMMEHEHWs, U3MEHEeHWsT MecTa MpOM3BOACTBA
neKapCTBEHHOro npenapaTta Ans MeauuMHCKOro NpUMeHEeHNs, U3MEHEHUS nokasaTenen kayecTBa nekapCTBEHHOMO
npenapaTa Ans MeauuUHCKOro NpMMeHeHus 1 (M) MeTOA0B KOHTPOMS KavyecTBa NlekapCTBEHHOro npenapara ang
MEAMLMHCKOrO MNPUMEHEHNs, W3MEHEHUs CpoKa TrOoAHOCTW JIeKapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NPUMEHEHNS NPOBOAMTCH 3KCMEepPTM3a feKapCTBEHHbIX CPEACTB B YaCTWM 3KCMEpPTU3bl KavyecTBa fekapCTBEHHOro
cpeacTsa 1 (MNn) aKCNepPTU3bl OTHOLLEHWS OXMOAEMOW NOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUsI MeKapCTBEHHOro
npenapaTta Ans MeAMUMHCKOro npuMeHeHus. B cnyyae HeoGXoOAMMOCTW BHECEHWS WMHbIX U3MEHEHWA B AaHHY0
WHCTPYKLUMIO 3KCMepTM3a JIeKapCTBEHHOro CpeacTBa Ans BHECEHUsT TakuxX W3MEHeHWA B CcBedeHus O
3aperncTpupoBaHHOM NeKapCTBEHHOM MpenapaTte He NPOBOAMTCS.

(B pea. PegepanbHbix 3akoHoB oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-93)

3. C 3asABneHnem O BHECEHWM MU3MEHEHMIN B OOKYMEHTbl, COAepXalimMecs B PermctpaumMoHHOM JOCbe Ha
3aperMcTpupoBaHHbIV NEKapCTBEHHbIN MnpenapaTt Ans MeAMUUHCKOrO MNPUMMEHEHUs, Hapsgy C OOKyMeHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosiwen CcTaTbW, MpPeacTaBnsloTCd [AOKYMEHTbl, nogTBepxgatowme ynnarty
rocy4apCTBEHHOWN NOLUSIMHbI 38 BHECEHWE U3MEHEHMWIN B MHCTPYKLMIO NO NPUMEHEHMIO NIeKapCTBEHHOro npenapaTta
ANs MeAULMHCKOro NPUMEHEHWs, rocyAapCTBEHHOW MOLLMNHBI 3@ BHECEHUE U3MEHEHWIA B COCTaB feKapCTBEHHOIo
npenapaTa Ans MeavunHCKOro NpUMeHeHMS.

4. B TedyeHvne pecatn paboumx OHEN CO AHA MOCTYNNEHMSA ykaszaHHOro B 4actu 1 HacToswewn ctaTbu
3asBMeHNst 1 HeOOXOANMbIX JOKYMEHTOB YNOMHOMOYEHHbIN heAepanbHbIi OpraH UCMOSTHUTENbHOW BNacTy:

1) npoBOAUT MpPOBEPKY MOMHOTbI WM [OCTOBEPHOCTU CBEAEHWI, COAepXaliMxcs B NpeAcTaBleHHbIX
3asgBuTENEM MaTepuanax;

2) npuHMMaeT pelleHue O NpoBedEeHMM YKasaHHbIX B 4YacTU 2 HacTosiWen CTaTbuM COOTBETCTBYHOLLMX
9KCNepTM3 NeKapCTBEHHOro cpedcTBa unmn ob oTkase B UX NPOBEAEHUN;

3) yBegomnseT B NMUCbMEHHOW (hOpMe 3asBUTENS O MPUHATOM PELUEHUUN UMW B Cly4vae MPUHSATUSA peLUeHNs
006 oTka3e B MpoBeAEeHUN COOTBETCTBYIOLLEN 3KCMEPTU3bI C YKaszaHNEM NPUYUH Takoro oTkasa.

5. OcHoBaHueM Ans OTKa3a B MPOBEAEHUM YKa3aHHbIX B YaCTW 2 HACTOSLLEN CTaTbM IKCMEpPTU3 ABMseTcH
npeacTaBrneHne OOKYMEHTOB, MepeyncrieHHbIX B Yactax 1 u 3 HacTosiwen cTaTbu, B HENOfiHOM obbeme wunu
OTCYTCTBME B MpeAcCTaBMNeHHbIX [OOKYMEHTax [OCTaTOYHbIX CBeAeHUNn, noATBepXaalwmx HeobXxoammocTb
BHECEHUSI U3MEHEHWIA.

6. YKkasaHHble B 4acTu 2 HACTOsILLEeW CTaTby IKCNEPTU3bl NPOBOAATCH B NOpsAKe, YCTAHOBIIEHHOM CTaTbeln
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

23 HacTtosuwero ®enepanbHOro 3akoHa.

7. B cpok, He npeBblaWmini NATK pabounx AHEn Co OHS NOMyYeHUs 3aKknioYeHUN KOMUCCUMIN SKCNepToB Mo
pe3ynbTaTtaM yKa3aHHbIX B 4YacTuW 2 HacCTosien CcTaTbM 3KCMEPTU3, YMNONMHOMOYEHHbIN dedeparnbHbid opraH
WCNONHUTENBHON BNAcTU:

1) NpyHMMaeT pelleHne O BHECEHUN U3MEHEHUI B JOKYMEHTbI, coaepXallnecs B permcTpaumoHHOM O0Cbe
Ha 3aperncTpupoBaHHbIN NIEKAPCTBEHHBIN NpenapaT Ans MeAMLUHCKOro NpMMEHeHUsl, unmn ob oTkase BO BHECEHUN
TaKnX U3MEHEHUN;

2) BHOCUT B rOCyOapCTBEHHbIN PEECTp feKapCTBEHHbIX CPEACTB Ha OCHOBAHWM PELUEHUS O BHECEHWUU
N3MEHEHWNI B OOKYMEHTHI, CoAepKallnecs B PEermcTpalMoHHOM OOCbe Ha 3aperMcTpupoBaHHbIA NIEKAPCTBEHHBIN
npenapaT 4N MeauLMHCKOro MpMMEeHeHusl, HeobXxoauMble M3MEHEHUS 1 BO3BpaLLaeT X 3asiBUTENHO.

8. OcHoBaHMeM [Ofis O0TKasa BO BHECEHWMM W3MEHEHWA B OOKYMEHTbI, COAepXallmecs B perncrpalmoHHOM
JOCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIN npenapaT AN MeOULUHCKOro MpUMEHEHUs, HBnseTcs
3aKknioyeHne ynornHOMOYEHHOro dedepansHOro opraHa WCNOMHUTENbHOM BNAacTM O BO3MOXHOCTM CHWXKEHUS
Be3onacHoCTH, kayecTBa, APEPEKTUBHOCTM NTEKAPCTBEHHOIO CPeACcTBa B Cllydae BHECEHUS TakMX U3MEHEHUN.

9. [onyckaeTca rpaxgaHckmi 00OpOT NeKapCTBEHHbIX MpenapaTtoB Ans MEAWMUMHCKOro NpPUMEHEHMS,
NpOV3BEeAEHHbIX 40 MPUHATUSA YMNOMHOMOYEHHbIM (heaeparnbHbIM OpPraHOM WCMOMHUTENBHON BNACTU peLUeHnsa o
BHECEHUM M3MEHEHUN B [OOKYMEHTbl, CoAepXaliMecs B PerncTtpaumoHHOM [OCbe Ha Takue JeKapCTBEHHble
npenapaTbl, N pelleHns 06 0Tka3e BO BHECEHWUM YKa3aHHbIX MU3MEHEHWIA.

Crtatbl 31. BHeceHMe W3MEHEHWii B [OKYMEHTbI, codepXaluMecss B perncTpauvoHHOM [oCbe Ha
3apEerMcTpUpPoBaHHbIii NTEKapCTBEHHBIV Npenapar Af1si BeTepMHapHOro NPUMEHEeHMs!

1. B uensx BHeECEHUS M3MEHEHWN B [OOKYMEHTbl, coepXawmecss B pernctpaumoHHOM [JOoCbe Ha
3aperncTpupoBaHHbIN NEKapPCTBEHHbLIN NpenapaT ANs BEeTePUHAPHOro NPUMEHEHMS, 3asiBUTENb NpeacTaBnsaeT B
YNONTHOMOYEHHbIN dedeparnbHblii OpraH UCNOMHUTENBHOW BriacTu 3asiBfieHNe O BHECEHWM TakuX U3MEHEHWUM no
opme, YCTaHOBIEHHOW YMOMHOMOYEHHbIM dheepanbHbiM OpraHoM UCMOSTHUTENBHOW BNACTU, U MPUIOXEHHbIE K
HEMY M3MEHEHUs B yKasdaHHble OOKYMEHTbI, a Takke OOKYMEHTbl, nogTBepxaawLme HeobxoaMMOCTb BHECEHWS
Takux W3MeHeHUN. [pUHATME peLleHns O BHECEHUW TaKMX M3MEHEeHUn unm o6 OoTKase B WX BHECEHUM
OCYLLECTBISIETCS B CPOK, He NpEeBbIlWAWMIA AeBAHOCTa paboymx OHEN CO OHSA MPUHATUS YNONTHOMOYEHHbBIM
degepanbHbIM OpraHoM UCMONTHUTENBHOW BNAacTU 3asBfEHUSI O BHECEHWMN TaKUX U3MEHEHW.

2. B cnyyae BHeceHUs W3MEHEHMI B WHCTPYKUMIO MO MPUMEHEHUIO NEKApCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO MPUMEHEHMUSI B OTHOLWUEHWM CBeAeHUA 00 W3MEHEHUsIX [OO3MPOBKM, CPOKOB BO3MOXHOMO
NCMNOMb30BaHMA MPOAYKLMU XUBOTHOFO MPOUCXOXAEHUS MOCME MPUMEHEHUSA NEKApPCTBEHHOro npenapara Ans
BETEPUHAPHOIO MNPUMEHEHUST MNPOBOAUTCS 3SKCMEepTU3a JEeKapCTBEHHOrO CpeAcTBa [Ansl BETEPUHAPHOro
npumeHeHns. B cnyyae HeobXoOUMOCTM BHECEHMSI MHbIX W3MEHEHWA B [OaHHY WHCTPYKLUUIO 3SKChnepTusa
NeKapCTBEHHOro CPpeACcTBa Ansi BETEPUHAPHOIO NPUMEHEHMS HE MPOBOAUTCS.

3. C 3asBNeHMEeM O BHECEHUM U3MEHEHWI B OOKYMEHTbI, CoAepKalliMecs B PEermcTpauMoHHOM OOCbe Ha
3apEermcTpUpPOBaHHbIA FIEKAPCTBEHHLIA MpenapaTt Afs BETEPUHAPHOro NPUMEHEHWs), HaApsdy C OOKYMEHTamu,
YKa3aHHbIMM B 4Yactu 1 HacTosien cTaTbW, MNPEACTaBnATCS [OOKYMEHTbl, noaTBepxaawlwume ynnaty
rocy4apCTBEHHOW MOLUMMHbLI 32 BHECEHWNE N3MEHEHMWI B UHCTPYKLMIO MO NPUMEHEHMIO NTEKAPCTBEHHOIO npenapaTa
AN BETEPUHAPHOI0o NPUMEHEHNS.

4. B cpok, He NpeBbILLaLWnA AeCATU pabounx OHEN CO OHSI MOCTYNSIEHWS YKa3aHHOro B YacTu 1 HacTosLen
cTaTbu 3asBMEHUs U HEeOOXOOMMbIX [AOKYMEHTOB, YMNOMIHOMOYEHHbIV beaepanbHbid opraH WCMOMHUTENBHOM
BNacTu:

1) NpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBELAEHWUW, COAEpXaliuxcs B NPeLCcTaBfIEHHbIX
3aaBUTENEM JOKYMEHTAX;

2) NpUMHUMMaET pelleHMe O NPOBEOEHUN IKCMEepPTU3bl JIEKApPCTBEHHOrO CcpeacTsa ANs BETEPUHAPHOro
NpuMeHeHus unm ob oTkase B ee NPOBEAEHUM;

3) yBegomnsieT B MUCbMEHHOM hopMe 3asBUTENS O MPUHATOM PELLUEHUN UMK B Crydae NPUHATUS peLleHus
00 oTkase B MPOBEOEHUN SKCNEPTU3bl NIEKAPCTBEHHOIO CPEACTBa AN BETEPUHAPHOrO MPUMEHEHUS C YKasaHUeMm
MPUYUH TaKOro oTKasa.

5. OcHoBaHVMeM Ons oTkasa B MPOBEOEHUN 3KCMepTU3bl NEKapCTBEHHOro CpeacTBa AMfsl BETepUHApPHOro
NPUMEHEHU SIBNSETCA NpeacTaBneHne JOKYMEHTOB, yka3aHHbIX B YacTax 1 1 3 HacTosilen ctatby, B HEMOMHOM
obbemMe wunu OTCYTCTBME B MNPEACTABMNEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHUI, noATBepXOartoLmnx
HEeo6Xo0UMOCTb BHECEHUS U3MEHEHUIA.
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6. 3Kcnemesa NNIeKapCTBEHHOro cpeacTea And BeTeEpUHAPHOro npuMmeHeHnsa B Lendax BHeCEHNA U3MEHEHUN B
OOKYMEHTbI, cofepXallnecs B peructTpauMoHHOM JOoCke Ha 3aperMcTpupOoOBaHHbI NEeKapCTBEHHbINA Npenapat Ans
BETEPUHAPHOrO MPUMEHEHMUS, OCYLWECTBNSETCA B MNOpsiAKe, YCTAHOBMEHHOM cTaTtben 24 HacToawero
degeparnbHOro 3akoHa.

7. OcHoBaHueM and OoTka3a BO BHeCeHUuun U3MEHEeHUN B OOKYMEHTbI, coaepXxawmeca B permctpaulmoHHOM
JOCbe Ha 3aperucTpupoBaHHbIA JIEKAPCTBEHHbIM MpenapaTt AOns BEeTepUHapHOro MNPUMEHEHUs, SBNSeTCS
3aKnoYeHne YnornHOMOYeHHOro denepanbHOro opraHa WCMNOMHUTENbHOW BMAcTM O BO3MOXHOCTU CHUXEHUS
GesonacHocTh, kayecTBa, 3P(EKTMBHOCTM EeKapCTBEHHOrO npenapaTa Ans BETEPUHApPHOro MPUMEHEHUS B
crly4yae BHECEHMS1 UBMEHEHWIA B YKa3aHHbIE AOKYMEHThI.

8. [onyckaeTcs rpaxgaHckuii 06OpOT NekapCTBEHHbIX MpenapaToB Afs BEeTEPUHApPHOro NPUMEHEHWS,
Npou3BeaeHHbIX 00 MPUHATUS YNONTHOMOYEHHbIM dbeaeparnbHbiM OpraHOM WCMOMHUTENBHOW BRAcTU pPeLleHus o
BHECEHUM U3MEHEHWA B [OKYMEHTbI, coepXalinecsa B perncrpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
nekapcTBEHHbIN NpenapaT Ans BETEPMHAPHOro NpMMeHeHus, nnmn o6 oTkase BO BHECEHUN YKa3aHHbIX U3MEHEHU.

Cratba 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapcTBEHHOro npenapara

PeweHne o006 oOTMEHe roCydapCTBEHHOW perncrpauum JfekapCTBEHHOro mnpenapata M UCKYEHUK
NeKapcTBEHHOro npenapata W3 [OCYQApCTBEHHONO  peecTpa  JEKAPCTBEHHLIX CPEACTB  MpUHMMAaeTcs
YNOJIHOMOYEHHbIM hefeparibHbIM OpraHOM UCMONHUTENBHON BriacTy B cryyae:

1) NnpeacTaBnNeHUss COOTBETCTBYHOLLMM YNOSIHOMOYEHHbIM befepanbHbiM OpraHoM UCMOSTHUTENLHOW BNacTu
3aKMIOYEHMST O pucke unnM o6 yrpo3e 300pPOBbIO, KU3HM YenoBeka WM KMBOTHOTO MPWU  MPUMEHEHUU
neKapcTBEHHOro npenapaTa, NpeBblllaloWmMX ero 3M@EKTUBHOCTb, MO pes3ynbTataM OCYLLECTBMSIEMOIO UM
MOHUTOPUHra 6e3onacHOCTW NeKapCTBEHHOIO NpenapaTa;

2) nogayn paspaboTyMKOM FeKapCTBEHHOIO CPeAcTBa MMM YNOMHOMOYEHHBIM UM OPYrMM HOPUANYECKUM
nMLoM 3asiBneHust o6 0OTMeHe rocyapCTBEHHOW perncTpauumn rnekapCcTBeHHOro npenapaTa;

3) HenoaTBepPXXOEeHUs rocyqapCTBEHHOW perncTpauumn NekapcTBEHHOro npenaparta no UCTeYeHuu cpoka
OEeVCTBUSI PEMUCTPALMOHHOTNO YAOCTOBEPEHWS], BbIAAHHOIO Ha NSATb NET;

4) HenpencTaBneHus 3asiBUTENEM uHdOpMauuK, KoTopasi MOXET MoBneyb 3a cobon HeobGXoaMMOCTb
BHECEHUS] W3MEHEHWIA B [OOKYMEHTbl, COAepXaliMecs B pPerncTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHLIN
neKapcTBEHHbIN NpenapaT, B TeYeHNe Tpuauati pabounx AHen co OHA HaCTYMNSEHNs 3TUX MSMEHEHWN;

5) oOcCyllecTBNeHWs TrOCYLapCTBEHHOW perucTpauuM neKkapcTBEHHOro npenapata Mo TOProBbIM
HauMeHOBaHWEM 3aperMcTpMpOBaHHOIO paHee nog 3TUM TOProBbIM HAMMEHOBaHUEM FEKAPCTBEHHOMO NpenapaTa;

6) OCyLLeCTBMEHUS TOCYQapCTBEHHOW perucTpauumn 3asiBUTENleM OOHOTO M TOrO K& JeKapCTBEHHOro
npenapaTa nog pasnu4HbIMU TOProBbIMU HAUMEHOBAHUSIMU;

7) BbIHECEHWS CyOOM peLlUeHUss O HapyleHun npaB npaBoobnagatenss o6beKkTOB WHTenneKkTyanbHOn
COBGCTBEHHOCTM NpW O0OpaLLEeHUN NeKapCTBEHHbIX CPeaCTB.

CraTbsa 33. [ocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB

1. FocynapCTBEHHbIN peecTp NEKAPCTBEHHBbIX CPEACTB COAEPXMUT MnepedeHb NeKkapCTBEHHbIX mpenapaTos,
npolleawnx rocyaapCTBEHHY perucTpaumio, nepeyeHb papmaleBTUYECKUX cyOcTaHuuiA, BXOOSLMX B COCTaB
nekapcTBEHHbIX NpenapaTo., 1 creaytoLLyo MHopMaumio:

1) B OTHOLLEHWW NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHoBaHWe NeKapCTBEHHOro npenapata (MeXAyHapodHoe HemnaTeHTOBaHHOe WIM XUMUYeckoe W
TOProBoe HaMMEeHOBaHUS);

6) nekapcTBeHHast hopma C yka3aHWem [O3MPOBKM JIeKapCTBEHHOro npenapaTta UM ero KonM4ecTea B
NoOTPeBGUTENLCKON YNaKkoBKe;

B) HAMMeHOBaHWe pa3paboTynka NekapcTBEHHOTO Npenapara;

r) HaMeHOBaHMe 1 afpec NPOU3BOAUTENS JIEKAPCTBEHHOTO NpenapaTa;

[) (hapmakoTepaneBTMYeckas rpynna NekapCTBEHHOrO npenapara;

€) NokasaHusl U NPOTMUBOTNOKa3aHWs K MPUMEHEHUIO NTEKapCTBEHHOTO Npenapara;

) NoGoYHble AeNCTBUA NekapCcTBEHHOro npenaparTa;

3) CPOK ro4HOCTY NekapcTBEHHOTO Npenapara;

1) YCNOBUSI XpaHEHWS NekapCcTBEHHOro NpenapaTa;

K) YCNOBUsi OTNycKa fekapCTBEHHOTO npenapara;
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n) Homep dhapmaKkonenHon ctaTbn UMK B CriyYae ee OTCYTCTBUS HOMEpP HOPMaTUBHOW AOKYMeHTauuu nubo
HOPMaTUBHOIO AOKYMEHTA;

M) AaTta rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOro npenapara v ero permcTpaumMoHHbIN HOMED;

2) B OTHOLLEHUMN hapMaLeBTUYECKNX CyOCTaHLNIA:

a) HavMeHoBaHue apmaLeBTUYeckon cybcTaHumMmn (MexayHapoaHoe HenaTeHTOBAaHHOE UM XMMUYECKoe U
TOProBoe HauMeHOBaHMS);

0) HaumeHoBaHVe u agpec npomssoanTens dapmaleBTUYeCKON cybcTaHumw;

B) CPOK ro4HOCTM hapMaLeBTU4ecKkon cybcTaHumuy;

r) ycnoBusi XxpaHeHus (bapmaueBTUYeCKon cybcTaHuum;

4) HoMep hapMakonenHomn cTaTbn UK B Ciydae ee OTCYTCTBUS HOMEpP HOPMaTMBHOW AOKYMeHTaumu nmbo
HOPMaTUBHOIO AOKYMEHTA.

2. ®apmaueBTudeckas cybcTtaHuus, Hencrnonb3yemasi npu MpoM3BOACTBE NEKapCTBEHHbIX MNpenapaTos,
MOXeT OblTb BKMOYEHa B rOCYAapCTBEHHbIA PEEecTp NEeKapCTBEHHbIX CPEACTB Ha OCHOBAHWMM  3asBIEHUS
paspaboTynka, NPon3BOANTENSA NEKapCTBEHHOIO cpeacTsa NMbo YNONHOMOYEHHOIO MU KOPMOANYECKOro Nuua npu
YyCNoBMM MNpoOBeAeHWs B OTHOLWEHUW Takom (papmaueBTUYEeCKOM CyOCTaHUMM  JKCnepTusbl  KayecTBa
hapmavneBTMYECKOWN CyOCTaHLMM B NopsaKke, YCTaHOBNEHHOM cTaTbeln 34 HacToswero PegepansHOro 3akoHa.

3. Nopsigok BegeHUs rocyaapCTBEHHOro peecTtpa NekapCTBEHHbIX CPpeacTB ANS MeAULMHCKOro NPUMEHeHUs
N NOpsifOK BedeHMs1 FOCyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX CpPeAcTB ANS BETEPUMHAPHOrOo NPUMEHEHUSsI
YTBEPXAAKTCA COOTBETCTBYIOLLMM YNOJIHOMOYEHHbIM befeparnbHbIM OPraHoOM UCTMOMHUTENBHOW BNacTu.

Cratbs 34. OkcnepTusa kadyecTBa papmaleBTMYEcKoi CyGCTaHLMKU, HeMCrorb3yemon Mpu Npou3BoACcTBe
NekapcTBEHHbIX NpenapaTos

1. Ans BknoyeHns dapMaueBTUYECKon CyGCTaHLMWM, HEMCNONb3yeMOn Npu NPOM3BOACTBE NEKapCTBEHHbIX
npenapaToB, B rOCyAapCTBEHHbIN PEeCTp fieKapCTBEHHbIX CPEACTB, MPOBOAMTCH 3KCNEepTM3a ee KavyecTsa.

2. OkcnepTu3a KayecTBa YyKkasaHHOMW B 4acTM 1 HacToswew cratby papmaueBTuyeckon cybcTtaHuum,
COCTaBMeHne KOMWCCUEN IKCMEepPTOB 3aKkMiOYEeHWW MNo pesynbTataM TakoW 3KCNepTu3bl U MX HanpasfeHue B
YMOMHOMOYEHHbIM dbefeparnbHbii OpraH UCMONHUTENBHOM BIAacTM OCYLLECTBSIIOTCS B CPOK, HE NpeBbillatoLLmi
wectugecatn paboymx OHEW CO OHA MOMYYEeHWs] 3KCMEPTHbIM YYpEeXOEHWEM COOTBETCTBYIOLLErO 3afaHus
YMOMHOMOYEHHOro defepansHOro opraHa MUCMOMHUTENbHOW BRacTM U JOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7
yacTtn 3 ctatbu 18 HacTosLwero PeaepanbHOro 3akoHa.

3. ns npoBedeHWst 3KCMepPTU3bl KadecTBa ykasaHHOW B yacTu 1 HacTosilen cTaTbl hapmaleBTUYeCKon
cybcTaHuum 3asBMTENb NPEACTABMSET B YNONHOMOYEHHbIV dhedeparnbHbIi OpraH UCNOMHUTENBHON BraCTU:

1) 3asBneHve O BKMIOYEHUM B [OCYAAPCTBEHHbLIN peecTp NeKapCTBEHHbIX CpeacTB  [aHHOW
hapmaLeBTUYECKON CyDCTaHLUMK;

2) DOKYMeHT, noArBepXdalowWwuin ynnaty rocygapCTBEHHON MOLUMMHBI 3@ BKMNOYeHWe hapmaueBTnyeckomn
cybcTtaHuumn, Heucnomnb3yemon Mnpu MNPOM3BOACTBE MEKapCTBEHHbIX MpenapaToB, B OCY4apCTBEHHbIN peecTp
neKapCTBEHHbIX CPEACTB;

3) OOKYMEHThI, yKa3aHHbIe B NyHKTax 4 - 7 yactu 3 ctatbn 18 HacToswero degepanbHOro 3akoHa.

4. B TedeHue naTU pabounx OHEW CO OHS MPUHATUS 3asiBNEeHMS O BKIHOYEHUW yKasaHHOM B 4Yactu 1
HacTosiLen ctaTbM hapmaueBTUYECKON CyOCTaHLUMM B rOCyOapCTBEHHBLIN PeecTp NeKapCTBEHHbIX CPEeACTB U
OOKYMEHTOB, NepeydncrieHHbIX B YacTn 1 U NyHKTe 2 YyacTu 3 HacTosLLEen CTaTby, YNONHOMOYEHHbIN befepanbHbli
opraH UCNOMHUTENBHOW BNacTu:

1) npoBoOAMT NPOBEPKY NOMHOThI AaHHbIX, COAEPXaLUMXCH B NPeACTaBMeHHbIX 3agBuTenemM AOKYMeHTax;

2) NpyuHUMaeT peLLeHne O HanpaBfeHUU B 3KCNepTHOEe yuypexaeHue 3afaHusa Ha NpoBefeHuEe 3KCNepTU3bl
KayecTBa ykasaHHOW B 4acTu 1 HacTosen ctatbn capmaueBTudeckon cybcTaHuum munm ob oTkase B TakoM
HanpasneHuu;

3) yBegoMnsieT B MMCbMEHHOW (POpME 3asABUTENS O MPUHATOM peLUeHUM UMK B Cryyae OoTkasa C yKasdaHuem
MPWYMH TaKoro OTKasa.

5. OcHoBaHMeM [Ons OTKasa B HafnpaBfeHMM B 3KCMEPTHOE YYpexaeHWe 3agaHus Ha MpoBedeHue
3KCMEepTM3bl KayecTBa YKa3aHHOM B 4acTm 1 HacTosAWeWn cTaTbu hapMaueBTUMYECKOW CYyOCTaHuuK SABMSIETCS
HenpeacTaBneHne JOKYMEHTOB, NepevncneHHblX B YacTu 2 1 NyHKTe 2 YacTu 3 HacTosILLen cTaTbu.

6. B TeueHne nsaTHaguaTu paboymx OHEW CO OHSA MONyYeHUs peLleHnst YNorIHOMOYEHHOro chefepansHoro
opraHa UCNONMHUTENbLHOW BriacTU O HanpaBfeHWM B 3KCMEPTHOE yupexaeHne 3afaHnst Ha NpoBeJeHe 3KCNepTu3bl
KayecTBa yKasaHHOM B 4acTu 1 HacTosilen cTaTbu hapMaueBTUYECKOW CyOCTaHUMK 3asiBUTENb NpeacTaBnseT B
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3KCMEepTHOE YyupexaeHue And npoBedeHMs AaHHOM 3KCnepTu3bl 0bpasubl hapmaueBTUYeckon cybcTaHuum B
Konm4ecTBe, HEOBXOAMMOM AN BOCNPOM3BEAEHNS METOAOB KOHTPONSA KayecTBa. JKCMEPTHOE yypexaeHune npu
nony4yeHun obpasuoB YyKasaHHOW B 4acTu 1 HacToswen cTaTtbn apMaueBTUYecKOn cybcTaHumMm BbloaeT
3aABUTEN0 OKYMEHT, NOATBEPKAAOLWUNN NONyvyeHne 3Tux obpasLoB, U B CPOK, HE MPEBbLILLAKLWNA Tpex padboumx
OHen, yBeooOMNAeT B NMUCbMEHHOW cdopme 06 3TOM YNONHOMOYEHHBLIN heaepanbHbIn OpraH UCNONTHUTENBHON
BMacTu. OTU CPOKM He BKIOYAKTCA B CPOK NPOBEAEHNst JaHHOW 9KCNepPTU3bI.

7. JOKyMeHTbI, MOCTYNUBLUME B 3KCMEPTHOE y4YpeXAeHMe A11S NPOBeAEeHMS SKCNepPTU3bl Ka4ecTBa yKasaHHOM
B 4YacTM 1 HacToswewn cTtaTbu papmaueBTUYECKOW CyOCTaHuuW, noanexaTr BO3BpaTy B YMOSTHOMOYEHHbIN
degepanbHbIi OpraH UCMOSTHUTENBHON BRlacT OOHOBPEMEHHO C 3aKMYEHUAMU MO pesyrnbTataM NPOBEAEHHOMN
3KCNepTm3bl.

8. B cpok, He npeBbIWaWmMn NATn paboynx AHEN CO AHSA MOMyYEeHUs 3aKMOYEeHNS KOMUCCUMM 3KCMEPTOB MO
pe3ynbTataM 3KCNepTM3bl KadecTBa yka3aHHOW B 4acTu 1 HacToswen crtaTtbu hapmaueBTU4eckon cybctaHuum,
YMOMHOMOYEHHbIV doeaeparnbHbli OpraH UCNOMHUTENbHOW BNAacTu:

1) oCyLLEeCTBNSAET OLEHKY TaKoro 3aknoyeHns ans onpeaeneHns ero COOTBETCTBMSA 3a4aHnio Ha NpoBeaeHue
OAaHHOW 3KCNepTU3bl;

2) NpUYHUMaeT pelleHWe O BKIYEHMM YKa3aHHOW B 4YacTu 1 HacTodwewn ctatbu dapmaueBTU4EeCKOn
cybcTaHuum B rocygapCTBEHHbIN peecTp nekapCTBEeHHbIX CPeacTB unu peweHne o6 oTkase B TaKOM BKITHOYEHUN;

3) BHOCUT nNpW MPUHATMU pEeLIeHUss O BKITKOYEHUW YKasaHHOW B 4actu 1 HacTodAwen craTtbu
dhapmaLeBTM4ECKON CyOCTaHLUMM B TOCYAApPCTBEHHbI PEECTP JIEKAPCTBEHHbIX CPeACTB MNpeayCMOTPEHHYH
nyHkToM 2 vactu 1 ctatbm 33 HacTosiwero PenepanbHOro 3akoHa MHGOpMauuio U yBegomnsieT o6 3ToM B
NUCbMEHHOW hopme 3aaBuTens.

Cratbsa 35. MNMoBTOpHOE NpeacTaBneHWe feKapCTBEHHOro npenapara, He MpoLIeALWero rocyaapcTBeHHOM
perncTpaummn nekapcTBeHHbIX Mpenapartos, Ha roCyAapCTBEHHYI0 PErMCcTPaLUIo NIeKapCTBEeHHbIX NpenapaToB

lMoBTOpHOE NpeacTaBneHme B COOTBETCTBYIOLMIA YNOMHOMOYEHHbIN dheaepanbHbin OpraH UCMONHUTENBHON
BMacTuW NekapCcTBEHHOro npenapara, He npolleaLwero rocygapCTBEHHOW perncTpauum nekapCcTBEHHbIX NpenapaTos
N1 MOMyYMBLLErO OTKa3 B yKa3aHHOW perncrpaumm 1 BMOCNEACTBMM NOABEPrLLErocs U3MEHEHMI0 B YacTu ero
cocTaBa, paccmaTpuBaeTCs Kak MpeacTaBfeHve HOBOro NekapCTBEHHOro npenapaTta Ha ero rocygapCTBEHHYH
perncTpaumio He3aBnCcMMO OT COXPaHEHUsI ero NePBUYHOIO HaUMEHOBaHMS.

Cratbsa 36. OGxanoBaHue peweHuna 00 oTkase B Bblgade pa3peweHna Ha npoBegeHune KIMMHN4YeCKnx
nccnegoBaHum NIeKapCTBEHHOIo npenaparta win pelweHnd 06 oTkase B Focyﬂ,apCTBeHHOIZ pernctpauunmn
J1IeKapCTBEHHOIO npenaparta

PelueHne cooTBeTCTBYOLLErO YNONHOMOYEHHOTO dheaeparnbHOro opraHa UCnonHUTenbHoOM BnacTn ob oTkase
B Bbldaye paspeLleHus Ha NpoBedeHne KNMHUYECKUX UCCnegoBaHWIM NeKapCcTBEHHOro npenapara unm pewexue ob
OTKase B roCygapCTBEHHOW perncrpauuu nekapCcTBEHHOro npenapaTta MoxeT 6biTb 06XanoBaHO B nopsiake,
yCTaHOBMEHHOM 3akoHoAaTenbcTBOM Poccuiickon Pegepaumm.

Ctatbs 37. MH(*)OpMaLI,I/IFI, CBA3aHHaA C ocylwiecTtBlieHneM Focyﬂ,apCTBeHHOIZ pernctpaunmn nekapCTtBeHHbIX
npenapartos, I/IH(bOpMaLI,VIFI O 3aperncTpmupoBaHHbIX JIEKAapPCTBEHHbLIX NMpenapartax U NeKapCTBEHHbLIX npenapartax,
MCKITIYEHHbIX N3 roCyaapCTBEHHOIo peecTpa JieKkapCTBEHHbIX CpencTB

1. CooTBETCTBYIOLLMI YNONHOMOYEHHbIM defeparnbHbli OpraH MCMNOMHUTENbHOW BNacTu pasmellaeT Ha
cBoeM oduumansHoM canTte B ceTn "MIHTepHeT" nHopMaLumio, CBA3AHHYIO C OCYLLEeCTBIIEHNMEM rocyAapCTBEHHOM
perncTpaumm nekapcTBEHHbIX NpenapaToB, B TOM 4YuCrie MpPOBELEHUEM SKCMepTu3bl NEeKapCTBEHHbIX CPEACTB,
MHbopMaLMIO O 3aperMcTpMpPOBaHHLIX JIEKAPCTBEHHbIX Mpenapartax MU NIeKapCTBEHHbIX Mpenaparax, UCKIMHYEHHbIX
N3 rocygapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeAcCTB, HE Mo3gHee 4Yem 4epe3 nATb paboumx gHen co OHs
Nnofy4eHnsi COOTBETCTBYHOLUM YNOSTHOMOYEHHbLIM dheeparnbHbiM OpraHOM MCMOMHUTENBHONM BAcTU 3asiBNIEHUS O
rocyapCTBEHHOW perucTpaumm nekapcTBEHHOro npenapaTa.

2. Cpokn 1 nopsaok pasmeLlleHns ykasaHHOW B YacTu 1 HacTosLen ctaTb MHpOpMaLMM yCTaHaBNUBAKTCS
YMOMHOMOYEHHbIM (heepanbHbIM OpPraHOM UCMONHUTENbHON BNACTW.

Mnaea 7. KMMHWYECKUE NCCINEQOBAHUA NEKAPCTBEHHbIX
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NPENAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA, 0OTOBOP
OB X MPOBEOEHUW, MPABA NMALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEOQOBAHUAX

Cratba 38. KnuHnyeckue nccneaoBaHus nekapcTBEHHbIX NpenapaToB Ans MeANLMHCKOro NpUMeHeHnst

1. KnuHunyeckne uccnegoBaHus nekapcTBeHHbIX NpenapaToB And MeAUUMHCKOro NpUMMEHeHUs, B TOM Yucne
MeXayHapoaHble MHOTrOLEHTPOBbLIE, MHOMOLEHTPOBLIE, NOCTPErNCTPaLMOHHbIE, NPOBOAATCA ANS rocygapcTBEeHHOM
perncTpaumm nekapcTBEHHbIX MpenapaTtoB U WHOro npefHasHavyeHUs B OOHOW WM HECKOMNbKUX MeAULIMHCKMX
opraHusaumsix B COOTBETCTBUW C MpaBunamMu KIMHUYECKOW NPaKTUKKW, YTBEPKAEHHBbIMU YNONHOMOYEHHbIM
hegepanbHbIM OpraHoOM UCMNOMHUTENBHON BNACTU, COOTBETCTBEHHO B CNeAyHOLMNX Lensx:

1) yctaHoBneHve 6e30MacHOCTU NEeKapCTBEHHbIX MpenapaTtoB ANnd 340poBbix AobpoBonbueB u (1nn)
NepeHoCMOCTN WX 340POBbIMW  A0OpOBOMbLAMU, 3@ WUCKMYEHWEM Takux WCCNEeAOBaHUN feKapCTBEHHbIX
npenapaToB, Npon3BeAeHHbIX 3a npeaenamm Poccuickon ®epgepauny;

2) nogobop onTMManbHbIX A03MPOBOK JIEKAPCTBEHHOrO npenapata M Kypca IevyeHust ONns nauueHToB C
onpefeneHHoiM  3aboneBaHneM, ONTUMalnbHbIX 403 M CXEM  BakUMHaAUUM  UMMYHOOMOMOrMyeckumm
rnekapCcTBEHHbIMW NpenapaTtaMu 340p0BbIX JOOPOBONbLEB;

3) ycTtaHoBneHve 6Ge30MacHOCTU NEKapCTBEHHOro npenaparta u ero 3dMEKTMBHOCTM ANA NauMEHTOB C
onpegeneHHblM 3aboneBaHneM, npodunakTnieckon 3dEKTUBHOCT MMMYHOBMONMOrMYECKNX JEeKapCTBEHHbIX
npenapaToB 4118 340pOBbIX JOOPOBOSBLEB;

4) n3y4yeHne BO3MOXHOCTW pacLUMPEHMS NMOKa3aHUN ANS MEeAULMHCKOrO NMPUMEHEHUSA U BbISIBMEHUS paHee
HEM3BECTHbIX MOBOYHbIX AEACTBUI 3aperMcTpUpPOBaHHbIX NIEKApPCTBEHHbLIX NPenapaTos.

2. B oTHoweHMM BOCNPOU3BEOEHHbIX TEeKapCTBEHHbIX nNpenapaTtoB ANd MeAUUMHCKOro MpUMEHEHUS
npoBoOaATCA uccnenoBaHust OMO3KBUMBANEHTHOCTM W (MNM) TepaneBTUYECKOM 3KBUBANEHTHOCTM B MOpsAKe,
YCTaHOBMEHHOM YMOMHOMOYEHHbIM befeparnbHbIM OpraHoOM UCMOMHUTENBHOW BNACTW.

3. OpraHnzaumio NpoBeAeHUst KITMHUYECKUX MCCNeaoBaHni NekapCcTBEHHOIO nNpenapaTa Ans MeauLMHCKOro
NpUMeHeHNs BNpaBe OCyLLeCTBNATh:

1) pa3paboTymk nekapcTBEHHOro npenapaTa U1 ynonHOMOYEHHOe UM NnLO;

2) obpaszoBaTernbHble yupexaeHus BbicLero npogeccmoHansHoro obpasoBaHus u (unu) obpasoBaTtenbHble
yyYpexaeHus 4oNoNHUTENBHOIO NpodeccnoHaneHoro obpasoBaHus;

3) Hay4Ho-UccrnegoBaTenbCKUe opraHn3aumnu.

4. KnuHn4yeckne uccnenoBaHvs nekapcTBeHHbIX NpenapaTtoB Ang MeauLMHCKOro NpUMeHeHsi NpoBOAATCH B
nopsiike, yctaHoBneHHoM ctatbsamm 20 - 22 HacTosiwero defepanbHOro 3akoHa, Ha OCHOBaHUM paspelleHus Ha
nposefeHne KAMHUYECKOro UCCneaoBaHUsA  feKkapCTBEHHOro npenapaTta, BblIAHHOMO  YNONTHOMOYEHHbLIM
benepanbHbIM OpraHOM UCMOSHUTENBHOM BNAcTU, B COOTBETCTBUM C LENSIMM, YKa3aHHbIMU B YacTu 1 HacTosLwen
cTaTbn. YNONHOMOYEHHbIN beepanbHbIi OpraH UCNONHUTENBHOW BNAcTN BeAET peecTp BblAaHHbIX paspeLueHni
Ha NpoBeAEeHNE KMMHUYECKNX UCCNEAO0BaHMN NIeKapCTBEHHbIX NPenapaToB, COAEPKALLUA yKazaHMe Ha UX Lenb unm
Lenu, B yCTaHOBMEHHOM 3TUM OpraHOM MopsigKe.

5. B cnyyae ocyLlecTBNeHNs rocygapCTBEHHOW pernctpaumm nekapCcTBeHHOro npenapara rocygapcTBeHHas
noLunMHa 3a NpoOBEAEHMEe 3KCMEPTU3bl AOKYMEHTOB ANSA MOMy4YeHUs paspeLleHnn Ha NpoBeAeHMEe KITMHUYECKMX
nuccneaoBaHU nekapcTBEHHOro npenapata Ans MeAWUMHCKOro MPUMEHEHUS U 3TUYECKOW 3SKcrnepTusbl npu
obpalleHnn 3a rocygapCTBEHHOW pervcTpaumernt NeKapCTBEHHOro npenaparta B COOTBETCTBUM C LENb Unn
uensmu, ykasaHHbIMU B 4acTu 1 HacTosILWEN cTaTby, ynradnBaeTcs OQHOKPaTHO.

6. K opraHusaumm npoBedeHus KIMHUYECKUX UccnegoBaHui nekapcTBEHHOro npenapara ana MeanumHCKoro
NpMMeHeHUs1 pa3paboTYMKOM FeKapCTBEHHOro npenapaTa MOryT MNPUBIEKATbCA lopuaundeckue nvua nodon
OpraHu3aLnoHHO-NPaBoBOM hopMbl NP YCNoBMKM 0bGecnedeHnss COOTBETCTBUS 3TUX UCCNeaoBaHUn TpeboBaHuAM
HacTosilero ®egepansHOro 3akoHa.

7. KnnHnyeckne nccnegoBaHus NekapCTBEHHbIX NPenapaToB A1 MEANLMHCKOrO NPUMEHEHUSA NPOBOAATCS B
MELMLMHCKMX OpraHu3aumsax, akkpeguTOBaHHbIX YMONTHOMOYEHHLIM hbeaepanbHbIM OpraHoOM UCMOSHUTENbHOWN
BNacTu B nopsiake, yctaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauun.

8. [llepeyeHb MeAUMUMHCKMX OpraHmsauumi, WMEeRLWMX npaBO MNPOBOAMTL KIIMHWYECKUE MWCCegoBaHus
nekapcTBEHHbIX NpenapaToB ANs MeJULUHCKOro NPUMEHEHUS, U peecTp BblAaHHbIX paspeLlleHuii Ha NpoBeaeHne
KNMMHUYECKNX UCCNEeL0BaHUN NEeKapCTBEHHbLIX MpenapaToB onybIMKOBLIBAOTCA U pa3MeLLatoTCst YMONTHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCMONTHUTENBHOW BNacTu B yCTAHOBNEHHOM MM NOPsiiKe Ha CBOEM oduumanbHOM canTe B
cetn "HTepHeT".
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Cratba 39. MexagyHapooHOe MHOrOUEHTPOBOE KMMHUYECKOE MCCrefoBaHWe fekapCTBEHHOro npenapaTta
ana  MeamunHCKOro npuMeHeHua Wunm  nocTperncTtpaumnoHHoe KIMHU4YecKoe uccrneaoBaHue rekapcTtBeHHOro
npenapara gna meanunHCKoro npmMeHeHuna

1. MexagyHapogHOe MHOTOLIEHTPOBOE KIMHMYECKOE WCCnedoBaHWe JieKapCTBEHHOro npenaparta  Aans
MEeOULMHCKOrO MpUMeHeHust Ha TeppuTopumn Poccuiickon ®egepauumn unu NOCTPErncTpauMoOHHOE KITMHUYE CKoe
nuccriegoBaHMe fekapCTBEHHOro npenapata And  MeAWUMHCKOrO MNPUMMEHEHWS MNpPOBOAWUTCS Ha OCHOBaHWM
paspelleHnss Ha MpOBEAEHUE  KIIMHWYECKOrO  MCCMEedOBaHMS  NEeKapCTBEHHOrO npenapaTta, BblAaHHOro
YMOSTHOMOYEHHbIM beaeparnbHbiM OpraHOM WCMOSTHUTENBHOW BRAacTu Mo pe3ynbTaTtam 3KCnepTu3bl JOKYMEHTOB,
HeobOX0oAMMbIX A9 NMONyYeHUs paspeLleHns Ha NMPoBeAeHUe MEXOYyHapOOHOro MHOTFOLEHTPOBOIO KIMHUYECKOro
nuccnegoBaHUs  NEeKapCTBEHHOro  npenapata  WNM  NOCTPErMcTpaLMOHHOIO  KMMHUYECKOrO  UCCReAoBaHUS
nekapcTBEHHOro npenapara, U 3TUYECKOM IKCNEepPTU3bI.

2. [Ona nonyyeHusa paspelleHuss Ha NpoBeAeHWe MeXAyHapoaHOr0 MHOFOLEHTPOBOrO  KIMHUYECKOro
NUCcneaoBaHUs fEeKapCcTBEHHOro npenapata Ans MEeOULUMHCKOTO MNPUMEHEHUs WUnu  MOCTPEerncTpauMoHHOro
KNMUHUYECKOTO UCCIeLOBaHNs NEeKapCTBEHHOrO npenaparta Ans MeOULUMHCKOro NPUMEHEHUS B YNOJTHOMOYEHHbIN
benepanbHbIN opraH UCMOMHUTENbHOW BNAacTh 3asiBUTENb NpeacTaBnseT:

1) 3asBnNeHne O Bblgave paspelleHuss Ha NMpoBeAeHNe MeXOyHapOoAHOro MHOTOLEHTPOBOMO KITMHUYECKOTO
nccrnegoBaHUsl NIEKApPCTBEHHOro npenapata  Ans MeAWUMHCKOro MNPUMEHEHUS WU NOCTPErncTpaumoHHOro
KMMHUYECKOro UCCNefoBaHMs NekapCTBEHHOMO NpenapaTta Ans MeguumnHCKOro NpUMeHeHNs;

2) [OKYMEHT, MNOATBEPXAAOWMIA ynnaTy rocygapCTBEHHOW MOLWMMHbI 3a BbiAayy paspelleHus Ha
NpoBeAeHNE MeXOyHapOAHOr0 MHOTOLIEHTPOBOINO KIMMHUYECKOro MCCNeaoBaHUs NekapCTBEHHOro npenapata ans
MEOULMHCKOTO MPUMEHEHUST WM FOCYAapCTBEHHOW MOLWMMHBI 33 Bblayy pas3pelleHuMs Ha npoBedeHue
NMOCTPErNCTPALUMOHHOIO  KIMHUYECKOTO  UCCMeAoBaHMs  NEeKapCTBEHHOro npenapata  Ans  MeguLUHCKOro
NpUMeEHeEHNS;

3) OTYET O AOKMMHUYECKMX WCCREAOBAHUSAX NEKapCTBEHHOrO CpeactBa M OTYET O NPOBEAEHHbLIX paHee
KNUHUYECKUX UCCNEeoBaHMSAX NEeKapCTBEHHOIO npenapara Ans MeAULUMHCKOro NpuMeHeHns (Mpy Hanuumn);

4) npoeKT npoTOKONa KMMHUYECKOr0 WCCreAOBaHUSA IeKapCTBEHHOro npenapata Ans MeguuMHCKOro
NPUMEHEHWS;

5) 6powtopy uccrniegoBaTens;

6) MHOPMALMOHHBIN NIUCTOK MauueHTa, Y4acTBYHOLLEro B KIMMHUYECKUX WCCIEAOBAHMUSAX NEKapCTBEHHOMO
npenapaTa aAnst MegMUUHCKOro NPUMEHEHUS;

7) cBegeHua ob onbiTe paboTbl uccregoBaTenelt No COOTBETCTBYHOLIMM CMELMANbHOCTAM U UX OMbiTe
paboTbl NO MPOBEAEHUIO KITMHUYECKMX NCCNEeLOBaHUN;

7.1) cBegeHNss 0 MEOWMLMHCKUX OpraHmsaumsix, B KOTOPbIX MpeanonaraeTcs NpoBefeHue KIMHUYECKOro
nUccneaoBaHUs fEeKapCTBEHHOro npenapaTta  Ans MEeOULUMHCKOrO MpuMeHeHusa (MOfHOe W COKpalleHHoe
HaMMEHOBaHUS, OpraHn3aUnoOHHO-NpaBoBasi hopma, MeCTO HaXOXAEHUS U MECTO OCYLLECTBIEHNSA OEeATENbHOCTH,
TenedoH, Tenecdakc, agpec 3NEeKTPOHHOWN NOYTbl MEAULMHCKOW OpraHn3aumm);

(n. 7.1 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npegnonaraemble CPOKN MPOBEOEHUS KIMMHUYECKOrO UCCREAOBaHUA NEKapCTBEHHOro npenapara ans
MEeOULMHCKOTO NPUMEHEHUS;

(n. 7.2 BBegeH ®epepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

8) konuo goroBopa 0b6s13aTeNbHOrO CTPaxoBaHWs, 3aKMYEHHOrO B COOTBETCTBUMN C TUMOBLIMU MpaBuriamm
065a3aTenbHOro CTpaxoBaHus, ¢ ykasaHMeM NpefernibHON YMCMEHHOCTU NauMEHTOB, Y4acTBYIOLWMX B KIUMHUYECKOM
nccrnegoBaHUM NeEKapCTBEHHOMO Npenapara A8 MeAUUMHCKOrO NPUMEHEHNS;

(n. 8 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

9) uHopmaumo O cocTaBe eKapCTBEHHOro npenapaTta Ans MOMyvYeHusl paspelleHusl Ha npoBeAaeHue
MEXAYHapOAHOro MHOTOLLEHTPOBOIO KITMHUYECKOro MCCIeoBaHWs NIeKapCTBEHHOIO npenapara Anst MEQULUMHCKOro
NPUMEHEHNS;

10) OOKYMEHT, COCTaBIIEHHbIN NMPOU3BOAMTENEM NEKAPCTBEHHOrO Mpenapata U COoAepXaliuin nokasartenuv
(xapakTepucTuKM) NekapCTBEHHOro npenapaTa, NPOM3BEAEHHOr0 Ansl NPOBEAEHUST KITMHUYECKUX UCCIef0BaHNN.

(n. 10 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. B cpok, He npeBbllWaOWMIA NATU paboyumx OHEeW CO OHS MPUHATUA yKasaHHOro B NyHKTe 1 yactm 2
HacTosILLen cTaTbM 3asBeHWss W HeobXoOMMbIX [OKYMEHTOB, YMOJNIHOMOYEHHbIV dedepanbHbii  OpraH
NCMNONMHUTENbHOW BNAacTu:
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

1) npoBogMT NpPOBEpPKYy MNOMHOTBI W [OCTOBEPHOCTU CBEAEHUN, COAepXalluMxcsa B nNpeacTaBneHHbIX
3aaBUTENEM JOKYMEHTAX;

2) npuHUMaeT pelleHMe O NpPOoBeAEeHMM JKCNepTu3bl OOKYMEHTOB [AMs MOMyvYeHus paspelleHust Ha
npoBefeHne MexayHapogHOro MHOrOLEHTPOBOro KMMHMYECKOrO UCCneaoBaHus fNekapcTBEHHOro npenapata ans
MEANLNHCKOrO MPUMEHEHUS UMM MOCTPErMCTPaUMOHHOIO  KNMUHUYECKOrO WCCReaoBaHUs  NEeKapCTBEHHOro
npenapaTa Ans MeguUMHCKOro NMPMMEHEHUST N 3TUYECKOM 3KCrnepTusbl NMnbo 006 oTkase B NPOBEAEHMM YKa3aHHbIX
3KCNepTus;

3) yBegomnsieT B NUCbMEHHOW hopMe 3asiBUTENS O MPUHATOM PEeLleHUU UMK B Criydae NPUHATUSA peLleHnst
00 oTKa3se ¢ ykazaHMeM MpUYMH Takoro oTkasa.

4. OcHoBaHMeM Ansa oOTKasa B MNPOBEAEHUN 3KCMepTM3bl LOKYMEHTOB ANS MNONydeHUst paspelleHust Ha
npoBefeHne MexayHapooHOro MHOrOLEHTPOBOrO KIMHUYECKOrO MUCCeaoBaHMs NIEKapCTBEHHOro npenapara ans
MEANLNHCKOrO MPUMEHEHUS UMM MOCTPErMCTPaUMOHHOIO  KIMMHUYECKOr0 WCCReaoBaHUs  NeKapCTBEHHOro
npenapaTta Ang MeAULMHCKOro MPUMEHEHUS U 3TMYECKOW 3JKCMepTusbl ABMSETCS NpeacTaBrneHuMe OOKYMEHTOB,
NpeayCMOTPEHHbIX 4acTbio 2 HacTosien cTaTbM, B HENONMHOM o6beme Nubo OTCYTCTBME B MNpeacTaBMnEHHbIX
OOKYMEHTax ucYepnbiBaloLLEero nepeyvyHs HeobXOAMMbIX CBEOEHUA UNu MHGOpMaUUKU, KOTOpble OOIMKHbI ObiTh
OTpaXKeHbl B HUX.

5. MNpoBeneHne akcnepTusbl AOKYMEHTOB ANsi MOMyYEHUs] pas3pelleHns Ha NpoBefeHne MeXOoyHapOoL4HOro
MHOMOLIEHTPOBOIO KIIMHNUYECKOrO UCCneaoBaHus fIekapCTBEHHOIO npenapara ans MeANUMHCKOro NMPUMEHEHUS UIn
NMOCTPErNCTPaLUMOHHOIO  KIMMHUYECKOTO  UCCredoBaHUMs  JNleKapCTBEHHOro npenapata  Ans MeauLUHCKOro
NPUMEHEHUST W  STUYECKOW SKCMEPTM3bl W  Bblgada paspelleHnss Ha MpoBedeHWe MeXayHapoaHoro
MHOMOLIEHTPOBOIO KIIMHNUYECKOro UCCneaoBaHus fIekapCTBEHHOIO npenapara anis MeAULMHCKOTO MPUMEHEHUS UMK
MOCTPErNCTPaLUMOHHOIO  KIMMHWYECKOTrO  UCCredoBaHUs  NleKapCTBEHHOro npenapata  Ans MeauLUHCKOro
NPUMEHEHNS OCYLLIECTBIIAIOTCSA B NOpsiaKe, yCTaHOBNEHHOM cTaTtbsamu 20 - 22 HacTosiwero deaepanbHOro 3akoHa.

6. PeweHuns o6 oTkase B NpoBeeHUN 3KCNEPTU3bl JOKYMEHTOB ANSA NONy4YeHUs paspeLleHnst Ha NpoBeaeHne
MEXAYHapOAHOro MHOTrOLLEHTPOBOrO KITMHUYECKOro MCCneoBaHMs NekapcTBEHHOroO npenapara ans MeauumMHCKOro
NPUMEHEHNS UINM  NOCTPErNCTPALMOHHOIO KIMMHUYECKOrO0 WCCNeAOBaHUSA NEeKapCTBEHHOro npenapata Ans
MEeLMLMHCKOIO NPUMEHEHNSA U 3TUYECKON IKCMEPTM3bl U B BblAaye pas3peLleHus Ha NpoBeAeHNe MeXayHapOaAHOro
MHOMOLIEHTPOBOrO KITMHUYECKOro UccneoBaHnsi NEKapCTBEHHOro npenaparta Ans MEQULUHCKOrO NPUMEHEHMNS Unun
MOCTPErNCTPaLUMOHHOIO  KIMMHUYECKOTrOo  UCCredoBaHMs  NleKapCTBEHHOro npenapata  Ans MeauLUHCKOro
NpUMeHeHMs MOryT ObITb 00XarnoBaHbl B NOpsiake, YCTaHOBIIEHHOM 3akoHogaTenbcTBoM Poccuiickon ®egepauuu.

Cratbs 40. I'IpOBe,qume KIMMNMHNYECKOro uccriegoBaHnA JekapCTBeHHOro npenaparta gnda MeguumHCKOro
NnpUMEeHeHusA

1. PykoBoauTenb MeOMUMHCKOW OpraHusauun, KoTopass npoBOAUT  KIMHMYECKOE UccrnefoBaHue
nekapcTBeHHOro npernapara Ans MeauuMHCKOro MpUMEHEHUs, Ha3HavaeT uccnegoBaTens, OTBETCTBEHHOro 3a
npoBeAdeHne Takoro MCCneaoBaHus U umetowero neyvyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NPOBOSUMOMY
KMMHUYECKOMY MCCNedoBaHMI0 NEKapCTBEHHOro npenapara, Co CTaxem paboTbl MO MporpaMMaM KIMHUYECKUX
nccneaoBaHUW feKkapCTBEHHbLIX MpenapaTtoB He MeHee 4YeM MATb NeT U No ero npeanoXeHwo HasHavaet
couccriefosartenei U3 Yynucra spavyen 9Ton MeaMLUMHCKON opraHnsaumu.

2. ViccnepoBatenb ocyllecTBnseT BbIOOp NauueHToB, KOTOpble N0 MeAVMLMHCKUM MoKa3aHusM MoryT ObiTb
npuBneYyeHbl K y4yacTUi0 B KIWMHUYECKOM WCCRefOoBaHUM fEeKapCTBEHHOro npenapata Ansg MeauuuHCKOro
NPUMEHEHUS.

3. WNccneposatens n couccregoBateny OOMKHbI OblTb O3HaKOMMEHbl C pe3ynbTatamy AOKIMHUYECKOro
nccnegoBaHns nekapcTBEHHOrO CPeAcTBa, coaepalimmmuca B Bpolutope nccnegosaTens, NPOEKTOM NpPOTOKona
KMMHUYECKOr0 UCCNefoBaHUsA NekapCTBEHHOro npenapata Ans MeaMUMHCKOrO MNpUMEHeHUs, paspaboTaHHbIM
pa3paboTynkomM fekapCTBEHHOro npenaparta WM UHbIM IOPUAMYECKUM NULIOM, MPUBIIEKAEMbIM K OpraHu3aumm
npoBefeHnsa KIMHUYECKOro WUCCneaoBaHUs NekapCcTBEHHOro npenapara Ans MeAUUMHCKOro MpUMEHEHUs, U
Opyrummn Matepuanamm Takoro uccrnefoBaHus.

3.1. PykoBogutenb MeAMLMHCKOW OpraHu3auum B CpOK, He MpeBblaloWmMi Tpex pabounx AHen co AHS
Hayana npoBefeHUs KITMHUYECKOro UccrneaoBaHus fiekapCTBEHHOMo npenapaTa Ansa MeauuMHCKOro npuMeHeHus,
coobulaeT 06 3TOM B YyNONMHOMOYEHHbIV heaepanbHbll OpraH UCMONHUTENBHON BacTy, BblAaBLUMIA paspeLleHue
Ha npoBeJeHue Takoro uccrneaoBaHus, No yCTaHOBNEHHON UM chopme.

(vacTb 3.1 BBegeHa depepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)
4. OpraHu3aumy, OCYLLECTBAOWME  OpraHusauuio  MpPoBeAeHUs  KIMHWUYECKOTO  MUCCredoBaHus
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nekapCcTBEHHOro npenapara Ans MeOuUUHCKOro NPUMEHEHWUs U ykasaHHble B YacTu 3 ctaTbu 38 HacTosLlero
denepanbHOro 3akoHa, B criyyae HeoBXoANMOCTU BHECEHUSA U3MEHEHUI B MPOTOKOM KMMHUYECKOro nccneaoBaHus
NeKkapcTBEHHOro npenapaTta Ans MeOULMHCKOro MpuMeHeHus coobwawT 06 3TOM B YNONTHOMOYEHHbIN
deaepanbHbIi OpraH MCNOMHUTENbHOW BRacTW, BblAABLUMI paspeLleHne Ha NpoBeAEHUe Takoro UccregoBaHus,
no yCTaHOBMEHHON UM dhopme.

(B peq. ®PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma coobLLEHNST O BHECEHUM U3MEHEHWIA B MPOTOKOS KIMHMYECKOrO UCCNeaoBaHWs NeKapCTBEHHOMo
npenapaTta gns MeguMuUMHCKOro NpuMeHeHns A0SMKHa coepXaTtb crneayowmne cBeaeHuns:

1) HanmeHoBaHue, NOeHTUMUKALNOHHBLI HOMEP U AaTa NPOTOKOa KIMMHMYECKOrO UCCIeaoBaHWS;

2) naTta BHECEHUS U3MEHEHWI B MPOTOKON KITMHUYECKOro UCCreaoBaHus;

3) HaMMeHOBaHNE N MECTO HaXOXAEHUS 3asiBUTENS;

4) HaumeHoBaHWe opraHusauun, NpMBIeYeHHON pa3paboTUMKOM NekapCcTBEHHOrO Npenapara k opraHusaumm
npoBeaeHUs KMMHUYECKOro UccrnenoBaHus (Mpy Hanmumm);

5) HaumeHoOBaHMA U MecTa HaxOXAEHUS MEeAULMHCKUX OpraHn3auuii, B KOTOPbIX NPOBOAUTCS KNMHUYECKOE
nccrnegoBaHue;

6) oata Bblgayum paspeLLeHmns Ha NpoBeAeHNE KITMHUYECKOrO MCCNeaoBaHMS U HOMEP 3TOro paspeLleHus;

7) NBMEHEHUS, BHOCUMbIE B NMPOTOKOS KIMHUYECKOTO NCCNEeA0BaHNS.

(4actb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He NpeBblWalLWni Tpuauatn paboyumnx gHem co AHSA NONyYeHNs yKazaHHOro B YacTu 4 HacTosiLEeN
cTatb COOBLLEHMS, YNONMHOMOYEHHbIN heaeparnbHbIi OpraH WCMONMHUTENBHOW BNacTU paccMatpuBaeT 3TO
cooOLleHne B YCTAHOBMEHHOM MM Mopsigke M MNPUHMMAaeT pelleHne O BHECEHUN W3MEHEHUM B MNPOTOKON
KNUHUYECKOrO MCccneaoBaHuUst NEKapCTBEHHOro npenaparta Ans MeaULUHCKOro NpuMeHeHuMst unun ob oTkase BO
BHECEHWUMN TaKNX N3MEHEHUN.

6. KnuHnuyeckoe mccnegoBaHve nekapCcTBEHHOrO npenaparta Ans MeULUHCKOrO NPUMEHEHUsT MOXET ObiTb
NPUOCTAHOBIIEHO MIM MpeKpaLleHo, ecnn B npouecce ero npoBedeHuMs OBHapyxeHa OnacHOCTb ANl XKWU3HM,
340pOBbsi NaUMEHTOB. B crniyyae BO3HMKHOBEHUS OMACHOCTW ANS XW3HW, 300POBbSA MaLMEHTa, y4acTBYOLLEro B
KNMHUYECKOM UCCreaoBaHUN NEeKapCTBEHHOrO npenapata Ans MeOMUMHCKOro MpUMEHEHUs, uccregoBatenu
065s13aHbI NPOMHGOPMUpPOBaTL 06 3TOM PYyKOBOAUTENSA MEOULMHCKON OpraHvM3aLmu U OpraHusaumio, nNomnyvymBLLYIO
paspelleHne yrnorHOMOYEeHHOro defepanbHOro opraHa UCMOMHUTENBHOW BNacTM Ha OpraHusauuio NpoBeaeHust
KNWHUYECKOrO MCCreaoBaHUA JeKapCTBEHHOro npenapaTta. PeweHne O nNpUOCTaHOBMEHUN  KITMHWYECKOro
nuccneaoBaHUa nekapcTBEHHOro npenapata Ang  MeAMUMHCKOro MNpUMEHEHWs MpUHUMalT  pyKoBOAUTENb
MeAMLMHCKON opraHmsauuu n (Unu) opraHusauusd, nornyymslUas paspelleHne ynornHOMOYeHHOro defepanbHoro
opraHa MCMOSIHUTENbHOM BIAaCTU Ha OpraHuM3auuio NPOBEOEHUST KNMUHUYECKOro WUCCefoBaHWUsi NEKapCTBEHHOIO
npenapata Ansi MeOULMHCKOrO MPUMEHEHUs, pelleHne O MpeKkpalleHun Takoro WuccriegoBaHust npuHUMaeT
YMOMHOMOYEHHbIN dhefepanbHbIl OpraH WUCMOSIHUTENBHOM BMacTM Ha OCHOBAHUWM COOOLLEHMS B MUCbMEHHOM
dopme  pykoBoOUTENA  MEOUUMHCKOM  OopraHvMsauMuM  WNu  OpraHusaums, nonydmBlLlas  paspeLleHue
YMOMHOMOYEHHOro heepanbHOro opraHa UCMNOMHUTENBHOW BNACTU Ha OpraHu3aumilo NpoBefeHUs KIMHUYECKOro
nccnegoBaHus NekapCTBEHHOro npenapara Ans MeANLUHCKOrO NPUMEHEHUS.

7. B cpok, He npeBbllaWUN naTM paboumx OHEW CO [OHSA 3aBepLUeHUsl, NPUOCTAHOBMEHMS WU
NpeKpaLlleHnst KINMHUYECKOTO MWCCNeaoBaHWsA JIeKapCTBEHHOro npenaparta Ans MEeOULUHCKOrO NpUMEHEHNs,
coobuieHne o6 3TOM HampaBnseTcs oOpraHvM3aumsiMM, ykasaHHbIMM B 4actu 3 crtatbum 38 HacTosLiero
depfepanbHOro 3akoHa, B YNofIHOMOYEHHbIN doefeparnbHbIi OpraH UCNONHUTENBHOW BRacTy MO YCTaHOBMNEHHOW UM
dopme.

8. ®opma coobLieHNsa 0 3aBepLUEHUN, NPUOCTAHOBMIEHUN UMM NPEKPAaLLEHNN KITMHUYECKOro UccrneaoBaHus
neKkapcTBEHHOro npenaparta A5 MegMUMHCKOro NPUMEHEHUST A0SPKHa coaepXaThb:

1) nHpopmMaumio 0 MEeAUUMHCKOM OpraHM3auunm Unn MeauUMHCKUX OpraHusaumnsax, NpoBOOMBLUMX OaHHOE
nccnegoBaHue;

2) onvcaHne gaHHOro UccrneaoBaHus;

3) paHHble wuccnepoBatens (amunus, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [LOIDKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMMamM  KIIMHUYECKUX WCCIEeAOBaHUN IeKapCTBEHHbIX Npenaparos,
nepeyeHb KIMHUYECKUX UCCIEeaOoBaHUN NEKapCTBEHHbBIX MpenapaTtoB, B KOTOPbIX OH NpUHUMan ydacTtue (nepvogsbl
yyacTusl) B Ka4ecTBe nccrnegoBaTens unu couccrnenoBsarens);

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT [aHHOIO MWCCrefoBaHWs (3aBepLueHue, NPUOCTaAHOBMEHME UMW MpeKpalleHne [aHHOro

nccrnegoBaHUsl C yKasaHMeM MX MPUYMH U BIUSIHUS Ha OLEHKY €ero pesynbTaToB, OOLLyH OLIEHKY pucka u
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OXngaemon nonb3bl OT NPUMEHEHWS WCCreagyemMoro NekapCTBEHHOro npenaparta, a Takke npeanonaraemble
AanbHewnwne 4encTems).

9. YNonHOMOYeHHbI deaepanbHbIl OpraH UCNONMHUTENBHON BRAcTU ONybnMKOBbIBAaeT U pasmMellaet Ha
cBoeM odmumanbHom canTte B ceTn "UHTepHeT" coobLieHne o 3aBepLUeHUN, NPUOCTAHOBIIEHUN UMW NPeKpaLLeHnn
KMMHUYECKOro MCCnefoBaHWs NEeKapCcTBEHHOro npenapata And MeAUUUHCKOTO MNPUMEHEHWS B CPOK, He
npeBbILaoLWnA NATM paboynx AHEN CO AHS ero Nony4YeHus, B yCTaHOBNIEHHOM UM NOpPsiAKe.

10. YNonHoMo4eHHbIn hbedeparnbHblili OpraH WCNOMHUTENBHOW BNACTU OCYLLECTBRSET BedeHWe peecTpa
nccriegoBaTenemn, NPOBOASALLMX UM MPOBOAMBLUNX KMMHUYECKME UCCNEL0BaHUA NeKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO MPUMEHEHMWS!, B COOTBETCTBMU C YTBEPXKAEHHbIMW MM MNpaBuiiamMm U pasmelLaeT ero Ha CBOEM
omumansHom cante B cetn "MHTepHeT" B YCTaAHOBMIEHHOM MM MoOpsiake. YKasaHHbI peecTp COoAepXuT
MHopMaLno, NPeSyCMOTPEHHYHO MYHKTOM 3 YacTu 8 HacTosILLEeN CTaTbu.

11. OTyeT 0 pesynbTaTax KIMHWUYECKOrO UCCReOOoBaHUS NEeKapCTBEHHOro npenapata Ans MeavuuHCKOro
NPUMEHEHN COCTaBNAETCA opraHm3aumen, ykasaHHoW B Yyactu 3 ctatbmn 38 HacTosiero denepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKMYEHUN MEeOULMHCKUX OpraHM3auui, NPoOBOAMBLUMX 3TO MUCCredoBaHWe, U NpeacTaBnsaeTcs B
YNONTHOMOYEHHbIN dhedeparbHbI OpraH UCMONMHUTENbHOW BNacTy, BbiAABLUMI pa3peLleHe Ha NpoBeaeHne 3Toro
nccrnegoBaHusi, B CPOK, HE MPEBbIWAIOWMA Tpex MecsueB CO OHA €ero 3aBepLleHusi, NMPUOCTaAHOBMEHWS UIK
npekpaLieHuns, B nopsigke, yCTaHOBIIEHHOM YNONTHOMOYEHHbIM befepanbHbiM OPraHoOM UCMOMHUTENBHOW BNacTw.

12. HapyweHue npaBui  KIWHMYECKOM MpakTuky, danbcnudmnkaunsa pesynbTatoB  KINMHUYECKOro
nccrnegoBaHust NEKApPCTBEHHOIO nNpenapara Aanst MeEAULMHCKOrO NMPUMEHEHUS BIEKYT 3a COOON OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccuickon degepaumu.

13. Tpy npoBegeHUN KIMHUYECKOrO WCCNedoBaHWs eKapCTBEHHOrO npenapaTta Ans MeauLMHCKOro
npMMeHeHus gonyckaeTcs 3abop y naumeHToB Guonormyeckux Matepmanos (o6pasLbl GUONOrMYeckUX XULOKOCTEN,
TKaHEeN, CEKPETOB U NPOAYKTOB XU3HEOEATENbHOCTU YernoBeka, (M3Nonormyecknx U NaTonormyeckux BbiaeneHuin,
Ma3KoB, COCKODOB, CMbIBOB, MWKPOOPraHM3moB, OWOMCUMMHBIN MaTepuan) ANS WX U3ydeHus Ha TeppuTopum
Poccuinckon ®egepauun n (unn) 3a npegenamm Tepputopun Poccuinckon ®eaepauun.

14. Tlopspgok BBo3a Ha TeppuToputo Poccuinckon ®Pepepaumm M BbiBO3a 3a nNpegenbl TeppuTopum
Poccuiickon  ®epgepauun  Guonormyecknx  martepuanos, MOMYYEHHbIX NPW  NPOBEOEHWMM  KIIMHWUYECKOrO
nccrnegoBaHus NekapcTBEHHOro npenapaTa Ans MeauLMHCKOro NpUMeHeHus, yctaHasnusaeTcs [1paBntenscTBom
Poccuinckon ®egepaumn.

Cratba 41. ,D,OFOBOp O npoBeaeHun KIMHUYECKOro wuccriegoBaHnA JeKapCTBeHHOro npenapara and
MeaNLMNHCKOIo npuMeHeHund

1. KnuHn4yeckoe nccnegoBaHue nekapcTBEHHOro npenapara ans MeguumMHCKOro npMMeHeHus NpoBoanTCs B
COOTBETCTBMM C [LOrOBOPOM O MNPOBEAEHMM KIMHUYECKOrO WCCReAOBaHWsl NeKkapCTBEHHOro npenapata Aansg
MELMLMHCKOrO NPUMEHEHNS, 3aKNOYaeMbiM MEXAy opraHnsaumein, NonyvmBLLEN paspeLleHne YyrnoTHOMOYEHHOMO
benepanbHOro opraHa WCMNOMHUTENBbHOM BracTM Ha OpraHW3auuMilo MNPOBEAEHMSI Takoro MCccnegoBaHus, W
MeAMLUHCKOW OpraHu3aumnen, ocyLecTBrsoLwLen NnpoBeaeHne Takoro nccnegosaHus.

2. [loroBop 0 NpoBeAEeHMM KITMHUYECKOro MCCreaoBaHWsl NEeKapCTBEHHOro mpenapata Ans MeauuMHCKOro
NPUMEHEHNSA OOMKEH coaepXaThb:

1) ycnoBus n cpokun NpoBeaeHns AaHHOro uccneaoBaHus;

2) onpegeneHve obwen CTOMMOCTM MporpamMmbl  [AHHOMO WCCMEAOBaHUMSA C  YKasaHWEM CYMMb,
npegHasHavawLlencs ansa sbinnat uccnegoBaTtensam, conccrnenoBaTtensm;

3) onpegeneHwe @opMbl NpeAcTaBneHust pes3ynbTaToB [aHHOro WUCCNeaoBaHUA B YNOSTHOMOYEHHbIN
deaepanbHbIi opraH UCNOMHUTENBHOW BNACTMW.

Cratba 42. ®duHaHcoBoe obecrneyeHne KIMHUYECKOrO WCCReAoBaHUSA fekapCTBEHHOro npenapata Ans
MEeOMULMHCKOrO NPUMEHEHNS

durHaHcoBOe obecneveHne KIMHUYECKOro MCCrefoBaHusi NEKAapPCTBEHHOrO npenapara ans MeauuMHCKOro
NPUMEHEHNS OCYLLIECTBIISIETCS 3a CYET:

1) cpeacTB hepgepanbHoOro drookeTa;

2) cpefCcTB OopraHmM3auuin, Nofny4mMBLUMX pas3peLleHne Ha opraHM3aumio NpoBEAEHNS 4AHHOIO UCCrefoBaHus,
B COOTBETCTBMM C YCINOBUSIMM JOrOBOpaA O €ro NpoBefeHnm;

3) MHBIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccunckon ®enepaunm NMCTOUHUKOB.
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Cratba 43. lpaBa naumeHToB, y4acTBYIOLLUMX B KIIMHWYECKOM MCCNeaoBaHMM NekapCTBEHHOro npenapara
Ans MeguuMHCKOro NpUMeHeHus

1. YyacTme naumMeHTOB B KIMHUYECKOM WCCregoBaHUWM NekapCTBEHHOro npenaparta Ans MeguunHCKOro
NpMMeHeHns BnAeTcs JOOPOBOSbHbIM.

2. MMaumeHT Unn ero 3aKOHHbIV NpeacTaBUTENb AOMKEH ObITb MHPOPMMPOBaAH B NUCbMEHHOW hopMe:

1) o NnekapcTBEHHOM MpenapaTte AN MeOULUHCKOIO NPMMEHEHWS U CYLLHOCTU KMMHUYECKOrO NccneaoBaHuns
3TOro nekapcTBEHHOro npenapara;

2) o 6e3onacHOCTM mNeKapCTBEHHOrO npenapata Ansg MeOULMHCKOTO MNPUMEHEHWs, €ero OXvaaemown
3(pPeKTUBHOCTM 1 CTENEHN pUCKa ANS NaLneHTa;

3) o6 ycrnoBmsx y4acTus nauMeHTa B KIMHWYECKOM WCCregoBaHWW NeKapCTBEHHOro npenapaTta Ans
MeOULMHCKOTO NPUMEHEHNS;

4) 0 uenu unu uensax U NpoaoMKUTENbBHOCTU KITMHUYECKOrO UCCIeA0BaHUSA NekapcTBEHHOro npenaparta ang
MEeOULMHCKOTO NPUMEHEHNS;

5) 0 gencTBuAX naumeHTa B criyyae HenpeaBuAEHHbIX 9PMEKTOB BNNSHUS NEKapCTBEHHOro npenapara Ans
MEeOMULMHCKOTO NPUMEHEHNS Ha COCTOSIHNE €ero 340POBbS;

6) 06 ycnoBusix 0683aTeNbHOIro CTPaxoBaHUA XMU3HW, 340POBbs NALMEHTA;

7) O rapaHTMaX KOHPMOEHUMANbHOCTM y4yacTusl NaumeHTa B KITMHUYECKOM UCCRefoBaHUM NEeKapCTBEHHOrO
npenapaTta Ans MeguuMHCKOro NpuMeHeHus.

3. [JobpoBonbHOe cornacve naumeHTa Ha y4yacTue B KIIMHWYECKOM WCCNEAOBaHWM NEKapCTBEHHOTO
npenapaTta Ang MeauUMHCKOro MNpUMEHEHUs MNoATBEepXAaeTCcs ero MOAMUCLI0 WUAW NOAMUCHLID €ro 3akOHHOro
npeacTaBuTens Ha MHPOPMaLMOHHOM NUCTKE NauneHTa.

4. TlaumMeHT unu ero 3akoHHbIV MpeacTaBuMTENb MMEEeT MpaBO OTKas3aTbCHA OT y4yacTUst B KITUHWYECKOM
nccrnegoBaHUM NEKapCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHEeHUs Ha nbon ctaguvm npoBeaeHus
Takoro nccrnegoBaHus.

5. lNpoBeaeHne KNNHUYECKOro UCcneaoBaHnsa NekapcTBEHHOro npenapaTta ansg MeaMUUHCKOro NpuMeHeHus
C yYyacTueMm B KayecTBe MauMeHTOB AeTen OOoMnyckaeTcs TOMbKO C cornacusi B NMCbMEHHOW hopMe Ux poanTenen,
ycblHoBUTENen. [letu MoryT paccMatpuBaTbCs B KayecTBe NOTeHUManbHbIX MauMEHTOB TaKoro uccrnegoBaHus,
TONbKO €Ccrin ero npoeefeHne HeobxoaumMo AN YKPENNeHUs 300poBbsA AeTer Unn NnpodunnakTuku MHEKLUMOHHBIX
3aboneBaHnii B OETCKOM BO3pacTe Nnbo ecnu uenbl Takoro WUCCNeaoBaHusa sIBNSETCS MOSyYeHWe AaHHbIX O
Haunydlwen JO3NPOBKe NeKkapCTBEHHOro npenapaTa Ansa neveHus geten. B aTux cnyyasax Takomy mccnegoBaHuio
OOIMKHO MpeflecTBOBaTb KNUHWYECKOE WCCRedoBaHWe fekapCcTBEHHOro mnpenapata Angd  MeauuMHCKOro
NPUMEHEHUS Ha COBEPLUEHHONETHUX rpaxaaHax.

6. 3anpelyaeTca npoBegeHVe KIMHUYECKOr0 UCCNeAoBaHUS NekapCTBEHHOro npenapara Ans MeauLumMHCKOro
NPUMEHEHNS C y4acTMeM B KayecTBe NauMeHTOB:

1) peTen-cnpoT 1 geTen, octaBunxcst 6e3 noneyeHnss pogurenen;

2) xeHWuH B nepvod O6epemMeHHOCTW, XEHWWUH B Mepuod rPyaHOro BCKapMMBaHUA, 3@ MWCKITIOYEHUEM
crnyyaeB, ecnv MpPOBOAUTCSA KIUHWYECKOe MCcnedoBaHve NeKkapCTBEHHOro npenaparta, npegHasHavyeHHoro Ans
YKa3aHHbIX >KEHLUUH, MpX YCNOBUMM HEOOXOAMMOCTM MONyvyeHus MHOpMauMM TOMbKO BO Bpems MNpoBeAeHUs
COOTBETCTBYHOLUUX KIMHUYECKUX WUCCMELOBaHWMN U MPUHATUS BCEX HEOOXOAUMbIX MEp MO MCKIKYEHUIO pucka
HaHeceHNs Bpea XeHLUMHe B nepuod 6epeMeHHOCTU, XEHLWMHE B NepUO rpygHOro BCKAapMITMBaHUS, Nioay unm
pebeHKy;

3) BoeHHOCNYXXaLUMX, 32 UCKIMIOYEHUEM CnyyYaeB NpoBefeHUs KNMHUYECKOro uccneoBaHus nekapcTBeHHOro
npenapaTa, crneuuanbHO pa3paboTaHHOro AMfs NPUMEHEHWUs] B YCIOBMSIX BOEHHbIX OEWCTBUN, Ype3BblYalHbIX
cuTyauun, NpodUNakTMKU MU neyveHus 3aboneBaHU U NOPAXEHWUN, MOMYYEHHbIX B pes3ynbTare BO3AeNCTBUS
HebnaronpuATHbLIX XMMUYECKMX, Bronormyecknx, paguaumoHHbsix aktopoB. KnuHuyeckoe nccrnegoBaHne Takoro
NeKapCTBEHHOrO npenapata MOXeT MPOBOAMTBCS C y4aCcTMEM B KavyecTBe MauUMEeHTOB BOEHHOCHYXaluux, 3a
WCKMIOYEHMEM BOEHHOCITYXaLUMX, MPOXOASALMX BOEHHYK cryx0y no npusbiBy, ¢ cobniogeHunem TpebosaHun,
YCTaHOBMEHHbIX HacTosAwmm degepanbHbIM 3aKOHOM B OTHOLLEHWUW FPaXAaHCKUX JNNLL;

4) COTPYAHMKOB NMPaBOOXPaHUTESNbHbLIX OPraHoB;

5) nuu, oTObIBaKOLWMX Haka3aHMe B MecTax NULLEHUst CBOOOAbI, @ TakkKe 1L, HaXOOALWMXCS NOL4 CTPaXen B
CneacTBEHHbIX M30MnATopax.

7. JonyckaeTcsa npoBefeHUe KNMHMYECKOrO UCCneaoBaHWs NekapCcTBEHHOro npenapara Ans MeauumnHCKOro
NPUMEHEHWs, NpeaHa3Ha4YeHHOro Anst NeYeHust NCUxXn4ecknx 3abonesBaHuii, C y4acTMEM B KayecTBe NauUMEHTOB
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oy ¢ ncuxudeckumn  3aboneBaHUAMK, MNPU3HAHHbIX  HedeecnocobHbiMM B nopsiake, YyCTaHOBMEHHOM
3akoHogaTenscTBoM Poccuiickon ®enepauunn. KnuHmnyeckoe mccnenoBaHve nekapcTBEHHOrO npenaparta B 3TOM
cny4ae NPoBOAUTCA MPU HaANU4YMK cornacus B NMCbMeHHOW (bopMe 3aKOHHbIX NpeaAcTaBuUTeNen yKkasaHHbIX MuL.

Cratba 44. ObBasatenbHOe CTpaxoBaHWE >XWU3HW, 300pOBbS MaLMeHTa, Y4acTBYIOLLEro B KIMHWYECKOM
nccnegoBaHyM NeKapCcTBEHHOro npenaparta Ans MeauuUMHCKOro NpMMeHeHus

(B peqa. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauus, nonyuuBlias paspelleHne Ha OpraHn3aumio MPOBEAEHWUS KIMHWYECKOro MCCriefoBaHUs
neKkapCcTBEHHOro npenaparta Ans MeauuMHCKOrO MpuMeHeHusi, ob6sA3aHa B kayecTBe CTpaxoBaTens cTpaxoBaTb
PUCK NPUYMUHEHUS Bpeda >KM3HW, 300POBbIO MauMeHTa B pesynbTaTe NPOBEAEeHUS KIMHUYECKOro MCCneaoBaHus
NeKapCcTBEHHOro npenapata Ans MeauUMHCKOrOo MPUMEHEHMs 3a CBOW CYeT MnyTeM 3akmdeHus [orosopa
06513aTENBHOrO CTPaAxXoOBaHWUS.

2. O6bekToM 06s13aTenbHOr0 CTPaxoBaHUS SBMNSETCA UMYLLECTBEHHbIW MHTepec nauueHTa, CBA3aHHbIN C
NMPpUYMHEHVEM Bpeda €ro XM3HW WNu 340pOBbl0 B pesynbTaTe MNpPOBEAEHUS KIUHMYECKOro KCCneaoBaHus
neKapCTBEHHOro npenapara Ans MeguUMHCKOro NPUMEHEHNS.

3. CTpaxoBbiM cryyaeM no AOroBopy 06A3aTeflbHOro CTpaxoBaHUS SBMAETCA CMepTb MauuWeHta wunu
yXydleHne ero 340poBbs, B TOM 4uCre Brekylwiee 3a cobOW yCTaHOBREHWEe WHBaNWAHOCTW, NPWU HanmMuuu
MPUYNHHO-CNEACTBEHHOW CBA3W MeXAY HacTynneHumem 3Toro cobbiTMS M yyacTMeM nauMeHTa B KIMHWYEeCKOM
nccnegoBaHMM NekapcTBEHHOro npenapara.

4. TpeboBaHusi 0 BO3MeELLEHUN Bpeaa, NPUYMHEHHOTO XU3HU UK 300POBbI0 MaumneHTa, NpeabaBAsTCA B
TeuyeHne CPOKOB MCKOBOWM AABHOCTW, YCTAHOBIEHHbIX FPaXaAaHCKMM 3akOHO4ATENbCTBOM.

5. Paamep cTpaxoBo BbinnaTel N0 4OroBOpPY 0653aTeNbHOr0 CTpaxoBaHUSA COCTaBNAET:

1) B cnydyae cMepTV naumMeHTa ABa MUMMMOHA pybrenm Ha Kaxaoro nauumeHTa, yyYacTBOBaBLUErO B
KMMHUYECKOM MccnefoBaHny NekapCTBEHHOMO npenapara;

2) npu yxygLleHun 300poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBNeHWe UHBaNMAHOCTK | rpynnbl, OAMH MWUAMWOH NATLCOT ThiCAY pybnen Ha
KaXKgoro naumeHTa, y4acTBOBaBLUEro B KIMMHUYECKOM UCCNeAoBaHUM fiekapCTBEHHOro npenapaTa;

6) nosnekwem 3a cobon ycTaHoBNeHue WHBanuAaHocTu Il rpynnbl, oAMH MWNAMAMOH pybBnen Ha Kaxgoro
nauuneHTa, y4acTBOBaBLUErO B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOro npenapaTa;

B) MOBNeKWeM 3a cobol ycTaHoBneHwve wuHBanugHoctu Il rpynnbl, NATLCOT ThicAY pybner Ha KaXaoro
nauuneHTa, y4acTBOBaBLUErO B KITMHWYECKOM UCCNeaoBaHUM fiekapCTBEHHOro npenapaTa;

r) He noBnekweMm 3a coboW yCTaHOBNEHNSA NHBANMOHOCTU, He Bonee Yyem TpucTa Thicad pybnen Ha Kaxgoro
naumeHTa, y4aCcTBOBaBLUErO B KITMHNYECKOM MCCreaoBaHMN NeKapCTBEHHOro npenapaTa.

6. Paamep cTpaxoBbix BbiNAaT MOXeT ObITb yBENMYEH HA OCHOBaHUN peLleHns cyaa.

7. Cpok poroBopa 00a3aTenbHOMO CTPaxoBaHUA He MoOXeT ObiTb MeHee, 4eM CpoK npoBedeHus
KMMHUYECKOro nccnefoBaHms nekapCcTBeHHOro npenapaTa.

8. Ycnosusa gorosopa ob6s3aTenbHOr0 CTpaxoBaHus, B TOM YMcCne CTpaxoBble Tapudbl Mo obssaTtensHOMy
CTpaxoBaHWIO, MepeyvyeHb HeobXOAMMbIX [OOKYMEHTOB [ANnif OCYLEeCTBMEeHUs CTpaxoBOW BbiMnaTbl, MNOPSOOK
YCTaHOBMEHNs  CTpaxoBaTeneM  WHAMBWAOYanbHOrO  MAEHTUMUKALMOHHOIO  Koda  MauueHTa, Mnopsaok
MHAOPMUPOBAHNA  CTpaxoBaTeniemM CTpaxoBLUMKa O MPUBMIEYEHHbIX K  KIMHUYECKOMY  WUCCNeAoBaHWo
neKkapcTBEHHOro npenapaTa Ans MeQUUMHCKOro NMpUMEHeHWs nauumeHTax, MOopsAoK ynnaTbl CTPaxoBOW npemMuu,
NOPSIAOK peanusauny onpegerieHHbix HacToAwmM PegepanbHbiM 3aKOHOM U ApyrMy begepanbHbIMU 3aKOHaMU
npaB n 06A3aHHOCTEl CTOPOH NO A0roBopy 06s3aTeNbHOro CTpaxoBaHUs YCTaHaBNMBAOTCS TUMOBLIMW NpaBunamu
06a3aTenbHOro CTpaxoBaHus.

9. B cnyyae npuvuMHeHUs Bpeda XWM3HW nNauuMeHTa, y4acTBOBaBLUErO B KINMHWMYECKOM WCCnegoBaHuu
NeKapCTBEHHOrO npenapara, Bbirogonpuobpetatensmu no AOroBopy 00s3aTenbHOro CTpaxoBaHMs SBMSIOTCH
rpaxkgaHe, MeroLwMe NpaBo Ha BO3MeELLEeHMe Bpeda B Cryvyae CMepTy KOPMUIbLa B COOTBETCTBUM C FPaXKAaHCKUM
3aKOHOOATENbCTBOM, MPWU OTCYTCTBMU TaKWMX rpaxgaH - poavTenu, Ccynpyr, OeTW YyMepLluiero mnauueHTa,
y4acTBOBABLUEIO B KIMHUYECKOM WCCregoBaHUM NEKapCTBEHHOro npenaparta, B Crydae CMepTuM naumeHTa,
y4acTBOBABLUErO B KNMHUYECKOM UCCNEeAOBaHWM NeKapCTBEHHOro npenapaTta U He UMEBLLEr0 CaMOCTOATENbHOIO
[oxoaa, - rpaxgaHe, Ha WKOUBEHWUN KOTOPbIX OH HaxOAMICs, B OTHOLLEHUM BO3MELLEHNS pacxofoB Ha norpebeHne
nauueHTa, y4acTBOBaBLUErO B KMMHNYECKOM UCCNEeAO0BaHUM NeKapCTBEHHOro npenapaTa, - nNMuo, NoHecllee Takue
pacxofpl.
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10. CtpaxoBas Bbinnarta B CYET BO3MELLEHMS Bpeaa, NMPUYMHEHHOMO XXMU3HU MalMeHTa, y4yacTBOBaBLUEro B
KNMHUYECKOM UCCNeaoBaHUM NeKapCTBEHHOro npenapara, pacnpegenserca mexay Bblrogonpuobpertatensamu
NpONopLMOHAanNbHO UX KONIMYECTBY B PaBHbIX AONSAX.

11. lMpn HacTynneHum CTPaxoBOro cryvasi naumMeHT, Y4acTBOBaBLUMMA B KIWHUYECKOM MCCNeaoBaHum
nekapcTBEHHOro npenapaTta, Bblrogonpuobperatens BnpaBe nNpeabaABUTb HEMNOCPEACTBEHHO CTPaxXOBLLUMKY
TpeboBaHne O BO3MELLEHMM NPUYMHEHHOro Bpeda. CTpaxoBasi BbinNnaTa OCYLECTBSETCA CTPaxoBLUMKOM B
TeyeHne Tpuauatu OHEeW CO OHA NpeAacTaBfieHuMst HeobXoaMMbIX AOKYMeHTOB. [laumeHT, yvyacTBOBaBLUMA B
KNMMHUYECKOM WCCIEAOBaHUM JeKapCTBEHHOrO Mpenapara, wWnu BbirogonpuobpeTatens 006s13aH  CooBLWMTL
CTPaxOBLUMKY A5s1 OCYLLECTBIIEHNSA CTPaxOBOW BbiMfaTbl MHANBUMAYASNbHbLIA MAEHTUMUKALMOHHBIA KO MauueHTa,
YCTaHOBIIEHHbIV CTpaxoBaTeneM B COOTBETCTBMM C TUMOBLIMU NpaBuniaMm 00s3aTenbHOro CTpaxoBaHus.

12. [lo nonHoro onpegeneHnss pasmepa noafiexallero BO3MELLEHUIO Bpeaa CTPaxoBLUUK MO 3asiBIIEHMIO
naumeHTa, y4yacTBOBaBLUEr0 B KMNMHWYECKOM WCCMNeAOBaHUM NeKapCTBEHHOro npenaparta, Wnu 3asiBlieHuto
BblrogonpuobpeTtaTens BrApaBe OCYLECTBUTb YaCTb CTPaxOBOW BbinnaTbl, COOTBETCTBYIOLLYIO (haKkTUYEeCKM
onpeaeneHHon YactT NpUYMHEHHOrO Bpeaa.

13. CtpaxoBas BbinnaTa B COOTBETCTBUM C OOrOBOPOM 00A3aTENbHOIO CTPaxoBaHMsA OCYLLeCTBAAeTCA
HEe3aBMCMMO OT BbIMMaT, NPUYMTAIOLLNXCA NO APYTUM BUAAM CTPAXOBaHWSI.

14. He ponyckaeTcsa yyacTve naumeHTa B MPOBEAEHUM KITMHUYECKOro WCCreaoBaHUs NEKapCTBEHHOro
npenapaTa nNpu OTCYTCTBMM AOroBopa 00si3aTeNbHOro CTpaxoBaHWs.

15. KoHTpomnb 3a MCNOMHEHMEM opraHu3aumen, MofyYMBLLEN paspeLleHne Ha opraHM3auuio NpoBeaeHus
KNMUHUYECKOTO MCCneaoBaHMs JIekapCTBEHHOro npenapata Ansi MeauuMHCKOro MNPUMEHEHUs), YCTaHOBMNEHHOM
HacTosLWeNn cTaTbenn 0693aHHOCTM MO 00sI3aTENbHOMY CTPaxOBaHWMIO XU3HW, 300POBbS MauUMeHTa, y4acTBYHOLLErO
(yyacTBOBaBLIErO) B KIMHMYECKOM  UCCMEOOBaHUM  FIeKapCTBEHHOrO  MpenapaTta,  OCYLIECTBISETCS
YMOSTHOMOYEHHbIM dedeparnbHbiM OpraHoOM MCMOMHUTENbHOW BMNAacTW, BblAaBLUMM paspelleHne Ha npoBeaeHue
KNUHUYECKUX UCCNeoBaHWI NekapCTBEHHbIX NpenapaToB A1 Me4ULMHCKOrO NPUMEHEHMS.

naea 8. MIPON3BOACTBO N MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB
CraTbs 45. [1pon3BOACTBO NEKapCTBEHHbIX CPEACTB

1. Tlpon3BOACTBO feKapCTBEHHbIX CPEeACTB AOMKHO COOTBETCTBOBaTb MNpaBuraMm  opraHusauuu
Npou3BOACTBA W KOHTPONSA KayecTBa NeKkapCTBEHHbIX CPEACTB, YTBEPXKAEHHbIM YNONHOMOYEHHbIM deaepanbHbIM
OpraHoM UCNOSTHUTENBHOM BNacTu.

(B peq. ®PenepansHoro 3akoHa ot 25.06.2012 N 93-03)

2. Tpoun3BOACTBO NeKapCTBEHHbIX CpeacTB Ha Tepputopum Poccunckon Pefepauumn ocyllecTsrseTcs
NpoV3BOAUTENSAMM NEKAPCTBEHHbIX CPEACTB, UMEKLLUMMI NMLEH3MIO HA MPOMU3BOACTBO NIEKAaPCTBEHHbIX CPeacTB.

3. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBNSAETCA ¢ cobnogeHneM TpeboBaHUM NPOMbILLIEHHOIO
pernameHTa, KOTOPbIN YTBEPXOAAETCA pyKOBOOMTENEM MPOM3BOAUTENS JIEKApPCTBEHHbLIX CPEACTB M BKIHOYAET B
cebsi nepeyeHb UCMNONb3yeMbix apMaueBTUYECKUX CYOCTaHLUMA U BCMOMOraTernbHbIX BELLECTB C YKa3aHueMm
KONnmMyecTBa KaXgoro u3 HuX, AaHHble 06 ncnone3yemMom obopynoBaHUn, onMcaHne TEXHOMOIMYECKoro npoiecca 1
METOOO0B KOHTPOSSA Ha BCEX 3Tanax NpoM3BOACTBA NIEKAPCTBEHHbIX CPEACTB.

4. Tlpy npou3BOACTBE NEKAPCTBEHHbIX CPEeACTB MCMonb3yloTcs apmaueBTudeckne cybctaHumum,
BKITOYEHHbIE B rOCY4apCTBEHHbIN peecTp NekapCTBEHHbIX CpeacTB.

5. BanpeulaeTcs NpoM3BOACTBO:

1) nekapCcTBEHHbIX CPeACTB, He BKIIOYEHHbIX B rOCYAApPCTBEHHLIA PeecTp IeKapCTBEHHbIX CPeacTB, 3a
UCKNIOYEHMEM TeKapCTBEHHbIX CPeAcTB, MPOU3BOAUMBLIX ONS1 NPOBEAEHUS KNWMHUYECKUX uccrnegoBaHum u Ans
3KCMopTa;

2) hanbCMPULMPOBAHHBIX NEKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX cpeacTB 6e3 NUUEH3NM Ha NPOU3BOACTBO JTEKAPCTBEHHbIX CPEACTB;

4) nekapCTBEHHbIX CpPeACTB C HapyLleHWeM NpaBuil OpraHuM3auMuM NPOU3BOACTBA M KOHTPONSA KayecTBa
NeKapCTBEHHbLIX CPEACTB.

6. lNMpn BBOAE NEKAPCTBEHHbLIX CPEACTB B rpaXkgaHCKUM OOOPOT YMOSIHOMOYEHHOE NULO MPOM3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLLECTBMSET NOATBEPXOEHNE COOTBETCTBUSI JIEKAPCTBEHHLIX CPeacTB TpeboBaHUAM,
YCTaAHOBMEHHbLIM MNPU WX FOCYAAPCTBEHHOW perncrpaunm, K rapaHTupyeT, 4TO IeKapCTBEHHble cpeacTBa
npousBeaeHbl B COOTBETCTBUM C NpaBmnamm NponsBoACcTBa U KOHTPOSA KayecTBa NekapCTBEHHbIX CPeaCTB.

7. YNONMHOMOYEHHbIM NMLOM NPOV3BOAUTENS NEKAPCTBEHHBIX CPEACTB ABMSIETCA €ero paboTHMK, UMELLMIA
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BbiCLLEee apmaLeBTUYecKoe, Xumumyeckoe wunum 6buonornyeckoe obpasoBaHue nvMbo npuM NpoM3BOACTBE
neKkapcTBEHHbIX CPeACTB AMsl BETEPMHAPHOro NpUMEHeHns BeTepuHapHoe obpasoBaHue, cTax paboTbl He MeHee
YyemM NATb NeT B obractv NPoOM3BOACTBA M KOHTPONSA KadeCcTBa eKapCTBEHHbIX CPEACTB U aTTeCTOBaHHbIA B
nopsifike, yCTaHOBNEHHOM YNONIHOMOYEHHbIM dheeparnbHbiM OpraHoM UCMONTHUTENBHOW BNacTu.

8. lMpousBoauTenn nekapcTBeHHbIX CPeACTB MOryT OCYLLECTBMSATb NPOAaxy NeKapCTBEHHbIX CPeacTB umm
nepegaBaTb UX B yCTAHOBINEHHOM 3aKkoHoAaTenbCcTBOM Poccuiickon degepaunm nopsgke:

1) OpyrMM NpPon3BOANTENSAM NIEKapCTBEHHbIX CPeACTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;

2) opraHv3aunsiM oNTOBOW TOProBNW fIEKapCTBEHHLIMU CPEACTBaMU;

3) anTeyHblIM  OpraHu3auusM, BETEepWHapHbIM  anTe4YHbIM  OpraHuMsauusM,  WHAMBMAYalbHbIM
npegnpvHUMaTensM, MWMEHLWMM JUMUEH3MI0 Ha (apmaueBTUYECKyl0 OeATEeNnbHOCTb WM NINLUEH3UK0  Ha
MEOULMHCKYI0 OeATENbHOCTb;

4) Hay4HO-UCcneaoBaTeNbCKUM OpraHM3aLmam Ans HayYHO-UccrnegoBaTenbCKon paboThl;

5) MeguUUHCKUM opraHmn3aLmamM U BeETEPUHAPHBIM OpraHM3auusm;

6) opraHusauusam, oCcyLLEeCTBAIOLWNM pa3BefeHne, BblpalllBaHUEe 1 Coaep)KaHNe XXUBOTHbIX.

CraTbsa 46. MapkupoBKa nekapcTBeHHbIX CPEACTB

1. NNekapcTBeHHbIE nNpenapaTbl, 3a UCKMIOYEHNEM NeKapCTBEHHbIX NpenapaToB, U3roTOBMEHHbIX anTeYHbIMU
opraHusaumsiMn, BeTepuHapHbIMKW  anTeYHbIMW  OpraHu3auuaMun, UWHAUBMAYanbHbIMW  MpeanpuHUMaTenamu,
NUMEILLUMUN NULIEH3NIO Ha hapMaLEBTUYECKYI0 AeATENbHOCTb, OJPKHbBI NOCTynaTh B oOpalleHune, ecnu:

1) Ha WX NEepBWYHOW YMaKoBKe (3a WCKMOYEHVWEM MEPBUYHOM YMAKOBKM NEKAPCTBEHHbLIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTaeMbiM LWPUEPTOM Ha PYCCKOM HA3bIKE YyKa3aHbl HaWMEHOBaHWE J1eKapCTBEHHOIO
npenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMM XUMWYECKOE, UMM TOProBoe HauMEHOBAHME), HOMEpP Cepu,
AaTta BbiNycka (4N MMMYHOBMOMOrMYEeCcKnx rfekapCTBEHHbIX MpenapaToB), CPOK rOAHOCTM, O03MPOBKa WIK
KOHUEeHTpauusi, 06beM, akTMBHOCTb B eAnHMLAX OENCTBUSA UM KONMYECTBO A03;

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-03)

2) Ha nx BTOpMYHON (MOTPEeBbMTENBCKOW) YNakoBKE XOPOLLO YMTaeMblM LUPUETOM Ha PYCCKOM A3blke yKa3aHbl
HavMeHOBaHWe NneKapCTBEHHOro npenapaTta (MexayHapogHoe HenaTeHTOBaHHOE UMM XMMUYECKoe U TOproBoe
HaVMEHOBaHWs1), HaMMeHOBaHWe NPOM3BOAMTENSI NEKAPCTBEHHOIO NMpenapaTta, HoMep cepuu, AaTta Bbinycka (4ns
UMMYHOBMONOrMYECKNX NeKapCTBEHHbIX NpenapaToB), HOMEpP PErncTpaLnoHHOIO yAOCTOBEPEHUS, CPOK FrOAHOCTH,
cnocob NpMMeHeHUs1, 4O3NPOBKA MITM KOHLEHTpauus, o6bem, akTMBHOCTb B eAMHMLAX AeNCTBUSA MO0 KONMYeCTBO
003 B yrnakoBke, nekapcTBeHHasa bopMa, YCroBusi OTNycKa, YCNoBusa XpaHeHus, npegynpeauTenbHble Hagnmucu.

(B peq. ®epepansHoro 3akoHa ot 11.10.2010 N 271-3)

2. ®apmaueBTMYeCKME CyBCTaHUUM OOMKHBLI NMOCTynaTh B obpalleHue, ecrnim Ha UX NepBUYHOM YMaKoBKe
XOpOLIO YMTaeMbiM LWPUAPTOM Ha PYCCKOM $A3blke yKasdaHbl HaumeHoBaHue papmaueBTudeckon cybctaHuum
(MexgyHapodHoe  HenaTeHTOBaHHOE WM XMMUYECKoe W TOpProBoe HauMeHOBaHWsl), HauMeHOBaHue
npoussoguTens gapmMaueBTM4eckon cybcTaHummn, HoMep cepun 1 gaTta U3roToBMEHWS, KONMYECTBO B YMaKOBKE U
eOUHWLbI N3MEPEHNS KONMMYeCcTBa, CPOK FOAHOCTU U YCNOBUSA XpaHEeHus.

3. JlekapcTBeHHble cpeacTBa B KayecTBe CbIBOPOTOK AOSMKHbI MocTynaTe B obpalieHve C ykasaHuem
XXMBOTHOTO, U3 KPOBU, Na3Mbl KDOBW, OPraHOB M TKaGHEW KOTOPOrO OHWU MOJSTyYeHbI.

4. Ha BTOpW4HYO (NOTPEeOUTENbCKYI) YNakoBKy NEKapCTBEHHbIX CPeACTB, MOMYYEHHbIX U3 KPOBMW, Mra3mbl
KpOBW, OpraHoB U TKaHel Yyernoseka, A0MkHa HaHOCUTbCA Haanuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBepPXHOCTHbLIN aHTUreH Bupyca renatuta B oTcytcTeytoT".

5. Ha nepBu4YHYyl0 ynNakoBKy W BTOpPUYHYKO (NOTpebuTenbcKyl) ynakoBky paguodapmaueBTUYeCKMX
nekapcTBEHHbIX CPeACTB AOMKEH HAHOCUTLCS 3HAK paavaLMOHHON ONacHOCTH.

6. Ha BTOpu4yHyto (NoTpebutenbckyo) ynakoBKy roMeonaTMyeckux eKapCTBEHHbIX NpenapaToB OOShDKHA
HaHOCUTbCA Haanuck: "lromeonaTuyeckun”.

7. Ha BTOpu4YHyl (noTpebuTenbCcKkyld) YNakoBKY II€KapCTBEHHbIX PaCTUTENbHbIX MpenapaToB AOIDKHA
HaHocUTbCA Hagnuee: "Mpoaykumna npowna pagnauuoHHbI KOHTPOrb".

8. Ha nepBuyHyl0 ymakoBKy WM BTOpPUYHYKO (MOTPEOUTENbCKY0) YMakOBKY IEeKapCTBEHHbIX MNpenapaTos,
npegHasHaYeHHblX ANs  KINVMHUYEeCKUX WCCrefoBaHwui, [OJPKHa HaHOCWUTbCA Hagnwucb: "[Ons  KNMHWMYeCKux
nccnegoBaHun”.

9. YnakoBka nekapCTBEHHbIX CPeACTB, NpefHa3HaYeHHbIX UCKNIOYUTENbHO ANS 9KCnopTa, MapKupyeTcs B
COOTBETCTBMU C TPeOOBaHUSAMW CTPaHbI-UMNopTepa.

10. Ha TpaHCnopTHylO Tapy, KOTopasi He MpegHasHadyeHa ANns noTpebuTeneit M B KOTOPYH MOMELLEHO
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nekapcTBeHHOe CpeacTBO, AOMKHA HAHOCUTLCA MHAOPMALMS O HAMMEHOBAHUW, CEPUN NEKAPCTBEHHOIO CPEeACTBa,
AaTe BblNycka, KONMYecTBe BTOPUYHbIX (NOTPEBMTENbCKMX) YNakoBOK NEKapCTBEHHOIO CpeacTBa, Npov3soanTene
NeKkapcTBEHHOro CpeacTBa C yKasaHWEM HaWMEHOBAHUS U MEeCTOHAXOXAeHWs MPOW3BOAMTENs NeKapCTBEHHOro
cpencTBa (agpec, B TOM Yucne cTpaHa u (Mnu) MecTo Npou3BOACTBa JIeKapCTBEHHONO CPEACTBa), a Takke O CpoKe
rogHOCTM eKapCTBEHHOro CpeacTBa M 06  YCMOBUAX €ro  XpaHeHus W MnepeBo3kn, HeobxoduMble
npeaynpeauTenbHble HAANUCK U MaHUNYNSTOPHbIE 3HAKU.

11. Ha nepBWYHYylO0 YNakoBKY W BTOPWYHYIO (NMOTPeOUTENbCKYIO) YNakoBKY feKapCTBEHHbIX CpeacTB Arist
BETEPMHaPHOro NPUMEHEHUs AOMMKHa HAHOCUTBLCS Haanueb: "[na BeTepUHAPHOro NpMMeHeHns".

12. Ha BTOpu4HYt0 (MOTPeGUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOIO NpenapaTta HaHOCUTCS LLITPUXOBOW KoA.

Maea 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUNCKYIO ®EOEPALUIO U BbIBO3 IEKAPCTBEHHbLIX CPEOCTB
U3 POCCUNCKOWU ®EOQEPALIUN
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

CraTbsa 47. Nopsaok BBO3a nekapCTBeHHbIX cpeacTB B Poccunckyo Pegepaumio 1 BblBO3a NekapCTBEHHbIX
cpeacTs 3 Poccuickon ®egepauun
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BB03 nekapcTBeHHbIX cpeacts B Poccuiickyio Pegepaumio ocyLwecTBnaeTca B NOpsiAKe, YCTaHOBEHHOM
MpasutenbctBom Poccuickon degepaumm, B COOTBETCTBUM C TAMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEeHHOro
coto3a B pamkax EBpA33C (ganee - TamoXeHHbI coto3) n (unun) 3akoHogaTenscTBom Poccuiickon depepaumm o
TaMOXXEHHOM Jere.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. BBosumble B Poccuiickyio Pepepaumio nNekapCcTBEHHble CpeacTBa [OOIMKHbI OblTb  BKIHOYEHbI B
rocy4apCTBEHHbIN peecTp nekapCTBEHHbIX CPeacTB.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

3. [OonyckaeTtca BB03 B Poccuickylo ®degepaumio KOHKPETHOM MapTuM 3aperucTpupoBaHHbIX U (Unn)
He3aperncTpMpoBaHHbIX  JIEKAPCTBEHHbIX CpPeACTB, MNpedHasHayeHHblX Ans  NPOBEeAeHWs  KIMHUYECKMX
nccnegoBaHWA  fleKapCTBEHHbIX — MpenapaToB, MNPOBEOEHUS  3KCNEepPTU3bl  NEKapCTBEHHbIX CPEeAcTB AN
OCYLLECTBMEHNS rOCyAapCTBEHHOW perMcTpauuy feKkapCcTBEHHbIX NpenapatoB WUNW Afs OKa3aHWs MeOWLMHCKOW
MOMOLUM MO JKU3HEHHbIM MOKa3aHWAM KOHKPETHOrO nauueHTa Ha OCHOBaHWM paspelueHus, BblAaHHOro
YNOSIHOMOYEHHbIM hefepanbHbIM OPraHoM UCMONMHUTENBHON BACTW NO 3asBNEHMSAM MWL, YKasaHHbIX B cTaTbe 48
HacTosiwero ®depepanbHOro 3akoHa. PaccMoTpeHne Takoro 3asiBMeHWs W MpUHATME pelleHnWs O Bbldade
paspeLleHnsi Ha BBO3 KOHKPETHOW NapTum 3aperucTpupoBaHHbIX U (M) He3aperncTpmpoBaHHbIX NeKapCTBEHHbIX
cpeacTB, MpeAHasHaYeHHbIX AN NPoBedeHUSs KIUHWYECKMX WCCregoBaHUW NeKapCTBEHHbIX Mpenaparos,
NpoOBeAEeHUs 3KCMepTU3bl JeKapCTBEHHbIX CPEeACTB ANs  OCYLECTBMEHUs [OCyAapCTBEHHOW permcrpaumm
neKapCTBEHHbIX MpenapaToB U Ans Ooka3aHWs MeOULMHCKOW NOMOLLM MO KU3HEHHbIM NMOKa3aHMAM KOHKPETHOro
naumeHta nubo o6 oTkade B Bblgaye yKa3aHHOro paspelleHust MPou3BOOATCS B CPOK, HE MPEeBbllaloWwmi NSt
pabounx gHen. NnaTa 3a Bblgavy yka3aHHOrO paspeLleHns He B3MMaeTCs.

(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuickyo ®egepaumnto MOXHO BBO3UTb fleKapCTBEHHbIE CPeAcTBa, Ka4eCTBO KOTOPbIX NOATBEPXKAEHO
cepTucmkaToM MNpPOU3BOAMTENS  NEeKapCTBEHHbIX CPeACTB, YOOCTOBEPSIOWMM COOTBETCTBME  BBO3MMBbIX
neKapcTBEHHbIX CpeAcTB TpeboBaHWAM dapmakonenHbIx ctaten nubo B criydae uX OTCYTCTBUS HOPMaTWMBHOW
AOKYMEeHTaLMN U HOPMaTUBHOIO JAOKYMEHTa.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

5. Banpewaetca BBo3 B Poccuiickyto Pegepaumnio danbCcnULMPOBaHHbIX fEKapCTBEHHbIX CPeacTs,
HeaobpoKayYeCTBEHHbIX NIEKAPCTBEHHbIX CPeACTB, KOHTpPAaKTHbIX JIEKAPCTBEHHbIX CPEACTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. PanbcMduUMPOBaHHbIE NEKAapCTBEHHbIE CPEeACTBa, HedoOpOKavyecTBEHHbIE MeKapCTBEHHble CPeAcTBa
noanexaT U3bATUI0 U MOCMEeAYLEMY YHUYTOXEHUIO unu BbiBO3y M3 Poccurickon depepaumun, koHTpadakTHbIe
neKapcTBEHHble CPeACTBa - U3bATUIO U MOCNEAYIOLEMY YHUUTOXEHMIO. YHUUTOXEHNe unn BelBo3 13 Poccuickon
®epepaumn danbcULMPOBAHHbBIX NEKAPCTBEHHbIX CPEeACTB, HeAoOpOKayeCTBEHHbIX NeKapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLLECTBMSETCA 3a CYeT fvua, OCyLlecTBMBLUEro Mx BBO3. [lopsgok
YHUUTOXEHMS U3bATbIX (hanbcnULMPOBaHHbIX NEKAPCTBEHHbIX CPeaCTB, HeAOOpPOKaYeCTBEHHbIX NleKapCTBEHHbIX
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

CpeAacTB, KOHTpadaKTHbIX NeKkapCTBEHHbIX CPeACTB ycTaHaBnmBaeTcs NpaButensctBoM Poccunckon ®egepaumn.
(B pen. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

7. JNuua, ocywectensawowmne Beo3 B Poccuiickyio Pepepauunio hanbCUULMPOBAHHBIX NEKapCTBEHHbIX
CpeacTB, HeaobpOKayeCTBEHHbIX MEKAPCTBEHHbIX CPEeACTB, KOHTpadakTHbIX NEeKapCTBEHHbIX CPeAcTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKoHOAATeNnbCTBOM TaMOXEHHOro cow3a u  (unu)
3akoHogaTenbCcTBOM Poccuinckon egepauumn o TaMOXXeHHOM Jerne.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccunckon Pegepaumm ocylecTensetcsas 06e3 npuMeHeHus
OrPaHWYEHUN,  YCTAHOBMEHHbIX  TaMOXEHHbIM  3aKOHOA4ATEeNbCTBOM  TaMOXeHHOro cow3a U1 (4nw)
3akoHopartenbctBoM  Poccuickon  Pegepaumm 0 rocygapCTBEHHOM  perynupoBaHMM  BHELUHETOProBOM
aesTenbHocTW. BbIBO3 nekapCTBEHHbIX NpenapaToB, NpeAHa3Ha4YeHHbIX A8 r'yMaHUTapHOW NOMOLLM (COO4ENCTBUS)
UNu nNOMOLUM NPWU YpesBblHalHbIX CUTyaumsix, u3s Poccuiickon ®depepaumy OCyLLECTBNAETCA Ha OCHOBaHMM
peleHus MNpaButenbctBa Poccunckon degepaumm unu peLleHns opraHoB rocygapCTBEHHOM BNacTn CybbekToB
Poccuinckon ®egepauunn 06 okasaHWM NOMOLLM MHOCTPAHHOMY rocygapcTBy.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 48. HOpugnueckne nuua, KOTOPbIM paspelleH BBO3 fekapCTBEHHbIX cpeacTts B Poccuiickyto
degepaumto
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTBa B Poccuinckyto ®egepaumio MoryT BBO3UTb:
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

1) npousBoouTENM NEKAPCTBEHHbIX CPEACTB AN Lenen coOCTBEHHOro Mpou3BOACTBA NEKAPCTBEHHbIX
cpencTs;

2) WHOCTpaHHble pas3paboTyMKM NEKapPCTBEHHbIX CPEACTB U MHOCTPaHHbIE NMPOM3BOAMTENN NEKapCTBEHHbIX
CpeacTB unu Apyrve lopugudeckme nuvua no nopyyvyeHuio paspaboTymka nekapCcTBEHHOro Cpeactsa Ans
NpOBEAEHUs KNMHUYECKUX WCCregoBaHWi JeKapCTBEHHOro mnpenapaTa, OCYLWeCTBNEeHUs roCy4apCTBEHHOW
permctpauMm nekapCTBEHHOrO MnpenapaTa, BKYeHUs dapMaueBTUYeCcKkon cybCcTaHuMM B rocyaapCTBEHHbIN
peecTp rekapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa IeKapCTBEHHbIX CPEeACTB MNPV Hanuyunm paspeLueHus
YMNOSTHOMOYEHHOro heaeparnbHOro opraHa UCMNOMHUTENBHOW BNAcTV Ha BBO3 KOHKPETHOW MapTuy NeKapCTBEHHbIX
cpencrTs;

3) opraH13auuy onToBOW TOProBNM NeKapCTBEHHBIMWU CPEACTBaAMY;

4) Hay4YHO-UccnegoBaTenbCcKme opraHu3auuu, obpasoBarerbHble yypexaeHust BbICLLETO
npodeccnoHanbHoro obpas3oBaHns, NPOM3BOLAMTENN NEKAPCTBEHHBIX CPEACTB AN pa3paboTku, nccnenoBaHuin,
KOHTpons ©e3onacHoCcTH, KayecTBa, 3EEKTUBHOCTM NEKapCTBEHHbIX CPEACTB MNPW HanMuuuM paspeLueHus
YNONTHOMOYEHHOro heaepanbHOro opraHa UCMNONHUTENBLHON BMacTy;

5) MeguuMHCKME opraHm3auuu, UHble ykasdaHHble B MyHKTax 1 - 4 HacToswen cTaTby opraHusauuun Ans
OoKasaHWsi MeAMLMHCKOW NOMOLLM MO XU3HEHHbIM MOKa3aHUAM KOHKPETHOro nauveHTa npu Hanvumu paspelleHuns
YNOSTHOMOYEHHOro heeparnbHOro opraHa UCMOMHUTENbHOW BNAacT Ha BBO3 KOHKPETHOW MapTuM NekapcTBEHHOro
npenapaTa, BblJAHHOTO B YCTAHOBMEHHOM mMopsake B dOpMe 3MEeKTPOHHOro AOKYMEHTa, nognMcaHHOro
3MEKTPOHHOM LUMPPOBOM NOAMNUCHIO.

Cratba 49. [lokymeHTbl, npeacTaBnseMble B TaMOXeHHble opraHbl Poccuiickon ®depepauun npu BBO3E
nekapcTBeHHbIX cpeacTB B Poccuiickyto Penepaumio
(B peq. ®enepansHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyio defepauntio B TaMOXeHHble opraHbl Poccuiickon
denepaumun Hapagy ¢ JOKYMeHTamu, NpeacTaBreHne KOTOpbIX NPeAyCMOTPEHO TaMOXEHHbIM 3aKOHOO4ATENbCTBOM
TamMoXeHHOro cow3a U (unu) 3akoHogaTenbcTBoM Poccuiickon depepaumm 0O  TaMOXEHHOM  fgere,
npeacTaBnsoTCA cnegyloLwme JOKYMEHTbI:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmkaT NPOU3BOAUTENSA IEKAPCTBEHHOrO CpPeacTBa, YOOCTOBEPSANLIMIA COOTBETCTBME BBO3MMOIO
NeKapCcTBEHHOro cpeacTea TpeboBaHMAM hapmakonerHowm ctaTbl NMMOO B Criydyae ee OTCYTCTBUS HOPMAaTUBHOW
OOKYMEHTaLMM UNn HOPMaTUBHOTO JOKYMEHTA;

2) paspelleHne YNnosIHOMOYEHHOro doefepanbHOro opraHa UCMOMHUTENBHOW BMAacTM Ha BBO3 KOHKPETHOM
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

napTum NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBMNEHHbIX YacTbio 3 ctaTtbu 47 Hactosiwero ®egeparnbHOro
3aKoHa.

2. [lokymMeHTbI, yKasaHHble B nNyHKkTax 1 n 2 yactu 1 HacToswen cTaTtbu, NPeacTaBnsaloTCA B TaMOXEHHbIe
opraHbl Poccunckon ®egepaumn npu npnbbiTum nekapcTBEHHbIX CPeacTB B Poccuiickyto degepaunio.
(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB03 nekapCTBeHHbIX NpenapatoB B Poccuickyto degepaumio Ans fIMHHOrO MCMNONb30BaHNUS U
WHbIX HEKOMMEPYECKNX LieNen
(B peq. ®PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. JlexapcTBeHHble npenapaTtbl MOryT ObiTb BBe3eHbl B Poccuickyto dPepepaumio 6e3 yyeta TpeboBaHui,
NpeaycMOTPEeHHbIX Yactamu 1 - 4 ctaTtbn 47, ctatbamun 48 n 49 HacTogwero deaepanbHOro 3akoHa, €crnm OHu
npeaHasHayeHbl ons:

(B peq. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NNYHOro UcNonb3oBaHNa uandeckummn nuuamu, NpubsiswMMK B Poccuiickyto ®egepauuto;
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2) mncnonb3oBaHWs paboTHUKaAMKM OUNNIOMATUYECKOro Kopryca unu npeactaBuTensiMm MeXOyHapOLHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon ®egepaunm;

3) NevyeHus NaccaxupoB WM YNEHOB 3JKMMaXew TPaHCMOPTHbLIX CPeacTB, Moe3gHbix Opurag v BoauTenewn
TPaHCMOPTHBIX CpeacTs, NpndbIBLINX B Poccunckyo Pegepaumio;

(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

4) ne4veHUs1 Y4YaCTHWKOB MEXOYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHbBIX MEPOMNPUATUA W  Y4aCTHUKOB
MeXOYHapPOAHbIX 3KCNeauLni;

5) nevyeHnss KOHKPETHbIX XMBOTHbLIX B 300MapKax, a Takke XUBOTHbIX, BBO3MMbIX B Poccuiickyto deaepaunto
ONS y4acTus B CNOPTUBHBIX M 3PENTULLHBIX MEPOMPUATUAX.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

2. B cny4aax, npegyCMOTpeHHbIX 4acTbito 1 HacToswen cTaTbl, AonyckaeTcsa BBO3 B Poccuinckyto
denepaumio NekapcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuiickon deagepaunn.
(B pea. PepepanbHoro 3akoHa oT 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE Npenaparbl, NpegHa3HavYeHHble Anst 'yMaHUTapHOW NomoLy (CoOaencTBMS) U MOMOLLIM
npyM 4pesBblHalHbIX CUTyauusix, BBO3ATCcs B Poccuiickyto ®egepauuto B nopsigke,  YCTaHOBIEHHOM
MpaBnTENLCTBOM Poccuinckon depnepaumm. 3anpeluaetcs BBO3 B Poccuiickyto depepaumio
He3aperMcTpUpoOBaHHbIX  fIEKapCTBEHHbIX MpenapaToB, MpefHa3HaYeHHbIX Ans  yMaHWTapHOW  MOMOLLMU
(cogencTBms) NN NOMOLLM NPU Ype3BblYanHbIX CUTYyaLUNAX.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 51. CoTpyagHmyecTBO hefepanbHOro opraHa UCNONHUTENBHON BNACTU, YNOTHOMOYEHHOIo B 0bnacTu
TaMOXEHHOro Aena, U Opyrux ynonHOMOYEHHbIX beaepanbHbIX OpraHOB UCMONHUTENBHON BNACTH

1. YnonHomouyeHHble heaepanbHbie opraHbl MCMOMHUTENBHOW BNAcTM NpPegoCTaBrnsioT B pacrnopsiKeHue
denepanbHOro opraHa WCMOMHWTENbHOW BRAAcTW, YMOMHOMOYEHHOTO B 06nacTM TaMOXEeHHOro Jena,
rocy4apCTBEHHbIN peecTp NEeKapCTBEHHbIX CPEACTB, a Takke MHMOPMaUMIO O BblAAHHbLIX pa3pelleHnsax Ha BBO3
KOHKPETHOW MnapTuu feKapCTBEHHbIX CPEACTB B Cryyasx, YCTAHOBIEHHbLIX YacTbio 3 cratby 47 HacTosLero
®eneparnbHOro 3akoHa.

2. ®epepanbHbIi OpraH WCMOMHWUTENBbHOW BMAAcTW, YMOMHOMOYEHHbIM B 0OMacT TaMOXeHHOro pnena,
WHpopMMpyeT yKasaHHble B 4YactTm 1 HacTodwen cTratbM YNONHOMOYEHHble efeparnbHble  OpraHbl
NCMNOMHUTENbHOW BNacTu O BBO3e NeKapCTBEHHbIX cpeacTB B Poccunckyto Pefepaumio 1 BblBO3€ NeKkapCTBEHHbIX
cpeactB mn3 Poccunckon depepaumm no dopMe M B MNopsgke, KOTopble ycTaHoBMeHbl [1paBUTENbCTBOM
Poccuiickon ®epepauun.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Mnaea 10. PAPMALEEBTUYECKAA OEATENIbHOCTb

Cratba 52. OcyliectBneHne apMaLeBTUHECKON AeATEeNbHOCTH
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

1. ®dapmaueBTudeckass  OeATENbHOCTb  OCYLECTBMASETCS  OpraHu3auuMsiMM  ONTOBOW  TOProBMU
NeKapCTBEHHbIMW CPEACTBaMW, anTeYHbIMW OpraHuM3aumsiMiM, BeTEpPMHAPHLIMU anTe4YHbIMW  OpraHu3aLusMu,
MHAMBUAOYANbHBIMA  MPeanpUHUMATENAMU, WUMEOLWUMN  JNIULEH3NI0O Ha (apMaueBTUYECKYHD [esATENbHOCTb,
MEOULMHCKUMW  OpraHu3auusiMi, WMELWUMU  NULEH3NI0 Ha dapMaueBTUYECKYD OesTenbHOCTb, W UX
obocobneHHbiMM  NogpasgeneHnsMyn  (ambynatopuamn,  denbaiepckumm U enbAaLepcKo-aKyLLepCKuMm
NyHKTaMu, LeHTpamMu (oTaeneHusmn) odwen BpavyebHOM (CeMerHON) MPakTUKK), PacrnofoXEHHbIMU B CENbCKMX
MOCENEHUsIX, B KOTOPbIX OTCYTCTBYIOT anTeyYHble OpraHv3auuv, U BeTepuMHapHbIMU OpPraHM3auusiMym, UMEeHLLMMM
NMLEH3MI0 Ha hapMaLleBTUYECKYIO AeATENbHOCTb.

2. ®dusmyeckme nuua MoryT ocyLecTBnATb papMaLeBTUYECKY AeATENbHOCTb NMPU HaNMYUmM BbICLLETO UMK
cpegHero dapmaueBTnyeckoro obpasoBaHus U cepTudmkata crneumanqcta, BbICLUEFO WAM  CPeAHEero
BETEpMHapHOro obpas3oBaHWs U cepTudukaTa crneunanicta, a Takke BbICLLErO UMW CPpeaHero MeguuMHCKOro
obpasoBaHus, cepTudumkaTa cneumanucta U AOMNONHUTENBHOrO NpodeccuoHanbHOro obpas3oBaHUs B YacTu
PO3HUYHOW TOProBfM fieKapCTBEHHbLIMW NpenapaTamm Npu yCrnoBumn ux paboTtbl B 060COBNEHHbIX NoApasaeneHmsax
MEeLMLMHCKNX OpraHn3auni, ykasaHHbIX B YacTu 1 HAcTosLLEN CTaTbu.

(4acTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [lpogaxa, nepegada neKkapCTBEHHbIX CPEACTB OpraHuW3auusMyv  OMTOBOW  TOProBnu
nekapcTBEHHbIMU CPeACcTBaMM

OpraHusaumMm ONTOBOW TOProBfM fleKapCTBEHHbIMW CPeACTBaMM  MOMYT  OCYLUEeCTBAATb  NpoAaxy
neKapCcTBEHHbIX CPeACTB WM nepedaBaTb MX B YCTaHOBMEHHOM 3akoHoAdaTenbCTBoM Poccuiickon ®Pegepauunmn
nopsiake:

1) ApyrMM opraHmnsaumsm OnTOBOW TOProBNY fleKapCTBEHHbIMU CpeacTBaMy;

2) npon3BOANTENAM NEeKapCTBEHHbIX CPeacTB Ans uenen NpoM3BoACTBa NIeKapCTBEHHbIX CPeaCcTB;

3) anTeyHbIM OpraHn3auusam 1 BeTEPUHApPHbIM anTeyYHbIM OpraHn3aumsam;

4) Hay4HO-1ccnegoBaTeNbCKUM OpraHn3aumnsam Ansg Hay4yHo-uccnegosaTenbckon paboThbi;

5) nHamBmnayaneHbIM NpegnpuHuMaTensM, MMELWMM NULEH3N0 Ha hapMaLeBTUYECKY0 OEeATENbHOCTb Unn
NMLEH3NI0 Ha MEeANLMHCKYIO0 AeATenbHOCTb;

6) MeaLIMHCKUM OpraHu3auusiM, BeTepUHapHbIM OpraHn3aumsam;

7) opraHn3aumnsam, oCcyLeCTBASAOWMM pa3BeaeHne, BbipallmBaHe 1 COaepXaHne XNBOTHbIX.

CtaTtbs 54. [MpaBmna onToBOW TOProBn NekapcTBEHHbIMU CpeacTBaMm

OnToBas TOProBJiA JeKapCTBE€HHbIMU CpeacTtBaMu OCYLLUEeCTBNAETCA NnpounsBoaUTENAMU JIEKAaPCTBEHHbIX
cpencte M opraHusaumamm OonTOBOW TOpProenn nexKkapCTBeHHbIMW cpeAcTBaMu MO npasunam, yTBepXAEeHHbIM
cooTBeTCcTBYHOLLUMMU YNOJTHOMOYEHHbIMU (*)eﬂepaj'leblMl/l opraHamm MCMNOSTHUTENBHOW BAcTMW.

CraTbs 55. [Nopsagok poO3HMYHOW TOProBM NeKapCTBEHHbIMY Npenaparamu

1. Po3HM4Hasa TOProens fnekapCTBEHHbIMWU NpenapartaMmu B KONMyecTBax, HeOBXOAMMbIX AN BbINOMHEHUS
BpayebHbIX (penbAluepckMx) HasHa4yeHWn WM HasHaYeHun cneumanucToB B obnactu BeTepuHapuu,
OCYLLECTBMAETCA anTeYHbIMU OpraHu3auusiMn, BeTepUHapHbIMM anTeYHbIMU OpraHM3auusMu, UHAMBMAYanbHbIMU
npeanpuHUMaTensMy, WUMelWMMn  NUUeH3nio  Ha  apmaueBTUYeckylo  OeATenbHOCTb,  MeAULUHCKUMU
OopraHuMsauvsaMn, VMEeLWMMA FULEH3NI0 Ha dapMaueBTUYeCKyld AedATeNbHOCTb, M ux 060co6neHHbIMU
nogpasgeneHusmu (ambynatopuamu, denbawepckumm n denbalepcKko-akyLWepCkUMN MyHKTaMK, LeHTpamu
(oToeneHuamu) obwen BpayebHon (CeMenHON) NPaKTUKN), PacrnONOXEHHbIMU B CENbCKUX MOCENEHNX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHusauuMu, u BeTepMHapHbIMWU OpraHu3auusMu, WUMEKLWUMU MULEH3NI0  Ha
hapmaLeBTMYECKYI0 AeAaTenbHOCTb. PaspelleHa poO3HMYHAs TOProBnis TOMBbKO JIEKapCTBEHHbIMW MpenapaTtamu,
3apermctpupoBaHHbiMn B Poccuiickon ®egepauum  vnv U3roTOBIIEHHBIMU  @NTEYHBIMW  OpraHM3aumsamu,
BETEPVHAPHbIMU anTEeYHbIMW OpraHM3auuMsaMun, UHAMBUAYaNbHbIMW NPEeANpPUHUMATENSMU, UMEIOLWUMU NINLEH3NIO
Ha papMaLeBTUYECKYI0 AEeATENbHOCTb.

2. Buabl anTeuHbIx opraHusauuii M nNpaBuna OTMyCKa feKapCTBEHHbIX MNpenapatoB Ans MeaWLMHCKOro
NPUMEHEHMS anTeYHbIMU OpraHu3auMsaMy, MHOMBUAYanNbHbIMU NpeanpuHMMaTensaMi, UMEKLWMMN NNLEH3NI0 Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, a Takke MpaBuna OTnycka NekapCcTBEeHHbIX NnpenapaToB AN MeAMLMHCKOro
NPUMEHEHNS MEANLMHCKUMI OpraHn3aunsiMmun, MMeroLLMMN NINLEH3MI0 Ha dapMaueBTUYECKYI0 OeATeNbHOCTb, U UX
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obocobneHHbIMM  NogpasgeneHnsMyn  (ambynatopuamn,  denbaliepckumm U henbAaLepcKo-aKyLLepCKuMm
nyHKTamu, ueHTpamu (oTaeneHusmu) obuien BpavyebHoOW (CeMenHon) NPakTUKM), PacnonoXeHHbIMU B CErbCKMX
NoCeneHnsix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHnsauuun, yTBEPXKOATCS YNOMHOMOYEHHbIM hedeparbHbIM
OpraHoM UCMOMHUTENBHOWN BriacTu.

3. MNMpaBuna oTnycka HapKOTUYECKMX CPEACTB M NCMXOTPOMNHbLIX BELLECTB, 3aperncTpMpoBaHHbIX B KayecTBe
NeKapcTBEHHbIX MpenapaToB, JleKapCTBEHHLIX MpenapaToB, CoAepXallMx HapKoTU4eckue cpeactsa U
NMCUXOTPOMHbIE BELLLECTBA, YTBEPXOAlTCA YNOSIHOMOYEHHBIM befieparnbHbIM OpraHoM UCMONHUTENbHON BNacTu No
corfnacoBaHvio ¢ deaepanbHbiM OPraHoOM MCMOMHUTENbHOW BRacTy, OCYLLEeCTBASIWUM yHKUMM No BbipaboTke
roCyAapCTBEHHOW MOMUTUKW, HOPMAaTUBHO-NPaBOBOMY PerynupoBaHuio, KOHTPOMK U Haasopy B cdepe obopoTa
HapKOTUYECKNX CPeacTB, NCUXOTPOMHBLIX BELECTB U MX NPEKypCopoB, a Takke B 06racTu NMpoTMBOAEWCTBUSA MX
He3aKkoOHHOMY 0BOpOTY.

4. JlekapcTBeHHble npenapaTtbl ANS BETEPUHAPHOrO MPUMEHEHUS MOAMEeXaT OTNYCKYy BeTepUHapHbIMU
anTeYHbIMX  OpraHu3auusiMy, BeTepUHapHbIMWM  OpraHu3auvsamMu, WHAMBMAYaANbHBIMU - NpeanpuHMMaTensaMu,
UMELUMN NNLLEH3NI0 Ha dhapMaLeBTUYECKYIO OeaTeNnbHOCTb. [1paBuna oTnycka nekapcTBeHHbIX NpenapaTos Ans
BETEPVHAPHOIO NMPUMEHEHNS yTBEPXKAaTCs YNONHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMONHUTENBLHON BNAacTy.

5. lNepedyeHb MegnUMHCKUX OpraHM3auni, UMEOLLNX JIMLEH3NIO Ha hapMaLeBTUYECKYI0 AeaTenbHOCTb, U X
obocobneHHbIX nogpasgeneHvin (ambynaTopun, enbaepcknx n enbaLllepcKo-akyLepcKnxX NyHKTOB, LIEHTPOB
(oToeneHun) obuien BpayebHOM (CeMENHOM) NPaKTWUKK), PacMOSIOKEHHbIX B CEMNbCKUX MOCENEHUSX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auunM, a Takke nepeyveHb NEeKapCTBEHHbIX MpenapaTtoB (3a WCKIYeHUEM
HapKOTUYECKNX NeKapCTBEHHbIX NpenapaTtoB M MCUXOTPOMHbIX fleKapCTBEHHbIX NpenaparToB), NpoAaXa KOTOPbIX
MOXeT  OCYLUeCTBMNATbCA  YyKasaHHbIMM  OpraHusaumsmu 1M ux  06ocobneHHblMM  nogpasgeneHusamu,
yCTaHaBMNMBalTCA opraHaMun NCNONHMTENbHOW BNacTn cybbektoB Poccuickon ®epepaumn.

6. AnTeyHble opraHuM3aumMv, UHOMBMAOYaNbHbIE  NPEeAnpuHMMaTeny, UMelLWMe  JNMUEH3UMI0  Ha
hapmaLeBTMYECKYI0 OeATeNbHOCTb, 0683aHbl obecneynBaTb YCTAHOBMEHHbBIN YNOMHOMOYEHHbIM dheaepanbHbIM
OpraHoM MCMOMHUTENBHON BNAcTU MUHUMAarbHbIA aCCOPTUMEHT NeKapCTBEHHbIX NMpenapaToB, HEOBXOAMMbIX ANs
oKasaHust MeAULUHCKON MOMOLLN.

7. AnTeuyHble opraHusauuu, WHAMBMAYyalnbHble  MNpeanpuHUMaTeny, UMMEeKLMe  JNULEH3U  Ha
hapmaLeBTMYECKYI0 AeATEeNbHOCTb, Hapsdy C fekapCTBEHHbIMU MpenapaTtamu MMeT npaso npuobpertaTtb U
npofasaTh U3genua MeAULUMHCKOro HasHayeHus, AesnHduumpylowmne cpeacTsa, npeameTtbl U cpeacTsa NIMYHoOn
rMrueHsl, NOCyay AN MeQUUMHCKMX uenen, npeaMeTbl U CpeacTBa, npegHasHadeHHble Ans yxoaa 3a 60mbHbIMK,
HOBOPOXAEHHbIMM N OEeTbMW, He OOCTUILMMM BO3pacTa TPeX feT, OYKOBYIO OMTUKY M CpefacTBa yxoda 3a Hew,
MWHeparbHble BOAbl, NPOAYKTbI fle4ebHOro, AeTCKOro 1 AMeTUYECKOro NMTaHus, buonornyeckn aktmeHble 4o6aBKu,
napdoMepHble N KOCMETUYecKUe CpeacTBa, MeAULMHCKME N CaHUTapPHO-MPOCBETUTENBHBIE MeYaTHbIE U3faHus,
npegHa3HavYeHHble AN nponaraHabl 340pOBOro 06pasa X13Hu.

(B pea. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

8. [eaTenbHOCTb anTeyHblx opraHusauuin BoopyxeHHbix Cun Poccuinckon Pegepauun, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBaHU M OpraHoB, B KOTOPbIX 3akoHoaaTensCcTBoMm Poccuiickon Pepepaumm npegycMoTpeHo
NPOXOXAEHNE BOEHHOW WNN MpaBOOXpPaHUTENbHOW CNyxbbl, pernameHTMpyeTcs Hactosdwum ®PegepanbHbIM
3aKOHOM U YTBEPXOEHHbIMW COOTBETCTBYIOWUMU  dedeparnbHbiMU - OpraHaMu  UCMONHUTENbHON  BriacTu
nonoxeHnsamMu. KoHTponb 3a cobnogeHneM ykasdaHHbIMWM anTeyHbIMU OpraHvM3aunsMy MOSIOXEHUI HaCTOSALWEro
defepanbHOro 3akoHa OCYLIECTBNSAETCA COOTBETCTBYOWUMU deaepanbHbIMU  opraHamm  UCMONHUTENbHOM
BMNacTu.

Cratba 56. N3roToBrneHne 1 oTrnyck nekapcTBeHHbIX NpenapaToB

1. U3rotoBnexHue NeKapCTBEHHbIX npenapaTtoB anTeYHbiIMU opraHn3auuamMun, BeTepuHapHbIMU anTe4vYHbIMU
opraHudaumamun, wuHouBuayanbHbIMKM nNpeanpuHnMmartenamuy, uMmerwmMmn nuueHs3nr Ha cpapmau,eBqueCKyro
0eATeriIbHOCTb, OCYLLECTBIIAEeTCA Mo peuentamM Ha JNeKkapCTBeHHble npenapaTtbl, No Tpe6OBaHI/IF|M MeaNLIMHCKUX
opraHm3aLu/||7|, BETEePUHAPHbIX opraHmsau,mPl B COOTBETCTBMM C nNpaBunamMmn UIroToBrieHNA U  OTNYyCKa
JlIeKapCTBEeHHbIX MpenapaTtoB, YyTBepXAEeHHbIMMU YNONTHOMOYEHHbIM qae.qepaanbuvl opraHom NCMNOJSTHUTENTbHON
BnacTu.

2. I'Ip|/| M3roToBJ1IEHNN JEeKapCTBEHHbIX MpenapaTtoB anTte4YHbiIMKU OpraHun3aumndamn, BeTeEpPUHAPHbIMU
anTe4vyHbiMn opraHunsaunsamu, nHamsmnayarnbHbIMU npegnpuHnMmaTenamu, nMerwmnmmn JTIMUEH3U0 Ha
cbapmau,eBTquCKyro 0eATerIbHOCTb, MCMNOJIb3YKOTCA cbapmau.esmqecme Cy6CTaHLI,I/Il4, BKITHOYEHHbIE
COOTBETCTBEHHO B rOC)/,D,apCTBeHHbIVI peecTp neKapCTBeHHbIX cpeactB Anld MeOUUMHCKOro npuMeHeHuda wu
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rocyfapCTBEHHbIA peecTp NeKkapCTBEHHbIX CPEACTB ANs BETePUHAPHOIo NPUMEHEHUS B YCTAHOBNEHHOM NOPSAKe.
He ponyckaetca wW3rotoBneHwe anTedHbiMW OpraHusauuMsiMn, BeTepUHapHbIMKM anTeYHbIMU OpraHn3aunsiMu,
WHOUBMAYANbHbIMW  NPEANPUHUMATENSAMM, UMEKLWMMU  NULEH3UI0 Ha ¢dapMaLeBTUYECKYD OeATeNbHOCTb,
nekapcTBEHHbIX NpenapaToB, 3aperucTpmpoBaHHbIX B Poccuiickon ®epepaumm.

3. MapkupoBka nekapcTBeHHbIX NpenapaToB, U3roTOBIEHHbIX anTeYHbIMU OpraHM3aunsammn, BeTeprHapHbIMU
anTeYHbIMX  OpraHuM3auusMy,  UHAMBUOYaNbHbIMW  MPEeAnpUHUMATENsMM,  UMEKLWUMU  JINLEH3U0  Ha
hapmaLeBTMYECKYID OeATeNbHOCTb, M OhOpMIIEHNE TaKMX NpenapaTtoB AOMKHbl COOTBETCTBOBATb MpaBuiam,
yKa3aHHbIM B 4acTu 1 HacToSALWEN CTaTbMm.

4. AnTeyHble opraHv3auunv, BeTepuMHapHble anTeyHble opraHv3auunv, MHAMBMAYanbHble NpeanpuHumaTen,
nUMeroLwmne NMUEH3No Ha apMaLeBTUYECKYIO AEeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnogeHne npasun
N3roTOBMEHNST M OTNyCKa JIeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHogaTenbCcTBOM Poccuiickon
denepaumm.

Cratb4 57. 3anpeLyeHne npoaaxm danbcuULNMPOBaHHbIX neKapCTBEHHbIX CcpencTs,
Heo6poKayeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NeKapCTBEHHbLIX CPEACTB

Mpogaxa danbCcUPUUMPOBaHHbLIX NEKApPCTBEHHbIX CPeacTB, HEeAOOPOKAYEeCTBEHHbIX MeKapCTBEHHbIX
CpPeAcTB, KOHTpadaKTHbIX NTeKapCTBEHHbIX CPEACTB 3anpeLyaeTcs.

Cratba 58. XpaHeHne nekapCTBeHHbIX CpeacTs

1. XpaHeHue neKkapCTBEHHbIX CPEeACTB OCYLLECTBMSIETCA MNPOU3BOOAMTENSMU JeKapCTBEHHbIX CPEACTB,
OopraHusaumsiMm ONMTOBOW TOProBIfN fIeKapCTBEHHLIMU CPEACTBaMU, anTe4YHbIMW OpraHn3aumsiMm, BeTepMHapHbIMU
anTeyYHbIMW  OpraHmMsauuMs MM,  WHAMBMAYaANbHbIMK  MpeanpuHUMaTensaMn,  UMELUMU  NIMLUEH3UID  Ha
hbapmMaLeBTUYECKYID OEATENbHOCTb WM MULUEH3MI0 Ha  MEOWMUMHCKYID  OeATEeNbHOCTb, MeAULMHCKAMMU
opraHusaumsiMm, BETEPUHAPHbIMW OpraHu3aumsMm U WHbIMW OpraHu3aunsaMn, OCyLLecTBNALWMMN obpalleHue
NeKkapCTBEHHbIX CPEACTB.

2. lpaBuna xpaHeHUs IEeKapCTBEHHbIX CPeacTB YTBEPXKAAKTCH COOTBETCTBYIOLMM YNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. XpaHeHMe HapKOTUYECKMX JeKApCTBEHHbIX CPEeACTB, TMCUXOTPOMHbLIX JEeKapCTBEHHbIX CpPeacTs,
pagvodapMaLeBTUYECKUX JIEKAPCTBEHHBIX CPeACTB OCYLECTBMSETCA B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccuinckon ®egepaumn.

naesa 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEOCTB
CraTbsa 59. OcHOBaHUA 1 NOPSOOK YHUUTOXEHNS NTIEKapCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHblE NEKapCTBEHHblIE CpencTBa, (hanbcuduumpoBaHHbIE NEKapCTBEHHbIE CpeacTBa
noanexaT M3bATUIO U3 FPaXKOAHCKOro obopoTa M YHUUTOXEHUIO B MOPSAKE, YCTaHOBNEHHOM [1paBuMTEenbLCTBOM
Poccuiickon ®epgepauun. OCHOBaHMEM [ONS  YHUUTOXEHUS TEKAPCTBEHHbIX CPeACTB SBMSETCA pelleHune
BnagenbLa NekapCcTBEHHbIX CPeacTB, pelleHuMe COOTBETCTBYILWLEro YnOfHOMOYEHHOro deadepanbHOro opraHa
WCNONHUTENBHOW BNACTU UNK peLLeHue cyaa.

2. KoHTpadhakTHble IeKkapCTBEHHble CpeAcTBa noanexaT W3bATUIO W3  FpaxgaHckoro obopoTa WU
YHUUYTOXEHNIO MO peweHno cyga. [lopaaok  YHUUTOXEHUSA  KOHTPadakTHbIX  NeKapCTBEHHbIX CPeacTB
ycTaHaBnusaeTcs NMpaButenscteoM Poccunckon ®enepaumn.

3. Pacxopgpl, CBA3a@HHbIE C YHUUYTOXEHNEM KOHTPAaKTHbIX NIEKAaPCTBEHHbIX CPEACTB, He40bpOoKayeCTBEHHbIX
neKkapCcTBEHHbIX CpeacTB, hanbCUMULIMPOBAHHbLIX NIeKapCTBEHHbIX CPEACTB, BO3MELLATCA UX BnagernbLeMm.

4. Bnapgeney nekapCTBEHHbIX CPeaCcTB OOIDKEH MNpeacTaBuTb B YMOMHOMOYEHHbIN dhefepanbHbld opraH
UCMOMHNTENBHON BAACTU OOKYMEHT UMW 3aBEPEHHYIO B YCTAHOBIIEHHOM MOpSAKe ero Konuw, noaTrsepXkaaroLume
daKkT YHUUTOXEHUS NeKapCTBEHHbIX CPeACTB.

5. CooTBeTCTBYIOLWMIN YNONMHOMOYEHHbIM deaepanbHbiii OpraH MWCMOMHUTENbHOW BMNAacTW, MNPUHSABLLNUA
pelleHne 06 YHUUTOXEHNN NEKaPCTBEHHbIX CPEACTB, OCYLLECTBIIAET KOHTPOSb 3a UX YHUUTOXEHNEM.

6. YHNUTOXEeHNe nekapCTBEHHbIX CPeacTB MPOU3BOAUTCH OpraHU3aumsaMn, MMELLMMN COOTBETCTBYIOLLYIO
NULEH3NI0, Ha cheuunansHo 000opyAOBaHHbLIX MMoWadkax, MoMUroHax M B cneumanbHo 000pyaoBaHHbIX
noMeLleHusx ¢ cobniogeHvem TpeboBaHUA B 00MNacTM OXpaHbl OKpYXalowen cpedbl B COOTBETCTBUMU C
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3akoHogaTenscTBoM Poccuinckon depepavmm.

7. HapkoTuyeckme  nekapcTBeHHble  CpefcTBa, NMCUXOTPOMHbIE  NEKApCTBEHHbIE  CPeacTBa,
paguodapmaLeBTUYECcKMe NEeKapCTBEHHbIE CpeacTBa YHUYTOXAKTCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuu.

Mnaea 12. FOCYOAPCTBEHHOE PEIYJIMPOBAHMUE LIEH
HA NNIEKAPCTBEHHbIE NMPENAPATbI ANA MEAULUMHCKOIo NPUMEHEHUA

Cratba 60. I'ocy,u,apCTBeHHoe perynmposaHne LUeH Ha JieKapCTBEHHble Mnpenapartbl Oanda MeguumuHCKOro
NnpUMEeHeHusA

[ocynapcTBeHHOE perynMpoBaHuWe LieH Ha nekapcTBEHHble npenapatbl Ans MegMLMHCKOrO MpPUMEHEHUs
OCYLLLECTBMSIETCS NOCPEaCTBOM:

1) yTBEpPXOEHUST MNEepeyvHst >KU3HEHHO HeobXOAMMbIX W BaXHEWIUX neKapCTBEHHbIX MNpenapartos,
BKITIOYEHHbIX B TaKOW nepedeHb nog MeXxXayHapOoAHbIMY HENATEHTOBAHHLIMU MU XUMUYECKUMN HAUMEHOBaHUSMU
N COOTBETCTBYHOLLUX CNESYIOLUM KPUTEPUAM:

a) NpUMEHEeHMe KOHKPETHOro IEeKapCTBEHHOro npenapata Ans AWarHoCTMKKW, NPOMMMnakTukM, neveHus
3aboneBaHuin, B TOM Yncrie npeobnagarowmx B CTpykType 3abonesaemoctu B Poccuiickon degepauuu;

0) NpenmyLlecTBO KOHKPETHOrO fiekapCTBEHHOMO npenapaTta Mo CPaBHEHWIO C APYrMMU JIEKapCTBEHHBIMU
npenapaTtamu nNpu onpeaeneHHbIx 3abonesaHnm, CUHAPOME Ui KITMHUYECKOM CUTYauuu;

B) TepaneBTMYECKasl 93KBMBANIEHTHOCTb KOHKPETHOro JIeKapCTBEHHOro npenapata JIeKapCTBEHHbIM
npenapaTtam CO CXOXUM MeXaHn3MoM hapmMaKkosiormiyeckoro A4encTaus;

2) yTBEpXOeHUs MEeTOAMKN YCTaHOBIEHWS MPOM3BOAMTENSIMUA NEKAPCTBEHHbIX MpenapaToB npeaernbHbIX
OTNYCKHbIX LIEH Ha NEKapCTBEHHbIE NpenapaTbl, BKIMOYEHHbIE B NEepeYeHb XU3HEHHO HEOBXOOMMBIX U BaXKHENLLIMX
NeKkapCcTBEHHbIX NpenapaTos;

3) rocymapCTBEHHOW peructpauun YCTAHOBMEHHbIX MPOU3BOAUTENSIMU  FNEKApCTBEHHbLIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LIEH HA NEKapCTBEHHbIE Npenaparthbl, BKMIOYEHHbIE B NEPEYEHb XNU3HEHHO HEOOXOANMBIX U
Ba)XKHEMNLUNX NIeKapCTBEHHbIX NPenapaTos.;

4) BeeHUs1 TOCYQapCTBEHHONO peectpa npefenbHblX OTNYCKHbIX LEeH MNPOM3BOAUTENEN HA NEKapCTBEHHbIE
npenapaTbl, BKIIIOYEHHbIE B NepeYveHb XN3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX NIEKAPCTBEHHLIX NpenapaTos;

5) yTBEpXOEHUS METOOMKM YCTAHOBIIEHWS OpraHaMy WCMNOSHWUTENBHOW Bnactn cybbektoB Poccuickom
depepaummn npepenbHbIX pa3MepoB OMNTOBbIX HagbaBok W MpederibHbIX pa3MepoB PO3HUYHbIX Hagb0aBoOK K
PaKTUYECKMM  OTMYCKHbIM LeHaMm, YCTaHOBIIEHHbIM MPOM3BOOUTENAMU FeKapCTBEHHbLIX nNpenapaTtoB, Ha
NlekapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B MepeyveHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLLMX NeKapCTBEHHbIX
npenapaTos;

6) yCTaHOBNEHWUs MpedernbHbIX pPa3MepoB OMNTOBbIX HAA0aBOK W MNpefenbHbIX pPasMepoB PO3HUYHBIX
HaabaBoOK K pakTU4YECKMM OTMYCKHbIM LieHaM, YCTAHOBMEHHbIM NPON3BOAMTENAMM NTIEKAPCTBEHHbIX NPEnapaToB, Ha
NeKkapCcTBEHHbIE MpenapaThbl, BKIKOYEHHbIE B MEpPeYEHb XUIHEHHO HEOOXOAMMBIX U BaXHEMLINX NEKAPCTBEHHbIX
npenapaTos;

7) yTBEpPXAEHWNS nopsgka Bblgavu npeannucaHvuin opraHam MCMOSNHUTENbLHON Brnactu cybbekToB Poccuickon
depepaumm o npuBegeHUM B COOTBETCTBME C 3akoHodaTenbCcTBOM Poccuiickon Pepepaumm pelueHuMn o6
YCTaHOBMNEHUN MpefenbHbIX pasMepoB OMNTOBbIX HAA0aBOK WM NpefernbHbiX PasMepoB PO3HUYHbIX HagbaBOK K
PaKTUYECKMM  OTMYCKHbIM LeHaMm, YCTaHOBIIEHHbIM MPOM3BOOUTENAMU FeKapCTBEHHbLIX nNpenapaTtoB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B MepevYeHb XU3HEHHO HEOOXOAMMbBIX U BaXXHEMLINX NEeKapCTBEHHbIX
npenapaTtoB, €Crnv OHW MPUHATBI C HapylweHueM 3akoHopaTtenbcTBa Poccuiickon ®degepaunmn, B nopsake,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu;

8) HanpaBneHuss ynorHOMOYEHHbIM bedepanbHbIM  OpPraHOM  UCMOSNTHUTENBHOW  BMAcTM  opraHam
NCNONHUTENBHON BnacTn cyobektoB Poccunckon denepaumm npegnucaHuin 0 NpuUBEAEHMUM B COOTBETCTBUE C
3akoHogartensctBoM Poccunckon ®depepauum NpuUHATBIX C  HapylweHWem 3akoHopaTtenbcTBa Poccuiickon
depepaummn peweHnii 06 yCTaHOBNEHUN NpenesNbHbIX pa3MepoB OMTOBbIX HAA40aBOK M MpeAernbHbIX pasMepoB
PO3HMYHbBIX HAA0aBOK K LieHaM Ha NleKapCTBEHHbIE Npenaparbl, BKIIIOYEHHbIE B NEPEYEHb XU3HEHHO HEOOX0aNMbIX
N BaXKHEMNLUNX NIEKAPCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHus deaepanbHOro rocygapCTBEHHONO Haasopa B cdepe obpalleHust nekapCTBEHHbIX
CPeAcCTB U permoHanbHOro rocygapCTBEHHOrO KOHTPOMS 3a NPUMEHEHWeM LieH Ha nekapCTBEeHHble npenapaTbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMU  dbefeparnbHbIMU  OpraHamMy  UCMOMHUTENbHOW BRacTu U opraHammu
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

nucnonHuTenbHoW Briactu cybbektoB Poccuiickon degepaumm COrmacHoO MX  KOMMNETeHUMU B nopsgke,
ycTaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepauuu;
(n. 9 B pea. ®epepaneHoro 3akoHa oT 25.06.2012 N 93-93)

10) npumeHeHNs1 NpeayCMOTPEHHbIX 3akoHOoAaTenbcTBOM Poccunckon ®enepauum mep oTBETCTBEHHOCTU 3a
HapyleHne nopsaka LeHoobpasoBaHMs Ha XXU3HEHHO HeobXoanMbIE U BaXKHEWLLNE NeKapCTBEHHbIE npenaparbl.

Cratbs 61. I'ocy,qapCTBeHHaﬂ perncTtpaumna yCTaHOBJIEHHbIX MPON3BOONTENIAMMU JIEKAPCTBEHHbIX NMpenapaTtoB
npenenbHbIX OTMYCKHbIX UEeH Ha »XW3HEeHHO HeobXxoauMMble M BaXXHeWLIne NeKkapCTBeHHble npenapatbl N KUX
npoaaxa

1. YcTaHOBNEHHblE NPOM3BOAUTENAMW FEeKapCTBEHHbIX MNpenapaTtoB npefernbHble OTMYCKHbIE LEeHbl Ha
nekapcTBEHHbIE MpenapaThbl, BKIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXHENLINX NEeKapCTBEHHbIX
npenapaToB, NOANEXaT rocyaapCTBEHHON perncTpaumm.

2. YcTaHOBREHHas Mpou3BOAUTENEM fEKapCTBEHHbIX MpenapaTtoB npeaenbHas OTNYCKHas LeHa Ha
NeKapCTBEHHbIN MpernapaT, BKIHOYEHHbIN B MepevYeHb XU3HEHHO HEOOXOOUMbIX UM BaXKHEWLUUX JeKapCTBEHHbIX
npenapaToB, NOANEXWUT rocyaapCTBEHHON perncTpauum, ecnu oHa He MpeBblllaeT pasMep LeHbl Ha OaHHbIN
NEeKapCTBEHHLIN Mpenapart, pacCyYNTaHHbI B COOTBETCTBMM C YTBEPXAEHHOM B NOpsAKe, YCTAHOBMEHHOM
MpaButenbctBom Poccuiickon ®Pepepaumn, METOAMKOW YCTAHOBIEHWUS MNPOM3BOAMTENSIMUA  JIEKAapPCTBEHHbIX
npenapaToB NpeAenbHbIX OTMYCKHbIX LEH Ha JNeKapCTBEHHbIE MNMpernapatbl, BKIOYEHHbIE B MEPEYEHb XWU3HEHHO
HeoOXOOMMbIX W BaXHEMLWMX JeKapCTBEHHbIX MpenapaToB. [laHHOW MeTOAMKOW npedycmaTpuBaeTcs Ansg
NeKapCTBEHHbIX MpenapaToB, HaxogdAwmxca B obpalleHun Ha Tepputopum Poccuickon degepaunn, pacyet
CcpenHeB3BeLLEHHOW (haKTUYECKON LieHbl OTNycKa, CpeaHEB3BELLIEHHON (DaKTUYECKOW LieHbl BBO3a JIEKapCTBEHHOMO
npenapaTa 3a rog, NpelwecTByOWMA gaTe NpeacTaBneHus npegenbHoM OTMYCKHOW LieHbl NMPOU3BOAUTENS Ha
NEeKapCTBEHHbLIN MpenapaTt Ha rocydapCTBEHHYD perncTpaumio, a Ans feKapCcTBEHHbIX MpenapaToB, He
noctynaswmnx B obBpallieHne Ha TeppuTopum Poccuinckon Pepepaumn, U ONs OPUTMHaNbHbIX NEKapCTBEHHbIX
npenapaToB pacyeT POCCUUACKMMU MNPOU3BOOAMTENSAMM JEKAapCTBEHHbIX NpenapaTtoB pacxXxOQoB, CBA3AHHbLIX C
pa3paboTkon, NpOM3BOACTBOM, peanu3auMen nekapCTBEHHOro npenaparta, YykasaHue  UHOCTPaHHbIMU
npov3BoauTENAMU pasmMepa MUWHMMAarbHOW OTMYCKHOW LEeHbl MPOM3BOAWUTENS Ha NEeKapCTBEHHbIA npenapar B
rocygapcTee Npou3BOAMTENS U APYrMX rocyaapcTeax, rge OH 3aperncTpupoBaH, C Y4eTOM PacxOfoB, CBS3AHHbIX C
TaMOXEHHbIM O0POPMIIEHMEM (TAaMOXXEHHOW MOLUIIUHBI U TAMOXEHHbIX COOPOB 3a TaMOXEHHOE OJPOPMIIEHME), U
TPaHCMOPTHBLIX PacXo4oB.

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-03)

2.1. Tlpn npoBefeHun pacyeta NpeAernbHOM OTMYCKHOW LUeHbl Hapsgy C OaHHbIMKW, NPedyCcMOTPEHHbIMU
YacTbio 2 HACTOsILLEN CTaTbK, YYUTLIBAETCS:

1) B OTHOWEHMM pPOCCUNCKOTO MNPOU3BOOAMTENS - LEHa Ha aHanornyHole (MO MexXayHapooHOMY
HenaTeHTOBaHHOMY HaWMMEHOBaHWIO, FeKapcTBEHHOMW opMe © [O3UPOBKE) JeKapCTBEHHblEe npenaparhbl,
npovsBeneHHble Ha Tepputopun Poccuiickon depepaumm, nnbo B criyyae Mx OTCYTCTBUS LiEHA HA aHanornyHble
WHOCTpaHHbIE NEKapPCTBEHHbIE MpernapaThl, HAXOAALIMECA B rpaxaaHckoMm obopoTe Ha Tepputopum Poccuiickon
depepaumuy;

2) B OTHOWEHUN WHOCTPAHHOIO MPOU3BOAMTENSA - LEHA Ha aHanornyHble (No MexgyHapogHoOMy
HenaTeHTOBaHHOMY HaVWMEHOBaHWIO, FeKapCTBEHHOM ¢opMe UM [O3NPOBKE) JIEKAPCTBEHHbIE MpenaparTsl,
HaxoasLmecs B rpaxgaHckom obopoTe Ha Tepputopumn Poccurickon ®eaepaunn.

(vacTb 2.1 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHWM nogaHHOro Ao 1 OKTAOpSA Kaxaoro roga 3asiBlIEHWsi POCCUMCKOrO MNpOV3BOAMTENS
NeKapCTBEHHbIX MPEnapaToB, BKIOYEHHbIX B MEpPeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWLUNX NEeKapCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHas npefernbHas OTMYCKHas LeHa Ha NeKapCTBEHHbIM npenapat B cryyae
M3MEHEHNST LUEH Ha Cbipb€ W MaTepuanbl, HaknagHbIX pPacxXO4oB, a Takke uCxogs W3  YCTaHOBIIEHHOro
denepanbHbIM 3aKOHOM O dhedepanbHoOM OlmkeTe Ha COOTBETCTBYHOLMIA (DMHAHCOBBLIA FO4 M Ha NMAHOBLIN
nepvoa NPOrHO3MPYeEMOro YPOBHSA MHAMALMU MOXET ObITb NMepeperucTpupoBaHa, HO He 4alle Yem OauH pas B
KaneHaapHOM rogy B nopsigke, yCTaHOBMEHHOM YacTaMu 2 1 2.1 HacTosLWwen cTaTby.

(yacTb 2.2 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3. Mpopaxa nekapCTBEHHbIX NPenapaToB, KOTOpble BKIHOYEHbI B MEPEYEHb XU3HEHHO HEOOXOAMMbBIX U
Ba)KHEWLLNX NEKapCTBEHHbIX NPENapaToB U Ha KOTOPbIE He 3aperucTpupoBaHa yCTaHOBIEHHAs NPOWM3BOAMTENSAMU
NeKapCTBEHHbIX MNpenapatoB npefenibHas OTNYCKHas LieHa Ha JleKapCTBEHHblE Npenaparbl, BKYEHHbIE B
nepeYveHb XXM3HEHHO HEOOXOANMBIX U BaXKHENLLNX NIEKAapPCTBEHHLIX NpenapaToB, He AOMYCKaeTCs.
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

Cratba 62. ocygapCTBEHHBIN peecTp npedenbHbIX OTMYCKHbIX LieH Mpou3BOAUTENEN Ha fnekapCTBEHHbIe
npenapaTbl, BKNIOYEHHbIE B NepeYeHb XN3HEHHO HEOBXOOUMbBIX U BaXXHEWLLMX NEKapCTBEHHbIX NpenapaTos

1. BapeructpupoBaHHble NpedenbHble OTNYCKHbIE LieHbl Ha NeKapCTBEHHble Mpenaparbl, BKMAYEHHbIE B
nepeyeHb XXW3HEHHO HEOOXOAMMbIX W BaXXHEWMLUMX JEKapCTBEHHbIX MpenapaToB, MOAnexar BKIYEHU B
rOCydapCTBEHHbIA peecTp NpederbHbIX OTMYCKHbIX LEeH MpOouM3BOAUTENEN Ha JEeKapCTBEHHble Mnpenaparthbl,
BKITOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOANMBIX N BaXXHENLLMX NEKAaPCTBEHHbIX MpenapaTos.

2. FocypapCTBEHHbIN peecTp npeaeribHbIX OTMYCKHbIX LEeH NPOn3BoAMTENEN Ha NekapCTBEHHbLIE NpenapaThl,
BKITOYEHHbIE B NEepeYeHb XN3HEHHO HEOBXOONMbIX N BaXKHEWLLMX JIEKapCTBEHHbLIX NpenapaToB, COAePXUT B cebe
cneayroLLyro MHpopmaumto:

1) HanmeHoBaHWe Npon3BoaUTENS NEeKapCTBEHHOro nNpenapara;

2) HauMeHOBaHME NeKapCTBEHHOro npenapaTta (MexayHapoAHOe HenaTeHTOBaHHOE WM XMMUYeckoe U
TOProBO€ HaUMEeHOBaHUS);

3) HOMep perncTpauuoHHOro yaoCTOBEPEHUS NEKapCTBEHHOrO Npenapara;

4) nekapctBeHHas ¢opMa C ykasaHMEM [03MPOBKM JEKApCTBEHHOrO npenapaTta WU ero KonvyectBa BO
BTOPWYHOM (MOTPEeObUTENBCKON) YNaKoBKE;

5) sapeructpupoBaHHasa npegenbHasi OTNyCcKHasa LieHa B pyonsix;

6) fata rocyaapCTBEHHOW peructpauvu npegenbHOW OTMYCKHOM LieHbl Ha fekapCTBEHHble npenapaTsl,
BKITOMEHHbIE B NEpPEYEHb XXU3HEHHO HEOOXOANMbIX U BaXXKHEMLLMX NEKapCTBEHHbIX NpenapaTos.

3. TlocynapcTBeHHast perncrpaums npedenbHbIX OTMYCKHbIX LEH Ha JekapcTBEHHble Mpenaparhbl,
BKIMIOYEHHbIE B MepeveHb XW3HEHHO HEeOOXOAMMbIX W BaXXHEWLMX JeKapCTBEHHbIX MpenapaToB, BeaeHue
rocyaapCTBEHHOrO peecTpa npedesibHbIX OTMYCKHbIX LEH MpoM3BOAUTENIEN Ha JEeKapCTBEHHble npenaparthl,
BKIMIOYEHHbIE B NEepeYvYeHb XU3HEHHO HEODXOAUMBIX N BAXKHENLLMX NEKAPCTBEHHbIX NpenapaToB, OCYLLECTBNSATCS
B nopsgke, yctaHoBneHHoM [NpaButensctBom Poccuiickon deagepaumm.

Cratba 63. YcTaHoBneHue opraHamu MWCNONHWUTENBHOM Bnactn cybbekToB Poccuiickon ®egepaumn
npegenbHbIX pa3MepoB OMNTOBbIX HaabaBOK M MpedenbHbIX Pa3MepoB PO3HUYHbIX HaabaBoOK K hakTMyeckum
OTMYCKHbIM LeHaM, YCTaHOBSIEHHbIM MPOM3BOAUTENSMM FEKapCTBEHHbIX NpenapaTtoB, Ha JeKapCTBEHHble
npenapatbl AN MeQULMHCKOro NpYMeHeHNs

1. OpraHbl ncnonHuTenbHOW Briactu cybbektoB Poccuiickon depepauny ycTaHaBNUBAKT MNpederibHble
pa3Mepbl ONTOBbIX HaA0aBOK U NpeAenbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (haKTMYECKMM OTMYCKHBbIM LieHaMm,
YCTaHOBMEHHbLIM NPOU3BOAUTENAMU NEKapCTBEHHbIX MpenapaToB, Ha fekapcTBeHHble npenapaTbl, BKMOYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOOMMbBIX U BaXKHENLLMX NEKAPCTBEHHbBIX NpPenapaToB, B COOTBETCTBUMN C YTBEPXKAEHHOWN
B nopsake, yctaHoBreHHoM [lpaBuTenbctBom Poccuickon Pepepaumm, METOAMKOW YCTaHOBMEHUSA oOpraHamu
MCnonHUTENBHOM BnNactTu cybbektoB Poccuickon depepaumm npenenbHbiX pasMepoB ONTOBbIX HaO0aBOK M
npeaenbHbIX  pasmMepoB  PO3HUYHbIX HaabaBOK K  (PAKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIIEHHbIM
Npov3BOOUTENSAMUN NEKAPCTBEHHbIX MpenapaTtoB, Ha fekapCTBEHHble Mpenapartbl, BKYEHHbIE B MNEpeveHb
XWU3HEHHO HEOOXOAMMbBIX U BaXKHEWLLMX NIEKAPCTBEHHbIX NMpenapaTos.

2. OpraHusauun onToBOW TOProBNu 1 (MNN) anTeyHble opraHu3auun, NHANBMAYanbHbIE NpeanpuHUMaTeniu,
uMerLlne nuUeH3nio Ha d¢apMaLeBTUYECKYD [OeATeNbHOCTb, OCYLLECTBAAIT peanu3auuio  fekapcTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NEpeYeHb XMU3HEHHO HEOOXOAMMBIX U BaXKHEWLUUX FIEKapCTBEHHbIX NMpenapaTtos, Mno
LeHaM, ypoBeHb KOTOPbIX He MpeBblllaeT CyMMY (DakTUYeCKON OTNYCKHOW LieHbl, YyCTaHOBMEHHOW nponssoguTtenemM
nekapcTBEHHbIX NpenapaToB U He MpeBbIlaloLLen 3aperMcTpMpoBaHHON NpeaenbHON OTNYCKHOW LieHbI, U pasmMep
onToBoW HapbaBkM W (MnM) pasMep PO3HUYHOW HaabaBKM, He MpeBbllalrolmne COOTBETCTBEHHO pasmepa
npegensHon onToBon Hagbaskn 1 (unn) pasmepa NpeaenbHON PO3HMYHON HaabaBky, YCTAHOBMNEHHbIX B CyObekTe
Poccuiickon ®epepauuu.

3. OpraHbl ncnonHuTenbHOM Briactn cybbektoB Poccuiickon ®epepauun pasmelwiarotr B cetn "UIHTepHeT"
unu onyonmnkoBbIBaOT MHGOPMALNI0O O 3apEermcTpUpOBaHHON NpenenibHOM OTMYCKHOM LieHEe Ha JNEeKapCTBEHHbIe
npenapaTbl, BKIIIOYEHHbIE B NEPEYEHDb XXM3HEHHO HEOOXOAMMBIX U BaXKHEWMLUMX FIEKAapPCTBEHHBLIX NnpenapaTtos, 00
YCTaHOBMEHHbIX B cydbekTe Poccuiickon Penepaumm pasmepe npefenbHoW onToBow Haabaekm u (Mnu) pasmepe
npenenbHon  po3HWYHOW HagbaBKM K YCTAHOBIMEHHBIM  MPOM3BOAMTENSIMUA  JIEKAPCTBEHHBLIX MpenapaToB
PaKTUYECKMM OTMYCKHbIM LleHaM Ha nekapCcTBeHHble MpenapaTbl, BKMIOYEHHble B MNepeyeHb XU3HEHHO
HeOoOXOAMMbIX N BaXXHENMLLMX NEKApPCTBEHHbLIX NPenapaToB, U 00 yKaszaHHOW B YacTu 2 HACTOsILLEN CTaTby CyMME.
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

WHdopmaLms, npeaycMOTpeHHas HaCcTOosILLEN YacTblo, JOIPKHA pas3MeLLaTbCsa Takke B anTeYHbIX opraHm3auusx B
OOCTYNHOW ANs CBeAeHUs1 BCEX 3aMHTepeCcoBaHHbIX N1l popme n 06HOBNAATLCA MO Mepe ee onybrnMKoBaHus.

4. TlpuHaTble C HapylweHuem 3akoHopaTenbctBa Poccuiickon depepaumm  pelleHuss OpraHoB
ncnonHuTensHon Bnactu cybwbekta Poccuiickon denepaunm o6 ycTaHOBNEHUM NpeaenbHbIX pasMepoB ONTOBbIX
HaabaBoK M npefenbHbIX Pa3MepoB PO3HWYHbLIX HaabaBOK K 3aperucTpyMpoBaHHbIM MpeAenbHbIM OTMYCKHbIM
LeHaM Ha JIleKapCTBEHHble mnpenapaTbl, BKIIOYEHHbIE B MEpeyYeHb XXMU3HEHHO HEOOXOOUMBIX W BaXKHEWLIUX
neKapCTBEHHbIX NpenapaToB, NoanexaT oTMeHe B cyaebHoM nopsgke.

Maea 13. MOHUTOPUHI BE3OMNACHOCTU JIEKAPCTBEHHbIX MPEMNAPATOB,
HAXOOALNXCA B OBPALLEHMXA HA TEPPUTOPUN POCCUNCKOU ©EOEPALIUN

Crtatbs 64. MoHUTOpPMHI Be30NacHOCTU NeKapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHble npenapaTbl, Haxogswmecs B obpalwleHun Ha TeppuTtopum Poccuinckon Pepepauum,
noanexaT MOHUTOPUHIY 6e30MacHOCTM B LENsX BbISBMEHUS BO3MOXHbLIX HEraTuBHbIX MOCHEACTBUA  MX
NpUMEHeHNs, NpeaynpexaeHns NaunMeHToB 1 UX 3aLnTbl OT NPUMEHEHNST TaKNX NpenapaTos.

2. MoHuTOpuHr Be3onacHOCTM MeKapCTBEHHbLIX MpenapaToB  OCYLLECTBMASETCA  YNONIHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOSNTHUTENBHOW BMAacTM Ha Bcex dTanax Mx obpalleHunst Ha Tepputopun Poccuinckon
degepaumm.

3. CybbekTbl obpalleHuns nekapcTBeHHbIX cpeacTB 0653aHbl coobLarb B yCTaHOBNEHHOM YNOMHOMOYEHHbBIM
degepanbHbIM OpraHoM UCNONHUTENBHON BNacTy nopsigke obo Bcex cnyvasax NoboYHbIX AENCTBUNA, HE YKa3aHHbIX
B MWHCTPYKUMW MO MPUMEHEHMIO JIEKApCTBEHHOrO Mpenapata, O Cepbe3HbIX HeXenaTernbHbIX —peakuusix,
HenpeaBMOEHHbIX HeXenaTeNbHbIX peakumsx Npuv MpUMEHEHUN NEKAPCTBEHHbLIX NpenapartoB, 06 0COGEeHHOCTSIX
B3aVMOAEWCTBUA FEeKapCTBEHHbIX NpenapaTtoB € APYrMMUM NEeKapCTBEHHbIMW npenapatamu, Kotopble Obinu
BbISIBNEHbI NPU NPOBEAEHUN KIMHUYECKNX UCCNEA0BaHUN U MPUMEHEHMM NEKapCTBEHHbIX NPenapaToB.

4. 3a HecooObLleHVe UMM COKPbITUE CBEAEHWUW, NPeayCMOTPEHHbIX YacTblo 3 HacTosLWen craTtbu, nuua,
KOTOPbIM OHW CTanu M3BECTHbl MO pody WUX NpPOodECCUOHArNbHON AEATENbHOCTM, HECYyT OTBETCTBEHHOCTb B
COOTBETCTBMU C 3akoHoAaTenscTBOoM Poccuiickon ®eaepaunn.

5. Tlopsgok ocywecTBNeHUs MOHMTOpMHra 6e30MacHOCTM NEeKapCTBEHHbLIX MNpenapaTtoB, perncrpauuu
NoOOYHbIX OENCTBUI, CEPbE3HbIX HEXenaTerbHbIX peakuui, HenpeABUOEHHbIX HeXenaTeNbHbIX peakuui npu
NMPMMEHEHMMN NEKapCTBEHHbIX NpenapaToB, B TOM YMcne NpeacTaBneHms uHpopmaumm o6 aToM, ycTaHaBNMBaeTCs
YNONTHOMOYEHHbIM hefiepanbHbIM OpraHoOM UCMOSTHUTENBHOW BNacTU.

Cratbs 65. MprocTaHoBMNEHWE NPUMEHEHNS NeKapCTBEHHOro NpenapaTa

Mpy nonyveHun wuHdopmauuy O MOGOYHbIX AENCTBUSIX, HE YKasaHHbIX B WHCTPYKUMU MO MPUMEHEHUHO
NekapcTBEHHOrO npernapaTa, Cepbe3HblX HexenaTenbHbIX peakumax, HenpeaBMaEHHbIX HexenaTenbHbIX peakuusix
npy MPWMEHEHUN IneKapCTBEHHOro npenapaTta, 06 OCOOEHHOCTAX €ero B3auMOZEWCTBMS C  ApYrMu
NekapcTBEHHbIMY NpenapaTaMu, KOTopble MOryT NPeACTaBnAaTb Yrpo3y XM3HU UMK 300POBbLI0 MALMEHTOB, a Takke
CBeeHUi, He COOTBETCTBYIOLLMX CBEAEHUSIM O NEKAPCTBEHHOM NpernapaTe, CoaepPXKaLlMMCs B MHCTPYKLMUM MO ero
NPUMEHEHMIO, YMOJNIHOMOYEHHbIN heaeparnbHbIi OpraH WCMOMHUTENBHOW BracTM paccMaTpuBaeT BOMPOC O
BO3MOXHOCTU MPUOCTAHOBIEHUS MPUMEHEHUs] TaKoro NeKkapCTBEHHOro npenaparta B Mnopsiake, YCTaHOBMEHHOM
YNONMHOMOYEHHbLIM heaeparnbHbIM OpraHoM UCMNOMHUTENBHOW BRacTU.

Cratbs 66. MHcbopmaLumsi o pesynbTaTax MOHUTOPMHIa 6€30MacHOCTM NIeKapCTBEeHHbIX NpenapaToB

YnonHoMoueHHbIN  defepanbHbin - opraH  UCMOMHUTENbHOW  BNAacTW, OCYLLECTBSIOWNA  MOHUTOPWHT
Ge3onacHOCTM NeKapCTBEHHbIX MpenapaTtoB, Haxogdwuxcsa B obOpaweHun Ha Tepputopum Poccuinckon
depepaumun, no pesynbTataMm MOHUTOPUHra pasMellaeT Ha CBOEM oduumanbHoOM cante B ceTn "MHTepHeT"
WMHPOPMaLNIO O NPUHATBLIX PeLIeHUAX O BHECEHUU U3MEHEHUS B UHCTPYKLUIO MO NPUMEHEHWUI0 NeKkapCcTBEHHOro
npenapaTta, O MNPUOCTaHOBMEHUN MPUMEHEHUS TEKapCTBEHHOro npenapaTta, 06 u3bATUM K3  obpalleHus
neKapCcTBEHHOro npenapaTa U o BO30OHOBEHMUN MPUMEHEHUS NTIEKAapCTBEHHOrO nNpenapara.

nasa 14. UH®OPMALUA O NEKAPCTBEHHbIX MPEMAPATAX
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

Cratba 67. MHopmaLmnsa 0 nekapCTBEHHbIX Npenapartax

1. MIHcbopMaums 0 nekapcTBeHHbIX nNpenapartax, oTnyckaemblx MO peuenTy Ha NekapCTBEHHbIN npenapar,
JOIMKHa coAepXaTbCs TOMbKO B CNEUManvM3MpoBaHHbIX WU3AAHUSX, MNpeAHasHaYeHHbIX ANg  MeOULMHCKUX,
hapmaLeBTUYECKNX, BETEPUHAPHBIX paboTHMKOB. MHopmaLnsa 0 nekapcTBEHHbIX Npenapartax A cneunanuctos
B obnactu obpalleHnss NekapCTBEHHbIX CPEACTB MOXET COoAepXaTbCa B MOHOrpadusax, CnpaBOYHUKAX, HaYYHbIX
cTaTbsiX, B JOKMagax Ha KOHrpeccax, KOH(epeHUnsix, CUMNo3nymax, Hay4HbIX COBETaxX, a TakKe B UHCTPYKLUAX MO
NMPVMMEHEHMIO NNEKAapPCTBEHHbIX NpenapaToB.

2. ludbopmaums o nekapCTBeHHbIX nMpenaparax, oTnyckaembix 6e3 peuenTa Ha nekapCTBEHHbIV nNpenapar,
MOXeT cogepxaTbCs B Nybnukauusix n obbsABNEHUAX cpeacTB MaccoBoW MHGOpMaUn1, cneunanuampoBaHHbIX U
0o0LWMX MedvaTHbIX W3OAHWUSIX, WHCTPYKUMSAX MO MPUMEHEHUIO EeKapCTBEHHbIX MNpenapaTtoB, MWHbIX W34aHUsIX
cybbekToB OOpalleHns nekapcTBEHHbIX CPeAcTB. PeknamHble matepvanbl O NeKapCTBEHHOM npenapaTe,
oTnyckaemMoMm 6e3 peuenta Ha NekapCTBEHHbIN nNpenapaT, AOMKHbl COOTBETCTBOBATb UHCTPYKLUKN NO NPUMEHEHNIO
nekapcTBEHHOro npenapara.

3. JonyckaeTtca ncnonb3oBaHme NMiobbIX MaTepuanbHbIX HOCUMTENEN, NO3BONAOLLMX XpaHUTb, NepeaaBaTth U
ncnonb3oBaTh MHAOPMALMIO O NEKapCTBEHHbIX Npenapartax 6e3 ee nckaxeHus.

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
M BOSMELWEHUE BPEOA, MPUYUHEHHOIO 300POBbLIO NrPAXAOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 68. OTBETCTBEHHOCTb 3a HapylleHne 3akoHogaTenbcTBa Poccunckon ®enepauun npy obpalieHum
NeKapCTBEHHbIX CPEACTB

HapyweHne 3akoHogatensctBa Poccuickon ®egepaumm npu obpalleHun nekapcTBEHHbIX CpeacTB BneveT
3a cobori OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoAaTensCcTBOM Poccuiickon degepaumm.

Cratba 69. BoamelleHne Bpega, npuinHeHHoro 340pOBbKO rpaxgaH Bcleacteme npuMeHeHusa
JIeKapCTBEHHbLIX npenapaTtoB

1. MNpown3BoguTens nekapcTBeHHOro npenapata 06513aH BO3MECTUTb BpeA, NPUYMHEHHbBIN 300POBbI0 rpaXkaaH
BCMeacTBUE NPYMEHEHNs NekapCTBEHHOrO npenapara, ecrnv AoKa3aHo, YTo:

1) NekapCTBEHHbIN NpenapaTt NPUMEHSANCA N0 Ha3HaYeHWI0 B COOTBETCTBUMN C MHCTPYKUMEN NO NPUMEHEHUIO
NeKapCTBEHHOro mnpenapaTta M MpUYMHOW Bpeda SIBUNCHA BBOL B rpakgaHCKMn 0BopoT HeaobpokayeCTBEHHOro
nekapcTBeHHOro npenapara;

2) Bped 340pPOBbLI0 MPUYMHEH BCreacTBME HeAOCTOBEPHOW MHAOpMaL MK, CogepXallencs B MHCTPYKUMKN Mo
NMPMMEHEHMIO NeKapCTBEHHOro npenapaTa, U3gaHHoM NPpoM3BOAMTENEM flekapCTBEHHOro npenapaTa.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxgaH NPWYUHEH BCNeacTBME MNPUMEHEHUS FeKapCTBEHHOro
npenapaTa, npuweawero B HErogHOCTb B pes3yrbTaTe HapyleHUs NpaBui XpaHeHWs NeKkapCTBEHHbIX CPeacTs,
npaBunn ONTOBOW TOProBNM fieKapCTBEHHbIMU NpenapaTamun, NPaBunn OTNycka NekapCTBEHHbIX NpenapaTos, NpaBwusl
M3roTOBMEHNS M OTMyCKa MeKapCTBEHHbIX MpenapaTtoB, BO3MelleHVe Bpeda OCYLLEeCTBMSAETCH COOTBETCTBEHHO
opraHusauven ONTOBOW TOProBMW FleKapCTBEHHbIMU CPeACcTBaMW, anTe4yHOW opraHusauven, MHOAMBUAYanbHbIM
npeanpuHumarteneM, MWMEeLWUMM FUUEH3NI0 Ha dapMaueBTUYECKYyl0 OeATeNbHOCTb WAWM  JIULEH3WI0  Ha
MEANLMHCKYI0 AeATeNbHOCTb, MEAWLMHCKOW oOpraHu3auven, uMetowend nNuUeH3nio Ha dapMaueBTU4ecKyto
AesaTenbHoOCTb (ee 060cobneHHbIM nogpasgeneHmem (ambynatopuen, denbaLepckum "
dhenbalwepcKo-akylepCkMM NyHKTamMu, LEeHTpoM (oTgeneHvem) obuer BpadyebHOM (CeMenHOn) npakTuKu),
pacnosioKeHHbIM B CENbCKOM MOCENeHMn, B KOTOPOM OTCYTCTBYET anTeyHasd opraHu3auus), AOnyCTUBLUMMWU
NpogaKy Unmn OTNyCK Takoro fieKapCTBEHHOrO npenapara.

3. BoawmelleHne Bpeda, MNPUYMHEHHOro 300POBbK rpaxgaH BCMEACTBME MPUMEHEHUS JeKapCTBEHHbIX
npenapaToB UMM COBEPLUEHMS MPOTUBOMPAaBHbLIX AEWCTBUN cybbekTamu obpalleHus nekapCTBEHHbIX CpencTs,
OCYLLEeCTBNAETCA B COOTBETCTBUM C 3akoHoAaTenbcTBoM Poccuiickon ®eaepaunn.

naea 16. 3AKITIOYUTENBbHbIE NMOJIOXXEHUA
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

Cratba 70. O npu3HaHWM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOAATENbHbLIX aKTOB  (MONOXEHWN
3aKkoHoaaTenbHbIX aktoB) Poccunckon ®enepavnm

Mpu3sHaTb yTpaTMBLLUMMUN CUNY:

1) ®epepanbHbii 3akoH OT 22 moHa 1998 ropga N 86-®3 "O nekapctBeHHbIx cpeactBax" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 1998, N 26, cT. 3006);

2) depepanbHbii 3akoH oT 2 siHBaps 2000 roga N 5-03 "O BHeCEHMM WM3MEHEHUSI U OOMNOSIHEHUM B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHne 3akoHopaTtenbcTBa Poccunckon deagepaumu,
2000, N 2, cT. 126);

3) cratbio 40 PepepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-®3 "O BHeceHWM WU3MEHEHUI WU
OOMOSIHEHMI B HEKOTOpbIE 3akoHoZaTeNbHble akTbl Poccunckon degepaunm B CBS3U € NpuHATMEM PegepanbHOro
3akoHa "O nuueH3snpoBaHMM OTAeNbHbIX BUAOB AeatenbHocTn" (CobpaHme 3akoHogaTenbcTBa Poccuiickon
depepaumu, 2003, N 2, cT. 167);

4) crtatbto 31 ®epepanbHoro 3akoHa oT 30 wmoHa 2003 roga N 86-®3 "O BHeceHUM U3MEHEHUA U
OOMONHEHMN B HeEKOTOpble 3akoHodaTerbHble akTbl Poccuickon depepaumuv, NpusHaHWM yTpaTUBLLUMMU CUMy
OTOeNbHbIX 3akoHoAaTenbHbIX aktoB Poccuiickon ®epepaunmn, npegocTaBneHUM OTAEMbHbIX  rapaHTun
COTPYAHMKAM OpPraHoB BHYTPEHHWX e, OpraHoB MO KOHTPOMto 3a 06OpOTOM HapKOTUYECKUX CpeacTs wu
MCUXOTPOMHbLIX BELIEeCTB W ynpasgHsemblix efepanbHbiX OpraHoB HarioroBoM noavuMuM B CBS3U  C
OCYLLECTBMEHNEM Mep MO COBEPLUEHCTBOBAHMIO rocygapcTBeHHoro ynpasneHus" (CobpaHue 3akoHoaaTenbCcTBa
Poccuinckon ®epepauun, 2003, N 27, ct. 2700);

5) cratbto 101 PeaepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-®3 "O BHeCEHWM U3MEHEHUI B
3akoHofartenbHble akTbl Poccuiickon Pegepaumm v npusHaHMM yTpaTUBLUMMWU CUMY HEKOTOPBIX 3aKOHOAaTENbHbIX
aktoB Poccuinickon ®depepaumm B cBs3M C MpuHATMEM PepepanbHbiX 3aKoHOB "O BHECEHUN W3MEHEHUA W
aononHeHnmn B ®egepanbHbi 3akoH "O6 obLWwmnx NnpyHLMNax opraHnsauumn 3akoHogaTenbHbIX (NPeacTaBUTENbHBIX)
W MCMOSNHMWTENbHBIX OpPraHOB rocygapcTBeHHOM Bnactn cybwbektoB Poccuickon ®Pepepaumm” n "O6 obwmx
npuHUMNax opraHv3auum mMecTHoOro camoynpasnenuns B Poccuinckon ®epepaumun” (CobpaHue 3akoHogaTenbcTea
Poccuiickon ®egepauun, 2004, N 35, cT. 3607);

6) ctatbio 28 denepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-03 "O BBegeHMM B JeNCTBME YacTu
yeTBepTon [paxpgaHckoro kogekca Poccuiickon ®epepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumn, 2006, N 52, ct. 5497).

Cratba 71. BctynneHue B cuny Hactoswero ®efeparnbHOro 3akoHa

1. Hactosawmn ®egepanbHbii 3aKoH BCTynaeT B cuny ¢ 1 ceHTs6psa 2010 roga.

2. JlekapcTBEHHbIE CPEACTBA, 3aperncTpUpoBaHHble 00 AHS BCTYMMEHMS B cuny HacTtoswero ®enepansHoro
3aKoHa, NoasiexaT BKIHYEHUIO B rOCYAapCTBEHHbIE PEECTPbI NEKAPCTBEHHbLIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactm 1 crtatbm 33 HacTosiwero deagepanbHOro 3akoHa CBeOeHWn 00 3TUX NekapCTBEHHbIX cpeacTBax 6es
NPOXOXAEHNS BHOBb NpOLLeaypbl FOCY0apCTBEHHOW perncTpauumn nekapCTBEHHbIX NpenapaTos.

3. TlocymapcTBeHHasa peructpauus IeKapCTBEHHbIX MNpPenapaToB, 3a WCKMIOYEHUEM JEKAPCTBEHHbIX
npenapaToB ANg MeOULUHCKOrO NPUMEHEHUS, NPEeACTaBEHHbIX HA YKa3aHHYK PerMcTpaumio 40 OHS BCTYNNEHUs B
cuny HacTosduwero ®efepanbHOro 3akoHa, OCyLLECTBASETCS B COOTBETCTBUM C HacTosAWmMM defepanbHbIM 3aKOHOM
Ha OCHOBaHMW OOKYMEHTOB W AaHHbIX, MPeACTaBneHHbIX A0 AHA BCTYNNeHusa B cuny Hactosiwero degepanbHOro
3aKoHa.

(B peq. ®enepansHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocygapcTBeHHas peructpauus mnekapcTBEHHbIX MpenapaToB Ans MeOUUUHCKOro MNpUMEHEHUs,
NpeAcCTaBreHHbIX Ha rocyAapCTBEHHYK PEerncTpaumio 00 OHS BCTYNeHusa B cuny Hactosiwero depepanbHoOro
3aKoHa, W TrOCyQapCTBEHHast perncTpauusa NeKkapCTBEHHbIX MpenapaToB And MEeOULMUHCKOrO MPUMEHEHUs,
NpeAcCTaBrieHHbIX Ha 3KCNepTM3Y NEKapCTBEHHbIX CPEACTB A0 OHA BCTYMNNEHUs B cuny Hactosiwero ®egepanbHoro
3aKoHa B LIeNsX Ux nocrieaytoLen rocygapCTBEHHOW perncrTpaumm, OCyLECTBNSAOTCA Ha OCHOBAHUN LOKYMEHTOB U
OaHHbIX, NPeACTaBNEeHHbIX A0 OHSA BCTYMMEHMS B cuny Hactosiwero ®enepanbHOro 3akoHa, a Takke 3asBrneHus O
rocy4apCTBEHHOW perncTpauumn NekapcTBEHHOro npenapara, NPeAcTaBneHHOro Npon3BOANTENEM JNIEKAPCTBEHHbIX
npenapaToB MMM YMOMHOMOYEHHbIM MM MULOM B COOTBETCTBUM C Hactoswum PefeparnbHbIM 3aKOHOM B
YNONTHOMOYEHHbIV befeparnbHbli opraH UcnonHuTensHon enactu o 1 mapta 2011 roga, 6e3 TpeboBaHMs ynnatbl
rocyfapCTBEHHOW MOLWNWHbI, NPedyCMOTPEeHHOW 3akoHodaTenbcTBoM Poccuiickorn ®epepauum o Hanorax w
cbopax.
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NnekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

(vactb 3.1 B peq. PenepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lNoaTtBepxaeHne rocyaapCTBEHHOW perucrpauumn fnekapcTBEHHbIX MpenapaToB A MeOULUHCKOro
NpUMeHeHNs, NpeacTaBnNeHHbIX NS NOATBEPXKAEHUS roCyAapCTBEHHON perncTpauum 0o OHS BCTYNNEHUSA B Cuny
HacTosiwero ®efepanbHOro 3akoHa, W MNOATBEPXAEHWE TrOoCyAapCTBEHHOW perucTpaumm nekapcTBEeHHbIX
npenapaToB ANs MEOULMHCKOro NpUMEHeHWs, NPeaCTaBeHHbIX Ha 3KCMEPTU3Y NeKapCcTBEHHbIX CPeacTB A0 AHS
BCTYNNeHna B cuny Hactoswero ®egepanbHOro 3akoHa B Lenax nocneaylwero noaTBEPXAEHUs uX
rocyaapCTBEHHOW perncrTpaumm, OCyLEeCTBNAIOTCHA HA8 OCHOBaHUN JOKYMEHTOB U AaHHbIX, NpeACcTaBNeHHbIX A0 OHA
BCTYNNeHnsa B cuny Hactoswero defepanbHOro 3akoHa, a Takke 3asBrieHus 0 NOATBepPXAEeHUU rocygapcTBEHHOM
perncTpaumm nekapcTBeHHOro npenapaTta, npeacTaBNeHHOro nNpou3BoanTeneM fnekapCTBEHHbLIX npenapaTtoB uUnv
YMNOMHOMOYEHHbIM MM FULOM B COOTBETCTBMM C HacTosAwuMm PegeparnbHbiM 3aKOHOM B YNONTHOMOYEHHbIN
dhegepanbHbIN opraH UcnonHUTenNbHoM Briact Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHOM
MOLUMMHBI, NPeayCMOTPEHHOW 3akoHoaaTensCcTBOM Poccunckon ®enepaumm o Hanorax u cbopax.

(vacTb 3.2 B peq. PenepansHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. lNMpuHATNE peLleHns 0 BHECEHUN U3MEHEHUIA B AOKYMEHThI, CoAepXallunecs B permcTpaumoHHOM 40Ckbe
Ha 3aperMcTpMpoBaHHbIN NEKapCTBEHHbIM nNpenapart Ansg MeaUUUHCKOro NPUMEHEeHNs U NpeacTaBneHHble OO OHSA
BCTYNNeHnsa B cuny Hactosiwero degepanbHOro 3akoHa, M MPUHATUE PELLUEHUA O BHECEHMU W3MEHEHWA B
OOKYMEHTbI, cogepalleecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpypoBaHHbIN NIeKapCTBEHHbIV npenapart Ans
MEeAMLMHCKOro MPUMEHEHUSA U NpeacTaBNeHHbIE Ha 3KCNepTU3y NeKapCTBEHHbIX CPeACTB OO0 AHA BCTYMMEeHUs B
cuny Hactoswero ®efepanbHOro 3akoHa, OCYLIECTBASAOTCA Ha OCHOBaAHWW [OOKYMEHTOB W JaHHbIX,
npeAcTaBneHHbIX 40 OHSA BCTYNMNEHUs B cuny HacToswero ®eaepanbHOro 3akoHa, a Takke 3asiBlieHus 0 BHECEHUU
NU3MEHeHN B JOKYMEHTbI, coAepXallmMecs B pernctpaumoHHOM JOCbe Ha 3aperucTpupoBaHHbLIN NeKapcTBeHHbIN
npenapaTt Ang MeauvUMHCKOro NpMMeEHeHUs, npeacTaBneHHOro NpoM3BoauTeneM NekapcTBeHHbIX NpenapaTosB Unu
YMNOMHOMOYEHHbIM UMM MWLOM B COOTBETCTBMM C HacTodwuMm PeaepanbHbiM 3aKOHOM B YNOJTHOMOYEHHbIN
dhegepanbHbI opraH ncnonHuTensHon Brnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHmsa ynnaTtbl rocygapCTBEHHOMN
NOLWWNMHbI, NPegyCMOTPEHHON 3akoHoaaTenscTBoM Poccuiickon degepaumm o Hanorax u cbopax.

(vacTb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Boigaya paspelleHun Ha npoBedeHue KITMHUYECKUX MCCeaoBaHWi NeKapCTBEHHbIX NpenapatosB Ans
MELMLMHCKOro NMPUMEHEHMS NO 3asiBMIEHUAM, NOAaHHbIM 0 OHA BCTYMNNEHWUs B cuny Hactosuwero degepanbHoOro
3aKoHa, a Takke No 3asBNeHNsM, NOAaHHbIM Nocrne AHA BCTYNNeHns B cuny HacTosiwero defeparnbHOro 3akoHa Ha
OCHOBaHUW 3KCNepTu3, NpoBedeHHbIX [0 [AHA BCTYMMeHus B Ccuny Hactosiwero ®deaepanbHOro 3akoHa,
OCYLLLECTBMSAETCHA B COOTBETCTBMM C HacTtosawum PefeparnbHbiM 3aKOHOM Ha OCHOBaHUW JOKYMEHTOB WU [aHHbIX,
npeacTaBneHHbIX UM NONyYeHHbIX A0 OHSA BCTYNMEHUs B cuny HacTtosuwero ®efepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWX NpeABapUTENBbHOIO AoroBopa 0653aTenbHOro CTPaxOBaHWSA >KWU3HW, 300pOBbS MaLMEHTOB,
y4acTBYIOLUX B KMMHUYECKOM UCCrefoBaHUM NeKkapCTBEHHOro npenapaTta Ansg MeuLMHCKOro NpUMEeHeHus, nunu
konuu pgorosBopa 06A3aTenbHOr0 CTPaxOBaHUSA XWM3HW, 300POBbSA MAaLMEHTOB, Y4acTBYOLMX B KIMHUYECKOM
nccrnegoBaHUM NeKapCcTBEHHOro npenaparta Ans MeOUUMHCKOro MnpuMeHeHus, nnbo npenctaBneHHOW Komvm
gorosopa 06s3aTenbHOr0 CTpaxoBaHWUS, 3aKMOYEHHOTO B COOTBETCTBMU C TMMNOBLIMW MpaBuiaMm oba3aTensHoro
CTpaxoBaHus, C ykasaHveM npegenbHOW YMCIEHHOCTM NauMeHTOB, YYaCTBYHOLWMX B KITMHUYECKOM MCCnegoBaHum
nekapCTBEHHOro mnpenapata Ans MeAMUUHCKOro npuMeHeHusi, 6e3 TpeboBaHua ynnaTbl rocygapCTBEHHON
noLWNuHbI, NPegycCMOTPEHHON 3akoHoAaTenscTBOM Poccuiickon depgepaumm o Hanorax u cbopax.

(vacTb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B UHOCTPAHHOW BanoTe A0 AHA BCTYNNEHWs B cuny Hactosiwero ®enepansHoro
3aKoHa npefenbHble OTMNYCKHblE LeHbl WMHOCTPaHHbIX NPouM3BoAMTENEen Ha fekapcTBeHHble npenaparthl,
BKIIIOYEHHbIE B MEepeyeHb XXMU3HEHHO HEeoOXOAMMbIX W BaXKHEMLIMX INEeKapCTBEHHbIX MpenapaToB, nognexar
nepecyety B pybnu no kypcy LleHTpanebHoro 6aHka Poccuiickon ®Pepepaumm Ha JaTy, YCTaHOBIEHHYHO
MpaButenbctBom Poccunckon depepaumm, 6e3 npeacTaBneHus 3asBreHUs O MnepecyeTe LieHbl C BHECEHMEM
COOTBETCTBYIOLLMX WU3MEHEHUA B rOCyAapCTBEHHbIA PEECTP MpeaeribHbIX OTMYCKHbIX LEH Mpov3BOAUTENEN Ha
NeKapCTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B MEpPeYEHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMLNX JTIEKAPCTBEHHbIX
npenapaTos.

(yactb 3.5 BBegeHa PepepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble OO OHS BCTyMNfeHus B cuny Hactoswero PegepanbHOro 3akoHa npegernbHble
OTNYCKHblE LiEeHbl POCCUMCKMX MNpPOU3BOAUTENEN Ha neKkapcTBEHHble npenapatbl, BKYEHHblE B MNepeyeHb
XN3HEHHO HEOOXOOMMbIX N BaXKHEMLLMX NEKapCTBEHHbIX MpenapaTtoB, nognexar uHaekcauun ¢ 1 Hosi6ps 2010
roga Mcxoast U3 MPOrHO3MPYEMOro YpoBHS MHANAUMK, ycTaHoBrNeHHoro defeparnbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depepanbHomM GrompkeTe Ha 2010 rog v Ha nnaHoBbi nepuog 2011 1 2012 ropgos" Ha
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®epepanbHbii 3akoH oT 12.04.2010 N 61-03(pep. ot 25.06.2012)"06 [lokyMeHT npeaocTtaBneH KoHcynbTaHTIIoC
obpalleHnn NekapcTBEHHbIX CpeacTB” [ata coxpaHeHusi: 04.02.2013

2011 rog.
(vacTb 3.6 BBegeHa depepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He ponyckalTcs NpPoOM3BOACTBO M BBO3 B Poccunckyto depepauuio
neKkapcTBEHHbIX MpenapaToB B yNakoBKax C MapKMPOBKOW, KOTOpas Oblna HaHeceHa OO0 OHA BCTYMNNEHUS B CuUny
HacTodwero ®eaepansHOro 3akoHa. 1o ncTteyeHUn ykaszaHHOro Cpoka AaHHble NeKapCTBEHHbIe npenapaTbl MoryT
OTMNycKaTbCs, peann3oBbiBaTbCH, NepefaBaTbCa U NPUMEHATLCS 40 UCTEYEHUST X CPOKa rogHOCTM.

(B peq. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-03)

4. Co gHs BCTynneHns B cuny Hactoswero ®epepanbsHoro 3akoHa u no 30 anpens 2011 roga BKAUYUTENBHO
JOnyckaeTcsl MNpoBedeHMEe 3KCMePTU3bl JIEKAPCTBEHHbIX CPeACTB 93KCNepTaMu IKCMEPTHOrO YYpexaeHus [o
NPOXOXOEHNS UMW aTTecTauMnm B MOpsiAKe, YCTAHOBIIEHHOM YMNOSIHOMOYEHHBIM dedeparnibHbIM  OpraHoM
NCMNONMHUTENbHOW BNacTy.

5. Co pgHa BCTynneHus B cuny HacToswero ®egepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKIMIOUUTENBHO OCYLLECTBMSETCS Nepexos K NponM3BOACTBY NeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C NMpaBunamu
opraHusauum nNpou3BOACTBA U KOHTPONS KayecTBa NeKkapCTBEHHbIX CPEACTB, yka3aHHbIMM B 4actn 1 ctatbu 45
HacTodAwero degepanbHOro 3akoHa, B NofiHOM obbeme. Cpokn nepexoaa NPOU3BOACTBA NIEKAaPCTBEHHbBIX CPEACTB
K MX MPOU3BOACTBY B COOTBETCTBMM C KOHKPETHbIMU TPEOOBaHUAMU OaHHbLIX MPaBun, BKIIKOYas CPOKU aTtTecTtaumm
YMNONTHOMOYEHHbIX NWL, YKasdaHHbIX B Yactax 6 u 7 cratem 45 Hactosdwero PenepanbHOro 3akoHa,
ycTaHasnumeatoTca NpaButenbctBomM Poccuinckon ®egepaunn.

6. JlMueH3nn Ha NpoOM3BOACTBO NEKAPCTBEHHbIX CPeAcTB, BblAaHHble A0 1 aHBaps 2014 roga, AencTBYHOT
nocne 1 saHBapsi 2014 roga 40 NCTEYEHUS CPoKa UX AENCTBMSA NpW YCNOBUM COOTBETCTBUS NULLEH3naTa npasunamv
opraHu3aumv nNpou3BOACTBA M KOHTPOMsSl KavyecTBa flekapCTBEHHbIX CPeacTB, yKa3aHHbIM B 4actu 1 cratbu 45
HacTtosilero ®egepanbHOro 3akoHa.

7. dopmupoBaHMe TOCYAapCTBEHHOrO 3adaHus Ha MNpOBEeAEeHME 3KCMEepTU3bl NEeKapCTBEHHbIX CPeacTB
hbenepanbHOMYy rOCy4apCTBEHHOMY OOMKETHOMY YYpeXOEHUO MO MNPOBEAEHMIO 3KCMEPTU3bl NEKAPCTBEHHbIX
CpPeAcTB u hmHaHcoBoe obecneyeHne BbIMOMHEHUS 3TOrO 3aaHus OCYLLECTBNATCA B NOPSAAKE, YCTAHOBNEHHOM
®epepanbHbiM 3akoHOM OT 12 gHBapsa 1996 roga N 7-®3 "O HekoMmepyeckmx opraHm3aumsax”.

(vactb 7 BBegeHa PepepanbHbiM 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ngeHT
Poccuinckon denepaumm
O.MEOBELOEB
MockBa, Kpemrnb
12 anpena 2010 roga
N 61-03
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